
BISHOP, COOK, P U R C E L L  & REYNOLDS 
1400 L STREET. N.W. 

rih%INGTON. 0.C.  20005-3502 
(202) 371-5700 

WRITERS DIRECT DIAL 

(202) 371-5750 

November 21, 1988 

TELEX 440574 INTLAW VI 
TELLCOPIER (202) 371-5950 

Mr. Thomas Hall 
Division of Consumer Affairs 
Docket H-022D 
Occupational Safety & Health Administration 
Room N3647 
200 Constitution Avenue, N.W. 
Washington, DC 20210 

Supplement to NWDA's 10/28/88 
Notice of Intention to Appear 

Dear Mr. Hall: 

My October 28 letter t o  you gave notice that the National 
Wholesale Druggists? Association would be represented in the December 
6 OSHA hearing by Mr. Ronald J. Streck, Vice President of Government 
Affairs. Evidently in discussions with Ms. LYM Green of NWDA, you 
asked for more detail on specific issues tha t  will be addressed and the 
position that NWDA takes on those issues. A copy of our written 
comments is enclosed, which may be helpful. 

In addition to this information, Mr. Streck will address the 
regulatory limbo in which the OSHA standard places wholesale 
distributors of prescription and over- the-counter drugs and consumer 
products. By definition, NWDA's members are not manufacturers or 
importers of the products they distribute. They have no independent 
technical expertise or capacity to determine or evaluate hazards of 
products they distribute in sealed containers. 

In the real world of the OSHA standard, even with the pending 
stay of the rule insofar as FDA-regulated drugs and consumer products 
is concerned, distributors receive hundreds of MSDSs for materials that  
do not appear to warrant them. When this dilemma was raised in 
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legislative testimony, with exam les of Pepto Bismd and Crest for Kids 
Super Cool Gel toothpaste, OSH i witnesses averred that no one had to 
prepare such MSDSs. By implicktion, it appears that an MSDS which 
need not be created also need dot be distributed. In fact, however, 
MSDSs are being prepared and @ten to the distributor for products like 
these, and Mr. Streck’s testimong will  focus on the serious concern we 
have for the liability of the distdibutors put in the awkward position of 
making these decisions. 

To illustrate this concern, and for the record, w e  are submitting 
copies of MSDSs that have beep received by one of our wholesale 
members. Will OHSA please reJiew these MSDSs and advise us which 
are required by the standard to ke distributed to customers, and which 
are not? 

Among the other question$ Mr. Streck may be expected to pose 
to OSHA are the following: 

1. Other than in response to a specific employee request, does 
a distributor of chemioal productis have to seek out and obtain MSDSs 
from manufacturers or importeft, or need he only keep and pass on 
those he happens to receive? 

2. Does the OSHA haeapd communication standard permit a 
distributor who receives an MSD$ from a manufacturer or importer to  
decide on his own not to pgss that MSDS on to commercial 
customer/employers? 

3. If so, given the appatpnt mandatory language of paragraph 
(i)(7) of the standard to pass on MSDSs, where in the standard is the 
distributor’s discretion not to pass them on to be found? 

4. Upon what grounds could a distributor properly determine 
that a chemical w a s  not subject t? the standard, if the manufacturer of 
that chemical apparently made the initial determination that it was 
covered by providing an MSDS ta that distributor? In other words, if 
the distributor has discretion to decide what tS or is not covered, in a 
practical sense how can he exerci9e that discretion? 

5. Could OSHA please adtkess the regulatory and civil liability 
of a chemical distributor who ewes not to  pass on an MSDS for a 
product later alleged to be hazardous? 

Paragraph (a)(6) of the OSHA standard exempts foods, drugs 
and cosmetics in a retail establis ment which are packaged for sale to 
consumers. Are these products st h exempt if their packaging is apened 
by a pharmacist who uses the contents to formulate prescription 
medicines? 

6. 

I 1 

-2- 
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7. Is a consumer product such as rubbing alcohol exempt under 
paragraph (a)(b)(vii) when packaged in %gallon drums? 

8. Does a pharmacist's formulation of prescription medicines 
with ingredients from over-the-counter packages constitute use of a 
consumer product "in the same m w e r  as normal consumer use," as 
that term is found in paragraph (a)(S)(vii) of the standard? 

Is the standard as curremy written sufficiently flexible and 
performance-oriented to permit use of alternative sources of 
MSDS-type information, such as the Physician's Desk Reference books 
or Facts and Comparisons, in place of MSDSs? 

If a distributor or pharnlacist receives two or more MSDSs 
from different manufacturers of th$ same U.S.P. material, that differ 
from one another in phrasing, is he obligated to  maintain files on all of 
them or just one? 

Paragraph (a)(4) of the standard says that in work operations 
where employees only handle chemicals in sealed containers which are 
not opened under normal circumstances, such as in cargo terminals and 
wholesale facilities, "the section applies to these operations only as 
follows," listing three limited reguirements. Are a l l  of such an 
employer's obligations set forth in paragraph (a)4), Le., does such an 
employer have no obligation to pass on MSDSs to commercial customers 
under paragraph (g)(?)? 

Is it OSHA's position that provisions on drugs and consumer 
products, disallowed under the OMB procedure addressed by the Third 
Circuit, will not be enforced with cftations until the conclusion of the 
rule changes proposed on August 8, 1B88? 

9. 

10. 

11. 

12. 

NWDA's position on these issqes is that they need to be resolved 
by OSHA, soon and without ambigulty. As a general matter, NWDA 
favors the comprehensible and clear position taken by OMB, that no 
consumer products or FDA-regulated drugs should be deemed subject to 
the OSHA hazard communication standard. 

Please let me know if you have any questions on this supplement 
to the notice I filed earlier. 

Counsel to NWDA 
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3M Center 
St. Paul, Minnesota 55144-1000 
612/733 11 10 w 
December 29, 1987 

Mr. Robert W, Wilkins 
Senior Vice President 
Inventory Management 
FOXMEYER CORPORATION 
1220 Senlac Drive 
Carrollton, TX 75006 

File No. 8712291622232 

Dear Mr. Wilkins: 

Thank you for your recent Pequest for Material Safety 
Data Sheets on our productd. 

According to Section 1910.3200 (a)(4)(iv) of Title 29, 

Hazard Communication Stand rd do not apply to consuer 
products and hazardeus sub tances which are subject to 
consumer product safety st ndards or labeling 
requirements of the Consumqr Products Safety Commission. 
Therefore, we have not publjished Material Safety Data 
Sheets on articles $uch as lour tapes and abrasive 
products whiah do nQt presdnt chemical hazards. 
products enjoy wide use, and to date, no health-related 
problems have arisen. 

Code of Federal Remlation (CFR), the labeling 
requirements of the new Oc upational Safety and Health 

These 

In the interest of aonsumeq awareness we have, however, 

sealants . 
published Material Safety ta Sheets for chemical types 
of products such as our li ids, aerosols, adhesives and 

Enclosed please find a Material Safety Data Sheet for 
the following products: 

"SCOTCHGARD" Brand Fabric motector 
"SCOTCH" Brand Super Strength Adhesive 

I trust this satisfies your request. 

Sincerely, 

Longine P. Beck 
Customer Service Supervisor 
HOME PRODUCTS DIVISION/3M 
3M Center, Slag. 223-48-01 
St. Paul, MN 55144-1000 



MATER I AL SAFETY 
DATA SHEET 

3M 
3M CENTBR 
ST. PA.ULI, MINNESOTA 
551 44-1000 
6 1 2/ 7 33- 1 1 1 0 Duns No. : 00-617-3082 

DI?I1ISION: HOME PRODUCTS 
TRADE NAME : " SCOTCHGARD BRAND FclBP, I C PROTECTOR 
3M I .D .  NUMBER: 70-0701-4043-2 70-0701-4050-7 70-0701-4079-d 

70-0701-6111-5 7040701-7426-6 98-0211-0262-3 
98-021 1-0 377-9 98-0211-0498-3 

ISSUED: AUGUST 31, 1987 
SUPERSEDES: JANUARY 16, 1986 
DOCUMENT: 10-2520-4 

1. INGREDIENTS C.A.3. N O .  PERCENT EXPOSURE 
L IMITS 

=II=DIPPP=IPIPI"11aIlrtllP====a=~=====~x==~==a============~==-=-==~a----------- - -  ----------- 
CARBON DIOXIDE - PROPELLANT 124-33-9 3.0- 4.0 5000 PFM 1 
FLUOROALIPHATIC RESIN SOLUTION N/D 1.0-  1.1 N/D 5 
1, 1, 1-TRICHLOROETHANE 71-5s-6 94.5- 95.9 350 PPM 1 
(AEROSOL GRADE) 

SOURCE OF EXPOSURE L I M I T  DATA 
1. ACGIH THRESHOLD L I M I T  UALUES 
2. FEDERAL OSHA PERMISSIBLE EXPOSURe L I M I T  
3. 3M EXPOSURE GUIDELINES 
4. CHEMICAL MANUFACTURER RECOMMEND€D GUIDELINES 
5. NONE ESTABLISHED 

ABBRECI I AT I ONS 
N/D - NOT DETERMINED 
N/A - NOT APPLICABLE 

2. PHYSICAL DATA 

BOILING POINT: 17SF(LIQ.CONTENTS) 
VAPOR PRESSURE : 10092oc 
VAPOR DENSITY ( A I  R - 1 )  : 4.55 
EVAPORATION RATE <BUTYL ETHER = 1) : 0 . 4  
SOLUBILITY I N  WATER: NEGLIGIBLE 
SP. GRAVITY (WATER=l) : 1.3 
PERCENT UOLATI LE  : 99.5 
VISCOSITY: N/D 
PHI N/A 
APPEARANCE AND ODOR: COLORLESS LIQUID,  CHLORINATED SOLVENT ODOR I N  

AEROSOL CAN. 

Form NO. 27687 



YRTE4IFIL S E E T Y  
DFITA SkEET 

I 
D IV fS ION:  HOME PRODUCTS 
TMDE NQME: "SCOTCH-BRWvD" SUPER STiQENGTH RDHESIVE 

3Pl I.D. NUMBER: 73-07ab-4863-2 78-6700-7746-3 
iSSUED: FEBRUQRY 24 ,  1386 

T)OC!JJMENT: l a -2493-4  

6004 1 

SWE3SEDES: JULY 31, 1384 

(CUT. 

I Qu' 

SGURCE O F  EXPOSLRE LIhIt DRTQ 
1. FICGIH T3RESHOLD 'LIYZT VQi i lES 
2. FEDERQL CShFI =E3#,SSiELE EXPOSURE LZMIT 
s. SM EXPOSGRE GUZDELINES 
4. CHEWICRL YFINZFRCTURER RECC*:mE!\DE3 GLIDELIFE'S 
5. ;LONE ZSTMiLiS2ED 

- 

Furm NO. 27887 



iNCOMPFITIEILITY - YFlTZZiilLS 70 ,1VC:3: 

HFIZRRDOUS POLYMERIZRTION: YRY NOT OCCiJ!? 
N/D 

HClZFIRDOUS DECOMPOSITION PRODUCTS: 
THEWlFIL DECOMPOSITICN OR BURNING MGY PAGDUCE C3, Z02, PA3 LSL 
MOLECULFIR WEIGiiT HYDROCFIRBONS. 

S P I L L  RESPONSE: 
OBSERVE PRECRUTIONQRY INFQRMflTIOW. EXTINOLiiSi l  FILL ZZhiz-ZCA S C t l Z Z E 3 .  

SPILL.  COLLECT SPILL. C L S N  UP RESIDUE. X G C Z  IN 2 J.S. 
D. 0. T. -WPROVED CONTRINER FIND SEAL. 

F O R  BULK QURNTITIES: INCIWERRTE I N  FI 9ERYITTE3 3GZA,3EZb$ % S Y  

-7. -- - -  VENTILRTE RREQ. RPPLY RBSORBENT MRTERIFlL TO FIRE; O F  S=I- , .  $-a- * W *  . 

ECOMMENDED DISPOSRL: 

FFICILITY. SINCE SEGULFITIQNS VFIRY, CCNSULT r=IF.PLICRBLE 9eSilr~ia-I313 C q  
FIUTHORITIES BEFORE DISPOSW. u. s. EM MAZRRDCUS Was: hut'. : 
0-ldldl ( IGNITRBLE) .  

ENVIRONMENTRL DRTR: 
70-8788-7746-9 I S  I .@-FLUfD OUNCa TtEE; 78-6788-4863-Z :3 : .E 'Z-=-&IZ 
OUNCE TUBE (U. S. ) . ENVIRONMENTFIL DFITFI: W/D. 

Form NO. 27117  , 
I 



MSDS: "SCOTCH-BRnND" SUPER dTRENGTH RDHESIVE (CRY. 6884) 
FEBRUfiRY 24, 1'386 

u 

Form NO. 27aa7 
I I "  I ,  



MSDS: "SCOTCH-BRQND" SLiPEff STRENGTH RDhESZVE (CGT. 6ad4) 
FEBRUCIRY 24, 1366 

EYE CONTRCT: LIQUID IRRITFITINQ TO THE EYES UPON DI2ECT CZNTFICT. 

SKXN CONTRCT: LIQUID WQS FOUND TO BE NON-IXRITRTING DERinFILLY -C -5s- 
FINIMQLS. PROLONGED EXPOSURE MQY DEFGT W I N .  

INHQLRTION: CONCEFTRQTED VnPORS MQY F'FZODUCE RESPI3flTOaY SYSTEY 
IRRITRTION, HECIDQCHE FIND NRUSER. DUE TO SMQLi CONTRINER SIZE, NC 
INHBLRTION HClZRRD IS EXPECTED UNQER LOW-VOLUME USQGS. 

INGESTION: PRRCTICRLLY NON-TOXIC ORGLLY. THE FICUTE ORRL LDSO (37R-j 
WCIS GREFITER THRN 5 GRQMS/KG BODY WEIGHT. NOTE3 METWYL ET-YL 
KETONE IS R EMERYO/FETOTOXIN BFIS&D ON DRTFI FROM LFIBORRTGRY G N I W L  
STUD I ES. 

, ,. I .  
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Memory Technologies 
Group LaboratorieMiM 

3M Center 
St. Paul, Minnesota 55144-1000 
612/733 11 10 

January 21, 1988 

Inventory Management 
FoxMeyer Corporation 
1220 Senlac Drive 
Carrollton, TX 75006 
Attn: Mr, Robert W. Wilkins 

Dear Mr. Wilkins: 

The 3M video tape products on your request list fall 
under the definition of an "Article'*; see enclosed 
Bulletin. Articles are aempt. 

I hope this information will help in meeting your 
needs , 

Paul W. Eddy 
Regulatory Compliance 
MTGL 

PWE/can 

Enclosure 



OSHA CI8rifk~ Definition of Exowpt 'Articles' 
Under Its New Hazard Communiclrtion Standerd 

As most SPI members are eware, the Ocqpational Safety and Heatth Administtation's 
Hazard Communicatton Standard, which requires the identifrcation of workplace 

chemical manufacturers, importers and suppliers and will go into effect on 
J 9RE for manufacturers who use (but do not produce) dhemicals in their operations. 

hazardous chemicals and employee traininp. went into effect Novernher E 19& for 

e... 

The Hazard Communication Standard applies to 'chemicals" but it does not apply to 
any substance which is an "article" within the meaning of the regulation. 

The term "article" is defined in the new OSHA warning rule, as a manufactured item: 

(1) which is formed to a specific shape or design during manufacture, 
(2) which has end use function(s) dependent in whole or in part upon its shape or 

(3) which does not release, or otherwise result in exposure to, a hazardous 
design during end use, 

chemical under normal conditions of use. 
I 

In the preamble to the OSHA standard a$ initially publi$hed in 1983, OSHA used 
"furniture" and "pieces of equipment" as examples of egempt articles. At the same time, 
the agency noted that hazardous chemicals used in ths) manufacture or use of an 
"article" would remain covered by the, Standard unless otherwise excluded. 

e... 

Early in 1985, OSHA's Office of Health Compliance Assistance issued a memorandum 
outlining inspection procedures under the $tandard, which clarifies the diefinition of 
exempt "articIss." The agency stated that the key to thg definition of "article" is the term 
"under normal conditions of use," and provides the following example: 

An item may meet the definition of "article" - but produces a hazardous byproduct if 
burned. If burning is not consideted as pan of its normal conditions of use, the item 
would be an "adicle" under the Siandard, and thus exempted. 

I I I U  , I I I , I  I 



The OSHA directive cites vinyl upholstery, stainless steel tables, end t h S  8 s  addttiorml 
examples of exernp: 'arncles 
considered "aRicles' under the standard 

h also bsts three vpes of hems which would not be 

(1) Metal ingots that will be melted under normal andttions of use 
(2) Fabnc treated with formaldehyde where downstream garment manvtacturing 

(3) Switches with mercury in them when a certain percentage break under n o m 1  
employees will be exposed when makrng clothing 

conditions of use. 

In these circumstances, the agency concluded that a 'release" of hazaruous material 
would occur and that the required infomation must be smplied. No information needs 
to be provided concerning those substances which reman "bound" in an item. 

Within this framework, it appears that a number of products manufactured by SPI 
memberr may be exempt from the hew OSHA standard bs 'articles" since, under 
'normal conditions of use,' their utilization by purchasers and downstream workers will 
not resutt in exposure to any hazardous chemical. Manufacturers will be required to 
assess the status of their individual products under the standards described above. A 
number of other considerations, ranging from customer relations concerns to potential 
product liability claims, may lead some cornpnies to take a narrow view af the 
'articles' exemption with respect to certain 01 their products. SPI members also should 
check to see if there are state 'right to know" laws that could affect them. Such 
information may be obtained by contacting Pat loner in the SPI Washington office at 

'lilyi 

(202) 822-6700. 

12/05 
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3M General Offices 
3M Center 
St. Paul, Minnesota 55144-1000 
(612) 733-1110 

00-27 
1 6 3  

u Dun8 No. : 00-617-3082 

3M MATERIAL SAFETY 
DATA SHEET 

DIV IS ION:  RIKER 
TRADE NAME: NORGESIC AND NOROESIC FORTE <PRESCRIPTION 

DRUB) 
3M I. D. NUMBER-:---NOT ASSIGNED 

DOCUMENT: 10-2447-0 

ISSUED: JULY 25, 1 9 8 6  
SUPERSEDES: OCTOBER l l r  1 9 8 5  

... 

I I U  I ,  I , I I 
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3M General Off icos 
3M Center 
SI. Paul, Minnesota 55144-1000 
(612) 733-1 110 

DUM No.: 00-617-3082 

00-27 
164 

3M MATERIAL SAFETY 
DATA SHEET 

MSDS: NORGESIC AND NORGESIC FORTE (PRESCfiIPTION DRUG) P.Q. 2 
JULY 25, 1986 

i IY , I  I1 I I I  I 



3M General Offices 
3M Center 
St. Paul, Minnesota 55144-1000 
(612) 733-1110 

D u n 8  No.: 00-617-3082 

MATERIAL SAFETY 
DATA SHEET 

00-27 
165 

MSDS: NORGESIC AND NORGESIC FORTE (PRESCRIPTION DRUG) P a g a  3 
JULY 25, 1986 

I I 



3M General Offices 
3M Center 
St. Paul, Minnesota 55144-1000 
(612) 733-1110 

Duns N o . :  00-617-3082 

MATERIAL SAFETY 
DATA SHEET 

0 0 -27 
166 

MSDS: NORGESIC AND NORGESIC FORTE ( P R E S C R I P T I O N  DRUG) P a g o  4 
JULY 25, 1986 

* " " ' - ' - = " ' 3 1 = t = = = = = = = ¶ = = = = = = = = = = = ~ = = = = * = = = = C = = ¶ = = ~ = a = = = = = = = 8 = = = = = = ~ r = =  --------- --- 
The i n f o r m a t i o n  on th is Data Sheet rapres  nts our c u r r e n t  data and bas t  
op in ion  a s  t o  t h e  proper  use i n  hand1 t ng o f  this product  under normal 
cond i t i ons .  Any use o f  t h e  product  which i s  n o t  i n  conformanco w i t h  th is  
Data Sheet o r  which i n v o l v e s  us ing  t h e  product  i n  combinat ion w i t h  any 
o ther  product  o r  any o the r  process i s  t h o  r e s p o n s i b i l i t y  o f  t h o  user.  

.- 
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3M General Offices 
3M Center 
St. Paul, Minnesota 55144-1000 
(612) 733-1110 

w D u n s  No.: 00-617-3082 

00-27 
1 6 7  

MATERIAL SAFETY 
DATA SHEET 

SOURCE OF EXPOSURE L I M I T  DATA 
1. ACGIH THRESHOLD L I M I T  VALUES 
2. FEDERAL OSHA PERMISSXBLE EXPOSURE L I M I T  
3. 3M EXPOSURE GUIDELINES 
4. CHEMICAL MANUFACTURER RECOMMENDED GUIOELINES 
5. NONE ESTABLISHED 

ABBREVIATIONS 
N/D - NOT DETERMINED 
N/A - NOT APPLICABLE Iw' 

VAPOR D E N S I T Y - ( A I R = l  
EVAPORATION RATE ( = 
SOLUBIL ITY I N  WATER: 
SP. GRAVITY (WATER=l 
PERCENT VOLATILE:  
VISCOSITY:  N/ D 

N/ D 
: N/D 
SOLUBLE 

N/ D 
'D 

PH : N/ D 
APPEARANCE AND ODOR: WHITE SCORED 

W 

I I I Y  I I1 I I I  I 



3M General Offices 
3 M  Center 
St. Paul, Minnesota 55144-1000 
(612) 733-1110 

0 0-27 
168 

D u n s  No.1 00-617-3082 

MATERIAL SAFETY 
DATA SHEET 

MSDSt UREX (PRESCRIPTION DRUG) 
JULY 2 4 ,  1986 

P a g e  2 

INCOMPATIBIL ITY - MATERIALS TO AVOID: 

HAZARDOUS POLYMERIZATIONi MAY NOT OCCUR 

STRONG ACIDS AND BASES AVOID TEMPERATURES LESS THAN 15C (59F) AND 
GREATER THAN 30C ( 8 6 f )  

S P I L L  RESPONSE: 
OBSERVE PRECAUTIONS PROM OTHER SECTIONS. AVOID DUSTING. COLLECT 
SPILLED MATERIAL AND PLACE INTO CLOSED CONTAINER. CLEAN UP RESIDUE 
WITH SOAP AND WATER. 

INCINERATE I N  AN INDUSTRIAL OR COMMERCIAL F A C I L I T Y  I N  ACCORDANCE WITH 
APPLICABLE REGULATIONS 

RECOMMENDED DISPOSAL: 

I F  SWALLOWED: 
NOTIFY PHYSICIAN. SEE PACKAGE INSERT 8 R  PDR 

I I 



3M General Off ices 
3M Center 
St. Paul, Minnesota 56144-1000 
(612) 733-1 110 

Duns  No.: 00-617-3082 

MATERIAL SAFETY . 
DATA SHEET 

00-27 
169 

MSDS: UREX (PRESCRIPTION DRUG) 
JULY 2 4 ,  1986 

Page  3 

S K I N  CONTACTi NON-IRRITATING I N  ANIMAL TEST. HAY BE A S K I N  
SENSITIZER. 

INGESTIONtACUTE TOXICITY I S  CONS SLIGHTLY TOXIC BASED ON ANIMAL 
STUDIES ( ORAL LDSO MOO0 NG/K NTAINS AN ANIMAL CARCINOGEN 
(SACCARIN SODIUM) NATIONAL TOXICOLOOY PROORAM. 

INHALATION: NO EXPOSURE EXPECTED. 

==================-"-----=-- ------ - - = = t = I I = t ~ ¶ = l D l t = D t = ~ ~ = ~ = = ~ = = ~ = = = = = = = = = = = = ~ = = = =  

The i n f o r m a t i o n  on th is Data Sheet ropres  n t r  our c u r r e n t  data and bes t  
op in ion  as  t o  tho  prqper  use i n  hand1 t ng o f  this product  under normal 
cond i t i ons .  Any use o f  tho prodqc t  which is n o t  i v  conformance with this 
D a t a  Sheet o r  which i n v o l v e s  w i n g  t h e s p r o d u c t  i n  combinat ion w i t h  any 
o the r  product  o r  any o tha r  procoss i s  t h e  r e s p o n s i b i l i t y  o f  t h e  user. 

I I I Y  1 1  , I  I 1 1  I 



3M General Off ices 
3M Center 
St. Paul, Minnesota 55144-1000 
(612) 733-1110 

00-27 
1 7 0  

W D u n s  No.r 00-617-3012 

3M 
MATERIAL SAFETY 
DATA SHEET 

D I V I S I O N  : RIKER 
TRADE NAME: THEOLAIR, THEOLAIR SR CTABLET'S) (PRESCRIPTION 

DRUQ 1 
3M I .D. NUMBER: NOT ASSIGNED 

DOCUMENT: 10-3091-5  

ISSUED: JULY 25, 1 9 8 6  
SUPERSEDES: JANUARY 13, 1 9 8 6  

I f O f . L = r = = = r 0 0 1 t l = = I ~ = = = ~ ~ = = = = = = = = = = = = ~ = = = = ~ = * = ~ = ~ ~ = = ~ = ~ ~ = = = = = = = = ~ = = ~ = = = =  

1. INQREDIENTS C.A.S. NO. PERCENT EXPOSURE 
L I M I T S  ... l t 3 1 = I = = D 3 0 = 1 = ' . = = 8 = = = = = . = ¶ = = = = = = = C = = = = = ¶ = 8 = = = = = = = = ¶ = ¶ = = = = = = = = ¶ = = = = = = =  

THEOPHYLLINE ANHYDROUS 58-55-9 28.0- 50 .0  N0D 5 
EXCIPIENTS N/ D 1 0 . 0 -  32.0 NOD 5 

5 LACTOSE HYDROUS 63-42-3 40.0 N/D 

SOURCE OF EXPOSURE L I M I T  DATA 
1. ACQIH THRESHOLD L I M I T  VALUES 
2. FEDERAL OSHA PERMISSIBLE EXPOSURE L I M I T  
3 .  3M EXPOSURE GUIDELINES 
4. CHEMICAL MANUFACTURER RECOMMENDED GUIDELINES 
5. NONE ESTABLISHED 

ABBREVIATIONS 
N/D - NOT DETERMINED 
NOA - NOT APPLICABLE 

FLASH POINT CCOMBUSTABLE S O L I D I :  N / A  
FLAMMABLE L I M I T S  - LEL: N/A UEL: N/A 

um. 

EXTINGUISHING MEDIA: 

SPECIAL F I R E  FIGHTING PROCEDURES: 
WATER ,CARBON DIOXIDE, DRY CHEMICAL EXTINGUISHER, OR FOAM. 

I I I l l  I 1  I I l l  I 



00-27 
17 1 3M General Offices 

3M Center 
St. Paul. Minnesota 55144-1000 
(612) 733-1 110 

w D u n s  No.: 00-617-3082 

MATERIAL SAFETY 
DATA SHEET 

MSDS: THEOLAIR, THEOLAIR SR (TABLETS) (PRESCRIPTION DRUG) P a s 0  2 
JULY 25, 1986 

HAZARDOUS DECOMPOSITION PRODUCTS: 
COMBUSTION MAY PRODUCE CARBON DIOXIDE, CARBON MONOXIDE, OXIDES OF 
NITROGEN. 

I I 

.... 
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3M General Offices 
3M Center 
St. Paul, Minnesota 55144-1000 
(612) 733-1110 

Dun8 No. : 00-617-3082 

00-27 
1 7 2  

3M 
MATERIAL SAFETY 
DATA SHEET 

MSDS: THEOLAIR, THEOLAIR SR (TABLETS) (PRESCRIPTION DRUG) Pag. 3 
JULY 25, i 9 a 6  

INQESTION: ACUTE TOXICITY CONSIDERED WODERATE (ORAL LDSO I N  ANIMALS 
600  MG/KQI 

D I = = = = l = = I = = = = D D D l t = = = = = = x = = = = = = = ~ = = = ~ ~ = ~ ~ = u = a = * = ~ ~ = = x = = = = = = = = = = = a = ~ ~ = = = ~  
The i n f o r m a t i o n  on t h i s  D8ta Shoot r e p r o s  ts o u r  c u r r o n t  d a t a  and  b o s t  
o p i n i o n  as t o  t h o  propor  us0 i n  handl$p o f  t h i s  p r o d u c t  undor normal 
c o n d i t i o n s .  Any u s e  o f  t h e  p r o d u c t  which 5s n o t  i n  cenformancm w i t h  t h i s  
Data Shoet  o r  which i n v o l v e r  u s i n g  t h e  p r o d u c t  i n  tombina t ion  w i t h  any  
o t h o r  p r o d u c t  o r  a n y  o t h o r  procose  is t h e  r o s p o n e i b i l $ t y  o f  t h a  u s e r .  

k d  



3M General Offices 
3M Center 
St. Paul, Minnesota 55144-1000 
(61 2) 733-1 1 10 

ylu' Duns  No.: 00-617-3082 

00-27 
173 

3M MATERIAL SAFETY 
DATA SHEET 

D I V I S I O N :  RIKER 
TRADE NAME: TEPANIL/TEPANIL-TEN TAB (PRE$CRIPTION DRUG) 
3M I . D .  NUMBER: NOT ASSIGNED 

DOCUMENT: 10-6776-8 

ISSUEDI JULY 24, 1 9 8 6  
SUPERSEDES: MAY 3 0 ,  1 9 8 6  

DIETHYLPROPION HYDROCHLORIDE 134-80-5 
EXCIPIENTS N/ D 

1 0 . 0  
9 0 . 0  

5 
5 

SOURCE OF EXPOSURE L I M I T  DATA 
1. ACGIH THRESHOLD L I M I T  VALUES 
2. FEDERAL OSHA PERMISSIBLE EXPOSURE L I M I T  
3. 3M EXPOSURE GUIDELINES 
4. CHEMICAL MANUFACTURER RECOMMENDED GUIBELINES 
5 .  NONE ESTABLISHED 

ABBREVIATIONS 
N/D - NOT DETERMINED 
N/A - NOT APPLICABLE 

. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - -s=a=============================== 

. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  

w 
2. PHYSICAL DATA 

BOIL ING POINT: N/A 

VAPOR DENSITY ( A I R = l ) :  UNKNOWN 
EVAPORATION RATE (N/D = 1 ) :  N I L  
SOLUBILITY I N  WATER: lOOG/L AT 20C 
SP. GRAVITY (WATER=l): 500GIL  
PERCENT VOLATILE: N/ A 
VISCOSITYI N/ A 
PH : N/ D 
APPEARANCE AND ODOR: SOLID WHITE TABLET 

~ VAPOR PRESSURE: N I L  

. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
3 .  F I R E  AND EXPLOSION HAZARD DATA 

FLASH POINT (COMBUSTABLE SOLID):  N/A 
FLAMMABLE L I M I T S  - LEL: N/A UEL: N I A  

EXTINGUISHING MEDIA: 

SPECIAL F I R E  FIGHTING PROCEDURES: 

= . = r D = = = = = = ' t = D D D I = = = = = = = = = = = = = = ~ = = = = = = = = ~ = ~ = = = = = = = = = = = = = = = = = = = = = ~ = = = = = = =  

WATER SPRAY, FOAM, DRY CHEMICAL OR CARBON DIOXIDE. 

F I R E  FIGHTERS SHOULD WEAR SELF-CONTAINED BREATHING APPARATUS AND FULL 
PROTECTIVE CLOTHING. 

I I I 



3M General Officos 
3M Center 
St. Paul, Minnesota 5t514i-1000 
(612) 733-1110 

D u n s  No.: 00-617-3082 

MATERIAL SAFETY 
DATA SHEET 

u 
00-27 

174 

W 

MSDS: TEPANIL/TEPANIL-TEN TAB (PRESCRIPTION DRUG) P a g e  2 
JULY 24, 1986 

UNUSUAL F I R E  AND EXPLOSION HAZARDS: 
NONE 

S P I L L  RESPONSE: 

RECOMMENDED DISPOSAL: 

OBSERVE PRECAUTIONS FROM OTHER SECT10 . COLLECT SPILLED MATER 
PLACE I N  A APPROVED METAL CONTAINER A 8  SEAL. 

M I X  WITH FLAMMABLE MATERIAL AND I N C I N  ATE I N  AN INDUSTRIAL OR 

BEFORE DISPOSAL. 
COMMERCIAL F A C I L I T Y .  CONSULT APPLIC& REGULATI NS OR AUTHOR 

U.S. EPA HAZARDOUS WATER NO.: N g NE 

I I 



3M General Offices 
3M Center 

00-27 
175 

St. Paul, Minnesota 55144-1000 
(612) 733-1110 

'Ilv Duns No.: 00-417-3082 

MATERIAL SAFETY 
DATA SHEET 

- ~~ 

MSDS: TEPANILHTEPANIL-TEN TAB (PRESCRIPTION DRUG) Page 3 
JULY 2 4 ,  1986 

The i n f o r m a t i o n  on th is Data Sheet represents  our c u r r e n t  data and best 
op in ion  as t o  t h e  proper  use i n  hand l ing  o f  th is product under nohmal 
cond i t i ons .  Any use o f  t h e  product which is not  i n  conformance w i t h  +his 
Data Sheet or which i n v o l v e s  us ing  t h e  product i n  combination w i t h  any 
o t h e r  product  or any o ther  process i s  t h e  r e s p o n s i b i l i t y  o f  t he  user.  " 

I I I 



I '  I 

w 
3M General Offices 
3M Center 
St. Paul, Minnesota 55144-1000 
(612) 733-1 110 

D u n s  No.: 00-617-3082 

00-27 
176 

3M MATERIAL SAFETY 
DATA SHEET 

D I V I S I O N :  RIKER 
TRADE NAME: RAUWILOID (PRESCRIPTION DRUG2 
3M I . D .  NUMBER: NOT ASSIGNED 

DOCUMENT I 10-2663-2 

ISSUED: JULY 25, 1986 
SUPERSEDES: OCTOBER 11, 1985 

I SOURCE OF EXPOSURE L I M I T  DATA ' 1. ACGIH THRESHOLD L I M I T  VALUES 
2. FEDERAL OSHA PERMISSIBLE EXPOSURE L I H n  
3 .  3M EXPOSURE GUIDELINES 
4. CHEMICAL MANUFACTURER RECOMMENDED GUIDkLINES 
5. NONE ESTABLISHED 

ABBREVIATIONS 
N/D - NOT DETERMINED 
N/A - NOT APPLICABLE 

I I IY I 8 1 ,  I I I  I 



3M General Offices 
3M Center 
St. Paul, Minnesota 55144-1000 
(612) 733-1 110 

D u n s  No. : 00-617-3082 

00-27 
177 

MATERIAL SAFETY 
DATA SHEET 

MSDS: RAUWILOID (PRESCRIPTION DRUG) 
JULY 25, 1986 

P a g o  2 

3 t A L .  
RECOMMENDED DISPOSAL: 

M I X  WITH FLAMMABLE MATERIAL AND I N C I N  RATE I N  AN INDUSTRIAL OR 
COMMERCIAL F A C I L I T Y .  DISPOSAL ALTERN T I V E :  DISPOSE OF WASTE PRODUCT 
I N  A F A C I L I T Y  PERMITTED TO ACCEPT CHE i I C A L  WASTES. SINCE REGULATIONS 
VARY, CONSULT APPLICABLE REGULATIONS OR AUTHORITIES BEFORE DISPOSAL. 

ENVIRONMENTAL DATA8 
NOT DETERMINED 

N/A 
S K I N  CONTACT: 

HANDLE I N  ACCORDANCE WITH GOOD INDUST I A L  HYGIENE AND SAFETY 
PRACTICE. T H I S  PRODUCT I S  APPROVED B THE FEDERAL FOOD AND DRUG 
ADMINISTRATION (FDA) FOR USE AS A PRE CRIPTION DRUG. 

I I 



3M General Offices 
3M Center 
St. Paul, Minnesota 55144-1 000 
(612) 733-1110 

00-27 
178 

Duns No.: 00-617-3082 

MATERIAL SAFETY 
DATA SHEET 

I 

MSDS: RAUWILOID (PRESCRIPTION DRUG) 
JULY 25, 1986 

Pago 3 

- - - - - - - - - - - - - - - - - - - - - - - - -=- - - - - - - - - - - -=- -== ......................... ------------ -- = = t l r = f = ' = S D = ' = = = = f = = = t = = = = = = = = =  

The i n f o r m a t i o n  on th is  Data Sheet raprssdnts  our c u r r e n t  data and bes t  
o p i n i o n  as t o  t h e  proper  use i n  handliing o f  th is product  under normal 
cond i t i ons .  Any use o f  t h e  produc t  which i s  n o t  i n  conformance w i t h  t h i s  
Data Sheet or  which i n v o l v e s  w i n g  t h e  produc t  i n  combination w i t h  any 
o t h e r  product  o r  any o the r  process i s  t h e  r e s p o n s i b i l i t y  o f  t h e  user.  

1 I 



3M General Offices 
3M Center 
St. Paul, Minnesota 55144-1000 
(612) 733-1110 

w D u n s  No.: 00-617-3082 

00-27 
1 7 9  

MATERIAL SAFETY 
DATA SHEET 

D I V I S I O N  : RIKER 
TRADE-NAME 8 MEDXHALER ERGOTAMINE (PRESCRIPTION DRUG) 
3M I . D .  NUMBER8 NOT ASSIGNED 

DOCUMENT: 10-26”  - 
ISSUED: AUGUST l l r  1 9 8 6  
SUPERSEDES: NOVEMBER 13, 1 9 8 5  

199-5 

= = t = = = = f = = l = = = = = O I I = = t = 3 0 = = = = = = = = = = = = = = = 8 = = = = ~ = = = = = = = 8 = = ¶ = = = = = = = = = = = = = = = = * = = =  

1 . I NOREDI ENTS C.A.S. NO. PERCENT EXPOSURE 
L I M I T S  

=====.====0==0=====----- -----1======0==3=0====~===================0=======*=== 

(DICHLORODIFLUOROMETHANE) 

(TRICHLOROFLUOROMETHANE) 

OETHANE 1 

SOURCE OF EXPOSURE L I M I T  DATA 
1. ACGIH THRESHOLD L I M I T  VALUES 
2. FEDERAL OSHA PERMISSIBLE EXPOSURE L I M I T  
3 .  3M EXPOSURE GUIDELINES 
4. CHEMICAL MANUFACTURER RECOMMENDED GUIDELINES w 5. NONE ESTABLISHED 

ABBREVIATIONS 
N/D - NOT DETERMINED 
N/A - NOT APPLICABLE 

PROPELLANT 12 7 5-7 1-8  49 .0  1 0 0 0  PPM 1 

PROPELLANT 11 75-69-4 25.0 1 0 0 0  PPM 1 

PROPELLANT 114 76-14-2  2 5 . 0  1000 PPM 1 

ERGOTAMINE TARTRATE 379-79-3  0.6 N/D 5 

(1,2-DICHLORO-lrlr2r2-TETRAFLUOR 

-. 

1 I 
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3M General Offices 
3M Center 
St. Paul, Minnesota 56144-1OOO 
(612) 733-1 110 

00-27 
180 

DUM No.: 00-617-3082 

MATERIAL SAFETY 
DATA SHEET 

MSDS: MEDIHALER ERGOTAMINE (PRESCRIPTION DRUG) 
AUGUST l l r  1986 

Pa$. 2 

INCOMPATIBIL ITY - MATERIALS TO AVOID: 

HAZARDOUS POLYMERIZATION: MAY NOT OCCUR 
EXTREME HEAT 

HAZARDOUS DECOMPOSITION PRODUCTS: 
COMBUSTION MAY PRODUCE HYDROCHLO~IC ACID, HYDROFLUORIC ACID AND 
POSSIBLY CARBONYL FLUORIDE. 

- -=-----------------------t----=-----a=====~=======================r======= ....................... --- ----- 
= 0 = = ' 0 = = L ' D = = t = ' = = = f I = = = = = = = = = = = = = = = = = = = ~ = = ~ = ~ = ~ = r = = = = = c = = = = = = = = = = = ~ = = = ~ = = =  

S P I L L  RESPONSE: 

5. ENVIRONMENTAL INFORMATION 

OBSERVE PRECAUTIONS FROM OTHER SECTIO~S. EXTINGUISH ALL IGNITION 
SOURCES. VENTILATE AREA. COLLECT SPSLLED MATERIAL. PLACE I N  A U.S. 
DOT-APPROVED CONTAINER AND SEAL. 

DISPOSE OF EMPTY CANS I N  A SlLNITARY L NDFILL.  DO NOT PUNCTURE OR BURN 
CANS I N  A HOUSEHOLD INCINERATQR. M I X  I T H  FLAMMABLE MATERIAL AND 
INCINERATE I N  AN INDU$TRIAL OR COMMER I A L  F A C I L I T Y .  F A C I L I T Y  MUST BE 
CAPABLE OF HANDLING A ROSOL CANS. COM STION PRODUCTS WILL INCLUDE HF 

AUTHORITIES BEFORE DISPOSAL. 

N/ D 

RECOMMENDED DISPOSAL: 

AND HCL. SINCE REGULA F IONS VARY, CONS c L f  APPLICABLE REGULATIONS OR 

ENVIRONMENTAL DATA: 

I I I U  I 1 1  1 I 



3M General Offices 
3M Center 

00-27 
1 8 1  

St. Paul, Minnesota 5S144-1OOO 
(612) 733-1110 

D u n s  No.: 00-617-3082 

MATERIAL SAFETY 
DATA SHEET 

MSDSi MEDIHALER EROOTAMINE (PRESCRIPTION DRUQ) 
AUGUST l l r  1 9 8 6  

I I i I , I  I I I  I i  I 



3M General Offices 
3 M  Center 
St. Paul, Minnesota 55144-loo0 
(612) 733-1110 

Duns No.:  00-617-3082 

MATERIAL SAFETY 
DATA SHEET 

MSDS: MEDIHALER ERGOTAMINE (PRESCRIPTIONIDRUG) 
AUGUST 11, 1986 

Page 4 

EYE CONTACT: MAY C A M E  EYE IRRITATION; FROSTBITE MAY RESULT IF 
SPRAYED AT CLOSE RANOE. 

SKIN CONTACT1 MAY CAUSE SKIN IRRITATIJN.  
SPRAYED ON SKIN AT CLOSE RANOE. I. 

FROSTBITE MAY RESULT I F  

I 

......................... -------------------------~=========a===== t = = u = = = t = = t = = = r = x = = = = = = = = * = = = =  
The i n f o r m a t i o n  on t h i s  Deta Sheot  repras to  our c u r r e n t  d a t a  and  b e s t  
o p i n i o n  a s  t o  t h e  p r o  er u s e  i n  hendl  Q o f  t h i s  p r o d u c t  under  normal 
c o n d i t i o n s .  s n o t  i n  cbnfornmnce with t h i s  
Data S h e e t  o r  which i n v o l v e s  w i n g  t h e  r o d u c t  i n  combinat ion w i t h  a n y  
o t h e r  p r o d u c t  o r  a n y  o t h e r  p r o c e s s  is the e o p o n s i b i l l t y  o f  t h e  u s e r .  

Any use o f  tKe p r o d u c t  which 

I 1 

00-27 
182 

I I I , I  I I I 1  



00-27 
183 

3M General Off ices 
3 M  Center 
St. Paul, Minnesota 55144-1000 
(612) 733-1110 

D u n s  No.: 00-617-3082 

MATERIAL SAFETY 
DATA SHEET 

D I V I S I O N :  R I K E R  
TRADE NAME: NO 

0-4 

1. INGREDIENTS C.A.S. NO. PERCENT EXPOSURE 
LIMITS 

ORPHENADRINE CITRATE 
WATER 

46 82-36-4 
N/ D 

2.9 N/D 
97 .1  N/D 

5 
5 

SOURCE OF EXPOSURE L I M I T  DATA 
1. ACGIH THRESHOLD L I M I T  VALUES 
2. FEDERAL OSHA PERMISSIBLE EXPOSURE L I M L T  
3 .  3M EXPOSURE GUIDELINES 
4. CHEMICAL MANUFACTURER RECOMMENDED GUIDELINES 
5. NONE ESTABLISHED 

ABBREVIATIONS 
N/D - NOT DETERMINED 
N/A - NOT APPLICABLE 

1 1 IY I I I  I I 



3M General Offices 
3M Center 
St. Paul, Minnesota 55144-1000 

D u n s  NO.: 00-617-3082 

(612) 733-1 110 

MATERIAL SAFETY 
DATA SHEET 

b 

00-27 
1 8 4  

MSDS: NORFLEX INJECTABLE (PRESCRIPTION DRUG) 
OCTOBER 11, 1985 

P a g o  2 

S P I L L  RESPONSE8 

RECOMMENDED DISPOSAL: 

COLLECT S P I L L  MATERIAL. PLACE I N  AN WPROVED METAL CONTAINER AND 
SEAL. 

M I X  WITH FLAMMABLE MATERIAL AHD I N C I N m A T E  I N  INDUSTRIAL OR 
COMMERCIAL F A C I L I T Y .  CONSULT APPLICABLE REGULATIONS OR AUTHORITIES 
BEFORE DISPOSAL. 

w 
ENVIRONMENTAL DATA: 

EYE CONTACT: 

S K I N  CONTACT: 

INHALATION: 

FLUSH WITH PLENTY OF HATER FOR AT LEAST 1 0  MINUTES AND NOTIFY 
PHYSICIAN. 

WASH WITH SOAP AND WATER AND NOTIFY PHYSICIAN. 

I I 



3M General Offices 
3M Center 
St. Paul, Minnesota 56144-lOOo 
(612) 7331 110 

00-27 
185 

Duns No.: 00-617-3082 

I 3M MATERIAL SAFETY 
DATA SHEET 

I 

MSDS: NORFLEX INJECTABLE (PRESCRIPTION D&UGI 
OCTOBER l l r  1 9 8 5  

Page 3 

INGESTION: ACUTE TOXICITY CONSIBERED WODERATE I N  ANIMALS <ORAL LD50 
150-415 MWKG). 

=========----- -----==------tDILPII=========~===~a======¶==~=================== ------ 
The i n f o r m a t i o n  on t h i s  D8ta S h e a t  raprese#-its o u r  u u r r e n t  d a t a  and  best 
op in ion  as t o  t h o  p rope r  u s e  i n  h8nd l ibg  o f  t h i s  p roduc t  undor n o r h a l  
c o n d i t i o n s .  Any u s e  o f  t h e  p roduc t  which $8 n o t  i n  conformance w i t h  t h i s  
Data S h e e t  o r  which i n v o l v e s  u s i n g  t h e  p roduc t  i n  t ombina t ion  w i t h  a n y  
o t h e r  p roduc t  o r  a n y  o t h e r  p r o c o s s  is t h o  r e s p o n s i b i l r t y  o f  t h e  u s e r .  

1 Y  I I I  1 I 



3M General Off ices 
3M Center 
St. Paul, Minnesota 56144-1OOo 
(612) 733-1110 

D u n 8  No.1 00-417-3082 

00-27 
186 

3wI 
MATERIAL SAFETY 
DATA SHEET 

D I V I S I O N :  RIKER 
TRADE NAME: MEDIHALER-IS0 (PRESCR 
3M I . D .  NUMBER1 NOT ASSIGNED 

DOCUMENT1 10-2539-4 

ISSUED1 AUGUST l l r  1986 
SUPERSEDES1 NOVEMBER 13, 1985 

' I P T I O N  *RUG) 

PROPELLANT 12 
CDICHLORODIFLUOROMETHANE) 
PROPELLANT 11 
CTRICHLOROFLUOROMETHANE) 
PROPELLANT 114 

OETHA N E 1 
ISOPROTERENOL SULFATE 

(1,2-DICHLORO-1,1,2,2-TETRAF 

1 0 0 0  PPM 1 

1000 PPM 1 

N/ D 5 
SOURCE OF EXPOSURE L I M I T  DATA 
1. ACGIH THRESHOLD L I M I T  VALUES 
2. FEDERAL OSHA PERMISSIBLE EXPOSURE L I M I T  
3 .  3M EXPOSURE GUIDELINES 
4. CHEMICAL MANUFACTURER RECOMMENDED GUIaELINES 
5. NONE ESTABLISHED 

ABBREVIATIONS 
N/D - NOT DETERMINED 
N/A - NOT APPLICABLE 

B O I L I N G  POINT: -2 
VAPOR PRESSURE: 7 
VAPOR DENSITY ( A I R = l  
EVAPORATION RATE ( = 
SOLUBIL ITY I N  WATER: 
SP. GRAVITY (,WATER=l 

6F 
PSIQ (70F) 

6.3 G/L 
.): N/D 

L I M I T E D  
N/ D 

PERCENT VOLATILE: 98 
VISCOSITY:  N/ D 
PH : N/ D 
APPEARANCE AND ODORt WHITE AEROSOL SUSPENSION I N  PRESSURIZED 

CONTAINERS. 

. 

I I 1 u  , I I I  1 I I 
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3M General Offlces 
3M Center 
St. Paul, Minnesota 55144-1000 
(612) 733-1110 

00-27 
187 

D u n s  N 0 . i  00-617-3082 

3M MATERIAL SAFETY 
DATA SHEET 

r 

MSDSi MEDIHALER-IS0 (PRESCRIPTION DRUG) 
AUGUST 11, 1986 

P a g o  2 

HAZARDOUS DECOMPOSITION PRODUCTS: 

POSSIBLY CARBONYLFLUO x I D E .  
COMBUSTION MAY PRODUC HYDROCHLORIC ACID, HYDROFLUORIC ACID AND 

==X====.===='L=I===L=====*=L========c=a===~==a=======¶================:== 

S P I L L  RESPONSE: 

5 .  ENVIRONMENTAL INFORMATION ...................... ...................... ~ 3 = . = L t = = l l t = = D E = = t ' ~ ~ = = = = = = = = = ~ = = = = = = = = = = = = = = = = = = =  

SOURCES. VENTILATE AREA. COLLECT S P I  i E D  MATERIAL. PLACE IN A U.S. 
OBSERVE PRECAUTIONS FROM OTHER SECTION EXTINGUISH ALL I G N I T I O N  

DOT-APPROVED CONTAINEdt AND SEAL. 

DISPOSE OF EMPTY CANS I N  A SANITARY LA D F I L L .  DO NOT PUNCTURE OR 
BURN CANS I N  A HOUSEH LD INCIOERATOR. M I X  WITH F AMMABLE MATERIAL 
AND INCINERATE I N  AN NDUSTRSAL OR COM ERCIAL FAC L I T Y .  F A C I L I T Y  
MUST BE CAPABLE OF HA DLING A ROSOL CA S. COMDUS I O N  PRODUCTS WILL 

RECOMMENDED DISPOSAL: 

INCLUDE HF AND HCL. INCE &LATIOYS VARY, CONSULT APPLICABLE 
REGULATIONS OR AUTHORITIES 4 BEFORE D I S P  i SAL. 

ENVIRONMENTAL DATAi 
N/ D 

I I I I I I I  I 1 1  



3M Genoral Off ices 
3M Center 
St. Paul, Minnesota 55144-1000 
(612) 733-1 110 

4tmd DUM No.: 00-617-3082 

00-27 
188 

MATERIAL SAFETY 
DATA SHEET 

MSDS: MEDIHALER-IS0 (PRESCRIPTION DRUG) 
AUGUST 11, 1986 

P a g e  3 

W 

WEAR SAFETY GOGGLES FOR EYE PROTECTLO WEAR GLOVES AND SUITABLE 
COVERING FOR S K I N  PROTECTION I N  PRODU +ION. CONTRDL DUSTS AND 
VENTILATE AREA TO PREVENT ACCUMULATIO OF PROPELLANT VAPORS. WEAR 
APPROPRIATE A I R  MASK FOR RESPIRATORY I ROTECTION. 

I I I Y  , I I I  I I 



3M General Offices 
3M Center 
St. Paul, Minnesota 55144-1000 
(612) 733-1110 

rwl Duns No. I 00-617-3082 

MATERIAL SAFETY 
DATA SHEET 

00-27 
189 

MSDS: MEDIHALER-IS0 (PRESCRIPTION DRUG) 
AUGUST 11, 1986 

P a g e  4 

EYE CONTACT: MAY CAUSE EYE IRRITATION.  FROSTBITE MAY RESULT I F  
SPRAYED AT CLOSE RANGE. 

S K I N  CONTACT: MAY CAUSE S K I N  IRRITATION.  FROSTBITE MAY RESULT I F  
SPRAYED ON S K I N  AT CLOSE RANQE. 

INHALATION: VAPOR OVEREXPOSURE MAY CA SE RESPIRATORY SYSTEM 
IRRITATION.  
BREATHLESSNESS. OVERERPOSURE TO PROPdLLAlUT MAY CAUSE TEMPORARY 

S E N S I T I V I T Y  TO ADRENALIN, AND POSSIBL$ CARDIAC ARRHYTHMIAS. SYMPTOMS 

OF BREATH AND POSSIBLE NARCOSIS. 

ISOPROTERENOL SULFATE MA Y CAUSE WHEEZING AND 

NERVOUS SYSTEM IMPAIRMENT, DPCREASED UNO CAPACITY,CARDIAC $1 

OF OVEREXPOSURE MAY INCLUDE DIZZINESS, GIDDINESS, WEAKNESS, SHORTNESS 

INGESTION: MAY CAUSE DIGESTIVE SYSTEM I R R I T A T I O N  AND TEMPORARY 
NERVOUS SYSTEM IMPAIRMENT. SYMPTOMS MAY INCLUDE HEADACHE, WEAKNESS, W NAUSEA VOMITING, FOLLOWED BY FAINTING. 

"""--""'-"""---""' ----=-=-=--  ......................... ---,-,------=---- - - , - ~ = = L = = = = = = L = = = = f = = * = = = =  

The i n f o r m a t i o n  on t h i s  Data S h e e t  represmts o u r  c u r r e n t  d a t a  and  b e s t  
o p i n i o n  a s  t o  t h e  p r o p e r  use i n  h e n d l i h g  o f  t h i s  p r o d u c t  under normal 
c o n d i t i o n s .  Any use o f  t h e  p r o d u c t  which i s  n o t  i n  conformance w i t h  t h i s  
Data S h e e t  o r  which i n v o l v e s  u s i n g  t h e  p r o d u c t  i n  combinat ion w i t h  any  
o t h e r  p r o d u c t  o r  a n y  o t h e r  p r o c e s s  is t h e  r e s p o n s i b i l i t y  of  t h e  u s e r .  I/cI11 

I I IY I I 1  I I 



3Y General Officos 
3M Center 
St. Paul, Minnesota 551461000 
(612) 733-1110 

00-27 
1 9 0  

Dun8  No. : 00-617-3082 

MATERIAL SAFETY 
DATA SHEET 

D I V I S I O N  : RIKER 
TRADE NAME: D ISALCID (PRESCRIPTION DRUQ) 
3M I . D .  NUMBER: NOT ASSIGNED 

DOCUMENT: 10 -2531-1  

ISSUED: JULY 26, 1 9 8 5  
SUPERSEDES: OCTOBER 11, 1 9 8 5  

r t = = D t . = = D l l = t ~ . D = = = = = = t = ~ = ~ = = = ~ ~ = = ~ = = = = = ~ = ~ = ~ = ~ = = ~ = = ~ = = = ~ = = = = a = = ~ = ~ = = = ~ =  L I M I T S  

SALICYLSALICYLIC ACID 55 2-9 4 - 3 75.0-  84.0 N/D 5 
MICROCRYSTALLINE CELLULOSE NF 9004-34-6 11.0- 1 5 . 0  N/D 5 
MAGNESIUM STEARATE NF 557-04-0 0.2- 0.4 N/D 5 
EXCIPIENTS W D  4.5- 1 3 . 0  N/D 5 
SOURCE OF EXPOSURE L I M I T  DATA 
1. ACGIH THRESHOLD L I M I T  VALUES 
2. FEDERAL OSHA PERMISSIBLE EXPOSURE L I M I T  
3 .  3M EXPOSURE QUIDELINES 
4. CHEMICAL MANUFACTURER RECOMMENDED GUIDELINES 
5. NONE ESTABLISHED 

ABBREVIATIONS 
N/D - NOT DETERMINED w N/A - NOT APPLICABLE 

I I I Y  I I 1  I I 



3M General Offices 
3M Center 
St. Paul, Minnesota 55144-1000 
(612) 733-1110 

00-27 
191  

D u n s  No. I 00-617-3082 

MATERIAL SAFETY 
DATA SHEET 

MSDS: D I S A L C I D  (PRESCRIPTION DRUG) 
JULY 26, 1985 

F I R E  FIGHTERS SHOULD WEAR SELF-CONTAINED BREATHING APPARATUS AND FULL 
PROTECTIVE CLOTHING. 

NONE 

- 
UNUSUAL F I R E  AND EXPLOSION HAZARDS: 

1 I 
I 



3Y General Offices 
3M Center 
St. Paul. Minnesota 55144-1000 
(612) 733-1110 

Duns No.:  00-617-3082 

00-27 
192 

MATERIAL SAFETY 
DATA SHEET 

MSDS: DISALCID (PRESCRIPTION DRUQ) 
JULY 26, 1985 

Paga 3 

INGESTION: ACUTE TOXICITY I S  CONSIDERE1 MINIMAL (ORAL LDSD I N  ANIMALS 
>2000 MWKQ) 

. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  * t a = ' = = r E 3 ¶ = 3 0 ' t = = t . = = S I D  

The i n f o r m a t i o n  on th is  D a t a  Sheet represe ts  our au r ren t  data and bpst 
op in ion  as t o  t h e  proRer US. i n  h8ndli g o f  th is product  under nor  a1 
cond i t i ons .  Any use o f  t h e  product  which s n o t  i n  conformance w i t h  t R i s  
D a t a  Sheet o r  which i n v o l v e r  us ing  thr roduc t  i n  aombination w i t h  any 
o the r  product  o r  any o the r  process i s  t h o  E o s p o n r i b i l i t y  o f  t h e  user .  

1 I t I U  I I 1  I 



3M General Offices 
3M Center 
St. Paul, Minnesota 55144-1000 
(612) 733-1110 

u DUM No.: 00-617-3082 

00-27 
193 

MATERIAL SAFETY 
DATA SHEET 

D I V I S I O N :  R I  KER 
TRADE NAME: CALCIUM DISODIUM VERSENATE (PRESCRIPTION 

ZlRUDl 
3M I. D. NUMBERy--NOT ASSIGNED 
ISSUED: JULY 2 4 s  1986 

SOURCE OF EXPOSURE L I M I T  DATA 
1. ACGIH THRESHOLD L I M I T  VALUES 
2. FEDERAL OSHA PERMISSIBLE EXPOSURE L I M I T  
3. 3M EXPOSURE GUIDELINES 
4 .  CHEMICAL MANUFACTURER RECOMMENDED GUIDELINES 
5. NONE ESTABLISHED 

ABBREVIATIONS 
N/D - NOT DETERMINED 
N/A - NOT APPLICABLE u 
B O I L I N G  POINTr N/ D 
VAPOR PRESSURE: N/ D 
VAPOR DENSITY ( A I R = l ) :  N/ D 

1 I 



3M General Offices 
3M Center 
St. Paul, Minnesota 55144-1000 
(612) 733-1 110 

00-27 
1 9 4  

D u n s  No. : 00-617-3082 

MATERIAL SAFETY 
DATA SHEET 

MSDS: CALCIUM DISODIUM VERSENATE (PRESCRfPTION DRUG) P a g e  2 
JULY 2 4 ,  1 9 8 6  

S P I L L  RESPONSE1 

RECOMMENDED DISPOSAL: 
USE ABSORBANT MATERIAL AS NEEDED I N  CLEANUP PROCEDURE 

INCINERATE I N  A - F A C I L I T Y  I N  ACCORDANCa WITH APPLICALBE REGULATIONS. 
ENVIRONMENTAL DATA: 

N/ D 

HANDLE PRODUCT I N  ACCORDANCE H I T H  GOO INDUSTRIAL HYGIENE AND SAFETY 
PRACTICE. 
ADMINISTRATION (FDA) FOR USE AS A PRESCRIPTION DRUG UNDER NDA 8922. 

T H I S  PRODUCT I S  APPROVED B 3 THE FEDERAL FOOD AND DRUG 

1. 

1 I 



3M General Offices 
3M Center 
St. Paul, Minnesota 55144-1000 
(612) 733-1 110 

DUW N O . ,  00-617-30a2 

00-27 
195 

MATERIAL SAFETY 
DATA SHEET 

0 

MSDSi CALCIUM DISODIUM VERSENATE (PRESCRIPTION DRUG) 
JULY 2 4 ,  1986 

Pago 3 

SKIN CONTACT: NO INFORMATION FOUND 

INHALATION8 NO INFORMATION FOUND 

INGESTION8 PRACTICALLY NON-TOXIC BASED ON ANIMAL STUDIES (ORAL LD50 
>1 OG/KO). 

. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  -- ------------ -- 
The information on t h i s  D8ta Sheet reprete  ts our current & t a  brrst 
opinion as t o  the  proper use i n  hand11 g o f  thlm product under normal 
conditions. s not i n  conformance wi th  t h i s  
Data Sheet or  which involves using tho roduct i n  aombination wi th  any 
other product o r  any other process i s  the espons ib i l i ty  o f  the  user. 

and 

Any use o f  the  product which 

-------- ------------- 

1 I I I I  1 I IY 



3M General Offices 
3M Center 
St. Paul, Minnesota 55144-1000 

D u n s  No.: 00-617-3082 

(612) 733-1110 

00-27 
1 9 6  

MATERIAL SAFETY 
DATA SHEET 

D I V I S I O N :  RIKER 
TRADE NAME: 

3M I . D .  NUMB 
ISSUED: SEPT 
SUPERSEDES: 
DOCUMENT: 1 

NORFLEX SUSTAINED-RE1 
(PRESCRIPTION DRUG) 

IER: NOT ASSIGNED 

0-2449-6 

EMBER 2, 1 9 8 6  
AUGUST l l r  1 9 8 4  

,EASE TABLETS 

------- . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  

t= .======= l r t= .=Ot======a=======a==~===a=~======- - - - - - - - - - - - - -  --------------r=tr===*=== L I M I T S  
1. I NGREDI ENTS C.A.S. NO. PERCENT EXPOSURE 

ORPHENADRINE CITRATE 468 2-36 -4 3 3 . 0  N/D 5 
EXCIPIENTS N/ 0 67.0 N/D 5 
SOURCE OF EXPOSURE L I M I T  DATA 
1. ACGIH THRESHOLD L I M I T  VALUES 
2. FEDERAL OSHA PERMISSIBLE EXPOSURE L IMST 
3 .  3M EXPOSURE GUIDELINES 
4.  CHEMICAL MANUFACTURER RECOMMENDED GUIDELINES 
5. NONE ESTABLISHED 

ABBREVIATIONS 
N/D - NOT DETERMINED 
N/A - NOT APPLICABLE bd 

PH: N I  D 
APPEARANCE AND ODOR: WHITE TABLET PRACTICALLY ODORLESS 

WATER, CARBON DIOXIDE, DRY CHEMICAL EXTINGUISHER, FOAM 
SPECIAL F I R E  FIGHTING PROCEDURES: 

NONE 

* *  

1 I 



3M General Officos 
3M Center 
St. Paul, Minnesota 55144-1000 
(612) 733-1110 

00-27 
197 

hd D u n s  No.: 00-617-3082 

MATERIAL SAFETY 
DATA SHEET 

MSDS: NORFLEX SUSTAINED-RELEASE TABLETS dPRESCRIPTION DRUG) 
SEPTEMBER 2r 1986 

Pag. 2 

INCOMPATIBIL ITY - MATERIALS TO AVOID: 

HAZARDOUS POLYMERIZATION: MAY NOT OCCUR 

HAZARDOUS DECOMPOSITION PRODUCTS: 

= = = = = 3 = = 3 = = t = 0 = = = = = = t D D = = = = = = = = = = = = ~ = = = = = ~ = = = * ~ = = = = = = r = = = = = = = = = = = = = = * ~ = = a  * 

' = = = . = = t 3 = 3 f ' t = = = t = 3 = = = = = ~ = = = = = = = = = = = = = = = ~ = = = = ¶ ~ = = = = = ~ = ~ = = = = = = = = = = = = = = = = =  

NONE 

COMBUSTION MAY PRODUCE CARBON DIOXIDE AND CARBON MONOXIDE. 

5. ENVIRONMENTAL INFORMATION 

S P I L L  RESPONSE: 
COLLECT S P I L L  MATERIAL. PLACE I N  AN &PROVED METAL CONTAINER AND 
SEAL. 

M I X  WITH FLAMMABLE MATERIAL AND I N C I N  ATE I N  INDUSTRIAL OR 
COMMERCIAL F A C I L I T Y .  CONSULT APPLICA E REGULATIONS OR AUTHORITIES 
BEFORE DISPOSAL. 

N/ D 

W RECOMMENDED DISPOSAL: 

ENVIRONMENTAL DATAr 

1 i i 1 1  I , I  I I I 



3M General Off ices 
3M Center 
St. Paul, Minnesota 55144-1000 
(612) 733-1110 ' 

w Dun8 No.: 00-617-3082 

00-27 
198 

MATERIAL SAFETY 
DATA SHEET 

MSDS: NORFLEX SUSTAINED-RELEASE TABLETS (PRESCRIPTION DRUG) 
SEPTEMBER 2, 1986 

Paoo 3 

--- ---.== . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  

8 .  HEALTH HAZARD DATA 
= = = = 8 3 3 f = ~ ~ = = . t = = = = 3 = = = = a = = = = ~ = = g = = X = = = 8 = ~ = r = = = U = ~ U = = = = = = = = = = = = = = = = = = ~ ~ = =  

EYE CONTACT: EXPOSURE NOT L IKELY DUE T O  THE PHYSICAL NATURE OF THE 
TABLET. NO RELEVANT INFORMATION FOUND 

S K I N  CONTACT: EXPOSURE NOT L I K E L Y  DUE TO THE PHYSICAL NATURE OF THE 
TABLET. NO RELEVANT INFORMATION FOUND, 

INHALATION: EXPOSURE NOT L I K E L Y  DUE T d  THE PHYSICAL NATURE OF THE 
TABLET. NO RELEVANT INFORMATION FOUND 

INGESTION : 
STUDIES (LD50 150-415 MWKG). 

ACUTE TOXICITY CONSIDERED MODERATE BASED ON ANIMAL 

" 

f f . 3 = = = ' l t = t = = = = = = 1 = . O = = = = = e = = = = = = = = = = = = = = = ~ = ~ = ~ ~ * = = ~ = = ~ = = = = = = = = = ~ = ~ = ~ r ~ = = =  
Tho i n f o r m a t i o n  on t h i s  Data Shee t  repro6 to  o u r  c u r r e n t  d a t a  and  h e s t  
o p i n i o n  IS t o  t h e  p r o p e r  US. i n  hand1 g of t h i s  p r o d u c t  under nor'mal 
c o n d i t i o n s .  s n o t  i n  conformance w i t h  Ohis 
Data S h e e t  o r  which involves;  u s i n g  the r o d u c t  i n  combinat ion w i t h  any  
o t h o r  p r o d u c t  o r  a n y  o t h e r  p r o c e s s  is the e s p o n s i b i l i t v  of t h o  user. 

Any u s e  o f  t h e  p r o d u c t  whfch 

w 

I I I I  , I I I  I I 



w 

3M General Off ices 
3M Center 
St. Paul, Minnesota 55144-1000 
(612) 733-1110 

D u n s  No. : 00-617-3082 

00-27 
199 

MATERIAL SAFETY 
DATA SHEET 

D I V I S I O N :  RTKFP - - - - - - -. - 
TRADE NAME: M E K ~ A L E R  EPI, BRONKAXD MIST, PRIMAT 

HISTIASTHMAHALER 
3M I . D .  NUMBER: NOT ASSIGNED 
ISSUED: AUGUST 11. 1Q86 
SUPERSEDES --NOcgMBkR-i 3, 1985 
DOCUMENT: 10-2537-8 

(DICHLORODIFLUOROMETHANE) 
PROPELLANT 11 
<TRICHLOROFLUOROMETHANE) 
PROPELLANT 114 

0 ETHAN E ) 
(lr2-DICHLORO-lrlr2r2-TETRAFLUOR 

EPINPHEHRINE BITARTRATE 6 36-89-5 

'ENE 

SOURCE OF EXPOSURE L I M I T  DATA 
1. ACGIH THRESHOLD L I M I T  VALUES 
2. FEDERAL OSHA PERMISSIBLE EXPOSURE L I M I T  
3.  3M EXPOSURE GUIDELINES 
4. CHEMICAL MANUFACTURER RECOMMENDED QUIDEL I N E S  
5. NONE ESTABLISHED 

ABBREVIATIONS 
N I D  - NOT DETERMINED 
N/A - NOT APPLICABLE 

0.5 N/D 

. 

I I IY , I , I  I , I  I 



3M General Offices 
3M Center 
St. Paul, Minnesota 56144-1 000 
(612) 733-1110 

00-27 
200 

D u n 8  No.: 00-617-3082 

3M 
MATERIAL SAFETY 
DATA SHEET 

MSDS: MEDIHALER EP1,BRONKAID MISTtPRIMATtNE MISTtASTHMAHALER P.9. 2 
AUGUST 11, 1916 

INCOMPATIBIL ITY - MATERIALS TO AVOID: 
H I  OH TEMPERATURES 

HAZARDOUS POLYMERIZATION: MAY NOT OCCUR 

HAZARDOUS DECOMPOSITION PRODUCTS: 
COMBUSTION MAY PRODUCE HYDROCHLORIC AOID, HYDROFLUORIC ACID AND 
POSSIBLY CARBONYLFLUORIDE. 

5. ENVIRONMENTAL INFORMATION 
===========---------""' . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  --- 
==============------"-' .............................................. ---- ----- 

OBSERVE PRECAUTIONS FROM OTHER SECTIOt@. EXTINGUISH ALL I G N I T I O N  
SOURCES. VENTILATE AREA. COLLECT SPILLED MATERIAL. PLACE I N  A U.3. 
DOT-APPROVED CONTAINER AND SEAL. 

DISPOSE OF EMPTY CANS I N  A SANITARY L N D F I L L .  DO NOT PUNCTURE OR qURN 
CANS I N  A HOUSEHOLD INCINERATOR. M I X  WITH FLAMMABLE MATERIAL AND 
INCINERATE I N  AN INDUSTRIAL OR COMMER I A L  F A C I L I T V .  F A C I L I T Y  MUST BE 
CAPABLE OF HANDLING AEROSOL CANS. CO BUSTION PRODUCTS WILL INCLWdE 
HF AND HCL. SINCE REGULATIONS VARY, C NSULT APPLICABLE REGULATIONS OR 
AUTHORITIES BEFORE DISPOSAL. 

N/ D 

S P I L L  RESPONSE: 

RECOMMENDED DISPOSAL: 

ENVIRONMENTAL DATA: 

I I i 1 1  I I I  I I I 



3M General Offices 
3M Center 
St. Paul, Minnesota 55144-1000 
(612) 733-1 110 

00-27 
201 

Dun8 No. :  00-617-3082 

3M MATERIAL SAFETY 
DATA SHEET 

MSDS: MEDIHALER EPI ,  BRONKAID MIST8 PRIMATdNE MIST, ASTHMAHALER P8o. 3 
AUGUST 118 1986 

WEAR SAFETY GOGGLES IN PROCESSING. PR 
THE L I Q U I D  AND USE A I R  MASK I N  HIGH C 
VENTILATE - ESPECIALLY LOW AREAS. 

I U  I I I  1 



3 W  General Offices 
3M Center 
St. Paul, Minnesota 55144-1000 
(612) 733-1110 

Duns No.: 00-617-3082 

MATERIAL SAFETY 
DATA SHEET 

00-27 
202 

MSDS: MEDIHALER EP1,BROWKAID MIST,PRIMAT@NE MIST,ASTHMAHALER P 8 9 0  4 
AUGUST 11, 1986 

EYE CONTACTi HAY CAUSE EYE IRRITATION. FROSTBITE HAY RESULT I F  
SPRAYED AT CLOSE RANBE. 

S K I N  CONTACT: MAY CAUSE S K I N  I R R I T A T  ON AND/OR RASHES. FROSTBITE 
MAY RESULT I F  SPRAYED ON S K I N  AT CLOS € RANGE. 

INHALATION: HAY CAUSE RESPIRATORY SYS 
BITARTRATE MAY CAUSE WHEEZING AND IMF 
TIQHTNESS I N  THE THROAT. OV REXFOSUR 

S E N S I T I V I T Y  TO ADRENALIN, AN@ POSSIBL 
OF OVEREXPOSURE MAY INCLUDE, D I Z Z I N E S  
BREATH, WEAKNESS AND POSSIBLE NARCOSI 

TEMPORARY NERVOUS SYSTEM IMP x IRMIENT, 

AND TEMPORARY 
HEADACHE, WEAKNESS, 

t = = = = = . t = r l " = = = f D l f = = = = ~ = = ~ = = = = ~ = = ~ t = = ~ ~  . = . = c r 3 D r ' f = = = = = = ' I . . = = = = = = = ~ ~ = = =  

The i n f o r m a t i o n  on th is Data Sheet repros  n ts  our  c u r r e n t  data and bos t  
op in ion  a s  t o  t h o  propor  use i n  hand1 ng o f  this product  under normal 
cond i t i ons .  A n y  use o f  t h o  product  whi th i is  n o t  i n  ~onformanco with th is  
Data Sheet o r  which i n v o l v e s  us ing  tho ;produc t  i n  combinat ion w i t h  any 
o the r  product  o r  any o tho r  process is t h o ~ r r . s p o n s i b i l i t y  o f  t h o  user.  

i 

I I i I Y  I I 1  I I 



3M General Offices 
3M Center 
St. Paul, Minnesota 551 
(612) 733-1110 

00-27 
203 

OOO 

u D u n 8  No.: 00-617-3082 

3M MATERIAL SAFETY 
DATA SHEET 

D I V I S I O N :  RIKER 
TRADE NAME: DUO-MEDIHALER (PRESCR 
3M I . D .  NUMBER: NOT ASSIGNED 

DOCUMENT: 10-2542-8  

ISSUED: AUGUST 11, 1 9 8 6  
SUPERSEDES: NOVEMBER 13, 1 9 8 5  

I P T I  :ON 

PROPELLANT 12 
<DICHLORODIFLUOROMETHANE) 
PROPELLANT 11 
(TRICHLOROFLUOROMETHANE) 
PROPELLANT 1 1 4  

0 ETHAN E 1 
PHENYLEPHRINE BITARTRATE 
ISOPROTERENOL HYDROCHLORIDE 

(1,2-DICHLORO-lrlr2r2-TETRAFL 

ss==II..==f' = 
C.A.S. N 1 . 

=SI== ===I = 3: I q= 
75-71-8 

75-69-4 

76-14-2  

1 3 9 9 8  -27 -1 
51-30-9 

UOR 

0 . 4  
0 . 3  

r t = = = r m r r r t e = = =  
EXPOSURE 
L I M I T S  

1 0 0 0  PPM 1 

1 0 0 0  PPM 1 

1 0 0 0  PPM 1 

------- .-------.==fa.== 

N/ D 5 
N/ D 5 

SOURCE OF EXPOSURE L I M I T  DATA 
1. ACGIH THRESHOLD L I M I T  VALUES 
2. FEDERAL OSHA PERMISSIBLE EXPOSURE LIMI tT 
3. 3M EXPOSURE GUIDELINES 
4 .  CHEMICAL MANUFACTURER RECOMMENDED GUIDELINES 
5. NONE ESTABLISHED 

ABBREVIATIONS 
N I D  - NOT DETERMINED 
N/A - NOT APPLICABLE 

1 I I Y  I I 1  I I 



3M General Offices 
3M Center 
St. Paul, Minnesota 55144-1000 
(612) 733-1110 

D u n s  No. : 00-617-3082 

MATERIAL SAFETY 
DATA SHEET 

00-27 
204  

MSDS: DUO-MEDIHALER (PRESCRIPTION DRUG) 
AUGUST l l r  1986 

P a w  2 

FLASH POINT 0 8  N/D 
FLAMMABLE L I M I T S  - LEL: N/D UEL: N/D 

EXTINGUISHING MEDIA: 

SPECIAL F I R E  FIGHTING PROCEDURES: 

UNUSUAL F I R E  AND EXPLOSION HAZARDS: 

USE EXTINGUISHING MEDIA AS APPROPRIATE FOR THE SURROUNDING MATERIALS. 

F I R E  FIGHTERS SHOULD WEAR SELF-CONTAX D BREATMIN APPARATUS AND RULL 

PRESSURIZED CONTAINERS - AVOID EXTEME HEAT 

PROTECTIVE CLOTHING. c o o L  F I R E  Expos$ C o N T A z d  WITH WATER SPRAY. 

INCOMPATIBIL ITY - MATERIALS TO AVOID1 
HIGH TEMPERATURE U HAZARDOUS POLYMERIZATION: MAY NOT OCCUR 

HAZARDOUS DECOMPOSITION PRODUCTS: 

POSSIBLY CARBONYLFLUORIDE. 

5. ENVIRONMENTAL INFORMATION 

COMBUSTION MAY PRODUCE HYDROCHLORIC ACID, HYDROFLUORIC ACID AND 

. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  -------------- ---- ---- --=-------- - - - - - -=----  
=3=====3'=================================================~============== 

S P I L L  RESPONSE: 
OBSERVE PRECAUTIONS FROM OTHER SECT10 Mf 

DOT-APPROVED CONTAINER AND SEAL. 

EXTINGUISH ALL I G N I T I O N  
SOURCES. VENTILATE AREA. COLLECT SPI LED MATERIAL. PLACE IN A U.S. 

RECOMMENDED DISPOSAL: 

OR AUTHORITIES BEFORE DISPOSAL. 

N/ D 
ENVIRONMENTAL DATA: 

I I 1 1  I I I  I I I 



3M General Offices 
3M Center 
St. Paul, Minnesota 55144-1000 
(612) 733-1 110 

D u n s  No.8 00-617-3082 

MATERIAL SAFETY 
DATA SHEET 

00-27 
205 

MSDS: DUO-MEDIHALER (PRESCRIPTION DRUG) Pao. 3 
AUGUST l l r  1986 

SAFETY GOGGLES SHOULD BE WORM FOR EYE ROTECTION. WEAR GLOVES (PVC) 
AND SUITABLE COVERING I N  PROWCTION. $E APPROPRfATE A I R  MASK FOR 
HEAVY PROPELLANT CONCENTRATION - DUST ASK I N  FORMULATION AREAS. 
VENTILATE AREA TO CONTROL DUSTS AND FWES. 

I I i 



3M General Off ices 
3M Center 
St. Paul, Minnesota 55144-lo00 
(61 2) 733-1 1 10 

Duns NO. I 00-617-3082 

00-27 
206 

MATERIAL SAFETY 
DATA SHEET 

MSDS: DUO-HEDIHALER (PRESCRIPTION DRUG) 
AUOUST 11, 1986 

Pago 4 

EYE CONTACT: MAY CAUSE EYE IRRITATION. FROSTBITE HAY RESULT I F  
SPRAYED AT CLOSE RANBE. 

INGESTION: MAY CAUSE DIGESTIVE SYSTEH'IRRITATION AND TEMPORARY 
NERVOUS IMPAIRMENT. SYMPTOMS MAY INCLGDE HEADACHE, WEAKNESS, NAUSEA 
AND VOMITING, FOLLOWED BY FAINTINO. 

ru 

-_-------- - - , , , , , - - -===0=tt=r======a==~= = = = = = t = ~ i = a = = = = = = = t = = = = = = = = = = = =  
Tho i n f o r m a t i o n  on t h i s  Data Sheot  r e p r o s  n t s  o u r  c u r r e n t  d a t a  and  b o s t  
o p i n i o n  a s  t o  t h e  propor  uso i n  hand1 ng o f  t h i s  product  under  normal 
c o n d i t i o n s ,  Any US. o f  t h e  p r o d u c t  which is n o t  i n  conformanco w i t h  t h i s  
Data S h e e t  or which i n v o l v o s  u s i n g  t h o ' p r o d u c t  i n  combinat ion w i t h  a n y  
o t h o r  p r o d u c t  or a n y  o t h o r  p r o c o s s  is t h o  responsibility of  t h o  u s o r .  

"""--"=""--"" 

I I IY I ,I1 I I I  I 



3M General Offices 
3M Center 
St. Paul, Minnesota 55144-1000 
(612) 733-1110 

u D u n s  No.: 00-617-3082 

MATERIAL SAFETY 
DATA SHEET 

00-27 
207 

D I V I S I O N  I RIKER 
TRADE NAME: D I S I P A L  (PRESCRIPTION DRUG) 
3M I . D .  NUMBER: NOT ASSIGNED 

SUPERSEDES: I N I T I A L  ISSUE 
DOCUMENT: 10-8194-2  

t===============================a=====E==?===========================~=== 

ISSUED: JULY 10, 1 9 8 6  

1. INGREDIENTS C.A.S. NO. PERCENT EXPOSURE 
L I M I T S  

......................................................................... 

ORPHENADRINE HYDROCHLORIDE N/ D 1 6 . 0  5 
EXCIPIENTS N/ D 84.0 5 
SOURCE OF EXPOSURE L I M I T  DATA 
1. ACGIH THRESHOLD L I M I T  VALUES 
2. FEDERAL OSHA PERMISSIBLE [EXPOSURE L I M I T  
3. 3M EXPOSURE GUIDELINES 
4. CHEMICAL MANUFACTURER RECOMMENDED GUIPELINES 
5. NONE ESTABLISHED 

ABBREVIATIONS 
N/D - NOT DETERMINED 
N/A - NOT APPLICABLE 

p H  : N/ D 
APPEARANCE AND ODOR: SOLID ROUND GREEN TqBLET 

I I 



3M General Offices 
3M Center 
St. Paul, Minnesota 55144-1000 
(612) 733-1110 

00-27 
208 

w D u n 8  No.: 00-617-3082 

3M MATERIAL SAFETY 
DATA SHEET 

MSDS: D I S I P A L  (PRESCRIPTION DRUG) 
JULY i o ,  1986 

P a w  2 

UNUSUAL F I R E  AND EXPLOSION HAZARDS: 
NONE 

INCOMPATIBIL ITY - MATERIALS TO AVOID: 

HAZARDOUS POLYMERIZATION: MAY NOT OCCUR 
NONE 

HAZARDOUS DECOMPOSITION PRODUCTS: 
NONE 

RECOMMENDED DISPOSAL: 

ENVIRONMENTAL DATA: 
%Id 

I I IY I I I I I  I 



3M General Offices 
3M Center 
St. Paul, Minnesota 55144-1000 
(612) 733-1 110 

Duns No.: 00-617-3082 

MATERIAL SAFETY 
DATA SHEET 

00-27 
2 0 9  

MSDSi DISIPAL (PRESCRIPTION DRUG) 
JULY i o ,  i 9 a 6  

Paao 3 

""""""""'="" ----------------- - - - - = = = t = = D D L = l t ' = f . = = = = * = = 8 = = = = ~ = = 8 = = = = = = = = = ~ = = = = = = = = =  

The i n f o r m a t i o n  on th is  Data S h e d  represo ts our c u r r e n t  data and bes t  
op in ion  as t o  t h o  proper US. in handli Q of this product  under n o r e l  
cond i t i ons .  Any use o f  t h e  produc t  which s n o t  i n  cqnformance w i t h  thls 
Data Sheet o r  which i n v o l v e s  us ing  th4 roduc t  i n  oombination w i t h  any 
o the r  product  o r  any o the r  process i s  t h o  e s p o n s i b i l i t y  o f  t h e  user.  

I I 



3M General Offices 
3M Center 
St. Paul, Minnesota 55144-1000 
(612) 733-1 110 

00-27 
21 0 

D u n s  No. I 00-617-3082 

MATERIAL SAFETY 
DATA SHEET 

D I V I S I O N  : RIKER 
TRADE NAME; ALU-CAP ANTACID (OTC DRUG) 
3M I . D .  NUMBER: NOT ASSIGNED 

SUPERSEDES: I N I T I A L  ISSUE 
DOCUMENT: 10-8193-4 

ISSUED: JULY 10,  1986 

1. ACGIH THRESHOLD L I M I T  VALUES 
2. 
3. 3M EXPOSURE GUIDELINES 

FEDERAL OSHA PERMISSIBLE EXPOSURE L I M t T  

FLASH POINT (COMBUSTABLE SOLID) :  W A  
FLAMMABLE L I M I T S  - LEL:  N/A UEL: NAA 

EXTINGUISHING MEDIA: 

SPECIAL F I R E  FIGHTING PROCEDURES: 
WATER SPRAY, FOAM, DRY CHEMICAL OR C A R ~ O N  DIOXIDE 

FIRE FIGHTERS SHOULD WEAR SELF-CONTAI~ED BREATHING APPARATUS AND FULL 
PROTECTIVE CLOTHING 

I I 

.- 

IU , I  I l l  I I I  I 



3M General Officos 
3M Center 
St. Paul, Minnesota 55144-1OOO 
(612) 733-1 110 

Dun8 No.: 00-617-3082 I i  

00-27 
21 1 

3M MATERIAL SAFETY 
DATA SHEET 

MSDS: ALU-CAP ANTACID COTC DRUG) 
JULY i o ,  1986 

P.B. 2 

UNUSUAL F I R E  AND EXPLOSION HAZARDS: 
NONE 

INCOMPATIBIL ITY - MATERIALS TO AVOID: 

HAZARDOUS POLYMERIZATION: HAY NOT OCCUR 
ACIDS 

V 

IY I 1  I l l  I I I  I 



3M General Offices 
3M Center 
St. Paul, Minnesota 55144-1000 
(612) 733-1110 

Duns No.1 00-617-3082 

00-27 
212 

MATERIAL SAFETY 
DATA SHEET 

MSDS: ALU-CAP ANTACID (OTC DRUO) 
JULY 10,  1986 

Page 3 

-==--------- - - - - - - -  - - - - - - - - - - - - - - - - -= - - - -  ""=""1"3"=a=r1=~=====~=======---------- ---- -- -- ----------s==t==== 

The i n f o r m a t i o n  on th is  Data Sheet our  c u r r e n t  data and bes t  
op in ion  as t o  t h e  proper  use i n  o f  this product  under normal 
cond i t i ons .  Any use o f  t h e  product  w h i c h j i s  n o t  i n  conformance w i t h  th is  
Data Sheet or which i n v o l v e s  using thebproduc t - i n  combinat ion w i t h  any 
o the r  product  or any o the r  process is t h e I r e s p o n s i b i l i t y  o f  t h e  user .  

b d  

I I IY 1 1 1  1 I I  



3M General Offices 
3M Center 
St. Paul, Minnesota 55144-1000 
(612) 733-1110 

00-27 
213 

D u n s  No.: 00-617-3082 

MATERIAL SAFETY 
DATA SHEET 

D I V I S I O N :  RIKER 
TRADE NAME: 
3M I . D .  NUMBER: NOT ASSIGNED 

DOCUMENT: 10-3089-9  

THEOLAIR PLUS TABLETS (PRESCqIPTION DRUG) 

ISSUED: JANUARY 13, 1 9 8 6  
SUPERSEDES: NOVEMBER 13, 1 9 8 5  

I = f O . . . t = = . t L D I = ' f ' = = = = = = = = = = = = ~ = = = a = = ~ = = ~ = a = ~ ~ ~ = ~ = = = ~ = = = = = = = = = = = = = = = = = = =  

1. INGREDIENTS C.A.S. Nd.  PERCENT EXPOSURE 
L I M I T S  

= D = r r e . = = ' 3 t = . = = = f t 3 = = = = = = = = = ~ = = = = = = = = c = = ~ = ~ = ~ = ~ = = ~ = = ~ = = = = = = = = = = = ~ = = * = = = =  
THEOPHYLLINE ANHYDROUS 58-55-9 3 4 . 0  N j D  5 
GUIAFENESIN 93-14-1  27 .0-  3 4 . 0  N/D 5 
E X C I  P I  ENT S wn 3 2 . 0 -  39 .0  N j D  5 

SOURCE OF EXPOSURE L I M I T  DATA 
1. ACOIH THRESHOLD L I M I T  VALUES 
2. FEDERAL OSHA PERMISSIBLE EXPOSURE L IMZT 
3 .  3M EXPOSURE QUIDELINES 
4. CHEMICAL MANUFACTURER RECOMMENDED OUIdELIWES 
5. NONE ESTABLISHED 

ABBREVIATIONS 
N/D - NOT DETERMINED 
N j A  - NOT APPLICABLE 

I I I I  I 1  I l l  I I I  I 



3M General Off ices 
3M Center 
St. Paul, Minnesota 55144-1000 

D u n s  No.1 00-617-3082 

(612) 733-1110 

00-27 
214 

MATERIAL SAFETY 
DATA SHEET 

MSDS: THEOLAIR PLUS TABLETS (PRESCRIPTION DRUQ) 
JANUARY 13,  1986 

APPARATUS. 

NONE 
UNUSUAL F I R E  AND EXPLOSION HAZARDS: 

P.O. 2 

S P I L L  RESPONSE: 

RECOMMENDED DISPOSAL, 

OBSERVE PRECAUTIONS FROM OTHER SECTIONS. COLLECT SPILLED MATERIAL. 
PLACE I N  A CLOSED CONTAINER. 

M I X  WITH FLAMMABLE MATERIAL AND I N C I N a A T E  I N  AN INDUSTRIAL OR 
COMMERCIAL F A C I L I T Y .  SINCE REGULATIONS VARY, CONSULT APPLICABLE 
REGULATIONS OR AUTHORITIES BEFORE DISPOSAL. 

N/ D 

w 
ENVIRONMENTAL DATA2 

I F  SWALLOWED: 
NOTIFY PHYSICIAN. SEE PACKAORE INSERT OR PDR. 

HANDLE I N  ACCORDANCE WITH GOOD INDUSTREAL HYGIENE AND SAFETY 
PRACTICE. T H I S  PRODUCT I S  APPROVED BY THE FEDERAL FOOD AND DRUG 
ADMINISTRATION (FDA) FOR USE AS A PRESCRIPTION DRUG. 

I I P I !  I 1  I1 I I I  I 



3M General Offices 
3M Center 
St. Paul, Minnesota 55144-1000 
(612) 733-1110 

Duns No. I 00-617-3082 

MATERIAL SAFETY 
DATA SHEET 

00-27 
215 

MSDS: THEOLAIR PLUS TABLETS CPRESCRIPTIOM DRUG) 
JANUARY 13, 1986 

Page 3 

......................................... = t f = D I = l t = l t = = = D t = D 8 = = = = = = = ¶ = = =  

The i n f o r m a t i o n  on th is Data Sheet reprosgnts  our c u r r e n t  data and bes t  
op in ion  as t o  t h e  p r o  e r  use i n  handlqng o f  this product  under normal 
cond i t i ons .  
Data Sheet o r  which i n v o l v e s  using t h e  p r o d u c t  i n  combinat ion w i t h  any 
o thor  product  o r  any o the r  process i s  t h e  r e s p o n s i b i l i t y  o f  t h e  user.  

Any use o f  t R e product  which ,is n o t  i n  conformance w i t h  th is  

I I i III 1 1  1 1 ' 1  I 1 1  



3M General Officor 
3M Center 
St. Paul, Minnesota 55144-1000 
(612) 733-1 110 

Dun8  No.: 00-617-3082 

00-27 
216 

3M MATERIAL SAFETY 
DATA SHEET 

D I V I S I O N  a RIKER 
TRADE NAME: THEOLAIR PLUS L I Q U I D  (PRESCRIPTION DRUG) 
3M I . D .  NUMBER: NOT ASSIGNED 
ISSUEDa JULY 25, 1986 
SUPERSEDES: JANUARY 13, 1986 
DOCUMENT: 10-3088-1 
O I I = = D = I = . D l = = l = = = = I = = = = = = = = = 8 = = 8 = = ¶ = = = = =  = = ¶ t = 8 = 3 8 = = C l = t t l = 3 = = = = = = = = = 8 = =  

1. INGREDIENTS C.A.S. Na. PERCENT EXPOSURE 
L I M I T S  

= L D P t t = t D I I I t = D I I I I I = = = = ~ = = ¶ 8 ¶ = = 8 = = = = = E 3 = ~ = = = ¶ = = = = 8 = = = = = = = = = = = = = = = = = = = 8 = =  

THEOPHYLLINE ANHYDROUS 58-55-9 0 .8  N/D 5 
GUIATENESIN 93-1 4-1 0.7 N/D 5 
PROPYLENE GLYCOL 57-55-6 2 5 . 0  N/D 5 
SUCROSE 57-50-1 5 0 . 0  1 0  MWMS 1 
WATER FLAVORING EXCIPIENTS N/ 0 24.0 N/D 5 

SOURCE OF EXPOSURE L I M I T  DATA 
1. ACGIH THRESHOLD L I M I T  VALUES 
2 .  FEDERAL OSHA PERMISSIBLE-EXPOSURE L I M I T  
3.  3M EXPOSURE GUIDELINES 
4. CHEMICAL MANUFACTURER RECOMMENDED GUIOELINES 
5 .  NONE ESTABLISHED 

ABBREVIATIONS 
N/D - NOT DETERMINED 
N/A - NOT APPLICABLE 

h d  

. 

I I I 1  I 1  I l l  I I I  I 



3M General Officeg 
3M Center 
St. Paul, Minnesota 55144-1000 
(612) 733-1110 

D u n s  No.: 00-617-3082 

MATERIAL SAFETY 
DATA SHEET 

MSDS: THEOLAIR PLUS L I Q U I D  (PRESCRIPTION DRUO) 
JULY 25, 1986 

00-27 
217 

P a m  2 

f = = = D . . = = I D l t t C I 3 . . I t = = = = = = = D = = ~ = ~ = ~ ~ ~ = = ~ = = ~ = E = = = = = = = = = ~ = = ~ = = = ~  

5. ENVIRONMENTAL INFORMATION 
. = = = ' t = O D I I I I P t = = = = = I = P = = = = = c = = = ~ = = = = ~ ~ = = ~ = = ~ = ~ = ~ = ~ = ~ ~ = = ~ ~ = = ~ = = = = = = = ~ = = = = = = ~  

S P I L L  RESPONSE; 
OBSERVE PRECAUTIONS FROM OTHER 3ECTIO CONTAIN SPILL,  COVER WITH 
ABSORBENT MATERIAL. COLLECT S P i L L E U  $ f E l I A L .  CLEAN UP RESIDUE. 
PLACE I N  A CLOSED CONTAINER. F R SM L AMOUNTS; COLLECT SPILLED 

M I X  WITH FLAMMABLE MATERIAL AND I N C I N  AN INDUSTRIAL OR 
COMMERCIAL F A C I L I T Y .  SINCE REGULATIO CONSULT APPLICABLE 
REGULATIONS OR AUTHORZTIES BEFORE D I S  

N/ D 

MATERIAL. PLACE I N  A CLOSED ~ O N T A I ~ &  
RECOMMENDED DISPOSALi 

ENVIRONMENTAL DATA; 

I I I I  I i l l  I i I  I 



3M General Offices 
3M Center 
St. Paul, Minnesota 55144-1000 
(612) 733-1 110 

Dun8  No.: 00-617-3082 

00-27 
218 

3M MATERIAL SAFETY 
DATA SHEET 

MSDSi THEOLAIR PLUS L I Q U I D  (PRESCRIPTION DRUG) P.90 3 
JULY 25, 1986 

HANDLE I N  ACCORDANCE WITH GOOD NDUST I A L  HYGIENE AND SAFETY 
PRACTICE. T H I S  PRODUCT I S  APPR a 3  VED B THE FEDERAL FOOD AND DRUG 
ADMINISTRATION (FDA) FOR USE AS A PRESCRIPTION DRUG. 

I I 



3M General Off ices 
3M Center 
St. Paul, Minnesota 55144-1000 
(612) 733-1110 

Duns No. :  00-617-3082 

MATERIAL SAFETY 
DATA SHEET 

00-27 
21 9 

MSDS: THEOLAIR PLUS LIQUID (PRESCRIPTION DRUQ) 
JULY 258 1986 

Page 4 

... 

= D " S ' X = = = = = = = = ' = D = = = = = = = ~ = = = = = = = ~ = = = r = = = =  = = t = O = O I L ' 3 = * 3 = 1 = = ' = = = = = = = = = = =  

The i n f o r m a t i o n  on th is  Dat8 Sheet represe ts our c u r r e n t  data 8nd b e s t  
o p i n i o n  a s  t o  t h e  proper  use i n  h a n d l i  g o f  th is produc t  under normal 
cond i t i ons .  s n o t  i n  cdnformance w i t h  this 
D8ta Sheet o r  which i n v o l v e s  using t h e  roduc t  i n  rombinat ion w i t h  any 
o t h e r  product  o r  any o t h e r  process i s  t h e  i e s p o n e i b i l i t y  o f  t h e  user.  

Any use o f  t h e  produc t  which 

I I I I  , I  I l l  1 I I  
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TAB A 



L- 

HATfRIAL  SAFETY @ATA SHEET (HSDS) 

PAGE 1 OF 2 

EFFECTIVE 06/01/87 

MDC 0031-0688-XX 

. . .  SECTION 1 HANUFACTURER INFORHATION . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
A. H. ROBINS CO.,INC. 1W W I N Q S  DRIVE RICWOIID, VA 23261-6609 
EHERGENCY TELEPaNE: (804) 257-2@ (0:30 AM - 5:OO Pt4) 

( 8 0 4 )  257-2 (AFTER HOURS) 

. . .  SECTION 2 COMPOSIfIO(( INFORMATION . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
PRODUCT WE$ NOT CONSTITUTE A PHYSICAL 

POTtNTIAL HEALTH W Z A I O S  FROM 
I N  StCTION 6 BELOW. 

PER 

THIAMINE (VITAMIN 11) 15.9% 
RIBOFLAVIN ( V I T A M I N  1 2 )  ' 1OHG 

v ¶OwG 

N I A C I N  
V ITAHIN 66 
V ITAHIN 112 

1-G 
8 . m G  sum 

PANTOTHENSC ACJD 2SnG 

- 
532-43-4 
83-88-5 
98-92-0 
58-56-0 
b8-19-9 

13t-08-6 

. . .  SECTION 3 PHYSICAL/C)(EHICAL CHARACTEhISTICS . . . . . . . .  
BOILING POINT 
VAPOR PRESSURE 
VAPOR DENSITY 
SOLUBILITY I N  WATER 
SPECIFIC GRAVITY 
MELTING POINT 
EVAPORATION RATE 
APPEARANCE 

NOT APFi iCAEE 
NOT APPLICA E 
AN ORANGE, PSULE-SHAPED 

. . . . . . . . . . . . . . . . .  

T M L E T  ENGRAVED AHR 

. . .  SECTION 4 FIRE AND EXPLOSION P A U R D  DATA . . . . . . . . . . .  
FLASH POINT 

HETHOD USED 
FLAWABLE L I H I T S  

LEL 
UEL 

EXTINGUISHING MEDIA 

. . . .  . . . . . . . . . . .  

SPECIAL FIRE-FIGHTING 

UNUSUAL F IRE AND EXPLOSION 
PROCEDURES NOT APPLICAB~E 

. . .  SECTION 5 REACTIVITY DATA . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
STABIL ITY  STABLE 
INCOHPATABILITY NONE KWDnU 
HAZARDOUS OECOHPBSITION 

OR BYPRODUCTS - - -  NONE KNOW 
HAZARWUS POLVHEIIZATlOW UILL NOT D@R 

. . . . . . . . . . . . . . . . . . . . . . . .  . . . . . . . . . . . . . . . . . . . . . . .  C D ~ T I N ~ ~ D  



PAGE 2 OF 2 

MATERIAL SAFETY )ATA SHEET (=OS) 

YD(: W31-D688-XX 

. . .  S E C T I O N 6  HEALTHHAZARDDATA . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
R W T E S  OF ENTRY: INGESTION 

CARC1mW;ENICITY: NONE OF IHEnCOnPONENTS I N  THIS PRODUCT ARE KNOWN TO BE 
CARCI NOGENI 

SIGNS AND NO SERIOUS tFFECTS ARE EXPECTED. 
SYMPTOMS OF 
OVEREXPOSURE: 

EMERGENCY AND FIRST-AID EYE CONTACT IRRIGATE SWFACES HITH HATER FOR 15 MINUTES. 

MEDICAL CUNDITIOWS AGGRAVATED 

PROCEDURES : SKIN QINTACI- HASH AREAS HITH SOAP AN0 HATER. 

BY EXPOSURE: HYPERSENSIT1VITY TO ANY OF W E  COMPONENTS 

. . .  SECTION 7 PRECAUTIONS FOR SAFE HANDLING AND WSE . . . . . . . . . . . . . . . . . . . . . . . .  
SPILLS AND ACCIDENTAL 

RELEASES: SHEEP OR SWVEL INTO A WllSTE CONTAINER 

MXNATE MATER, F D, OR FEED BY STORAGE OR 

W S I T E  OR AT AN APPROVED DISPOSAL FACIL ITY 
E H I T H  LOCAL, STATE, AND/OR FEDERAL REGULATIONS. 

H I S  is A BI&'!ALLY ACTIVE MATERIAL. 
HASTE DISPOSAL WETHM: 

HANDLING AND STORAGE: STORE AT RD@! TEMPERATURf, BETHEEN 59 AND 86 DEGREES F. 

. . .  SECTION 8 CONTROL HEASURES . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
NO SPECIAL CONTROL MEASURES ARE REWIRED UNDER NqRMAL CONDITIONS OF USE 

VENTILATION NO SPECIAL ENTILATION IS REWIRED 
RESPIRATORY PROTECTION NWE REOUIR)D 

. . . . . . . . . . . . . . . . . . . . . . . . . . , . . . . *  . . . . . . . . . . . . . . . . . . . .  
THE INFORMATION CONTALNED I N  THIS MSDS I S ,  TO HE BEST OF A.H. BINS' KNWLEDGE, C W L E T E  AND 

ACCURATE. 
THUS, A.H. ROBINS CANNOT GUARANTEE CDnPLETEYESS R ACCURACY M D  DISCLAIMS ALL L I A B I L I T Y  FOR ITS 
HANDLING AND USE. 

FILE/ALLBEET/TABLETS . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  

A.H.RDBINS, HMIEVER, USES MANY SOURCE AM0 REFEREWCES?DR GATHERING THIS INFORWATION. 

I Y  I I I l l  I 1 1  



MATERIAL SAFETY U T A  SHEET (USDS) 

PAGE 1 OF 3 

EFFECTIVE 06/11/87 

v WDC 0031-1462-XX 

. . .  SECTION 1 MANUFACTURER INFDRMATION . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
A. H. ROBINS CO..INt. 1405 M I N Q S  DRIVE RICCElDlD, VA 232614609 

EMERGENCY TELEPHONE: (8041 257-2000 (8:m M( - 5:oo P n )  
(804) 257-2600 (AFTER WOURS) 

. . .  SECTION 2 CWPOSITION INFORMATION . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
FINISHED PHIRHACEUTICAL PllLMlCT DOES NOT CONSTITUTE A PHYSICAL 

HAZARD U I T H I N  t H E  MEANING OF 29 CFR SEC lt10.12M,. 
INGESTION MI EXPOSURE TD THE PRODUCT AM DISCUSSED I N  SDCTION 6 BELOW. 

PDTINTIAL HEALTH HAZARDS F R M  

210 kG 
250 MG 

A 
6445-2 

103-90-2 

=RvSTALLIlrE CELLUOSE, POVIDONE, SODILM LAURYL SULFATE, STEARIC ACID, 
TALC 

. . .  SECTION 3 PHYSICAL/CMEIIICAL CHARACTERISTICS . . . . . . . . . . . . . . . . . . . . . . . . . .  
BOILING POINT 
VAPOR PRESSURE 
VAPOR DENSITY 
SOLUBILITY IN HATER NOT APPLICABiE 
SPECIFIC GRAVITY NOT APPLICABCE 
MELTING POINT NOT APPLICABLE 
EVAPORATION RATE NOT r P P l i C A i i E  
APPEARANCE WHITE SCORED TABLETS 

. . .  SECTION 4 F I R E  AND ENPLOSIOW HAZARD DATA . . . . . . . . . . . . . . . . . . . . . . . . . . .  
FLASH POINT 

FLAWABLE L I M I T S  
METmD USE0 

NOT APPLICABLE 
NOT APPLICABLE 

L E 1  NOT APPLICABLE 
UEL NOT APPLICABLE 

EXTINGUISHING MEDIA NOT APPLICABLE 
SPEC1 AL F I RE-FIGHT1 NC 

PROCEDURES NOT A?PLICABLE 

HAZARDS NONE 
UNUSUAL FIRE AND EXPLOSION 

. . .  SECTION 5 REACTIVITY DATA . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
STABIL ITY STABLE 
I NCOIIP AT AB1 L I  TY 
HAZARDOUS OECOC(PO6ITION 

HAZARDOUS POLYMERIZATION H I L L  NOT OCCUR 

NONE UNWN 

OR BYPRWUCTS NONE K N W N  

. . . . . . . . . . . . . . . . . . . . . . .  C O N T I N U E D . . . .  . . . . . . . . . . . . . . . . . . . .  

I 
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MATERIAL SAFETY DATA SHEET (HSDS) 

NDc 0031-1462-XX 

. . .  S E C T I O N 6  HEALTHHAZARDDATA . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
RDUTES OF ENTRY: INGESTION 

CARCINOGENICITY: 

SIGNS AND 
SYMPTOMS 

OF 
WER- 

EXPOSURE : 

EHERGENCY AND FIRST-AID 
PROCEDURES: 

NDNE OF THE COWPOWENTS I N  THIS PROWCT ARE KNWN TO BE 
CARCIWGENIC 

5 SYSTEM OEPREBION, DECREASED BLOOD PRESSURE, 

(SEE ATTACHQ CRWlUCT L A l E L I f f i  FOR FULL INFDRMATION ON 
SIDE-EFFECTS) 

EYE CDNTACT- IRRIGATE SURFACE5 MITH WATER FOR 15 MINUTES. 
SKIN COWTACT+ MASH AREAS WITH SOAP AND MATER. 
TREATMENT OF OVERDOSE: I#DUC@ EMESIS, LAVAGE, AND ACTIVATED 
CHARCDAL MAY BE HELPFUL. I F  POTENTIALLY TOXIC DOSES ARE 
INGESTED, SE UI ACETUlIWPHEN LEVELS SHWLD 8E CIJNITORED 
BEGXIIWING 4 kRS AFTER INGESTION AND LIVER FUNCTION TESTS 
S W L D  BE SE IALLV MONITORED (THE ANTIDOTE FOR ACETAMINOPHEN. 

MEDICAL CONDITIONS AGGRAVATED 
BY EXPOSURE: HYPERSENSITIVITY TO ANY OF T r L  WHPONENTS: INDIVIDUALS 

CHRONICALLY EXPOSED TO ALCOHOL OR OTHER DRUGS HAY BE CPRE - _  - - SUSCEPTIS~E t o  THE TOXIC-EFFEETS OF ACETAMINDPHEN. 

. . . . . . . . . . . . . . . . . . . . . . .  C O N T I N U E D . . . . . . .  . . . . . . . . . . . . . . . . .  
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MATERIAL SAFETY CMTA SHEET [MSDS, 

v NDC 0031-1462-XX 

. . .  SECTION 7 PRECAVlIDNS FOR SAFE HANDLING AND 1 6 E  . . . . . . . . . . . . . . . . . . . . . . . .  
SPILLS AND ACCIDENTAL 

RELEASES : SHEEP OR S W E L  INTO A HASTE CONTAINER 

DO U M  COUT I Y A T E  WATER, F W ,  OR FEED BY STORAGE OR 
DISPOSAL. IS I S  A BIOLOGICALLY ACTIVE MATERIAL. 
DISPOSE O f  S I T E  OR AT AN @PROVED DISPOSAL FACIL ITY  
I N  ACCORDAN i WITH LDCIL,STATE,AND/OR FEDERAL REGULATIONS. 

STORE AT RDdCl TEMPERATURE, BETHEEN 59 AND 86 DEGREES f .  

UASTE o I s p a s A L  WETHOD: 

HANDLING AND STORAGE: 

. . .  SECTION 8 CONTROL MEASURES . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
NO SPECIAL CONTROL MEASURES ARE REWIRED WDER No(INAL CONDITIONS OF USE 

VENTILATION NO SPECIAL N T I L A T I M I  I S  REWIRED 
PROTECTIVE CLOTMING 

RESPIRATORY PROTECTION NOWE R E w I R i  

OR EOUIPHENT 

W R K / W G I E N I C  PIACTICES 

AVOID cDNTA& WITH EVES OR PROLONGED CONTACT H I T H  SKIN. 

HASH T W R w c H L Y  AFTER HANDLING 

. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
THE INFORCUTION CONTAIWED I N  THIS MSOS IS, TO WE BEST Of A . H . m I M S '  KNDWLEOGE, COHPLETE AND 

ACCURATE. 
THUS, A.H. ROBINS CANNOT GUARANTEE DD(IPLETENESS ACCURACY AND DISCLAIMS ALL L I A B I L I T Y  FOR I T S  
HANDLING AND USE. 

A.H.ROBINS, W E V E R ,  USES MANY CWRCES' AND REFERENCES mR GATHERING THIS  INFORMATION. 

FILE/ARTHRALG/TABLETS . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
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MATERIAL SAFETY OATA SHEET (MSDS) EFFECTIVE 04/23/87 

NDC 0001-1833-XX 

. . .  SECTION 1 MANUFACTURER INFORMATION . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
A. H .  ROBINS CO,,INC. 1405 CUmIlGS DRIVE RICmdwO, VI 232614609 

EMERGENCY TELEPHONE: (804) 2 5 7 - a O O  (8:30 AH - 5tOO PH) 
(604) 257-POO (A,FIER W R S )  

. . .  SECTION 2 COIIPOSITION INFORHATION . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
Ilff; 

-THIS FINISHED PWARMACEUTICAL PROWCT 006s NOT CONSTITUTE A PHYSICAL 
HAZARD WITHIN THE MEANING OF 29 CFR SEE 1910.1200. 
INGESTION OR EXPOSURE TO THE P W C T  &E O I S M S E O  IN DECTION 6 BELOW. 

PDfEWTIAL HEALTH HAZARDS FRDH 

YE MALEATE, LISP PHG 
E CICL, USP 12.5HG 

~DDEINE PHOSPHATE, USP lOHG 
(WARNING: MAY EE HABIT FORMING) 

980-71-2 
154-41-6 

41444-62-6 

. . .  SECTION 3 PHYSICAL/CHEHICAL CHARACTERISTICS . . . . . . . . . . . . . . . . . . . . . . . . . .  
BOILING POINT 
VAPOR PRESSURE 
VAPOR DENSITY 
SOLUBILITY IN WATER SOLUBLE 
SPECIFIC GRAVITV1.115-1.215 
HELTING POINT 
EVAPORATION RATE 
APPEARANCE SYRUP WITH A RASBERRY FLAVOR 

. . .  SECTION 4 FIRE AND CXPLOSION HAZARO OATA . . . . . . . . . . . . . .  
FLASH POINT > I30 DE6REiS F 

FLAWABLE LIHITS 
METHOD USED ASTM aaz8-8) 

UEL NOT APPLIC+E 
LEL NOT APPLICA LE 

EXTINGUISHING MEDIA NOT APPLICA LE 

. . . .  . . . . . . .  . .  

SPECIAL FIRE-FI~WING 
PROCEDURES NOT APPLICACLE 

HAZARDS NONE 
UNUSUAL FIRE AND EXPLOSION 

. . .  SECTION 5 REACTIVITY OATA . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
STABILITY STABLE 
I NWHPATABI LITY NONE KNDWN 
HAZARDOUS OECOHPOSITION 

OR BYPROWCTS NONE KNOWN 
HAZARDOUS POLYHERIZATION WILL NOT DCtUR 

. . . . . . . . . . . . . . . . . . . . . . .  CONTINrEO..... . . . . . . . . . . . . . . . . . . .  



. . SECTION C HEALTH HAZARD DATA . 
ROUTES OF ENTRY: 

MATERIAL SAFETY DATA SHEET IMSDS) 

CARCINOGENICITY: 

SIGNS AND 
SYMPTOMS 

OF 
OVER- Lwuuwwm 

EXPOSURE : 

EMERGENCY AND FIRST-AID 
PROCEDURES: 

NDC 0031-1833-XX 

PAGE 2 OF 3 

. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
INGESTION 
SKIN- I T  I S  NOT K)(o(Iu I F  ANY OF THE INGREDIENTS I N  DIMETANE-OC 

ARE ABSOl$ED THROUGH THE SKIN  F R W  DIMETINE-DC 

NONE OF THE COMPOUENTS I N  T H I S  PRDDUCT ARE K N O ”  TO BE 

DRWSINESS; EXCITABIL ITY  I N  SOME CASES: DRV MOUTH, GLAUCOMA 
(XICREASED #YE PRESSURE), DIFFICULTY I N  URINATION 

PINPOINT PUPILS, CONSTIPATIMI, SLDn HEART RATE, HIGH BLOOD 
PRESSURE, R SPIRATORV DEPRESSION, URINARY RETENTION, 
MUSCLE SP*S$S , ITCHING, RESPIRATORY ARREST, COMA 

EXCITEMENT, RAP10 HEART BEAT, HIGH BLOOD PRESSURE, 
NERVOUSNESS, IRREGULAR HEART BEAT 

(SEE ATTACHD PRQ)UCT L U E L I W G  FOR FULL INFORMAT1ON ON SIDE- 
EFFECTS) 

EYE WNTAC1-r IRRIGATE SMFACES M I T H  MATER FOR 15 MINUTES. 
SKIU  CONTACt- WASH AREAS WITM SOAP AND WATER. 
TREATMENT OF OVERDOSE: I H W C E D  EMESIS, LAVAGE, AND ACTIVATED 

CAKI NOGEWI~ 

RESPIRATORY DEPRESSION 

BE USED TO TREAT CASES OF SEVERE 
cws HYPERAI~IVITY. 

SYWTOHATIC AND SUPPORTIVE TREATMENT AS REOUIRED. 

MEDICAL C0NDITIO)IS AGGRAVATED 
BY EXPOSURE: HYPERSENSITIVITY TD ANY OF TWE COMPONENTS 

ON THIS p.Bwuc’I PLF- TP 

. . . . . . . . . . . . . . . . . . . . . . .  C O N T I N U E D . . . . . . . . . . . . . . . . . . . . . . . .  
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MATfRIAL SAFETY DATA SHEET (MSDS) 

NDC 0031-1833-XX 

. . .  SECTION 7 PRECAUTIONS FOR SAFE HANDLING A N 0  USE . . . . . . . . . . . . . . . . . . . . . . . .  
SPILLS AND ACCIDENTAL 

RELEASES: SOU( UP OU @SDR8ANT MATERIAL AND PLACE I N  APPROVED U S T E  
CONTAINER. 

00 NOT CON1 INATE HATER, F W D ,  OR FEED BY STORAGE OR 
DISPOSAL. 
DISPOSE OF S ITE OR AT AN @PROVED DISPOSAL FACIL ITY  
I N  ACCOROAW !! WITH LDCAL.STATE,AND/OR FEDERAL REGULATIONS. 

STORE AT R O M  TEMPERATURE, BETUEEN 59 AND 86 DEGREES F. 

WASH AREAS WITH @AP AND WATER. 

IS IS A BIOLDGIqALLY ACTIVE MATERIAL. 
WASTE DISPOSAL METHOD: 

HANDLING AN0 STORAGE: 

. . .  SECTION 8 CONTROL MEASURES . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
NO SPECIAL CONTROL MEASURES ARE R E W R E D  WIDER NNMAL CDNDITIDNS OF USE 

RESPIRATORY PROTECTION NONE REOUIR 
VENTILATION 
PROTECTIVE CLOTUING 

OR EWIPMENT 
WORK/HYGIENIC PRACTICES 

AVOID CONTAd WITH EYES OR PRbLONGED CONTACT WITH SKIN. 
WASH 1HDROUG)ILY AFTER HANOLING 

. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
THE INFORNATION COUTAIUED IN THIS nsos IS, TO TPE @EST OF A.M.R INS' KNOIILEDGE, COMPLETE AND 

ACCURATE. 
THUS, 
HINDLING AND USE. 

A.H.ROBINS, W E V E R ,  USES MANY SOURCES AND REFERENCES 8R GATHERING THIS INFORWTION. 
A.H. ROBINS CANNOT GUARANTEE COMPLETENESS Oh ACCURACY Am DISCLAIMS ALL L I A B I L I T Y  FOR ITS 

FILE/DIMETANE/DC . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  

I / I  I I I  I I  I 



HATERIAL SAFETY DATA WEE7 (HSDS) 

PAGE 1 OF 3 

EFFECTIVE 04/23/87 

NDC 0031-1836-XX 

. . .  SECTION 1 HANUFACTURER INFORHATION . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
A. H. ROBINS CO.,INC. 1405 C W I N ( S  DRIVE R I C m # D ,  V I  232614609 

EHERGENCY TELEPHDNE: ( 8 0 4 )  25?-2(loo (8:30 AM - 5:OO PM) 
( 8 0 4 )  257-2W (AFTER W R S )  

. . .  SECTION 2 ConPOSITIOW INFORHATION . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
ICAL PROWCT DOE NOT CONSTITUTE A PHYSICAL 
1910.1200. POT NTIAL HEALTH HAZARDS FROM 

E DISCUSSED IN S I CTION 6 BELOW. 

BROWPHENIRAHIIE HALEATE, USP 2HG ' 
PSEWEPHEORI# HCL, USP 3oHG 
DEXTROHETHDRPWIN HER, USP 1OHG 

CIZ 
980-7 1-2 
345-78-8 

6700-34-1 

-&TRIC ACID, F o r C  RED 40, PDLC YELLOW 6, FLAVORS, GLYCERIN, 
SACCHARIN SWIUH, SODIUH OENZDATE, SDR(ITOL, HATER. 

. . .  SECTION 3 PWSICAL/CHEHICAL CHARACTERISTICS . . . . . . . . . . . . . . . . . . . . . . . . . .  
BOILING POINT NOT APPLICA LE 

VAPOR DENSITY NOT APPLICA LE  
SOLUBILITY IN HATER SOLLIBLE 
SPECIFIC GRAVITY CA 1.18 
HELTING POINT 
EVAPORATION RATE 
APPEARANCE LIGMT RED StRUP MITH A BUTTERSCOTCH FLAVOR 

VAPOR PRESSURE 107 *PPL+ 

. . .  SECTION 4 FIRE AND EXPLOSION MAZARD DATA . . . . . . . . . . . . . . . . . . . . . . . . . . .  
FLASH POINT 

FLAHMABLE L I M I T S  
H E T W  USED 

LEL _ _ _  
UEL 

EXTINGUISHING HeDIA 
SPECIAL FIRE-FIOHTING 

PROCEDURES 
u N u s u i i - F r  RE AND EXPLOSION 

HAZARDS 

. . .  SECTION 5 REACTIVITY DATA . . .  
STAB I L I T Y  
I NCOWPATABI L I T Y  
HAZARDOUS OECOII~OSITION 

OR BYPRDWCTS 
HAZARDOUS POLYWtRIZATION 

. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
STABLE 
YOWE K N M N  

NONE KNWN 
WILL NOT OCCUR 

. . .  C D N T I W E D . .  . . . . . . . . . . . . . . . . . . . . . .  . . . . . .  . . . . . . . . . . . . . .  
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IUTERIAL SAFETY DATA SHEET (MSDS) 

WDC 0031-1B36-XX 

. . .  S E C T I O N 6  HEALTHHAZARDDATA . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
ROUTES OF ENTRY: 

CARCINOGENICITY: 

INGESTIDN 
SKIN- IT ISvNOT K W N  IF ANY OF THE INGREDIENTS I N  DIMETINE-OX 

ARE ABSD#BED THROUGH THE SKIN FRW DIMETANE-OX 

NONE OF THE COnPOnENTS I N  THIS PRODUCT ARE KWOWN 10 BE 
CARCINOGEN IC 

SIGNS AND DROWSINESS; EXCITAOILITV I N  SOME CASES; DRY MOUTH, GLAUCOMA 
SVMPTWS ( I l C l E A S E D  #YE PRESSURE), D I f F l C U L T Y  I N  URINATION 

O f  
DRDWSINESS, UNSTEAOY GAIT, WSTAGMJS, SEVERE WSCLE SPASMS, 

EXPOSURE : CONVULSIOUS~ ALTERED nW0. 
OVER- - 

EXCITEMENT, RAPID HEART BEAT, HIGH B L W O  PRESSURE, 
NERVOUSNESS, IRREGULAR HEART BEAT 

Esummmu 
(SEE AlTIcH#D PRODUCT LABELIYG FOR FULL INFORHATION ON SIDE- 
EFFECTS) 

SKIN CONTACT- HASH AREAS UITH SOAP AND WATER. 
TREATMENT D@ OVEmOSE: I W W C f D  EMESIS, LAVAGE, AND ACTIVATED 
CHARCOAL MA9 BE HELPFUL. 
SEVERE CW dEIRESSANT EFFECTS SUCH AS RESPIRATORY DEPRESSION 

EMERGENCY AND FIRST-AID EYE CONTACT- IRRIGATE SURFACES WITH WATER FOR 15 MINUTES. 
PROCEDURES: 

BE USED TO TREAT CASES OF SEVERE 

SY~PTD~ATIC AND SUPPORTIVE TREATMENT AS REWIRED. 

MEDICAL CONDITIOYS AGGRAVATEC 
BY EXPOSURE: HYPERSENSITfVITY TO ANY OF THE CWPONENTS 

. . . . . . . . . . . . . . . . . . . . . . .  C O N T I N U E D . . . . . . . . . . . . . . . . . . . . . . . .  
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MATERIAL SAFETY U T A  SHEET (MSDSI 

NOC 0031-1836-XX 

. . .  SECTION 7 PRECAUTIONS FOR SAFE HANDLING AND l S E  . . . . . . . . . . . . . . . . . . . . . . . .  
SPILLS AND ACCIDENTAL 

RELEASES: SDAK UP ON SWBANT MATERIAL AND PLACE X W  APPROVED M S T E  
CONTAINER. 2 ASH AREAS YITH $DIP AND HATER. 

IWATE MATER, F OR FEED BY STORAGE MI 
1s 1s A s i a d ' 8 i L v  ACTIVE MATERIAL. 

S I T E  DR AT AN YPPROVED DISPOSAL FACIL ITY 
H I T H  LOCAL, S T A f E  ,AND/OR FEDERAL REGULATIONS. 

STORE AT RO@ TEMPERATURE, BETHEEN 59 AND 86 DEGREES F. 

HASTE DISPOSAL METHOD: 

HANDLING AND STORAGE: 

. . .  SECTION 8 CONTROL MEASURES . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
ND SPECIAL CONTROL MEASURES ARE REWIRED WDER N a M L  CONDITIONS Or USE 

RESPIRITDRY PROTECTION NONE R E W I R E  
VENTILATIDN 
PROTECTIVE CLOTMINC 

ND SPECIAL V!NTILATION IS REWIRED 

OR EQUIPMENT 
MDRK/HVGIENfC PRACTICES 

A M I D  CONTA HfTH EVES OR PlbLONGED CONTACT H I T H  SKIN. 
HASH T H O R d L Y  AFTER HANDLIII; 

. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
THE INFDRMATION COUTAIWED I N  THIS MSDS IS, TO TfE BEST OF A.H.ROBINS' KNWLEDGE, COnPLETE AND 

A.M. ROBINS CANNOT GUARANTEE COnPLETENESS O& ACCURACY AND DILCLAIMS ALL L I A B I L I T Y  FOR I T S  
ACCURATE. A.H.ROBINS, O I E V E R .  USES MANY SWRCES AND REFERENCES FOR GATHERING THIS INFDRHATION. 
THUS, 
HAWDLING AND USE. 

FILE/DIMETANE/DX . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  

I I I , I  I I I  I !  



MATERIAL SAFETY DATA SHEET (MSDS) 

PAGE 1 OF 3 

EFFECTIVE 04/15/87 - I D C  0031-1881-xx 

. . .  SECTION 1 MANUFACTURER INFORMATION . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
A. H. ROBINS CO.,INC. 1405 W I H G S  DRIVE RIU*IOWD, V I  232614609 

EMERGENCY TELEPHONE: (804) 257- 00 (8:30  AM - I:OO PM) 
(604) 257-300 (AFTER H W R S )  

. . .  SECTION 2 COWPOSITION IMFDRWATION . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
FINISHED PIuRHACEufICAL PROOKT DOE6 MOT CONSTITUTE A PHYSICAL 

EANING OF 29 CFR SE l*l@.l?OO. POTENTIAL HEALTH HAZARDS FROM 
RE TO THE PRODUCT &E DISCUSSEO I N  SECTION 6 BELW.  

BROMPHENIRAMINE MALEATE, USP 10 m 
A 

980-71-2 

. . .  SECTION 3 PHYSICAL/CnEMICAL MARACTERISTICS . . . . . . . . . . . . . . . . . . . . . . . . . .  
BOILING POINT 
VAPOR PRESSURE 
VAPOR DENSITY 
SOLUBILITY I N  HATER SOLlBLE 
SPECIFIC GRAVITV CA 1.00 
MELTING POINT NOT APPLICAILE 
EVAPORATION RATE NOT APPLICA LE 
APPEARANCE A w a E S  m t A I Y I R G  A CLEAR, COLORLESS, m R L E S S  L I w i D  

. . .  SECTION 4 FIRE AND EXPLOSION HAZARD DATA . . . . . . . . . . . . . . . . . . . . . . . . . . .  
FLASH POINT NOT APPLICA LE 

FLAMMABLE L I M I T S  
LEL NOT APPLICA L E  

EXTINGUISHING MEDIA NOT APPLICA L E  
SPECIAL F I R E - F I W T I N G  

PROCEDURES NOT APPLICADLE 
UNUSUAL FIRE AND EXPLOSION 

HAZARDS NOM E 

METHOD USED NOT A P P L I C J L E  

UEL NOT APPLi+ 

. . .  SECTION 5 REACTIVITY DATA . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
STABIL ITY STABLE 
IMCOC(PATAB1LITY NONE KMWN 
HAZARDOUS DEtOnWSITIOW 

OR BYPRODUCTS N M E  K N W N  
HAZARDOUS POLYMERIZATION n u  MOT OCCUR 

. . . . . . . . . . . . . . . . . . . . . . .  CONTINUED. . . . . . . . . . . . . . . . . . . . . . . .  

I I 1 1  I I I  IY 
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MATERIAL SAFETY DATA SMEET 

. . .  SECTION b HEALTH HAZARD DATA . . . . . . . . .  
ROUTES OF ENTRY: INGESTION 

SKIN- I T  IS Jo’ 
T) (ROWTH 5 

. .  
KWOON 
IN FR 

NDC M)31-1B81-XX 

. . . . . . . . . . . . . .  
F BRO)))HENIRAMINE MALEATE I 

DlMETANE INJECTABLE 

. . . . . .  
ABSORBED 

CARCINOGENlCITY: HONE OF THE e M I E N T S  IN THIS PRDWCT ARE KNWN 10 BE 
CARCINOGENIC 

SIGNS AND 
SYMPTWS 

OF 
OVER- 

DRDmlNtSS:  C I T A B I L I T Y  I N  SlklE CASES: DRY IUUTH, GLIUtOnA 
(INCReASED E € PRESSURE), D I F t I C U L T Y  I N  URINATION (SEE 
ATTISCMEO PR & T LABELING FOR FULL INFORMATION ON SIDE- 
EFFECTS) 

EXPOSURE: 

EMERGENCY AND FIRST-AID 
PROCEDURES : 

CHARCOAL M Y  E HELPFUL. 
SYwplDIlATIC 4 0  SUPPORTIVE TRLATMENT AS REQUIRED. 

MEDICAL CONDITIONS AGGRAVATED 
BY EXPOSURE: HYPERSENSIT I~ ITY  TO ANY OF THE COMPONENTS; GLAUCOMA; URINARY 

RETENTION I) 

. . . . . . . . . . . . . . . . . . . . . . .  CONTINU@ . . . . . . . . . . . . . . . . . . . . . . . .  
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MATERIAL SAFETY )ATA SHEET (MSDS) - NDC 0031-1681-XX 

. . .  SECTION 7 PRECAUTIONS FOR SAFE HANDLING AND ISE . . . . . . . . . . . . . . . . . . . . . . . .  
SPILLS AND ACCIMNTAL 

RELEASES: SOAK Up ON 4BSORIAYT MATERIIL AND PLACE I W  APPROVED WASTE 
COWTAIWER. iWSH AREAS WITH SOAP AND WATER. 

W NOT CDNT WIIATE NITER, FWD, OR FEED BY STORAGE OR 
DISPOSAL. H I S  I S  A BIOLDGItALLY ACTIVE MATERIAL. 
DISPOSE OF 
I N  ACCORDAN 1 E WITH LOCAL.STAfE,AND/OR FEDERAL REGULATIONS. 

STORE AT RO@ TEWPERATURE, IETWEEN S9 AND a6 DEGREES F. 

N SITE OR AT AN hPPROVED DISPOSAL F A C I L I t Y  

NASTE DISPOSAL METHOD: 

HANDLING AND STORAGE: 

. . .  S E C T I O N 8  WNTROLHEASURES . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
NO SPECIAL CONTROL MEASURES ARE REQUIRED UNDER NdRMAL W I D I T I O N S  OF USE 

NO SPECIAL fENTILATION IS REWIRED 

WASH THORW$HLY AFTER HANDLING 

RESPIRATORY PROTECTION NOWE REOUIR D 
VENTILATION 
PROTECTIVE CLOTHING 

CIDRK/WGI ENIC PRACTICES 
OR EQUIPHEIT AVOID CONTA T NITH EYES OR PROLONGED CONTACT WITH SKIN. 

. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
THE INFORNATION CONTAIIED I N  THIS HSDS IS, TO 

ACCURATE. A.H.ROBINS, )(DWEVER, USES HAlY  SOURCE 
THUS, A.M. ROBINS CANNOT GUARANTEE ~ P L E T E N E S S  
HANDLING AND USE. 

FILE/DIHETANE/INJECT. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
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EFFECTIVE 03/10/67 UATERIAL SAFETY #DATA SHEET (WSDS) 

YDC 0031-3083-XX 

. . .  SECTION 1 MANUFACTURER INFORMATION . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
A. H. ROBINS CO.,INC. 1405 W I y i S  DRIVE RICWUND, VA 23261-6609 

EMERGENCY TELEPWNE: (804) 257- 00 (B:JD AM - 5:OO PM) 
(804) 257-800 (AFTER HOURS) 

. . .  SECTION 2 COMPOSITION INFOUMATION . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
FINISHED IIURMACE ICAL PRmUCT DOE5 NOT CONSTITUTE A PHYSICAL 

E DISCUSSED I N  SECTION 6 BELW. 
HAZARD WITHIN THE MEANING OF 29 CFR 1910.1100. POTENTIAL HEALTH HAZIRDS FROM 
INGESTION OR EXPOSURE TO THE IROWCT 

-i TABLESP#)NFULS) COWTAlNS 
POK)ERED O P I W .  LISP (OR E W I V )  24.0 a 
KAOLIN, USP 6 6  

(WIRNINC: MAY DE HABIT FORMING) 

PECTIN. USP i*s.a'ffi 
HYOSCYAMINE SULFATE, USP oLioi?'ffi 
ATROPINE SULFATE, USP 0.0194' MG 
SCOPOLOWINE WWUIOBROMIDE, USP 0.0065'MG 

- 
9000-69-5 
6135-16-1 

55-48 - 1 
114-49-6 

SODIUM BENZDA E N i  60 MWFLUID WNCE ( RESERVATIVE), ALCOHOL 5.0%, CITRIC ACID, 

SODIUM CHLORIDE, WATER. 
" " , : ' : E ~ A V O R S ,  HIGH f RUCTOSE lORN SYRUP, LOOIW CARBOXYMETCMLCELLULOSE, 

. . .  SECTION 3 PHYSICAL/OIEMICAL CHARACTERISTICS 4 . . . . . . . . . . . . . . . . . . . . . . . . .  
BOILING POINT NOT APPLXCA~LE 
VAPOR PRESSURE 
VAPOR DENSITY 
SOLUBILITY I N  WATER 
SPECIFIC GRAVITY 1.18 
MELTING POINT 
EVAPORATION RATE 
APPEARANCE BANANA-FLAVORED SUSPENSION 

. . .  SECTION 4 FIRE AND EXPLOSIW HAZARD DATA . . . . . . . . . . . . . . . . . . . . . . . . . . .  
FLASH POINT 

METHOD USED 
FLAMMABLE L I M I T S  

LEL 
UEL 

EXTINGUISHING MEDIA 
SPECIAL FIRE-FIGHTING 

UNUSUAL F IRE AND EXPLOSION 
PROCEWRES UOT APPLICA~LE 

HAZARDS NONE 

. . .  SECTION 5 REACTIVITY DATA . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
STABILITY STIBLE 
INCOMPATIBILITY NONE KNOW 
HAZARWUS DECOMPOSITION 

OR BYPRODUCTS NONE KNOW 
H A Z A R D W S  POLYMERIZATION WILL NOT OCqR 

. . . . . . . . . . . . . . . . . . . . . . .  CONTIN~D . . . . . . . . . . . . . . . . . . . . . . . .  

I I I  I 1  I 1  I I I  I 
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MATERIAL SAFETY UATA SWEET fMSDS) 

NDC 0031--D83-XX 

. . .  SECTION C HEALTH HAZARD DATA . 
RWTES OF ENTRY: 

CARCINOGENICITY: 

SIGNS AND 
SYMPTOMS 

OF 
OVER- 

EXPOSURE: 

EMERGENCY AND FIRST-AID 
PROCEDURES: 

. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
INGESTION 
SKIN- I T  IS of K # M (  I F  ANY OF THE INGREDIENTS I N  WWWAGEL-PG 

M E  ABSORgD TMW TWE SKIN FROn WNNAGEL-PG $USPIENSION 

))[HIE OF THE ~ O N E N T S  IN THIS PRODUCT ARE KNWN TO BE 
CARCIll#iENIq 

PIllPOINT P LS, CONSTIPATIOII, SLOW HEART RATE, HIGH BLOOD 
PRESSURE, R PIRATQIY DE~RESSIDW. URINARY RETENTION, 
W S t L E  SPAS * , ITCHIWG, RESPIUATORY ARREST, C O R A  

ND SERIOUS $FECTS ARE EXPECTED 

I 
MEDICAL CONDITIOYS AGGRAVATED 

BY EXPOSURE: W P E M E N S I T I I I T Y  TO ANY OF TI+€ COnPMIENTS; GLAUCOMA; URINARY 
RETENTION 

. . . . . . . . . . . . . . . . . . . . . . .  C l m T I N ~ D . .  . . . . . . . . . . . . . . . . . . . . . .  

I I I1 I I I  IY I 
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UATtRIAL SAFETY OATA SHEET I m D S )  

NOC 0031-30B3-XX 

. . .  SECTION 7 PRECAUTIONS FOR SAFE HANDLING AND U S E  . . . . . . . . . . . . . . . . . . . . . . . .  
SPILLS AND ACCIDENTAL 

RELEASES: SORBANT HATERIAL AND PLACE I N  APPROVED CUSTE 
g%Z!E!! $ASH AREAS WITH *AP AND WATER. 

OR FEED BY STORAGE OR 

PROVED DISPOSAL FACIL ITY  
i L v  ACTIVE MATERIAL. 

r m  LDCAL.STATE,AND/DR FEDERAL REGULATIONS. 

WASTE DISPOSAL UETHOO: 

HAMOLING AND STORAGE: STORE AT R o d r  TEHPERATURE, BETWEEN 59 AN0 86 DEGREES F. 

. . .  SECTION 8 CONTROL MEASURES . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
NO SPECIAL CONTROL HEASURES ARE REOUIRED UNDER No(kUAL CONDITIONS OF USE 

NO SPECIAL $NTILATION IS REWIRED 

HASH TH)ROlJ&Y AFTER HAN0LI))G 

RESPIRATORY PROTECTION NONE REOUIR 
VENTILATION 
PROTECTIVE CLOTHING 

WORK/HYGIENIC PRACTICES 
OR EQUIPMENT AVOID CONTAC HITH EVES OR PROLONGED CONTACT WITH SKIN. 

. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
THE INFORUATION CONTAIWED I N  THIS  MSDS I S ,  TO T(IE BEST OF A.H.R INS '  KNWLEOGE, COMPLETE AND 

ACCURATE. 
THUS, A.H. ROBINS CANNOT GUARANTEE WPLETENESS 0) ACCURACY AN0 OI fCLAIUS ALL L I A B I L I T Y  FDA ITS 
HANDLING AND USE. 

A.H.ROBINS, W E V E R ,  USES MANY SOURCESi AND REFERENCES %R GATHERING THIS INFORUATION. 

FILE/WNNAGEL/PG . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
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MATERIAL SAFETY DATA SHEET (MSDS) EFFECTIVE 04 /09 /B7  - NDC 0031-4207-XX 

. . .  SECTION 1 MANUFACTURER INFORMATION . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
A. H. ROBINS CO..INt. 1405 ClMItlcS DRIVE RICHMOND, VA 23261-6609 

EMERGENCY TELEPHONE: (804) 257-hOQ (6:10 AM - 5:OO PM) 
( 1 0 4 )  257-POO (AFTER HOURS) 

. . .  SECTION 2 COMPOSITIW IWFORMATlON . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
FINISHED P M W A C E  ICAL  PRDDUCI DOES NOT CONSTITUTE A PHYSICAL 

HAZARD WITHIN THE MEANING OF 29 CFR S 1910.1200. POTENTIAL HEALTH HAZAROS FROM 
INGESTION OR EXPOSURE TO THE P M W C T  E OILCWSED I N  SECTION 6 BELW.  

%?t%P-iNS : 
PHENOBARBITAL, USP 16.2 HG 

HYOSCYAMINE SULFATE, USP 0.1037 HG 
ATROPINE SULFATE, USP 0.0194 MG 
SCOPOLMINE MYDROBRD(IIDE, USP 0.0065 MG 

(WARNING: MAY BE WIT FORMING) 

us 
10-06-6 

6635-16-1 
55-48-1 

114-49-8 

-;E INK,  D r C  YELLOW 10 AND FDLC GREEN 3 MI FDLC BLUE 1 AND FDLC Y E L L W  
6. FDLC BLUE I ALWIUUM M E ,  GELATtN, LACTOSE, SUCROSE; MAY CONTAIN FDLC RED 40 AND 
YELLOW 6 A L W I N W  LAKES 

. . .  SECTION 3 PHYSICAL/CHEMICAL W A C T E R I S T I C S  . . . . . . . . . . . . . . . . . . . . . . . . . .  
BOILING POINT 
VAPOR PRESSURE 
VAPOR DENSITY 
SOLUBILITY I N  WATER 
SPECIFIC GRAVITV 
iELTING-POINT- 
EVAPORATION RATE 
APPEARANCE 

NOT APPLICA LE 
GREEN AND J I T E  CAPSULES MOWOCRUMED "AHR" AND ' '4207" 

. . .  SECTION 4 F IRE AND fXPLOSIOU HAZARD DATA . . . . . . . . . . . . . . . . . . . . . . . . . . .  
FLASH POINT 

METHOD USED 
FLAMMABLE- LIMITS 

LEL 
UEL 

EXTINWISHING MEDIA 
SPECIAL FIRE-FIQHTI NG 

PROCEDURES NOT APPLICMLE 
UNUSUAL FIRE AND EXPLOSION - - - ~- - 

NONE 

. . .  SECTION 5 REACTIVITY DATA . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
STABILITY STABLE 
INCOMPATABILITY NONE KNDWN 
HAZARDOUS OECOMPDSITION 

OR BYPROWCTS NONE KNDWN 
HAZARWUS POLYMERIZATION WILL NOT E C u R  . . . . . . . . . . . . . . . . . . . . . . .  W N T I N U E O . . . . . . . . . . . . . . . . . . . . . . . .  

http://CO..INt
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IUTERIAL SAFETY #ATA SHEET ((ISDS) 

mc 0081-4207-xx 

e . .  S E C T I O N 6  HEALTHHALARDOATA . . . . . . .  ( . . . . . . . . . . . . . . . . . . . . . . . . .  
ROUTES OF ENTRY: INGESTION 

CARCINOGENICITY: NONE OF THEuCOnPONENTS I N  T H I S  PROWCT ARE KNDWN TO BE 
CARCI NOG~NIC 

SIGNS AND PWEWPI*RBITU OROWSINESS, D IZZ INESS,  WEAKNESS, SEDATION 
SYMPTOWS 

OF 
OVER- 

EXJOIURE: ATROPINE, HYDSCYAHINE, 

EMERGENCY AND F IRST-AI0  
PROCEDURES: 

MEDICAL CONDITIOHS AGGRAVATED 
I lY EXPOSURE: HYCERSENSIT~VITY TO ANY OF THE KMPONENTS; G L A U ~ A ;  URINARY 

RETENTION 

. . . . . . . . . . . . . . . . . . . . . .  . c o N T I N ~ E o . . . . . . . . . . . . . . . . . . . . . . . .  

I 1  I 1 1 ,  I 1 1  
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MATERIAL SAFETY DATA SHEET (MSDS) - mc 0031-4207-xx 

. . .  SECTION 7 PRECAUTIONS FOR SAFE WANDLIYG AND VSE . . . . . . . . . . . . . . . . . . . . . . . .  
SPILLS AND ACCIDENTAL 

RELEASES: WEEP OR S ~ V E L   no A WSTE CONTAINER 

MlNATE HATER, F OR FEED BY STORAGE OR 

E UITH LOCAL, STAfE,AND/OR FEDERAL REUJLATIONS. 

HIS 8s A BIOLOGI ALLY ACTIVE MATERIAL. 
N S I t E  OR AT AN f PPRWED DISPOSAL FACIL ITY  

HASTE DISPOSAL WETHOO: 

HANDLING AND STORAGE: STORE AT RO@ TENPERATURE, BETHEEN 59 AND 86 DEGREES F. 

. . .  SECTION 8 CONTRDL MEASURES . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
WD SPECIAL CONTROL MEASURES ARE REWIRED UNDER NaRMAL CONDITIONS OF USE 

RESPIRATORY PROTECTION 
VENTILATION 
PROTECTIVE CLOTHING 

OR EQUIPMENT AVOID CONTA~T MITH EYES OR PIOLONGED CONTACT H I T H  SKIN. 

WRK/HYGIENIC PRACTICES MASH TMDROU@LY AFTER HANDLING 

. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
THE INFDRMATION CONTALNED I N  THIS MSDE IS, TO HE U S 1  OF A.M. ' KNOnLEffiE, CDMPLETE AND 

TWS, A.H. ROBINS CANNOT GUARANTEE COMPLETENESS t R ACCURACY AND DISCLAIMS ALL L I A B I L I T Y  FOR ITS 
HANDLING AND USE. 

FILE/WNNATAL/CAPSULES. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
ACCURATE. A.H.ROBINS, W E V E R ,  mEs MANY SOURCE M I D  R t F E R E m E S I O ~ N ~ A i n E R I N G  THIS INFORnATIoN. 

I 1 / I  I l l  I Y  I 



MATERIAL SAFETY U T A  SHEET (HSDS) 

PAGE 1 OF 3 

EFFECTIVE 04/09/87 

lmmuuum NDC 00314221-XX 

. . .  SECTION 1 MANUFACTURfR INFORMATION . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
A. H. RODINS CO.,INC. 1405 cu*IINe DRIVE RICHIOND, V I  23261-660) 
EHERGENCY TELEPHDNE: (BO61 257-2 0 (8:10 AH - 5:OO PM) 

( B 0 4 )  257-280 (AFTER HOURS) 

. . .  SECTION 2 COlPOSITIOW INFORMATION . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
FINISHED WARMACE P R O W t T  W E $  NOT CONSTITUTE A PHYSICAL 

HAZARD H I T H I N  fHE MEANING OF I, CFR POT NTIAL HEALTH HAZARDS FROCl 
INGESTION OR UPDSURE TO W E  PRmUCT IN SiCTIOW 6 BELOn. 

PHEYW)ARBITAL, USP 16.2 )cc 
(MRNINC: MAY BE HAOIT FORMING) 

::E E WOSCYAHINE-SUCFATE ,-USP ~ 

ATROPINE SULFA’IE, USP 
SCOPOLOnINE HYDROBRWIOE, USP 0.0065 HG 

CIS 
56-06-6 

6835-16-1 
55-411-1 

11447-8 

-C BLUE 1, FDQC V E L L W  6, FLAVORS, GLUCOSE, SACCHARIN SODIUM, HATER, 
ALCOCIOL (23%) 

. . .  SECTION 3 PHYSICAL/MEHICAL CMARACTERISTICS . . . . . . . . . . . . . . . . . . . . . . . . . .  
BOILIMG POINT 
VAPOR PRESSURE 
VAPOR DENSITY NOT APPLICA~LE 
SOLUBILITY I N  MATER SOLUIL E 
SPECIFIC GRAVITY CA 1.0) 
~IELTKPOINT- 
EVAPORATION RATE 
APPEARANCE 

. . .  SECTION 4 FIRE AND EXPLOSIOW HAZARD DATA . . . . . . . . . . . . . . . . . . . . . . . . . . .  
FLASH POINT NOT APPLICA LE 

FLAMMABLE L I M I T S  
NOT APPLICA LE 
NOT APPLICA LE 
NOT APPLICA 3 LE 

PROCEWRES NOT APPLICAdLE 

HAZARDS NONE 

METHOD USED no1 APPLIc& 

LEL 
UEL 

EXTINGUISHING MEDIA 
SPECIAL F I R E - F I W I N G  

UNUSUAL FIRE AND EXPLOSION 

. . .  SECTION 5 REACTIVITV D A T A .  . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
STAB1 L I T Y  STABLE 
INCOClPATABILITY HONE K N W  
HAZARWUS OEt011PDSITIDN 

OR B Y P R W C T S  NONE KNOW 
HAZARWUS POLYMERIZATION H I L L  NOT O C b R  

. . . . . . . . . . . . . . . . . . . . . . . .  CDWTI)(UED. . . . . . . . . . . . . . . . . . . . . . . .  
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MATERIAL SAFETY mTA SWEET (HSDS) 

NDC 0051-4221-XX mwuA lxu  

. . .  SECTION 4 HEALTH HAZARD DATA . . . . . . . . . . . . . . . . . . . . . .  
RWTES OF ENTRY: 

CARC1LKK;ENICITY: 

SIGNS AND 
LVMPTWS _ _  

OF 
OVER- 

EXPOSURE: ATROPINE, WOSCYAMINE - 
EMERGENCY AND FIRST-AID 

PROCEDURES: 

. . . . . . . . . . . . . . . . . . . . . . . . . . .  
INGESTION 
SKIN- I T  IS @Or KWWY IF ANY OF THE INGREDIENTS I N  DONNATAL 

E L I X I R  ARE MSOIBED THROUGWTHE SKIN FROM WNNATAL E L I X I R  

NONE OF TME ~ P O N E Y T S  I N  THIS PROOUef ARE K I M  TO BE 
CARCINOGEIIC 

DROWSINESS, D I Z Z I I E S S ,  HEAKNESS, SEDATION 

IRST, FIXED D I L A f E D  PUPILS, FLUSHED FACE, FEVER. 
KIN, TACHYcwRDIA (RAPID HEART BEAT). BLURRED 
IUC, TREMORS. C VULSIONS, CUU, RESPIRATORY 
IOVASCULAR Q I L L S S E  

EYE CONTACT-,IRRIGATE SUAFACEf WITH HATER FOR 15 MINUTES. 
SKIN CONTACT+ lUSW AREAS WITH SOAP AND MATER. 
TREATUENT DF*OVEltBOSE: I N d  EMESIS, LAVAGE, AND ACTIVATED 

THE CENTRAL AND PERIWERAL 

MEDICAL CONDITIONS AOCRAVATEO 
BY EXPOSURE: W P E R L E l S I T I r I T Y  TO ANY OF THE COMPONENTS; GLAUCOMA; URINARY 

RETENTION 

. . . . . . . . . . . . . . . . . . . . . . .  c o n T I N U E D . .  . . . . . . . . . . . . . . . . . . . . . .  

IU ! I  1 1  I I 1  
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MATERIAL SAFETY *TA SHEET tHSOS) 

MDC 0031-4221-XX 

. . .  SECTION 7 PRECAUTIONS FOR SAFE WNOLIIK; AND @E . . . . . . . . . . . . . . . . . . . . . . . .  
SORBAMT WATERIAL AND PLACE I N  APPRDVEO HASTE 
ASH AREAS NITH DDAP AND HATER. 

IUATE HATER, FOqD. OR FEE0 BY STORAGE OR 
LLY ACTIVE MATERIAL. 
PROVED DISPOSAL FACIL ITY 
,AND/OR FEDERAL REGULATIONS. 

NASTE DISPOSAL METHOD: 

HANDLING AND STORAGE: STORE AT 100(1 TEMPERATURE, BEWEEN 59 AND 86 DEGREES F. 

. . .  SECTION a CONTROL MEASURES . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
NO SPECIAL CDUTROL MEASURES ARE REWIRE0 UNDER N&AL CONDITIONS ff U S E  

NO SPECIAL V ~ N T I L A T I D N  I S  REWIRED 

AVOID CONTAC WITW EVES A PbLOIIGED CONTACT YITH SKIN. 
HASH T t l 0 M ~ l . Y  AFTER HAUIIOLIffi 

RESPIRATORY PROTECTION NONE R E W I R E  
VENTILATION 
PROTECTIVE CLOT)(ING 

OR EqUIPMENT 
HDRK/HYGIENIC PRACTICES 

. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
THE INFORMATION CONTAI 0 I N  THIS kSOS I S ,  TO T E BEST OF A.M.R I N S '  KNWLEDGE, CWPLETE AND 

ACCURATE. 
THUS, A.H. ROBINS CANNOT GUARANTEE CkPLETENESS 0 f ACCURACY A N )  OILCLAIMS ALL L I A B I L I T Y  FOR I T S  
HANDLING AND USE. 

A.H.ROBIYS, $EVER, USES MANY SOURCES AND @EFERENCES %R GATHERING THIS INFORMATION. 

FILE/WNNATAL/ELIXIR. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  

I I IY , I  i l l  I I I  
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HATERIAL SAFETY DATA SHEET (RSDS) EFFECTIVE 02/09/87 - t o C  0031-4235-XX 

. . .  SECTION 1 RANUFACTLIRER INFORHATION . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
A. H. ROBINS W.,INC. 1405 ClMlt&S DRIVE RICWCIO(Ot V I  23261-6609 

ERERGENCY TELEPMDNE: ( 6 0 4 )  257-rbOO 16:10 AH - 5 S O  PR) 
( 8 0 4 )  257-ab00 (AFTER nOURS) 

. . .  SECTION 2 COnPOSITION IWFDRHATLON . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  

INGESTION OR EXPOSURE TO THE PRDDUCT d E  DISCUSSED I N  SECTION 6 B E L W .  

PHENOBARlITAL, USP 4a.l 
(CIARNIS: HAY BE CUBIT FORRING) 

HYOSCYARINE SULFATE, USP 
ATROPINE SULFhTE, USP 
SCOPOLOHINE WDROBROCIIDE, USP 0.019 

HG 

nc 
m 
ffi 

A 
56-06-6 

6835-16-1 
55-48-1 

114-49-8 

ACACIA, ACETY ATED MONOGLYCERIDE$, CA CIUR SULFATE, CAlNUBA MAX, W C  YELLOM 10, 
-BLUE 1, F W C  BLUE 2 qLUMIWM LAKE F q C  Y E L L W  6, GELATIN, WAR 

SHELLAC, SdIW PMOSPHATE, SUCROSE, TITANIUR 

D YELLOH 6 A L d W  LAKES 
TMER INGIEDIENTS ONE DF W I C H  IS A CORN 

. . .  SECTION 3 PHYSICAL/CHEMICAL CHARACTEIIISTICS . . . . . . . . . . . . . . . . . . . . . . . . . .  
6OILING POINT NOT APPLIC BLE 

VAPOR DENSITY NOT APPLIC BLE 
SOLUBILITY I N  WATER 
SPECIFIC GRAVITY 
MELTING POINT 
EVAPORATION RATE 
APPEARANCE 

VAPOR PRESSURE NOT A,PLIciBLE 

PALE OREEN! COATED TABLETS, HDNOGRAHHED AHR AND WNNATAL 
EXTENTAB 

. . .  SECTION 4 FIRE AND EXPLOSION MAZARD DATA . . . . . . . . . . . . . . . . . . . . . . . . . . .  
FLASH POINT 

FLAWABLE L I M I T S  
RETHOD USED 

LEL 
UEL 

EXTINWISHING MEDIA 
SPECIAL FIRE-FIGMTING 

UNUSUAL FIRE AND EXPLOSION 
PROCEDURES 

HAZARDS 

NOT APPLIChBLE 
NOT APPLICMLE 

NOT APPLI BLE 

NOT APPLI BLE 

NOT A P P L I C b L E  

NONE 

NOT APPLI+.E 

. . .  SECTION 5 REACTIVITY DATA . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
STAB1 L I T Y  STABLE 
INCOnPATABILITV 
MAZARDWS DECOIIPOSITION 

NONE KNWN 

OR BVPROWCTL WE K N O W  
MAZARDOUS POLYMERIZATION n u  NOT &CUR 

. . . . . . . . . . . . . . . . . . . . . . .  . . . . . . . . . . . . . . . . . . . . . . .  COWT1)IUED. 

IY I I  / I  I I 1  
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NDC 0011-4235-XX 

MATERIAL SAFETY D L T A  SHEET (NSDS) 

. . .  S E C T I O N 6  HEALTHHAZARDDATA . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
ROUTES OF ENTRY: 

CARCINOGENICITY: 

SIGNS AND 
SYMPTOCIS 

OF 
DVER- 

EXPOSURE: ATROPINE, HYOSCYAMINE, - 
EMERGENCY AND FIRST-AID 

PROCEDURES: 

INGEST ION 

NONE OF THE OWPDNENTS I N  THIS  PRODUCT ARE K N M N  TD BE 
CARCIWWENICf 

DRMSINESS, ~ I Z Z I N E S S ,  MEAKNESS, SEDATION 

DRY MOUTH, I R S T ,  FIXED OILYTEO PUPILS, FLUSHED FACE, FEVER, 

VISION, DEL IUM, TREHORl, m V U L S I O N S ,  COW, RESPIRATORY 
FAILURE, CA IOVASCULAR COLL@SE 

EYE CONTACT-/ IRRIGATE SURFACES MITH HATER FOR 15 MINUTES. 

HOT my RED KIN, TACHYCARDIL (RAPID HEART BEAT) ,  BLURRED I 
. - 

SOAP AND k T E R .  -- 
BHESIS, LAVAGE, ACTIVATED 
NAY BE HELPFUL. PHYSOSTIGMINE 

RAL AND PERIPHERAL SIGNS OF 
~ - ~ . .  - 

ANTIOHOLINE IC TOXICITY. 
S I I P T W T I C ~ U D  SUPPORTIVE TREATMENT AS REWIRED. 

MEDICAL CONOITIO(IS AGGRAVATED 
BY EXPOSURE: HYPERSEYSITI~ITY TO ANY OF THE COMPONENTS; GLAUCOMA: URINARY 

RETENTION 

m rmp- ON THIS  fl 
. . . . . . . . . . . . . . . . . . . . . . .  CDWTINYD . . . . . . . . . . . . . . . . . . . . . . . .  

I I  1 1  I I  I I 1  
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MATERIAL SAFETY DATA SHEET (MSDS) - HOC 00314215-XX 

. . .  SECTION 7 PRECAUTIOYS FOR SAFE HANDLING AND USE . . . . . . . . . . . . . . . . . . . . . . . .  
SPILLS AND ACCIDENTAL 

WASTE DISPOSAL HETHDD: Do NOT Q)Nl'&MlNATE NATER, FWO, DR FEED BY STORAGE OR 

RELEASES: SHEEP OR SHDVEL INTO A YASTE COWTAINER 

DISFOSAL. WMIS IS A I 1  Lff iaCALLY ACTIVE MATERIAL. 
D I S m S E  OF PN S I T E  OR A? AN APPROVED DISPOSAL FACIL ITY 
I N  K c M l D A K E  WITH LDCAL,STATE,AND/OR FEDERAL REGULATIONS. 

HANDLING AND STORAGE: STORE AT RDDW TEMPERATURE, BETMEEN 59 AND 86 DEGREES F. 

. . .  SECTION 8 CONTROL MEASURES . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
NO SPECIAL CONTROL MEASURES ARE REWIRED UNDER MORIIAL CONDITIONS OF USE 

RESPIRATORY PROTECTION NONE REQUIR D 

PROTECTIVE CLOTHING 
VENTILATION No SPECIAL €ENTiLATiDN Is RmUIRED 

OR EWIPMENT AVOID CONTACT Y I T H  EYES OR PROLONGED CONTACT MITH SKIN. 

NORK/HYGIENIC PRACTICES HASH THOROUGHLY AFTER HANDLING 

. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
THE INFORMATION WNTAlNED I N  T H I S  MSDL IS, TO fHE BEST OF A . H . D E I N S '  KNMILEDGE, COIIPLETE AND 

ACCURATE. A.H.ROBINS, WMEVER, UsEC MANY SOURCE AND REFERENCES FOR GATHERING THIS INFORMATION. 
TWS, A.H. ROBINS CAIN01 GUARANTEE bUPLETENESS k R  ACCURACY AND DISCLAIMS ALL L I A E I L I T Y  FOR I T S  
HANDLING AND USE. 

FILE/WNNATAL/EKTENTAE. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  

I 
IY 1 I I I I  I 



MATERIAL SAFETY ~ A T A  SHEET (MSDS) 

PAGE 1 OF 3 

EFFECTIVE 04/09 /B7 - NOC 0031-4250-XX 

. . .  SECTION 1 MANUFACTURER INFORIUTION . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
1405 W I N  S DRIVE RICmOYD, V I  23261460) 

(804) 257-2 0 10:30 AM - 5:OO PM) 
( 8 0 4 )  257-2 b 0 (AFTER HOURS) 

A. H. ROBINS CD.,INC. 

EMERGENCY TELEPKINE: 

. . .  SECTION 2 amPOSJTIDW INFORMATION . . . . .  4 . . . . . . . . . . . . . . . . . . . . . . . . .  
FlN ISnEO MARMACE I U L  PRWJCT DOES MOT COWSTITUfE A PHYSICAL 

HAZARD WITHIN THE MEANING OF 29 CFR i9ia.i200. POT~NTIAL HEALTH HAZARDS FRDM 
INGESTION OR EXPOSURE TO THE CROWCT E DISCUSSED I W  SECTIDN 6 BELOW. 

A 
50-06-6 

4835-16-1 
55-48-1 
114-49-8 

0::X:XC CALCI 

DEXTROSE, OR ILVERT SUGAR 

PtiDSMATE, HAONESIW S EARATE, MICROCRYSTALLINE CELLULOSE, S IL ICON 
? I O X I D ~ T A R C H  GLYCDLATL, STEAI IC  ACID, SUCROSE: HAY CONTAIN CORN STARCH, 

. . .  SECTION 3 PHYSICAL/CHEMICAL CHARACTERISTICS . . . . . . . . . . . . . . . . . . . . . . . . . .  
BOIL ING WIN1 
VAPOR PRESSURE 
VAPOR DENSITY 
SOLUBILITY IN HATER 
SPECIFIC GRAVITY 
MELTING-POINT NOT APPLICAILE 
EVAPORATION RATE 
APPEARANCE 

. . .  SECTION 4 F I R E  AND EXPLOSIDW HAZARD DATA . . . . . . . . . . . . . . . . . . . . . . . . . . .  
FLASH POINT 

HETHOO USED 
FLAMMABLE L I M I T S  

LEL 
UEL 

EXTINGUISHING MEbIA 
SPECIAL FIRE-FIO(ITIWG 

PROCEDURES NOT APPLICAaLE 
UWUSUAL FIRE AM0 EXPLOSION ~- 

HAZARDS NONE 

. . .  SECTION 5 REACTIVITY DATA . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
STAB1 L I TY STABLE 
IWCOnPATABfLITY NDWE KID(+( 
HAZARDOUS OEConPDSITIDN 

OR BYPRODUCTS NONE K N W  
HAZARDDUS POLYHERIZATIDU HILL NOT OC+R 

. . . . . . . . . . . . . . . . . . . . . . .  coWTINuED . . . . . . . . . . . . . . . . . . . . . . . .  

IY I I I I 1  I 
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MATERIAL SAFETY )ATA SHEET (USDS) 

NDC 0031-4PSO-XX 

. . .  SECTION6 HEALTHHAZARODATA . . . .  . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
ROUTES OF ENTRY: 

CARCINDGENICITY: 

SIGNS AND 
SYMPTOMS 

OF 

INGESTION 

NONE OF THE COMPONENTS I N  THIS PRODUCT ARE KNOWN TO BE 
c A c I  N o m u  

DRMSINESS, :DIZZ1NESS, NEAKNESS, SEDATION 

OVER- 
EXPOSURE: ATROPINE, HYDSCYAMINE, 

DRY M H ,  I R S T ,  FIXED DILATED PUPILS, FLUSHED FACE, FEVER, 
HOT DRY RED SKIN, TACHYCARDIA (RAPID HEART BEAT 1, BLURRED 
VISION, DEL RIM, TREMORS, CONVULSIo)(S, COMA, RESPIRATORY 
FAILURE, CA IOVASCULAR COLLAPSE t 
EYE CONTACT IRRIGATE SURFACES HITH HATER FOR 15 MINUTES. 
SKIN WNTAC - HAW AREAS HITM SOAP AN0 HATER. 
TREAlMPNT 0 OVERWSE: 1)wnrcED EMESIS, LAVAGE, AND ACTIVATED 
CHIRCOAL MA BE HELPFUL. 
PHYSOSTIo(1 E DRAWTICALLY REVERSES THE CENTRAL AND PERIPHERAL 
SIGNS OF AN I IWLINERGIC TOXICITY. 
SYIIPTOnATIC'iAlD SUPPORTIVE TREATMENT AS REWIRED. 

EMERGENCY AN0 FIRST-AID 
PROCEDURES : 

MEDICAL CONDIT1D)IS AGGRAVATED 
BY EXPOSURE: HYPERSEWSIT~VITY TO ANY DF TME COMPWENTS; GLAUCOMA; URINARY 

RETENT I ON 

. . . . . . . . . . . . . . . . . . . . . . .  CDNTINUED . . . . . . . . . . . . . . . . . . . . . . . .  

I I I  ' I  / I  I 1 1  I 
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WATERIAL SAFETY U T A  SHEET (MSDS) 

NDC 0031-425PXX 

. . .  SECTION 7 PRECAUTIONS FOR SAFE MANDLING AND USE . . . . . . . . . . . . . . . . . . . . . . . .  
RELEASES: SWEEP OR B W E L  INTO A HASTE CONTAINER 

SPILLS AND ACCIDENTAL 

HASTE OISPOSAL WETWID: 

I N  ACCDRMNaE WITH LOCAL,STA'IE, AND/OR FEDERAL REGULATIONS. 

STORE AT RWC( TEMPERATURE, BETWEEN 59 AND 86 DEGREES F. HANOLING AN0 STDRAGE: 

. . .  SECTION 8 CONTROL WEASURES . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
NO SPECIAL CONTROL WEASURES ARE REOUIRED UNDER NORMAL CONOITIONS OF USE 

RESPIRATORY PROTECTION NONE R E W I R  

PROTECTIVE CLOTHING 

HORK/HYGIENIC PRACTICES 

VENTILATION No SPECIAL L I L A T i O N  1% REWIRED 

OR EOUIPHENT AVOID CONTACT WITH EYES OR PIOLOMGED CONTACT WITH SKIN. 

WASH THOROU(HLY AFTER MANDLING 

. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
IHf IYFMII IAT1ON CONTAIYED I W  THIS HSDS IS, TO M L  BEST OF A.H.R BINS'  KNWLEOGE, COMPLETE AND 

A.M.ROBINS, HbHEVER, USES MAW SWRCES A M I  REFERENCES !OR GATHERING THIS  INFORMATION ACCURATE. 
THUS, 
HANDLING AND USE. 

A.H. ROIINS CANNOT GUARANTEE WHPLETENESS b( ACCURACY AND DZSCLAIHS ALL L I A B I L I T Y  FOR I T S '  

FILE/OONNATAL/TABLETS . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  

I Y  1 1  1 1  I I 1  I 



MATERIAL SAFETY DATA SHEET (MSDS) 

PAGE 1 OF 3 

EFFECTIVE 04/09/67 - WDC 0031-4264-XX 

. . .  SECTION 1 MANUFACTURER XNFDRNATION . . . .  . . . . . . . . . . . . . . . . . . . . . . . . .  
A. W. ROBINS CO.,lNC. 1405 W W I q S  DRIVE RlCMIOND. VA 2326l-iC09 

EMERGENCY TELEPHONE: (804) 257-2 00 0:30 AU - 5:OO PM) 
(804) 257-2100 (AFTER HOURS) 

. . .  SECTlON 2 CBHPDSITIDN INFORMATION . . . . .  + . . . . . . . . . . . . . . . . . . . . . . . . .  
FINISHED PMAWACE ICAL  PRODUCl DOES NOT CONSTITUTE A PHYSICAL 

HAZARD H I T H I N  THE MEANING OF 29 CFR 1910.1200. POTENTIAL HEALTH HAZARDS FROM 
INGESTION OR tXWSURE TO THE PROWC? E DISCUSSED I N  SECTION 6 BELOW. 

PHENOBARBITAL# USP 3 a . 4 ) f f i  
(HARNINO: MAY BE HABIT FORWINOJ 

HYOSCYAMINE S k F A T E ,  USP 0.1037 p W 
ATROPINE SULFITE, USP 0.0394 k ffi 
SCOPOLDMINE ~ R O B R ~ I O E .  USP 0.0065'ffi 

CIS 
56-06-6 

6835-16-1 
55-48-1 

114-494 

. . .  SECTION 3 PMYSICAL/Q1EMICAL CHARACTERISTICS + . . . . . . . . . . . . . . . . . . . . . . . . .  
BOILING POINT 
VAPOR PRESSURE 

NOT APPLXCA~LE 
NOT APPLXCA LE 

VAPOR DENSITY 
SOLUBILITY I N  HATER 
SPECIFIC GRAVITY 
MELTING POINT 
EVAPORATION RATE 
APPEARANCE PRESSED TABLETS SCORED AND EMBOSSED "R" 

. . .  SECTION 4 FIRE AN0 EXPLOSION HAZARD DATA . . . . . . . . . . . . . . . . . . . . . . . . . . .  
FLASH POINT 

METMOD USED 
FLAMMABLE L I M I T S  

LEL 
UEL 

NOT APPLXCA LE 
NOT APPLICA I LE 

EXTINGUISHING MBDIA NOT APPLlCAhLE 
SPECIAL F IRE-F IWTING 

UNUSUAL FIRE AN0 EXPLOSION 
PROCEWRES NOT APPLICA~LE 

~ ~~~ ~ ~ _.. HAZARDS- NONE 

. . .  SECTION 5 REACTIVITY DATA . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
STAB1 1 I T Y  STABLE 
INCOMPATIBILITY NOWE K m N  
HAZARDOUS DECDHKISITION 

OR O i P R O W C T S  NONE K N M N  
MAZARDDUS POLYMIAIZATION H I L L  NOT OCCUR 

. . . . . . . . . . . . . . . . . . . . . . .  c o N T I N l E 0  . . . . . . . . . . . . . . . . . . . . . . . .  

I 
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MATERIAL SAFETY DATA SHEET (MSOS) 

NDC 0031-4264-XX 

. . .  SECTION 6 HEALTH HAZARD DATA . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
RDUTES OF ENTRY: 

CARCINDGENICITY: 

SIGNS AND 
SYMPTOMS 

OF 
DVER- 

EXPDSURE: ATROPINE, WOSCYAUINE, - 
EMERGENCY AND FIRST-AID 

PROCEDURES: 

INGESTION 

NDNE OF TNE @IWDNENTS I N  THIS PRODUCT ARE KNOWN TO 1 6  
CARCINDGElIC 

DRWSINESS, b I Z Z I l E S S ,  WEAKNESS, SEDATIDN 

DRY W H ,  TbIRST, FIXED D I L U E D  PUPILS, FLUSHED FACE, FEVER, 
HDT DRY RED KIN, TACHYUIRDIA (RAPID HEART BEAT),  BLURRED 
VISION, D f L I  IUn, TREMORS, CO)IWLSIDNS, COW, RESPIRATORY 
FAILURE, CA J IOVASCULAR WLL*PSE 

EYE Q1NTACT- IRRIGATE SLWAC€S WITH WATER FOR 15 MIMUTES. 
SKIN CWTACTk HASH AREAS MITH SOAP AND HATER. 
TREATMENT OF: OVERWSE: IUWCEb EMESIS. LAVAGE. AND ACTIVATED 

Of-MELPFUL; 

OlDLINERGIC TDXICITY. 
YD SUPPORTIVE TrlEATMENT AS REWIRED. 

- ~ 

DRAMATICALLY REVERSES THE CENTRAL AND PERIPHERAL 

MEDICAL CONDITIONS AGGRAVATED /i 
BY EXPDSURE: W P E R S E N S I T I l I T Y  TD ANY OF THE COMPONENTS; GLAUC#IA; URINARY 

RETEWTION 

. . . . . . . . . . . . . . . . . . . . . . .  cowrralto . . . . . . . . . . . . . . . . . . . . . . . .  
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MATERIAL SAFETY DATA SHEET tMSDSr 

W D C  0031-4264-XX 

. . .  SECTION 7 PRECAUTIONS FOR SAFE HANDLING AND USE . . . . . . . . . . . . . . . . . . . . . . . .  
SPILLS AND ACC!DENTAL 

RELEASES: SWEEP OR S#OVEL INTD A WASTE CONTAINER 

00 NOT CON)*WINATE UATER, Rwo, DR FEED BY STORAGE OR 
DISPOSAL. THIS IS A BIOLDQICALLY ACTIVE MATERIAL. 
DlSPDSE OF ON S I T E  OR AT AW APPROVED DISPOSAL FACIL ITY 
IN ACUIROA/ICL WITH LOCAL,SFATE,A)(D/OR FEDERAL REGULATIONS. 

STORE AT @PI TEMPERATURE, BETWEEN 59 AND 86 DEGREES F. 

HASTE DISPOSAL METHOD: 

HANDLING AND STORAGE: 

. . .  SECTION 8 CONTROL MEASURES . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
NO SPECIAL CONTROL MEASURES ARE R E W I R L D  WOER )cORMM CONDITIONS OF USE 

MD SPECIAq VENTILATION IS REWIRED 
RESPIRATORY PROTECTION NOME REWIPED 
VENTILATION 
PROTECTIVE CLOTHING 

OR EQUIPMENT AVOID CONTUCT WfTH EYES OR PROLONGED CONTACT UITH W I N .  

WORK/HYGIENIC PRACTICES HASH TIIOR~K~HLY AFTER HANDLING 

. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
THE INFORMATION CONTAINED I N  THIS MSDS IS, T THE BEST OF A.H.ROIINS' KNWLEOGE, COMPLETE AND 

ACCURATE. 
TWS, A.H. ROBINS CANWDT GUARANTEE COWLETEWES % OR MCURACY AND DISCLAIMS ALL L I A B I L I T Y  FOR ITS 
HANDLING AND USE. 

FILE/DOWNATAL/2TABLETS. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
A.H.ROBINS. HMIEVER, USES MANY SOUR Eli AI@ REFEREWCES FOR GATHERING THIS INFMIMATION. 

I I 



MAT~RIAL SAFETY I ~ T A  SHEET 1 6 ~ s )  

PAGE 1 OF 3 

EFFECTIVE 0 6 / 2 4 / 0 7  

v NDC 0031-4649-XX 

. . .  SECTION 1 MANUFACTURER INFORMATION . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
A. H. ROBINS CO..INt. 1405 C U W I N 9  DRIVE R I W 1 0 ,  V I  13261-6609 

EMERGENCY TELEPHONE: (804)  157-2 0 (8:u) AM - 5:oO PM) 
(804)  257-280 (AFTER HOURS) . . .  SECTION 2 COMPOSITION INFORMATION . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  

CAL PRDW#T W E $  NOT CONSTITUTE A PHYSICAL 
1910.1200. POTrNTIAL HEALTH HAZARDS FROM 

DISCUSSED I N  S f f T I O N  6 BELOI. 

PANCREATIN, USP EQUIVALENT 
PEPSIN 
B I L E  SALTS 
PHENOBARBITAL, USP 

(NARNING: MAY BE HABIT FDRMING) - 
0.0518 G 
0.0097 G 

SCOPOLOnINE WDROBRWIDE, USP 0.0033 E G WOSCVAMINE SU FATE, USP 
ATROPINE S U L F A ,  usp 

ers 
B o 4 9 4 7 6  
9001-75-6 

50-06-6 

6835-16-1 
55-48-1 

114-49-8 

BLUE i A l h l M l M  LAKE; F G C - Y E J 6  6-AL 
L I N E  CELLULOSE, POLYSORBATES, POVIDONE, PROPVLPARA8tN, OHELLAC, SODIUn BENZOATE, STEARIC 
ACIO, SUCROSE, T A R T A R I C  AQD, TXTANIW 7 IOXIDE. WIEAT FLOUR, WITE U X ,  MAY CONTAIN 
WCUSATE SODIUM 

X#h-LAKE,-bl  

. . .  SECTION 7 PHYSICAL/CUEMICAL CHARACTERISTICS . . . . . . . . . . . . . . . . . . . . . . . . . .  
BOILING POINT 
VAPOR PRESSURE 

NOT APPLICA E 
NOT APPLICA i E 

TABLETS, "OI;RAW(ED AHR-4649 

VAPOR DENSITY 
SOLUBILITY I N  MATER 
SPECIFIC GRAVITY 
MELTING POINT 
EVAPORATION RATE 
APPEARANCE . . .  SECTION 4 F I R E  AND EXPLOSION . . . . . . . . . . . . . . . . . . . . . . . . . . .  
FLASH POINT 

F L U W I B L E  L I M I T S  
METHOD USED 

~- ~~ ~ . 
LEL no1 APPLICABLE 
UEL 

EXTINGUISHING MEDIA 
SPECIAL FIRE-FIGHTING 

PROCEMIRES NOT APPLICABtE 

HAZARDS NONE 

STAB1 L I T Y  STAILE 
INCDnPATA81 L I T Y  NONE K N O "  
HAZARDOUS DECOMPOSITION 

OR BYPRODUCTS NONE K W M  

UNUSUAL F l R E  AND EXPLOSlON 

. . .  SECTION 5 REACTIVITY DATA . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  

HAZARWUS POLYMERIZATION WILL NOT occ R . . . . . . . . . . . . . . . . . . . . . . .  c w T I & .  . . . . . . . . . . . . . . . . . . . . . . .  

i I , I  I l l  I Y  I 

http://CO..INt
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MATERIAL SAFETY &TA WEE1 IMSDS) 

v Woc 0031-4649-XX 

. . . SECTION 6 HEALTH HAZARD DATA . 
ROUTES OF ENTRY: 

CARCINOGENICITY: 

SIGNS AND 
SYMPTOnS 

OF 
OVER- 

EXPOSURE: ATROPINE, HYISCYAMIYE, - 
PANCREATIN, PEPSIN - 

EMERGENCY AND FIRST-AID 
PROCEDURES: 

. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
I NGEST ION 

NONE OF THE ~ P Q W E N T S  IN THIS PRDWCT ARE KNOW TO BE 
CARCIWOGEYIU 

DROWSINESC. DIZZINESS, WEAKNESS, SEDATION 

IRST, F IXED DILATED PUPILS, FLUSHED FACE, FEVER, 
KIN, TACHYURDII (RAPID HEART BEAT), BLURRED 
IW, TREMORS, #)tVULSIONS, COMA, RESPIRATORY 
IOVASCULAR C o L L e S E  

(SEE ATTACH P R O W t T  L A B E L I S  FOR FULL INFORMATION ON 
SIDE-EFFEcTg 

RWERSES THE CENTRAL AND PERIPHERAL 

MEDICAL CONDITIONS AGGRAVATED 
BY EXPOSURE: WPERSENS1TI t ITY TO ANY OF THE COMPONENTS; GLAuco l l l ;  URINARY 

RETENTION 

. . . . . . . . . . . . . . . . . . . . . . .  c a r i r u t ~  . . . . . . . . . . . . . . . . . . . . . . . .  

I I 1  I I I  I I  I 
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MATERIAL SAFETY @ITA SHEET O(SDS) 

. . .  SECTION 7 PRECAUTIONS FOR SAFE HANDLING AND USE . . . . . . . . . . . . . . . . . . . . . . . .  
SPILLS AND ACCIOENTAL 

RELBASES: 

HASTE DISPOSAL MET-: 

SHEEP OR SH((VEL INTO A M S T E  CONTAINER 

DO NDT CON1 MIWATE NATER, FOOD, OR FEE0 BY STDRAGE OR 
DISPOSAL. HIS SS A BIOLOGItALLY ACTIVE MATERiAL. 
OISPOSE OF N SITE OR AT AN APPROVE0 DISPOSAL FACIL ITY 
I N  ACWRDAN I E H I f H  LOCAL,STATE,ANO/OR FEDERAL REGULATJONS. 

STORE AT R& TEMPERATURE, BETHEEN 59 AND 86 DEGREES F. HANDLING AND STORAGE: 

. . .  S E C T I O N 6  CONTROLMUSURES . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
NO SPECIAL CONTROL MEASURES ARE REWIRED UNDER NiRMAL CONDITIONS OF USE 

RESPIRATORY PROTECTION NONE R E W I R  D 

PROTECTIVE CLOTHING 
VENTILATION No SPECIAL {ENTILATIOY 1s REOUIRED 

OR RQUIPMENT 

MORK/WGIENIC PRACTICES 

AVOID C M l T A t T  UITH EYES OR PROLONGED CONTACT HITH SKIN. 

HASH TnoRUJ&LY AFTER HANDLING 

. . . . . . . . . . . . . . . . . . . . . . . . . . , . . . . . . . . . . . . . . . . . . . . . . . . .  
THE INFORMATION WNTALNEO IN THIS MSDS IS, 10 HE BEST OF A.H.RD6INS' KNOWLEDGE, CWPLETE AND 

ACCURATE. A.H.ROBINS, -EVER, USE$ MANY SOURCE AUD REFEREKES fDA GATHERING THIS INFORMATION. 
THUS, A.H. ROEINS CANNOT GUARANTEE COMPLETENESS I R ACCURACY AND DISCLAIMS ALL L I A B I L I T Y  FOR I T S  
HANDLING AN0 USE. 

FILE/OONNAZYM/TABLETS . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  

I IY I I l l  I I I  I 
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MATERIAL SAFETY I ~ A T A  SHEET (MSDS) EFFECTIVE 05/26/87 

. . .  SECTION 1 MANUFACTURER INFORMATION . . . .  4 . . . . . . . . . . . . . . . . . . . . . . . . .  
A. H. ROBINS CO.,INC. 1405 arcMIN(1S DRIVE R I C " D ,  VA 232613609 

EHERGENCY TELEPCIDNE: (8041 257-2 0 (1:30 AM - 5:OO PU) 
(8041 257-2 k 0 (AFTER HOURS) 

. . .  SECTION 2 EOWPOSITION INFO(IWATI0N . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
AS FORWLATEO, THIS f IN ISRED ICAL  PRODUCT M E  NOT CONSTITUTE A PHYSICAL 

INGESTION OR EXPOSURE TO THE E DISCUSSED I N  SECTION 6 BELW. 
=EANING OF 1910.1200. POTbJTIAL HEALTH HAZARDS FROM 

tieMwiP: 
DOXIPRAM HCL, USP 2OlK; 

us 
701 1-53-0 

k25WKEP: 
HATER FOR INJECTION USP, BENZYL AL-4 AS PRESERVATIVE (0.%1 

. . .  SECTION 3 PHYSICAL/CHEMICAL CHARACTERISTICS . . . . . . . . . . . . . . . . . . . . . . . . .  
BOILING POINT 
VAPOR PRESSURE 
VAPOR DENSITY 

CA 100 OEGR ES C. 
NOT APPLICA LE 
NOT APPLICA I LE 

SOLUBILITY I N  HATER SOLMLE 
SPECIFIC GRAVITY CA 1.0 
MELTING POINT 
EVAPORATION RATE 
APPEARANCE 

WOT APPLICA LE 
NOT APPLICA LE 
A CLEAR, CO I DRLESS, SOLUTION 

. . .  SECTION 4 F IRE AND EXPLOSIOU HAlARD DATA . . . . . . . . . . . . . . . . . . . . . . . . . . .  
FLASH POINT 

METtUD USE0 
FLAWABLE L I M I T S  

LEL NOT APPLICA~LE 
UEL 

EXTINGUISHING MEDIA 
SPECIAL FIRE-FIQITING 

PROCEWRES WOf APPLICAlLE 

HAZARDS NONE 
UNUSUAL F IRE AND EXPLOSION 

. . .  S E C T I O N 5  R E A C T I V I T Y D A T A ,  . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
STABIL ITY  STABLE 
INCOllPATABILITY NOWE K W  
HAZARDOUS OECOWPOSITION 

OR BYPRDDUCTS NONE KND" 
HAZARDOUS POLYMf l IZATION WILL NOT XqUR 

. . . . . . . . . . . . . . . . . . . . . . . .  . . . . . . . . . . . . . . . . . . . . . . .  CoNTINJED 

I IY , I 1 1  I I 1  I 
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DEuuuuu NOC 0031-4B49-XX 

. . . SECTION 6 HEALTH WZARD DATA . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 
ROUTES OF ENTRY: 

CIRCINOCENICITY: 

INGESTION 
SKIN- I T  IS 07 KYOW I F  DOXYPRAM IS AUSORBED THROUGH 
THE SKIN FR$ DOPRAM INJtCTAULE 

SIGNS AND 
SYMPTOWS 

OF 
WER- 

EXPOSURE: 

EMERGENCY AND FIRST-AI0 
PROCEDURES : 

WEOICAL CONDITIONS AGGRAVATED 
BY EXPOSURE: H Y P E R S E N S I T I ~ I T Y  TO ANY OF THE COMPONENTS 

. . . . . . . . . . . . . . . . . . . . . . .  C ~ ~ T I N U ~ D  . . . . . . . . . . . . . . . . . . . . . . . .  

I I I I I 1  I H  I 
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MATERIAL SAFETY BATA SHEET (MSDSI - NDC 00314849-XX 

. . .  SECTION 7 PRECAUTIONS FOR SAFE WANOLIYG AND USE . . . . . . . . . . . . . . . . . . . . . . . .  
SPILLS AND ACCIDENTAL 

RELEASES : SOAK Up ON 4BSORBANT MATERIAL AND PLACE IN APPROVED HASTE 
CONTAINER. WISH AREAS HITH SOAP AND HATER. 

HASTE DISPOSAL METHOD: W NOT m T h 4 I N A T E  HATER. F m D .  OR FEED BY STORAGE OR 
A BIOLOGICALLY ACTIVE MATERIAL. 
OR AT AN IPPROVED DISPOSAL FACIL ITY 
LOUL,STAtE,ANO/OR FEDERAL REGULATIONS. 

HANDLING AND STORAGE: STORE AT RW TEMPERATURE, BETHEEN 59 AND 86 DEGREES F. 

. . .  S E C T I O N 8  CONTRDLUEASURES . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
NO SPECIAL CONTROL MEASURES ARE REWIRE0 UNDER N R W L  W I D I T I O N S  OF USE 

. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
THE INFORMATION CONTAINED IN THIS MSDS IS, TO HE BEST OF A.H.ROBINS' KNOWLEDGE, COMPLETE AND 

ACCURATE. A.H.ROBIUS, HMIEVER, USES M A W  SOURCE AND RECEREXES fOR GATHERING THIS INFORMATION. 
TWS, A.H. ROBINS CANNOT GUARANTEE COMPLETENESS I R ACWRACY WD OISCLAIHS ALL L I A B I L I T Y  FOR I T S  
MANOLING AND USE. 

FILE/WPRAM/INJECT. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  



MATERIAL SAFETY DdTA SHEET (NSDS) 

NOC 0 0 3 1 4 0 2 5 - X X  

PAGE 1 OF 3 

EFFECTIVE 0 1 / 0 6 / 8 8  

AS 

INGESTION OR EWSU~E TO THE n ~ ~ u e r  AR 

HULA ED, HIS F I N I S H  D W W C I U T  CAL PROW0 DOEL YII QmSTITUTE A W S I C A L  
=ANIS  I F  29 CFR SEC 1910. l tOO POTENTIAL HEALTH HAZARDS FROM 

DISWSSE~~ IW SECTION 6 L EL OM. 

UL 
SYOI-75-b 

CM ABLE1 WNTA i s :  
-P (EOUIVALEWf TO THE FOCL#I IG) r  

LIPASE. USP 4,000 WITS 
MOTEASE, W P  25.000 UNITS 
AMVLASE, USP 20,OOO UNITS 

c LLULOSE ACET TE'WHALATE COR)( STAR EDIBLE IMS, =LATIN, WVIIIWE. 
-lH CJUORIDk. STEARIC &. SUCROSE, TALC, TITANIUM DIOXIDE. 

. . .  SECTION 3 WYSICAL/Q(EMICAL CHARACTERISTICS . . . . . . . . . . . . . . . . . . . . . . . . . .  
M I L I N G  POINT NOT UPLICA~E 

HOT APPLICA E 
NOT A P P L I C A g E  VAPOR OENSITY 

mLUBILITY IN NATER NOT @PLICA E 

viPoR PRESSURE 

MELTING POINT 
EVAPORATION RATE 
APPEARANCE 

ENTOUSE ANa UIR 
. . .  SECTION 4 FIRE AND EXPLOSION HAZARD DATA . . . . . . . . . . . . . . . . . . . . . . . . . . .  

m 
NOT A P P L l U  E mi A P P L I U &  

LEL MOT APPLIW/E 

FLASH POINT 

FLAMMABLE L I H I T S  
METHW USED 

_ _  
UEL 

EXTIWWISHING HEOIA 
SPECIAC FIRE-FIGHTING 

W U S U L  FIRE AM0 EXPLOSION 
PROCEWRES m APPLIC~E 

HAZARDS WOWE 
. . .  S E C T I O N 5  R L A C T I V I T Y D A T A . .  . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  

STAB I L ITY S T M L E  
1 " P A T A B I L I T Y  l l W E  KllOW 
WARDOW DEC#PDSI f IDI I  

OR BVPROOUCTS W E  K#N 
HAZARDOUS POLWERIZATION M I L L  NOT 

. . . . . . . . . . . . . . . . . . . . . . . . .  I ~ E D .  . . . . . . . . . . . . . . . . . . . . . . .  

Y 



PAGE 2 OF 3 

MATERIAL SAFETY DATA SHEET (HSDS) 

IOC 0031-5025-XX 

. . .  SECTION 6 HEALTHHAZARDDATA . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
W E S  OF ENTRY: X WEST1 ON 

CARCINOGENICITY: NolrE OF TH Q*ICM(EWTL t U  TNIS c # D u c T  ARE KNOW TO BE 
w c I N m N ! C  

SIGNS AWD 
SYMPTOMS OF 
OVEREXPOSURE: 

OVEROOSSE MAY UUSE DXARRH@A @R TRANSIENT IWESTXNAL UPSET. 
(SEE ATTACIfD PRloucT L M E L l U G  FOR FWL XWFOUMATIOU 011 
SIDE-EFFEC f ) 

EMERGENCY AWD FXRST-AID ME WYTAa- XRRIWTE IURFAOES WITH MATER FOR 15 MXMUTES. 
SKIN WNTAg- WSH AREAS UI H SOAP AND HATER. 
TREATMEWI OVERDOSE: SYHPbt4ATIC TREATMENT , AS R E W I R E D  

C m c E m E S :  

MEDICAL CONDITIONS AGGRAVATED 
BY EXPOSURE: HW8RSEI IS IT IVXTY TO AMY DF THE COHPMIENTS, ESPECIALLY TO W R K  

PROTEIN 

. . . . . . . . . . . . . . . . . . . . . . .  W Y T I I U E D . . . . . . . . . . . . . . . . . . . . . . . .  
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MATERIAL SAFETV OATA SHEET lIISDS) 

CUJ - YK 0031-SO25-XX 

. . .  SECTION 7 PREUUTI#S F#) SAFE MAll#ING AND USE . . . . . . . . . . . . . . . . . . . . . . . .  
SPILLS AND ACCIDENTAL 

RELEASES: U P  OR *VEL INTO A WSTE CONTAINER 

NASTE DISPOSAL W E T m :  OR FEED BY STORAGE OR NASTE DISPOSAL W E T m :  DO ID1 CDWkNIYATE MATEI. FOm. OR FEE0 BY STORAGE OR 
A r i  . f f i h i i V  ACTIVE w E f i u L .  

UIW,Sf iRE,AUO/OU FEDERAL UECUCATIONS. 
OR $AN IAPPROVED DISPOSAL FACIL ITY 

HAIDLIYG AND STORAGE: STORE AT #&I TWPERATmE, DETWEEN 59 AM0 8b DEGREES F. 

NO SPECIAL CONTROL MEASURES ARE REWIRED U O E R  " g L  QIOITIDWS OF USE 

RESPIRATORV R O T E R I D W  wOlE l E W I $ O  
VENTILATION 110 SPECIAL ElTILATIOll IS R W I R E O  
PROTECTIVE CLOTHING 

DR @WIPHENT 
#RK/HVGIENIC PRACTICES 

AVOID CDWT T MITH EYES OR mOLDYGED CONTACT YITH SKIN. 
MASH TWH&V AFTER HAYDLIWG 

. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
THE IYFDRWITIOU CONTAINED IN THIS M f D t  IS, TO HE BEST OF A.H.mBINS' KHWLEOGE, COMPLETE AND 

ACCURATE. A.H.ROBlNS, MOWEVER, USE& MANY L W I I C  AND REFERENCES FOR GATHERING T H I S  IYFORHATION. 
THUS, ASH. ROBINS CANNOT CUIRANTEE LX*IPLETEMESS t R ACWRACV AND DISCLAIMS ALL L I A U I L I T V  FOR I T S  
WNDLIWG AN0 USE. 

F I L E  /ENTOLASE/UPSULES . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  



PAGE 1 OF 3 

HATLRIM SAFETY &TA SHEET (MSDS) EFFECTIVE 01/04/88 

. . .  SECTION 1 IUHJFACTURER IWFORMATIDN . . . .  4 .  . . . . . . . . . . . . . . . . . . . . . . . .  
A. H. ROBINS tO.,INC. 1405 Q w a N $ 5  DRIVE RIMQWD, VA 23261-6609 

fNERGfNCY TELEPWDNE: ( B o 4 )  2 5 7 - 2 k  (&:SO AM - 5:oO P H I  
(Do41 2 9 - 2  (AFTER HOURS) 

. . .  SECTION 2 Q)(CDSITIOY XNF-TIW. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  

A 
m6m-7s-6 

EACH ABLET CDNTA i s :  
=SP (EQUIVALENT TO THE F4LOUING): 

LIPASE, USP 8 , -  WITS 
PROTEASE, UtP S0,ODo WITS 
AMVLLSE, ut? 40.W WITS 

CELLULOSE ACET TE'Hn)ULATEr CORN STAR EOIBLE IWS, @€LATIN, 1RDN OXIDE. 
-CONE, too3CM C M l o l l I D E ~ h E A ~ I C  t .  ACID, SUCROSE, TALC, TITAYICM DIOXIDE. 

/ .  . . .  SECTION 3 PWSIC*L/OIEHICAL CMAlUClERILTICS . . . . . . . . . . . . . . . . . . . . . . . . . .  
BOILING POINT 
VAPOR PRESSURE 
VAPOR DENSITY 
S O L U I I L I T Y  IN NATER 
SPECIFIC GRAVITY 
H E L l l f f i - P O I N T -  
EVAPORATION RATE 
APPEARANCE 

NOT m i i c A i  E 
NOT APPLICAB E 
NOT APPLICAI  E 
MOT A P P L I C M  t E 

. . .  SECTION 4 F l R E  AND EWLDtl#) WZARD DATA . . . . . . . . . . . . . . . . . . . . . . . . . . .  
F L A W  POINT 

METHW USED 
FLAWWABLE LIMITS 

LEL 
UEL 

EXTINGUISHING MEDIA 
SPECIAL FIRE-FIGHTING 

UNUSUAL FIRE AN0 EXPLOSI#) 
PROCEOURES mi APPLICAD~E 

W A R D S  

. . .  SEETIOW5 R E K T 1 V I T Y O A T A ~  . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
STABIL ITY STABLE 
INCOnPATABILITV NOHE KwOnn 
MAZARCUS D E Q I I I W I I T I O N  

OR BYPROWCTS YOlrE KYOWN 
M A Z A W S  tOLWERIZATION M I L L  IOT 

. . . . . . . . . . . . . . . . . . . . . . .  ~ 1 1  . . . . . . . . . . . . . . . . . . . . . . . . . .  

I I 1 1  I I I  IY 



MATERIAL SAFETY <DATA SHEET W O S )  

. . .  SECTION 6 HEALTH W A R 0  DATA . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
W E S  OF ENTRY: IYGE ST I ON 

CARCIW#iENICITY: QMDWENTS I N  THIS P m  ARE W N  TO BE 

SIGNS AND 
SWPTDllS OF 

DVERWSIGE !MAY CAUSE DIARRMEA OR TRANSIENT INTESTINAL UPSET. 
(SEE A T l A d E O  CloWcT U B E L l N G  FOR FULL IYFORWTION #r 

OVEREXPOSURE: SIDE-EFPECtS) 

EMERGENCY AND 
PRDCEWIIES: 

IRRIWE sunf ES w i n  WATER fori 11 HINUTEL. 

L Y W t Q U T I C  TREATMENT, AS REWIRED 
WISH A M  W%H SOAP AND WATER. 

FIRST-AID 

WEOICAL C W D I T r D n S  AWRAVATED 
BY EXPOSURE: WPERSEWSI t IV ITY TO hUY OF THE QOIPOMENTS, ESPECIALLY TO PORK 

?ROT E I Y 

 TI H U E D . . . . . . . . . . . . . . .  . . . . . . . . .  

8 
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- M w31-5035-xx 

. . .  SECTION 7 PRECAVTIDlS FOR SAFE HIII#ING AND USE . . . . . . . . . . . . . . . . . . . . . . . .  
SPILLS AND ACCIDENTAL 

RELEASES: SWEEP OR @VEL INTO A YISTE WNTAINER 

DISCDSAL FACIL ITY 

W S T E  DISPOSAL I IETWD: 

HANDLING A I D  STORAGE: STORE AT TB(PEllATUE, OETMEEN S9 AWD ab DEGREES F. 

. . .  S E C T I N  8 QmTROL M A S l R E S  . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
I O  SPECIAL CONTROL MEASUllES ARE REWIRED U D E R  QW)ITIOWS OF USE 

R E S C I R A T ~ Y  PR0TECTIO)l W # E  REOUIe 
VENTILATIOW NO SPECIAL LNTILATIDl IS REWIRED PR~TECTIVE CLOTHING 1 -  

OR EOUICMENT 
#RKIHYGIENIC PRACTICES 

AVOID CON1 
HASH THDR&LY AFTER HANDLING 

1 WITH EYES 011 ~ROLWGED WNTACT YITH SKIN. 

. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
THE INFORMATION CONTAINED I N  THIS MSDS IS, TO HE BEST Of A . H . m I N S '  UNOULEDGE, COWPLETE AND 

ACCWRATE. A.H.ROBINS, WYlEVER, USFiS M Y  SWRC u(D REFEREICES FOR GATHERING THIS INFORIIIITION. 
TWS, A.M. ROBINS CANNDf GUARANTEE CDnPLETEWEff + R AQEURACY AND OISCLAIHS M L  L I A B I L I T Y  FOR ITS 
HANDLING AND USE. 

FILE/EMTOLASE/HPCAPS . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  

I I Y  I / I /  I 1 1  I 



MATERIAL SAFETY * T I  SHEET (MSDS) 

PAGE 1 OF 3 

EFFECTIVE 06/24/87 

NDC 0031-5049-XX 

. . .  SECTION 1 WNUFACTURER INFOILMATION . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
A. H. ROBINS CO.,INC. 1405 CUWING& DRIVE RIOIWDWD, V I  23261-6609 
EMERGENCY TELEPHONE: ( 8 0 4 )  217-2 0 (B:30 AM - 5:W PMl 

( 8 0 4 )  257-2$0 (AFTER W S )  

. . .  S E C T I W  2 COMPOSITION INFORMATION . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  

I FINISHED PHARMACIUT CAL P R W C T  DOES NUT CONSTITUTE A PHYSICAL 
HAZARD WITHIN THE MEANING OF 29 t F R  SEC 1910.1200. POTEkTI IL  HEALTH HAZARDS FRDM 
INGESTION OR EMPOWRE TD THE PllpbOcT AR D l f C U t S E D  1 W  SECTION 6 BELDW. 

i + i H M % w i s  : 
PAUCREATIN, USP EOUIVALENT 3 o o h  
PEPSIN 210 1G ~- 
B I L E  SALTS 190 @G 

us 

W CARBONATE, C M C I U n  SULFATE, CARNAUBA MAX, 
, DIETHYL M H A L I T E ,  EDIBLE INK, FOLC BLUE 2 
CELLULOSE, POLYSoRBATES, SHELLAC, STEARIC 

IOXIOE, WHITE MAX, MAY CONTAIN FDaC RED 40 AND 

. . .  SECTION 3 PHYSICAL/CHEMICAL CHARACTERISTICS . . . . . . . . . . . . . . . . . . . . . . . . . .  
BOIL ING POINT 
VAPOR PRESSURE 
VAPOR DENSITY 
SOLUBILITY I N  WATER 
SPECIFIC GRAVITY 
HELTING POINT 
EVAPORATION RATE 
APPEARANCE MONOGRAMED AHR AND 5049 

. . .  SECTION 4 F IRE AND EXPLOSION HAZARD OATA . . . . . . . . . . . . . . . . . . . . . . . . . . .  
NOT APPLICAB~E 
NOT APPLIUBQE 

NOT APPLIU IL IE  
UEL NOT APPLICA8qE 

EXTINGUISHING MEDIA NOT APPLICABUIE 
SPECIAL FIRE-FIGbRIYG - PROCEWRES _ _  ._ - 

NOT ACPLICABLIE 
UNUSUAL F IRE AND EXPLOSION 

HAZARDS NONE 

. . .  SECTION 5 REACTIVITY DATA . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
STABIL ITY  STABLE 
INCOWPATABILITY NONE R N M N  
HAZARDOUS DECOCIPOCITION 

OR BYPRODUCTS NONE KNOWN 
HAZARDWS POLYMERIZATION M I L L  NOT OCCIdM 

. . . . . . . . . . . . . . . . . . . . . . .  CONTINU@ . . . . . . . . . . . . . . . . . . . . . . . .  
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MATERIAL SAFETY DATA SHEET (MSDS) 

. . .  S E C T I O N 6  HEALTHHAZARDOATA . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
RWTES OF ENTRY3 INGESTIOU 

CARCINOGENICITY: N W E  OF THE WPDNENTS I N  TIUS PRODUCT ARE KNO” TO BE 
CMCINOGENIF 

SIGNS AND 
SVMPTOnS OF 
OVEREXPOSURE : 

S K I N  RASH. HIGH DOSES HAY PRDWCE A LAXATIVE EFFECT; 
SYSTEMIC TOI(IC1TV I S  NOT EXPECTED. 

EMERGENCY AND FIRST-AID EVE CONTACT+ IRRIGATE SURFACES MITH HATER FOR 15 MINUTES. 
PROCEDURES: - WASH AREAS HITH SOAP AND MATER. 

%:T$::Ag OVERDOSE: SVMPTDMATIC AND SUPPORTIVE TREATMENT 
AS REWIRED. 

HEOICAL CONDITIONS AGGRAVATED 
BY EXPOSURE: HYPERSENSIT~VITY TO ANY OF THE CDI(P0NENTS 

. . . . . . . . . . . . . . . . . . . . . . .  WNTIWUED.  . . . . . . . . . . . . . . . . . . . . . . .  

I I I IY 1 / I  I I I  I 
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MATERIAL SAFETY OATA SHEET (MSDS) 

NDC 0031-5049-XX - 
. . .  SECTION 7 PRECAUIIO)(S FOR SAFE MANDLIWC AND USE . . . . . . . . . . . . . . . . . . . . . . . .  

SPILLS AND ACCIUENTAL 
RELEASES: SHEEP OR S W E L  INTO A M S T E  CONTAINER 

HASTE DISPOSAL METHOD: 

HANDLING AND STORAGE: STORE AT RO@ TEMPERATURE, BETWEEN 59 AND 86 DEGREES F. 

. . .  SECTION 8 CONTROL MEASURES . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
110 SPECIAL CONTROL MEASURES ARE REQUIRED UNDER NORMAL COWDITIONS OF USE 

RESPIRATORY PROTECTION 
VENTILATION 
PROTECTIVE CLOTHING 

OR EOUIPWENT AVOID CONTACT H I T H  EYES OR PRDLONGED CONTACT WITH SKIN. 

MRK/HYGIENIC PRACTICES MASH TMORWdHLY AFTER HANDLING 

. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  

FILE/ENTOZYME/TABLETS . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  

IY I 1  1 1  I I I  



MATERIAL SAFETY DATA SHEET (MSDS) 
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EFFECT I VE 05/28/87 

w HOC 00313449-XX 

. . .  SECTION 1 MANUFACTUIIER INFORMATION . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
A. H. ROBINS CO.,INC. 1405 C l M I & S  DRIVE R IcmOnD,  VA 23261+609 

EMERGENCY TELEPHONE: (004) 257-3000 (I:= AM - 5200 PM) 
1604) 257-lbW (AFTER W R S )  

. . .  SECTION 2 COMPOSITION INFORMATrON . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
FINISHED PHARUACE ICAL PRODUCT WeS NOT CONSTITUTE A PMYSICAL 

HAZARD WITHIN THE MEANING OF 29 CFR S 1910.1200. POTENTIAL HEALTH HAZARDS FRDn 
INCESTIDN OR EXPOSURE TO THE P W C T  K E DI6CUSSED I N  SECTION 6 BELOW. 

ers 
5Wci 91-33-8 

. . .  SECTION 3 PMYSICAL/CHEMICAL CHARACTERISTICS . . . . . . . . . . . . . . . . . . . . . . . . . .  
BOILING POINT 
VAPOR PRESSURE 
VAPOR DENSITY 
SOLUBILITY I N  HATER 
SPECIFIC GRAVITV 
MELTING PDINT 
EVAPORATION RATE 
APPEARANCE 

NOT APPLIChLE 

% ::::E$:; 
NOT APPLIC LI 

SCORED TABLETS ENGRAVED AHR AND 5449 

. . .  SECTION 4 FIRE AND EXPLOSION W A R D  DATA . . . . . . . . . . . . . . . . . . . . . . . . . . .  
FLASH POINT 

METHOD USED 
FLAMMABLE L I M I T S  

LEL 
UEL 

EXTINGUISHING MeDIA 
SPEC1 &L F IRE-F I 6HT I N t  

UNUSUAL FIRE AND EXPLOSION 
PROCEDURES 

HAZARDS 

. . .  SECTION 5 REACTIVITY DATA . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
STAB1 L I T Y  STABLE 
INCOMPATABILITY NONE KNOWN 
HAZARWUS OECOMCOSITIOU 

OR BYPRODUCTS NOWE KW#N 
HAZARDOUS PDLYMERIZATION n I L L  NOT oauR 

. . . . . .  . . . . . . . . . . . . . . . . .  C O N T I N U E D . . . . .  . . . . . . . . . . . . . . . . . . .  

Y 
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HATERIAL SAFETV OdTA SHEET (HSDSI 

Em NDC 0031-5449-XX 

. . .  S E C T I O N 6  HEALTHHAZARDOATA . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
R W T E S  OF ENTRY: INGEST ION 

CIRCII IOGENICITY: 

SIGNS AND 
SYMPTOM 

OF 
WER- 

EXPOSURE: 

MINE OF THE ~O~(POIENTS I N  THZS PROWCT ARE KND” TO BE 
CARC IW#;EYICI 

PROCEWR E S : 

HEDICAL W N D I T I O ~ S  AGGRAVATBD 
I T Y  TO ANY DF TME COMPONENTS. THIS PRODWT 

L L E f f i l C  TO TARTRAZINE OR ASPIRIN.  
Y E L L M  5 (TARTIAZXNEI,  AND SHOULD BE AVOIDED BY 

I Y  EXPOSURE: 

. . . . . . . . . . . . . . . . . . . . . . .  WNTIUJED . . . . . . . . . . . . . . . . . . . . . . . .  

I 1 IY I i l l  I I I  
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MATERIAL SAFETY @ATA SHEET ( 6 0 s )  

NDC 0031+449-XX 

. . .  SECTIDN 7 PRECAUTIONS FDR SAFE WANDLING AND USE . . . . . . . . . . . . . . . . . . . . . . . .  
SPILLS AND ACCIDENTAL 

RELEASES: WEEP OR S q V E L  INTO A W S T E  CONTAINER 

W NOT CON1 INATE WATER, FWD,  OR FEED BY STDRAGE OR 
DISPOSAL. I S  I S  A BIOLOGItALLY ACTIVE MATERIAL. 
DISPOSE OF S I T E  OR AT AN APPRDVED DISPDSAL FACIL ITY  
I N  ACCORDAN E WITH LOCAL.STAvE,AMD/DR FEDERAL REGULATIONS. 

STORE AT R&4 TEMPERATURf, BETWEEN 59 AND (16 DEGREES F. 
I WASTE DISPDSAL HETHDD: 

HANDLING AND STORAGE: 

. . .  SECTIDN B CONTROL HEASWIES . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
NO SPECIAL WNTRDL MEASURES ARE REWIRED UNDER N*HAL CDNDITIONS DF USE 

VENTILATION NO SPECIAL ENTILATION I S  REWIRED 
RESPIRATORY PROTECTION NONE REOUIR~ 

. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
THE INFORMATIMI CONTAINED I N  THIS MSOS I S ,  TO E BEST DF A.H. BINS’  KNWLEDGE, EDHPLETE AND 

ACCURATE. 
TWS, A.M. ROBINS CANNDT GUARANTEE COMPLETENESS ACCURACY AND DISCLAIMS ALL L I A B I L I T Y  FOR I T S  
HANDLING AND USE. 

A.H.RDBIWS, W E V E R ,  USES Iuw SOURCE AND REFfREmESRJoR GATHERING THIS INFDRMATION. 

FILE/EXNA/TABLETS . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  

I IY I 1  1 1 1  I I I  I 



MATERIAL SAFETY OATA SHEET {HSDS) 

PAGE 1 OF 3 

EFFECTIVE 03/10/87 

-) NM: 0031-5730-XX 

. . .  SECTION 1 MANUFACTUIER INFORMATION . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
A. H. ROBINS CD.,INC. 1- CLJHMIl(GS DRIVE RICHHOND, VA 23261-6609 

EMERGENCY T E L E W N E :  

. . .  SECTION 2 COIPDSITIM( INFORMATION . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
AS FORHULATE , THIS F I N 1  HED 

INGESTION MI {EXPDSWE TO THE 

D O I S  NOT CONSTITUTE A PHYSICAL 
P O t E N t I A L  HEALTH HAZARDS FROH 

I N  SECTION 6 BELOU. 
X H E A N I N i  OF 

. .  

-tELLUOSE, FOIC BLUE 2 A L W I Y W  W E ,  FOLC YElLOn 6, GELATIN, HAGNESIW 
HAY CONTAIN FDLC RED 40 AND YELLOn 6 IUW LAURYL SULFATE, T I T A f I W  DIOXIDE. 

. . .  SECTION 3 PWSICAL/CHEHICAL CHARACTERISTICS . . . . . . . . . . . . . . . . . . . . . . . . . .  
BOILING POINT 
VAPOR PRESSURE 
VAPOR DENSITY 
SOLUBILITY I N  MATER 
SPECIFIC GRAVIfY 
MELTING POINT 
EVAPORATION RATE 
APPEARANCE AND OPVOUE W I T E  HARD GELATIN CAPSULES 

M1CRD-K 10 AND AHR/5730 
. . .  SECTION 4 F I R E  AND EXPLOSION HAZARD DATA . . . . . . . . . . . . . . . . . . . . . . . . . . .  

FLASH POINT 
METHOD USE6 

UFI 
E X T I N 6 b S H I N G  MEDIA IOT APPLIWLE 
SPECIAL FIRE-FkGHTINC 

UNUSUAL FIRE UD EXPLOSION 
PROCEDURES MDT APPLIQIBLE 

HAZARDS Il#(E 

. . .  S E C T I O N 5  R E A C T I V I T Y D A T A ~  . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
STABIL ITY STABLE 
INCOHPATABILIW WOlE K N W l  
HAZARDOUS DEC@IPOSITIDN 
OR BYPRDOLClS WDYE KNOn 

. . . . . . . . . . . . . . . . . . . . . . .  W N T ~ ~ ~ E D  . . . . . . . . . . . . . . . . . . . . . . . .  
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MATERIAL SAFETY OATA SHEET (MSDS) 

. . .  SECTION 6 HEALTH HAZARD DATA . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  

RDUTES OF ENTRY: INGESTION 

URCIWOCENICITY: UOME OF WE COHPWENTS I N  THIS P R W T  ARE KNDMN TO BE 
CAR~INOGENI~ 

SIGNS AND 
SYMPTOWS 

OF 
OVER- 

EXPOSURE : 

- 
EMERGENCY AND FIRST-AID 

PROCEDURES : 

HEDICAL WNDITIOYS AGGRAVATB) 
I T Y  TO ANY 1DF THE WWPDNENTS; XN PATlENTS WITH 
AIILBS FOR EXCRETING POTASSIUM THE INGESTION OF 
LTS CAN PRaOUCE HYPERKALEMIA AND CARDIAC ARREST. 

BY EXPOSURE: 

. . . . . . . . . . . . . . . . . . . . . . .  clmrr~uto . . . . . . . . . . . . . . . . . . . . . . . .  
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HATERIAL SAFETY WTA SHEET (HSDS) 

WDC 0031-5710-XX 

. . .  SECTION 7 PRECAUTIONS FOR SAFE HANDLING AND LIS€ . . . . . . . . . . . . . . . . . . . . . . . .  
SPILLS AND ACCIDENTAL 

RELEASES: SHEEP OR SWb'EL INTO A NASTE CONTAINER 

W HUT COY1 IWATE MATER, F O m ,  OR FEED BY STORAGE OR 
D I S P a A L .  
DISPDSE Of SITE OR AT AN APPROVED DISPOSAL FACIL ITY  

STDRE AT RW TEHPERATURE, BETHEEN 59 AND 86 DEGREES F. 

IS IS A BIOLDGI@LLY hCllVE MATERIAL. 

IN ACCORDAN !I n m  LOCAL, STATE, AND/OR FEDERAL REGULATIONS. 

NASTE DISPOSAL HETHDD: 

HANDLING AND STORAGE: 

. . .  SECTION 8 CONTROL MEASURES . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
NO SPECIAL CONTROL HEASURES ARE REWIRED UNDER NO@AL CONDITIOYS OF USE 

RESPIRATORY PROTECTION NONE REPUlRE 
VENTILATION 
PROTECTIVE CLOTHING I 

OR E IPHENT AVOID CONTAC MITN EYES OR PROLONGED CONTACT UITH SKIN. 
IIORK/HYGIENIC P$CTICES HASH T H O R O d L Y  AfTER HANOLING 

. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
THE INFORMATION CONTAI ED I N  THIS HSDS I S ,  T@ TbE BELT OF A.H.RQINS' KNOHLEOGE, COnPLETE AND 

ACCURATE. 
THUS, A.H. ROBINS CANNOT GUARANTEE COHPLETENESS ACCURACY AND DISCLAIMS ALL L I A B I L I T Y  FOR I T S  
HANDLING AND USE. 

FILE/WICROKlO/CAPSULES . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  

A.H.ROBINS, &EVER. USES HANY SOURCES AUD REFERENCES FbR GATHERING THIS INFORHATION. 

I I Y  I 1  I 1  I I 1  I 
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MATERIAL SAFETY DATA SHEET (MSDS) EFFECTIVE 0 3 / 1 0 / 8 7  

(B  mc 0031-5720-xx 

. . .  SECTION 1 MANUFACTURER INFORMATIDN . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
A. H. RDBINS CD.,INC. 1405 CWHI#S DRIVE RlCmOwD, VA 23261-6609 

EMERGENCY TELEPHONE: 00 AM - 5:OO PM) 
00 (AFTER HOURS) 

. . .  SECTIDN 2 CDnPDSITION INFORMATLDN . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
AS FORMULATED, THIS FIN1 WED WARMACE 

INGESTION OR EXPDSURE TO THE PROW3 E E DISCUSSED IN SECTION 6 BELOW. 

I C A L  P R o w c l  DOCS NOT CONSTITUTE A PHYSICAL 
=€ANIN! OF 29 CFR S 1910.1IM). PDTENTIAL HEALTH HAZARDS FRW 

~ ~ I e V f E ' I N K ,  E HYLCELLULD E, pDIC BLUE 2 A L W I W  LAKE, FDLC YELLOn 6, GELATIN, MAGNESIUM 
w S T E A R A T z L A I R Y L  $JLFITE, T I T A f l I W  DIOXIDE. HAY CONTAIN FDLC RED 40 AND YELLDW 6 

A L W I N W  LAKES. 

. . .  SECTIDN 3 PHYSICAL/CHEHICAL CHIRACTERISTICS . . . . . . . . . . . . . . . . . . . . . . . . . .  

GELATIN CAPSULES MDNDGRAWED MICRO-K AND 

BDIL ING PDINT 
VAPOR PRESSURE 
VAPOR OENSITY 
SOLUBILITY IN HATER 
SPECIFIC GRAVITY 
MELTING PDINT 
EVAPDRATIDN RATE 
APPEARANCE 

AHR/S720 

. . .  SECTION 4 FIRE AND EXPLDSIDN HAZARD DATA . . . . . . . . . . . . . . . . . . . . . . . . . . .  
FLASH PDINT NQT APPLIC BLE 

NOT APPLI BLE 

EXTINGUISHING MEDIA MOT APPLI  BLE 
SPECIAL FIRE-FIGHTING 

PRDCEDURES NOT APPLICIBLE 
UNUSUAL FIRE AND EXPLDSIDN 
HAZARDS NONE 

METHDD USED NOT *PPLI&LE 
FLAWABLE L x n m  

NOT 
LEL 
UEL 

. . .  SECTION 5 REACTIVITY DATA . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
STAB1 L I T Y  S T M L E  
I N C W P A T A I I L I T Y  NONE K N D "  
HAZARDOUS DECOUPDSITION 

DR BYPRODUCTS NONE KNOWN 
HAZARDOUS PDLYMERIZATIDN H I L L  NOT a C U R  . . . . . . . . . . . . . . . . . . . . . . .  C D N T I N U E D . .  . . . . . . . . . . . . . . . . . . . . . .  

IY 1 1 1  I I I  
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MATERIAL SAFETY mTA SHEET (MSDS) 

NDC 0031-5720-XX 

. . . SECTION 6 HEALTH HAZARD DATA . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 
R m E S  OF ENTRY: INGEST ION 

CARCINOGENICITY: NONE O f  TWE COMPONENTS IN THIS  PRODUCT ARE KNOWN TO BE 
CARCINOCENIt 

SIGNS AND IS USUALLY ASYMPTOMATIC AND MAY BE UANIFESTED 
SVMPTO(IS CREASED SERUM POTASSIUW CONCENTRATION AND CHAR- 

OF G CMANGES (CEAKWC OF T WAVES, LOSS OF P MIVE. 
OVER- ST SEGMENT AN PROLONGATION OF THE 01 

EXPOSURE : ATE MANIFES+ATI$(S INCLUDE MUSCLE PARALYSIS AND 
R COLLAPSE FROn CARDIAC ARREST. 
OMWN ADVERSE RSWCTIONS TO POTASSIW SALTS ARE 
ING, A B W U I I A L  @ISCOMFORT, AND DIARRHEA. 

PRODUCT L A B E L I f f i  FOR FULL INFORMATION ON SIDE- 

EMERGENCY AND FIRST-AID EYE CONTACT- IRRIGATE SURFACES MITH WATER FOR 15 MINUTES. 
PROCEDURES: WASH AREAS WITH SOAP AND MITER. 

OVERDOSE: II IRAYENDUS ADMINISTRATION OF 300 - 
UR OF 101 OiXTRdsE SDLUTION COWTAINING 10 TO 20 
L I N  PER loPOnL; CORRECTION OF ACIDOSIS, I F  

INTRAVENOUS SODIW BICARBONATE; 
IALYSIS,  OR PERITONEAL DIALYSIS.  

USE OF EXCHANGE 

MEDICAL CONDITIONS AGGRAVATED 
I T Y  TO ANY OF TME COMPONENTS; I N  PATIENTS UITH 
AMISMS FUR EXCRETING POTASSIUM THE INGESTION OF 
LTS CAN PRODUCE HYPERKALEMIA AND CARDIAC ARREST. 

BY EXPOSURE: 

. . . . . . . . . . . .  . . . . . . . . .  . . C O N T I N L I E D . .  . . . . . . . . . . . . . . . . . . . . . .  

I I  I 1 1  I I I  
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MATERIAL SAFETY P A T I  SHEET (MSOS) 

WDC 0031-5710-XX 

. . .  SECTION 7 PRECAUTIOYS FOR SAFE HANMING AN0 PSE . . . . . . . . . . . . . . . . . . . . . . . .  
SPILLS AN0 ACCI ENTAL 

R&S: WEEP OR S*VEL INTO A HASTE CONTAINER 

W S T E  DISPOSAL WETHOO: W NDT cMlThHINATE HATER. F m .  OR FEE0 BY STORAGE OR 
A BIOLOGECALLY ACTIVE MATERIAL. 
#( AT AN APPROVED DISPOSAL FACIL ITY 
LOCAL, STATE, AND/OR FEDERAL REGULATIONS. 

HANOLING A N 0  STDRAGE: STORE AT R@H TEMPERATLME, BETWEEN 59 AND 86 DEGREES F. 

. . .  SECTION 8 CDWTROL WtASURES . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
NO SPECIAL CONTROL MEASWRES ARE REWIRED UNOER @ H A L  C#OITIMIS OF USE 

VENT1 LATION NO SPECIAL ENTILATIOn IS RBWIREO 
RESPIRATORY PROTECTION KINE REWI$O 

DRnTFr lTYF rl ntUlMG . .. ....... 
OR OUIPMENT AVOID T WITH EYES OR ROLONGEO CONTACT Y I T H  SKIN. 

HDRK/HYGIENIC IRACTICES WASH HLY AFTER HANDLING 

..-.--.. --- 
. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  

THE INFORMATION CDWTA NE0 I N  T H I S  HSDS IS. TO HE BEST OF A.H.ID8INS' KNOWLEDGE, COMPLETE AN0 
ACCURATE. A.H.RDBINS, WEVER, USE6 MANY MHlRC AN0 REFERENCES FOR GATHERING THIS INFORMATION. 
THUS, A.H. ROBINS U N N O  1 GLJARANTEE m P L E T E N E S S  + R ACCURACY AND DISCLAIMS ALL L I A B I L I T Y  FOR I T S  
HANDLING AN0 USE. 

FILE/MICROKB/CAPSULES . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  



MATERIM SAFETY P I T A  SHEET (WSDS) 

PAGE 1 OF 3 

EFFECTIVE 03/10/B7 - WDC 0011-1535-XX 

. . .  SECTION 1 MANUFACTU(IER INFORMATION . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
A. H. ROBINS CO.,INC. 1- C U n w I ~ S  DRIVE RICHWND, V I  2 3 2 6 1 4 6 0 9  

EMERGENCY TELEPHONE: 00 (B:U) AH - 5:00 PM) 

. . .  SECTION 2 COllPOSITION INFOAMATION . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  

E AS FORMULATEOl, THIS  F I N 1  HED PHARMKE 

INGESTION OR EXPOSURE TO THE PRDWCT 

IWL PROWCT 00 S NOT CONSTITUTE A PHYSICAL 

E DISCUSSED I N  SECTION 6 BELOW. 
=MEANIN! OF 29 CFR S 1910.1200. W!ENtIAL HEALTH HAZARDS FROM - 
-'CORN StARCH, W C  YEULW 10 ALWINUI( LAKE, FLAVORS. MAGYESIUM 

STEARATE, MANNITOLI POVIDONE, SUCRDSE 

. . .  SECTION 3 PHYSICAL/CHEMICAL CHARACTERISTICS . . . . . . . . . . . . . . . . . . . . . . . . . .  
BOIL ING POINT 
VAPOR PRESSURE 
VAPOR DENSITY 
S O L U B I L I T Y ~ I N  MUTER 
SPECIFIC GRAVITW 
MELTING POINT 
EVAPORATION RATE 
APPEARANCE 

NOT APPLIC BLE 
RWMD, Y E L I W ,  TABLETS ENGRAVED AHR 1535 

. . .  SECTION 4 FIRE AND EXPLOSION HAZARD DATA . . . . . . . . . . . . . . . . . . . . . . . . . . .  
FLASH POINT 

METHOD USED 

L EL 
FLAWABLE Lxnm 

NOT APPLICABLE 
UEL 

EXTINGUISHING @DIA 
SPECIAL FIRE-FBGHTING 

PROCEDURES NOT A P P L I a B L E  

HAZARDS NONE 
UNUSUAL F IRE AND EXPLOSION 

. . .  S E C T I O N 5  R E A C T I V I ~ D A T A . . . . . . . .  . . . . . . . . . . . . . . . . . . . . . . . . . . .  
STAB1 L I T Y  STABLE 
INCOIIP A T A B I  L I  TY NONE KNWN 
HAZARDOUS OEcaQOSIT ION 

OR BYPRDDUCT NONE KNOWN 
HAZARDOUS POL&IZATIoN mi 101 otcm 

. . . . . . . . . . . . . . . . . . . . . . .  ~ M l I i U E D  . . . . . . . . . . . . . . . . . . . . . . . .  
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MATERIAL SAFETY DATA SHEET (MSDS) - ROC 0011-1535-XX 

. . .  SECTION 6 HEALTH HAZARD DATA . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
ROUTES OF ENTRY: I WGE ST ION 

CARCINOGENICITY: 

SYMPTOMS OF 
OVEREXPOSURE: 

IRRIGATE SURFA ES UITH HATER FOR 15 MINUTES. 
H SOAP AND MATER. f OMATIC TREATMENT, AS REWIRED 

EMERGENCY AND FIRST-AID 
PROCEDURES: 

MEDICAL CONDITIONS AGORAVATED 
BY EXPOSURE: MYPERSENSI~ IV ITY  TO ANY OF THE COMPONENTS 

. . . . . . . . . . . . . . . . . . . . .  . . W N T I # U E D . .  . . . . . . . . . . . . . . . . . . . . . .  

I I I I  I 1  I 1  I 1 1  I 
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MATERIAL SAFETY m T A  SHEET (MSDSI - NDC 0011-1535-XX 

. . .  SECTION 7 PRECAUTION$ FOR SAFE HANDLING AND USE . . . . . . . . . . . . . . . . . . . . . . . .  
SPILLS AND ACCIDENTAL 

RELEISES: SWEEP OR SnhrEL  INTO A HASTE CONTAINER 

WASTE DISPOSAL IlfTHDD: W NOT COWT INATE MUTER, FW, OR FEED BY STORAGE OR 
DISPOSAL. E IS IS A S I o t f f i I C A L L Y  ACTIVE MATERIAL. 
DISPOSE OF SITE OR AT AN APPROVED DISPOSAL f A C I L I T Y  
in A C C ~ R M N ~ ~  WIW LOCAL~STATF,AND/OR FEDERAL REGULATIONS. 

HANDLING AND STORAGE: STQIE AT RDb( TEMPERATURE, BETWEEN 59 AND 66 DEGREES F. 

. . .  SECtIDN 8 CONTROL MEASURES . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
WD SPECIAL CONTROL MEASMES ARE REWIRED UNDER NdRMAL CONDITIONS OF USE 

HANDLING AND USE. 

FILE/MITROLAN/TASLETS . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  

I 1  I I ! I  I I I  
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MATERIAL SAFETY DATA SHEET (MSOS) EFFECTIVE 06/11/07 

IDC 0031-5BB3-XX 

. . .  SECTION 1 UANUFACTURER INFORHATIOW . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
A. H. ROBINS CO.,INC. 1405 CU)(II(GS DRIVE RIOIIDND, V I  232614609 

EMERGENCY TELEPHONE: (804) 297- 000 (8:30  AM - 5tW PU) 
(804)  257-1000 (AFTER W R S )  

. . .  SECTION 2 CDnPOSITION INFORMATION . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
FINISHE0 PMAIWME 1CAL P m K T  WLS YO1 CONSTITUTE A PHYSICAL 

1910.1200. POtENTIAL HEALTH HAZARDS FROn HAZARD H I T H I N  THE UEANING OF 29 CFR S 
INGESTION OR EXPOSURE TO THE P R W C T  E OISWSSEO I N  SECTION 6 BELOU. 

&%%!&!%D TABLET C O N T ~ f N S :  
POTASSIW SALICYLATE 3 w  
POTASSIW AMINDBENZOATE 3OOWG 

CIS 
578-36-9 
138-84-1 

. . .  SECTION 3 PHYSICAL/CHEHICAL CHARACTERISTICS . . . . . . . . . . . . . . . . . . . . . . . . . .  
BOIL ING POINT 
VAPOR PRESSURE 
VAPOR DENSITY 
SOLUBILITY I N  HATER 
SPECIFIC GRAVITY 
MELTING POINT 
EVAPORATION RATE 
APPEARANCE NTERIC-COITED TABLETS, UONOGRAIWED AHR AND 5883 

. . .  SECTION 4 FIRE AND EXPLOSION HAZARD DATA . . . . . . . . . . . . . . . . . . . . . . . . . . .  
FLASH POINT 

METHOD USED 
FLAUHABLE L I U I T S  

LEL 
UEL 

EXTINGUISHING UCDIA 
SPECIAL FIRE-FIGHTING 

UNUSUAL FIRE AND EXPLOSION 
PROCEWRES 

HAZARDS 

NOT APPLIC LE 
APPL&E 

urn APP+ 
NOT APPLIC LE 

NOT APPLIC LE 

NOT A P P L I C h L E  

NONE 

. . .  SECTION 5 REACTIVITY DATA . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
STABIL ITY  STABLE 
INCOMPATIBILITY NONE KNOWN 
HAZARDOUS DECOUPOSITION 

M( BYPRODUCTS NONE KNOWN 
HAZARDOUS POLYUERIZATION n I u  NOT OGUR 

C O N T I W E D .  . . . . . . . . . . . . . . . . . . . . . . .  . . . . . . . . . . . . . . . . . . . . . . .  

I 



! 

MATERIAL SAFETY WTA SHEET (HSOS) 

NOC 0031-5883-XX 

PAGE 2 OF 3 

. . . SECTION 6 HEALTH HAZARD DATA . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . 
ROUTES OF ENTRY: INGEST ION 

CARCINOGENICITY: NONE OF THE POWENTS I N  THIS PRDDUCT ARE KNOHN TD BE 
C A e I N m E J O "  

SYHPTOMS 
OF 

OVER- 

SIGNS AUD - 
SYHPTOMS 

OF 

IMUUTION UITH VOWITIWG, 
'IVI?%' AWD POSSIBLY CONVULSIONS. 
'0 OE@RESSION, COW, RESPIRATORY 
IO IS ACMUF'ANIEO BY SEVERE 

EXPOSURE : E L E C T R ~ ~ ~ Y T E  PI STGRBANCES, 

NAUSEA, Vonf IYG, ACIDOSIS, ITCHING, RASH, FEVER, HETHEHD- 
GLOBINEMIA, [NO POSSIBLY H E P l T I T I S  

MYPERKMEHXA I S  USUALLV YHPTDnATIC AN0 r U Y  BE MANIFESTED 
ONLY BY AN 1NCRMSEO SER POTASSIW CONCYTRATION AND CHAR- 
ACTERISTIC ECG CHANGES ( AKIN6 OF T HAVES. LOSS OF P WAVE. 

AID PROLONGATION OF THE 01 
TIONL INCLUDE IIIIISCLE PARALYSIS AN0 
OH CARDIAC ARREST. 

T H E - ~ S T - ~ N - ~ ~ E R S ~  ACTIONS-TO POTASSIW SALTS ARE 
YAUSEA, VOnITIWt ,  A B D W l f s L  DISWCIFORT, Am DIARRHEA. 

(SEE ATTACH? PRODUtT L A I I E L I I E  FOR FULL INFORMATION ON 
SIM EFFECTS 

EYE WNTACT- IRRIGATE SURFACES HITH WATER FOR 15 MINUTES. 
SKIN CDITACT WASH AREAS HITM SOAP AN0 WATER. 
TREATHENT OF OVERDOSE: SYHPT@IATIC AND SUPPORTIVE TREATMENT 
AS RLOUIRED.~~ ACTIVATE0 W A R a A L ,  INDUCE0 EMESIS AND GASTRIC 
LAVAGE. WDN)TOR PLASMA SALICYLATE LEVELS 

t EHERGENCY AN0 FIRST-AI0 
PROCEDURES: 

I T Y  TO ANY OF THE CPIPONENTS; I N  PATIENTS WITH 
AHISMS FOR BXCRFIING POTASSIW THE INGESTION OF 
LTS CAN PRDDUCE HYPERKALEMIA AN0 CARDIAC ARREST. 

HEOICAL CONOITIMIS AGGRAVATED 
BY EXPOSURE: 

. . . . . . . . . . . . . . . . . . . . . . .  c#cTINuED . . . . . . . . . . . . . . . . . . . .  . . . .  

IY , I  1 1  I 1 1  I 
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MATERIAL SAFETY bATA SHEET (WSDS) 

tlDC 0031-5683-XX 

. . .  SECTION 7 PRECAVTIO@S FOR SAFE HANDLING N O  USE . . . . . . . . . . . . . . . . . . . . . . . .  
SUEEP OR S&VEL INTO A WASTE CONTAINER 

00 WOT CON1 WINATE HATER, F W ,  OR FEED 1 Y  STORAGE OR 
DISPOSAL. HIS IS A BIOLDCEALLY ACTIVE MATERIAL. 
DISPOSE OF N SITE OR AT AN APPROVED DISPOSAL FACIL ITY 
I N  MXORDA s E HITH LOCAL.STATE,AND/OR FEDERAL REGULATIONS. 

STORE AT R&t4 TEWPERATLME, BETHEEN 19 AND 86 DEGREES F. 

HASTE DISPOSAL METHOD: 

HANDLING AND STORAGE: 

. . .  SECTION 8 CONTROL MASURES . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
NO SPECIAL CONTROL MEASURES ARE REWIRR)  WDER IfORMAL CO)(DIIIDNS OF USE 

VENTILATION NO SPECIAL ENTILATION IS REOUIREO 
RESPIRATORY PROTECTION ND(E R E W I ~  

. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
MSOS IS, TO THE M S T  OF A.H.ROBtNS' KNWLEDGE, COMPLETE AND 

S MlNV SWRC S A N 0  REFERENCES FOR GATHERING THIS INFORMATION. 
COWPLETENESS I OR ACCURACY AND D I S C L A I M  ALL L I A B I L I T Y  FOR IT5 

HANDLING AND USE. 

FILE/PABALATE/SF . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  

t i  I 1  I 1  I I I  
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MATERIAL SAFETY P I T A  SHEET (MSDS) EFFECTIVE 0 6 / 1 1 / 8 7  

UMuXE KJC 0031-5816-XX 

. . .  SECTION 1 MANUFACTURER INFORMATION . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
A. H. ROBINS COI+INC. 1405 M I N @ S  DRIVE RICCMIWD, VA 23261-6609 

EMERGENCY TELEPHONE: 
, 

(BO4) 251- 0 : 3 0  AM - 5:OO PH) 
(804) 2 9 - p  00 (AFTER HOURS) 

. . .  SECTION 2 ccmPOSITIbN INFORMATION . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
ICAL PRODUCT WE5 NUT CONSTITUTE A PHYSICAL 
1910.1200. POTENTIAL HEALTH HAZARDS FROU 

E DISCUSSED I N  SECTION 4 BELOM. 

!%%!%%%D TABLET CDNTAINS: 
SWIW SALICY ATE, USP 3 0 W G  sooxun A H 1 d N Z O A T E  3 0 W G  

A 
14-21-7 

54287-22-8 

F O X  RED 40 AND Y E L L W  6 A L h l N l l M  LAKE$ 

. . .  SECTION 3 PHYSICAL/CnEMICAL CHARACTERISTICS . . . . . . . . . . . . . . . . . . . . . . . . . .  
BOILING POINT 
VAPOR PRESWRE 
VAPOR DENSITY 
SOLUBILITY I N  MITER 
SPECIFIC GRAVITY 
MELTING POINT 
EVAPORATION RATE 
APPEARANCE C-COATED TABLETS, mOGRAIICIED AM AND 5B16 

. . .  SECTION 4 FIRE AND EXPLOSION HAZARD OATA . + . . . . . . . . . . . . . . . . . . . . . . . . .  
NOT APPLICA LE 

NOT APPLICAdLE 

NOT APPLICI(LE 

UEL 
EXTINGUISHING M 6 D I A  
SPECIAL FIRE-FIdHTING 

PRDCEWRES NOT APPLICAOLE 

HAZARDS N W E  
UNUSUAL FIRE AN0 EXPLOSION 

. . .  S E C T I O N 5  R E A C T I V I T Y D A T A . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  

STABIL ITY STABLE 
INCOMPATABILITY MOUE KNWN 
HAZARDOUS OECDMPbSITION 

OR BYPROWCTS NOWE K M O "  
HAZAROOUS POLYMBRIZATION WILL NOT octu~ 

. . . . . . . . . . . . . . . . . . . . . . . .  C O N T I N P E D . .  . . . . . . . . . . . . . . . . . . . . . .  

I 1  I I  I 1  I 1 1  I 
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MATERIAL SAFETY DATA SHEET (HSDS, 

MIC 0031-5816-XX 

. . .  S E C T I O N 6  HEALTHHAtARDOATA . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
RWTES OF ENTRY: I K E S T I O N  

CARCINOGENICITY: EOnWNENTS I N  T H I S  PROOUCT ARE K N W N  TO BE 

SIGNS AND INLATION wnn WHITING, 
SYHPTOHS IVXTY AND POSSIBLY CONWLSIONS. 

OF 0 8EPRESSION, COW, RESPIRATORY 
OVER- 

EXPOSURE : 
D IS ACCOWPANIED BY SEVERE 

NYISEA, VO$TING, ACIDOSIS, ITCHING, RASH, FEVER, HETHEHO- 
GLMINEWIA, AND POSSIBLY HEPATITIS 

PRDDUCT LABELING FOR FULL INFORMATION ON 

EHERGENCY AND FIRST-AID 
PROCEWRES: 

HEDICAL CONDITIDNS AGGRAVATED 
BY EXPOSURE: M P C R S E M S I ~ I V I T Y  TO ANY OF THE CWPONENTS 

. . . . . . . . . . . . . . . . . . . . . . . c o N T I W U E D . . . . . . . . . . . . . . . . . . . . . . . .  

IY I 1  I l l  I 1 1  
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MATERIAL SAFETY bATA SHEET {MSDS) 

PIBII.ATE II)C 0031-5816-XX 

. . .  SECTION 7 PRECAUTIONS FOR SAFE HANDLING A I D  USE . . . . . . . . . . . . . . . . . . . . . . . .  
SPILLS A N 0  ACCIDENTAL 

RELEASES: SHEEP OR &VEL INTO A UASTE CONTAINER 

w NDT CONT MINATE HATER, F O ~ O ,  OR FEED aY STORAGE OR 
OISPOSAL. H I S  IS A BIOLOGICALLY ACTIVE MATERIAL. 
DISPOSE OF N S I T E  OR AT AN bPCROVED DISPOSAL F A C I L I T Y  
I N  ACCORDAN I E U I T H  LOCALrSTA7EE,ANO/OR FEDERAL REGULATIONS. 

STORE AT R & M  TEMPERATURE, BETHEEN 59 AN0 86 DEGREES F. 

WASTE DISPOSAL METHOD: 

HANDLING AND STORAGE: 

. . .  SECTION 8 CONTROL MEASURES . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
NO SPECIAL CDNTRDL MEASURES ARE REWIRED UNDER *MAL CONDITIONS OF USE 

RESPIRATORY PROTECTION 
VENTILATION 
PROTECTIVE CLOTHING 

UORK/HYGIENIC PRACTICES 
OR EPUIPHENT AVO10 COIT T Y I T H  EYES OR PROLONGED CONTACT H I T H  SKIN. 

MASH TKIIO$HLY AFTER HANDLING 

. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
THE INFORMATION CDNTAIUED I N  THIS MSDS I S ,  TO HE BEST OF A.H.llDBINS' KNOHLEOGE, COMPLETE AND 

ACCURATE. A.H.ROBINS, MMlEVER, USE6 HAWY SOUICE AND REFERENCES FOR GATHERING T H I S  INFORMATION. 
THUS, A.H. ROBINS CANNOT GUARANTEE COMPLETENESS R ACCURACY A I D  DISCLAIMS ALL L I A B I L I T Y  FOR I T S  
HANDLING AN@ USE. 

FILE/PABALATE/TAILETS . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  

I 1  1 I l l  1 I I  



UTERIAL SAFETY 'DATA SHEET WSDS) 

PAGE 1 OF 3 

EFFECT I VE 01 / o m 8  

. . .  SECTION 1 IUWUFACWER INFORHATION . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
A. H. ROBINS m.,1)(c. 1- ClWlFS ORIVE R S W N D ,  VA I3211-6609 

. . .  SECTION I m S I T X P N  INFDlWITIOW . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  

114 
us 

10330-2 

. . .  SECTION 3 PHYSICAL/~HEHICM WIRACTERISTICS . I . . . . . . . . . . . . . . . . . . . . . . . .  
BOILING POINT 
VAPOR PRESSURE 
VAPOR DENSITY 
SOLUBILITY IN WTER 
SPECIFIC GRAVITV 
HELTIYG POINT 
EVAPORATION RATE 
APPEARANCE ED TABLET ENGRAVED 120) 

. . .  SECTION 4 FIRE AUD EXPLOSION HUARD DATA . . . . . . . . . . . . . . . . . . . . . . . . . . .  
WQI APPLIC LE wm APPLIt$LE 8 

FLASH POINT 
M T I W  W E D  

FLAHHABLE L I H I T L  
LEL 
UE L 

EKTIIIWXSHING MEDIA 

. . .  SECTIONS R E A C T I V I T Y D A T A .  . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
STAB1 L ITY STABLE 

HAZARDOUS DEC#)OSITI# 
INCDIPATABIL ITY W E  amn 

OR BYPRODUeTS Y#E a w n  
HAZARD~US POLW&RIZATION HILL MOT osiaft 

. . . . . . . . . . . . . . . . . . . . . . .  amrI~~......................... 
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(UTERI15 SAFETY bATA W E E 1  ( W D S )  

( D C  0031-62O)-XX 

. . .  SECTION b HEALTH HAZARD OkTA . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
RDVTES OF ENTRY: IWIELTIW 
U R C I W K i E N I C I T Y r  W D I E  Of THE Q W W E N T S  I N  TIUS P-1 ARE K W  TO BE 

C A R C I ~ G ~ I  4 
SIGNS AND 
LYMPTDMS 

EXPDSWIE : PDTEMTIALLY TOXIC WLE 15 A UT 10 GRAMS. 

S E V T W E r  E w E n u  DIs&FmT.llDDUSI MAY C MA ~ I V E  NAUSEA, OVERDDSAGE VOWITIWG, MAY PERSPXRATION, PROWCE OAUAGE 

( S t E  ATT1CH D PRODUCT L M E L I I G  FOR FULL INFORMATION ON 
SIOE-EFFBCT ) 

OF TO L VER, K DNEYI, AND CENT L WERVWS SYSTEM. REPEATED IN- 
WER- GEST OY OF W I C  DOSES I Y Y  DOUCE C I R m D S l S  OF THE LIVER. 

EMERGENCY AND FIRST-AID 

D EMESIS. LAVAGE. Am ACTIVATED 
PROCEDURES : 

8 

I :  1 
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. . .  S E C T I W  7 P R E U U T I W  FOA SAFE UANDLIIG A I D  WSE . . . . . . . . . . . . . . . . . . . . . . . .  
SPILLS AND ACCICEMTAL 

RELWSES: SYIEP OR q V E L  INTO A WSTE W U Y A I I E R  

INATE MATER F OR FEED BV STORAGE OR 
i s  8s 4 sroio&v W I V E  U T E R I A L .  

HI lH L#*L.LTAEE,AWD/UR FEDERAL REbULATIOWS. 
SITE 01 AT AN WROVEO DISPOSAL FACIL ITV 

HANOLIYG AWO STOlLlGE: STORE AT TEMPEUATUIE, BETMEEY 59 AM0 8b DEGREES f .  

NASTE DISPOSAL HETHOO: 

. . .  SECTIOWB COWTMLME@SURES . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
W SPECIAL QW(TR0L M A S U E S  ARE REWIRED U((DER y()RwIL C#DITIOWS @F USE 

W S P E C I N  eNTIUTIW IS R E W I R E 0  

AVOID W A $ T  UIm EYES OR MWwGEO QIWTACT UlTH SKXW. 

WISH T W i V  AFTER WIWOLIIG 

RESPIRATMIV P m E C T I W  NOWE REOUIR 
V E M T I L A T I W  
PROTECTIVE CLOTHING 

OR E!&lIWEW 

MORK/HYGIENIC PRACTICES 

. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  

FILE/PHEIAPI(W/UPLETS. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  

8 

I '  1 



HITERIAL SAFETY. DATA SHfET (HSDS, 

PAGE 1 OF 3 

EFFECTIVE 0 5 / 1 4 / 8 7  

NDC 0031-6242-XX - 
. . .  SECTION 1 MANUFACTURER INFORMATION . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  

A. H. RO8INS CO.,INC. 1405 WhGS WIVE RICmOND. VA 232bldb09 

EMERGENCY TELEPHONE: (804)  257 ZOO0 18:30 YI - 1:OO PH) 
(804)  255712OO0 (AFTER )IDw18) 

. . .  SECTION 2 WMPOSITlON INFORMATION . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  

!%%%!%%NS: 
ACETAMINoPH@. USP 
COOEINE PHOIHATE, USP 

(WARNING: HAY BE HABIT FORMING 

c*s 
103-90-2 

41444-62-6 

. . .  SECTION 3 PWSICAL/CHEMICAL CHARACTERISTIC) . . . . . . . . . . . . . . . . . . . . . . . . . .  
EOILINC POINT 
VAPOR PRESSURE 
VAPOR DENSITY 

BOT APCLI AaLE 
BOT APCLI M L E  
BOT APPLI M L E  
BOT APCLI t M L E  

s d ~ h ~ i  i ~ i -  IN NATER 
SPECIFIC GRAVITY 
MELTING POINT 
EVAPORATION RATE 
APPEARANCE BLACK AND Y E L L W  

. . .  SECTION 4 FIRE AN0 EXPLOSION HAZARD DATA . . . .  

NOT APPLI~ABLE 
UEL 

EXTINGUISHING MEDIA 
SPECIAL FIRE-~IGWTING - - PROCEDURES - - -  - NOT A P P L I h B L E  
UNUSUAL FIRE AND LXPLOSION 

HAZARDS n m  
. . .  SECTION 5 REACTIVfTY DATA . . . . . . . . . . . .  

STABIL ITY STABLE 
INCOMPATABILI Y NOWE KNoco( 

NONE KNO));f 
HAZARWUS POLYMERIZATION WILL WT CCUR 

HAZARmuS w+s m o i  
OR 8YPRDDUC S 

. . . . . . . . . . . . . . . . . . . . . . .  W N d I N U E D .  

CAPSULES 

. . . . . . . . . . . . . . . . . . . . . . .  

. . . . . . . . . . . . . . . . . . . . . . .  

. . . . . . . . . . . . . . . . . . . . . . .  
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MATERIAL SAFETY W T A  SHEET lMSDSl 

NDC 0031-6242-XX 

. . . SECTION 6 HEALTH HAZARD DATA . . . . . . , . . . . . . . . . . . . . . . . . . . . . . . . . , 
ROUTES OF ENTRY: INGESTION 

CARCINOGENICITY: NONE OF THE OPPONENTS IN THIS  PRODUCT ARE K N W N  TO BE 
c A R t I  N o m  I cf 

OF THE LIVER. 

SIGUS A I D  *CETU(IYOPHEW 
SYMPTOMS 

OF 
OVER- 

EXPOSURE : 

SLOW HEART RATE, HIGH B L O W  
;OW, URINARY RETENTION, I - 
RATORY ARREST, M A  

EMERGENCV AND FIRST-AID 
PROCEDURES: 

EYE CONTACTI IRRIGATE SURFACLS WITH WATER FOR is MINUTES. 
WISH AREAS WITW SOAP AND WATER. 

TREATMENT 0 DVERWSE: I N W C d D  EMESIS, LAVAGE, AND ACTIVATED 
CHARCOAL MA BE MLPPUL. I F  POTENTIALLY TOXIC DOSES ARE 
I N O E ~ T L D .  S h u n  ~ E T A M I W P n E H  LEVELS S k L D  BE MONITORED 

TION AND LIVER FUlCTION TESTS 
TME ANTIWTE FOR ACETA- 

HOlJLD BE ADMINISTERED U I T H I N  

RESPIRATORY DEPRESSION MAY BE 
REVERSED BY \NALOXONE. 
SYNPTWATIC AWD SUPPORTIVE TREATMENT AS REWIRED 

MEDICAL CONDIT IWS AGGRAVATED 
BY EXPOSURE: MYPERSEHSIT(VITY TO ANY OF TNE COMPONENTS; INOIVIOUALS 

CHRMICALLY EXPOSE0 TO A L W L  DR OTHER DRUGS WAY BE MORE 
SUSCEPTIBLE f T 0  WE TOXIC EFFECTS OF ACETAMINOPHEN. 

. . . . . . . . . . . . . . . . . . . . . . .  CDWTINVED. . . . . . . . . . . . . . . . . . .  . . . . .  

I ,  I I  1 1  / I ,  I / I  
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HATERIAL SAFETY DATA SHEET (HSDS) 

IDC 0031J242-XX 

. . .  SECTION 7 PRECAUfIOWS FOR SAFE HANDLING A I D  USE . . . . . . . . . . . . . . . . . . . . . . . .  
SPILLS AND ACCIDENTAL 

RELEASES: SWEEP OR S q V € L  INTO A WISTE CONTAINER 

W NOT CON7 M I Y A T E  HATER, F[X)D, OR FEED BY STORAGE OR 
DISPOSAL. HIS IS A BIOLOGICAlLY ACTIVE MATERIAL. 
DISPOSE I F  N S I T E  DR AT AN APPROVE0 OISPOSAL F A C I L I T Y  
I N  ACCORDAN I E NITH LOCAL.STATE,AND/OR FEDERAL REGULATIONS. 

STORE AT RO@M TEMPERATURE, BETWEEN 59 AND M OEGREES F. 

WASTE DISPOSAL NETWOO: 

HANDLING AN0 STORAGE: 

. . .  SECTION 8 CONTROL MOASURES . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
NO SPECIAL CONTROL HEASURES ARE REWIRED UmER N@RHAL CONDITIONS OF USE 

RESPIRATDRY PRbTECTIDN W E  REWIR D 

PROTECTIVE CLOTHING 
OR $OUIPHENT 

WDRK/HVGIENIC PRACTICES 

VENTILATION No SPECIAL t E N T I L A i i o N  Is RmUIRED 

AVOID C M T A t T  WITH EYES MI PROLONGED CONTACT WITH SKIN. 

WASH TWR~HLY AFTER HANDLING 

. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
THE INFORMATION CONTA NE0 I N  THIS MSDI IS, TO HE BEST OF A.H.IIDBINS' KMOULEOGE, COCIPLETE AND 

ACCURATE. A.H.ROEINS, EVER, USES MANY SOURCE AND REFERENCES FOR GATHERING THIS INFORMATIOW. 

HANDLING AN0 USE. 
THUS, A.H. ROBINS CANNO b WARAWTEE tOnPLETENESS I R ACCURACY AND DISCLAIMS ALL L I A B I L I T Y  FOR I T S  

FILE/PHENAPHN/NOI . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
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MATERIAL SAFETY DATA SHEET ( ISDS)  EFFECTIVE 05/14/87 - )(DC 0 0 3 1 4 2 5 7 - X X  

. . .  SECTION 1 MANUFACTURER XNFORMATION . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
A. H. ROBINS CD.,INC. 1405 W I 4 S  DRIVE R I C W D .  VA 23261-6609 

EMERCEMCY TELEPWNE: (804) 257- 00 (1 :30 AH - 5:OO PH) 
(804)  257-3M (AFTER HOURS) 

. . .  SECTION 2 COnPOSITION INFORnATION . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
FXNIStIED ?HARMACE ICAL  PRWUCT MlE6  W T  CONSTITUTE A PHYSICAL 

E DISCUSSED I N  SECTION 6 BEL@. 
HAZARD MITMIN THE MEANING Of  89 CFR 1910.1200. POTENTIAL MEALTH WZIRDS FROM 
INGESTION OR RXPOSURE TO t H E  ?RDWCT 

%#%%$%%NS: 
ACETAMINOPHEN, USP 325 MG 
COOEINE PCKISPI$ATE, USP 3 o M G  

WARNING: MAY BE wan FORMING) 

ers 
41444-42-6 103-90-0 

-DiBLE I N K  F M C  8LUE 1 (FDLC GREEN 3 AND RED 40) OR RED 3, FDLC Y E L L W  
6, GELATIN, LlCTOSE, MAGNiS1u)II STEAIATI ,  SODIUM STARCH GLYCOLATE, STEARIC ACID. 

. . .  SECTION 3 PWSICAL/CnEMICAL CCURACTfRISTICS . . . . . . . . . . . . . . . . . . . . . . . . . .  
BOILING. POINT 
VAPOR PRESSURE 
VAPOR DENSITY 
SOLUBILITY I N  HATER 
SPECIFIC GRAVITY 
~ELTING-POINT- 
EVAPORATIDN RATE 
APPEARANCE 

NOT A P P L ~ C A ~ E  
NO1 APPLICA LE 
NOT A P P L I U  LE 
NOT APPiX&fE 
NOT APPLICA LE 
BLACK A N 0  G EEN CAPSULES 

. . .  SECTION 4 F IRE AND EXPLOSION HAZARD DATA . . . . . . . . . . . . . . . . . . . . . . . . . . .  
FLASH POINT NOT APPLXCA LE 

FLAMMABLE L I M I T S  
METHOD USED no7 APPLIc& 

LEL 
UEL 

EXTINGUISHING MEDIA 
SPECIAL FIRE-FIOHTING 

UNUSUAL F IRE AND EXPLOSION 
PROCE WR ES NOT APPLICA~LE 

. ~ .__ HAZARDS- NONE 

. . .  SECTION 5 REACTIVITY DATA . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
ST ABILX TY STA6LE 
INCOMPATA8ILITY NONE KNOW4 
HALARWUS DECOMPOSITION 

OR BYPRODUCTS NONE K W  
tULAROWS POLYMERIZATION HILL NOT WQlR 

. . . . . . . . . . . . . . . . . . . . . . .  ~ N T I N ~ O .  . . . . . . . . . . . . . . . . . . . . . . .  

h .  
I I  I I 1 1  I I 1  I 
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MATERIAL SAFETY D I T A  SHEET (MSDS) 

NM: 003142577-XX 

. . S E C T I O N 6  HEALTHHAZARDDATA . . . . . . . . . . . . . . . . . . . . . . . . . . . . . , . . 
INGESTION ROUTES OF ENTRY: 

CARCINOGENICITY: N O H  OF THE COMPDWENTS IN THXS PROWCT ARE K N O "  TO BE 
CARCINQGENIG 

SIGNS AND 
SYMPTOMS 

OF 
OVER- 

EXPOSURE : 

SEVERE OV€R@SAGE MAY PRODUCE NAUSEA. VOnITING. PERSPIRATION. 

LL, COUSTIPATIW, SLW HEART RATE, HIGH BLDOD 
PIRATORY DECRESOION, URINARY RETENTION, , ITCHING, RESPRATDRY ARREST, COMA 

- 
EMERGENCY AND FIRST-AID EVE -ACT+ IRRIGATE SURFAC85 WITH NITER FOR 15 MINUTES. 

SKIN CONTAC$ Y A W  AREAS WITH SOAP AND WATER. PROCEDURES: 

SYIIPTOMATIC X D  SUPPORTIVE TREATMENT AS REWIRED 

MEOICAL CONDITIDYS AGGRAVATQ 
BY EXPOSURE: HVPERSENSITWITY TO ANY DF THE COMPONENTS; INDIVIOUALS 

CHRONICALLY 
SUSCEPTIBLE f D  THE TOXIC EFfblCTS OF ACETAMINOPHEN. 

XPDSfD TO ALCWB OR OTHER DRUGS MAY BE W R E  

. . . . . . . . . . . . . . . . . . . . . . .  C # I T I N U E D . .  . . . . . . . . . . . . . . . . . . . . . .  
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MATfRIAL SAFETY #ATA SHEET (USDS) 

NOC 0031-6251-XX 

. . .  SECTION 7 PRECAUTIONS FOR SAFE HANDLING AND qSE . . . . . . . . . . . . . . . . . . . . . . . .  
SPILLS AND ACCIDENTAL 

RELEASES: 

i 

SWEEP OR SHOVEL INTO A U S T E  CWTAINER 

DO NOT CONT MINATE NATER, FW. OR FEED BY STORAGE OR 
OISPDSAL. HIS IS A BIOLOGICALLY ACTIVE MATERIAL. 
DISPOSE OF H SITE OR AT AN &PPROVED DISPOSAL FACIL ITY  
I N  ACCOROAW E WITH LOWL,STATE,AND/DR FEDERAL REGULATIONS. 

STORE AT & TEMPERATURE, BETWEEN 59 AND 8b DEGREES F. 
1 WASTE DISPOSAL RETHOO: 

HANDLING AND STORAGE: 

. . .  SECTION 8 CONTROL MIASURES . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
NO SPECIAL CONTROL MEASURES ARE REWIRED LWEI ~ R U A L  CONDITIONS of USE 

RESPIRATORY PROTECTION NONE R E W I R ~  
VENTILATION 
PROTECTIVE CLOTHING 

NO SPECIAL ,ENTILATIDN IS R W I R E D  

AVOID COMT&T UITH EYES OR PROLONGED CONTACT HITH SKIN. OR fPUIPMENT 

W R K / W G I E N I C  PRACTICES WASH THOR&tUY AFTER HANDLING 

. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
THE INFORMATION CONTAINED I N  T H I S  MSDS I S ,  TO HE BEST OF A.H.RI)INS' KNDWLEOGE, MmPLETE AND 

ACCURATE. A.H.ROBINS, WOCIEVER, USE5 MANY SOURC AND REFEREKES FOR GATHERING THIS INFORMATION. 
THUS, A.H. ROBINS CANNOt GUARANTEE CU4PLETENELS + R ACCURICV AND DISCLAIMS ALL L I A B I L I T Y  FOR ITS 
HANDLING AND USE. 

FILE/PHENAPHN/N03 . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  

I I  1 1 1  I l l  



HATERIAL SAFETY DATA SHEET (MSOS) 

PAGE 1 OF 3 

EFFECTIVE 05/14/B7 - I D C  0031-6274-XX 

. . .  SECTION 1 IUNUFACTLRER INFORHATION . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
A. H. ROBINS CO.,INC. 1- cUmIl&S DRIVE RICWDND, V I  23161-6609 

EMERGENCY TELEPHONE: (104) 7.57- OOO (I:= AM - I t 0 0  PM! 
(104) 257-looc (AFTER n#IRS) 

. . .  SECTION 2 COHPOSITIDN INFORMATlON . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  

32 MG 
6! IK; 

ACETAMINOPHEN,, USP 
CODEINE PHOSPhATE, USP 

(MRNING: HAY BE HABIT FORMING;) 

CIS 
103-90-2 

41444-62-6 

CORN STARCH, C YELLOW 10, EDIBLE IU F D L t  OREEN 3 OR BLUE 1, FDLC Y E L L W  6, 
HAGNESlUH LTIARATE,%ODIW STARCH GLVCOLATE, STEARIC ACID. 

. . .  SECTION 3 PHYSICAL/CHEHICAL OURACTERISTICS . . . . . . . . . . . . . . . . . . . . . . . . . .  
BOILING POINT 
VAPOR PRESSURE 
VAPOR DENSITY 
SOLUBILITY I N  CWTER 
SPECIFIC GRAVITV 
MELTING POINT 
EVAPORATION RATE 
APPEARANCE 

N M  APPLIC -LE  
GREEN AND $ITE CAPSULES 

. . .  SECTION 4 F IRE AN0 EXPLOSION HAZARD DATA . . . . . . . . . . . . . . . . . . . . . . . . . . .  
FLASH POINT 

FLAHHABLE L I H I T S  
HETHOD USED 

~~ 

LEL NOT A P P L I C a L E  
UEL 

EXTINGUISHING HEDIA 
SPECIAL FIRE-FI6HTING 

PROCEDURES NOT APPLICmLE 

HAZARDS "E 
UNUSUAL F IRE AND EXPLOSION 

. . .  SECTION 5 REACTIVITV DATA . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
STABILITY STAOLE 
INCOWPATAB1 L I T Y  NOWE KNWN 
HAZARDOUS O E C ~ O S I T l O n  

OR BYPROWCTS NOWE KNWN 
HAZAROMJS POLYUERIZATION n u  NOT D~CUR 

. . . . . . . . . . . . . . . . . . . . . . .  C O N T I ~ E D . . . . . . . . . . . . . . . .  . . . . . . . .  

I t  Y 
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. . .  SECTION 6 HEALTH W A R D  DATA 

ROUTES OF ENTRY: 

CARCINOGENICITY: 

SIGNS AND 
SYMPTOnS 

OF 
WER- 

EXPOSURE : 

EMERGENCY AND FrRST-AID 
PROCEDURES: 

NDC 0031-6274-XX 

. . . . . .  4 . . . . . . . . . . . . . . . . . . . . . . . . .  

IWCESTION 

SEVERE OVER OSAGE MAY PRODUCE NAUSEA, VOWITING, PERSPIRATION, 
A N 0  LENERAL i DISCWFORT. MASSIVE OVERDOSAGE MAY PRODUCE DAMAGE 

CAIC1 WGENI 
NONE OF THE~COMPONENTS IN THIS PRODUCT ARE KID" TO BE 

ONEYS, AND CENTRAL NERVOUS SYSTEM. REPEATED IN-  
DXIC WSES NAY PRODUCE CIRRHOSIS OF THE LIVER. 
TOXIC DOSE IS AB@bvr 10 GRAMS. 

PINPOINT P ILS ,  W l S T I C A T I # r .  SLOn HEART RATE, HIGH B L O W  
PRtSSURE. R SPIMTORY DEPRESSION, URINARY RETENTION, 
MUSCLE SPAS 5, ITCHING, RESPIRATORY ARREST, COMA 1 
E Y t  COUTACT~ IRRIGATE SURFACES H I T H  RATER FOR 15 MINUTES. 
SKIN CONTACf- WASH AREAS WITH SOAP AND MATER. 
TRiATMENT 04 O V E l b D S E ~  INDUCED EMESIS; LAVAGE. AND ACTIVATED 

BE HELPFUL. I F  POTENTIALLY TOXIC DOSES ARE 
R W  ACETAMI#PHEN LEVELS SHOULD BE WNITORED 
M W R S  AFTER INGEkTIDN AN0 LIVER FUNCTION TESTS 

REVERSED BY \NALO%DNE. 
SYMPTDnAT1C;AWD SUPPORTIVE TREATMENT AS REOUIRED 

MEDICAL C O N O I T I ~ S  AGGRAVATED 
BY EXPOSURE: HVDFISE 

CL - - _ _  - - 
SUSCEPTIBLE !TO TI 

. . . . . . . . . . . . . . . . . . . . . . .  CONTINUED . . . . . . . . . . . . . . . . . . . . . . . .  
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HATERIAL SAFETY )ATA SHEET (MSDS) 

mc 0031-6274-xx 

. . .  SECTION 7 PRECAUTIONS FOR SAFE HANDLIMG AND USE . . . . . . . . . . . . . . . . . . . . . . . .  
SPILLS AMD ACCIDENTAL 

RELEASES : 

HASTE DISPOSAL METHOD: 

SWEEP OR SWVEL INTO A HASTE CUNTAINER 

WTYATE MATER, FODO, OR FEED 8Y STORAGE OR 
H I S  IS A BIOLOGICALLY ACTIVE MATERIAL. 
N S I T E  OR AT AN APPROVED DISPOSAL F A C I L I  Y 
E WITH LDCAL,STATE,AND/OR FEDERAL REGULA~IDNS. 

HANDLING AND STORAGE: STORE AT Rob4 TEMPERATURE, BETWEEN 59 AN0 86 DEGREES F. 

. . .  SECTION 8 CONTROL MEASURES . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
NO SPECIAL CONTROL MEASURES ARE REWIRED UNDER NDRNAL CONDITIONS OF USE 

VENTILATION NO SPECIAL ENTILATION IS REQUIRED 
PROTECTIVE CLOTHING 

RESPIRATDRY PROrECTION NDWE REPUIR~D 

OR #WIPMENT 

UDRK/HYGIENIC PRACTICES 

AVOID CONTACT UITH EYES OR PROLONGED CONTACT WITH SKIN. 

MASH THOROL$ttLY AFTER HANDLING 

. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
THE INFORWATION CONTA NED I N  THIS  WSDS IS, TO HE BEST DF A.H.R)BINS' KNDCILEDGE, CDnPLETE AND 

ACCURATE. A.H.RDBINS, WEVER, USEL MANY SOURCE AND REFERENCES FOR GATHERING T H I S  INFDRMATION. 
THLJS, A.H. RO9INS CANNO k GUARANTEE COMPLETENESS 1 R ACCURACY AND DISCLAIMS ALL L I A B I L I T Y  FDR I T S  
HANDLING AND USE. 

FILE/PHCNAPHN/N04 . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  



MATERIAL SAFETY DATA SWEET (MSDS) 

PAGE 1 OF 3 

EFFECTIVE 05/14/81 

P WDC 0031-6251-XX 

. . .  SECTION 1 MANUFACTURER INFORMATIDN . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
A. H. ROBINS CO.,INC. 1405 CUHM14S DRIVE R I C ” 0 ,  V I  231616609 
EMERGENCY TELEPHONE: (804) 257- 00 (8:30 AM - 5x00 PH) 

(804) 257-800 (AFTER HOURS) 

. . .  SECTION 2 COHPOSITION I I F O ( M T I 0 N  . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
f IMISHED CHIRIIACE ICAL  PRODUCT 006  NUT CONSTITUTE A PHVSICAL 

HAZARD HITHIN THE MEANING OF a9 CFR 1910.1200. POTENTIAL HEALTH HAZARDS F R W  
INGESTION OR EXPOSURE TO THE ?ROWCT E DISCUSSED I N  SECTION 6 BELOW. 

ACETAMINOPHEN, USP b50 MG 
CDDEINE PHOSPHATE, USP 30 ffi 

(HAIRRING: MAY BE HABIT fORMIN6) 

CIS 
101-90-2 

41444-624 

CALCIUM SULFA E, CDRN STARCH, MICROCRY TALLINE CELLULOSE, POLYETHVLENE GLYCOL, 
DIOXIDE, SOOIUn I ISJF ITE,  SODIUM STARCH GLYCOLATE, STEARIC ACID. 

. . .  SECTION 3 PHVSICAL/CHEMICAL W R A C T E R I S T I C S  

BOILING POINT 
VAPOR PRESSURE 
VAPOR DENSITY 
SOLUBILITY I N  YATER 
SPECIFIC GRAVITY 
MELTING POINT 
EVAPORATION RATE 
APPEARANCE CAPSULE-SHAPED COMPRESSED 

. . .  SECTION 4 F IRE AND EXPLOSION HAZARD DATA . . . . . . . . . . . . . . . .  
AELET ENGRAVED 

. . . . . . . . .  
FLASH POINT 

METHOD USED 
FLAMMABLE L I M I T S  

LEL 
UEL 

EXTINGUISHING MEDIA 
SPECIAL FIRE-FI(+ITING 

PROCEWRES NOT APPLICALLE 
UNUSUAL F l R E  AND EXPLOSION 

HAZARDS NONE 

. . .  SECTION 5 REACTIVITY DATA . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
STABILITY STABLE 
INCOHPATAEILITY NONE KNOWN 
HAZARDOUS DECOMPOSITION 
OR BYPRODUCTS UONE KUWN 

HAZAROOUS POLYMERIZATION H I L L  NOT O@JR 

. . . . . . . . . . . . . . . . . . . . . . .  ~~NTINJED . . . . . . . . . . . . . . . . . . . . . . . .  
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MATERIAL SAFETY DATA SHEET (MSDS) 

NklC 0031-6251-XX 

. . .  SECTION 7 PRECAUTIONS FOR SAFE WANDLING AND USE . . . . . . . . . . . . . . . . . . . . . . . .  
SPILLS AN0 ACCIWNTAL 

RELEASES: SWEEP OR S ~ V E L  INTO A W T E  CONTAINER 

INATE HATER, F # D ,  OR FEE0 BY STORAGE OR 
IS IS A BIDLOG1 ALLY ACTIVE MATERIAL. 

WITH LOCAL,STAtE,ANO/OR FEDERAL REGULATIONS. 
S ITE  OR AT AN !PPlOVED DISPOSAL FACIL ITY  

WASTE DISPOSAL WETHOD: 

HANDLING AND STORAGE: STORE AT A* TEWPERATURE, BETYEEN 59 AND 86 DEGREES F. 

. . .  SECTION 8 CONTROL MEASURES . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
ND SPECIAL CONTROL MEASURES ARE REWIRED UNDER "MAL CONDITIONS OF USE 

RESPIRATORY PROTECTION NONE REQUIR 
VENTILATION 
PROTECTIVE CLOlT.IYC; 

NO S R C I A L  $ Y T I L A T I W  IS REWIRED 
- _-- 

OR E6UIPMENT 

WORK/HYGIENIC PfiACTICES 

AVOID C O N T A ~  HITH EYES OR PROLONGED CONTACT WITH SKIN. 

HASH THOROWLY AFTER HANDLIWG 

. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
THE INFORMATION CONTAI ED I N  THIS  kSDS IS, TO T E BEST OF A.H.R(8INS' KNOWLEOGE CDnPLhT AND 

A.H.ROBINS, &EVER, USES MANY SOURCES AND REFERENCES FOR GATHERING THiS INFORMITION 
A.H. ROBINS CANNOT GUARANTEE CbMPLETENESS 0 

ACCURATE. 
THUS, ACCURACY A M I  DISCLAIMS ALL L I A B I L I T Y  POL I T S '  HANDLING AN0 USE. t 

FILE/PHENAPHN/650WD. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  

J 

I I 



MATERIAL SAFETY DATA SHEET (MSDS) 

PAGE 1 OF 3 

EFFECTIVE 0 5 / 2 8 / 1 7  

PPWDlnIN NDC 0 0 3 1 4 4 4 7 - X X  

. . .  SECTION 1 MANUFACTURER INFORMATION . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
A. H. ROBINS M., INC.  1405 C W I W G S  DRIVE RICHUDND, V I  232614609 

EMERGENCY TELEPHONE: (804) 257- lOoO (8:30 AM - 5800 PM) 
(a) 257-)000 (AFTER HWRS) 

. . .  SECTION 2 COnPOSITION INFDRMATION . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
'%5%EW& FINISHED P w a n c c p  I u L  PRoWcT mlis yo1 m S T I T w E  A W s I c A L  

HAZARD WITHIN THE UEANING OF 29 CFR S 1910.1100. POTEWTIAL HEALTH HAZARDS FROU 
INGESTION OR EXPOSURE TO THE PROWCT I E DISCUSSED I N  SECTION 6 BELOW. 

2 W G  
A 

4Q4-82-0 

-'YELLOH 6. I U G N E S I W  STEARATE, MICROCRYSTALLINE CELLULOSE, S IL ICON 
DIOXIDE, SOOIW LAURYL SULFATE 

. . .  SECTION 3 PHYSICAL/CHEUICAL W R A C T E R I S T I C S  . . . . . . . . . . . . . . . . . . . . . . . . . .  
BOILING POINT 
VAPOR PRESSURE 
VAPOR DEWSITV 
SOLUBILITY I N  HATER 
SPECIFIC GRAVITY 

EVAPORATION RATE 
APPEARANCE 

NOT APPLIC LE 
ORANGE, SC$ED. COUPRESSED TABLETS HONOGRA,WIIED A H R  AND b447 

. . .  SECTION 4 FIRE AND EXPLOSION HAZARD DATA . . . . . . . . . . . . . . . . . . . . . . . . . . .  
FLASH POINT 

METHOD USED 
FLAMMABLE- LIMITS 

LEL 
UEL 

EXTINGUISHING MEDIA 
SPECIAL F I R E - F I W T I N G  

UNUSUAL FIRE AND EXPLOSION 
PROCEDURES NOT APPLICABLE 

HAZARDS NONE 

. . .  SECTION 5 REACTIVITY DATA . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
STAB1 L I T V  STABLE 
INCOUPATABILITY NONE K N M N  
HAZARDOUS DECCMIPOSITION .. 

OR 6YPROkCTS NONE K N W N  
HAZARDOUS POLYMERIZATION n u  NOT OCCUR 

. . . . . . . . . . . . . . . . . . . . . . .  CONTINUED. . . . . . . . . . . . . . . . . . . . . . . .  
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MATERIAL SAFETY DATA SHEET [HSDSI EFFECTIVE 06 /01 /07  

NOC 0031-018B-XX 

. . .  SECTION 1 WNUFACTUIER INFORMATION . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
A. H. ROBINS CO.,INC. 1405 Cu+lI*S DRIVE R I C C " 0 ,  V I  232614609 

EMERGENCY TELEPWONE: (I:= AM - 5toO PM) 
(AFTER MWRSI 

. . .  SECTION 2 COMPOSITION I N F ~ M A T I O N  . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
I C A L  PROMltT W t S  MOT CDNSTITUTE A P m S l C A L  
1910.1100. POTENTIAL HEALTH HAZARDS FROM 

E DISCUSSED I N  6ECTION 6 BELOW. 

PER TIIILET: v 5oonC 
THIAMINE (VITXMIN 111) 1 5 . M  
RIBOFLAVIN (VkTAMIN 112) Jot& 
NIACIN loont 
VITAMIN B6 e.2m 
VITAMIN 112 5 tCG 
PANTOTHENIC At10 23s 

7 e h  
532-43-4 
83-884 
98-92-0 
56-56-0 
66-19-9 
137-086 

SDDILW ASCORBITE, DESSICATED LIVER, L TDSE, NIACIYAMIB)E, C A L C I W  PANTOTHENATE, 
HYDROXYPROPYL METHYLCELLULOSE, STEARI ACID, WVIDDWE, THIAMINE MONONITRATE, RIBOFLAVIN, 
ARTIF IC IAL  CO OR, PYRIDOXINE HvMIpckL IDE, p o l Y S a B A T (  PO, VANILLIN,  PROPYLENE 
GLYCOL, T I T A N t w  ~ i o X I ~ E ,  m o x v p ~ b p  CELLULOSE, GELATIN, C Y A N m A L i M I N  

. . .  SECTION 3 PHYSICIL/CHEMICAL W R A C T E R I S T I C S  . . . . . . . . . . . . . . . . . . . . . . . . . .  
BOILING POINT 
VAPOR PRESSURE 
VAPOR DENSITY- N l h  A P P L I C h L E  
SOLUBILITY IN WATER 
SPECIFIC GRAVITY 
MELTING POINT 
EVAPORATION RATE 
APPEARANCE TABLET ENGRAVED AHR 

. . .  SECTION 4 FIRE AN0 EXPLOSION HAZARD DATA . . . . . . . . . . . . . . . . . . . . . . . . . . .  
FLASH POINT 

FLAMMABLE L I M I T S  
METHDO USED 

LEL 
UEL 

EXTINGUISHING H O I A  
SPECIAL F I R E - F I L N C  

PROCEDURES NOT APPLICrbLE 

HAZARDS NONE 
UNUSUAL F IRE AND EXPLOSION 

. . .  SECTION 5 REACTIVITY DATA . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
STAB1 L I T Y  STABLE 
INCOWPATABILITY N a E  KNWN 
HAZARDOUS OEMU(I)OSITI031 

OR 6YPRW)UCTS NUNE KNWN 
HAZARDOUS POLYMERIZATION WILL NOT m U R  

. . . . . . . . . . . . . . . . . . . . . . .  W N T I t l J E O . . . . . . . . . . . . . . . . . . . . . . . .  
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MATERIAL SAFETY DATA SHEET (MSDS) 

NDC 0031-06BB-XX 

. . .  S E C T I O N 6  HEALTHHIZARDDATA . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
ROUES OF ENTRY: IYGESTION 

CARCINDCENICITV: QWPDNENTS I N  THIS PRDDUCT ARE KNOWN TO BE 

SIGNS AND NO SERIOUS EFFECTS ARE EXPECTED. 
SYMPTDMS OF 
DVEREXPDWRE: 

EMERGENCY AND FIRST-AID EYE CONTAC - IRRIGATE SURFACES WITH HATER FOR 15 MINUTES. 
PRDCEWRES: SKIN CMITAIT- HASH AREAS HITH SOAP AND HATER. 

MEDICAL CDNDITlONS AGGRAVATED 
BY EXPOSURE: WPERSEIISI~IVITY TO ANY OF THE COMPONENTS 

. . .  SECTIDN 7 PRECAUTI@tS FOR SAFE HANDLING AND USE . . . . . . . . . . . . . . . . . . . . . . . .  
SPILLS AND ACClDENTAL 

REbEASES: SWEEP OR SkOVEL INTO A HASTE CONTAINER 

Do NDT CDNtAMINATE HATER, FOm, OR FEED BY STORAGE OR 
DISPOSAL. THIS IS A BI0LDoDCALl.Y ACTIVE MATERIAL. 
DISPOSE OF ON S I T E  OR AT AN APPROVED DISPOSAL FACIL ITY 

STORE AT RbOM TEMPERATURE, BETWEEN 59 A N 0  86 DEGREES F. 

HASTE DISPDSAL METHDD: 

IN ACCORDA 1 CE n m  LOCAL, STATE, AND/OR FEDERAL R~GULATIDNS. 

HANDLING AND StDRAGE: 

. . .  SECTIDN B CONTROL WEASURES . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
NO SPECIAL CDNTRDL MEA$URES ARE REWIRED UNDER bORIUL CDNDITIDNS DF USE 

RESPIRATORY PRDTECTIDN NONE REOUIIED 

PROTECTIVE CLbTHING 
VENTILATION NO SPECIAL. VENTILATION IS REWIRED 
_ _ _ . _  

AVDID CONT CT MITH EYES OR PROLONGED CDNTACT HITH SKIN. 
HDRK/HVGIENIC PRACTICES HASH TH8R&LV AFTER HANDLING 

. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  

HANDLING AND USE. 

F I L E / A L L B E E T / T A B L E T S . . .  . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  

I U  I / I  1 I 
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MATERIAL SAFETY DATA SHEET IMSDS) EFFECTIVE oC/11/87 

v I D C  0031-1462-XX 

. . .  SECTION 1 MANUFACTURER INFORMATION . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
A. H. ROBINS W.,INC. 1- CUWIt&S DRIVE R I C I W N D ,  V I  23261-6609 

la:= AM - 5100 PM) 
(AFTER HOURS) 

EMERGENCY TELEPHONE: 

. . .  SECTION 2 COHPOSITION INFORMATION . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  

%gkv:A#!%%k : 
SAL1 CYLAUIDE 
ACElAMIN&HEN, USP 

ZSO MG 
PSO MG 

e*a 
C4-45-2 

10330-2 

w d : : E G W h ! k T A L L I N E  CELLULOSE, POVIDONE, SODIUM LAURYL SULFATE, STEARIC ACID, 
TALC 

. . .  SECTION 3 PHYSICAL/CHEMICAL CHARACTERISTICS . . . . . . . . . . . . . . . . . . . . . . . . . .  
BOILING POINT 
VAPOR PRESSURE 
VAPOR DEMSITY 
SOLUBILITY IN WATER 
SPECIFIC GRAVITV 
MELTING POINT 
EVAPORATIDN RATE 
APPEARAMCE 

. . .  SECTION 4 FIRE AM0 EXPLOSION HAZARD DATA . . . . . . . . . . . . . . . . . . . . . . . . . . .  
FLASH POINT 

FLAMMABLE L I U I T S  
METHOD USED 

L E L  ~~~ 

UE L 
EXTINGUISHING M8DIA 
SPECIAL FIRE-FIGHTING 

PROCEWRES MOT APPLICAhLE 
UNUSUAL FIRE AM0 EXPLOSION 

HAZARDS WON E 

. . .  SECTION 5 REACTIVITY DATA . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
STAB1 L I T Y  STABLE 
INCOMPATABILITY NONE KNDWN 
HAZARDOUS DECOnPOSIfION 

OR BYPROWCTS NONE KNWN 
HAZARDOUS POLYMERIZATION WILL NOT OC(UR 

. . . . . . . . . . . . . . . . . . . . . . .  U l N T I N Y E D .  . . . . . . . . . . . . . . . . . . . . . . .  
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MATERIAL SAFETY’DATA SHEET IMSDS) 

I D C  0031-1461-XX 

. . . S E C T I O N 6  HEALTHHAZARDDATA . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
ROUTES OF ENTRY: I f f iESTION 

CARCINOGENICITY: S I N  THIS PRODUCT ARE KNWN TO BE 

F NAUSEA, VOMITING, PERSPIRATION, 
SIVE OVERDOSAGE MAY P R W E  DAMAGE 
AL NERVOUS SYSTEM. REPEATED I N -  
RODUCE CIRRHOSIS OF THE LIVER. 

SIGNS AND 
SYMPTOMS 

OF 
OVER- 

EXPOSURE: E IS A@WT 10 CRAMS. 

DECREASED BLOOO PRESSURE, 
OVERDOSAGE OF SYLICYLAMIDE 
SIDE-EFFECTS, SUCH AS 

sAuauuu 

(SEE ATTAC EO PRDWCT LABELING FOR FULL INFORMATION ON 
SIDE-EFFEC 1 IS 1 

EMERGENCY AND FIRST-AID 
PROCEDURES: 

I V I T Y  TO ANY OF THE COMPONENTS; I N D I V I W k L S  
EXPOSED TO ALC OL OR OTHER DRUGS MAY E€ MORE 
To THE TOXIC E 3 E C i S  OF AcETAMiNoCnEN. 

MEDICAL CONDITIONS AGGRAVATED 
BY EXPOSURE: 

. . . . . . . . . . . . . . . . . . . . . . . .  . . . . . . . . . . . . . . . . . . . . . . .  COmI l luED 

1 1  I !  , I I I  1 I I 
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H A T E R I M  SAFETY DATA SWEET (MSDS) 

tOC 0031-1462-XX 

. . .  SECTION 7 PRECAUTIONS FOR SAFE MANDLING AND USE . . . . . . . . . . . . . . . . . . . . . . . .  
SPILLS AUD ACCIQENTAL 

RELEASES: SWEEP OR SrgVEL INTO A WASTE CONTAINER 

00 NOT C@NT MINATE HATER, F 0, OR FEE0 BY STQIAGE OR 
DISPOSAL. 
DISPOSE OF N S I T E  OR AT AN ICPPRDVED DISPOSAL F A C I L I T Y  
I N  ACCORDA 3 E NITH LOCAL,ST#rE,AND/OR FEDERAL REGULATIONS. 

HIS IS A BIOLDG$ALLY ACTIVE HATERIAL. 
NASTE DISPOSAL METHOO: 

HANDLING AND STORAGE: STORE AT TEMPERATURE, BETWEEN 59 AND 86 DEGREES F. 

. . .  SECTION 8 CONTROL MEASURES . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
NO SPECIAL C3NTRDL MEASURES ARE REWIRED UNDER N@RnrL CONDITIONS OF USE 

RESPIRATORY PROTECTION 
VENTILATION 
PROTECTIVE CLOIHING 

OR E W I W E N T  AVOID CMtTAtT MITH EYES OR PROLONGED CONTACT MITH SKIN. 

HORK/HYGIENIC PRACTICES WASH TMROU6HLY AFTER HANDLIUG 

. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
THE INFORWATIOU COUTAENED I N  THIS MSOS IS, 10 ME 8fST OF A.M.ROBINS' KNOWLEDGE, COMPLETE AND 

ACCURATE. A.H.ROBINS, HMJEVER, USE$ MANY S m C E  AND REFEREYCES fDR GATHERING THIS INFORMATION. 
THUS, A.H. ROBINS CANNOT GUARANTEE COMPLETENESS I R ACCURACY MD @SCLAIMS ALL L I A B I L I T Y  FIR I T S  
HANDLING AND USE. 

FILL/ARTHRALG/TABLETS . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  

Y IY I I I  I I I 



PAGE 1 OF 3 

MATERIAL SAFETY OATA SHEET (MLDS) EFFECTIVE 04 /23 /87  

NDC 0031-1833-XX 

. . .  SECTION 1 MANUFACTURER INFORMATION . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
A. H. ROBINS CO.,INC. 1405  M I N @  DRIVE RICHlMD, V I  232614609 

EMERGENCY TELEPHONE: (8041 257-2 (8:30 AM - 5:OO PM) 
(8041 2 5 7 - 2 g  (AFTER HWRS) 

. . .  SECTION 2 COnPOSITIOIl INFORMATION . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
FINISMED PHARMACEU I U L  PROWCT DOE$ NOT CONSTITUTE A PHYSICAL 

MAZARD WITHIN THE MEANING OF 29 CFR SE 1910.1200. POT NTIAL  HEALTH MAZARDS FROM 
XNGESTION OR EXPOSURE TO THE PROWCT A E DISCUSSED I N  S!CTXOU 6 BELOW. 

BR~PHENIRAUINE MALEATE, USP 16 
PHENYLPROPANOLAMINE HCL, MSP 12.5MG 
CDDEINE PHOSPHATE, USP lOMG 

(WARNING: bMY BE HABIT FORMIYG) 

CIS 
960-7 1-2 
154-414 

4 1 4 4 4 3 2 4  

. . .  SECTION 3 PHYSICAL/O(EMICAL CMARACTERISTICS . . . . . . . . . . . . . . . . . . . . . . . . . .  
BOILING POINT 
VAPOR PRESSURE 
VAPOR DENSITY 
SOLUBILITY I N  HATER SOLUBLE 
SPECIFIC GRAVITYl.I95-1.215 
MELTING POINT 
EVAPORATION RATE 
APPEARANCE SYRUP MITH A RASBERRY FLAVOR 

. . .  SECTION 4 FIRE AND EXPLOSION MAZARO DATA . . . . . . . . . . . . . . . . . . . . . . . . . . .  
FLASH POINT 

M E T W  USED 
FLAMMABLE L I M I T S  

LEL 

> 230 OEORE S F 
ASTH #28-B! 

NOT APPLICABLE 
UEL 

EXTINGUISHING M E D I A  
SPECIAL F IRE-F IWTING 

UNUSUAL F IRE AND EXPLOSION 
PROCEDURES NOT APPLICABLE 
HAZARDS NONE 

. . .  SECTION 5 REACTIVITY DATA . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
STABIL ITY  STABLE 
INCOWPATABILITY NOWE KNO" 
HAZARDOUS DECOMPOSITION 

OR EYPROkCTS NDYE K N W N  
HAZARDOUS PDLYMERIZATION WILL NOT OCtW 

. . . . . . . . . . . . . . . . . . . . . . .  . . . . . . . . . . . . . . . . . . . . . . .  W N T I N U U ) .  



. . .  SECTION 6 HEALTH HAZARD DATA 

ROUTES OF ENTRY: 

CARCINOGENICITY: 

SIGNS AND IIR#IPHEWIR*I(IIIE 
SYMPTDnS 

OF 
OiER- !auLmmu 

EXPOSURE: 

PIlElYLPROPIWOLIllIlE 

EMERGENCY AND FIRST-AI0  
PROCEDURES: 

PAGE 2 OF 3 

MATERIAL SAFETY bATA SHEET (MSOS) 

)(oC 0031-1833-XX 

. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
I N C E L T I O I  
SKIN- I T  IS NOT KNWN I F  ANY OF THE INGREDIENTS I N  DIMETANE-OC 

ARE ABSO)BEO THROUGH THE S K I N  FRUM DIMETINE-DC 

NOIE O f  THE CDHPDNEWTS I N  THIS PRDDUCT ARE KNOWN TO BE 
CAICI N O G ~ N I ~  

ORWSINESS; EXCITABIL ITY I N  SOME CASES; DRY MOUTH, GLAUCOMA 
(INCREASED )YE PRESSURE), DIF FlCULTY I N  URINATION 

I L S ,  CMtSTIPITIO)I ,  S L W  HEART RATE, HIGH BLOOD 
SPIRATORY DEPRES)I0)3, URINARY RETENTION, 
5, ITCHING, RESPIRATORY ARREST, COMA 

EXCITEMEIT, RAPID HEART BEAT, HIGH BLOOD PRESSURE, 
NERVOUSNESS; IRREGULAR %ART BEAT 

(SEE ATTACHtD PRODUCT L IBELING FOR FULL INFORMATIDN ON SIDE- 
EFFECTS) 

EYE COYTACT 
SKIN CONTAC - HASH AREAS H I T H  SOAP AND HATER. 
TRlATMENT 0 OVERDOSE: IUDUCkD EMESIS, LAVAGE, AND ACTIVATED 

SEVERE OPIA E EFCECTS SUCW AS RESPIRATORY DEPRESSION 

SHORT-ACTIN 

SYNPTOnATIC AND SUPPORTIVE TREATMENT AS REWIRED. 

IRRIGATE SMFACES H I T H  HATER FOR 15 MINUTES. 

CHARCOAL M Y BE HELPFUL. 

C I S  HYPBRA I T I V I T Y .  

MAY BE llEV RSED BY NAl#ONE. 
BARlITURATES MAY BE USED TO TREAT CASES OF SEVERE 

MEDICAL CON01 T I  ONS AGGRAVAT EO 
6Y EXPOSURE: W P E I S f N S I T 1 V I T Y  TO AMY OF THE CUMPONENTS 

. . . . . . . . . . . . . . . . . . . . . . .  COWTINUED..  . . . . . . . . . . . . . . . . . . . . . .  

I 
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MATERIAL SAFETY W T A  SHEET (HSDS) 

NDC 0031-1833-xx 

. . .  SECTION 7 PRECAUTIONS FOR SAFE HANOLIMG AND @E . . . . . . . . . . . . . . . . . . . . . . . .  
SPILLS AND ACCIDENTAL 

RELEhSES: SOW UP ON SORBANT MATERIAL AND PLACE I N  APPROVED WSTE 
CONTAINER. $ ASH AREAS WITH @AP AND MATER. 

W NOT CO)IT 
DISPOSAL. 
DISPOSE OF S I T €  OR AT AN 4PPROVED DISPOSAL FACIL ITY 
I N  ACCORDAN i! WITH LOCAL,STA$E,AND/OR FEDERAL REGULATIONS. 

STORE AT R& TEWERATURE, BETWEEN 59 AND 86 DEGREES F. 

IYATE MATER, FOOD, OR FEED BY STDRAGE OR 
I f  IS A BIWDGIQALLY ACTIVE MATERIAL. 

HASTE DISPOSAL METHOD: 

HANOLING AND STORAGE: 

. . .  SECTION 8 CONTROL MEASURES . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
NO SPECIAL CONTROL MEASUIES ARE REWIRED UNDER m M A L  CONDITIONS OF USE 

RESPIRATORY PROtECTIoW 
VENTlLATION 

CONTACT WITH SKIN. 

. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
THE INFORMATION CONTAI ED I N  THIS MSDS I S ,  TO YE IECT OF A.H.R ' KYDCILEDGE, COMPLETE AND 

A.H. ROBINS CANNOT GUARANTEE CbnPLElENESS ak ACCURACY AND OfSCLAIMS ALL L I A B I L I T Y  FOR I T S  
ACCURATE. A.H.RoBINS, +&EVER, USES MANY SWRtES, AND REFERENCES %N&THERING THIS I N F o R m T I o N .  
THUS, 
HANDLING AND USE. 

F I L E l D I H E T A N E l M  . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  

I I I Y  I I I  I I I 



MATERIAL SAFETY-DATA SHEET (MSOS) 

PAGE 1 OF 3 

EFFECTIVE 04 /23 /87  

IDE 0031-1836-XX 

. . .  SECTION 1 MANUFACTUIER INFORMATION . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
A. H. ROBINS CD.,INC. 1405 W I * S  DRIVE R I W N D ,  V I  13161-6609 

EMERGENCY TELEPHONE: ( 8 0 4 )  25f- (B:M AM - 5tOO PM) 
(W4) 25’-e (AFTER W S )  

. . .  SECTION 1 CDnPOSITION INFORIIATION . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
FINISHED P H A R W E  I C A L  PRMIUCT 006s MOT CONSTITUTE A PHYSICAL 

HAZARD MITHIN THE MEANING OF 29 CFR S 1910.1100. POtENTIAL HEALTH HAZARDS FROW 
INGESTION OR EXPOSURE TO THE P R O M 7  E DISCUSSED I N  SECTION 6 BELOW. 

BRWPHENIRAIIIYE MALEATE, USP Z K ,  
PSEUDaEPHEDRIYE HCL, USP rn 
DEXTRWETWRPHAN HBR, USP 1OlG 

c*s 
980-71-2 
345-78-8 

6700-34-1 

ALCOHOL (0.95 I ,  i I T R I C  ACID, FDLC RE 40, FOLC YELLOW 6, FLAVORS, GLYCERIN, 
SWIM4 BENZOATE. LO$ITOL, HATER. 

. . .  SECTION 3 PHYSICAL/CHEMICAL W R A C T E R I S T I C S  . . . . . . . . . . . . . . . . . . . . . . . . . .  
BOILING POINT 
VAPOR PRESSURE 
VAPOR DENSITY 
SOLUBILITY I N  WATER SOLUBLE 
SPECIFIC GRAVITY CA 1.18 
MELTING POINT 
EVAPORATION RATE 
APPEARANCE N I T H  A BUTTERSCOTCH FLAVOR 

. . .  SECTION 4 F IRE AND EXPLOSION HAZARD DATA . . . . . . . . . . . . . . . . . . . . . . . . . . .  
FLASH POINT 

FLAMMABLE L I M I T S  
METHOD USED 

~~ 

LEL NOT APPLICAbLE 
UEL 

EXTINGUISHING M f O I A  
SPECIAL F IRE-F IWTING 

PROCEDURES NOT APPLICABLE 

HAZARDS NONE 
UNUSUAL FIRE AND EXPLOSION 

. . .  S E C T I O N 5  REACTIVITYOATA . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
STAB I L I T Y  STABLE 
INCOMPATABILITY NONE K N O ”  
HAZARDOUS DECOMPOSITION 

OR BYPROWCTS NONE KNOWN 
HAZARDDUS POLYMERIZATION WILL NOT =FUR 

. . . . . .  . . . . . . . . . . . . . . . . .  W N T I N l r E D . .  . . . . . . . . . . . . . . . . . . . . . .  

IU I l l 1  I I 
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MATERIAL SAFETY DATA SHEET IMSDS) dw 
KX 0031-1836-XX 

. . .  S E C T I O N 6  HEALTHHAZARDDATA . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
ROUTES OF ENTRY: I NCESTION 

SKIN- I T  I S  NOT KKDWN I F  ANY OF THE INGREDIENTS I N  DIMETANE-DX 
ARE AIS~BED THROUQH THE SKIN FROM DIMETINE-DX 

CARCINOGENICITY: NONE OF THE COWWNENTS I N  T H I S  PIOOUCT ARE KNWN TO BE 
CARCI W M ~ E  N I I; 

SIGNS AND DRDWSINESS; EXCITABIL ITY I N  SOME CASES; DRY MOUTH, GLUICOIIA 
(INCREASED bYE PI1ESUJRE), DIFFICULTY I N  URINATION 

ORO(ISINESS, UNSTEADY GAIT,  W S T A W S ,  SEVERE WSCLE SPASMS, 
#))IWLSIoNSb ALTERED HOOD. 

SYMPTOMS 
OF 

EXPOSURE : 
OVER- PEXTROnEflQIPHAW 

EXCITEMENT, RAPID HEART BEAT, HIGH B L W D  PRESSURE, 
NERMUSKESSlp IRREGULAR HEART BEAT 

eSEUWEPHEDlIllE 

(SEE A T T A C y D  PROWCT LABELING FOR FULL INFORMATION ON SIDE- 
EFFECTS 1 

SKIN WNTAd- HASH AREAS HI% SOAP AND HATER. 
EMERGENCY AND FIRST-AID EVE CONTACT IRRIGATE SURFACES UITH MATER FOR 15 MINUTES. 

PROCEDURES: 
TREATMENT OVERDOSE: fNDuC€D EMESIS. LAVAGE. AND ACTIVATED 
CMRCOIL 3 I E  HELPFUL. 
SEVERE C I S  EPRESSANT EFFECTS SUCH AS RESPIRATORY DEPRESSION 
MAY EE REV SED I Y  YALOXDNE. 
SIQRT-AC~I$ BARBITLIRAT~S MY eE USED TO TREAT CASES OF SEVERE 
CNS HYPERA I V I T Y .  
SYMPTOMATIC AND SUPPORTIVE TREATMENT AS REWIRED. 

. . .  

MEDICAL CONDITIONS AGGRAVATEC 
BY EXPOSURE: HYPERSENSITXVITY TO ANY OF THE COWPONENTS 

. . . . . . . . . . . . . . . . . . . .  W N T I N U E D . . . . . . . . . . . . . . . . . . . . . . . .  
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MATERIAL SAFETY OATA LHEET (MSDS) 

WDC 0031-1836-XX 

. . .  SECTION 7 PRECAUTIONS FOR SAFE HANDLING AND VSE . . . . . . . . . . . . . . . . . . . . . . . .  
SPILLS AND ACCXDEWTAL 

RELEASES: SOAK UP ON CBSORIANT MATER14  AND PLACE I N  APPROVED HASTE 
CONTAINER. *HASH AREAS WITH SOAP AND WATER. 

W MDT COW1 WSWATE HATER, F@D, OR FEED BY STORAGE OR 
DISPOSAL. H I S  1s A BIOLOGICALLY ACTIVE MATERIAL. 
DISPOSE OF 
I N  ACWROAN E U I T H  LOCAL.STA~E,AND/OR FEDERAL REGULATIONS. 

STORE AT R0)n TEMPERATURE, BETWEEN I 9  AND I 6  DEGREES F. 

N S I T E  OR AT AN LPPROYED DISPOSAL FACIL ITY  i UASTE DISPOSAL METHOD: 

HANDLING AND STORAGE: 

. . .  SECTION 8 CONTROL WUSURES . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
NO SPECIAL CONTROL MEASC~RES ARE REWIRED UNOER W~)RMAL CONDITIONS OF USE 

RESPIRATORY PROlECTION 
VENTILATION 

CONTACT n m  SKIM. 

. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
THE INFORMATION CONTAIINEO I N  THIS MSOS IS, TO HE BEST OF 4.H.RDBINS' KNWLEOGE, COMPLETE AND 

ACCURATE. A.H.ROBINS, W E V E R .  USE MANY S W K E  AND REFERECES FDR GATHERING THIS INFDRMATION. 
THUS, A.H. ROBINS CANNOT GUARANTEE iOnPLETENEES R ACCURACY l l l D  MSCLAIMS ALL L I A B I L I T Y  FOR I T S  
HANDLING AND USE. 

FILE/DIMETANE/OX . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  

I I / I  I IY I 



MATERIAL SAFETY )ATA SHEET (MSDS) 

PAGE 1 OF 3 

EFFECTIVE Oli15/87 

NDC 0031-1881-XX - 
. . .  SECTION 1 MANUFACTURER INFORMATION . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  

A. H. ROBINS CO..INt. 1405 W I N q S  DRIVE RI-0, VA 232614609 

EMERGENCY TELEPHONE: (8041 2 5 7 - 2 g  0 : 3 0  AM - 5:OO PM) 
(8041 257-2 (AFTER KLIRS) 

. . .  SECTION 2 CDCIPOSITIO)( INFORMATIQN . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
FINISWEO CHIRMACE ICAL PRODUCT W E $  NOT CONSTITUTE A PHYSICAL 

HAZARD U I T H I N  rlHE MEANING OF 19 CFR SE 1910.1100. POT NTIAL HEALTH UAZAROS FRMI 
INGESTION OR EKPOSURE TO THE PRODUCT A I E DISCUSSED I N  S k 3 I O U  b BELDU. 

t,%%MRR 
BR#rPHENIRAMINE MALEATE, USP 10 I)(c 

A 
980-71-2 

. . .  SECTION 3 PHYSICAL/OIEMICAL CHARACTERISTICS . . . . . . . . . . . . . . . . . . . . . . . . . .  
CA 100 OEGR ES C. 
NOT APPLIc& 

I O I L I N G  POINT 
VAPOR PRESSURE 
VAPOR DENSITY NOT APPLIC E 
SOLUBILITY I N  WATER SOLUBLE 
SPECIFIC GRAVITY CA 1.00 
MELTING POINT 
EVAPORATION RATE 
APPEARANCE 

MOT APCLICA E 
MOT APCLICA E 
AMPULES CON t I N I N G  A CLEAR, COLORLESS, OWRLESS L I W I D  

. . .  SECTION 4 FIRE AND EXPLOSION HAZARD DATA . . . . . . . . . . . . . . . . . . . . . . . . . . .  
FLASH POINT 

FLAWABLE L I M I T S  
METHOD USED 

LEL 
UEL 

EXTINWISHING MEDIA 
SPECIAL FIRE-FIGHTING 

UNUSUAL FIRE AND EXPLOSION 
PROCEDURES 

HAZARDS 

. . .  SECTION 5 REACTIVITY DATA . . .  
STAB I L I T Y  
INCDWPATABILITY 
HAZARDOUS DECDMPOSITION 
OR BYPRODUCTS 

HAZARWUS POLYMERIZATIDN 

. . . . . . . . . . . . . . . . . . . .  

NOT APPLICA E 
NOT A P P L i C A t E  

NOT A P P L I C A a E  

NONE 

. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
STABLE 
NONE K " N  

NONE K N O "  
WILL NOT OCWR 

. . .  COWTIN&D.. . . . . . . . . . . . . . . . . . . . . . .  

I I IY I I I  I I I 

http://CO..INt
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MATERIAL SAFETY D A T A  SHEET (HSDS) 

. . .  SECTION b HEALTH HAZARD DATA . 
ROUTES OF ENTRYI 

CARCINOGENICITY I 

SIGNS AND 
SYMPTOMS 

OF 
OVER- 

EXPOSURE : 

EMERGENCY AND FIRST-AID 
PROCEWRES: 

IKIC 0031-1881-XX 

. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
INGESTION 
SKXW I T  I S  YOT K " N  I F  BROlPHENIRAMINE HALEATE IS ABSORBED 

TlROUOW +E SKIN FROM DIMFIANE INJECTABLE 

NONE OF THEiCOnPONENTS IN THIS PROWCT ARE K N M N  TD BE 

DROW5INELS: EXCITABIL ITY I N  S O W  CASES; DRY MOUTH, GLAUCOMA 
( I Y C R M S t D  Y f  PRESSUREI, OIFFICULTY I N  URINATION (SEE 
A T T k H E D  P $ J U C T  LABELING F a  FULL INFORMATION MI LIDE- 
EFFECTS 

CARQ WGENI~ 

I R R  GATE SURFACES WITH MATER FDR 15 HIYUTES. - YAlH AREAL Y I W  !SAP AND WATER 
OVERDOSE: INDUCED EMESIS. LAVA&. ANO ACTIVATED ~. 

CHARCOAL HAt BE HELPFUL. 
SYMPTOMATIC AND SUPPORTIVE TREATMENT AS REWIRED. 

MEDICAL CONDITIOWS AGGRAVATED 
BY EXPOSURE: HYPERSENSITfVITY TO ANY O f  THE COMPONENTS; GLAUCOMA; URINARY 

TO 

RETEUTIDN 

. . . . . . . . . . . . . . . . . . . . . . .  CONTINUED. . . . . . . . . . . . . . . . . . . . . . . .  

I I I I I I  1 IY 
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NATERIAL SAFETY DATA SHEET (MSDS) 

NDC 0031-1881-XX 

. . .  SECTION 7 PRECAUIIWS FOR SAFE HANDLING ANDVSE . . . . . . . . . . . . . . . . . . . . . . . .  
SPILLS AND ACCIDENTAL 

RELEASES : SOIK UP ON fiBLORBANT MATERIAL AND PLACE IN APPROVED HASTE 
CONTAINER. 

DO NOT CDN HINATE HATER, F W ,  MI FEED BY STORAGE OR 
DISPOSAL. H I S  IS A BI0LOG)CALLY ACTIVE MATERIAL. 
DISPOSE OF N S ITE OR AT AN APPROVED DISPOSAL FACIL ITY  
I N  KCCORDA l! E HITH LOCAL,STATE,AND/OR FEDERAL REGULATIONS. 

STORE AT R&H TEMPERATURE, lETHEEN 59 AND 86 DEGREES F. 

MASH AREAS Y I T H  SOAP AND HATER. 

HASTE DISPOSAL METHOD: 

HANDLING AND STORAGE: 

. . .  SECTION 8 CONTROL MEASURES . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
NO SPECIAL CONTROL MEASURES ARE REWIRED UNDER @RMAL CONDITIONS OF USE 

OR EOUIPMENT 
W)RK/tNGIENIC PRACTICES 

AVOID COW1 T H I T H  EYES OR PROLONGED CONTACT H I T H  SKIN. 
UASH TMR&Y AFTER HANDLING 

. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
THE INFORMATION CONTAlMED I N  THIS MSOS IS, TO HE BEST DF A.H.RBINS'  KNDHLEOGE, COnPLETE AND 

ACCURATE. A.H.ROBINS, WOWEVER, USES MANY SOURCE AND REFERENCES FOR GATHERING THIS INFORMATION. 
THUS, A.H. ROBINS CANNOT GUARANTEE COMPLETENESS R ACCURACY AND OISCLAIHS ALL L I A B I L I T Y  FOR I T S  
HANDLING AND USE. 

FILE/DIMETANE/INJECT. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  

I I I 
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MATERIAL SAFETY P A T A  LHEET (MSDSI EFFECTIVE 03/io/a7 

llDC 0031-3083-XX 

. . .  SECTION 1 MANUFACTURER INFORMATION . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
A. H. ROBINS CD,,INC. 1405 M * I I # S  DRIVE R lCmPcD,  V I  23261-6609 

EMERGENCY TELEPHONE: (804)  257- 00 0:30 AM - 5:OO PM) 
(8041 257-8 00 (AFTER W R S )  

. . .  SECTION 2 cDwPOSITI@N INFORMATION . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
FIN1S)IED WARMACE ICAL PROOUCT WE5 NOT CONSTITUTE A PMYSICAL 

HAZARD WITHIN THE MEANING OF 19 CFR SE 1910.1200. POTENTIAL HEALTH HAZARDS FROM 
INGESTION OR CXWSURf TO f H E  )RWuCt f E DISCUSSED I N  SECTION 6 BELOW. 

POII)ERED DPI?, USP (OR 71,) 
KAOLIN. USP 6 0  

TABLESP FULS) Co l lTA~NS 
24.0 MG 

lHARNIN : MAY DE HA I T  FORMIN6) - 
9000-69-5 
6835-16-1 

55-48 - 1 
114-49-8 

SODIUW BENZDA E N i  60 WG/FLUID OUNCE ( RESERVATIVE). ALCOHOL 5.0%. C I T R I C  ACID, 

SDOIW CHLORIDE, WATER. 
T A V O R S ,  HIGH FRUCTOSE tDRN SYRUP, W I W  URBOXYMETCMLCELLULOSE, 

. . .  SECTION 3 PHYSICAL/(PHEWICAL CHARACTfRISTICS . . . . . . . . . . . . . . . . . . . . . . . . . .  
BOIL ING POINT 
VAPOR PRESSURE 
VAPOR DENSITY 
SOLUBILITY I N  HATER 
SPECIFIC GRAVITY 
MELTING POINT 
EVAPORATION RATE 
APPEARANCE DAWANA-FLAVORED SUSPENSION 

. . .  SECTION 4 FIRE AND EXPLOSION HAZARD DATA . . . . . . . . . . . . . . . . . . . . . . . . . . .  
FLASH POINT 

METClDD USED 
FLAMMABLE L I M I T S  

LEL 
UEL 

EXTINGUISHING MEDIA 
SPECIAL FIRE-FIOITING 

WUSUAL F I R E  A N D  EXPLOSIOU 
PRDCEWRES NOT APPLICAaLE 

HAZARDS NONE 

. . .  SECTION 5 REACTIVITY DATA . . . . . . . . .  4 . . . . . . . . . . . . . . . . . . . . . . . . .  
STABILITY STIBLE 
INCOMPATA8ILITY NONE KNOW 
HAZARDOUS DECOWPPSITION 

OR BYPRODUCTS NONE KNOW 
HAZARDOUS PDLYMEkIZATION WILL NOT DCduR 

. . . . . . . . . . . . . . . . . . . . . . .  CONTINUED. . . . . . . . . . . . . . . . . . . . . . . .  

I 
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MATERIAL SAFETY D A T A  SHEET tMSDS) 

. . .  S E C T I O N 6  HEALTHHAZARDDATA . . . . . . .  q . . . . . . . . . . . . . . . . . . . . . . . . .  
RWTES OF ENTRY: 

CARCINOGENICITY: NONE OF THE'COnPONENTS I N  THIS PROWCT ARE KNDWN TO BE 
CARCI NOGEM 4 

SIGNS AND 
SYWPTOMS 

OF 
OVER- 

EXPOSURE: NO SERIOUS 4FFECTS ARE EXPECtED 

EMERGENCY AND FIRST-AID 
PROCEWRES: 

SURFAC S NITW HATER FOR 15 MINUTES. 
AS WIT SOAP AND WATER. 
I#wc D EMESIS, LAVAGE, AND ACTIVATED 

L. PH SOSTIGMINE DRNATICALLY REVERSES 
ERAL 5 t GNS OF ANTICHOLINERGIC TOXICITY. 
SUCH AS RESPIRATORY DEPRESSION HAY BE 

T IVE TIEATMENT AS REWIRED. 

CHrrtCOAL MA BE HELPFUL. PH SOSTXGMINE~DRNATICALLY REVERSES 
THE CENTRIL NO PERIPHERAL Sf GNS OF ANTICHOLINERGIC TOXICITY. 
SEVERE OPIA f EFFECTS SUCH AS RESPIRATORY DEPRESSION HAY BE 
REVERSED BY ALOKONE. 
SYWTOMATIC 4 NO SUPPORTIVE TIEATMENT AS REWIRED. 

MEDICAL CONDITIWS AGGRAVATED 
BY EXPOSURE: HY#RSENSIT&ITY TO ANY OF THE COnPDNENTS; GLAUCOIOA; URINARY 

RETf NTION 

. . . . . . . . . . . . . . . . . . . . . . .  . . . . . . . . . . . . . . . . . . . . . . . .  ~ T I N $ D  

IY I I I  I 1 I 
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MATERIAL SAFETY P I T A  SHEET (MSDS) 

)IDC 0031-3081-XX 

. . .  SECTION 7 PRECAUTIONS FOR SAFE HANDLING AND VSE . . . . . . . . . . . . . . . . . . . . . . . .  
SPILLS AND ACCIMNTAL 

RELEASES: SOAK Up ON )BSOR8ANT H A T E R I M  AN0 PLACE I N  APPROVED MASTE 
CONTAINER. ,MASH AREAS MITH SOAP AND MATER. 

NATER, F W ,  OR FEED BY STORAGE OR 
A BIOLOGICALLY ACTIVE MATERIAL. 
OR AT AN WPROVED DISPOSAL FACIL ITY  
LOCAL,STAfEIANO/OR FEDERAL REGULATIONS. 

WASTE DISPOSAL METHOD: 

HINDLING AND STORAGE: STORE AT Robn TEMPERATURE, BETMEEN 59 AND 86 DEGREES F. 

. . .  SECTZON 8 CONTROL HEASURES . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
NO SPECIAL CONTROL MEASMES ARE REWIRED UNDER N)RIUL CONDITIONS OF USE 

NO SPECIAL ~ E W T I L A T I O N  IS REOUIRED 

AVO10 COUTA T HI” EYES OR PIOLONGED CONTACT HITH SKIN. 
MASH TK)RD&LY AFTER HANDLING 

RESPIRATORY PROTECTION NONE R f W I R  D 
VENTILATION 
PROTECTIVE CLOTHING 

OR EPUIPHENT 
WORKMYGIENIC PRACTICES 

. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
THE INFORMATION CONTAINED I N  THIS MSOS IS, TO E BEST OF A.H.R BINS’  KNWLEDGE, COMPLETE AND 

A.H.ROBINS, W E V E R ,  USES MANY SOURCE AND REFERENCES !OR GATHERING THIS INFORMATION ACCURATE. 
THUS, A.H. ROBINS CANNOT GUARANTEE COMPLETENESS t ACCURACY AND OlSCLAIMS ALL L I A B I L I T Y  FOR ITS’ 
HANDLING AND USE. 

FILE/OONNAGEL/PG . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  

I I  I I I  I I I 
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MATERIAL SAFETY P A T A  SHEET (MSDS, EFFECTIVE 04/09 /87 - WM: 0031-4207-XX 

. . .  SECTION 1 MANUFACTURER INFORMATION . . . .  I . . . . . . . . . . . . . . . . . . . . . . . . .  
A. H. ROBINS CD.,INC. 1405 WmIeS DRIVE RICHMOND, V I  23261-6609 
EMERGENCY TELEPIIONE: (804) 25?-2 0:30 AM - 5:OO PM) 

1804) S7-g (AFTER HOURS) 

. . .  SECTION 2 QIWPOSITION INFORMATION . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  

! z i W e % % i N S :  
PHENOBARBITAL, USP 16.2 NG 

WARNINQ: MAY BE HISIT CO(IMIN0) 
HYOSCYAMINE SlkFATE. USP 0.1037 1 ffi 
ATROPINE SULFATE, USP 0.0194 IMG 
SCOPOLDIINE WDROBROWIOE, USP O.O065/ffi 

us 
50-06-6 

6835-16-1 
55-4B-1 

114-49-8 

. . .  SECTION 3 PHYSICAL/CHEMICAL CHARACTERISTICS q . . . . . . . . . . . . . . . . . . . . . . . . .  
BOILING POINT 
VAPOR PRESSURE 
VAPOR DENSITY 
SOLUBILITY I N  HATER 
SPECIFIC GRAVITY 
MELTING POINT 
EVAPORATION RATE 
APPEARANCE E CAPSULES MON0GRAMMED "AHR" AND "4207" 

. . .  SECTION 4 FIRE AND EXPLOSION MAZARD DATA . . . . . . . . . . . . . . . . . . . . . . . . . . .  
NOT APPLICA APCLICA%E E 

NOT APCLICA E 
NOT APCLICA E 
NOT APPLICA t E 

PROCEDURES NOT APPLICAWE 

CWAROS NONE 

FLASH POINT 
METHW USED 

FLAWABLE L I M I T S  
LEL 
UEL 

EXTINWISHING MEDIA 
SPECIAL FIRE-FIWITING 

UNUSUAL FIRE AND EXPLOSION 

. . .  SECTION 5 REACTIVITY DATA . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
STABIL ITY STABLE 
INCO((PATABIL1TY NONE K N O "  
HAZARDOUS OECWPOSITION 

OR BYPRDW~CTS NONE KNWN 
HALAROOUS POLYMEIIZATIOU WILL MOT OC@R 

. . . . . . . . . . . . . . . . . . . . . .  . c # ~ T I N L & D . . . . . . . . . . . . . . . . . . . . . . . . .  

I I Y  I I I  I I I 
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MATERIAL SAFETY QATA SHEET (((LDS) 

WDC 0031-4207-XX 

ROUTES OF ENTRY: 

CARCINOGENICITY: 

SIGNS AND 
SYMPTOMS 

OF 
DVER- 

EXPOSURE: ATROPINE, HYOSCVAHINE, - 
EMERGENCY AND FIRST-AID 

PROCEDURES: 

NONE OF THE WPOWENTS IW THIS PRODUCT ARE KNWN TO BE 
C A M I N m E N I d  

DROnSINESS, OIZZINESS, WEAKNESS, SEOATION 

IRST, FIXED D I L l T E D  PUPILS, FLUSHED FACE, FEVER, 
KIN, TACHVCARDI (RAPID HEART BEAT),  BLURRED 
IUM. TR@WORS. &WLSIOW. c#u. RESPIRATORY 

EYE WITACT; IRRIGATE SUIIFACBIS HITH HATER FOR I5 MINUTES. 
SKIN CONTACTC WASH AREAS win SOAP AND HATER. 

MEDICAL CDNDITIDWS AGGRAVATED 
6Y EKPDSURE: HYPERSEWSITIWITY TO ANY OF THE CDnPMlEWTS; GLAUCOIIA; URINARY 

RETENTION 

. . . . . . . . . . . . . . . . . . . . . . .  ~ T I N ~ D  . , . . . . . . . . . . . . . . . . . . . . . .  

I I 
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MATERIAL SAFETY @ATA WEE1 (H5DS) 

WDC 00314207-XX 

. . .  SECTION 7 PRECAUTIONS FOR SAFE MANOLIWG AH0 VSE . . . . . . . . . . . . . . . . . . . . . . . .  
SPILLS AND ACCIDENTAL 

RELEASES : SWEEP OR SWVEL INTO A NASTE CONTAINER 

D, OR FEED BY STORAGE OR 
AL Y ACTIVE CUTERIAL. 
PPkOVED OISPOSAL FACIL ITY  

LOCAL,STATE,AND/OR FEDERAL REGULATIONS. 

WASTE DISPOSAL HETKO: 

HANDLING AND STORAGE: STORE AT R& TEMPERATURE, BfTMEEN 59 AND 86 DEGREES F. 

NO SPECIAL CONTROL MEASUUES ARE REWIRED UNOER N@RMAL CODIDITIONS I F  USE 

RESPIRATORY PROTECTION NONE REOVIR? 
VENTILATION NO SPECIAL ENTILATION IS REOUIRED 
PROTECTIVE CLOTHING 

OR EWIPMEWT 

UORK/HYGIENIC PRACTICES 

AVOID EMlTA$T HITH EYES OR PROLONGED CONTACT HITH SKIN. 

NASH TMWOU(IHLY AFTER HAUDLIYG 

. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
THE INFORMATION CDWTAIWEO I N  THIS MSDS I S ,  10 

ACCURATE. A.W.ROBINS, HOUEVER, USES MANY SWRCE 
TWS, A.H. ROBINS CANNOT GUARANTEE m P L E T E N E S S  
HANDLIDIG AND USE. 

FILE/DO"ATAL/CAPSULES~ . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  

I i  I I I I  I 



MATERIAL SAFETY DITA SHEET mas) 

* 

muwAumU NOC 0031-4221-XX 

hlld 

. . .  SECTION 1 MANUFACTURER INFORMATION . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
A. H. ROBINS CO.,INC. 1401 CUIIXNG) DRIVE R I M # ,  VA 212614609 
EMERGENCY TELEPHONE: (804) 257-* (E:JO AH - 5:OO PM) 

(804) 217- 0 (AFTER HOURS) 

. . .  SECTION 2 CMPOSITION INFORMATIOY . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
FINISHED CIUIMACBUI~CAL C R W M T  W E S  NOT CONSTITUTE A PHYSICAL 

HAZARD MITHIN THE M A N I N G  OF 29 CFR SEC 1910.1100. 
INGESTIDN OR EXPOSURE TD TME PRDOLKT A R I  DISCUSSED IN S E e l I O N  6 BELW. 

PDTEITIAL HEALTH HAZARDS FROM 

ti%%RRR: 
PHENOBARBITAL. USP 16.2 h 

(UARNING: MAY BE HABIT FORMING) 
HYOSCYAMINE SULFATE. W P  0.1037 
ATROPINE SULFATE. IJSP 8.0194 

CIS 
56-06-6 

6)s-16-1 
5548-1  

114-49-8 

-dC ELUE 1, FDLC V E L L W  6, FLAVORS, GLLCOSE, SACCHARIN SODIW, WATER, 
ALCOHOL (23%) 

. . .  SECTION 3 PWSICAL/CHEMICAL CHARACTERISTICS . . . . . . . . . . . . . . . . . . . . . . . . . .  
BOILING POINT 
VAPOR PRESSURE 
VAPOR DENSITY 

SPECIFIC GRAVITY 
MELTING POINT 
EVAPORATION RATE 
APPEARANCE 

. . .  SECTION 4 FIRE AND EXPLOSION HAZARD DATA . . . . . . . . . . . . . . . . . . . . . . . . . . .  
FLASH POINT 

FLAIICIABLE L I M I T S  
METHW USED 

LEL 
UEL 

EXTINGUISHING M E D I A  
SPECIAL F IRE-FIGWING _. . 

PROCEDURES 
UNUSUAL FIRE AND EXPLOSION 

HAZARDS 

. . .  SECTION 5 REACTIVITY DATC . . .  
STABIL ITY 
INCOnPATABILITY 
HAZARDOUS DECQlPDLITION 

OR BYPRODUCTS 
HAZARWUS POLYMERIZATION 

. . . . . . . . . . . . . . . . . . . .  

NOT APPLICABU 

NONE 

. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
STABLE 
NONE KllOMN 

NONE WOMN 
M I L L  NOT OCCUR 

. . .  awcT1NUED. . . . . . . . . . . . . . . . . . . . . . . .  
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MATERIAL SAFETY DATA SHEET (WSDS) 

L m u w L u m  HOC 0031-4221-XX 

. . .  S E C T I O N 6  HEALTHHAZARDDATA . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
RWTES OF ENTRY: 

CARCINDGENICITY: 

INOELTION 
SKlN- I T  I S  NDT W W  I f  ANY OF THE INGREDIENTS I N  WNNATAL 

E L I X I R  ARt  MSdRBED TlROUCH THE SKIN FROM DONNATAL E L I X I R  

N#IE OF THE QIlWnENTS I N  THIS P W T  ARE KNDUN TO BE 
CARCI WENI 4 

SIGNS AND DROWSINESS, DIZZINESS, MAKNESS, SEDATION 
SYMPTOMS 

OF 
DVER- 

EXPDSURE: ATROPINE. WVOSCYAHINE. 
. DRY WWTH. tH IRST,  F I X E 0  DILATED PUPILS, FLUSHED FACE, FEVER, 

HDT DRY RED'SKIN. TACHVWRDIA (RAPID HEART BEAT), BLURRED 
VISION. ML~RIW. TREMOW. CINVULLIONS. COMA.. RESPIRATORY 
FAfLURE,-CASDIOVASCULAR m L L i P S E -  - -  ' - -  ' 

EYE CDU1ktT.r I R R l G A t E  SUFACltS WITH HATER FOR 15 MINUTES. 
SKlW CONTACf WASH U E A S  H I T  SOAP AND NATER. 
TREATMENT D W E W S E :  I W ! D  EMESIS. LAVAGE. AND ACTIVATED 

EMERGENCY AND FIRST-AID 
PROCEDURES: 

OURCOIL MA BE HELPFUL. 
P W S O S T I W  E DRIWTICALLY R VERSES THE CENTRAL AND PERIPHERAL 
LIONS OF AN I W I N E R G I C  TOX CITY. 
SYWPTD(ATICMD 1 SUPPORTIVE T I EATMENT AS REWIRED. 

MEDICAL CDNDITIDWS AGGRAVATfD 
BY EXPOSURE: WPERSENSITLVITY TO ANY OF TWE COMPONENTS; GLAUCOCU; URINARY 

RETENTIDN 

. . . . . . . . . . . . . . . . . . . . . . .  a u c T I N U E D . . .  . . . . . . . . . . . . . . . . . . . . .  
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MATERIAL SAFETY WTA SHEET (MS0.S) 

NDC 0031-4221-XX 

. . .  SECTION 7 PRECAUTIONS FOR SAFE M N D L I f f i  AND l$E . . . . . . . . . . . . . . . . . . . . . . . .  
SPILLS AND ACCIDENTAL 

RELEASES: SOAK UP ON SORBANT MATERIAL AND PLACE I N  APPROVED UASTE 
COYTAINER. $ ASH AREAS WITH ODAP AND UATER. 

DISPOSE OF 8 SITE DR AT AN ZPRDVED DISPOSAL FACIL ITY 
IN ACWROAN WITH LDCAL.STA ,AND/OR FEDERAL REGULATIONS. 

STORE AT RW TEMPERATURE, BETMEEN 59 AND 86 DEGREES F. 

UASTE DISPOSAL MET-: w NOT mi INATE HATER. F#P, OR FEED Br STORAGE OR 
DISPOSAL. Is IS A exwmI LLY ACTIVE MATERIAL. 

HANDLING AND STORAGE: 

. . .  SECTION e CONTROL MEASURES . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
NO SPECIAL CONTROL MEASURES ARE REWIRED UNDER nokWrL CONDITIONS OF USE 

RESPIRATORY PROTECTION 
VENTILATION 
PROTECTIVE CLOTHING ~- 

OR EWIPHENT 
IIORK/HYGIENIC PRACTICES 

AVOID WNTA WITH EYES OR PRLONGED CONTACT WITH SKIN. 
WASH T W R O d L Y  AFTER HANDLING 

. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
THE INFORHATION CONTAIWED IN THIS MSDS I S ,  TO T)(E BEST OF A.H.RBINS' KNOWLEDGE, COMPLETE AND 

A.H.ROBINS, )(OWEVER, USE5 MAMY SOURCES\ AND REFERENCES nDR GATHERS% THIS INFDRIWTIMI.  
A.H. ROBINS CANNOT GUARANTEE QICIPLETEWESL Ok ACCURACY AND DlSCLAIHS ALL L I A B I L I T Y  FOR I T S  

ACCURATE. 
THUS. 
HANDLING AND USE. 

FILE/WNNATAL/ELIXIR. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  

I I Y  I I I I  1 I 
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EFFECTIVE 04/09/67 - I R C  0031-4235-XX 

. . .  SECTION 1 MANUFACTURER INFORHATION . . . .  t . . . . . . . . . . . . . . . . . . . . . . . . .  
A. H. ROBINS CD..INC. 1405 CUHMIN$S DRIVE RICWOUD, VA 23261-6609 

EHERGENCY TELEPHONE: (804) 251-2 00 (8:30 AM - 5:OO PMl 
1 8 0 4 )  257-2100 (AFTER HWRS) 

. . .  SECTION 2 CONPOSITION INFORMATION . . . . .  . . . . . . . . . . . . . . . . . . . . . . . . .  
?!%h%?k FINISHED ICAL PROWCT DOES NOT CONSTITUTE A PHYSICAL 

HAZARD WITHIN THE MEANING OF 1910.1100. P O T ~ N T I A L  HEALTH MAZARDS FROM 
INGESTION MI EXPOSURE TO THE E DISCUSSED I W  SECTION 6 BELW.  

t i E W F K % N S :  
PHENOBARBITAL. USP 46.6 HG 

(WARNINQ: MAY BE HA811 FORHINO) 
HYOSCYAMINE SULFATE, USP 0.3111 MG 
ATROPINE SULFITE. USP 0.M82 'HG 
SCOPOLWINE-WDROBROHIOE, USP O.Oi95 HG 

CIS 
Ib-06-6 

6635-16-1 
55-48-1 

114-49-8 

-ED MONDGLYCERIOES, CAL I W  SULFATE, CAR LIBA WAX, DLC YELLQW 10, 
EDIBLE INK, F a C  BLUE 1, FDLC BLUE P A WINUM LAKE, F Y E L L W  6, GELATIN, GUAR 
GUM, HAGNESIUII STEARATE, POLYSORBATES, SHELLAC, SWlUW 4 HOSPHATE, SUCROSE, TITANIUH 
DIOXIDE, WEAT FLOUR, WITE nu, ANO D HER INGREDIENTS, OWE OF WICH IS A CORN 
DERIVATIVE; MAY INCLUOE FOLC RED 40 AN i Y E U W  b ALUHINUU LAKES 

. . .  SECTION 3 PHYSICAL/OIEMICAL CHARACTERISTICS . . . . . . . . . . . . . . . . . . . . . . . . . .  
NOT AP?LICA LE 
NOT APPLICA LE 
NOT APPLICA LE 
NOT APPLICA LE 
NOT APPLICA LE 
NOT APCLICA LE 
NOT APPLICA I LE 

EXTENTAB 

BOIL ING POINT 
VAPOR PRESSURE 
VAPOR DENSITY 
SOLUBILITY IN WATER 
SPECIFIC GRAVITY 
MELTING POINT 
EVAPORATION RATE 
APPEARANCE PALE GREEN, "COATED TABLETS, MONOGRAHHEO A H  AND WNNATAL 

. . .  SECTION 4 FIRE AND EXPLOSION MIZAR0 DATA . . . . . . . . . . . . . . . . . . . . . . . . . . .  
FLASH POINT 

HETWD USED 
FLAHHABLE L I M I T S  

LEL 
UEL 

EXTINGUISHING MEDIA 
SPECIAL FIRE-FIGHTING 

UNUSUAL FIRE A N 0  EXPLOSION 
P R O C E M E S  NOT APPLICAaLE 

HAZARDS NONE 

. . .  SECTION 5 REACTIVITY DATA . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
STABIL ITY STABLE 
INCOCIPATABILITY NONE K N W  
HAZARDOUS DECWPOSITION 

OR BYPROWCTS NONE KNOW 
HAZARDOUS POLYMERIZATION n u  NOT DC@R 

. . . . . . . . . . . . . . . . . . . . . . .  cowTINUE0 . . . . . . . . . . . . . . . . . . . . . . . .  
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MATERIAL SAFETY DATA SHEET (MSDS) 

. . .  SECTION 6 HEALTH HAZARD DATA . 
RDUTES OF ENTRY: 

CARCINOGENICITY: 

SIGNS AND EWQWWAL 
SYMPTOnS 

OF 
OVER- 

EXPOSURE: ATROPINE, MOSCYAIIINE, - 
EMERGENCY AND FIRST-AI0 

PROCEDURES: 

D C  0031-4235-XX 

. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
INGESTION 

NDWE OF THE W D N E N T S  I I  THIS PROWCT ARE KNMW TO BE 
cm]:  nOGE N 1 L 
DRWSINESS, DIZZINESS, WEAKNESS, SEDATION 

HIRST, FIXE0 D I W T E D  PUPILS, FLUSHED FACE, FEVER, 
S U I Y ,  TKMYCARD (RAPID HEART BEAT), BLURRED 

DXWASCULAR COLLAPSE 
RIw, T R E m S ,  &VULsIoNS, RESPIRATmY 

EYE C O N T A d  IRRIGATE SURFAQES HITH WATER FOR 15 M I M E S .  
SKIN WNTAC&- HASH AREAS H% SOAP AND WATER. 

CIyRcllAL A SALINE CATNART S MAY BE HELPFUL. PHYSOSTIGMINE 
TREATMENT OVERWSE: fND 0 EMESIS, LAVAGE, ACTIVATED 

MUCU~ICALL~ REVERSES THE C ~ T R A L  AND PERIPHERAL SIGNS OF 

MEDICAL CONDITIONS AGGRAVATED 
BY EXPOSURE: HYPERSENSIqVITY TO ANY OF THE COMPONENTS; GLAUCOMA: URINARY 

RETENTIOW ~ 

. . . . . . . . . . . . . . . . . . . . . . .  C D N T I Y C l E D . . . . . . . .  . . . . . . . . . . . . . . . .  

IY I I I  I I 
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. . .  SECTIDN 7 PRECAUTIONS FOR SAFE 

SPILLS AND ACCIDENTAL 
RELEASES: 

HASTE DISPOSAL METHOD: 

MATERIAL SAFETY ~ A T A  SHEET WSDS) 

HANDLING AND STORAGE: 

WDC 0031-4235-XX 

HANDLING AND VSE . . . . . . . . . . . . . . . . . . . . . . . .  
SHEEP OR S VEL INTO A IIASTE CONTAINER 9 

MINATE MATER. FOOD, OR FEED BY STDRAGE OR 
H I S  IS A B I a D G I C A L L Y  ACTIVE MATERIAL. 
N SITE OR AT AN APPROVED DISPDSAL FACILITY 

IN-ACCOROAN$E wIlH LOCAL, STAtE, AkiOR-FEDERAL RE&JiATIONS. 

STORE AT R d M  TEWPERATlML, BETWEEN 59 AND 86 DEGREES F. 

. . .  SECTIDN 8 CONTROL MEASURES . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
NO SPECIAL CONTROL MEASLRES ARE REWIRED UNDER MRML CMIDITXMIS OF USE 

RESPIRATORY PROTECTION 
VENTILATION 
PRDTECTIVE CLOTHING 

OR EDUIPHENT 

HDRK/WGI ENIC PRACTICES 

AVOID WUA@ WITH EYES DR PROLONGED CDNTACT WITH SKIN. 

MASH THDlaw@LY AFTER HANDLIIG 

ACCURATE. A.H.RDBINS, *EVER, USES MAW SOURCE AND REFERENCES GATHERING THIS INFORHATIDN. 
TWS. A.H. ROBINS CANNOT GUARANTEE COMPLETENESS & ACCURACY AND DISCLAIMS ALL LIA8ILIfY mR I T S  .~ - .~ -~ ._ _ _  - ~ .................................. 
HANDLING AND USE. 

FILE/DONNATAL/EXTENTAB. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  



MATERXAL SAFETY #ATA SHEET (HSDS) 
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EFFECTIVE 04/09/17 

v WDC 0031-4250-XX 

. . .  SECTION 1 MANUFACTURER INFoRMT1ON . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
A. H. ROBINS W.,INC. 1405 W I N @  ORlVE RIM*UYDl  VA 23261-4609 

EMERGENCY TELEPHONE: ( 8 0 4 )  257-2 00 (8:30 AM - 5:OO PM) 
(804) *57-2$00 (AFTER W R S )  

. . .  SECTIOW 2 COHPOSITIW INFORUATION . . . . .  . . . . . . . . . . . . . . . . . . . . . . . . .  
) .  

I U L  P R W T  W E )  NOT CONSTITUTE A PHYSICAL 
HAZARD N I T H I N  ’THE 1910.1200. POT NTIAL HEALTH HAZARDS FROM 
INGESTION OR EXPOSURE TO ?HE PROWCT E DISCUSSED I N  S!CTION b BELOW. 

t i w % % % N S  : 
PHENOIARBITAL, USP 16.2 

HYOSCYAMINE SUFATE, USP 0.1037 
ATROPINE SULFAVE, USP 0.0194 
SCOPOLOHINE HVQROBROMIDE, USP 0.0065 

(HAANING: MAY BE W I T  FORMING) 
HG 

1% 
MG 
bMG 

t*S 
50-064 

6815-1b-1 
55-41-1 

114-49-8 

. . .  SECTION 3 PWSICAL/OIEMICAL CHARACTERISTICS . . . . . . . . . . . . . . . . . . . . . . . . . .  
BOILING POINT 
VAPOR PRESSURE 
VAPOR DENSITY 
SOLUBILITY I N  HATER 
SPECIFIC GRAVITY 
MELTING POINT 
EVAPORATION RATE 
APPEARANCE TAILET, SCORED AND ElMOSSED “R” 

. . .  SECTION 4 F I R E  AND EXPLOSION HAIARO DATA . . . . . . . . . . . . . . . . . . . . . . . . . . .  
FLASH POINT 

METKK) USE0 
FLAMMABLE LIMITS 

LEL 
UEL 

EXTINWISHING ME~IA NOT APPLICAILE 
SPECIAL F I R E - F I M T I N G  

UNUSUAL FIRE AND EXPLOSION 
PROCEDURES NOT APPLICAdLE 

HAZARDS NONE 

. . .  SECTION 5 REACTIVITY DATA . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
STABIL ITY STABLE 
INCOWPATABlLITV NONE K Y M l  , 

HAZAROWS DECOMPOSITION 
OR BYPRODUCTS NONE UNO” 

HAZARMWS POLYMERIZATION n n L  NOT DCWR . . . . . . . . . . . . . . . . . . . . . . .  C o N T I N U E D . . .  . . . . . . . . . . . . . . . . . . . . .  

I 
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MATERIAL SAFETY OYTA SHEET (HSDSI 

N E  0031-4250-XX w 

. . .  SECTION 6 WEALTH HAZARD DATA . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
ROUTES OF EMTRY: 

CARCIWOCENICITY: 

SIGUS AMD 
SYMPTOMS 

OF 
OVER- 

EMERGENCY AND FIRST-AID 
PROCEWRES : 

INGESTION 

PWENTS I N  THIS PROWCT ARE KNWN TD BE 

OROlSI NESS, 01 ZZ I NESS, YEAKNESS , SEDATION 

IRST, FIXED D I L I T E D  PUPILS, FLUSHED FACE, FEVER, 

EYE Q)NTACT-r IRRICATE m F A C S  U I T H  MATER FOR 15 MINUTES. 

MEDICAL CONDITIONS AGGRAVATED 
BY EXPOSURE: HYPERSENSITI(YI1Y TO ANY OF THE COIIPDNENTS; G L A W A ;  URINARY 

RETEWION 

. . . . . . . . . . . . . . . . . . . . . . .  C D W T l l l l o . . . . . . . . . .  . . . . . . . . . . . . . .  
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MATERIAL SAFETY DATA SHEET (MSDS) 

WDC 0031-4250-XX 

. . .  SECTION 7 PRECAUTIONS FOR SAFE HANDLING A10 VSE . . . . . . . . . . . . . . . . . . . . . . . .  
SPILLS AND ACCIDENTAL 

RELEASES: SWEEP OR S q V E L  INTO A HASTE CDWTAINER 

HASTE DISPOSAL NETHOD: DO NOT C O N T h N A T E  HATER. F m D .  OR FEED BY STORAGE OR 
HIS 1s A BIOLOGItALLY ACTIVE MATERIAL. 
N S I T E  OR AT AN APPROVED DISPOSAL FACIL ITY  
E HITH LOCALrSTAfErANWOR FEOERAL REGULATIONS. 

HANDLING AND STORAGE: STORE AT RO@4 TENPERATURE, MTHEEN 59 AND 66 DEGREES F. 

. . .  SECTION 8 CONTROL MtASURES . . . . . . . .  e . . . . . . . . . . . . . . . . . . . . . . . . .  
ND SPECIAL CONTROL MEASURES ARE REWIRED UNOER NPRMAL COMDITIONS OF USE 

RESPIRATORY PROTECTION NOYE REQUIR D 

PROTECTIVE CLOTHING 
VENTILATION No  SPECIAL L T I L A T I D N  Is REQUIRED 

OR #OUIPMENT 

WRK/HYGIENIC PRACTICES 

AVOID C W T A t T  HITH EYES OR PROLONGED CONTACT HITM SKIN. 

HASH THOROL$HLY AFTER HANDLING 

.....................,................................. 
THE INFORMATION CONTAENED I N  THIS  MSDS IS, TO HE BEST OF A.H.lloBIWS' KNOHLEDGE, COMPLETE AND 

ACCURATE. A.M.ROBINS, HMIEVER, USES MAlY SWRCE AND REFERENCES FOR GATHERING TMIS INFORMATION. 
THUS, A.M. ROBINS CANNOT GUARANTEE WPLETENESS I R ACCURACY WD DISCLAIMS ALL L I A E I L I T Y  FOR I T S  
HANDLING AND USE. 

FILE/DOMNATAL/TABLETS . . . . . . . . . . . . . . .  6 . . . . . . . . . . . . . . . . . . . . . . . . .  



MATPRIAL SAFETY & T I  SHEET (MSOS) 

PAGE 1 OF 3 

EFFECTIVE 0 4 / 0 9 / 8 7  - WC 0031-4264-XX 

. . .  SECTION 1 MANUFACTURER INFWMAT1ON . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
A.  H. ROBINS CO.,INC. 1405 M I N &  DRIVE RIMIQID, V I  23261-6609 

EMERGENCY TELEPHDNE: (804 t 157_1b ( I : 3 0  AM - 5:W PM) 
( 8 0 4 )  257 2 0 (AFTER W S )  

. . .  SECTION 2 CWPOSITION INFORMATIQN . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
Y'BiEEW FINIucEO 

HAZARD H I T H I N  t H E  MEANING OF 
INGESTION OR EKPOSURE TO t H E  

MIRMACEU I C A L  PRODUCT WE 
29 CFR SE 1910.1200. POT 
PRODUCT A a E DISCUSSED I N  S 

ATROPINE SULFAAE, USP 
SCOPOLOWINE m b R O B R W I 0 E .  W P  

32.4 plG 
FORMING J 

0.1037 $ffi 
0.0194 ?ffi 
0.0065 lMG 

1 NOT CONSTITUTE A PHYSICAL 
:NTIAL HEALTH HAZARDS FROM 
:CTID)I 6 B E L W .  

c*s 
54-06-4 

6855-14-1 
55-48-1 

114-49-8 

. . .  SECTION 3 PHYSICAL/CHEMICAL CHIRACTiiRISTICS . . . . . . . . . . . . . . . . . . . . . . . . . .  
BOILING POINT 
VAPOR PRESSURE 

RESSED T M L E T L  SCORE0 AN0 EMBOSSED "R" 

VAPOR DENSITY 
S O L U B ~ L I T Y  I N  HATER 
SPECIFIC GRAVITY 
MELTING POINT 
EVAPORATION RATE 
APPEARANCE 

. . .  SECTION 4 F IRE AND EXPLOSIDN HAZARO DATA . . . . . . . . . . . . . . . . . . . . . . . . . . .  
FLASH POINT 

METHOD USE0 

NOT APPLICA LE 
NOT APCLXCA LE 
NOT APPLICA i LE 

FLAMMABLE L I M I T S  
LEL 
UEL 

EXTINGUISHING M @ I A  
SPECIAL F I R E - F I W T I N G  

UNUSUAL FIRE AND EXPLOSION 
PRDCEWRE S NOT APCLICAILE 
HAZARDS NONE 

. . .  S E C T I O N 5  R E A C T I V I T Y D A T A .  . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
STABIL ITY STABLE 
INCOMPATABILITY N W E  K N O "  

OR BYPROWCTS N W E  K N W N  
HAZARWS OECWP~ISITION 

HAZARDOUS POLYMRRIZATION n u  NOT OCCUR 

. . . . . .  . . . . . . . . . . . . . . . . .  . . . . . . . . . . . . . . . . . . . . . .  CONTIN@EO. .  

I I  I l l 1  I 
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MATERIAL SAFETY RATA SHEET (MSDS) 

MIC 0031-4264-XX 

. . .  S E C T I O N 6  H E A L T H M L A R D D A T A  . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
RDUTES OF ENTRY% INbESTIOY 

CARCINOGENICITYI NONE OF THE QmPDNENTS I N  THIS PRQHlCT ARE K N M N  TO BE 
CARCINOGENIF 

SIGNS AND DRWSINESS, DIZZINESS, CIEAKMESS, SEDATIDN 
SYMPTOMS 

OF 
DVER- 

EXPOSURE: ATROPINE, HYOSCYAMINE, 
DRY MIVTW, HIRST, FIXE0 O I U T E D  PUPILS, FLUSHED FACE, FEVER, 
HOT DRY RED SKIN, T A C W U R D I  (RAPID HEART BEAT), ELUSRED 
VISION, BEL RIUM, TREMORS, &NVULSIDNS, COMA, RESPIRATDRY 
FAILURE, CA DIDVASCULAR CDLUPSE i 
EYE CWTACT’ IRRIGATE SURFAOS WITH WATER FOR 15 MINWfES. 
SKIN WNTAC - WASH AREAS n m  SOAP AND WATER. 
TRtATMENT OVERWSE: I N W ~ D  EMESIS, LAVAGE, AND ACTIVATED 
CHARCOAL MA BE MELCFLK. 
PMYSDSlI$MI E DRAMATICALLY REVERSES THE CENTRAL AND PERIPHERAL 
SIONS OF AN IO(O1INERGIC TOXJCITY. 
SYMPTDIATIC AND SUPPORTIVE TREATMENT AS REWIRED. .f EMERGENCY AND FIRST-AID 

PRDCEWRES : 

MEDICAL CONDITIONS AGGRAVATED 
BY EXPOSURE: MYPERSENSIT$VITY TO ANY OF THE COMPONENTS; GLAUCOMA; URINARY 

RETENTION 

. . . . . . . . . . . . . . . . . . . . . . .  . . . . . . . . . . . . . . . . . . . . . . .  W N T I N W D .  
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MATERIAL SAFETY DATA SHEET (HSDS) 

NDC 0031-4264-XX 

. . .  SECTION 7 PRECAUTIbWS FOR SAFE HANDLING A N 0  USE . . . . . . . . . . . . . . . . . . . . . . . .  
SPILLS AND ACCIDENTAL 

RELEASES: 

NASTE DISPOSAL METHOD: OR FEED BY STDRAGE DR 

WEEP OR S((0VEL INTO A MASTE CONTAINER 

DISPOSE OF Ow SITE OR AT A I  APPROVED DISPOSAL FACIL ITY 

STORE AT R)O( TEMPERATURE, BETHEEN 59 AND 86 DEGREES F. 

I N  ACCORDACCE n m  LOCAL, STITE,AND/OR FEDERAL REGULATIONS. 

HANDLING AND STDRAGE: 

. . .  SECTIDN 8 CONTROL MEASURES . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
NO SPECIAL CDNTRDL MEASURES ARE REWIRED WDIR @ORMU CONDITIONS DF USE 

RESPIRATORY PROTECTION NONE REW1)ED 
VENTILATION NO SPECIAL'VEMTILATION IS REWIRED 
PROTECTIVE CLDTHING - - . - - - 

OR EWIPMENT 

HORK/MYGIENIC PRACTICES 

AVOID CONT4CT WITH EYES OR PRDLDNGED CONTACT WITH SKIN.  

HASH TMRolGHLY AFTER U N D L I N G  

. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
THE INFORHATION CONTYINED I N  T H I  HSOS IS, TO THE BEST OF A.H.RDBINS' KNWLEDGE. tOnPLfTE AND 

A.H.ROBINS, HOWEVER, USIS MANY S W R C t S  A N 0  REFERENCES FOR GATHERING THIS INPDRHATIDN ACCURATE. 
THUS, 
HANDLING AND USE. 

A.H. ROBINS CANNOT GUARANTEE COt4PLfTEN~SS'OR ACCURACY AND bISCLAIHS ALL L I A B I L I T Y  FOR I T S '  

FILE/WWNATAL/fTABLETS. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  

I U  , I / I  1 I I 
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EFFECTIVE 06/24/87 MATERIAL SAFETY OATA SHEET IMSDS) 

v NDC 0031-4649-XX 

. . .  SECTION 1 MANUFACTURER INF#IHATION . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
A. H. ROBINS W.,INC. 1405 CUMIN*  DRIVE RICHMOND, VA 23261-660) 

EMERGENCY TELEPMNE: (804) 257-2 0 I 8 : N  AM - 5:oO P H I  
( 8 0 4 )  257-2$0 (AFTER HOURS) . . .  SECTION 2 C W P O S I T I W  INFORMATION . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  

=)Ki 
PEPSIN 160 Ic(G 
B I L E  SALTS 
PHENOBARBITAL, USP 8.1 

HYOSCYAMINE SU FATE, USP 0.0518 k G  
ATROPINE S U L F A h ,  usp 0.0097 WG 
SCOPOLOCIINE HYbROBROC(IOE, USP 0.0033 MG 

(MARNIYGc MAY BE HABIT FORMING) 

A 
8049-474 
9001-75-6 

50-064 

6135-16-1 
55-48-1 

114-49-8 

D HDNOGLVCERIDES, U L  UW SULFATE, CAR"JBA WAX. CELLULOSE ACETATE 
TARCH, DK YELLOH 10 UnINUH LAKE D I t T H Y L  PHTHALATE, EDIBLE INK, FDaC 
AKE, FDLC YELLOl  6 AL IW LAKE, &ELATIN, METHYLPARABEN, MICROCRYSTAL- 

L I N E  CELLULOSE, POLYSORBATES, POVIDONE, f PROWLPIRABEN, &ELLAC, SODIUM BENZOATE, STEARIC 
ACID, SUCROSE, TARTARIC ACID, T I T A N I U n  b IOXIDE,  M E A T  FLOUR, MHITE HAX, HAY CONTAIN 
DOCUSATE S O O I ~  . . .  SECTION 3 PHYSICAL/tWEMICAL W R A C T E R I S T I C S  . . . . . . . . . . . . . . . . . . . . . . . . . .  

BOILING POINT 
VAPOR PRESSURE 
VAPOR DENSITY 
SOLUBILITY I N  MATER 
SPECIFIC GRAVITY 
MELTING POINT 
EVAPORATION RATE 
APPEARANCE TED TABLETS, MONOGRAW4ED AHR-4b49 . . .  SECTION 4 F IRE AND EXPLOSION HAZARD DATA . . . . . . . . . . . . . . . . . . . . . . . . . . .  
FLASH POINT 

METHOD USED 
F L M A B L E  L I M I T S  

LEL 

NOT AfPLICArrCE 
NOT APPL I C A l  E 

NOT APPLICAWE 
UEL 

EXTINGUISHING MEDIA 
SPECIAL FIRE-FIGNTING _ _  - - 

PROCEDURES NOT A P P L I C A S E  

HAZARDS NONE 
UNUSUAL FIRE AN0 EXPLOSION 

. . .  SECTION 5 REACTIVITY DATA . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
STAB I L I TY 

HAZAROOUS DECDHPQSITION 

HAZARWUS POLYMERIZATION n u  

STABLE 
I NCMIPAT AB1 L I TY NONE anow 
OR BYPRODUCTS NONE K))DWW 

. . . . . . . . . . . . . . . . . . . . . . .  . . . . . . . . . . . . . . . . . . . . . .  



* * * SECTION 6 HEALTH HAZARD DATA . 
ROUTES OF ENTRY: 

CARCINDGENICITY: 

SIGNS AND 
SYMPTOMS 

OF 

PAGE 2 OF 3 

MATERIAL SAFETY ‘DATA SHEET (MSOS) 

OVER- 
EXPOSURE: ATROPINE, HYOSCYAMINE - 

PANCREATIN, PEPSIN, - 
EMERGENCY AND FIRST-AID 

PROCEDURES: 

NDC 0031-4649-XX 

. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
I&ESTIDU 

NONE OF THB COMmNENTS I N  TWIS PRODUCT ARE K N O ”  TO BE 

DRONSINESS, DIZZINESS, WEAKNESS, SEDATION 

C*rrCXNw;rN* 

SKIW RASH. 
SYSTEMIC T*ICITY IS NOT EXPECTED. 

HIGH DOSES MAY PUODUCE A LAXATIVE EFFECT: 

PROOWCT LABELIWG FOR FULL IWFORHATION ON 

EYE CWTACTP IRRIGATE SURFACES WITH NITER FOR 15 MIWUTES. 

SYMPTDnATIC AND SUPPORTIVE TREATMENT AS REWIRED. 

MEDICAL CONDITIONS AGGRAVATED 
BY EXPOSURE: HYPERSENLIT/IVITY TO ANY OF THE QMPONENTS; GLIUCOCU; URINARY 

RETENTI ON 

. . . . . . . . . . . . . . . . . . . . . . .  . . . . . . . . . . . . . . . . . . . . . . .  W N T I W E D .  

J 
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MATERIAL SAFETY DATA SHEET (MSDS) 

WDC 0031-4649-XX 

. . .  SECTION 7 PRECAUTIONS FOR SAFE HANDLING AND USE . . . . . . . . . . . . . . . . . . . . . . . .  
SPILLS AND ACCIDENTAL 

RELEASES: SWEEP OR S q V E L  INTO A (USTE QlWTAINER 

MINATE HATER, F D, OR FEED BY STORAGE OR 

N SITE OR AT AN bPPRDVED DISPOSAL FACIL ITY 
E Y I T H  LDCAL,STAVE,AND/OR FEDERAL REGULATIONS. 

HIS 1s A BIoLo&LY ACTIVE CUTERIAL. 
WASTE DISPOSAL METHOD: 

HANDLING AMD STORAGE: STORE AT RO@M TEMPERATURE, WTMEEN 59 AND 86 MGREES F. 

. . .  SECTION 8 CONTROL MEASURES . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
NO SPECIAL CONTROL MEASWRES ARE REWIRED UNDER *MAL CONDITIONS OF USE 

RESPIRATORY PROTECTION 
VENTILATION 
PRO1 ECT 1 VE CLOTHING 

OR EQUIPMENT 

WORK/HYGIENIC CRACTICES 

AVOID M)NT&T H I T H  EYES OR PROLONGEO CONTACT MITH SKIN. 

WASH T W U W H L Y  AFTER HANDLING 

. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  

HANDLING AND USE. 

FILE/OONNAZYM/TABLETS . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  



HATERIAL SAFETY P I T A  SHEET [MSDS) 
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EFFECTIVE 05/28/87 

m e u u w u w  NDC 0031-4649-XX 

. . .  SECTION 1 HANUFAClUrlER INFDRHAT30N . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
A. H. RO8INS CO.,INC. 1405 cUmIN)S DRIVE RLCM"D,  VA 232613609 

EHERGENCY TELEPHONE: ( 8 0 4 )  257-2 00 (1:30 AH - 5:OO PH) 
( 8 0 4 1  257-2 t 00 (AFTER H W R S )  

. . .  SECTION 2 COWPOSITION INFORMATION . . . . .  . . . . . . . . . . . . . . . . . . . . . . . . .  
?!%8&?& FINISHED ICAL PRW)UCl WE$ NOT CONSTITUTE A PHYSICAL 

WIZARD WITHIN 'THE MEANING OF 1910.1200. POT W I A L  HEALTH HAZARDS FROH 
INGESTION OR EXPOSURE TO t H E  P m  E DISCUSSED I N  S!CTION 6 8 E L W .  

!%i%%Ew: 
WXAPRAW HCL, USP 2OnG 

A 
701133-0 

if!w#HF 
WATER FOR INJBCTIDU USP, 8ENZYL A L W n o t  AS CRESERVATIVE (0.9%) 

. . .  SECTION 3 PHYSICAL/OIEMICAL CHARACTERISTICS q . . . . . . . . . . . . . . . . . . . . . . . . .  
8 O I L I U t  POINT 
VAPOR PRESSURE 
VAPOR DENSITY 
SOLUBILITY I N  WAlER 
SPECIFIC GRAVITY 
HELTIWG POINT 
EVAPORATION RATE 
APPEARANCE 

. . .  SECTION 4 FIRE AND EKPLOSION HAZARD DATA . . . . . . . . . . . . . . . . . . . . . . . . . . .  
FLASH POINT 

FLAWABLE L I M I T S  
HETWD USED 

LEL 
UEL 

EXTINWISHING HEbIA 
SPECIAL FIRE-FI~TING 

PROCEDURES NOT A P P L I C A a E  

HAZARDS NONE 
UNUSUAL FIRE AND EXPLOSION 

. . .  SECTION 5 REACTIVITY DATA . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
STAB1 L I TY S T M L E  
INC#IPATABILITY NONE KmYlN 
HAZARDOUS DEeMlPlbSITION 

OR BYPRODUCTS NONE KmWlN 
HAZARWUS POLYHERIZATION WILL NOT OCOR 

. . . . . . . . . . . . . . . . . . . . . . .  ~ T I N ~ D  . . . . . . . . . . . . . . . . . . . . . . . .  

i 
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MATERIAL SAFETY bATA SWEET (MSDS) 

D C  0031-4849-XX 

. . .  S E C T I O N 6  HEALTHHAZARDDATA . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
ROUTES OF ENTRY: 

CARCIUOGENICITY: NOUE Of THE: COMP@NLNTS I N  THIS PRODUCT ARE KNOWN TD BE 
C A R U W G E N I ~  

SIGNS AND 
SYMPTOMS 

OF 
OVER- 

EXPOSURE: 

EMERGENCY AND FIRST-AID EYE COWTACT IRRIGAT€ SURfAQS WITH WATER FOR 15 UINLITES. 
PRDCEWRES: S K I M  .IN!*$- UH AREAS SOAP AND WATER. 

TREATMEN OVElODLt : S V M P a k u T I C  AND SUPPORTIVE TREATMENT 
AS REWIRED SIIORT-ACTING IY BARBITURATES, OXYGEN. AMD 
RESmcITATICE EwIP"T S w D  BE USED As NEEDED 

UEDICAL COWDITIONS AGGRAVATED 
BY EXPOSURE: W P E R S E N S I T ~ V I T Y  TO I N Y  OF THE COnPONENTS 

. . . . . . . . . . . . . . . . . . . . . . .  coNTINUED . . . . . . . . . . . . . . . . . . . . . . . .  

I Y 1 I Y  I l l 1  I I 
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MATERIM SAFETY P A T I  SHEET ( I S D S )  

WW 0031-4849-XX 

. . .  SECTION 7 PRECAUTI#IS FOR SAFE HANDLING AND bSE . . . . . . . . . . . . . . . . . . . . . . . .  
SPILLS AND ACCIDENTAL 

RELEASES: SOAK UP ON ISDRBANT MATERIM AND PLACE I N  APPROVED WASTE 
COWTAINER. rHASH AREAS I I T H  SOAP AND WATER. 

WASTE DISPOSAL METHOD: DO NDT WNT~MINATE HATER. F-. OR FEED BY STORAGE OR 
DISPOSAL. 
DISPOSE OF N SITE #( A? AN APPROVED DISPOSAL FACIL ITY 
I N  ACCORBA 4 E WITH LOCAL.STYIE,AND/OR FEDERAL REGULATIONS. 

HXS I S  A B IQLDGkALLY ACTIVE MATERIAL. 

HANDLING AND STORAGE: STORE AT @M TEMPERATW, E T U E E N  59 AND B6 DEGREES F. 

. . .  S E C T I O N 8  WNTROLMEASURES . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
NO SPECIAL CDNTRDL MEASURES ARE REQUIRED UNDER *MAL CDWDITIDNS OF USE 

. . . . . . . . . . . . . . . . . , . . . . . . . . ~ . . . . . . . . . . . . . . . . . . . . . . . . .  
ACCURATE. A.H.RDBINS, WHEVER. USE6 MANY SOUICE AND REFERENCES FOR GATHERING THIS INFORMATIDN. 
THUS, A.H. ROBINS CANNOT WARANTEE WPLETENESS t R ACCURACY AND WSCLAIMS ALL L I A B I L I T Y  FOR ITS 
HANDLING AND USE. 

F ILE/WPRAH/ INJECT. .  . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  

THE INFORHATIDN CDNTAIMED I W  T H I S N S D L  IS, TO HE BfST DF 4.W.IpBINS' KNOWLEDGE, CWPLETE AN0 

I I  I l l 1  I I 



W T E R I M  SAFETY U T A  SHEET (HSDS) 

PAGE 1 OF 3 

EFFECTIVE 01/04/88 

. . .  SECTION 1 HAWUFACTIMER INFDRWTION . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
A. H. RWINS W.,INC. 1 4 1  CWMINC8 DRIVE RIOWOD,  VA 21261+60) 

EMERGENCY TELEP"E:  (804) "-9 (B:3O An - 5:W PH) 
(804) 2S7-20 0 (AlfTER M S )  

. . .  SECTION 2 c#wSITIW INFORMTION . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
FIUISHEO WRWClUl UL P m  DOfS WQT QW1STfTUTE A N F l S I E A L  

HAZARD NITHIN W E  MEANINC OF 29 CFR SEC 1910.1200. PDTElTIAL HEALTH HAZARDS FROM 
XMGESTIMI MI ENPOSURE TO THE FROWET AU DISCUSSED I N  SECTION 6 BELDN. 

A 
S S 0 8 - 7 M  

t i H d # % w i S  : 
PANCRELIPASE, USP l E W I V A L f N T  10 THE F#L#IIG):  

LIPASE, USP 4.000 U I T S  

MYLASE, M P  20,000 U I T S  
MUTEAS€, USP 25.000 WIfS 

. . .  SECTION J CWYSICAL/CM€HICAL OURACTERISTICS . . . . . . . . . . . . . . . . . . . . . . . . . .  

. .  

BOILING POINT 
VAPOR PRESSURE 
VAPOR DENSITV 
I O L U B I L I T V  I N  HATER 
SPECIFIC GRAVITV 
MELTING POINT 
EVAPORATIDW RATE 
APPEARANCE IN YIITE AND CLEAR CAPSULES, m R A W E D  

. . . . . . . . . .  . . . . .  . .  
8 

SECTION 4 F I R E  AND EXPLOSION HAZARD DATA . . .  
FLASH POINT 

M E l m  USE0 
F L U I U I L E  L I M I T S  

LEL 

MOT APPLICAB E 
NOT APPLICAI tE  

MOT APPLICABlE 
UEL NOT APPLICAI  E 

EXTINGUISHING MEDIA NOT A P P L I W [ E  
SPECIAL FIRE-FIGHTING 

P R k E W R E S  WT APPLICABLE 

W A R D S  "E 
UNUSUAL FIRE AND EXPLOSION 

. . .  SECTIONS R E A t T I V I T Y D A T A . ~ ~  . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
STABIL ITY STABLE 
I NCWP AT AB I L I TY 
HAZARWUS DEC#PDSITION 

HAZARDOUS POLVHERIZATIW NIL1 NOT mR 
NOWE KY#N 

OR BYPROWCTS WE K W  



MATERIAL SAFETY DATA SHEET (MSDS, - I D C  oo31-so2s-xx 

. . .  LECTIDN 6 HEALTH W A D D A T A  . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
ROUTES OF ENTRY: I &EST 101 

URCIYOGEWICITY: W E N T O  11 T l l S  ARE K W N  TD DE 

SIGNS AND 
SYMPTOMS OF 
OVEREXPOSURE: 

Y WUSE OIARRHlA OR TRAWSIENT INTESTIWAL UPSET. 
f-7 UBEL1WG FOR FULL IWFORUATIOW Ow 

SRRIGATE W F A  ES WITH MATER COR 15 MINUTES. - NASH AREAS MIfH SOAP AND MATER 
EUERGEKY AND FIRST-AID 

PROCEDURES: 
OVWSE: twtmnc TREATMENT; AS REWIRED 

MEDICAL CDNDlTIMlS UiOllAVATED 
BY EXPOSURE: lfV?ERSENSIIIIVITY TO AWY DF THE WWPMIENTS, ESPECIALLY TD PORK 

PllDTEIW 

Y 



MATERIAL SAFETY DATA SHEET (MSDS) 

WDC 0031-SO21-XX - 
. . .  SECTION 7 PRECAUTIONS COR SAFE HANDLING AND USE . . ...................... 

SPILLS AND ACCfDENTU 
REl,EASES : WEEP 01 WEL INTO A YISTE WNTAINER 

DO WQT Cow AMINATE MAT6R, RIOD, On CEED I V  STDRAGE OR 
DISPOSAL. 
DISPOSE O f  ON SITE OR AT AN APPROVED DISPOSAL FACIL ITY 
1Y A- I CE HfTM LOUL,STL;TE.AWD/~ FEDERAL REGULATIONS. 

STORE AT @OH TEMPERATURE, BETHEEW 59 AND 8b DEGREES f. 

THIS I S  A I X K ~ U L L Y  ACTIVE U T E h A L .  
MASTE DISPOSAL MET-: 

WYDLING AND S1Y)RAGE: 

. . .  SECTION B CONTROL MEASURES . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
NO SPECIAL W N T M L  MEAWRES ARE REWIRED U I M R  #ORHA1 c # I D I T I # S  OF U S E  

RESPIRATORY P ~ T E C T I M l  NONf REQUI(LE0 
VENTILATIDN NE SPECIAL~VENTILATION IS REWIRED 
PROTECTIVE CLOTHING _ _  . 

&7EOUIPHEYT 
#RK/HYGIENIC PRACTICES 

AVDlD CUNT CT WXTM EYES OR PROlWGED CONTACT WITH SKIN. 
NASW THOR&.Y AFTER HANDLING 

. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
THE INfORHATIOW CON1 INED I N  THIS MSDS I S ,  TO THE DES1 O f  A.H.@OINS' KI(OILEDGE, MMPLDTE AND 

ACCURATE. 

HANDLING AIIO USE. 

A . H . R D B I N S , ~ E V E R ,  USES MANY SDURC 5 A# REFERENCES FOR GATHERIWG THIL XNPORWATIDN. 
THUS, A.M. RDBINS CANNm GUARANTEE WMCLETENESS i OR ACCURACY AND a I S C l A I M S  ALL L I A B I L I T Y  FOR I T S  

fILE/ENTDLASE/UPSULES . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  

I I I I  1 I I  1 I I 
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PAGE 1 OF 3 

EFFECTIVE 01/04/88 - WSC 0 0 3 1 S 0 3 5 - X X  

. . .  SECTION 3 WSICAL/CHEWICAL CHARACTERISTICS . . . . . . . . . . . . . . . . . . . . . . . . . .  
WT APPLICAB E 
NOT APPLICAB E 
NOT A C P L I C U  E 
NOT APPLICAB E 
NOT APPLICAB E 
NOT APPLICAB E 
NOT A C P L I C M  E 
HICID)E*DS TAIUEO XN AND CLEAR CAPSULES, MOllDGRAWED 
ENTOUSE HP YO ANR 

. . .  SECTION 4 F I R E  AND EXPLOSION HAZARD OATA . . . . . . . . . . . . . . . . . . . . . . . . . . .  
i OOILXNG POINT 

VAPOR PRESSURE 
VAPOR DENSITY 
S O L U I I L I T Y  I N  HATER 
SPECIFIC GRAVITY 
MELTING POINT 
EVAPORATIOll RATE 
APPEARANCE 

F L A W  POINT 

F L A W B L E  L I M I T S  
METWD USED 

NOT APPLICABIE ' 
NOT APPLICABCE 

LEL NOT APPLICAB~E 
UEL 

EXTINWI SWI NG MEW A 
SPECIAL F I R E - F I W I N G  

PROCEWRES Io1 APPLICABLE 

WZARDS wOYE 
UNUSUAL FXRE AND EXPLOSION 

. . .  S E C T I O N 5  R E A C T I V I T Y O A T A . .  . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
STABILITY STABLE 
INCOnPATABILITY NONE K W N  
HAZARDOUS D E ~ I T I W  

OR BYPRDOUETS Y#lE KNwOm 
WZARWUS POLYMER~ZATION WILL MOT OCQR 

. . . . . .  

I 

. . . . . . . . . . . . . . . . .  COW TI NU^......................., 

i 
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MATERIAL SAFETY OATA WEE1 (MSDSI 

v IIDC 0031-SO35-XX 

. . .  S E C T I D N L  H E A L T H M A R D D A T A  . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
ROUTES OF ENTRY: INGCSTIQI 
CARCIlmGENICITY: 

SIGNS AND 
SVMPT#S OF 
OVEREXPOSURE: 

EWEUGENCY AN0 FIRST-AID ME COWTACQ IRMGATE W F A  EL WITH HATER FOR 1) MINUTES. 
SUIM WNTA$- W*SH AREAS H I k O A P  AND HATER. 
TREATMEWf OVERDOSE8 SYHP T I C  TREATMENT, AS REWIRED 

PROCEDURES: 

W E O I U L  amDITI@NS AGGRAVATED 
BY EXPOSURE: WPERSENSITbVITY TO AMY OF ME WWWENTS. ESPECIALLY TD PORK 

PROTEIN 

. . . . . . . . . . . . . . . . . . . . . . .  WNTIaED.  . . . . . . . . . . . . . . . . . . . . . . .  

a 
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u 
U T E R I M  L A f E P I  4ATA SHEET (WSDS) 

WOc 0031-5035-XX - 
. . .  S E C T I W  I PRECAUTIONS FDR SAFE WINOLING AWD VSE . . . . . . . . . . . . . . . . . . . . . . . .  

SPILLS AND ACCIPEWTM 
RELEASES: snm on S ~ E L  two A WSTE CWAIIIER 

HASTE DISPOSAL WETWD: rn ne1 QI~T IMATE WER. F OR FEED BY STLWGE m 
!# : tLOFI  IS IS A B I P D G I  4” A i L Y  ACTIVE MATERIAL. 

STORE AT ROdM TEMPERATW, BEWEEN I 9  AMD W DEGREES f. 

SITE OR AT AN PPROVED D I S P O U L  TACIL ITY 
IN *IXOWU E n m  LOUL~STA E,UD/DR FEDERAL REWLATIOIIS. 

NAWDLIYG A D  STDRAGE: 

IU SPECIAL QMTROL WEASI&ES ARE REWIRED UNDER e L  QW)ITIONS BF USE 

RESPI RATDRV PRDnECTIOH W E  REWIR 
VEWTILATIOU 
PRDTECTIVE CLOT)IIYG 

It0 SPECILL ~ I T I L A T I W  IS R E U I R E D  
~ - . . - _ _  . 

OR E b I h E N T  
#RI(/HYGIEYIC PRACTICES 

AVOID C W T A  NITH EYES OR PROLONGED QWTACT HITH SKIN. 
HASH TMDWW&Y AFTOR WIWOLIlG 

. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  

FILE/E)(fOLASE/MPUPS . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  

I Y  I 1  I I  I 1 1 



PAGE 1 OF 3 

MATERIAL SAFETY DATA SHEET (MSOS) EFFECTIVE 06/24/87 

v mc 0031-5049-xx 

. . .  SECTION 1 MANUFACTURER INFORMATION . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
A. H. ROBINS CO.,INC. 1405 c u r t I q S  DRIVE RICClWOlD, VA 23261-4609 

EMERGENCY TELEPNDNE: (104) 257- 00 ( B : W  AM - 5:OO PM) 
(104) 257-$0 (AFTER H W R S )  

. . .  SECTION 2 COnPOSITION INFDRMATIDN . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
AS FORMULATED, THIS FINISHED ICAL PRODUCT DOE NDT CONSTITUTE A PHYSICAL 

INGESTION OR EXPOSURE TO THE 
=EANING OF 29 CFR 1910.1200. POT[WTIAL HEALTH HAZARDS PROM 

E DISCUSSED I N  SECTION 6 BELDI. 

k - E i w F m i S  : 
PANCREATIN; USP EWIVALEW mMG 
PEPSIN 250 m 
B I L E  SALTS 150 MG 

ers 
8049-47-6 
9001-75-6 - 

%%%%%!D MUUOGLYCERIDBS, CAL IW CARBONATE. U L C I U W  SULFATE, CARNAUBA WAX, 
CELLULOSE ACETATE PHTHALATE, CORN STAR , OIETHYL PHTHALATE, EDIBLE INK, fD6C BLUE 2 

ACID, SUCROSE, TARTARIC ACID, TITANIUM t IOXIOE, W I T E  HAX, MAY CONTAIN F d C  RED 40 AND 
YELLOH 6 ALUnINUM LAKES 

ALUMINLM LAKE, GELATIN, MICROCRYSTALLI E CELLULOSE, POLYSORBATES, SHELLAC STEARIC 

. . .  SECTION 3 PHYSICAL/CHEMICAL CHARACTERISTICS . . . . . . . . . . . . . . . . . . . . . . . . . .  
BOILING POINT NOT APPLICA E 

VAPOR DENSITY NOT M P L I C A  E 
VAPOR PRESSURE NOT iPP+E 

SOLUBILITY I N  WATER 
SPECIFIC GRAVITY 
MELTING POINT 
EVAPORATION RATE NOT APPIICA~E 
APPEARANCE NHITE TAELET UONOGRIWWED AWR AND 5049 

. . .  SECTION 4 FIRE AND EXPLOSION HAZARD DATA . . . . . . . . . . . . . . . . . . . . . . . . . . .  
FLASH POINT 

FLAMMABLE L I M I T S  
METHOD USED 

NOT APPLICAB E 
NOT APPLICABtE 

NOT APPLIEAI) E 
NOT APPLICAB E 
NOT APPLICAB t E 

PROCEDURES NOT APPLICABLE 

HAZARDS NONE 

LEL 
UEL 

EXTINGUISHING MEOIA 
SPECIAL FIRE-FIGHTING 

UNUSUAL FIRE AND EXPLOSION 

. . .  S E C T I O N 5  R E A C T I V I T Y D A T A .  . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
STABIL ITY STABLE 
INCOMPATABILITY NONE UNO" 
HAZARDOUS DECOnPDfITION 
OR BYPRODUCTS NONE KNWN 

HAZARDOUS POLYMERIZATION n u  NOT OCCUR 

. . . . . . . . . . . . . . . . . . . . . . .  CONTINU~D . . . . . . . . . . . . . . . . . . . . . . . .  

1 I I 
IY 1 I 1  1 I 1 
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MATERIAL SAFETY DATA SHEET (MSDSI 

I D C  0031-5049-XX 

. . .  S E C T I O N 6  HEALTHHAZARDOATA . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
RWTES OF ENTRY: IHGESTION 

CARCINOGENICITY: NO(€ OF TH COMPONENTS I N  THIS PRODUCT ARE KNWN TO BE 
URCIIK)(;EN$ 

SIGNS AND 
SYHPTOnS OF 
OVEREXPOSURE: 

SKIN RASH. ‘HIGH W S E S  MAY F R O W E  A LAXATIVE EFFECT; 
SYSTEMIC TP)(ICITY IS NOT EXPECTED. 

IRRIGATE SURFAGES WITH HATER FOR 15 HINUTES. 

OVERWSE : W M P f # V I T I C  AND SUPPORTIVE TREATHENT 
- HASH M E A L  W I l M  SOAP AND NATER. 

EHERGENM AND F I R S T - A I D  
PROCEDURES: 

AS R E W I R E  

MEDICAL COWDITIONS AGGRAVATED 
BY EXPOSURE: HYPERSENSIT?VITV TO ANY OF WE CWPONENTS 

i 

IU , 1 I I  1 I 1 
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MATERIAL SAFETY )ATA SHEET (MSOS) 

. . .  SECTION 7 PRECAUTIONS FOR SAFE MANOLING AUD YSE . . . . . . . . . . . . . . . . . . . . . . . .  
SPILLS AND ACCIDEWTAL 

RELEASES: SWEEP OR S k E L  INTO A HASTE CONTAINER 

HASTE DISPOSAL METHOD: W NOT CONTWtNATE HATER. FOOD. DR FEED BY STORAGE MI 
A BIMOGICA~LY ACTIVE MATERIAL. 
OR AT AN APPROVED DISPOSAL FACIL ITY 
LOCAL,STAfE,AND/OR FEDERAL REGULATIONS. 

HANDLING AND STORAGE: STORE AT R@ TEMPERATURE, BETWEEN 59 AND I b  DEGREES F. 

. . .  SECTION I )  CONTROL MEASURES . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
I D  SPECIAL CONTROL MEASURES ARE REQUIRE0 UNDER N#mMAL co)(DITIONS OF USE 

............. 
OR EWIPHENT AVO10 CONTACT M I T H  EYES OR PROLONGED COUTACT M I T H  SKIU. 

WORK/HYGIENIC PRACTICES HAW TIIO-LY AFTER HANDLING 

. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
THE INFORMATION CONTAINED I N  THIS MSDS IS, TO E BEST OF A.H.RIBINS' KNOnLEOGE, COMPLETE AND 

ACCURATE. A.H.ROBINS, W E V E R ,  USES HAW SOURCE AND REFERENCES COR GATHERING THIS INFORMATION. 
THUS, A . H .  ROBINS CANNOT GUARANTEE COMPLETENESS b: ACCURACY A#) DISCLAIMS ALL L I A B I L I T Y  FOR I T S  
HANDLING AN0 USE. 

FILE/ENTOZYME/TABLETS . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  



MATERIAL SAFETY DATA SHEET (MSOS) 

PAGE 1 OF 3 

EFFECTIVE 03/10/67 

-) NOC 0031-5730-XX 

. . .  SECTION 1 HANUFACTLJkER INFORMATION . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
A. H. ROBINS CO.,INC. 1405 W I q S  DRIVE RlCnnOwO, V I  23261-6b09 
EMERGENCY TELEPHONE: 00 (6:30 AM - 5x00 PH) 

00 (AFTER I M ) R S )  

. . .  SECTION 2 CWPOSITI0N INFORMATION . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
FINISHED PMRMACE ICAL PRODUCT ODES "T CONSTITUTE A PHYSICAL 

E DISCULSEO I N  SECTION b BELOH. 
HAZARD H I T H I N  THE MEANING OF E9 CFR S 1910.1200. POTENTIAL HEALTH HAZMDS FRDn 
INGESTION OR 6XPWJRE TO THE P W C T  

ers 
7- 0 0  ME0 POTASSIUM) 

7U7-M-7 .--. -- . 
EDIBLE INK, E HYLCELLULDSE, COIC BLUE ALUIINW LAKE, FDK YELLW L, GELATIN, MAGNESIUM 

-LAURYL SULFATE, TITAllfW DIOXIDE. MAY CONTAIN FOLC RED 40 AND YELL& 6 
A L W I N W  LAKES. 

. . .  SECTION 3 PWSICAL/CHEMICAL CHARACTERISTICS . . . . . . . . . . . . . . . . . . . . . . . . . .  
NOT APPLIC LE 
NOT APPLIC LE 
NOT APPLlC LE 
MOT APPLfC LE 
NOT APPLfC LE 
NOT APPLICA LE 
NOT APPLqCA 4 LE 
PALE O R A l t E k A M D  OPAQUE W I T E  HARD GELATSN CAPSULES 
C1MOGRACIIEO M1CR@-K 10 AND WR/5730 

BOILING POINT 
VAPOR PRESSURE 
VAPOR DENSITY 
SOLUBILITY I N  WATER 
SPECIFIC GRAVITY 
MELTING POINT 
EVAPORATION RAT# 
APPEARANCE 

. . .  SECTION 4 FIRE AN0 RXPLOSION HAZARD DATA . . . . .  
FLASH PDINT NOT APPLICA LE 

FLAMMABLE L I M I T S  
LEL NOT APPLICA LE 
UEL NOT APPLIClfLE 

EXTINGUISHING M 8 D I A  NOT APPLICA LE 

METHOD USED NOT APPLl& 

. . . . . . . . . . . . . . .  . . . . . . .  

SPECIAL FIRE-FI()ITING 

UNUSUAL FIRE AN0 EXPLOSION 
PROCEDURES NOT APPLICA8LE 
nAtARos~ - ~ ~ - ~~~ 

NONE 

. . .  S E C T I O N 5  R E A C T I V I T Y O A T A . . .  . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
STAB1 L I T Y  ST LBL E 
INCOC(PATABIL1TY NONE KNOWN 
HAZARDOUS DECOMWSITION 

. . . . . .  
- . _  

OR BYPRODUCTS NONE KNOWN 
HAZARDOUS POLYMERIZATION n u  NOT OCUIJR 

. . . . . . . . . . . . . . . . .  CONTINUEO. . . . . . . . . . . . . . . . . . . . . . . .  

I I I  I / I  1 I I 
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MAUtERIU SAFETY bATA SHEET (WSDS) 

(10 LlEp ) UOC 0031-5730-XX 

. . SECTION 6 HEALTH HAZARD DATA . . . . . . . . , . . . . . , . . . . . . . . . . . . . . . . 
ROUTES OF ENTRY8 INGESTION 

SIGNS AND 
SYMPTOMS 

OF 
OVER- 

EXPOSURE : 

CARCINOGENICITYI N W E  OF THE COMPONENTS I N  THIS P R W C T  ARE KNDWN TO BE 
CUCI WGEN XI 

IS USUALLY ASY)9TOCUTIC AN0 MAY BE MANIFESTED 
NCREISED SERUM TASSIUM CONCENTRATION AND CHAR- 

F LT SEGMENT, A PROLONGATION OF THE OT 

AR COLLAPSE FRW CkROlAC ARREST. 
tOnnON ADVERSE *ACTIONS TO POTASSIW SALTS ARE 
TING ABD0nINAL OISCDWFDRT, AND DIARRHEA. 
D P R h C T  L U E L I Y G  FOR FULL INFORMATION QN SIDE- 

CG CHANCES cPEAl$r#; OF T WAVES, 1065 OF P HAVE, 

LATE MAYIFELTAT$NS INCLUDE MUSCLE PARALYSIS AN0 

E F f  ECTS 1 

EMERGENCY AND FIRST-AID EYE CONTACT+ IRRIGATE SURFACES WITH HATER FOR 15 MINUTES. 
PRDCEWRES: SKIN CDNlACt- MASH AREAS WITH SOAP AND MATER. 

PRESENT, nI ti INTRAVENWS S@IW IICARBONATE; USE-OF EXCHANGE 
RESIYS, HE&IALYSIS, OR PERITDNEAL DIALYSIS. 

V I T Y  TO ANY OF THE COMPONENTS; I N  PATIENTS WITH 
HANISHS FOR EXCRETING POTASSIW THE INGESTION OF 
ALTS CAN PRWUCE HYPERKALEMIA AND CARDIAC ARREST. 

MEDICAL CONDITIONS AGGRAVATED 
BY EXPOSURE: 

TD 

. . . . . . . . . . . . . . . . . . . . . . .  ~ ~ N T I U ~ E O  . . . . . . . . . . . . . . . . . . . . . . .  . 

J 

I I I I  1 IY 1 I 
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MATERIAL SAFETY @ T I  SHEET IMfDS) 

I D C  0031-5730-XX 

. . .  SECTION 7 PRECAUTIONS FOR SAFE HANDLING AND WE . . . . . . . . . . . . . . . . . . . . . . . .  
SPILLS AND ACCIDENTAL 

RELEASES: SNEEP OR S q E L  INTO A WASTE CONTAINER 

DO NOT CONT IYATE UAUTER, FWD,  OR FEED 8Y STORAGE OR 
DISPOSAL. T I S  IS A BIWff i I (1ALLY ACTIVE MATERIAL. 
DISPOSE OF S ITE OR AT AN HPROVED DISPOSAL FACIL ITY  
I N  ACUIIOAN i! WITH LOCAL, STliTE, AWD/OR FEDERkL REGULATIONS. 

STORE AT R w k  TEWPERATURE, 8 R N E E N  59 AND 86 DEGREES F. 

HASTE DISPOSAL METWlD: 

HANDLING AND STOIACE: 

. . .  SECTION 8 CONTROL MEASURES . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
NO SPECIAL CONTROL MEASURES ARE REWIRED UNDER N@WL CONDITIONS ff USE 

RESPIRATORY PROTECTION 
VENTILATION 
PROTECTIVE CLOTWING 

OR EQUIPMENT 
NORK/HVGIENIC PlACTICES 

AVOID CDNTAC WITH EVES OR PlPLONGED CONTACT NITH SKIN. 
NASH TIQROUdLY AFTER CUNDLIW 

. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
E BEST OF A.H.R INS' KWOHLEOGE. COMPLETE AND 

ACCURACY AND OILCLAIMS ALL L I A B I L I T Y  FOR I T S  
ACtLIRATE. A.H.R08INS, UID REFERENCES $R GATHERING THIS  INFORMATION. 

HANDLING AND USE. 

FILE/MICROKlO/CAPSULES . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  

I I 1  1 I U  I I 
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MATERIAL SAFETY bATA SHEET (MSDS) EFFECTIVE 03/10/87 

WDC: 0031-5720-XX 

. . .  SECTION 1 MANUFACTURER INFORMATION . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
A. Hm ROBINS CO.rINC. 1405 W I & S  DRIVE RICHMOND, V I  232614609 
EMERGENCY TELEPHONE: 1804) 257- 00 (1:30 AM - 5:OO PM) 

(604 ) 257-3 00 (AFTER HOURS) 

. . .  SECTION 2 CDnPOSITION INFORMATION . . . . .  + . . . . . . . . . . . . . . . . . . . . . . . . .  
FINISHED PHARHACE I C A L  P R O D X I  DOE6 NOT CONSTITUTE A PHYSICAL 

1910.1200. POTENTIAL HEALTH HAZARDS F R W  HAZARD H I T H I N  THE MEANING OF 29 CFR 
INGESTION OR EXPOSURE TO THE PRDWCT E DISCUSSED I N  SECTION 6 B E L W .  

-ioE 
A 

6OOHG ( 8  ME0 POTASSIW)  7447-40-7 

EDIBLE INK, E HYLiELLULOSE, FDLC BLUE 

ALWINUM LAKES. 

ALUMINUM LAKE, FDLC Y E L L W  6, GELATIN, MAGNESIUM 
-LAURYL SULFATE, T I T A N I W  DIOXIDE. MAY CONTAIN FDLC RED 40 AN0 YELLOH 6 

. . .  SECTION 3 PWSICAL/MEMICAL CHARACTERISTICS . . . . . . . . . . . . . . . . . . . . . . . . . .  
BOILING POINT 
VAPOR PRESSURE 
VAPDR DENSITY 
SOLUBILITY I N  HATER 
SPECIFIC GRAVITY 
WEETXNG~PDINT~ NOT A P P L I C A ~ L E  
EVAPORATION RATE 
APPEARANCE 

NOT APPLICAILE 

AHR/S720 
PALE ORANGE* CURD GELATIN CAPSULES MONOGRAMMED w1cno-K AND 

. . .  SECTION 4 FIRE AND EXPLOSIOW HAZARD DATA . . . . . . . . . . . . . . . . . . . . . . . . . . .  
FLASH POINT 

MET= USED 
FLAWABLE L I M I T S  

LEL 
UE L 

EXTINGUISHING MEDIA 
SPECIAL FIRE-FIGHTING 

UNUSUAL FIRE AND EXPLOSION 
PRDCEOUR ES 

HAZARDS 

NOT APPLICA E 
NOT APPLICA E 
NOT APPLICA E E 

NOT APPLICA@-E 

NONE 

. . .  SECTION 5 REACTIVITY DATA . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
STABIL ITY STABLE 
INCOWPATABILITY NONE KNWN 
HAZAROWS DE(XUIPOSITI0W 
OR BYPR6UCTS NONE KNOWN 

HAZARDOUS POLYMERIZATION HILL NOT DC@I 

. . . . . . . . . . . . . . . . . . . . . . .  C ~ ~ T I N ~ D  . . . . . . . . . . . . . . . . . . . . . . . .  
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MATERIAL SAFETY OATA SHEET (HSOS) 

I D C  0011-5720-XX 

. . .  SECTION 6 HEALTH HAZARD DATA . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  

MEDICAL CONDITIONS AGGRAVATED 
VITY TO ANY OF THE COMPONENTS; I N  PAT1 N S WITH 

ALTS CAN PROWCE HYPERKALEMIA AND CARDrAC ARREST. 
HANILUS FOR E X C B T I N G  POTASSIW THE I N ~ d T I O N  OF 

BY EXPOSURE: 

. . . . . . . . . . . . . . . . . . . . . . .  WNTI~ED . . . . . . . . . . . . . . . . . . . . . . . .  

I Y  I / I  I I 
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MATERIAL SAFETY @ I T A  SHEET (HSDS) 

mc 003l-n20-XX 

. . .  SECTION 7 PRECAUTIONS FOR SAFE HANDLING A10 1)SE . . . . . . . . . . . . . . . . . . . . . . . .  
SPILLS AND ACCIDENTAL 

RELEASES: SHEEP OR @VEL INTO A U S T E  CONTAINER 

E HLTH LOCAL, SThTE, AND/OR FEDERAL REWLATIONS. 

UASTE DISPOSAL METHOD: 

HANDLING AND STORAGE: STORE AT Ro(m TEWERATWZ, BETWEEN 59 AND 86 DEGREES F. 

. . .  SECTION 8 CONTROL HEASURES . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
NO SPECIAL CONTROL MEASURES ARE REWIRED UNOER N@HAL COWDITIONS OF USE 

NO SPECI IL  {ENTILATION I S  REOUIRED 

AVOID COWTA T HITH EYES OR P@OLONGED CONTACT H I T H  SKIN. 
HASH TMDRDU$ILY AFTER HANDLIIG 

RESPIRATORY PROTECTION NONE REOUIR D 
VENTILATION 
PROTECTIVE CLOTHING 

OR EQUIPMENT 
IIDRK/HYGIENIC PIIACTICES 

. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
THE INFORMATION CONTAIWED I N  THIS HSOS IS, TO 

ACCURATE. A.H.ROBINS, H~wEVER, USE MAW s m c E  
THUS, A.H. ROBINS CANNOT GUARANTEE iMPLETENESS 
HANOLING A N 0  USE. 

FILEIMICROKB/CAPSULES . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  

I I I I I  I I I  I 
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NATERIAL SAFEtY DATA SHEET (MSDS) EFFECTIVE 03/10/87 

klmuuum NDC 0031-1535-XX 

. . .  SECTION 1 MNUFACTURER IUFORRIATIOW . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
A. H. ROBINS CD.,INC. 1405 C W @ N G S  DRIVE RICWIIDND, VA 23261-660) 

EMERGENCY TELEPHONE: ( 1 0 4 )  25*2000 (8:30 AM - 5:OO PM) 
(104) 25d-2OOO (AFTER HOURS) 

. . .  SECTION 2 eDI(POSIT1ON INFORMATION. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
U T I U L  PROWCT DDES NOT CONSTITUTE A PHY 
EC 1~10.1100. *TBNTIAL HEALTH HAZARDS 
ARE DISCUSSED I N  SECTION 6 BELDW. IWGESTlON OR 

. . .  SECTION 3 PHYSICAL/CHEMICAL OURACTERISTIC6 . . . . . . . . . . . . . . . . . . . . . . . . . .  

TABLETS EN(RAVED AHR 1535 

BOILING POINT 
VAPOR PRESSURE 
VAPOR DENSITY 
SOLUBILITY I N  WATER 
SPECIFIC GRAVITY 
MELTING POINT 
EVAPORATION RATE 
APPEARANCE 

. . .  SECTION 4 F IRE AND EXPLOSION b U R D  DATA . . . . . . . . . . . . . . . . . . . . . . . . . . .  
FLASH POINT 

FLAMMABLE L I M I T S  
METHOD USED 

LEL 101 APPLICAIILE 
UEL 

EXTINGUIWING MEDIA 
SPECIAL FIRE-PIGHTING 

PRDCEWlRES ttm APPLI~ABLE 
UNUSUAL F IRE AND EXPLOSION 

HAZARDS NONE 

. . .  S E C T I O N 5  R E A C T I V I T Y O A T A . .  . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
STABIL ITY  STAB1 E 
XNCWPATMIL ITV  N W E  KNOW) 
HAZARWUS OECOnPOSITION 

OR BYPRUWtTS NONE KNOW 
HAZARDOUS P O L ~ E R I Z A T I O U  Y I L L  NOT lCCUR I 

I 

. . . . . . . . . . . . . . . . . . . . . . .  ~ ~ N T ~ N U E D  . . . . . . . . . . . . . . . . . . . . . . . .  

I I  I I I I  I I 
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MATERIAL SAFETY'DATA SHEET (MSDS, 

v lloc W31-1535-XX 

. . .  SECTION 6 HEALTH HAZARD DATA . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
ROUTES OF ENTRY: INGESTIOW 

CARCINOGENICITY: NONE OF TI4 
C I R C I  NOGEM% 

tOllWWENTS I N  THIS PROWCT ARE KNO" TO BE 

SYMPTWS OF 
OVEREXPOSURE: 

EMERGENCY AND FIRST-AID EYE COWTACT 
SKIN . I N f A i -  HASH AREAS MI)( SOAP AND WATER. 

IRRIGATE SURFAQES WITH WATER FOR 15 HINPTES. 
PROCEDURES: 

TREATMENT OVERDOSE : SYMPTQMATIC TREATMENT, AS REWIRED 

MEDICAL CONDITIONS AGGRAVATED 
BY EXPOSURE: WPERSENSIT~VITY m ANY OF THE COMPONENTS 

. . . . . . . . . . . . . . . . . . . . . . .  C D N T I ~ O t o .  . . . . . . . . . . . . . . . . . . . . . . .  

I I i I I I  I I I  I 
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MATERIAL SAFETY DATA SHEET (MSOS) 

. . .  SECTION 7 PRECAUTIONS FOR SAFE HANOLING AND USE . . . . . . . . . . . . . . . . . . . . . . . .  
SPILLS AND ACCIDENTAL 

RELEASES: SHEEP OR S))OVEL INTD A HASTE CONTAINER 

HASTE DISPOSAL METHOD: 

HANDLING AND STORAGE: STORE AT R h TEMPERATURE, lETMEEN 59 AND 86 DEGREEQ F. 

DO No7 CON AMINATE WATER, FOOD, OR FEED BY STORAGE Y R  
OISPOSAL. THIS  IS A BIDLOGfCALLY ACTIVE MATERIAL. 
DISPOSE OF ON SITE OR AT AN APPROVED DISPOSAL FACIL 
IN ACCDmA E H I T H  LOCAL,STATE,AHD/DR FEDERAL REGUL 

. . .  SECTION 8 CONTROL MEASURES . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
NO SPECIAL CONTROL MEASURES ARE 

RESPIRATDRY PRDT ECf IDN 
VENTILATION 

OR EOUIPMEWT 
HORK/HYGIENIC PRACTICES 

PROTECTIVE CLOTHING 
AVOID CON1 
HASH T W R O ,  f HLY AFTER HANDLING 

T WITH EYES DR ?ROLONGED CONTACT WITH SqIN.  

. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
THE INFORMATION CONTAINED I N  THIS  MSDS IS, TO HE BEST DF A.H.mBINS’ KNOCILEOGE, COHPLE/TE AND 

ACCURATE. A.H.ROBINS, MOHEVER, USES MANY SWRC AND REFERENCES FOR GATHERING THIS INFORUATION. 
THUS, A.H. ROBINS CANNOT GUARANTEE COMPLETENESS R ACCURACY AND DISCLAIMS ALL L I A B I L I T Y  FbR ITS 
HANDLING AND USE. 

FILE/MITROLAN/TA~LETS . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  

I I I  I , I  I I I 



)I)TERIAL SAFE* DATA SHEET (MSOL) 

!PAGE 1 OF 3 

i 
EFFECTI~VE , 06/11/87 

NOC 0 0 3 l J 8 8 3 - X X  

. . .  SECTION 1 HANUFACTURER INFORMATION . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
A. H. ROBINS CD.,INC. 1405 C W I ) I G S  ORIVE RICMOND, V I  23261-6609 

EHERGENCY TELEPHONE: (604) 267 OOO ( B : W  *)I - S:00 PHI  
(804) 257 $ OOO (AFTER H W R S )  

, 

. . .  SECTION 2 COMPOSITION INFORMATION . . . . . . . . . . . . . . . . . . . . . . . . .  1 . . . . .  
I 

FINISHED PHARWCE ICAL PMlWCT WS NOT CWSTITUTE A PHYSICAL 
HAZARD H I T H I N  THE HEANIwt  OF 29 CFR S C 1910.1200. 
INGESTION OR EXPOSURE TO THE PRODUCT f RE DISCUSSED I N  SECTION b BELOW. 

PlJTENTIAL HEALTH HAZARDS FROn 

-b TABLET CONTAINS: 
POTASSIW SALICYLATE JOOHG 
POTASSIW UIINOBENZOATE l ) o 0 n G  

578-36-9 
138-84-1 

. . .  SECTION 3 PHYSICAL/CHEMICAL CMARACTERISTZCS . . . . . . . . . . . . . . . . . . . .  ., . . . . .  
8 O I L I N G  POINT 
VAPOR PRESSURE 
VAPOR DENSITY 
SOLUBILITY I N  MATER 
SPECIFIC GRAVITY 
MELTING POINT 
EVAPORATION RATE 
APPEARANCE NTERIC-COATED TABLETS, HONDGRACI(E0 AHRI AND 5883 

I 

I 

. . .  SECTION 4 FIRE AND EXPLOSION WIZARD DATA . . .  . . . . . . . . . . . . . . . . . . . . . . . .  
FLASH POINT 

FLAWABLE L I H I T S  
METHOD USED 

~. 
LEL NOT APPLIC~LE 
UEL 

EXTINGUISHING HEDIA 
SPECIAL FIRE-FIBHTING 

PROCEDURES NOT A P P L I C q L E  

WIZARDS NONE 
UNUSUAL FIRE AND EXPLOSION 

. . . .  . . .  SECTION 5 REACTIVITY DATA . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  . I .  

STABIL ITY STABLE 
INCDMPATABILITY NOYE KNWN 
HAZARDOUS OEWMPOSITION 

OR BYPRODUCTS NOIE KNWN 
HAZARDOUS POLYMERIZATION N I L L  NOT OCCUR 

. . . . . . . . . . . . . . . . . . . . . . .  ~ ~ N T I N ~ E D  . . . . . . . . . . . . . . . . . . . . . . . .  

I I 
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MATERIAL SAFETY, DATA SHEET (MSDS) 

N E  0031-5883-XX 

. . .  SECTION 6 HEALTHHAZARD DATA . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
RWTES OF ENTRY: I IGESTION ~ 

CARCINOGENICITY: NONE OF TH COlWONElTS I N  THIS PR-T ARE KNWN TO,BE , 
SIGNS AND 
SVWPTOnS 

OF 
OVER- 

EXPOSURE : 

EMERGENCY AND FIRST-AID 
PROCEWRES: 

EYE CONTAC~- IRRIGATE SURFACES NITH HATER FOR 11 MINUTES. 

... 
L A V A G C  +ITOR PLASMA SAL~CYLATE-LEVELS 

ANY OF THE COI(P0NENTS; I N  PATIE 
FOR EXCRETING POTASSIW THE I& 

C M l o u c I  HYPERKALEMIA AND CARD1 

MEDICAL CONDITIONS AGGRAVATED 
BY EXPOSURE: 

. . . . . . . . . . . . . . . . . . . . . . .  WNTI~ED . . . . . . . . . . . . . . . . . . . . . . . .  

I I Y  I I I I  I 
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UATERIAL SAFETY DATA SHEET tMSDS1 

. . .  SECTION 7 PRECAUT1O)IS FOR SAFE HANDLING 131D.USE . . . . . . . . . . . . . . . . . . . . . . . .  
SPILLS AND ACCIDENTAL 

RELEASES: SWEP DR SWVEL INTO A WASTE CONTAINER 

HASTE DISPOSAL METHM): 

HANDLING AND STORAGE: STORE AT R@M TEMPERATIAE. UETHEEN 59 AND 86 DEGREES F. 

 SECTION^ CONTROLMEASURES . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  

PROTECTIVE CLOIHING 
OR #QUIPMENT 

NDRK/HYGI ENIC I)RACTICES 
AVOID COITA 1 WITH EYES OR PROLONGED CONTACT WITH SKIN. 
NASH TW&tUY AFTER HANDLING 

. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
THE INFORMATION WNTAPNED I N  THIS HSDS IS, TO ME BEST OF A.H.IIIBIWS' KNOnLEOGE, COnPLETE AND 

ACCURATE. A.H.RDBINS, EVER, USE MANY SOURCE AND REFEREMCES FOR GATHERING THIS  INFORMATION. 
THUS, A.H. ROBINS CAYNO%ARANTEE tWPLETENEJS I R ACCURACY WO DlSCLAIMS ALL L I A B I L I T Y  FOR I T S  
HANDLING AND USE. 

FILE/PABALATE/SF . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  

I I I 
I Y  I I I  I I I 
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MATERIAL SAFETY DATA SHEET (MSOS) EFFECTIVE 06/11/87 

HOC 0031-5816-XX PIIILITE 

. . .  SECTION 1 MANUFACTURER INFORMATION . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
A. H. ROBINS CO.,INC. 1409 C W I d G S  DRIVE RICHIOND, VA 23261-6609 

EHERGENCY TELEPHONE: ( 8 0 4 )  257- OOO (8:30  AM - 5100 PM) 
(804) 257-fOOO (AFTER W R S )  

. . .  SECTION 2 COnPDSITIDN INFORUATION . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
AS FORMULATE , THIS F I N 1  HE0 PHARWICE DOCS NOT CONSTITUTE A PHYSICAL 

INGESTION OR IEXPOSURE TO THE PRDOUCT I N  SECTION 6 BELOU. 
X E A N I N !  OF 29 CFR S P m E N f I A L  HEALTH HAZARDS FROM 

A 
54-21-7 

54287-22-8 

. . .  SECTION 3 PHYSICAL/CHEMfCAL CHARACTERISTICS . . . . . . . . . . . . . . . . . . . . . . . . . .  
BOILING POINT 
VAPOR PRESSURE 
VAPOR DENSITY 
SOLUBILITY I N  WTER 
SPECIFIC GRAVITY 
HELTING POINT 
EVAPORATION RATE 
APPEARANCE TABLETS, )(OYffiRAIWED AHR AN0 5 8 1 6  

. . .  SECTION 4 FIRE AND EXPLOSION HAZARD DATA . . . . . . . . . . . . . . . . . . . . . . . . . . .  
FLASH POINT 

FLAMMABLE L I M I T S  
HETHDD USED 

LEL NOT APPLIC BLE 

EXTINGUISHING MEDIA NOT APPLIC BLE 
UEL NOT APPLic+LE 

SPEC1 AL- F1 R E - F l h l l  I WG 

UNUSUAL FIRE AND EXPLOSION 
PROCEWRES NOT APPLICIBLE 

HAZARDS NONE 

. . .  SECTION 5 REACTIVITY DATA . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
STAB1 L I T Y  STAIILE 
INCOMPATABILITY NONP K W N  
HAZARDOUS OECDCPOSITIOW 

OR BYPRWUCTS NONE K N M N  
HAZARDOUS POLYWUZATION n u  HOT OECUR 

. . . . . . . . . . . . . . . . . . . . . . . .  ~ I ~ U E D  . . . . . . . . . . . . . . . . . . . . . . . .  

Y I I I I  I IU I 
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MATERIAL SAFETY DATA SHEET (MSDS) 

U h M I E  NDC 0031-5B16-XX 

. . .  SECTION 6 HEALTH HAZARD DATA . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
ROUTES OF ENTRY: INGESTION 

CARCINOGENICITY: I N  THIS PRODUCT ARE K N D ”  TO BE 

RAPID B R E I  HING, WPERACTIVtTY AND POSSIBLY CDNVULSJWS. 
THIS PRbGR SSES W I C K L Y  TO DEPRESSION, COMA, RESPIRATORY 
FAILURE, A D COLLAPSE, AID IS ACCMPANIED BY SEVERE 
ELECTROLYT t DISTURBANCES. 

CENTRAL NE MUS SYSTEM STIMULATION wnn VOMITING, SIGNS AND 
SYMPTOMS 

OF 
OVER- 

EXPOSURE: 

NAUSEA, WITlNG, ACIDOSIS, ITCHING, RASH, FEVER, HETHEMO- 
G L M I N E M I A ~  AND POSSIBLY HEPATITIS 

(SEE ATTA ED PRDDUCT LABELING FOR FULL INFORMATION ON 
SrDE E F A )  

EMERGENCY AND FIRST-AID 
PROCEDURES: 

MEDICAL CONDITIDNS A a A V A f E D  
BY EXPOSURE: HYPERSENSIVIVITY TO ANY OF THE COMPONENTS 

. . . . . . . . . . . . . . . . . . . . . . .  C D N T I I U E D . . . . .  . . . . . . . . . . . . . . . . . . .  

Y IY I I I  I I I 
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MATERIAL SAFETY DATA SHEET (MSDS) 

I O C  0031-51116-XX EAMLAU 

. . .  SECTION 7 PRECAUTIONS FOR SAFE HANOLING AND USE . . . . . . . . . . . . . . . . . . . . . . . .  
SPILLS AND ACCIOENTAL 

RELEASES: SHEEP OR SH@EL INTO A HASTE CONTAINER 

w NOT WNT MINATE MATER. F D, OR FEED ny STORAGE OR 
DISPOSAL. 
DISPOSE OF N S I T E  OR AT AN PPROVEO DISPOSAL FACIL ITY 
I N  AtCORDAN t E NITH LDWL.STA!E.ANO/OR FEDERAL REGULATIONS. 

STORE AT RDon TEMPERATURE, BETWIEEN 59 AND B 6  DEGREES F .  

HIS 1s A BIQOG$ALLY ACTIVE MATERIAL. 
MASTE DISPOSAL WETHOO: 

HANDLING A M 0  STORAGE: 

. . .  SECTION 8 CONTROL MMASURES . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
NO SPECIAL CDNTROL MEASURES ARE REWIRED UWOER N)RMAL CONDITIONS OF USE 

RESPIRATORY PROTECTION W O N €  REWIR 0 
PROTECTIVE CLOllHING 

OR BWIPMEWT 
WORK/MGIENl t  k A C T I C E S  

VEYTILATIDN 10 SPECIAL I E N T I L i T i o W  Is REoUIREo 

AVOID CONTA T Y I T H  EYES w( MDLDNGED CONTACT Y I T H  SKIN. 
HASH THOR&LY AFTER HINDLING 

. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  

FILE/PABALATE/TABLETS . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
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MATERIAL SAFETY OATA M E T  (MSDS) EFFECTIVE 01/04/88 

. . .  SECTIDW 1 MANUFACTURER fWFO#UTIDN . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
A. H. ROBINS W., IK .  1605 m I # C S  M I V E  RItmDND, V I  132614609 

EMERGENCY TELEPHONE: 0 0 1 )  297- OOO f8:30 UC - 5:oO PHI 
(004) 2n-!OOO (AfTER HOURS) 

f f € % E R w i S  : 
ACETIIIINOPHEN, USP 

us 
10340-2 

XYPllDPYL MEfWLqELLtJLDSE, MAGNESIW STEMATE. 
EN, MICIKICRYST L I N E  CELLULOSE, P@LVSORLATE 

L CITRATE, MNTIhN OIM. 
20, POTASSIUII SORBATE, W E  GLYCOL, PR%LPARAIIEN, SACOURIN SWIW, 

. . .  SECTION 3 PHYSICAL/OIEWIUL OWIACTERISTICS . i . . . . . . . . . . . . . . . . . . . . . . . .  
BOILING POINT 
VAPOR PRESSURE 
VAP6R DENSITY 
SOLUBILITY IN MATER 
SPECIFIC GRAVITY 
WE~TING-POINT- 
EVAPORATION RATE 
APPEARANCE 

NOT APPLICA LE 
Wf TE, CAPStLt-SHAPED 
Ow ONE SXDE AND AHR O i  

CILWCDATED 
THE *HER 

TABLET ENGRAVED b201 

. . .  SECTXDW 4 FIRE AND EXPLOSION HAZARD DLTA . . . . . . . . . . . . . . . . . . . . . . . . . . .  
FLASH POINT NOT APPLICA LE 

FLAMMABLE L I M I T S  
LEL NOT APPLICA LE 

EXTINGUXSMIWC MEDIA NOT APPLICA LE 

METMOD USED A P d E  a 

UEL N o t  APPLICi f  LE 

SPECIAL F I R E - F I M T I N G  

UNUSUAL f I R E  AillD EXPLOSIW 
PROCEDURES NOT A P P L I W L E  

HAZARDS YPYE 

. . .  SECTION 5 REACTIVITV DATA . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  

. . . . . . . . . . . . . . . . . . . . . . .  ~ T I ~ D , . . . . . . . , . . . . . . . . . . . . . . .  
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MATERIAL SAFETY DATA SHEET 01SDSI 

KK 0031+20)-XX 

. . .  S E C T I O U b  HEALTWHA2ARDDI;IA . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
W E S  OF ENTRY: IffiESTIOU 

CARCINOGENICITY: WE OF TH CWWttENTS I N  THIS P I O W e T  ARE KNDnN TO 6E 
CAUCI W E  N$ 

S I t N S  A N 0  
S r n P T W S  

OF 
OVER- 

EXPOSURE : 

1RRlGATE SURFACES MITH MATER FOR 15 MINUTES. - MASH AI I IAS NID( SOAP AN0 MATER. 
EMERGENCY AN0 FIRST-AID 

PROCEDUIIES: 
OVERDOSE: IYWdED EMESIS, LAVAGE. 
BE HELPFUL. IC PDtENTlALLY TOXIC 

RUM ACETAHIIOPHCN LEVELS S W L D  OR 

MEDICAL CONDITIONS AGGRAVATED 
6Y EXPOSURE: 

~ T I ~ E D  . . . . . . . . . . . . . . . . . . . . . . .  . . . . . . . . . . . . . . . . . . . . . . . .  
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MATERIAL SAFETY bATA SHEET COI$DS, 

NDC w31420)-xx 

rn SECTIOU 7 P R E C W I W S  FOR SAFE H I M K I N G  AND VSE . . s . s a s . 
SPILLS AND ACCIOENTAL 

RELEASES: S#EP OR *VEL INTO A HASTE e M A I l E R  

ACTIVE MATERIAL. 
HASTE DISPOSAL IET)(D: 

WWDLIYG AND STORAGE: STORE AT TOIPERANlE,  lFTHEEM 59 A N 0  Ob EGREES F. 

. . .  SECTIDWO W l T R O L  MUSURES . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
Yo SPECIAL QmTROL MEASURES ARE REWIRED U D E R  W L  ODlDITEOWS OF USE 

RESPIRATORY P a m E c i m  
VENTILATIOII 
PROTECTIVE CL0I)IING 

OR EkUIPnENl 

WDRK/HYGIENIC CRACIICES 

AVOID CWTA4T WITH WES OR P R O L W E D  CWTACT UITH SKIN. 

WISH T H O M Y  AFTER )(WDLIIG 

. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
THE INFORMATION QHITAI ED IN THIS BINS' UNOHLEffiE, CDIBLETE AN0 

lWS, A.H. ROBINS CANNOT WARAMTEE SCLAIHS M L  L I A B I L I T Y  FOR ITS 
)UNDLXlG AND USE. 

FILE/PMEWAPW/CAPLETS.. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
ACCURATE. A.H.KIBINS, &EYER, USE DR GATHERING THIS IMFORNATION. 

Y I Y  I I I  1 I I 



MAtERIAL SAFETY DATA SHEET (MSDS, 

RAGE 1 OF 3 

EFFECTIVE M/14/8? - WDC 00314242-XX 

. . .  SECTION 1 MANUFACTURER INFORCUTION . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
A. H. ROBINS CO.,INC. 1405 Cu)+(II(GS DRIVE R I C I M N D ,  V I  132614609 

EMERGENCY TELEPHONE: (WOcI 2 R -  0 (8:x) AM - 5100 Pt4) 
(8001) 2n-gO (AFTER H W R S I  

. . .  SECTION 2 COMPOSITION INFORHATlON . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
S FINISHED PHARHACEIATIML P ~ O U C T  DOES NOT CONSTITUTE A PHYSICAL 

ACETAMNOPWEN USP a254 m 
WOEIWE P H O S P ~ T E ,  USP i s  nc 

(MARWINO: MAY BE W I T  FORMING) 

CIS 
103-90-2 

4144442-6 

E L L W  10, EDIBLE INK, FDLt BLUE 1, F a t  RED 3 OR 40, F U C  YELLOW 6, 
STEARATE, tmwu S T ~ ~ R C H  GLYCOLATE, STEARIC ACID. 

. . .  SECTION 3 PHYSICAL/CHEnICAL CHARACTERISTICS . . . . . . . . . . . . . . . . . . . . . . . . . .  
BOILING POINT 
VAPOR PRESSURE 
VAPOR DENSITY 
SOLUBILITY I N  WITER NOT APPLjCAlLE 
SPECIFIC GRAVITY NOT APPL1CA LE 
MELTING POINT NOT APPLlCA LE 
EVAPORATION RATE 
APPEARANCE 

. . .  SECT1044 4 FIRE AND EXPLOSION HAZARD DATA . . . . . . . . . . . . . . . . . . . . . . . . . . .  
FLASH POINT 

F L A W B L E  L I M I T S  
METHOO USED 

NOT APPLlCA LE 
101 APPLltA1l.E 

LEL NOT APPLICA~LE 
UEL 

EXTINGUISHING M E D I A  
SPECIAL FIRE-FIGHTING 

PRDCEWRES NOT APPLICAlLE 

HAZARDS NONE 
UNUSUAL FIRE A N 0  EXPLOSION 

. . .  SECTION 5 REACTIVITY DATA . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
STAB1 L I T Y  STABLE 
I NCOMPAT AB1 L I T Y  NONE KNOW 
HAZARMJUS OECOC(POSITI0N 

OR BYPROWCTS NONE K I M  
UZAROOUS POLYMEkIZATION WILL NOT OCmR 

. . . . . . . . . . . . . . . . . . . . . . .  C O N T I N U E D , .  . . . . . . . . . . . . . . . . . . . . . .  

J 
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MATERIAL SAFETY DATA SHEET (WSDS) 

IKZ 0 0 3 1 4 2 4 2 - X X  

. . .  S E C T I O N 6  HEALTHHAZARDDATA . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
ROUTES OF ENTRY: INGESTION 

CARCINOCENICITY: N W E  OF THE COnWNENTS I N  THIS PROWCT ARE K N M H  TO BE 
CARCIW~GEWI~ 

SIGNS AND 
SYMPTOMS 

OF 
OVER- 

EXPOSURE : 

EMERGENCY AND FIRST-AID 
PROCEDURES: 

SEVERE OVE OSAGE MAY PRUOUQ NAUSEA, VOMITING, PERSPIRATION, 
AND GENERAL O I S W F W U .  
TO LIVER WEYS, AUD CENT L NERVWS SYSTEM. REPEATED I N -  
GESTION b F  a OXIC DOSES HAY % W K E  CIRRHOSIS OF THE LIVER. 
POTENTIALLY TOXIC DOSE IS A d o u T  10 GRAMS. 

M A 8 I V E  OVERDOSAGE HAY PROOUCE DAMAGE 

ILL, #)(ISTIPATID(, SLDW HEART RATE, HIGH BLOW 
SPIRATORY ORPRESSION, URIIARRY RETEMTIOM, 
5, ITCHING, RESARITORY ARREST, CMn 

EYE CONTACT IRRIGATE SURFApS U I T H  HATER FOR 15 MINUTES. 

TRfATMNT 0 OYB SE: INOU D EMESIS. LAVAGE. AMD ACTIVATED 
SKIN a N ~ A c f -  YAKREAS wxg SoAP Am WATER. 

CHARCOAL MA BE UELCFUL. I F  POTENTIALLY TOXIC DOSES ARE 
IIICESTED. SrRun A C E T A M I ~ Y W  LEVELS SWOULD BE MONITDRED 

AND LIVER FUNCTIMI TLSTS 
RIALLY IONIVORE#. THE ANTIDOTE FOR ACETA- 
ACETYLCYSTEINE, kWL0 BE ADMINISTERED U I T H I N  
MI116 1NGESTIOY 

MEDICAL CONDITIONS AGGRAVATED 
BY EXPDSURE: HYCERSENSITtVITY TO ANY OF W E  COWPONEWTS; INDIVIDUALS 

CHlONICALLYIEXPOSED TO AL 
SUsCEPi I )LE iTo THE T o x i c  %us OF AcEiAnINoPHEN. 

L OR OTHER DRVGS MAY BE MORE 

. . . . . . . . . . . . . . . . . . . . . . .  CDMfINWED. . . . . . . . . . . . . . . . . . . . . . . .  

I Y  I I I  1 I I 
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MATERIAL SAFETV DATA W E E 1  (MsDS) 

MDC 0031-6242-XX 

. . .  SECTION 7 PRECAUTIONS FOR SAFE HANDLING AND U4E . . . . . . . . . . . . . . . . . . . . . . . .  
SPILLS AND ACCIDENTAL 

RELEAEES: 

HASTE DISPOSAL METHW): 

SHEEP OR Y(O\((LL INTO A HASTE CONTAINER 

DO llDT WWA NATE MATER, F-. OR FEED BY STORAGE OR 
DISRISAL. T S IS A BlOLDCIC/LLY ACTIVE MATERIAL. 
DISPOSE OF S I T E  OR AT AN APPROVED DISPOSAL F A C I L I T Y  
I N  ACCORDANC t HITH LOCAL,LTATI,AND/OR FEDERAL REGULATIONS. 

STORZ. AT R W I /  TEMPERATURE, BEWEEN 59 AND B6 DEOREES F. HANDLING AN0 STORAGE: 

. . .  SECTIONS CONTROL MEASURES . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
NO SPECIAL CONTROL MEASURES ARE REWIRED UWDER N O q A L  CDNDITIOWS OF USE 

RESPIRATORY PRDTECTION NONE REWIRED! 
VENTILATION 
PROTECTIVE CLOTHlNG 

NO SPECIAL V E ~ T I L A T I W  IS REWIRED 

OR EOWIPMENT 

WORK/HYGIENIC PRACTICES 

AVOID CDWTACT HITH EYES 011 PROLONGED CDNTACT CIITH SKIN. 

HASH T H O R h Y  AFTER HANDLING 

. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
THE INFORMATION CONTAIN D I N  THIS MSDS IS, TO TH 8 E S f  OF A.H.ROBXNS' KNDCILEDGE, COMPLETE AND 

ACCURATE. 
THUS, A.H. ROOINS CANNOT WARANTEE CWPLETENESS OR ACCMACV AND DISCLAIMS ALL L I A B I L I T Y  FSR ITS 
HANDLING AND USE. 

FILE/PHENAPHN/N02 . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  

A.H.RO(LINS, d E V E R ,  USES MANY SOuRCES IN0 RfFEREWCES FIR GATHERING THIS INFDR At ION.  
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MATERIAL SAFETY )ITA SHEET O I S O S )  EFFECTIVE ~ / 1 4 / a 7  - NDC 0001-6257-XX 

. . .  SECTION 1 MANUFACTURER INFORMATION . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
A. H. ROBINS CO.,INC. 1405 M I W A S  DRIVE R l M Q l D ,  V I  232614609 
EMERGENCY TELEPHONE: ( 8 0 4 )  SS7-2 00 (8:W AM - 5:60 PM) 

( 8 0 4 )  157-2300 (AFTER HOURS) 

. . .  SECTION 2 COnPOSITIOW INFORMATION . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  

CIL 
10340-2 

4144442-6 

AS FORMULATED, THIS FINISMEO WARMACE ICAL PRDWCT mE NOT CONSTITUTE A PHYSICAL 
HAZARD WITHIN THE MEANING OF 29 CFR SE 1910.1200. POT NTIAL HEALTH MAZARDS FROM 
INGESTION OR EXPOSURE TO THE CROWCT A 1 E DISCUSSED I N  5 I CTIoll 6 BELOW. 

325 1% ACETAMINOPHEN, USP 
CODEINE PHOSPMTE, USP 30 f f i  

m i N S :  

(WARNING: MAY BE HABIT FOIIUING) 

. . .  SECTION 3 PHYSICAL/OIEMICAL CHARACTERISTICS . . . . . . . . . . . . . . . . . . . . . . . . . .  
BOILING POINT 
VAPOR PRESSURE 
VAPOR DENSITY 
SOLUBILITY I N  WATER 
SPECIFIC GRAVITY 
MELTING POINT 
EVAPORATION RATE 
APPEARANCE 

. . .  SECTION 4 FIRE AND EWPLOSION HAZARD OATA . . . . . . . . . . . . . . . . . . . . . . . . . . .  

NOT A P P L I C A k E  
UEL 

EXTINGUISHING MEDIA 
SPECIAL FIRE-FIGHTING - - 

PROCEWREZ NOT APPLICA~E 

HAZARDS "E 
UNUSUAL FIRE AND EXPLOSION 

. . .  SECTION 5 REACTIVITY DATA . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
STABIL ITY 
INCOCIPATABILITY 

STABLE 
NONE K W  

HAZARDOUS OECOUPOSITION 

HAZARDOUS POLYMERIZATION n x u  NOT OCWR 
OR BYPRODUCTS NONE K W  

. . . . . . . . . . . . . . . . . . . . . . .  c D N T I N l l 0  . . . . . . . . . . . . . . . . . . . . . . . .  
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MATERIAL SAFETY ~ A T A  SHEET ~ M S D S )  

D C  0031-6257-XX 

m . S E C T I O N 6  HEALTHHAZARDDATA . . * . . . . . . e . e , + . . . . . . n e . e . . 
ROUTES OF ENTRY: INOESTIDN 

CARCIWOGENICITY: YOWE OF THE'CONWNENTS IN THIS PRODUCT ARE KNOWN TD BE 
CARCI NOGhNI 4 
SEVERE OVERkSAGE MAY PRDOW: YAUSEA, VOMITING, PEqSPIRATION, 
AND OEIERAL DISCOMFORT. MASIIYE OVERDOSAGE MAY PR@I&E DAMAGE 
TO LIVER, K DNEYS, AND CENTWL YERVWS SYSTEM. REPErTED IN- 
GESTION OF t OXJC W S E S  CUY PQODUCE CIRRHOSIS OF THE LIVER. 
POTENTIALLY TOXIC WSE IS ABOUT 10 GRAMS. 

SIGNS AN0 
SYMPTOMS 

OF 
OVER- 

EXPOSURE : - 
EMERGENCY AND FIRST-AID 

PROCEDURES : 

SUSCEPTIBLE TO THf  TOX 

THIS f l  

. . . . . . . . . . . . . . . . . . . . . . .  ~ T I N ~ D . .  . . . . . . . . . . . . . . . . . . . . . .  
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MATERIAL SAFETY Q A T A  SHEET (MSDS) 

IOC 0031-6257-XX 

. . .  SECTION 7 PRECAUTIONS FOR SAFE HANDLING AND USE . . . . . . . . . . . . . . . . . . . . . . . .  
SPILLS AND ACCIDENTAL 

RELEASES: SHEEP OR SmVEL INTO A HASTE CONTAINER 

DO HOT tONT MINATE NATER, FmO. OR FEED BY STORhGE OR 

DISPOSE OF N SITE OR AT AN bPPRDVEO DISPOSAL FACIL ITY 
I N  ACCORDAN I E H I T H  LDCAL,STATE.AND/OR FEDERAL REGULATIONS. 

STORE AT RDbM TEMPERATURE, B€THEEN 69 AND 66 DEGREES F. 

o x s m s A L .  HIS IS A BIOLOGICALLY ACTIVE CUTERIAL. 
HASTE DISPOSAL WETHOD: 

HANDLING A N 0  STORAGE: 

. . .  S E C T I O N 8  CONTROLUGASURES . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
NO SPECIAL CONTROL HEASURES ARE REOUIRED UNOER NORMAL CONDITIONS OF USE 

RESPIRATDRY PROTECTXDN NONE REOUIR D 

PROTECTIVE CLOTHING 
VENTILATION No SPECIAL L T I L A T I O N  Is REQUIRED 

OR BPUIPMENT AVOID CONTAtT MITH EVES OR PROLONGED CONTACT HITH SKIN. 

WDRK/HYGIENIC PRACTICES HASH T H D R a H H Y  AFTER HANDLING 

. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
THE INFORHATION CONTAIiNED I N  THIS MSDS I S ,  TO HE BEST OF A.H.ROBINS' KNDWLEDGE, CDUPLETE AND 

ACCURATE. A.H.ROBINS, MOWEVER, USES MANY SWRCE AN0 REFEREMCES FOR GATHERING THIS INFORUATION. 
THUS, A.H. ROBINS CANNOT GUARANTEE COMPLETENESS i R ACCURACY AND DISCLAIMS ALL L I A B I L I T Y  FOR I T S  
HANDLING AND USE. 

FILE/PHENAPHN/NOJ . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  

I I I I I I  I IY 
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MATERIAL SAFETY DATA SHEET tWSDS) EFFECTIVE 05/14/87 - WDC 0031-6274-XX 

. . .  SECTION 1 WANUFACTU(ER INFORIIATION . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
A. H. ROBTNS CO.,INC. 1405 CurrI6S DRIVE R I C H M I D ,  V I  23261-6609 

EMERGENCY TELEPHONE: (0041 257-$04 (8:30 AM - 5000 PM! 
(104)  2!57- (AFTER WWRS) 

. . .  SECTION 2 CDnPOSITION XIFORMATION . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
FIYIHED PWAIMACE ICAL PROOUCl 006 NOT CONSTITUTE A P W S I C A L  

HAZARD Y I T H I N  THE MEANING OF 29 CFR S 1910.1200. POTiEHTIAL HEALTH HAZARDS FROn 
INGESTION OR EXPOSURE TO THE P l l o w n  I E O I S M S E D  I N  SECTION 6 BELDW. 

! i m d H % % i N S :  
ACETAMINOPHEN, USP 329.S 
C W E I N E  PHOSPNATE, U P  LOI m 

(YARNING: HAY BE W I T  FORMING) 

CIS 
103-90-2 

4144442-b 

to N S ARCH, C V E L L W  10, EDIBLE fNK FDLC GREEN 3 OR BLUE 1, FOLC YELLOW 6, 
N A G N f S I W  STEARATE, bOOIW STARCH GLYCOLATE, STEARIC ACID. 

. . .  SECTION 3 PMYSICAL/CHEMICAL CHARACTERISTICS . . . . . . . . . . . . . . . . . . . . . . . . . .  
BOILING POINT 
VAPOR PRESSURE 
VAPOR DENSITY 
SOLUBILITY I N  HATER 
SPECIFIC GRAVITV 
WELTING POINT 
EVAPORATION RATE 
APPEARANCE 

. . .  SECTION 4 FIRE AND EXPLOSION HAZARD DATA . t . . . . . . . . . . . . . . . . . . . . . . . . .  
FLASH POINT 

METClOD USED 

L L L  
UE L 

FLAMMABLE L I n m  

SPEC1 AL F 1 RE+ I NG 
EXTINGUISHING M IA 

PROCEDURES NOT APPLICAILE 

HAZARDS NONE 
UNUSUAL FIRE AND EXPLOSION 

. . .  SECTION 5 REACTIVITY DATA . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
STABIL ITY STAULE 
INtOnPATABIL ITY NONE KNOW 
HAZARDWS DECOnPOSITfON 
OR BYPRODUCTS NONE KNOMN 

HAZARDOUS POLYMERIZATION M I L L  NOT OCdUR 

. . . . . . . . . . . . . . . . . . . . . . .  WNTINJED . . . . . . . . . . . . . . . . . . . . . . . .  
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MATERIAL SAFETY DATA SHEET (MSDS) 

m C  0011-6274-XX 

. . .  SECTION 6 MEALTH HAZARD DATA . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
W E S  OF ENTRY: INCESTION 

CARCINOGENICITYI 

SIGNS AND 
SVHPTOHS 

OF 
OVER- 

EXPOSURE : 

NME OF THE'CPIPDNENTS IN TMIS PRDOUCT ARE KNO" TO BE 
CAIC~ NOGENI~ 

SEVERE OVERI)OSAG~ MAV p m u c  NAUSEA, VOMITING, PERS~IRATION, 
AND 6ENEIAL D I S T F O R T .  MAS1 I V E  OVERDOSAGE HAY P R W C E  DAMAGE 
TO LIVER. KkMIEY , AND Q w T M L  NERVOUS SYSTEM. REPEATED I N -  
GESTION bF t O X I C  WSES WV PkOOUCE CIRRHDSIS O f  THE-LIVER; 
POTENTIALLY TOXIC WSE I S  ABOUT 10 GRAHS. 

I L S ,  CONETIMTIDY,  CLDW HEART RATE, HIW BL#ID 
SPIRITORV DEPRESCION, URINARY RETENTION, 
5, ITCMING, RESP$RAToRV ARREST, COMA 

- 
EMERGENCY AND FIRST-AID 

PROCEDURES: 

SYWTOHATIC AND SUPPORTIVE TREATMENT AS REWIRED 

MEDICAL CONDITIONS AGGRAVATED 
BY EXPOSURE: MVPEISENSJT@ITV TO ANY OF TME COIIPONENTS: INDIVIDUAL5 

CHRINICILLY EXPOSED TO AlconOL DR OTHER DRUGS WAY BE hORE 
SUSCEPTIBLE h0 TME TOXIC EFFlCTS OF ACETAHINOPHEN. 

. . . . . . . . . . . . . . . . . . . . . . . .  C O W T I ~ D . . . . .  . . . . . . . . . . . . . . . . . . .  

I 
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MATERIAL SAFETY W T A  SHEET (MSDS) 

NDC 0031-6276-XX 

. . .  SECTION 7 PRECAUTIONS FOR SAFE WNDLIWG AND U[;E . . . . . . . . . . . . . . . . . . . . . . . .  
SPILLS AND ACCIDENTAL 

RELEASES: SHEEP DR S W E L  INTO A HASTE CONTAINER 

00 NOT C W T  INATE HATER, FWD, OR FEE0 BY STORAGE OR 

DISPOSE OF S I T E  OR AT AN @PROVED DISPOSAL FACIL ITY 
I N  ACCORDANC f H I T H  LOtALrSTAT€,AND/MI FEDERAL REGULATIDNS. 

STDRE AT RW TEWERATURE, BEWEEN 59 AND 86 DEGREES F. 

DISPOSAL. IS IS A i m o G i e y L L y  ACTIVE MATERIAL. 
HASTE DISPOSAL MET-: 

HANDLING AND STORAGE: 

. . .  SECTION 8 CONTROL MEASURES . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
I D  SPECIAL CONTROL MEASURES ARE REWIRED UUDER NO@MAL CONDITIONS OF USE 

RESPIRATORY PROTECTION NONE R E W I R E  
VENTILATION 
PROTECTIVE CLOTHING 

OR EOUIPMENT AVOID CONTACT nnn EYES on PIKJLOWGED CONTACT WITH SKIN. 

HORK/HYGIENIC PRACTICES HASH T C C R W L Y  AFTER HAMOLIW 

. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
THE INFORMATION CONTAIyED IN THIS MSDS IS, TO TCE BEST OF A.H.R INS' KNWLEDGE ODnPL TE AND 

THUS, A.H. ROBINS CANNOT GUARANTEE COMPLETENESS d ACCURACY AN0 DISCLAIMS ALL L I A B I L I T Y  to$ I T S  
HANDLING AND USE. 

FILE/PHENAPHN/NOI. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  

ACCURATE. A.H.ROBIMS, m E V E R ,  USES MANY SOURCES! AND REFERENCES % GATHERING T n i s  iN& TION. 
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MATERIAL SAFETY DATA SHEET (WSDS) EFFECTIVE 05/14/87 

NDC 0031-62Sl-XX 

. . .  SECTION 1 MANUFACTURER INFDRMATl3N . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
A. H. R W I N S  CO.,INC. 1405 CUHMINaS DRIVE R I C I M N D ,  V I  23261460) 

EMERGENCY TELEPaNE: 1 8 0 4 )  257-2 (# : to  AM - 5:OO PM) 
(804) 2 5 7 - 2 g  (AFTER HWRS) 

. . .  SECTION 2 U W P O S I T I Q l  INFORMATION . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  

t i i k W W 3 N S :  
ACETAMINOPHEN. USP &SO MG 
tODEINE PHOSPIkTE, USP 30 MG 

(HARNINC: HAY BE W I T  FORMING) 

c*s 
103-90-2 

41444-62-6 

CALCIW SULFAT ~ O R N  STARCH, MICROCRY~TALLINE CELLULOSE, POLYETHYLENE GLYCOL, 
DIOXIDE, SDOlUn BISULFITE, SDOIW STARCH GLYCOLATE, STEARIC ACID. 

. . .  SECTION 3 PHYSICAL/CHEI(ICAL CHARACTERISTICS . . . . . . . . . . . . . . . . . . . . . . . . . .  
BOILING POINT 
VAPOR PRESSURE 
VAPOR DENSITY 

CAPSULE-SHAPED QWPRESSEO TABLET ENGRAVED 

SOLUBILITY I N  HAVER 
SPECIFIC GRAVITY 
MELTING POINT 
EVAPORATION RATE 
APPEARANCE 

AHR AN0 6251 

. . .  SECTION 4 FIRE AND EKPLOSIOW HAZARD DATA . . . . . . . . . . . . . . . . . . . . . . . . . . .  
FLASH POINT 

METHOD USED 
FLAMMABLE L I M I T S  

LEL 
UEL 

EXTINGUISHING MEDIA 
SPECIAL FIRE-FIGHTING 

UNUSUAL FIRE A N 0  EXPLOSION 
PROCEWRES 

HAZARDS 

. . .  SECTION 5 REACTIVITY DATA . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
STABIL ITY STABLE 
INCOWPATABILITY NONE KNOW 
HAZARDOUS OECOMPDSITION 

OR BYPRODLKTS NONE KNOW 
HAZARDOUS POLYMERIZATION n u  NOT OCWR 

. . . . . . . . . . . . . . . . . . . . . . .  CO)(TINUEO. . . . . . . . . . . . . . . . . . . . . . . .  

I 
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MATERIAL SAFETY #ATA SHEET (MSDS) 

NDC 0031-6251-XX 

. . . SECTION 6 HEALTHHAZARDDATA . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . , 
ROUTES OF ENTRY: lNGESTION 

CARCINDGENICITY: NONE OF THE ICDWPDNENTS I N  THIS PRDWCT ARE KNOWN TO BE 
CARCINDGBII~ 

SIGNS AND 
SYMPTOnS 

OF 
OVER- 

EXPOSURE: 

SAGE MAY P l y l w c f  NAUSEA, W H I T I N G ,  PERSPIRATION, 
f&CP(F#IT. 
MEYS, AND CENTR L NERVWS SYSTEM. REPEATED I N -  
XXC DOSES ( U Y  P k O U C E  CIRRHOSIS OF THE LIVER. 
OXIC W S E  I S  MbuT 10 GRAMS. 

HAS$IVE OVERDOSAGE MAY PRODUCE DAMAGE 

v 

EMERGENCY AND FIRST-AID 
PROCEWRES : 

EYE CO(ITAC1-r IRRIGATE SUIIFACCS M i l H  WATER FOR 15 MINUTES. 
MUI AUEAS WIT SOAP AND WATER. 

OVEWOSE: I lDUC& EMESIS, LAVAGE, AND ACTIVATED 
BE MELPWL. IF POTENTIALLY TDXXC W S E S  ARE 

INGESTEC. ssRtm A~ETMIIRPHEN LEVELS S r r n U ~ t ~  SE ~ O N ~ ~ O R E D  
BEGINNING 4 OURS AFTER INGESTION AND LIVER FUNCTION-TESTS 
SHOULD BE S I A L L Y  CMIITORED. THE ANTIWTE FOR ACETA- 
MIWPHEN. N f CETYLCYSTEIWE. N W L D  BE AOMINISTERED . ._ _ __  
WITHIN 16 RS FDLlr* I IW 1NdESTXON;- 
SEVERE OPI% EFFECTS SUCH AS RESPIRATORY DEPRESSION MAY BE 
REVERSED BY ALOXONE. 
S W T W A T X C  END SUPPORTIVE TREATMENT AS REWIRED 

MEDICAL CDWDITIOIS AGGRAVATED 
I T Y  TO ANY OF TCE QmPONENTS; INDIVIDUALS 
XCDSED TO ALWWL OR OTHER DRUGS HAY BE MORE 
0 THE TOXIC E F F e T S  OF ACETAMINOPHEN. 

BY EXPOSURE: 

. . . . . . . . . . . . . . . . . . . . . . .  ~ ~ ~ T I N ~ D  . . . . . . . . . . . . . . . . . . . . . . . .  

! I I I I I I  I I 1  
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HATERIAL SAFETY DATA SHEET (MSDS) - MDC 0031-6251-XX 

. . .  SECTION 7 PRECALJTIONS FOR SAFE HANDLING AND &E . . . . . . . . . . . . . . . . . . . . . . . .  
SPILLS AND ACCIDENTAL 

RELEASES: SHEEP OR SwI)VEL INTO A MASTE CONTAINER 

DO NOT COWT MIWATE HATER, FODD, OR FEED BY STORAGE OR 
DISPOSAL. HIS IS A BIOLOGICALLY ACTIVE MATERIAL. 
DISPOSE OF SITE OR AT AN APPROVED DISPOSAL f A C I L I T Y  
I N  ACCORDAN 1 E HITH LOCAL.STAfE,AWDIDR FEDERAL REGULATIONS. 

STORE AT R M M  TEIIPERATURE, BfTWEEN 59 AND 66 DEGREES F. 

HASTE DISPOSAL HETHOD: 

HANDLING AND STORAGE: 

. . .  SECTION 6 CONTROL HEASURES . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
NO SPECIAL CONTROL MEASURES ARE R E W I R E 0  UNDER NQmUL CONOITIOKS OF USE 

NO SPECIAL ~ N T I L A T I O N  IS REOUIRED 

AVOID W N T A a  WITH EYES OR PMLONGED CONTACT KITH SKIN. 

HAW T H D R W L Y  AFTER WAYDLING 

RESPIRATORY PROTECTION NDNE REPUIR 
VENTILATION 
PROTECTIVE CLOTHING 

OR EOUIPHENT 

)IORK/HYGIENIC PRACTICES 

. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
THE SNFMIHATIDN CONTAIMED IN T H I S  HSDS IS, TO YE BEST OF A.H.RmINS' KNDWLEDGE. COHPLETE AND 

ACCURATE. A.H.ROBINS, H@HEVER, USES HAW SOURCE AND REFERENCES mR GATHERING THIS  INFORMATION. 
THUS, A.H. RDBINS CANNOT GUARANTEE m P L E T E N E S 6  & ACCURACY MID DISCLAXHS ALL L I A B I L I T Y  FOR ITS 
HANDLING AND USE. 

FILE/PHENAPWN/L5OCOD. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  



MATERIAL SAFETY bATA SHEET (MSDS) 

PAGE 1 OF 3 

EFFECTIVE 05/28/87 

PONDIHIW NDC 0031-1447-XX 

. . .  SECTION 1 MANUFACTURER INFORMAT~ON . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
A. H. ROBINS CO.,INC. 1405 W I N ~ S  DRIVE RICHMOIID, VA 23261J60) 
EMERGENCY TELEPHONE: (804) 257-2 0 (I:30 AM - 5:M PM) 

(8041 257-2 t 0 (AFTER W S )  

. . .  SECTION 2 cOnP0SITIO)r XIFORnATIDN . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  

. . .  SECTION 3 PHYSICAL/CWEMICAL CHARUCTERISTICS . . . . . . . . . . . . . . . . . . . . . . . . . .  
BOILING POINT 
VAPOR PRESSURE 
VAPOR DENSITY 
SOLUBILITY I N  HAVER 
SPECIFIC GRAVITY 
MELTING POINT 
EVAPORATIOM RATE 
APPEARANCE COMPRESSED TABLETS WONOGRACWlED AHR AND C447 

. . .  SECTION 4 FIRE AND EHPLOSION HAZARD DATA . . . . . . . . . . . . . . . . . . . . . . . . . . .  
FLASH POINT NOT ACPLICABLE 

METHOD USED NOT APPLICABkE 
FLUmABLE L I M I T S  

LEL NOT APPLICABbE 
UEL NOT APPLICAB E 

PROCEDURES NOT ACPLICABLIE 

HAZARDS NONE 

EXTINGUISHING MEUIA NOT A p P L I U B i E  
SPECIAL F I R E - F I U h I N G  

UNUSUAL FIRE AND EXPLOSION 

. . .  S E C T I O N 5  R E A C T I V I T Y O A T A .  . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
STABIL ITY  STABLE 
INWMPATABILITY NONE KNWN 
HAZARDOUS O E ~ P O S I T I O N  

MI BYPRODUCTS NONE K N O ”  
HAZARDOUS POLYMER$ Z A T I O N  H I L L  MOT OCCUI 

. . . . . . . . . . . . . . . . . . . . . . .  C~NTINUEO . . . . . . . . . . . . . . . . . . . . . . . .  

I I 
I I  I I I I  I I 
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MATBRIAL SAFETY W T A  W E E 1  IMSDS) 

WC 0031-b417-XX 

. . .  S E C T I O N 6  HEALTHHAZARDOATA . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
ROUTES OF ENTRY: INGESTION 

CARCINOGENICITY: NONE OF THE tolPOMENTS I N  THIS PRDWCT ARE KNOW TO BE 
CARCIWDCEYIC 

SIGNS AND 
SYMPTOMS 

OF 
OVER- 

EXPOSURE : 

DROWSINESS. IARRYEA, AND DRY W M H  ARE THE HOST CDeMON 
ADVER6E REA IOYS. IW W E R e A G E ,  THE FOLLWING MAY BE 
SEEM: AGI tAT 9) olt M W S r N E S  W l F U S I O N  FLUSHING SMIVERING, 

RAPID M A R T  EAT, CMIVULSIONS, COMA, IRREGULAR HEART BEAT, 
OR CAROIAC A REST 
(SEE ATTACHE PRDOUCT LADELI= FOR FULL INFDRWATION CN 
SIDE-EFFECTS t SWEATING, A 1NA.L PAIN, OV%IREATHING, 'DILATED p i )p I i s ,  

EMERGENCY A N 0  FIRST-AID EYE CONTACT- IRRIGATE SURFACE& WITH WATFR FOR 15 MINUTES. 
SKIN CWITACT+ HASW AREAS WITH SOAP AND HATER. 
TREATMENT OF'WERDOSE: GISTRI  LAVAGE AND ACTIVATED CHAR- 

AS REOUIRfD. (SEt ATTACHED 5 OWCT LABELIWC FOR A DETAILED 
DESCRIPTIDN @F THE MANAGEMENT OF FENFLURAWINE OVERDOSAGE 1 

PROCEDURES: 

COAL WAY #E ~ELPFWL; SYMPTOWA IC ANO SUPPORTIVE TREATMENT 

MEDICAL CONDITIONS AGGRAVATED 
BY EXPOSURE: HYPERSENSITIVITY 10 ANY OF THE COMPONENTS 

THE 

. . . . . . . . . . . . . . . . . . . . . . .  CDNTXNUtD . . . . . . . . . . . . . . . . . . . . . . .  

Y Y I I  I I I I  I I 
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MATERIAL SAFETY dATA SHEET (USDS) 

eDWDInIW NDC 0031-6447-XX 

. . .  SECTION 7 PRECAUTIONS FOR SAFE HANDLING AND #E . . . . . . . . . . . . . . . . . . . . . . . .  
SPILLS AND ACCIDENTAL 

RELEASES: WEEP OR S W E L  INTO A HASTE CONTAINER 

00 NOT tOWT IYATE HATER, FOQO, OR FEED BY STORAGE OR 

DISPQSE OF S I T E  OR AT AN @'?ROVED DISPOSAL FACIL ITY 
I N  ACCORDAN k YITW LDCAL,STATE,AND/OR FEDERAL REGULATIONS. 

STORE AT R d l  TEMPERATURE, BETHEEN 59 AND 86 DEGREES F. 

DISPOSAL. IS I S  A BIOLOGIOILLY ACTIVE MATERIAL. 
WASTE DISPOSAL METHDD: 

HANDLING AND STORAGE: 

. . .  SECTION 8 CONTROL MEASURES . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
NO SPECIAL CONTROL MEASURES ARE REWIRED UNDER NO(IHAL CONDITIONS DF USE 

RESPIRATORY PROtECTION NONE R E W I R E  
VENTILATION 
PRDTECTIVE CLOTHING 

CONTACT H I T H  SKIN. 

. . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  

FILE/PDNDIMIN/TABLETS . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  

I I 
I I  I I I I  I I 



MATERIAL SAFETY P I T A  W E E 1  IMSDS) 

PAGE 1 OF 3 

EFFECTIVE 07/io/a7 

v 0031-6649-XX 

. . .  SECTION 1 HANUFACTURER INFOAMATIDN . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
A.  H. ROBINS CO.,INC. 1405 ClJHWN* DRIVE RICHMDKI, V I  23261-1609 

EMERGENCY TELEPHONE: o (a:30 AM - 5:m pn) 
0 (AFTER HOURS) 

. . .  SECTION 2 CWPOSITION INFORWITIO)( . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  

t 5 & % M w $ S  : 
OUINIDINE SULFlTE, USP 3 W G  

us 
6591-63-5 

ACACIA, ACETYL TED MOMOGLYtERIDES, CALC W SULFATE, CAR 

DERIVATIVE. MAY CONTAIN FWC RED 40 AN I YELLOW 6 AWWIHLM LAKES. 

UBA WAX,  EDIBLE INK, FOLC 
-GUAR GUM, MAWESIUN OX DE, MAEHESIW S%UTE, POLYSORBATES, SHELLAC, 

SUCROSE, T I T A N ~ ~ ~ J M  DIOXIDE, MITE WLX, A o OTHER INGREDIENTS, WE OF WICH IS A CORN 

. . .  SECTION 3 MSICAL/CI(EMICAL CMARACTERISTICS . . . . . . . . . . . . . . . . . . . . . . . . . .  
BOILING POINT NOT A?PLICAB E 

VAPOR DENSITY NOT APPLICAB E 
SOLUBILITY IN WATER 
SPECIFIC GRAVITY 
MELTING POINT 
EVAPORATION RATE 
APPEARANCE WITE, SWIRKOATED TABLET llOYOGRAMMED WINIDEX AND AHR 

VAPOR PRESSURE NOT APPiicABiE 

. . .  SECTION 4 FIRE AND EXPLOSION HAZARD D A l A  . . . . . . . . . . . . . . . . . . . . . . . . . . .  
FLASH POINT NOT APPLICAB4E 

H€THOD USED NOT APPLICABLE 
FLAMMABLE LIMITS 

LEL NOT APPLICABLE 
UEL NOT APPLIWBLEE 

EXTINGUISHING HEDSA NOT APPLIWBbE 
SPECIAL FIRE-FIGHVING 

PROCEDURES HOT APPLICABLE 
UNUSUAL FIRE AND EXPLOSION 

HAZARDS NONE 

. . .  SECTION S REACTIVITY DATA . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
STABILITY STABLE 
INCOWPATABILITY NONE KNOWN 
HAZARDOUS DECoWPOLITION 

OR BYPROWCTS NONE UWUU 
HAZARDOUS POLYMERIZATION UILL NOT OcC& 

. . . . . . . . . . . . . . . . . . . . . . .  W N T I N U Q ,  . . . . . . . . . . . . . . . . . . . . . . . .  

I I 
IY 1 I I  I I I 
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MATERIAL SAFETY DATA SHEET (MSDS) 

v D C  0031-664)-XX 

. . .  S E C T I O N 6  HEALTHHALARDDATA . . . . . . . . . .  . . . . . . . . . . . .  . . . . . . . . . . .  
ROUTES OF ENTRY: INGESTIDW 

CARCINOGENICITY: NO)(E OF TW COMPONENTS I N  THIS PR-T ARE K N O "  TO BE 
c u I c I N m N %  

HE EARS, HEARING LOSS, DIZZINESS, LIGHT-HEADED- 
G, RASH. A L L E R G k  REACTIONS, HEADACHE, NAUSEA, 

SXGNS AND 
SYMPTOMS 
OF S I N .  IRREGULAR HEARTIEAT. FEVER. WUSCLE AND 

OVER- 
EXPOSURE : 

RAPID WEARTIEAT, LOHERED ~LOOD-PRESSUR~T 
DEPRESSION. F L U B  I N  LUNGS. DECREASED BLOOD 
AINTING, SEIZURgS, C W A  
D PROWCT LABELbNG FOR FULL INFORHATION ON 

SIDE-EFFEC 

EMERGENCY AND FIRST-AID EYE CONTACT' IRRIGATE SURFACES WITH WATER FOR 15 MINUTES. - NASH AREAS H I M  SOAP AND WATER. 
%:T%% OVERUSE: OAST#IC LAVAGE AND ACTIVATED CHAR- 

PROCEDURES : 

C W L  NAY D HELPFUL; SYIPTow4TIC AND SUPPDRTIVE TREATUENT 

DESCRIPTIOt8 DF THE MANAGEMEYI OF W I N I O E X  OVERDOSAGE) 
AS R E W I R E  9 . (SEE ATTACHED PRODUCT LABELING FOR A DETAILED 

MEDICAL CONDITIONS AGGRAVATED 
BY EXPOSURE: HVPERSENSIT3VITY TO ANY OF THE COIIPOWENTS 

. . . . . . . . . . . . . . . . . . . . . . .  C D N T I ) ( L I E D . . . . .  . . . . . . . . . . . . . . . . . . .  

I U  I I I  I I I 
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HATERIAL SAFETY bATA SHEET (HSDSI 

v NDt 0031-6649-XX 

. . .  SECTION 7 PRECAUTIONS FOR SAFE #ANDLING AND dSE . . . . . . . . . . . . . . . . . . . . . . . .  
SPILLS AND ACCIDENTAL 

RELEASES : SHEEP OR SWVEL INTO A HASTE CONTAINER 

Do NOT cR(T INATE WATER, F W ,  OR FEED BY STORAGE OR 
DISPOSAL. 
DISPOSE Of SITE OR AT AN APPROVED DISPOSAL FACIL ITY 
I N  ACCORDAN 1 E HITH LOCIL,STAfE,AND/OR FEDERAL REGULATIONS. 

STORE AT Rodn TE((PERATURE, BETWEEN 59 AND M DEGREES F. 

HIS I S  A B I a K i I ( A L L V  ACTIVE HATERIAL. 
WASTE DISPOSAL HETIIOD: 

HANDLING AND STORAGE: 

. . .  SECTION 0 CONTROL WEASURES . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . . .  
NO SPECIAL CONTROL MEASURES ARE R E W I R E 0  UNDER NWHAL CONDITIONS OF USE 

RESPIRATORY PRO~ECTIDN NONE REWIRJD 
VENTILATION ND S P E C I U  ENTILATION IS REWIRED 
PROTECTIVE CLOTkI N t  - _ _ _ _  

OR-EbUIkENT AVOID M A  WITH EYES OR PROLONGED CONTACT WITH SKIN. 
WORK/HYGI EWIC PRACTICES H A W  TW&LY AFTER HANDLING 

I I I  I I I  I I I 
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Dimetane*=DC 
Cough Syrup 
D.rCtipth: Dimelane-DC Cough Syrup is 
a light bluish-pink syrup with a raspberry 
flavor. 
Each 5 mi (1 teaspoonful) contains: 
Brompheniramine Maleate, USP. 2.0 mg 
Phenylpropanolamine 

Hydrochloride. USP. . . . . . . . . . 12.5 mg 
Codeine Phosphate, USP.. . . . . . 10.0 mg 

(Warning: May be habit forming) 

In a palatable aromatic vehicle. 
Inactive Ingredients: Citric Acid, FDBC 

. Blue 1. FD&C Red 40, Flavors, Glycerin, 

Alcohol 0.95 percent 

Sodium Benzoate, Sorbitol, Water. 

Brompheniramine Maleate, USP 
2-Pyndinepropanamine, r(4-bromophenyl)- 

N,N-dimethyl-,(Z)-butenedioate (1 : I ) .  

@r - 
Phenylpropanolamine Hydrochloride, USP 

Benzenemethanol, a-( 1 -aminoethyl)-, 
hydrochloride, (R*S*)-, (a) 

ob 

Codeine Phosphate, USP 
Morphinan-6-01, 7,8-didehydro-4.5-epoxy- 
3-methoxy-l7-methyl-, (5a,6a)-. phosphate 

(1 11) (salt), hemihydrate 

AntihistamineiNasal DecongestaWAnti- 
tussive syrup for oral administration. 
Clinical ph.rm8cology: Brompheniramine 
maleate is a histamine antagonist, speci- 
fically an H,-receptor-blocking agent 
belonging to the alkylamine class of anti- 
histamines. Antihistamines appear to com- 
pete with histamine for receptor sites on 
effector cells. Brompheniramine also has 
anticholinergic (drying) and sedative effects. 
Among the antihistaminic eflects. it antago- 
nizes the allergic response (vasodilatation, 
increased vascular permeability, increased 
mucus secretion) of nasal tissue. Brom- 
pheniramine is well absorbed from the gas- 
trointestinal tract, with peak plasma con- 
centration after a single oral dose of 4 mg 
reached in 5 hours; urinary excretion is the 
major route of elimination, mostly as prod- 
ucts of biodegradation; the liver is assumed 
tobethemainsiteof metabolic transformation. 

Phenylpropanolamine hydrochloride is a 
sympathomimetic drug which is readily 

lndkrtioht and Uug.iFor relief of coughs 
and upper respiratory s mptams. including 
msal corgjestlon, assdated with allergy u 

asthma 

constipation 
Antihistamines may dihinish mental alert- 

ness In the young child, they may produce 
excitation. 
Pmautidnr: Gornrel. 
histamine component. 
Syrup should be us 

mimetic com- 

antihypertensive drugs 

with Dimetbne-DC 

can causeletal harm 

risk of intolerance of a 

infants generally, and in newborns and pre- 
matures in particular, and the fact that codeine 
appears in human milk, Dimetane-DC Cough 
Syrup is contraindicated in nursing mothers. 
Advorro Roadonr: The most frequent 
adverse reactions to Dimetane-DC Cough 
Syrup are: sedalion; dryness of mouth, nose 
and throat; thickening of bronchial secre- 
tions; dizziness Other adverse reactions 
may include: 

h r m t d o g i C :  Urticaria, drug rash, photo- 
sensitivity, pruritus. 

C8rdiovascular System: Hypotension, 
hyperlension. cardiac arrhythmias 

CNS: Disturbed coordination. tremor, irri- 
tability, insomnia, visual disturbances, 
weakness, nervousness, convulsions, 
headache, euphoria, and dysphoria. 

G. U. System: Urinary frequency, difficult 
urination. 

G. 1. System: Epigastric discomfort, 
anorexia, nausea, vomiting, diarrhea, 
constipation. 

Respiratory Sysiem: Tightness of chest 
and wheezing, shortness of breath. At higher 
doses, codeine has most of the dis- 
advantages of morphine including respi- 
ratory depression 

Hemtdogic System: Hemolytic anemia, 
thrombocytopenia, agranulocytosis. 
Drug Abuae and D.p.nd.nce: Codeine 
can produce drug dependence of the mor- 
phine type, and therefore has the potential 
for being abused. Psychic dependence, 
physical dependence and tolerance may 
develop upon repeated administration of this 
drug, and it should be prescribed and 
administered with the same degree ot cau- 
tion appropriate to the use of other oral nar- 
cotic medications. 

Dimetane-DC Cough Syrup is subiect lo 
the Federal Controlleld Substances Act 
(Schedule V). 
omdoug.: Signs and Symptoms: Serious 
overdose with codeine 'is characterized by 
respiratory depression, extreme somz 
mlence progressing to stupor or coma. In 
severe overdosage, apnea, circulatory col- 
lapse, Cardiac arrest and death may occur 
The central nervous system effects from 
overdosage of brompheniramine may vary 
from depression to stimulation. Anti- 
cholinergic effects may also occur. Over- 
dosage of phenylpropanolamine may be 
associated with tachycardia, hypertension. 
end cardiac arrhythmia$. 

kx i c  Doses: Doses of 800 mg or more of 
codeine have caused partial loss of con- 
sciousness. delirium, restlessness. excite- 
ment, tremors, convulsions and collapse; or 
respiratory paralysis with such sequelae as 
mydriasis, marked vasodilatation, and finally 
death. A 2%-year-old child survived a dose 
of 300-900 mg of brompheniramine; the 
lethal dose of phenylpropanolamine is in the 
range of 50 mgikg. 

Tieamnt: Respiratory depression should 
be treated promptly. Oxygen, intravenous 
tluids. vasopressors and other supportive 
measures should be employed as indicated. 
If necessary, reestablishment of adequate 
respiratory exchange through provision 3f a 
patent airway and the institution of assisted 
or controlled ventilation must be provided. 
The narcotic antagonist, naloxone. is a 
specific antidole to codeine-induced respl- 
ratory depression, and should be adminis- 
tered by the intravenous rwte 11 appropriate 
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(Dimetene-DC, conrinued) 

(see package insert for naloxone). Since the 
duration of action of codeine may exceed 
that of the antagonist, the patient should be 
kept under constant surveillance. 

Gastric emptying may be useful in remov- 
ing unabsorbed drug, either by inducing 
emesis or lavage; precautions against aspi- 
ration must be taken. Stimulants or depres- 
sants should be used cautiously and only 
when specifically indicated. If marked excite- 
ment is present, one of the short-acting bar- 

'Iysr3 

I I 

biturates 

children 

period 
How Supplkd: Dimetarle-DC Cough Syrup 

is a light bluish-pink syrup containing in each 
5 ml (1 teaspoonful) brompheniramine 
maleate 2 mg, phenylpropanolamine HCI 
12.5 mg, and codeine phosphate 10 mg. 
available in pints (NDC 0031-1833-25) and 
gallons (NDC 0031-1833-29) 

Store at controlled room temperature, 
between 15% and 30°C (59°F and 86'F) 

Dispense in tight. light-resistant container 
Rev May 1987 
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Dimetaneb=DX 
Cough Syrup 

Dncription: Dimetane-DX Cough Syrup is 
a light-red syrup with a butterscotch flavor. 
Each 5 mL (1 teaspoonful) contains 
Brompheniramine Maleate, USP.. . 2 mg 
Pseudoephedrine Hydrochloride, 

USP.. . . . . . . . . . . . . . . . . . . . . . . . .  30mg 
Dextromethorphan Hydrobromide, 

USP.. . . . . . . . . . . . . . . . . . . . . . . . .  10 mg 
Alcohol 0.95 percent 

In a palatable, aromatic vehicle. 
Inactive Ingredients: Citric Acid, FDBC 

Red 40, FD&C Yellow 6. Flavors, Glycerin, 
Saccharin Sodium. Sodium Benzoate, Sor- 
bitol, Water 

Brompheniramine Maleate, USP 
2-Pyridinepropanamine y(4-bromophenyl)- 

N.N-dimethyl-,(Z)-butenedioate (1 :1) 

Pseudoephedrine Hydrochloride. USP 
Benzenemethanol. a-[ 1 -(methylamino)ethylJ-, 

[S-[R'.R')-. hydrochloride 

at &.".- 
Dextromethorphan Hydrobromide. USP 
Morphinan. 3-methoxy-l7-methyl-.(9a. 

1%. 14a)-. hydrobromide, monohydrate 

AntihistaminelNasal Decongestant/Anti- 
tussive syrup for oral administration 
Cllnhl Pharmacology: Brompheniramine 
maleate is a histamine antagonist. speci- 
fically an H,-receptor-blocking agent 
belonging to the alkylamine class of anli- 
histamines Antihistamines appear to com- 
pete with histamine for receptor sites on 
etfector cells Brompheniramine also has 
anticholinergic (drying) and sedative effects 
Among the antihistaminic effects, it antago- 
nizes the allergic response (vasodilatation. 
increased vascular permeability increased 

mucus secretion) of nasal ti ue Bromphen- 
iramine is well absorbed om the gastro- 
intestinal tracl, with pe 1 plasma con- 

duration 
Indlcatkns and Wage: For elief 01 coughs 
and upper rerspiraory symp ms, including 
nasal congestion. associate pk with allergy or 
the common cold 

Warnings: Etpectally in inf nts and small 
children. antihistamines in o rdosage may 
cause hallucinations. con + ulsions. and 
death 

Antihistamines may dimmi$ mental alert- 
ness In the young child theJ may produce 
excitation 
Promutionr: Genera/: Bec se of its anti- 
histamine cmponenl, Dtmet ne-DX Cough 
Syrup should be used wi  T h caution in 
patients with a history of bro chial asthma. 
narrow angle glaucoma, g strointestinal 
Obstructlon. orurinary bladde neckobstruc- 
Ion Because of its sympath mimetic com- 
ponent. Dimetane-DX Cough Syrup should 
be used with caution in pat nts with dia- 
betes. hypertension, hean d f ease, or thy- 
roid disease 

6 
car or operating danger 

Drug Inforaptiom: A 
additive effect$ with alco 

linergic (drying) effects 
MA0 inhibitors may enhancq the effect of 
pseudoephednne Sympathomimetics may 

reduce the effects of antihypertensive drugs 
Carcinogenesis, Mutagenesis, Impair- 

mnr of Fertdify 
Animal studies of Dimetane-DX Cough 

Syrup 10 assess the carcinogenic and muta- 
genic potential or the effect on fertility have 
not been pertormed 

Pregnancy 
Bratogenic Ellects-Pregnancy Caregory C 
Animal reproduction studies have not 

been conducted with Dtmetane-DX Cough 
Syrup I t  is also not known whether 
Dimetane-DX Cough Syrup can cause letal 
harm when administered to a pregnant 
woman or can affect reproduction capacity 
Dimetane-DX Cough Syrup should be given 
to a pregnant woman only if clearly needed 

Reproduction studies of brompheniramine 
maleate (a component of Dimetane-DX 
Cough Syrup) in rats and mice at doses up to 
16 times the maximum human dose have 
revealed no evidence of impaired fertility or 
harm to the fetus 

NuJursing Mothers: Because oi the higher 
risk of intolerance of antihistamines in small 
infants generally, and in newborns end pre- 
matures in particular Dimetane-DX Cough 
Syrup is Contraindicated in nursing mothers 
Adversa Rmactions: The most frequent ad- 
verse reactions to Dimetane-DX Cough 
Syrup are sedation. dryness of mouth nose 
and throat thickenmg of bronchial secre- 
tions. dizziness Other adverse reactions 
may include 

Denarorogrc~ Urtlcaria drug rash, photo- 
sensitivity pruritus 

Cardiovascular System. Hypolension 
hypertension, cardiac arrhythmias 
palpitation 

CNS Disturbed coordination, tremor irri- 
tability insomnia visual disturbances 
weakness nervousness convulsions 
headache euphoria. and dysphoria 
G. U. System: Urinary frequency, difficult 

urination 
0. 1. System: Epigastric discomfort. 

anorexia. nausea, vomiting diarrhea 
constipation 

Respiratory System. Tightness of chest 
and wheezing shortness of breath 

Hematologic System. Hemolytic anemia. 
thrombocytopenia agranulocytosis 
Ouerdomge: Sgns md Symptoms. Central 
nervous system etfects from overdosage of 
brompheniramine may vary from depression 
to stimulation. especially in children Anti- 
cholinergic effects may be noted Toxic 
doses of pseudoephedrine may result in 
CNS stimulation tachycardia hypertension 
8nd cardiac arrhythmias signs of CNS 
depression may occasionally be seen 
bextromethorphan in toxic doses will cause 
drowsiness, ataxia nystagmus op~s-  
thotonos, and convulbive seizures 

kxic Doses: Data suggest that individuals 
may respond in an unexpected manner to 
apparently small amounts of a particular 
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drug A ZY~year-old child survived the 
ingestion of 21 mglkg of dextromethorphan 
exhibiting only ataxia, drowsiness. and lever, 
but seizures have been reported in 2 chil- 
dren following the ingestion of 13- 17 mglkg 
Another 2%-year-old child survived a dose 
of 300-900 mg of brompheniramine The 
toxic dose of pseudoephedrine should be 
less than that of ephedrine. which is esti- 
mated to be 50 mglkg 

frealmenr: Induce emesis 11 patient is alert 
and is seen prior to 6 hours following 
ingestion Precautions against aspiration 
must be taken. especially in intants and small 
children Gastric lavage may be carred out, 
although in some instances tracheostomy 
may be necessary prior to lavage Naloxone 

hydrochloride 0 005 mg 
may be of value in rev 
depression that may occur 
of dextromelhorphan C 
counter CNS deptes 
hyperactivity or convulsive + u e s  occur 
inlravenous short-acting bqrbitureles may 

4 hours Children 6 months to under 2 years 
Dosage lo be established by physician 

Do not exceed 6 doses during a 24-hour 
period 
How Supplkd: Dimetane-DX Cough Syrup 
is a light-red syrup containing in each 5 mL 
(1 teaspoonful) brompheniramine maleate 
2 mg pseudoephedrine hydrochloride 30 mg 
and dextromethorphan hydrobromide 10 mg 
available in pints (NDC 0031-1836-25) and 
gallons (NDC 0031-1836-29) 

Store at controlled room temperature 
between 15°C and 30°C (59°F and 86°F) 

Dispense in tight. light-resistant con- 
tainer Rev May 1987 
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drowsiness. lethrrgy, fatigue, hypnosis, and 
coma Related symptoms include vertigo, 
ataxia, tinnitus, and blurred vision 

Central newous hyperexcitability often fol- 
lows initial sedation, in children excitement is 
often the first evdence of overdosage The 
stimulant phase may include tremors anxiety, 
Insomnia. excitement, hallucinations, delirium, 
toxic psychosis, and convulsions Hyper- 
pyrexia may occur in children 

The terminal phase is one of severe central 
nervous depresson with death from respi- 
ratory arrest or cardiovascular collapse 

DimetaneQ=Ten 
bd Injectable prostatic hypertrophy. 

brand of 
Brompheniramlno Akbate 
Injection, USP 

W 

Dwcdption: Dimetanee-Ten Injectable is a 
clear, colorless, odorless liquid intended for 
intravenous, intramuscular, or subcutaneous 
injection. 
Each 1 ml contains: 
Brompheniramine Maleate, USP . . . . . 10 mg 
Water for Injection, USP ....................... q.s. 
pH adjusted to 6.g7.0 
with sodium hydroxide 
Dimetane (brompheniramine maleate) is an 
antihistamine with the following structural 
formula: 

y-(4-bromophenyl)-(N,N-dimethyl-2- 
pyridinepropanamine (Z)-butenedioate( 1 : 1) 
Clinical phrrmrcology : Brompheniramine 
is a histamine antagonist, specifically an 
H,-receptor blocking agent belonging to the 
alkylamine class of antihistamines. Antihista- 
mines appear to compete with histamine lor 
receptor sites on effector cells antagonizing 
the allergic response which consists of vase 
dilatation, increased vascular permeability, 
and increased mucus secretion. Brom- 
pheniramine also has anticholinergic (dry- 
ing) and sedative effects. Brompheniramine 
is well absorbed from the gastrointestinal 
tract, with peak plasma concentration 
reached in 5 hours after a single oral dose of 
4 mg, and having an excretory half-life on the 
order of 24 hours. Urinary excretion is the 
major route of elimination; mt as products 
of bio-degradation. The liver is assumed to 
be the main site of metabolic transformation. 
lnditrt ionr and Urage: For use in the 
following conditions when administration of 
the oral form of the drug is impractical: 
Amelioration of allergic reactions to blood or 
plasma. 

In anaphylaxis as an adjunct to epineph- 
rine and other standard measures after the 
acute symptoms have been controlled. 

For other uncomplicated allergic condi- 
tions of the immediate type when oral 
therapy is impossible or contraindicated. 
Contnlndicrtlonr: Do not use in the new- 
born or premature infants; in patients known 
to be hypersensitive to brompheniramine 
maleate; or in patients receiving monoamine 
oxidase inhibitor therapy. 

Antihistamines should not be used to treat 
h e r  respiratory tract conditions including 
acute bronchial asthma. 
Wamlngr: In the young child, antihista- 
mines may produce excitation. In the elderly 
(approximately 60 years or older), antihista- 

established 

duction studies hive 

or harm to the 

and throat. 
Cardiovascular systetl?: Hypotension, 

headache, palpitation$, tachycardia, 

u), 
LD Ran e 

W i e r  Route ma/& m d a  
Rat PO 372 324-420 

PO 207 179-239 Rat 
Mice IP 110 100-121 
Mice PO 195 167-220 
Dogs I V  97 85-126 

lbxic dosage In humans: There are no 
rbsolute figures relative to the toxic dosage 
of brompheniramine in humans There have 
been no reports of Dimetane overdosage in 
adults. 

Removal: There is no information regard- 
ing the usefulness of forced diuresis or 
dialysis in the management of overdosage. 
Bromphenirarnine is 8045% bound to pro- 
tein in plasma and tissues. 

Tmatmenr: There is no specific therapy or 
known antidote, and treatment is along gen- 
era1 symptomatic and supportive lines 
Mechanical ventilation and oxygen therapy 
may be used if indicated. Care should be 
taken to avoid or carefully control medi- 
aations which are likely to potentiate the 
effects of the antihistamine. If convulsions 
develop, they are best countered by a short- 
ecting depressant such as thiopental, to' 
provide a rapid, transient, and controllable 
effect. Diazepam is also worthy of a trial. 
Stimulants should not be used. Vaso- 
pressors may be used to treat hypotension. 

In view of the anticholinergic manifestation 
of antihistamines. especially in overdosage. 
physostigmine may be useful in reversing 
such symptoms as severe agitation, 
delirium. and tachycardia 
Damage and Admlnlrtration: DOSAGE 

ING TO THE NEEDS AND THE RESPONSE 
OF THE PATIENTS. 

Adults: The usual dose is 10 mg. The dos- 
age range is 5 mg to 20 mg. The period of 
protection is 3 to 12 hours, and twice daily 
administration is usually all that is necessary 
The maximum recommended dose for 24 
hours is 40 mg. 

Chi/dren under 12 years: 0.5 mg per kg 
per 24 hours, or 15 mg per MZ per 24 hOurS, 
divided into 3 4  doses. 

NOTE: Dimetane-Ten Injectable may be 
administered without further dilution intra- 
muscularly or subcutaneously. It may also be 
administered intravenously either undiluted 
or diluted 1 to 10 with sterile saline for 
injection If given intravenously. the drug 
should be given slowly, preferably with the 
patient in a recumbent position. If desired. 

SHOULD BE INDIVIDUALIZED ACCORD- 
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(Dmetane-Ten, continued) 

Dimetane-Ten Injectable may be added to 
normal saline or 5% glucose or whole blood 
lor intravenous administration 

Parenteral drug products should be in- 
spected visually for parliculate matler and 
discoloration prior to administration, when- 
ever solution and container permit 

yl’’ How Supplkd: Dime! n Injectable is Store at controlled room temperature, 
between 15’C and 30°C (50’F and 86°F) 

Cooling below 32°F may produce brom- 
pheniramine crystals, 11 present. dissolve by 
warming to 85’F before using 

Rev April 1983 
until used 
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ANTIDIARRHEAL 

Donnag el”-PG 
Donnagel-PG 
Doscrlption: 
Each fluid Ounce (2 tablespoonfuls) Contains 
Powdered Opium, USP or equivalent k?4 0 mg 
(Warning May be hablt forming), KaQlin. USP 
6 0 g, Pectin, USP 140 8 mg Hyoscyamine 
Sulfate, USP 0 1037 mg, Atropine Sulf8te 
USP 0 0194 mg, Scopolamine Hydro- 
bromide, USPO 0065 mg. Sodium Benzoate. 
NF 600 mg (preservative). Alcohol 5 0  
percent 

lnecfrve Ingfedienrs; Citric Acid. DBC Yel- 
low 10, Flavors, High Fructose Corn Syrup 
Sodium Carboxymethylcellulose. Sodium 
Chloride, Water 

Donnagel-PG combrnes the effects of kao- 
lin, pectin and the namural belladonna aka- 
loids with the eff icacy Qf powdered qiurn (or 
equivalent) The opium content in 1 fluid 
ounce of Donnagel-POI is equivalent to 5 mL 
of paregoric 
Actions: Donnagel-PQ contains a peregoric 
equivalent for more cbmplete symptomatic 
control of acute non-specific diarrheas This 
Combination of drugs affords a mote com- 
plete approach lor stopping diarrhea and 
relieving tenesmus and pain The bella- 
donna alkaloids partly antagonize the occa- 
sional cramping effect of opium upon the 
colon 
Indications: DonnageCPG is indicated for 
the treatment of diarrhea 
Contraindlutlons: Glaucoma advanced 
renal or hepatic disease or hypersensitivity 
to any of the ingredierlts 
Cautions: As with all preparations con- 
taining belladonna alkfiloids Donnagel-PG 
must be administered cautiously to patients 
with incipient glaucoma or urinary bladder 
neck obstruction as in prostalic hypertrophy 

Caution should be exercised when pre- 
sctibing this or any other medication for 
pr gnant or nursmg petients 
Wjrnlngs to Prtbnt: Diarrhea may be seri- 
out Do not use for more than two days or in 
thdpresence of high lever unless prescribed 
by a physician Not to be used by persons 
having glaucoma or excessive pressure 
within the eye, by elderly persons (where 
uncriagnosed glaucoma or excessive pres- 
sur@ withm the eye occurs most frequently), 
or py  children under 6 years of age, unless 
dirOcted by a physician Discontinue use if 
bldring of vision, rap@ pulse. or dizziness 
ocdurs Do not exceed recommended dos- 
agd Not for frequent or prolonged use If 
drybess of the mouth occurs. decrease dos- 
eg4 If eye pain occurs, discontinue use and 
be your physician immediately as this may 
in$ate undiagnosed glaucoma 
Ad@rro Rorotlons: Blurred vision, dry 
myth; ddficult urination or flushing and dry- 
ne55 of the skin may occur at higher dosage 
lev(ls rarely at the usual dose 
Do e and Adminl8tmtlon: Adults and 
chi$% 12 years d a N  and over: two table- 

cpqpntuls initially and 1 or 2 teaspoonfuls 
evdy 3 hours thereafter 
Pediarrfc Dosage Recommendations (For 
Ph#icran Use Ody): 

Body Weipht Initial Dosage 
10 I@ ’/j teaspoontul (2 5 mL) 
20 111 1 teaspoonful (5 mL) 
30 IU and Over 1-2 teaspoonfuls (5-10 mL) 

Do hot administer more than 4 doses in any 

W o $  8uPpli.d: Donnagel-PG (light yellow, 
barpaflavored suspension) In 6 fl 02 
(NOC 0031-3083-15) and pint (NDC 

Rev Feb 1987 
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Donnatal" 
JrGJ 

bmdptbn: Each Donnatal tablet, capsule 
or 5 mL (teaspoonful) of elixir (23% alcohol) 
contains: 
Phenobarbital, USP (vi gr) ..... 16.2 mg 

Hyoscyamine Sulfate, USP ..... 0.1037 mg 
Atropine Sulfate, USP .. ........... 0.0194 m~ 
Scopolamine 

Hydrobromide, USP .,.......... 0.0065 mg 

TABLETS: Dibasic Calcium Phosphate, 
Magnesium Stearate, Microcrystalline Cellu- 
lose. Silicon Dioxide, Sodium Starch Gly- 
da te ,  Stearic Acid. Sucrose. May contain 
Corn Starch. Dextrose, or Invert Sugar. 

CAPSULES: Com Starch, Edible Ink, M C  
Yellow 10 and F M C  Green 3 or F M C  Blue 1 
and FDLC Mllow 6. FDLC Blue 2 Aluminum 
Lake, Gelatin, Lactose. Sucrose. May con- 
tain FDLC Red 40 and Yellow 6 Aluminum 
Lakes. 

ELIXIR: D6C Yellow 10, FDLC Blue 1, 
FD6C Yellow 6, Flavors. Glucose. Saccharin 
Sodium, Water. 
Adion8: This drug combination provides 
natural belladonna alkaloids in a specilic. 
fixed ratio combined with phenobarbital to 
provide peripheral anticholinergidanti- 

Warning: May be habit forming) 

hmctibw ~twdiottfs: 

pasmodic action and mild sedation. 

8NNMCAT"S 
Based on a review of this drug by the 
National Academy of Sciences- 
National Research Council and/or 
other information, FDA has classified 
the following indications as "possibly" 
effective: 

For use as adjunctive therapy in the 
treatment of irmtable bowel syndrome 
(irritable colon. 8pnstic cdon, lllllcous 
colitis) and acute enterocolitis. 

May also be useful as adjunctive 
therapy in the treatment of duodenal 
ulcer. IT HAS NOT BEEN SHOWN 

CHOLlNERGlClANTlSPASMODlC 
DRUGS AID IN THE HEALING OF A 
DUOOENAL ULCER, DECREASE THE 

VENT COMPLICATIONS. 

V 

CONCLUSIVELY WHETHER ANTI- 

RATE OF RECURRENCES OR PRE- 

conb.lndk.ucw#: Glaucoma, obstructive 
uropathy (for example, bladder neck obstruc- 
tion due to m a t i c  hypertrophy); obstructwe 
disease of the gastrointestinal tract (as in 
achalasia, pyloroduodenal stenosis, etc.); 
paralytic ibus. intestinal atony of the elderly 
or debilitated patient; unstable cardiovas- 
cular status in acute hemorrhage; ravere 
ulcerative d i t i s  especially if complicated by 
toxic megacolon; myasthenia gravis: hiatal 
hernia associated with reflux esophagitis 

mpa-, wppresuon of lactation, Const1- 
petrln, bbsted feeling, musculoskeletai pain 
oev(lre allergic reaction or drug idiosyn- 
cradet, including anaphylaxis, urticaria and 
otha dermal manifestations. and decreased 
8m#ting Elderly patients may react with 
sym@toms of exatement, agaation, drowsl- 
Mts& and other untoward marnfestations to 
even small doses of the drug 

Phenoberbtal may produce excitement in 
some patants, rather than a sedative effect 
In plients habituated to barbiturates, abrupt 
withdrawal may produce delirium or 
C ~ I t K K l S  

nd AdmMmrtlon: The dosage 
Of DQnnrtal should be adjusted to the reeds 
d !ha nrdiwdual patlent to assure symptometic 
conhDl mth a minimum d adverse effects 

DoMIlsl Tabkts or Capsules Adults One 
ur tw Donnatal tablets or capsules three or 
four ([lmes a day ficcording to carditon aqd 

&natal Elixir Adults. One or two tea- 
Spoonfuls of elixir three or four times a day 
accarding to conditlont and severlty of 
EymptOmS 
Children (Elixir)-may be dosed every 4 or 6 
houn 

SdVetltY of symptoms 

Starting Msage 
Body Weight q4h q6h 
l o b (  4.5kg) 05mL O75mL 
20b( S l k g )  lOmL 1 5  mL 
3 0 b ( 1 3 6 k g )  1.5mL 2 0  mL 
s O b ( 2 2 7  kg) %tSp %tSp 
7 5 b ( 3 4 0 k Q )  %tSp 1 tSp 

100 b (45 4 kg) 1 tSp 1% tSp 

-: The slgns and symptoms of 
@veerdore are headache nausea vomttlng, 
Uurnd VISKKI. dilated pupils. hot and dry 
$kin. dizziness. dryness 01 mouth, diffi- 
wlty m 8wallomng. CNS stimulation Treat- 
ment should consist of gastric lavage. emet- 
ics. and activated charcoal If indicated, 
mremeral chd~nerglc agents such as physe 
8tlgmifte or bethanechol chloride should be 
8 d W  
Mow Supplkd: Donnml Tablets White. 
crompessed, scored M d  embossed "R". in 
bottle of 100 (NDC 0031-4250-63), loo0 
(NDC10031-4250-74) and Qs-Coe Unit Dose 
Packll of 100 (NDC 00314250-64) 

Oonnatal Capsules Green and white, 
morqrammed "AHR" and "4207", in bottles 
ofl00(FDC00314207-63)and lOOO(NDC 

Donnrtal Elixir Green, citrus flavored. in 4 
I oz,(NDC00314221-12), p(nts(NDC0031- 
4221.95), gallons (NIX 0031-4221-29) and 
5 mL Dls-W UnR Dose Packs (4 x 25s) (NDC 

Stote at controlled room temperature, 
btwaen 15% and 3OT (59.F and 86T) 

Discpense in tght, light-rosistant contamer 
Rev October 1985 
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Donnatal" 
No. 2 
DuwIpWn: Each Donnatal No. 2 Tablet 
contains: 
Phenobarbital, USP ('h gr) ......... 32.4 mg 

Hyoscyamine Sulfate, USP ..... 0.1037 rn$ 
Atropine Sulfate, USP ............. O.OlQ4 mg 
Scopolamine Hydrobromide, 

USP ..................................... 0.0065 mg 
Inrctive Ingredients: Calcium Stearate, 

Com Starch, D I C  Yellow 10, FD&C Blue 1, 
FD&C Hellow 6, Lactose, Sucrose. 
Aetknr: This drug combination provides 
natural belladonna alkaloids in a specific. 
fixed ratio combined with phenobarbital to 
provide peripheral anticholinergic/ 
antispasmodic action and mild sedation 

Based on a review of this drug by the 
National Academy of Sciences- 
National Research Council and/or 
other infonation, FDA has classified 
the folkwing indications as "possibly" 
effective: 

For use as adjunctive therapy in the 
treatment of irritable bowel syndrome 
(irritable colon, spastic colon, mucous 
colitis) and acute enterocolitis. 

May also be useful as adjunctive 
therapy in the treatment of duodenal 
ulcer. IT HAS NOT BEEN SHOWN 

CHOLINERG IClANTlSPASMODlC 
DRUGS AID IN THE HEALING OF A 
DUODENAL ULCER, DECREASE 
THE RATE OF RECURRENCES OR 
PREVENT COMPLICATIONS. 

(Warning: May be habit forming) 

macmms 

CONCLUSIVELY WHETHER ANTI- 

Contmbdhtions: Glaucoma, obstructive 
uropathy (for example, bladder neck 
obstruction due to prostatic hypertrophy); 
obstructive disease of the gastrointestinal 
tract (as in achalasia, pyloroduodenal steno- 
sis. etc.); paralytic ileus. intestinal atony of 
the elderly or debilitated patient; unstable 
cardiovascular status in acute hemorrhage; 
severe ulcerative colitis especially if com- 
plicated by toxic megacolon; myasthenia 
gravis; hiatal hernia associated with reflux 
esophagitis. 

Donnatal No. 2 is contraindicated in 

patients mth known hypers(/nsitivtty to any of 

Of child- 
Wmrlngs: The uae of natal No 2 in 
pregnancy, lactation, or in 
bearing age, should be "p- mited to those 
pattents for rvhom the phys ian expects the 
benefits to outwegh the pogntial hazards to 
the m a r  and ohbd 

In the presence of a h id  envlrmentel 
temperature, heal postrat& can occur Hnth 
belladonna Jkabids (feveP: and heatstroke 
due to decnased sweat1 

Donnatal No 2 ma 
or blurred vision T 
wamed. should thme Octur.nOt toengege in 
actwtties requiring mental al(trtness, wch as 
operating a motor ve 
machinery, and noi to pe 
work 

Phembarbnal mr/ e r e  sa the eifect of 
anticoagulants and necefsi le larger doses 
of the anticoagulmt for opti f al enect When 
the phenobarbital is dtsoonlnued, the dose 
of the anticoagulant mqy have to be 
decreased . 

Phenobarbital may be h*it fonning and 
should not be administered to individuats 
known lo be rddictlon prona or to fhose with 
a history of physkrl andld psychological 
dependence upon drugs 

Since barbturates aremelabolized in the 
liver, they should bo used vhth caution and 
initla1 doses should be smalliin pattents with 
hepatic dysfunction 
PmawIhw Usr wlth caJion in patients 

delay in gastric emptying1 (antral stasis) 
which W l d  complicate the hanagement of 
gastric ulcer 

fheoreticaly. w#h overdoi)age, a curare- 
like actm m8y occur 
mrcinogenmts. m a  
studies in animals ham 
to evaluate crrcinogen 
Pmgnmcy c8regorv c. 
Ltudies have not been cdnducted with 
Donnatal No. 2 It is not I(nown whether 

Donnatal No. 2 can cause fetal ham when 
administered to a pregnant woman or can 

' affect reproduction capacity. Donnatal No. 2 
should be given to a pregnant woman only if 
clearly needed. 
Nu- molhm. It is nat known whether this 
drug is excreted in human milk. Because 
many drugs are excreted in human milk. 
caution should be exercised when Donnatal 
No. 2 is administered to a nursing mother. 
Admru Ruotknr: Adverse reactions may 
include xerostomia; urinary hesitancy and 
retention; blurred vision; tbchycardia; palpi- 
tation; mydriasis; cycloplegia; increased 
ocular tension; loss of taste, sense; head- 
ache; nervousness; dr0wSines.s; weakness; 
dizziness; insomnia; nausea; vomiting; 
impotence; suppression of lactation; con- 
stipation: bloated feeling; musculoskeletal 
pain; severe allergic reaation or drug idio- 
syncrasies, including anaphylaxis, urticaria 
and other dermal manifostations. and 
decreased sweating. Elderly patients may 
react with symptoms of excitement. agita- 
tion, drowsiness, and o y r  untoward mani- 
festations to even small doses of the drug. 

Phenobarbital may prodbce excitement in 
some patients, rather than a sedative effect. 
In patients habituated to barbiturates, abrupt 
withdrawal may produce delirium or 
convulsions. 
Doug. 8nd Admlniatfatlm: The dosage 
of Donnatal No. 2 should be adjusted to the 
needs of the individual patient to assure 
symptomatic control with a minimum of ad- 
wrse effects. 

Adults: One or two tablets three times a 
day according to condition and severity of. 
symptoms. 
-: The signs and symptoms of 
overdose are headache. nausea, vomiting, 
blurred vision, dilated pupils. hot and dry 
skin. dizziness, dryness of mouth, difficulty in 
swallowing, CNS stimulation. Treatment 
should consist of. Qastri lavage, emetics, 
and activated charcoal. M indicated, par- 
enteral cholinergic agents such as physo- 
stigmine or bethanechol chloride should be 
added. 
How Supplkd: Pale green, compressed, 
scored and embossed "R", in bottles of 100 
(NDC 0031-4264-63), and 1000 (NDC 

Store at controlled room temperature. be- 
tween 15% and 30% (5DT and 86°F). 

Dspense in tight, light+resistant container. 
Rev. February 1985 
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Donnatal 
Extentabs" 
Dorcrlptlon: Each Donnatal Extentabs 
tablet contains: 
Phenobarbital. USP (% gr). . . . 48.6 mg 

Hyoscyamine Sulfate, USP. . . . 0.31 11 mg 
Atropine Sulfate. USP ............... 0.0582 mg 
Scopolamine 

Hydrobromide. USP .............. 0.0195 mg 
.Each Donnatal Extentabs tablet contains the 
equivalent of three Donnatal tablets. &en- 
tabs are designed to release the ingredients 
gradually to provide effects for up to twelve 
(12) hours. 

h c t h  Ingndients: Acacia, Acetylated 
Monoglycerides, Calcium Sulfate, Carnauba 
Wax, DBC Yellow 10. Edible Ink, FDBC Blue 
1, FD&C Blue 2 Aluminum Lake, FDLC Yellow 
6, Gelatin, Guar Gum, Magnesium Stearate, 
Polysorbates, Shellac, Sodium Phosphate, 
Sucrose, Titanium Dioxide, Wheat Flour, 
White Wax and other ingredients, one of 
which is a corn derivative. May include 
FDIC Red 40 and Yellow 6 Aluminum Lakes. 
Aotlonr: This drug combination provides 
natural belladonna alkaloids in a specific, 
fixed ratio combined with phenobarbital to 
provide peripheral anticholinergic/anti- 
spasmodic action and mild sedation 

(Warning: May be habit forming) 

wmcmws 
Based on a review of this drug by the 
National Academy of Sciences- 
National Research Council andlor 
other information, FDA has classified 
the followtng indications as "possibly" 
effective 

For use as adjunctive therapy in the 
treatment of irritable bowel syndrome 
(irritable colon, spastic colon, m u m s  

.colitis) and acute enterocolitis 
May also be useful as adjunctive 

therapy in the treatment of duodenal 
ulcer. IT HAS NOT BEEN SHOWN 

CHOLINERGIC / ANTISPASMODIC 
DRUGS AID IN THE HEALING OF A 
DUODENAL ULCER, DECREASE 
THE RATE OF RECURRENCES OR 
PREVENT COMPLICATIONS 

CONCLUSIVELY WHETHER ANTI- 

Contnlndkationr: Glaucoma, obstructive 
uropathy (for example, bladder neck obstruc- 

indicated in acue inte 

the phenoberbdll is discdtinued, the dase 
of the anticoagulant m y  have to be 
decreased 

Phenobalbital may be @bit forming and 
should not be adminiSer(ld to ndividurls 
known to be addtcOon prw or to those wth 
a h~story of phy6ical and/@ psychologcal 
dependence upon drug 

Since batbtturrtes are 43tabokted a the 
liver. they should be used cautm end 
inilnl doses should be 2 patients with 
hepattc dyduncbon 
PnoruUonB: Use wcth q t i o n  in patents 
with autonanic neuropathJ hepatic of renal 
disease, hyperthyroidism4 coronary heart 

tric ulcer 

like action may occur 
Theoretially, mth owr&sage, a curare- 

pnOnrncyC8fepyC. Animal reproduction 

I 

studies have not been conducted with Don- 
natal. ll is not known ther Donnatal can 

to a 
pregnant woman of caniaffect reproduction 
capacity. Donnatal should be given to a 
pregnant m a n  only if clearly needed. 
Nwoing frWks. It is not known whether this 
drug is excreted in human milk. Because 
many drugs are excrew in human milk, 
cautmn should be exercised when Donnatal 
is administered to a nuding mother. 

Rwctknr: Adyerse reactions may 
include xerostomia; uriqary hesitancy and 

cause fetal harm when "?" administered " 

ache; nervousness; drowsiness; weakness; 
dizziness; insomnia; nausea; vomiting; 
impotence; suppression of lactation; consti- 
pation; bloated feeling; rrbscubskeletal pain; 
severe allergic reactiorl or drug idiosyn- 
crasies, including anaphylaxis, urticaria and 
other dermal manlfestati s; and decreased 
sweating. Elderly patieTs may react with 
Symptoms of excitement;, agitation, drowsi- 
ness, and other untwartl manifestations to 
even small doses of the drug. 

Phenobarbital may prorluce excitement in 
uxne patients, rater than a sedative effect. 
In patients habituated to barbiturates, abrupt 
withdrawal may produce delirium or 
Convulsions. 
o#rol md Admlnl-: The dosage 
of Donnatal Extenlabs s Id be adjusted to 
the needs of the individzpatient to assure 
symptomatic control with a minimum of 
adverse reactions. The usual dose is one 
tablet every twelve (12) hours. If indcated. 
one tablet every elght (8) hburs may be given. 
ormdoug.: The signs and symptoms of 
overdose are headache, nausea, vomiting, 
blurred vision, dilled pupils; hot and dry 
skin, dizziness, drynebs of the mouth, 
difficulty in swallowing. CNS stimulation. 
Treatment should consist of gastric lavage, 
emetics, and activated charcoal. I f  indi- 
cated. parenteral cholinergic agents such as 
physostigmine 01 bethbnechol chloride 
should be added. 
Herr Qupplkd: Pale Q n, coated tablets, 
monogrammed AHR a n s n n a t a l  Extentab 
in bottles of 100 (NDC 00314235-63) and 
500 (NDC 0031 -4235-70): and Dis-Co. Unit 
Oose Packs of 100 (NDC 00314235-64). 

Store at controlled r w m  temperature, 
between 15% and 30°C (59T and 86T). 

Dispense in well-closed, light-resistant 
container. 

Rev. February 1985 
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Donnazyme" 

bocrl@on: Donnazyme tablets are avail- 
able tor oral administration. Each tablet 
Contains: 
Pancreatin, USP equivalent . . . 300 mg 
Pepsin .. . .... .... . .  .. . . .  . . 150 mg 
Bile Salts . . . . . . . . . . . , . . . . . . 150 mg 
Hyoscyamine Sulfate, USP . . 0.0518 mg 
Atropine Sulfate. USP . . . . . . . 0.0097 mg 
Scopolamine 

Hydrobromide, USP . . . . . . 0.0033 mg 
Phenobarbital, USP (U gr) . . . 8.1 mg 

(Warning: may be habit forming) 
hwctiw Ingdknts: Acacia, Acetylated 

Monoglycerides. Calcium Sulfate, Carnauba 
Wax, Cellulose Acetate Phthalate, Corn 
Starch, D&C Yellow 10 Aluminum Lake, 
Diethyl Phthalate, Edible Ink, FDBC Blue 1 
Aluminum Lake, FDBC Yellow 6 Aluminum 
Lake, Gelatin, Methylparaben, Microcrystal- 
line Cellulose, Polysorbates, Povidone, 
Propylparaben, Shellac, Sodium Benzoate, 
Stearic Acid, Sucrose, Tartaric Acid, Tita- 
nium Dioxide, Wheat Flour, White Wax. May 
contain Docusate Sodium. 
The combination of anticholinergic/ 
antispasmodic/sedative components with 
natural digestive enzymes plus bile salts 
makes it useful for symptomatic relief of func- 
tional G.I. disorders. 
CWnk.1 Phunucdogy: The outer layer of 
Donnazyme tablets is gastric-soluble and 
contains the belladonna alkaloids, pheno- 
barbital and pepsin. These ingredients 
rapidly become available for absorption as 
the tablet begins disintegrating in the 
stomach. The pepsin supplements the 
stomach's digestive secretions by aiding the 
breakdown of proteins into proteoses and 
peptones. Spasmolysis and sedation are 
produced as the belladonna alkaloids and 
phenobarbital are absorbed. 

The core of the tablet contains pancreatin 
and bile salts. It is designed to disintegrate in 
the alkaline medium of the duodenum where 
it releases the active enzyme components of 
pancreatin (trypsin, amylase and lipase), 
along with the bile salts. Trypsin breaks down 
bwr protein fractions into peptides; mylase 
Converts starch into maltose; lipase Splits fat 
into fatty acids and glycerin; and bile Salts 
enhance the fat-splitting action of the lipase 
and aid in the emulsification of fats and the 
absorption of fatty acids. 
krdiutkn, and Usa@a: Donnazyme is indi- 
cated for the relief of symptoms associated 
with 'nervous indigestion" and other func- 
tional G.I. disorders in the absence of 

organw: pathology Some dthese conditions 

Glau&ma, obstructwe 
uropathy [for example" bladder neck 
obstructon due to prost IC hypertrophy). 
obstructive diseese of th gastranlestinal 
tract (as in achalasia, t yloroduodenal 
stenosis. otc ); paralytic ileus, intestinal 
atony of the eldedy or d biktated patient. 

hemorrhage, severe 
cially ii 
myasthenia gravis; luatal Mmia associated 

unstable dardiovascdar t slatus in acute 

tivtties reqpiring m 

decreased 
PherWqrbiW may be habit forming and 

should not be aQministe/ed to indivduals 
known to tte addiction p e or those with 
a history of physical a q o r  psychological 
dependence upan drugs 

Since bdrbituates are tabolized in the 
liver, they LhoukJ be u6e with caution and 
mitial small dores in pat t nts with hepatic 
dysfunction 
-: h m l .  y e  with caution in 
patents with autmc auropnthy, hepatic 
or renal disease, hypwth rotdim, coronary 
heart disaase, congesive heart failure, 
cardiac errhythmias, tbchycardia, r n d  
hyperlensbn 

Belladonna akaluds may produce a delay 

in gastric emptying (8nlral stasis) which 
would complicate the management of gas- 
tric ulcer. 

Theoretically, with overbosage. a curare- 
like action may oocur. 
Cucinogeneris, rnute~bmsis. Long-term 
studies in animals haver n&t been performed 
to evaluate carcinogenic potential. 
Pm~nency Crh?g@ry C. Apimal reproduction 
studies have not been conducted with 
Donnazyme. It is not k rWn whether Donna- 

reproduction capecity. Qonnazyme should 
be given to a pregnant w h a n  only if clearly 
needed. 
Nuning mo(h.rJ. It is r@t known whether this 
drug is excreted in hunhan milk. Because 
many drugs are excret d in human milk, 
caution s h M  bt exqrJs, when Donna- 
zyme is administered lo B nursing mother. 
PediclMc Use: Slfety 'arbd effectiveness in 
children have not beem qstablished. 
M v w n  RmcWm: Adqerse reactions may 
include xerostomia; urinary hesitancy and 
retention; blurred vision; tachycardia; 
palpitation; mydriasis' cycloplegia; in- 
creased ocular tmsion; bss of taste sense; 
headache; nervousness:, drowsiness; weak- 

and other dermal malnifestations; and 
decreased swealing." Elderly patients may 
react with symptoms of excitement. agita- 
tion, drowsiness, and ot$r untoward mani- 
festations to even smgll idoses of the drug. 

Phenobarbital may 
some patients, raher 
In patients habituated 
withdrawal may prodluce delirium or 
convulsions. 
ormdoug.: The signs and symptoms of 
overdose are headache. nausea, vomiting. 
blurred vision, dlated (bupils, hot and dry 
skin, dizziness, dryne sOf mouth, difficulty in 
swallowing, CNS simulation. Treatment 
should consist of gaStric lavage, emetics, 
and activated charcoal. I f  indicated, 
parenteral cholinerqia agents, such as 
physostigmine or bethanechol chloride 
should be added. 

How Supplkd: Kelly gr n tablets in bottles 
of 100 (NDC 0031464$-&) and 500 (NDC 
0031 -4649-70). Store Fit controlled room 
temperature, between 115% and 30°C (59°F 
and 86'F). Dispense in tight container. 

Rev. February 1985 
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Entolase@- H P Capsules 
(Pancrdipare) 
Enteric-Coated Microbeads 
Entolase" CaDsules 
(Panwelipme) 
Enteric-Coated Microbeads 
Oercription: Dye-free Entolase-MP and 
Entolase Capsules (Pahcrehpase) are pan- 
creatic enzyme concentrates 01 porcine 
origin containing standardized lipage. pro- 
tease, and amylase as well as other pan- 
creatic enzymes They are available 0s 
enteric-coated microbeads of pancfelipase 
in hard gelatin capsules for oral adminis- 
tration The enzyme potmcies of Entohe-HP 
and Entolase Capsules are no less &an 

E m  t n w w  *P t w w  
LWSt U W P I .  em' Y 
RDIUY LISP Umll Ylm am 
kwuse USPurnlS room zoom 

Inactive Ingredients: Entolase-HP Cap- 
sules-cellulose acetate phthalate. corn 
starch. edible inks. gelatin, iron oxidt. povi- 
done, simethicone, sodpm chloride. stearic 
acid, sucrose, talc, titanium dioxide 

Entolase Capsulestcellulose acetate 
phthalate. corn starch. edible inks. (pelatm. 
povidone, simethicone sodium chloride. 
stearic acid. sucrose, talc, titanium Ckoxide 
Cllnlcr l  Phrrmrco lPgy:  The natural 
digestive enzymes in Entolase-HP and 
Entolase Capsules hydrolyze fats into fatty 
acids and glycerol, split protein into peptides 
and amino acids and cdnvert carbohydrates 
to dextrins and short Chain sugars 

Under conditions of the USP test method 
(in vitro), the Entolase products hwe the 
following total digestive capacity 

cmwr ra* g m r  18 I I  
PmirRolmn grmr Y, h 
Dar, s.rttl pan, .o ¶a 

The digestive capacity of a pancreatic 
enzyme concentrate dewnds on the amount 
that passes through the Jtomach unchanged 
and is available at the t i le 01 action in the 
small intestine The pancrelipase in 
Entolase-HP and EntolaSe Capsules Ls con- 
tained within enteric-coated microbeads as 
a safeguard against inaclivalion of the 
enzymes in the acid medtum of the s t m c h  
Indlcrtionr: Entolase (Pancrelipase) IS 
indicated in the treatment 01 exocrine pan- 
creatic insufficiency as Cssociated with but 
not limited to 
cystic fibrosis 
chronic pancreatitis 
post-pancreatectomy 
post-gastrointestinal bypass surgery 
(e g , Billroth 11 gastroenterostomy) 
obstruction of the pancreatic ducts 

Contrrindiutionr: Do not use in patients 
hypersensitive to pork protein 

tun EW~Y WCumu* Inch tnylrp C g w  

-r: Grne@ Individuals previously 
s&Isilized to trypsin, pancreatin. or pan- 
crtlipase may have dllergic manifestations 
toltlw Entolase products 

I n f m b o n  lor Pa*nb: Patients should 
bq advised to avoid cbwing or crushing the 
eeenc-coaled mcrobeeds Where Swallow- 

is diff$ulf. capsules may be 
enteric-coaled microbeads 

sffinkled over soft bod which does not 
re utre chewing (e g , applesauce, gelatin 
et ) end swallowed immediately Prolonged 
c tact of microbeads wilh food 01 pH 
gr aler than 5 5 may dissolve the protective 
e eric coating m, MJagenesis, hnpeinnent 
d erne Lmg-term srudres in animals have f been per(0rmed to evaluate carcinogenic 

rsgnancy Category C: Animal repro- 
have not been conducted 

the Entolase preducts It is also not 
kn4wn whether these producls can cause 
fey1 harm when rdmiAistered to a pregnant 
wqnen or can abct  reproduction capacity 
Enlolase products should be given to a 
prqgnant woman only if clearly needed 

#ursing Mothers: It is not known whether 
thi$ dtug is excreted in human milk Because 
mmy drugs are excreted in human milk 
cavtion should be exercised when Entolase 
prqducts are administered to a nursing 

or80 Rmecthr: Extremely high doses 
pancreatic enzymes have been 

asJociatod with hyperuricemia and hyper- 
uritosuria Diarrhea (pr transient inlestinal 
up(et mly occur with pancreatic enzyme 
codcentrate Allergic manifestations (see 
prt(cautlons) 

rdowgr: Acute toxicity determinations 

md Admini*tntion: The require- 

vades from patient to patient To provide 
d o b w  flexiklity. Entobese is available in two 
strdngths 

p 8 e - H P  Capsules and Entolase Cap. 
liul s: One (1) to mree (3) or more capsules 
with meals as direcled by physician depend- 

lolase Capsules. enteric-coated micro- 

an AHR in bottles of 100 (NDC 0031- 
50 -63) and 250 (NDC 0031 -5035-67) 

be#$ in &le end ckar No 1 capsules. 
mo4cgrammed EntolaJe and AHR in bottles 
01 a00 (NDC 0031-5025-63) and 500 (NDC 

Sore in a tightly closed container in a dry 
plate at controlled room temperature 
Between 15°C and 30°C (599 and 86'F) Do 
not refrigerate 

Rspense Entolase-HP Capsules and 
Entolase Capsules in tight container. 
prekrably with a desiccant 

October 1987 
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Entozyme" 
bwcrlptkn: Entozyme tablets are available 
for oral administration. Each tablet contains: 
Pancreatin, USP equivalent. . . . . .  300 mg 
Pepsin ........................ 250 mg 
Bile salts ...................... 150 mg 
Natural Digestive Enzymes 

h w t M  lngndisnls: Acacia, Acetylated 
Monoglycerides, Calcium Carbonate. Cal- 
cium %Hale, Carnauba Wax. Cellulose Ace- 
tate Phthalate, Corn Starch, Diethyl Phtha- 
late, Edible Ink. FDLC Blue 2 Aluminum 
Lake, Gelatin, Microcrystalline Cellulose, 
Polysorbates. Shellac, Stearic Acid. 
Sucrose, Tartaric Acid, Titanium Dioxide, 
White wax. May contain FD&C Red 40 and 
Yellow 6 Aluminum Lakes. 
conrbuction: Entozyme is a specially con- 
structed tablet. The wter layer dissolves in 
the stomach and releases pepsin. The "inner 
tablet" is protected by an enteric coating that 
disintegrates in the alkaline medium at the 
small intestine and releases pancreatin and 
bile salts, thus preserving the digestive po- 
tency of the pancreatin as it passes through 
the stomach. 
ClinW phmnredogy: Entozyme should 
be considered a form of nutritional therapy 
since it is made up of naturallyoccurring 

'CrJ 

digestive enzymes. 

flatulence. and be 
incmplete diwt 

not been performed to eJaluate Carcino- 
genic potential 

can cause fetal harm 
pregnant woman or can 

pregnant woman only rf kleaiiy needed 
N u M g  mofhws It is not known whether this 
drug 1s excreted in huwan milk Because 

frequently reported adperse reaction to 
Entozyme, and appears to be associated 

may occur 
-: Excessive dosage may pro- 
duce a laxative eliect Sydtemic toxtcity does 
not occur 
Doug.mm : Two tablets 
with each meal and -lets wrth each 
snack The dose may lbe increased as 
necessary to achieve equate digestion 
Entozyme tablets sho J Id be swallowed 
whole and crushed or ctwwed 
How Suppllod: White, Coated tablets, 
monogrammed AHR and 5049 in bottles of 
100 (NDC 0031-5049-63) and 500 (NDC 

Store at condolled rqom temperature, 
between 15% and 30% (59s and W F )  
Chspense in tight contaidr 

Rev Feb 1985 
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Exna” 
brand of 
bnrthiazide Tablets, USP 
D@rcrlptlon: Exna (benzthiazide) is a 
diuretic available in round, yellow, scored 
tablets engraved AHR and 5449 for oral 
administration. Each tablet contains 50 mg 
benzthiazide. 

bmdm tngredients: Com Starch, Dibasic 
Calcium Phosphate, FDlLC Yellow 5, Lac- 
tose, Magnesium Stearate, Polyethylene 
Glycol, Sodium Lauryl Suifate. 

Benzthiazide is a white, crystalline powder 
with a characteristic odor, freely soluble in 
alkaline solution. The chemical structure is: 

6-chbrc-3-[ I(phenylmethyl)thlo)methyl)-2H- 
1,2,4-benzothiadiazine-7-suIfonamide 

1,l -dioxide 
CHnbl harmrcdogy: Exna is a diuretic 
and antihypertensive It affects the renal 
tubular mechanism oi electrolyte reabsorp- 
t m  At maximal therapeutic dosage, all thia- 
zldes are appronmately equal in their diuretic 
potency The mechanism whereby thiatiees 
function in the control of hypertension IS 
unknown Exna mcreases excretion of sodium 
and chloride in approximately equivalent 
amounts Natriuresis may be accompanied 
by some loss of potassium and bicarbonate 

In humans, benrthiazide is excreted in the 
urine almost entirely unchanged Folkwing a 
single oral dose of Exna Tablets or benz- 
thiazide solution. 1% and 4 3% of the 
respective doses were recovered in the 
urine in 24 hr The relative bioavailability of 
Exna Tablets was determined to be about 
25% in reference to benrthiazide solution 
lndlcat lonr and Uoago: Exna (benz- 
thiazide) is indicated as adjunctive therapy 
in edema associated with congestive heart 
failure, hepatic cirrhosis and corticosteroid 
and estrogen therapy 

Exna has also been found useful in edema 
due to various torms of renal dysfunction as 
nephrotic syndrome, acute glomerulo- 
nephritis, and chronic renal failure 

Exna is indicated in the management of 
hypertenson either as the sole therapeutic 
agent or to enhance the effectiveness of 
Other antihypertensive drugs in the more 
wvere forms of hypertension 

UI. in P m g m y :  The routine use of di- 
uretics in an otherwise healthy m a n  IS 
Inappropriate and exposes mother and fetus 
to unnecessary hazard Diuretics do not pre- 
vent development of toxemia of pregnancy, 
and there is no satisfactory evidence that 
they are useful in the treatment of developed 
toxemia 

Edema during pregnancy may arise from 
pathological causes or from the physiologic 

’L, and mechanical consequences of pregnancy 
Thiazides are indicated in pregnancy when 
edema is due to pathologic causes, lust as 
they are in the absence of pregnancy (how- 

’IIJ 

- 
I 

I 

recumbency will ollen 

nausea and vomiting. 
Irbontufy dysh: Periodic determination 

d gorum electrolytes to detect possible elec- 
trolyte imbalance should be performed at 
appropriate inlewls. When the patient is 
vomiting excessively or receiving parenteral 
fluids. serum and urine electrolyte deter- 
minations are particularly important. 

In patients with renal impairment, non- 
protein nitrogen or blood urea nitrogen level 
should be tested periodically; rising values 
would indicate progressive renal impairment 
and careful reappraisal of therapy is 
necessary with consideration given to with- 
holding or discontinuing diuretic therapy. auo - ‘ : Thiazides may add to or 
potentiate the action of other hypotensive 
drugs. Potentiation occurs with ganglionic or 
peripheral adrenergic-blocking drugs. 

Thiazides may increase the respon- 
Biveness to tubocurarine. 

Thiazides m8y decrease arterial respon- 
eiveness to norepinephrine. This diminution 
is not sufficient to preclude effectiveness of 
the pressor agent for therapeutic use. 

Insulin requirement in dirbetic patients 
may be  increased, decreased, or 
unchanged. 

Medication such as digitalis may also 
influence serum electrolytes. Digitalis 
therapy may exaggerate metabolic effects of 
hypokalemia especially with reference to 
myocardial activity. 

hlglhboralwy %S hrtsnctions: Thia- 
zides may decrease serum P6I levels with- 
oui signs of thyroid disturbance. 

Carcinogenesis, mutagenesis, impair- 
mentolMMy No animal carcinogenicity or 
mutagenesis studies on benrthiazide are 
known. 

Pregnancy-hrutogonic otects: Preg- 
nancy Category C. Benzthiazide has an 
embryocidal effect in rats when given in 
doses several hundred times the human 
dose. Exna (benzthiazide) can cause fetal . 
harm when administered to a pregnant 
m a n .  fetal or neonatal jaundice has been 
reported. Thrombocytopenia and possibly 
other adverse reacttons have occurred in the 
adult. H this drug is used during pregnancy, 
or if patient becomes pregnant while taking 
this drug, the patient should be apprised of 
the potential hazard to the fetus. 

Thiazides MOSS the placental barrier and 
appear in cord blood. 

Wuming moth.rs: k is not krown whether 
this drug is excreted in human milk. Because 
many drugs are excreted in human milk, 
cautii should be eKercised when Exna is 
administered to a nursing mother. 

cWi.lric use: Safery and effectiveness in 
children have not bem established. 
M v u n  -8: The following adverse 
reactions have been observed, but there is 
hol enough systematic collection of data to 
8upport an estimate of their frequency. 

cbslroln(lsslynJ System: jaundice (intra- 
hepatic cholestatic jaundice); pancreatitis; 
Oastric irritation; vomiting; cramping; 
musea; anorexia; diarrhea; constipation. 
c8nbrl “OUS Systom: diuiness; rest- 

HWn8tologic: aplastic anemia; thrombo- 
tylopenia; agranulocylosis; leukopenia. 

Dermatologic-Hypersen8itivity: necro- 
tizing angiitis (vasculitis) (cutaneous vas- 
cu l i t is ) ;  purpura;  ur t icar ia ;  rash; 
photosensitivity. 

bSEWSS; paresthesie; headache; XanthopSi6. 
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(€ma, continued) 

Cerdrovusculac Orthostatic hypotension 
may occur and may be aggravated by alcc- 
hol, barbilurales or narcotics 

Other: hyperglycemia, glycosuria hyper- 
uricemia, weakness, muscle spasm 

Whenever adverse reactions are mod- 
erate or severe, thiazide dosage should be 
reduced or therapy withdrawn 
Ovordorrgo: Symptoms of overdosage 
include electrolyte imbalance and signs of 
potassium deficiency such as confusion. 
dizziness. muscular weakness, and gastro- 
inlestinal disturbances General supportive 
measures including replacement of fluids 
and electrolytes may be indicated in treat- 
ment of overdosage 
Dorrgo r n d  Admlnlrtrrtion: Therapy 
should be individualized according to 
patient response This therapy should be 
trtrated to gain maximal therapeutic response 

as well as the minimal 
tain thal therapeutic 

- T- - ~ 

Anti- 
Diuretic , hypertensive 

200mg 200mg 
BenzthwiUe 50 io 50 to 

1 

ing and evening meals 
Maintenatwe of 

mal eflective dosage shokld be gradual 
Hyportondon: /nibatid df rntihyperrensrve 
therupy. 50 to 100 mg daily is the average 
dose It may be given iq two doses of 25 mg 
or 50 mg each after rpakfast and after 
lunch This dosage m a t e  continued until a 
therapeutic drop in b l q d  pressure occurs 

Mrintenunce of entrhpw?ensive therapy. 
Dosage should be edjudlefl according to the 
patient response, either upward to as much 
as 50 mg q I d or dowrrwbrd to the minimal 
effective dosage level 
Harv Supplkd: Exna (bnzthiazide) is sup- 
plied in 50 mg round, yqllqw, scored tablets 
engraved AHR and 5448, packaged in bot- 
ttes of 100 (NDC 0031-$419-63) 

Store at controlled roqw temperature, be- 
Ween 15°C and 30°C (SQtF and 8 6 O F )  

Dispense in tight contaiher 
Rev Jan 1986 
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kd Micro-K Extencaps" 
Micro-K 10 Extencaw 
brand of m 

Potassium C h I o r i d e 

Description: Micro-K Extencaps are pale 
orange, hard gelatin capsules, each con- 
taining 600 mg of dispersible. small crys- 
talline particles of potassium chloride 
(equivalent to 6 mEq K). monogrammed 
Micro-K and AHR15720. 

Micro-K 10 Extencaps are pale orange 
and opaque white, hard gelatin capsules, 
each containing 750 mg of dispersible, small 
crystalline particles of potassium chloride 
(equivalent to 10 mEq K) monogrammed 
Micro-K 10 and AHR15730. Each particle of 
potassium chloride (KCI) i s  micro- 
encapsulated by a patented process with a 
polymeric coating which allows for the con- 
trolled release of potassium and chloride 
ions over an eight- to ten-hour period. The 
dispersibility of the microcapsules and the 
controlled release of ions are intended to 
minimize the likelihood of high localized 
concentrations of potassium chloride and 
resultant mucosal ulceration within the 
gastrointestinal tract. 

The polymeric coating forming the micro- 
capsules functions as a water-permeable 
membrane. Fluids pass through the mem- 
brane and gradually dissolve the potassium 
chloride within the microcapsules. t he  
resulting potassium chloride solution slowly 
diffuses outward through the membrane. 

Inwtive Ingredients: Edible Ink. Ethyl- 
cellulose, FDBC Blue 2 Aluminum Lake, 
FDBC Yellow 6, Gelatin, Magnesium Stear- 
ate, Sodium Lauryl Sulfate, Titanium Dioxide. 
May contain FDBC Red 40 and Yellow 6 
Aluminum Lakes. 
Actha:  Potassium ion is the principal intra- 
cellular cation of most body tissues. Potas- 
sium ions participate in a number of essential 
physiological processes, including the man- 
tenance of intracellular tonicity, the trans- 
mission of nerve impulses, the contraction of 
cardiac, skeletal, and smooth muSCle and 
the maintenance of normal renal function. 

Potassium depletion may occur whenever 
the rate of potassium loss through renal 
excretion andfor loss from the gastro- 
intestinal tract exceeds the rate of potassium 
intake. Such depletion usually develops 
slowly as a consequence of prolonged ther- 
apy with oral diuretics, primary or secondary 
hyperaldosteronism, diabetic ketoacidosis, 
severe diarrhea, or inadequate replacement 
of potassium in patients on prolonged paren- 
teral .iutrition. Potassium depletion due to 
these causes is usually accompanied by a 
Concomitant deficiency of chloride and is 
manifested by hypokalemia and metabolic 
alkalosis. Potassium depletion may produce 
weakness, fatigue. disturbances of cardiac 
rhythm (primarily ectopic beats). prominent 

I 

U-waves in the electrocqdiogram, and in 
advanced cases, flacci paralysis andfor 
impaired ability to come 4 rate urine 

Potassium depletion bssociated with 
metabolic alkalosis IS ma4aged by correc- 
ting the fundamental ca ses of the defi- 
ciency whenever p a s  t le und admin- 
istering supplemental pot slum chbride in 
the form of high potassium&d CM potassium 
chloride solution, capsule$or tablets In rare 
circumstances (e Q , palients with renal 

patients receiving digitalis +nd diuretics for 
congestive heart failure, patic cirrhosis 
with ascites, states of aldgterone excess 
with normal fenal function. tassum-losing 
nephropathy, and Certain rrheal states 
3 The use of potasslum aHs in patients 
receiving diuretics for unco f plicated essen- 
tial hypertension 6 otlen un ecessary when 
such patients have a norma t dietary pattern 
Serum potassium shoultl be checked 
periodically, however, and, if hypokalemia 
occurs, dietary supple4entation with 
potassium-containing food) may be ade- 
quate to control milder casea In more 6evere 
cases supplementation With potassium 
salts may be Indicated 
ContrrindlCrtloM: Pot*sium supple- 
ments are contrainaicated )n patients with 
hyperkalemie since a furt$er increase in 

Uelay in tablet passage thr gh the gnstro 
intestinal tract In these igances potas- 
sium supplementation shauld be with a 
liquid preparation 

WWning.: Hyp9rkaleda. In patients with 
impaired mechanisms for excreting potas- 
sium. the administration of potassium salts 
can produce hyperkalemia and cardiac 
arrest. This occurs most commonly in 
patients given potassium by the intravenous 
route but may also occur in patients given 
potassium orally Potentially fatal hyper- 
kalemia can develop rapidly and be 
asymptomatic. 

The use of potassium saits in patients with 
chronic renal disease, or any other condition 
which impairs potassium excretion, requires 
particularly careful monitoring of the serum 
potassium Concentration and appropriate 
dosage adjustments. 

Interaction with Potassium-Sparing 
Diuretics. Hypokalemia should not be 
treated by the concomitant admincstration of 
potassium salts and a potassium-sparing 
diuretic (e.g., spironolactone or triam- 
terene), since the simultaneous admin- 
istration of these agents can produce severe 
hyperkalemia. 

Gastroinfestina/ /estions. Potassium 
chloride tablets have produced Stenotic 
and/or ulcerative lesions of the small bowel 
and deaths, in addition to upper gastro- 
intestinal bleeding. These lesions are 
caused by a high localized concentration of 
potassium ion in the region of a rapidly dis- 
solving tablet which injunes the bowel wall 
and thereby produces obstruction. hemor- 
rhage, or perforation. 

Micro-K Extencaps contain micro- 
capsules which disperse upon dissolution of 
the hard gelatin capsule. The microcapsules 
are formulated to provide a controlled 
release of potassium chloride. The dis- 
persibility of the microcapsules and the con- 
trolled release of ions from the micro- 
capsules are intended to minimize the 
possibility of a high local concentration near 
the gastrointestinal mucosa and the ability of 
the KCI to cause stenosis or ulceration Other 
means of accomplishing this (e.g., incor- 
poration of KCI into a wax matrix) have 
reduced the frequency of such lesions to 
less than one per 100,000 patient years 
(compared to 40-50 per 100,000 patient 
years with enteric-coated KCI). but have not 
eliminated them. The frequency of GI lesions 
with Micro-K Extencaps is. at present, 
unknown. Micro-K Extencaps should be dis- 
continued immediately and the possibility of 
bowel obstruction or perforation considered 
if severe vomiting, abdominal pain, dis- 
tention. or gastrointestinal bieeding occurs 

Metabolic Acidosis. Hypokalemia in 
patients with metabolic acidosis should be 
treated with an alkalinizing potassium salt 
such as potassium bicarbonate. potassium 
citrate. or potassium acetate. 
Pncrutionr: The diagnosis of potassium 
depletion is ordinarily made by demonstral- 
inp hypokalemia in a patient with a clinical 
history suggesting some cause for potas- 
sium depletion. In interpreting the serum 
potassium level, the physician should bear in 
mind that acute alkalosis per se can produce 
hypokalemia in the absence of a deficit in 
total body potassium, while acute acidosis 
per se can increase the serum potassium 
concentration into the normal range even in 
the presence of a reduced total body potas- 
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sum. The treatment of potassium deplelion. 
particularly in the presence of cardiac dis- 
ease, renal disease. or acidosis, requires 
careful attention to acid-base balance and 
appropriate monitoring of serum electro- 
lytes. the electrocardiogram. and the clinical 
status of the patient. 
Advomo R.rctlon8: The most common ad- 
verse reactions to oral potassium salts are 
nausea, vomiting. abdominal discomfort, 
and diarrhea. These symptoms are due to 
irritation of the gastrointestinal tract and may 
be minimized by taking the dose with meals 
or by reducing the dose. 

Intestinal bleeding, ulceration. perforation 
and obstruction have been reponed in 
patients treated with solid dosage forms of 
potassium salts and may occur with Micro-K 
Extencaps (see Contraindications and 
Warnings). 

One of the most severe adverse effects of 
potassium supplementation is hyperkalemia 
(see Contraindications, Warnings, and 
Overdosage). 

Skin rash has been reported rarely with 
potassium preparations 
Ovordougr: The administration of oral 
potassium salts to persons with normal 
excretory mechanisms for potassium rarely 
causes serious hyperkalemia. However, if 
excretory mechanisms are impaired or if 
potassium is administered loo rapidly intra- 
venously, potentially fatal hyperkalemia can 
result (see Contraindications and Warnings). 
It is imporlant to recognize that hyperkalemia 
is usually asymptomatic and may be mani- 
fested only by an increased serum potas- 
sium concentration and characteristic 
electrocardiogram changes (peaking of T- 
waves. loss ot P-wave, depression of S-T 

segment, and prolongaton f the QT inter- 
val) Late manifestations (dude muscle 
paralysis and cardiovascular collapse from 
cardiac arrest 

Treatment measures fof hyperkalemia 
include the fdlowing (1) clin)lnBtion of foods 
and medicatam containing /potassium and 
of potassium-sparing diur tics. (2) intra- 
venous administration of S d t o  500 mUhr of 

produce digitBlis toxicit 
Dorrpr m d  Admini 

fwhrrclHu c.rLllcr*nI 

(8 M9 K) (16-24 IMP lo (40-06 MU K) 

MC1C-K b l G W D S  2 t*Mom 4 10 10 h a a P Y c  
110 mEg Kl (20 m1Q KJ (40-1@ mEa K) 

MCWK W ~ S  z 01 3 fx*ncq~@y ~5 m 12 ~~~rnclwa~v 
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the capsules may be advisled to sprinkle the 
contents onto a spoonful ofisoft food to facih- 
fate ingestion 
How Suppliod: Micro-K  ext ten caps" are 
pale orange capsules /monogrammed 
Mtcro-K and AHR15720, each containing 
600 mg microencapsulgted potassium 
chloride (equivalent to 8 m q K), in bottles of 

5720-70) and Dis-Coe un 1 dose packs of 

Micro-K 10 Extencaps@ are pale orange 
and opaque white capsule monogrammed 
Micro-K 10 and AHRl5730, each containing 
750 mg microencapsul ted potassium 
chloride (equivalent to 10 Eq K). in bottles 

0031-5730-70). and Dis 1 Coe unit dose 

Anlmrl tOxlcology: The ut erogenic poten- 
tial of microencapsulated K I was studied in 
anesthetized cats by direc d applications on 
exteriorized gastric muc sa The micro- 
capsules of KCI were fo $ nd to be non- 
ulcerogenic and significan ly less irritating 
than wax-matrix tablets an d 20% solution of 
KCI 

In groups of monkeys (up 8 monkeys per 
group) receiving different formulations of 
potassium chloride at equival nt daily dosage 
(2400 mg KCI) for four an one-half days 
Micro-K Extencaps Showed no tendency to 
cause intesttnal ulceration similar to liquid 
KCI and a wax-matrix prepa i ation but in con- 
bast to an enteric-coated CI tablet) and 
minimal gastric irritation (I ss than a wax- 
matrix preparation) . 

Rev, February 1985 

100 (NDC 0031-5720-a), 

100 (NDC 0031-5720-64) 

00 (NDC 0031- 

Of 100 (NDC 0031-5730 63), 500 (NDC 

pads Of 100 (NDC 0031 -5730-64) 
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Pabalate-SF which contetn 
Or salicylates are nausea 
testinal upset Fine 
pruritus and urticaria 
The occasional occurrence 
lism may require adlustrnent 
Owrdouge: Overdose 
toms of hyperkalemia 
intoxication Mild 
termed salicylism ma) 
such as tinnitus nausea, 
ventilation, dizziness. 
confusion. dimness of 
thirst. and occasionally 
of salicylates and supporpive 

Rov. Fobrwry lW6 
ANALGESIC 

potassium andl 
and gastroin- 

rash with or without 
occur less trequenlly 

of mild salicy- 
in dosage 

may cause symp- 
andior salicylate 

c h r m c  overdosage, 
cause symptoms 
headache hyper- 

c'rowsiness. mental 
vision. sweating 

diarrhea Withdrawal 
therapy may be 

Pabalate'lSF 
Jluy Pabalate@=Sodium Free 

hacription: Pabalate@-SF tablets are in- 
tended for oral administration. 
Each enteric-coated tablet contains 

Potassium Salicylate . . . . . . . . . . . . 0.3 g 
Potassium Aminobenzoate , . . . . . . 0.3 g 

Potassium content per tablet: 131 .S mg 
(3.4 mEq) 

lnactive Ingredients: Acacia, Acetylated 
Monoglycerides. Calcium Carbonate, Cal- 
cium Sulfate. Carnauba Wax, Cellulose Ace- 
tate Phthalate. Diethyl Phthalate, Docusate 
Sodium. Edible Ink. FD&C Blue 1 Aluminum 
Lake. FDBC Blue 2 Aluminum Lake. F M C  
Red 3 Aluminum Lake, Gelatin, Magnesium 
Stearate. Polysorbates, Shellac, Stearic 
Acid, Sucrose, Talc, Titanium Dioxide, Wheat 
Flour, White Wax. May contain FDBC Red 40 
and Yellow 6 Aluminum Lakes. 
Analgesic Drug Product. 

The components have the following 
chemical structures: 

Clinkal Ph.rmcology: Potassium salicy- 
late is a mild analgesic with antiinflammatory 
and antipyretic activity Compared to aspirin 
potassium salicylate has substantially less 
effect on platelet adhesiveness In large 
doses, however, it has a hypoprothrom- 
binemic effect Potassium salicylate in con- 
ventional dosage form dissolves in the 
stomach and is absorbed as un-ionized sali- 
cylic acid However, in Pabalate-SF, the 
enteric coating delays release of the sahcy- 
late until the tablet reaches the alkaline 
medium of the intestine After absorption, 
salicylic acid is extensively bound to plasma 
protein. and the bound portion is in equi- 
librium with the free salicylate in the plasma 
The action of potassium aminobenroate in 
this formulation has not been established 
Indicetione: PabalateSF tablets are indi- 
cated for the temporary relief of mild to mod- 
erate pain complicated by conditions in 
whichthe restriction of sodium intake may be 
desirable, such as congestive heart failure. 
essential hypertension and glomerulo- 
nephritis 
Contnindkatlona: Hypersensitivity to any 
of the ingredients Presence of an active 
ulcer, hypoprothrombinemia Vitamin K defi- 
ciency, severe hepatic or renal damage. 
hemophilia, or hyperkalemia Do not 
administer to patients who are receiving a 
potassium-sparing diuretic 
Wamlngs: Salicylates have been reported 
to be associated with the development of 
Reye syndrome in children and teenagers 
with chicken pox, influenza and influenza- 
like inlections 

There have been several reports. published 

I 
i 

coaled thlazides, or cqrtain other oral 

have occurned 

definitely ettabltshed 

testinal bl+ding occur I 

established 
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Phenaphen" 
with Codeine 
Dorcription: 
E ich  Ph.niphOna with Codoino No. 2 
q 8 u k  oontainr: 
Codeine Phosphate. USP . . . . . . . 15 mg 

(Warning: May be habit forming) 
Acetaminophen. USP . . . . . . . . . . 325 mg 

Inactive Ingredients: Corn Starch, DBC 
Yellow 10, Edible Ink, FDBC Blue 1, FDBC 
Red 3 or 40, FDBC Yellow 6, Gelatin. Mag- 
nesium Stearate, Sodium Starch Glycolate. 
Stearic Acid. 
Eich Phon,rphon@ wlth Codeino No. 3 
upurlo contains: 
Codeine Phosphate, USP . . . , . . . 30 mg 

(Warning: May be habit forming) 
Acetaminophen, USP . . . . . . . . . . 325 mg 

Inactive Ingredients: DBC Yellow 10, Edi- 
ble Ink. FDBC Blue 1. (FDBC Green 3 and 
Red 40) or Red 3, FDBC Yellow 6, Gelatin, 
Magnesium Stearate. Sodium Starch Gly- 
colate, Stearic Acid. 
Eich Ph.nrph.na with Codeine No. 4 
upruh contains: 
Codeine Phosphate, USP . . . . . . . 60 mg 

(Warning May be habit forming) 
- .  Acetaminophen, USP . . . . . . . . . . 325 mg 

Inactive Ingredients: Corn Starch. DBC 
Yellow 10, Edible Ink. FDBC Green 3 or Blue 1, 
FDBC Yellow 6, Gelatin. Lactose. Mag- 
nesium Stearate, Sodlum Starch Glycolate, 
Stearic Acid. 
Acetaminophen occurs as a white, odorless, 
crystalline powder possessing a slightly bit- 
ter taste. Codeine is an alkaloid. obtained 
from opium or prepared from morphine by 
methylation. Codeine phosphate occurs as 
fine, white. needle-shaped crystals, or white. 
crystalline powder. It is affected by Iight. 
Clinical Phirm8~OlOQy: Phenaphen with 
Codeine combines the analgesic effects of a 
centrally acting analgesic. codeine. with a 
peripherally acting analgesic. acetamino- 
phen. Both ingredients are well absorbed 
orally. The plasma elimination half-life ranges 
from 1 to 4 hours for acetaminophen, and 
from 2.5 to 3 hours for codeine. 

Codeine retains at least one-half of ils 
analgesic activity when administered orally. 
A reduced first-pass metabolism of codeine 
by  the liver accounts for the greater oral 
efficacy of codeine when compared to most 
other morphine-like narcotics. Following 
absorption, codeine is metabolized by the 
liver and metabolic products are excreted in 
the urine. Approximately 10 percent of the 

administered codeine ISI demrthylated to 
morphine, which may ac4ount for its anal- 
gesic activity 

exhibited hypersensilivi$ to codeine or 
acetaminophen 
Pmcutlons: oenerel: 

domina1 conditions 

hepatic or renal function hypothyroidism, 
Addison's disease, and -brostatic hyper- 
trophy or urethral stricture 

hazardous tasks such as riving a car or 
operating machinery The fient taking this 
drug should be cautioned ccordingly 

Drug Inremctions. Paten recefving other 
narcotic analgesics, antif.lsyChOticS. anti- 
anxiety agents. or other CbS depressants 
(including alcohol) condomitantly with 
acetaminophen and codelne may exhibit 
additive CNS depression dJe to the codeine 
component When such therapy is con. 
templated, the dose of one or both agents 
should be reducrd 

The use of monoamine otidase inhibitors 
or tricyclic antidepressan@ with codeine 
preparations may increa* the effect of 
either the antidepressant 06 codeine 

The concurrent use of enticholinergics 

ment of Fettilrty: No long-term studies in ani- 
mals have been performed kilh acetamino- 
phen or codeine to determine carcinogenic 

potential or effects on fe ility 
Acetaminophen and odeine have been 

found to have no mutag nic potential using 
the Ames Salmonella-Mi rosomal Activation 
test. the Basc test on Dr ophila germ cells 
and the Micronucleus t t on mouse bone 

lntogem Ellects: Pr nancy Category C 
Codeine has been show to be teratogenic 
in mice when given in oses 17 times the 
maximum human daily ose There are no 
adequate and well co i trolled studies in 
pregnant women Acetaminophen and co- 
deine phosphate shoulq be used during 
pregnancy only if the patential benefit IUS- 
tifies the potential risk to the fetus 

Nursing Mothers: It is ot known whether 
the components of this d ug are excreted in 
human milk Because m ny drugs are ex- 
creted in human milk, i aution should be 
exercised when acetaminophen with co- 
deine is administered to 0 nursing woman 
A d v e m  R.rction8: Thp most frequently 
observed adverse reactlbns include Iight- 
headedness. dizziness, sedation, shortness 
of breath, nausea and vomiting These 
effects seem to be more urominent in ambu- 
latory than in nonembulalory patients. and 
some of these adverse reactions may be 
alleviated if the patient 114s down 

Other adverse reactions include allergic 
reactions euphoria. dy9phoria. constipation 
and pruritus 

At higher doses. codeine has most of the 
disadvantages of morphine including respi- 
ratory depression 
&IJQ Abuu m d  0.p.hdence: Acetamino- 
phen and Codeine Pho$pbate capsules are 
a Schedule 111 controlled hubstance 

Codeine can produce rug dependence 
of the morphine type. an c! therefore has the 
potential for being abu$ed Psychic de- 
pendence. physical dependence and tol- 
erance may develop upml repeated admin- 
istration of this drug ahd it should be pre- 
scribed and administereid with the same 
degree of caution appropriate to the use of 
other oral narcotic-containing medications 

Acer8minophen: 
Signs and Symptoms: Acetaminophen in 

massive overdosage may pause hepatic tox- 
icity in some patients In cqses of suspected 
overdosage you may wish to call your re- 
gional poison center for a$sistance in diag- 
nosis and for directions Rn the use of N- 
acetylcysteine as an antidbte 

In adults, hepatic toxicity has rarely been 
reported with acute overdoses of less than 
10 grams and fatalities with less than 15 
grams Importantly, young children seem to 
be more resistant than atlults to the hepato- 
toxic effect of an ecetamimphen overdose 
Despite this, the measures outlined below 

marrow I 

OVOrdoB8g.: 
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should be initiated in any adult or child sus- 
pected of having ingested an acetamino- 
phen overdose 

Early symptoms following a potentially 
hepatotoxic overdose may include nausea, 
vomiting diaphoresis and general malaise 
Clinical and laboratory evidence of hepatic 
toxicity may not be apparent until 48 to 72 
hours post-ingestion 

Treatment. The stomach should be emp- 
tied promptly by lavage or by induction of 
emesis with syrup of ipecac Patients esti- 
mates of the quantity of a drug ingested are 
notoriously unreliable Therefore, if an acet- 
aminophen overdose is suspected, a serum 
acetaminophen assay should be obtained 
as early as possible but no Swner than four 
hours following ingestion Liver function 
studies should be obtained initially and 
' repeated at 24-hour intervals 

The antidote. N-acetylcysteine, should be 
administered as early as possible preferably 
within 16 hours of the overdose ingestion for 
optimal results, but in any case within 
24 hours Following recovery there are no 
residual. structural or functional hepatic 
abnormalities 
Codeine. 

Sgns end Symptoms. Serious overdose 
with codeine is Characterized by respiratory 
depression (a decrease in respiratory rate 
andlor tidal volume Cheyne-Stokes respi- 
ration. cyanosis) extreme somnolence pro- 
gressing to stupor or coma skeletal muscle 
flaccidity cold and clammy skin and some- 
times bradycardia and hypotension In severe 
overdosage, apnea, circulatory collapse. 

rvVr 

cardiac arrest and death may occur 
Treatment: Primary tention should be 

given to the reestablis ment of adequate 
respiratory exchange th 1 ugh provision of a 
patent airway and the in titution of asststed 
or controiled ventilation he narcotic antag- 
onist nalaxone is a spec 1 IC antidote against 
respiratory depression ,which may result 
from overdosage or unbsual sensitivity to 
narcotics, including cod ine Therefore an 
appropriate dose of nalo one (see package 
insert) should be admi 5 stered preferably 
by the intravenous route. nd simultaneously 
with efforts at respiratory suscitatm Snce 
the duratien of action of c k! eine may exceed 
that of the antagonist. thd patient should be 
kept under continued burveillance and 
repeated doses of the adagonist should be 
administened as needed tdmaintain adequate 
respiration 

An antagonist should nbt be admiriistered 
in the absence of clinicalb sigmficant respi- 
ratory or Cardovascular depression Oxy- 
gen. intravenous fluids, vasopressors and 
other supportive mea(ures should be 
employed as indlcated 

Gastric emptying may Qe useful in remov- 
ing unabsbrbed drug 
Dorage i)nd Admini8 ration: Dosage 
should be adjusted acco ing to Severity of 

en1 The usual 
osphate 15 mg 
mg to 650 mg 
le 0 5  mgkg 
every 4 hours 

The usual adult dose for' Phenaphen with 
Codeine No 2 and Phenadhen with Codeipe 

L 

No 3 is one or two capsules every 4 hours as 
required The usual adult dose tor Phena- 
phen with Codeine No 4 is one capsule 
every 4 hours as required 

It should be kept in mind however that 
tolerance to codeine can develop with con- 
tinued use and that the incidence of un- 
toward etlects is dose related 

Adult doses of codeine higher than 60 rng 
fail to give commensurate relief of pain but 
merely prolong analgesia and are associ- 
ated with an appreciably increased inci- 
dence of undesirable side effects Equiva- 
kntly high doses in children would have 
similar effects 
W o w  Supplkd: Phenclphen with Codeine 
No. 2, black and yellow capsules in bottles of 
100 (NDC 0031-6242-63) and 500 (NDC 
0031 -6242-70) and Dis-Co@ Unit Dose 
Packs (4x25's) (6242-61) 
Phenaphen with Codeine No. 3, black and 

green capsules in bottles of 100 (NDC 0031- 
6257-63) and 500 (NDC 0031-6257-70) and 
Dis-Co@ Unit Dose Packs (4x25's) (6257-61 ) 

Phenaphen with Coderne No. 4, green 
and white capsules in bottles of 100 (NDC 
0031-6274-63) and 500 (NDC 0031- 
6274-70) and Dis-Co@ Unit Dose Packs 

Store at controlled room temperature, 
between 15°C and 30°C (59'F and B6'F) 

Dispense capsules in tight. light-resistant 
container I Rev November 1986 

(4x25's) (6274-61) 
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ANALGESIC 

Phenaphen@=650 
bd withCodeine6 

(Acetaminophen and Codeine 
Phosphate Tablets) 

Description: 
Each Pbnrphon*bSO with c0d.l~ tab- 
kt contains: 
Codeine Phosphate, USP . . . . . . . 30 mg 

(Warning: May be habit forming) 
Acetaminophen, USP .................. 650 mg 

Inactive Ingredients: Calcium Sulfate, 
Corn Starch, Microcrystalline Cellulose, 
Polyethylene Glycol, Povidone, Silicon 
Dioxide, Sodium Bisulfite, Sodium Starch 
Glycolate, Stearic Acid. 

Acetaminophen occurs as a white, odor- 
less, crystalline powder, possessing a slightly 
bitter taste. Codeine is an alkaloid, obtained 
from opium or prepared from morphine by 
methylation. Codeine phosphate occurs as 
fine, white, needle-shaped crystals, or white. 
crystalline powder It is affected by light. 
Clinical Pharmacology: Phenaphen-650 
with Codeine combines the analgesic effects 
of a centrally acting analgesic, codeine, with 
a peripherally acting analgesic, acet- 
aminophen. Both ingredients are well ab- 
sorbed orally. The plasma elimination half- 
life ranges from 1 to 4 hours for acetamino- 
phen, and from 2.5 to 3 hours for codeine. 

Codeine retains at least one-half of its 
analgesic activity when administered orally. u A reduced first-pass metabolism of codeine 
by the liver accounts for the greater oral 
efficacy of codeine when compared to most 
other morphine-like narcotics. Following ab- 
sorption, codeine is metabolized by the liver 
and metabolic products are excreted in the 
urine. Approximately 10 percent of the ad- 
ministered codeine is demethylated to mor- 
phine. which may account tor its analgesic 
activity. 

Acetaminophen is distributed throughout 
most fluids of the body. and is metabolized 
primarily in the liver. Little unchanged drug is 
excreted in the urine, but most metabolic 
products appear in the urine within 24 hours. 
Indications and Uuge: Phenaphen-650 
with Codeine Tablets are indicated for the 
relief of mild to moderately severe pain. 
Contraindicrtions: Acetaminophen and 
codeine phosphate should not be admin- 
islered to patients who have previously 
exhibited hypersensitivity to codeine or 
acetaminophen. 
WlmkrgS: Contains sodium bisulfite. a sul- 
fite that may cause allergic-type reactions 
including anaphylactic symptoms and life- 
threatening or less severe asthmatic epi- 
sodes in certain susceptible people. The 
overall prevalence of sulfite sensitivity in the 
general population is unknown and probably 
low. Sulfite sensitivity is seen more frequently 
in asthmatic than in nonasthmatic people. 

Head l n p y  and increased intrecranial 
ressure. The respiratory depressant effects 

of narcotics and their capacity to elevate 

tR.U1llOO.: Generel: 

cerebrospmal fluid presgure may be mark- 
edly exaggerated in the presence of head 
injury, other intracranral destons or a pre- 
existing increase in ntr)crantal pressure 
Furthermore, narcotics p$duce adverse re- 
actions which may ob*ure the clinical 

and prostatic hypertr*hy or urethrai 
stricture 

Intwmution for 

may exhibit additive CNS +pression due to 
the codeine component Wlken such therapy 
is contemplated, the dosq of one or both 
agents should be reduced, 

The use of monoamine a)ridase inhibtors 
or tricyclic entidepressanls with codeine 
preparations may increage the effect of 
either the antidepressant 04 codsine 

The concurrent use of pnticholinergics 
with codeine may produce aralytic ileus. 

Cercmogmesls, Mubg nesis, Impair- 
ment of FoMhty: No long-te i studies in an+ 
mals have been performed ah acetemino- 
phen or codeine lo determire carcinogenic 
potential or effect6 on tenill 

Acetaminophen and mdtne have been 
found to have no mutageniq potential using 
the Ames Salmontlta-Micro al Activation 
test, the Basc test on Drosoga germ cells. 
m d  the Micronucleus test 6n mouse bone 
marrow 

Bratogenic EReCts: Pmg n c y  Caresory 
C: Codeine has been sho t to be terato- 
enic in mice when given in " 06es 17 times 

he maximum human daily $e There are 
no adequate and well C O W  lled studies in 
pregnant women Acetamin f phen and co- 

tlfies the potential risk lo me Jetus 
Nursfng Malhers. It is not $nOwn whether 

the components of ths  drug ere excreted in 
human milk Glecause many drugs are ex- 
creted in human milk. cautbn should be 
exercised when acetamino@hen with co- 

P 

deine phosphale is administered to a nurs- 
ing woman 
Advomo Reactions: The most frequently 
observed adverse reactions include Iight- 
headedness. dizziness. sedation. shorlness 
of breath, nausea and vomiting These 
effects seem to be more prominent in ambu- 
latory than nonambvlatory patlents, and 
some of these adverbe reactions may be 
alleviated if the patieat lies down 

Other adverse reactions include allergic 
reactions, euphoria. dysphoria, constipation 
and pruritus 

At higher doses, codeine has most of the 
disadvantages of morphine including respi- 
ratory depresson 
Drug AbUW and Dopm6mm: Phenaphen- 
650 with Codeine Tablets are a Schedule 111 
controlled substance 

Codeine can produce drug dependence of 
the morphine type, and, therefore has the 
potential for being abused Psychic de- 
pendence, physical dependence and tol- 
erance may develop upon repeated admin- 
istration of this drug and it should be pre- 
scribed and administered with the same 
degree of caution appropriate to the use of 
other oral narcotic medications 

Acetennnoptmn: 
Sgns and Svmprwns: Acetaminophen in 

massive overdosage may cause hepatic 
toxicity in some patents In all cases of sus- 
pected overdose you may wish to call your 
regional poison center tor assistance in diag- 
nosis and lor directions in the use of N- 
acetylcysleme as an anbdote 
In adults. hepatic toxlcw has rarely been 

reported wth acute overdoses of less than 10 
grams and fatalities with less than 15 grams 
Importantly young children seem to be more 
resistant than adults to the hepatotoxic eflect 
of an acetaminophen overdose Despite thls 
the measures outlined below should be in- 
itiated in any adult or child suspected of 
hawng ingested an acetaminophen overdose 

Early symptoms lollmng a potentially hep 
atotoxic overdose may mclude nausea vomit- 
ng. diaphoresis and general malaise Clinical 
and laboratory evidence of hepatic toxicity 
may not be apparent until 48 to 72 hours 
post-ingestion 

hriment: The stwnach should be emptied 
promptly by lavage or by induction of emesis 
with syrup of ipecac Patlent s estimates of the 
quantsy of a drug ingested are notor~~~sly  
unreliable Therefore, if an acetaminophen 
overdose is suspected, a serum ac- 
elemimphen assay should be obtained as 
early as possible, but no sooner than four 
hours following ingestion Liver function 
studies should be obtained initially and re- 
peated at 24-hour intervals 

The antidote. N-acetylcysteine should be 

owrdoug.: 



(Phenapben-650 with Codeine, continued) 

administered as early as possible, preferably 
within 16 hours of the overdose ingestion for 
Optimal results. but in any case, within 24 
hours. Following recovery, there are no resi- 
dual, structural or functional hepatic 
abnormalities. 
Codeine: 

Signs and Symptoms: Serious overdose 
with codeine is characterized by respiratory 
depression (a decrease in respiratory rale 
andlor tidal volume, Cheyne-Stdtes respi- 
ration, cyanosis), extreme somnolence pro- 
gressing to stupor or coma, skeletal muscle 
flaccidity, cold and clammy skin, and some- 
times bradycardia and hypotension. In se- 
vere overdosage, apnea, circulatory col- 
lapse, cardiac arrest and death may occur. 

Eerrmenr: Primary attention should be 
given to the reestablishment of adequate 
respiratory exchange through provision of a 
patent airway and the institution of assisted 
or’conlrolled ventilation. The narcotic 
antagonist naloxone is a specific antidote 
against respiratory depression which may 
result from overdosage or unusual sensitivity 

to narcotics, including oodeine Therefore, 
an appropriate dose of loxone (see pack- 
age nsert) should be a%nistered. prefer- 
ably by the intravenous route, and smul- 
taneously with eflorts at gspiratory resusci- 
tation Since the duration of action of codeine 
may exceed that of t antagonist. the 
patient should be kept u % er continued sur- 

gen, Intravenous fluids. psopressors and 
other supportive mealures should be 
employed as indicated 

Gastric emptying may be useful in remov- 
ing unabsorbed drug 

pain and response of the patlent 

Acetaminophen 325 mg lo 650 mg 

The usual dosage is 
Aduk:CodeinePhosph+e 15mgtoEQmg, 

Children: Codeine Phosphate 0.5 mglkg 
Doses may be repeated up to every 4 

hours. It should be kept in mind, however, 
that tolerance lo codeine can develop with 
continued use and that the incidence of un- 
toward effects is dose related. Adult doses of 
codeine higher than 60 mg fail to give com- 
mensurate relief of pain but merely prolong 
analgesia and are associated with an ap- 
preciably increased incidence of unde- 
sirable side effects. Equivalently high doses 
in children would have similar ettects. 
How Supplied: Pheflaphen-650 with Co- 
deine is available as a scored, white, 
capsule-shaped compressed tablet, en- 
graved AHR and 6251 in bottles of 50 (NDC 

Store at controlled room temperature. be- 
tween 15°C and 30°C (59°F and 86T) 

Dispense tablets in tight, light-resistant 
container. Rev. April 1987 

0031-6251-60). 
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Pondimin" 
brand of 
Fenf luram ine 
Hydrochloride 
Tablets-PO mg 
o..CrlpWOn: Pondimin (fenfluramine hydro- 
chloride) is an anorectic drug for oral admn- 
istration Immediate release tablets con- 
laining 20 mg fenfluramine hydrochloride 
are orange, scored. compressed tablets en- 
graved AHR and 6447 

Inactive Ingredients: Corn Starch, FDBC 
Yellow 6, Magnesium Stearale. Micro- 
crystalline Cellulose, Silicon Dioxide, 
Sodium Lauryl Sulfate 

Pondimin has the following chemical 
structure and name 

CF3 
I 

N-elhyl-a-methyl-3-(trifluoromethyl) 
benzeneethanamine hydrochloride 

Cllnicrl phmr~~cology: Fenfluramine IS a 
sympathomimetic amine. the pharmacologic 
ctivity of which differs somewhat from that %I4 the protolype drugs of this class used in 

dbesity, the amphetamines in appearing lo 
produce more central nervous system d e  
pression than stimulation 

The mechanism of action of Pondimin IS 
unclear but may be related to brain levels (or 
turnover rates) of serotonin or to increased 
glucose utilization The antiappetile effects 
of Pondimin are suppressed by serotonin- 
blocking drugs and by drugs that lower brain 
levels of the amine Furthermore. decreased 
serotonin levels produced by selective brain 
lesions suppress the action of Pondimin 

In a study of 20 normal males, lenfluramine 
increased glucose utilizalion, resulting in 
decreased blood glucose levels. Experi- 
mental work in animals suggested that in- 
creased glucose utilization activated the sat- 
ety center and decreased the activity of the 
feeding center Perhaps by this mechanism 
Pondimin inhibits appetite The relationship 
between glucose utilization and serotonin 
has not been clarified 

Fenlluramine is well-absorbed from the 
gastrointestinal tract. and a maximal anorectic 
etfeci is generally seen atter 2 to 4 hours In 
man, fenfluramine is de-ethylated to norfen- 
lluramrne which is subsequently oxidized lo 
m-trifluoromethyl benzoic acid and excreted 
as the glycine conjugate. m-trilluoromethyl- 
hippuric acid Other compounds found in the 
urine include unchanged lenfluramine and 
norfenlluramine 

The rate 01 excretion of fenfluramine is pH u ependent, with much smaller amounts 
dppearing in an alkaline than in an acid urine 

The hall-lile of lenfluramine is said lo be 
about 20 hours, compared with 5 hours for 
amphelamines, however, I! urinary excretion 
IS rapid and Ihe pH maintained in the acidic 

range (below pH 5), hall-life c be reduced 
to 11 hours Fenfluramine a d norlenflur- 
amine reach steady state co entrations in 
plasma within 3 to 4 days foll 1 wing chronic 
dosage 

over that of diet alone must 
clinically limited 
CQntnlndiutlonr : Fenflur 
indicated in patimts wth g 
hypersensitivity to lenflur 
Sympathomimetic amines 
ferHluramine durmg or wtthi 
the administratton of 
intlibitors. scnce hyp 
redull Patents with a 
should not receive thi 

Do not administer tenfi 
with alcoholism since ps 
(paranoia. depression 

reported in a few 
hab been administered t 

Penfluramine should 
avoided in patients with 
There have been repoct 
patients who have b 
delusional. and assaultive 

conmdered 

A fatal cardiac arrest has bqen reported 

1 

shortly atter the induction of anesthesia in a 
patient who had been taking fenfluramine 
prior to surgery Fenfluramine may have a 
catecholamine-depleting eflect when 
administered 101 prolonged periods of time 
therefore, potent anesthetic agem should 
be administered wth caution to patients tak- 
ing fenfluramine If general anesthesia can- 

be avoided, full cardiac monitoring and 
facilities for instant resuscitative measures 
are a minimum necessity 
~ m h q r :  When tolerance to the "anorectic' 
effect develops, Ihe maximum recom- 
mended dose should not be exceeded in an 
attempt to increase the effect. rather the 
drug should be discontinued 
ROcautlonr: GoneraI. Fenfluramine diners 
in its pharmacological profile from other 
"anorectic" drugs wnh which the prescribing 
practdoner may be femiliar Correspondingly 
there are possible adverse effects not 
associaled with other "anorectics' , such 
effects include those of diarrhea. sedation. 
and depression The possibility of these 
effects should be waghed against the possi- 
ble advantage of decreased central nervaus 
system stimulation andlor abuse potential 

There have been tour cases of pulmonary 
hypertension reported in association with 
fenfluramine use Two cases were appar- 
ently reversible atter dscontinuation of 
fenfluramine but evidence of pulmonary 
hypertension recurred in one of these 
palienls upon rechalenge with fenfluramine 
A lhird parient was initially improved with 
nifedipine treatment. but was noted 10 have 
increased pulmonary arterial pressure again 
at a four month follow up visit Finally an 
irreversible and fatal case of pulmonary 
hypertension has been reported in a paiient 
who had seven 1-month courses 01 lerllur- 
amine in the twelve years prior ICI deal9 
Patients taking fenfluramine should be 
advised to report immediately any detertora- 
lion in exercise tolerance 

Use only with cautlon in hypertension with 
monitoring of blood pressure since evtdence 
is insufficient lo rule out a possible adverse 
effect on blood pressure in some hyper- 
tensive patients The drug is no1 recom- 
mended in severely hypertensive patients 
The drug is not recommended for pattents 
with symptomatic cardiovascular dlsease 
including arrhythmias 

Caution should be exercised in prescribing 
fenlluramine for patients with a history 01 
mental depression Further depression of 
mood may become evident whlle the patient 
is on fenfluramine or lollowing wlthdraAal of 
fenfluramine Symptoms of depression 
occurring immediate!y followmg abrupt 
withdrawal can be readily controlled by  
reinstituting Pondimin lollowed b) a gradual 
tapering off of the daily dose 

Inlonnarron for Patients. Fenlluramine may 
npair the ability of the patient to engage in 
potentially hazardous actiwries such as oper- 
ating machinery or driving a motor vehicle 
(see 'Adverse Reactions ), the patlent 
should be cautioned accordingl) Parient 
should also be advised to avoid alcoholic 
beverages while taking Pondimin 

Drug Interacttons Fenlluramine may 
ncrease slightly Ihe etcecr of antihvperien- 
sive drugs e g guanethidine methyldopa 

I I  I I I  I I I 
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W serpine 
Other CNS depressant drugs should be 

used with caution in patients taking fenflur- 
amine. since the effects may be additive 

Carcinogenesis, Mutagenesis. No 
carcinogenic studies or mutagenic studies 
have been undertaken with this drug 

Pregnancy Category C. Pondimin was 
shown to produce a questionable embryo- 
toxic effect in rats and a reduced conception 
rate when given in a dose of 20 times the 
human dose However. additional reproduc- 
tion studies in rats. rabbits. mice and 
monkeys at doses up to. respectively 5 
times 20 limes. 1 time and 5 times the 
human dose yielded negative results 

There are no adequate and well-controlled 
studies in pregnant women Pondimin should 
be used during pregnancy only if the potential 
benefitjustiftes the potenlial risk to the fetus 

hbor  8nd Delivery The effect of fenflur- 
amine during labor or delivery on the mother 
and the fetus is unknown The effect on later 
growth development and functional matu- 
ration of the child is unknown 

Nursing Mothers It is not known whether 
this drug is excreted in human milk Because 
many drugs are excreted in human milk 
caution should be exercised when lenflur- 
amine is administered to a nursing mother 

Pedrrtric Use. Safety and effectiveness in 
children below the age 01 12 years have not 
been established 

Weme R w i o n s :  The most common ad- w se reactions of fenfluramine are drowsi- 
ness diarrhea and dry mouth Less frequent 
adverse reactions reporled in association 
with lenfluramine are 

Central n e w s  system. Dizziness. con- 
fusion incoordination. headache elevated 
mood depression. anxiety nervousness or 
tension. insomnia. weakness or fatigue 
increased or decreased libido. agitation 
dysarthria 

Gasrmnrestmel. Constipation, abdominal 
pain nausea 

Autonomic. Sweating. chills. blurred 
vision 

Gemtourmaw. Dysuria. urinary frequency 
Cerdrovsscular. Palpitation, hypotension. 

hypertension. fa int ing pulmonary 
hypertension 

Skm. Rash urticaria. burning sensation 
Miscelleneous. Eye irritation, myalgia 

fever. chest pain. bad taste 
Drug Abuw m d  Dopondonce: Pondimin 
(fenfluramine hydrochloride) is a controlled 

substance in Schedule IV Fmfluramine is 
related chemically to the arllphetamines, 
although it differs somewhat fl9armacolog 
icelly The amphetamines and klated stimu- 
lant drugs have been extendvely abused 
and can produce tolerance and severe 
psychological dependence. ad well as other 
adverse organic and mental ct+nges In this 
regard. there has been a repoll of abuse of 
fehfluramine by subpcts with, a history of 
abuse of other drugs Abuse of 80 to 400 
milligrams of the drug has be* reported to 
bg associated with euphorm. erealuation. 
and perceptuat changes Fen t uramme did 
m! produce Sighs of depenUer@e in animals 
and appears to produce sedatiqn more often 
than CNS stimulation at theradeutic doses 
Its abuse potential appears qualitatively 
dilerent lrom that of amphetgmines The 
possibility that tenttufamine b a y  induce 
dqpendence should be kept 111 mind when 
eveluating the Uesirability of Wuding the 
dryg in the weight reduction programs of 
indlvidual patients 
Oderdougc: Srgns and Sy Wms: Only 
limited data have been reporlTcdncerning 
clinical effects and manageen1 of over- 
dosage of fenfluramine 

Agitation and drowsiness. confusion. 
llufhing tremor (or shivefing) lever. bweat- 
inq abdominal pain. hyperverltilatlon and 
dilCted non-reactive pupils see* frequent in 
fenflurarnine overdosage Reflgxes may be 
either exaggerated or depress& and some 
patients may have rotary nystaqrnus Tachy- 
cardia may be Dresent, but b lwd pressure 
may be normal or only slightly elevated 
Convulsions coma. and ventricular extra- 
systoles culminating in ventrigular Iibrilla- 
tion and cardiac arrest. may occur at higher 
dofages 

Human BxtciQ. Less than 5 mgkg are 
toxic to humans Fivc-ten mglbg may pro- 
duce coma and convulsion$ Reported 
single Overdoses have ranged from 300 to 
2OOO mg the lowest reponed fael doje was 
a few hundred phg in a smau child. and the 
highest reporled nonfatal dose yas 1800 mg 
in an adult Most deaths were apparently due 
to respiratory failure and catdiq arrest 

lbxic effects will appear witqin 30 to 60 
minutes and may progress rapidly to poten- 
tialb lata1 complitationsin 9010 $40 mmules 
Symptoms may persist for exlewed periods 
depending upon the dose inge)led 

Management After overdosbge. only a 
small percentage of the drug is excreted in 

Y 

the urine Forced acid diuresis has been 
recommended only in extreme cases in which 
the patient survives the early hours 01 intoxi- 
cation but fails to show decisive improve- 
ment from other measures Hemodialysis and 
peritoneal dialysis are of theoretical advan- 
tage but have not been used clinically 

Reportedly the treatment of fenfluramine 
intoxication should include 

Gsstrrc lavage (but not drug-induced 
emesis because the patient may become 
unconscious at a very early stage ) 

0 In the event that gastric lavage IS not 
feasible due to trismus consult an 
anesthesiologist tor endotracheal intuba- 
tion after adminislration of msucle relax- 
ants. only then gastric evacuation should 
be tried 
Administration of activated charcoal after 
emesis or lavage may reduce absorption 
of drug 
Monrtonng of viral functions. If necessary 
mechanical respiration. defibrillation or 
"cardioversion" should be instituted 
f h g  therapy. Diazepam or phenobarbital 
for Convulsions or muscular hyperactivity 
In the presence of extreme tachycardia 
propranolol, in the presence of ventricular 
extrasystoles lidocaine. in the presence 
of hyperpyrexia chlorpromazine 
Since fenfluramine has been shown to 

have a slight lowering effect on blood sugar 
6n some patients. the lheoretical possibility of 
hypoglycemia should be borne in mind 
although this effect has not bee? reported in 
cases of clinical overdosage 
borage 8nd Administrrtion: The usual 
Uose is one 20 mg tablet three times daily 
before meals Depending on the degree of 
effectiveness and side effects. the dosage 
may be increased at weekly intervals by one 
tablet (20 mg) daily until a maximum dosage 
01 two tablets three times daily is attained 
%tal dosage of fenfluramine should not ex- 
Ceed 120 mg per day 
How Supplied: Pondimin is available in 
20 mg orange scored compressed tablets 
monogrammed AHR and 6447. in botties of 
100 (NDC 0031-6447-63) and 500 (NDC 

Store at controlled room temperature 
between 15°C and 30" (59°F and 86'F) 

Dispense in well-closed container 
Rev July 1987 

0031-6447.70) 
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Quinidex 

Quinidine Sulfate 
YCJ Extentabs" 

brand of 

Extended-release 
Tablets, USP 
300 mg in each Ouinidex Extentabs tablet 
Dlrcription: Ouinidex Extentabs (quinidine 
sulfate extended-release tablets) are Con- 
structed to release one-third of their alka- 
loidal salt. quinidine sulfate (lo0 mg). on 
reaching the stomach, to begin absorption in 
the upper intestinal tract The remaining two- 
thirds of the active drug (200 mg) is evenly 
distributed throughout a homogeneous core 
which slowly dissolves as it moves along the 
intestinal tract. releasing the quinidine sulfate 
for conlinuous absorption over an 8-12 hour 
period 

Each Ouinidex Extentabs tablet Contains 
300 mg of quinidine sulfate. the equivalent of 
248 6 mg of the anhydrous quinidine alkaloid 

Chemically. quinidine sullate is cinch0 
nan-9-ol.6'-methoxy-.(9s)-sulfate(2 1 ) (salt) 
dihydrate 

ln8crivc lngredrenrs' Acacia Acetylated 
Monoglycerides, Calcium Sulfate, Carnauba 
Wax Edible Ink FDBC Blue 2. Gelatin. Guar 
Gum Magnesium Oxide Magnesium Stear- 
ate, Polysorbates Shellac Sucrose, Titanium 
Dioxide White Wax and other ingredients. 
one of which is a corn derivative May con- 
tain FDBC Red 40 and Yellow 6 Aluminum 
lakes 
Action: The action of quinidine in preventing 
aberrant cardiac rhythms of atrial and ven- 
tricular origin resides in its ability to 
(a) depress excitability of cardiac muscle, 
(b) slow the rate of spontaneous rhythm. (c) 
decrease vagal tone, and (d) prolong con- 
duction and effective refractory period 
lndiwtionr and Uugc: Ouinidex Exten- 
tabs are indicated for the treatment of 

Premature atrial and ventricular con- 
tractions 
Paroxysmal atrial tachycardia 
Paroxysmal A-V junctional rhythm 
Atrial flutter 
Paroxysmal atrial fibrillation 
Established atrial fibrillation when therapy 
is appropriate 
Paroxysmal ventricular tachycardia when 
not associated with complete heartblock 
Maintenance therapy after electrical COn- 
version of atrial fibrillation and/or flutter 

Contrrindicationr: Intraventricular con- 
duction delects Complete A-V block A-V 
conduction disorders caused by digitalis 
intoxication Aberrant impulses and abnor- 
mal rhythms due to escape mechanisms 

Idiosyncrasy or hypersensiti\?ty to quinidine 
or related cinchona derivatives Myasthenia 
gravis 
Wamingr: In the Ireatment 01 atrial flutter. 
reversion to Sinus rhythm mat be preceded 
by a progresswe reduction irl the degree of 
A-V block to a 1 I ratio r#sulting in an 
extremely rapd ventricular +le This pos- 
sible hazard may be reduced by digitali- 
ration prior to admintstration d quinidine 

Reports in the literature indicate that 
serum Concentrations of digoxin may 
increase and may even doutlle when quini- 

interval widening of th 

monitoring 
In susceptible individuals isuch as those 

with marginally compenyted cardio- 
vascular disease. quinidine I may produce 
clinically important depression of cardiac 
function manifested by hypollension brady- 
cardia. or heartblock Quididme Iherapy 
should be carefully moniwred in such 
individuals 

Quinidine should be used with extreme 
Caution in patents wilh inconjplete AV block 
since complete AV block an4 asystole may 
be produced Quinidine mag cause abnor- 
malities of cardiac rhythm in digitalized 
patients and therefore should be used with 
caution in the presenca of digitalis 
intoxication 

Quinidine should be used with caution in 
patients exhibiting renal carqiac 01 hepatic 
insufliciency because of potential accumula- 
tion of quinidine in serum Ieabing to loxicity 

Patients taking quinidind occasionally 
have syncopal episodes wh i4  usually result 
from ventricular tachycardiq or fibrillalion 
This syndrome has not bee@ shown to be 
related to dose or Serum le els Syncopal 
episodes frequently termir&te spontane- 
ously or in reswnse lo treatqent but some- 
times are fatal 

01 quinidine in these cases u$ually results in 
the disappearance 01 toxlcity 

Procautlom: Gene 
tions applying to regu 
apply to this product H 
phylactoid reactions to 
rare, should be conside 
ing the first weeks01 therapy Hospdalization 
for close clinical observation, electrocardio- 
graphic monitoring and ddterminatton of 
Serum quinidne levels are i dicated when 
lerge doses of quinidine ar s used or with 
patients who present an inc ased risk 

dosage medications Ouiniuex Extenlabs 
hf0f1738f/On for P8h8nfS- Iz" S with all solid 

should be taken with an adequate amounl of 
fluid preferably with the palient in an upright 
position to facilitate swallowing 1 hey should 
be swallowed whole in order to preserve the 
controlled-release mechanism 

Leborerory Tests- Per iodic blood counts 
and liver and kidney lunction tests should be 
performed during tong-term therapy the 
drug should be discontinued if blooo dys- 
crasias or evidence of hepatic or renal dys- 
function occurs 

Cafcinogenesis: Studies in animals have 
not been performed to evalua!e the carcino- 
genic potential of quinidine 

Pregnancy, karogenic Effects Pregnancy 
Category C Animal reproduction studies 
have not been conducted wi!h quinidine 
There are no adequate and well-controlled 
studies in pregnant women Ouinidex Exten- 
tabs should be administered to a pregnant 
woman only if clearly indicated 

Nonrer8rogenrc Effects: Like quinine 
quinidine has been reported to have oxy- 
locic properties The significance of this 
property in the clinical setting has not been 
established 

Labor and Delivery-There is no known 
use for Ouinidex Extentabs in labor and 
delivery However quinidine has been 
reported to have oxytocic properties The 
significance of this propeny ir the clinical 
setting has not been established 

Nursing Mothers-Because 01 passage of 
the drug into breast milk caution should be 
exercised when Ouinidex Exten!abs are 
administered to a nursing woman 

P8di8tNC Use-There are no adequate 
and well-controlled studies estaLlishing Ihe 
safety and eflectiveness of Ouinioerc Exten- 
tabs in children 
Advorro Roactionr: Symptoms of cinchon- 
ism such as ringing in the ears loss of 
hearing dizziness lightheadedness head- 
ache nausea and/or disturbed visim may 
appear in sensitive patients after a single 
dose of the drug The most frequently 
encountered side etlects to quinidine are 
gastrointestinal 

4 
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(Ouinidex Extentabs, continued) 

Gestrorntestinsl-Nausea. vomiting. 
abdominal pain. diarrhea, anorexia. granu- 
lomatous hepatitis (which may be preceded 
by fever). esophagitis 

Cardiovrscular-Ventricular extra- 
systoles occurring at a rate of one or more 
every 6 normal beats, widening of the ORS 
complex and prolonged QT interval com- 
plete A-V block, ventricular tachycardia and 
fibrillation ventricular flutter. torsade de 
pointes. arterial embolism. hypotension. 
syncope 

Centra! Nervous System- Headache, 
Vertigo. apprehension. excitement. coofusion. 
delirium. dementia, ataxia. depression 

Ophthalmdogic and Otologic- Disturbed 
hearing (tinnitus. decreased audttory acuity). 
disturbed vision (mydriasis. blurred vision, 
disturbed color perception. photophobia. 
diplopta. night blindness. scotomata) optic 
neuritis. reduced visual field 

Dematologrc-Cutaneous flushing with 
intense pruritus. photosensitivity urticaria. 
rash. eczema, exfoliative eruptions. psoriasis. 
abnormalities of pigmentation 

Hypersensitwity- Ang ioedema, acute 
asthmatic episode. vascular collapse 
respiratory arrest. hepatotoxicity. granu- 
lomatous hepatitis (See Warnings), purpura, 
vasculitis 

Hemaldagic-Thrombouylopenia, thrm- 
bocyropenic purpura. agradulocflosis. acute 
hernolyric anemia hypoprot$lromknemia ku- 
kocytosis. Shift to left in WBC differential 
neutropenia 

knmundogic-Systemic, lupus erythema- 
tosus. lupus nephritis 

Miscelkneous-Fever $crease in serum 
skeletal muscle creatine phosphokinase. 
arthralgia. myalgia 
Ovwdouq.: SpnptomstOverdosage of 
quinidine c&n lead lo acc lerated Idioven- 
tricular hylhm. morphdog appearance of 
ORS complexes, prolon d Of intervals 
intermittenl sinus capture 4i ais, paroxysms 
of tachycardia. ventricular atrhythmias, hypo- 
tension. oliguria. respira ry depression. 
pulmonary edema, acid0 J O  s. seizures. and 
coma 

Tmatment-Early treatm+mt lo empty the 
stomach using syrup of ip cac and/or gas- 
tric lavage is recomrnende t Since Ouinidex 
Extentabs cannot be redoved through a 
nasogastric lube gastric I)vage should be 
followed by saline cathamqs Adminislration 
of activated charcoal may reduce ebsorp- 
lion Other general sup&rtlbe measures 
should be employed as indcated by patient 
response In severe ca)es. circulation 
should be stabilized and measurements of 
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pulmonary capillary wedge pressure should 
be performed to assure adequate left ven- 
Iricular filling pressure Electrolyte and blood 
gas abnormalities should be corrected In 
Qutnidine-induced vasodilation. catechol- 
amines and other alpha-adrenergic agonists 
may be tried Arrhythmias may be treated 
with lidocaine pacing and cardioversion 
Administration of sodium lactate reportedly 
reduces the cardiotoxicity of quinidine how- 
ever, sodium lactale is contraindicated in the 
presence of alkabsis as increased urinary 
pH can lead to an increase in the renal tubu- 
lar absorption of quinidine Acidification of 
the urine may enhance the urinary excretion 
of quinidine 
Dosago and Adninirtratlon: One or two 
Ouinidex Extentabs tablets every 8 to 12 
hwrs as may be required to achieve the 
desired therapeuttc effect 
Wow Supplkd: White. sugar-coated Exten 
tabs tablets. monogrammed OUlNlDEX and 
AHR in bottles of 100 (NDC 0031-6649-63) 
and 250 (NDC 0031-6649-67) and 01s-Co' 
Unit Dose packs dl00 (NDC 0031 -6649-64) 

Store at controlled room temperature 
between 15°C and 30°C (59°F and 86'F) 
Dispense in well-closed, light-resistant con- 
tainer Rev October 1987 
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Rev. July 1987 
RegIanB 
(Metoclopramide Hydrochloride) 
Rbltts, Syrup and In)ectrble 
08BcrIption: For oral administration. Reglan 
(metoclopramide hydrochloride) Tablets and 
Syrup are available Roglrn lbbillr 10 mg 
are pink. scored, capsule-shaped tablets 
engraved Reglan on one side and AHR 10 on 
the opposite side. 
Each tablet contains: 
Metoclopramide base 10 mQ (as the monohydrochloride monohydrate) 

Inrctive Ingredients: FDBC Red 3 Alu- 
minum Lake, FDBC Yellow 6 Aluminum Lake, 
Magnesium Stearate. Mannitol, Micro- 
crystalline Cellulose, Stearic Acid. 
R.gl.n AbW 5 nrg are green, elliptical- 
shaped tablets engraved Reglan 5 on one 
side and AHR on the opposite side. 
Each tablet contains: 
Metocbpramide base 5 mg (as the monohydrochloride monohydrate) 

Inactive Ingredients: Corn Starch, DBC 
Yellow 10 Lake, FD8C Blue 1 Aluminum 
Lake, Lactose, Microcrystalline Cellulose, 
Silicon Dioxide. Stearic Acid. 
Rog1.n Syrup is an orange-colored, pal- 
atable, aromatic. sugar-free liquid. 
Each 5 mL (1 teaspoonful) contains 
Metodopramide base 5 mg 
(as the monohydrochloride monohydrate) 
Inactive Ingredients: Citric Acid, FDBC 

Yellow 6. Flavors, Glycerin, Methylparaben. 
Propylparaben, Sorbitol, Water. 
-Ian Injectable is a clear, colorless, ster- 
ile solution with a pH of 4 5 4 5  for intra- 
venous or intramuscular administration. 
SINGLE DOSE VIALS AND AMPULS 
WHlCM CONTAIN NO PRESERVATIVE. 
2 mL and 10 mL single dow vialslampuls. 
30 mL oingh d o u  vial 
Each 1 mL contains: 
Metoclopramide base 5w 

(as the monohydrochloride monohydrate) 
Sodium Chloride. USP 8.5 mg. Water for 
Injection. USP 9,s. 
pH adjusted, when necessary, with hydro- 
chloric acid and/or sodium hydroxide. 
1 mL AND 2 mL STERILE SYRINGES 
COWTAlNlNQ BENZYL ALCOHOL: 
NOT FOR USE IN NEWBORNS. 
Each 1 mL contains 

(as the monohydrochloride momhydrate) 
Sodium Chloride, USP 5 mg. Water for In- 
jection. USP q.s. 
Benzyl Alcohol, NF 0.9% (preservative). 
pH adjusted when necessary with hydro- 
chloric acid andlor sodium hydroxide 
Metoclopramide hydrochloride is a white 
crystalline, odorless substance, freely s o b  
ble in water. Chemically, i t  is 4-amino- 
5-chloro-N-[2-(diethylamino)ethyl]-2- 
methoxy benzamide monohydrochloride 
monohydrate. Molecular weight. 354.3. 

Metoclopramide base 10 w 

Clinicrl kormocology; Metoclopramide 
stimulates motility of jhe upper gas- 

gallbladder. 

levels which may be asMialed with tran- 
sient fluid ratention 

The onset of phermacolpgical action of 
metoclopramide is 1 to 3 n(inute6 following 
an intravenaus dose, 10 td/ 15 minutes fol- 

dose Similar time to peak 14 observed after 
individual doses at steady $ate 

In a single dose study of ‘12 subjects the 
area under the drug co entrrtton-time 
curve increabes lwrearly wit doses from 20 
to 100 mg Peak Concent lions increase 
linearly with dose, time to peak con- 
centrations remains the sa I e, whole body 
clearance is unchanged an4 the elimination 
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rate remains the same The average elimi- 
nation half-life in individuals with normal 
renal function is 5-6 hr Linear kinettc pro- 
cesses adequately describe the absorption 
and elimination of metoclopramide 

Approximately 85% of the radioactivity of 
an orally administered dose appears in the 
urine within 72 hr 01 the 85% eliminated in 
the urine, about half is present as free or 
conjugated metoclopramide 

The drug is not extensively bound to 
plasma protens (about 30%) The whole 
body volume 01 distribution is high (about 
3 5 L/kg) which suggests extensive dis- 
tribution of drug to the tissues 

Renal impairment aftects the clearance 01 
metoclopramide In a study with patients 
with varying degrees of renal impairment, a 
reduction in creatinine clearance was cor- 
related with a reduction in plasma clearance 
renal clearance non-renal clearance, and 
increase in elimination half-life The kinetics 
of metoclopramide in the presence of renal 
impairment remaned linear however The 
reduction in clearance as a result of renal 
impairment suggests that adjustment 
downward of maintenance dosage should 
be done to avoid drug cumulation 
lndicrtlonr wrd Umoge: Symptomstc gas- 
troesophageal reflux: Reglan Tablets and 
Syrup are indicated as short-term (4 to 12 
weeks) therapy for adults with symptomatic 
documented gastroesophageal reflux who 
fail to respond to conventional therapy 

The principal eltect of metoclopramide is 
on symptoms of postprandial and daytime 
heartburn with less observed effect on noc- 
tumal symptoms If symptoms are confined 
to particular situatms, such as followmg the 
evening meal use of metoclopramide as 
single doses prior to the provocative situa- 
ton should be considered, rather than using 
the drug throughout the day Healing of 
esophageal ulcers and erosions has been 
endoscopically demonstrated at the end of a 
12-week trial using doses of 15 mg q I d As 
there is no documented correlation between 
symptoms and healing of esophageal lesions, 
patients with docmented lesions should be 
monitored endoscopically 

Diabetic gastroparesis (diabebc gastnc 
stasis). Reglan (metoclopramide hydro- 
chloride) is indicated for the relief of symptoms 
associated with acute and recurrent diabetic 
gastric stasis The usual manifestattons of de- 
layed gastric emprying (e g , nausea, vomit- 
ing, heartburn. persistent fullness after meals 
and anorexia) appear to respond to Reglan 
Mhin different time intervals Significant relet 
of nausea occurs early and continues to 
improve over a three-week period Relief of 
vomiting and anorexia may precede the relief 
of abdominal fullness by one week or more 

The preventron of nausee and vomiting 
associated with ernetogenlc cancer chemo- 
therapy. Reglan Injectable is indtcated for 
the prophylaxis of vomiting associated with 
emetogenic cancer chemotherapy 

The prevenbon of postoperative nausea 
and Vomibng. RegIan 1n)ectable is indicated 
for the prophylaxis of postoperative nausea 
and vomiting in those Circumstances where 
nasogastric suction is undesirable 

Small bowel mtubetion. Reglan Injectable 
may be used to facilitate small bowel intuba- 
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(Reglan. continued) 

tion in adults and children in whom the tube 
does not pass the pylorus with conventional 
maneuvers. 

Radiological examination. Reglan Inject- 
able may be used to stimulate gastric empty- 
ing and intestinal transit of barium in cases 
where delayed emptying inlerleres with 
radiological examination 01 the stomach 
and/or small intestine. 
Conmindicatlons: Metoclopramide should 
not be used whenever stimulation of gastro- 
intestinal motility might be dangerous, e.g.. 
m the presence of gastrointestinal hemor- 
*age. mechanical obstruction, or perforation. 

Reglan Injectable containing benzyl alco- 
hol should not be used in newborns. 

Metoclopramide is contraindicated in 
patients with pheochromocytoma because 
the drug may cause a hypertensive crisis. 
probably due to release of catecholamines 
from the tumor. Such hypertensive crises 
may be controlled by phentolamine. 

Metoclopramide is contraindicated in 
patients with known sensitivity or intolerance 
!o the drug. 

Metoclopramide should not be used in 
epileptics or patients receiving other drugs 
which are likely to cause extrapyramidal reac- 
tions, since the frequency and severity of 
seizures or extrapyramidal reactions may be 
increased. 
Warnings: Depression bearing a temporal 
relationship. to Reglan administration has 
been reported 

Extrapyramidal symptoms. manifested 
primarily as acute dystonic reactions. occur 
in approximately 1 in 500 patients treated 
with the usual adult dosages of 30-40 mgi 
day of metoclopramide. These usually are 
seen during the first 24-48 hours of treat- 
ment with metoclopramide, occur more fre- 
quently in children and young adults. and 
are even more frequent at the higher doses 
used in prophylaxis 01 vomiting due to can- 
cer chemotherapy These symptoms may 
include involuntary movements of limbs and 
facial grimacing. torticollis, oculogyric crisis. 
rhythmic protrusion of tongue, bulbar type of 
speech, trismus, or dystonic reactions re- 
sembling tetanus. Rarely, dystonic reactions 
may present as stridor and dyspnea, pos- 
sibly due to laryngospasm. If these symp- 
toms should occur, inject 50 mg Benadryle 
(diphenhydramine hydrochloride) intra- 
muscularly, and they usually will subside. 
Cogentine (benztropine mesylate). 1 to 2 mg 
intramuscularly, may also be used to reverse 
these reactions. 

Parkinsonian-like symptoms have oc- 
curred, more commonly within the first 6 
months after beginning treatment with meto- 
clopramide, but occasionally after longer 
periods. These symptoms generally subside 
within 2-3 months following discontinuance 
of metoclopramide. 

Tardive Dyskinesia: Tardive dyskinesia. a 
syndrome consisting of potentially irre- 
versible, involuntary, dyskinetic movements 
may develop in patients treated with meto- 
clopramide. Although the prevalence of the 
syndrome appears to be highest among the 
elderly, especially elderly women, it is im- 
possible to predict which patients are likely 
to develop the syndrome. Both the risk of 
developing the syndrome and the likelihood 
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that it will become irreversiQleare believed to 
increase wlh the duration of treatment and 
the total cumulative dose 

Less CO~mOnly, the s*drome can de- 
velop after relatively brsf tteatment periods 

kinesia. thereby masking t underlytng dis- 
ease process The eflect oIphis symptomatic 

PmcaUtion$: General. In o study in hyper- 
tensive patients. mtravenog y administered 
metoclopramide was showd to release cab- 
chdamines. hence, caution should be exer- 
cised when metoclopranllide is used in 
pattents with hypertension 

Intravenous injections of undiluted meto- 
clopramide $hould be m d i  slowly allowing 
1 to 2 minutas for 10 mg SinQe a translent but 
intense feeling of anxiety ahd restlessness 
followed by drowsiness, may occur with 
rapid admintstratton 

Intravenous administr@ion of Reglan 
lnlectable diluted in a paknterrl solution 
should be made slowly oveli a period of not 
less than 15 minutes 

Giving a promotility drug such as meto- 
clopramide theoretically' could put In- 
creased pressure on suture lines following a 
gut anastomsis or closurq Although ad- 
verse events related to this possibility have 
not been reported to deter the possibility 
should be cpnsidered andiweighed when 
deciding wMther to use mqoclopramide or 
nasogastric suction in the prevention of 
postoperative nausea and dpmiting 

lnformarron for patients: f#etoclopramide 
may impair the mental a n d 4  physical abili- 

patient shoulti be cautioned accordingly 
Drug Interactions. The effdcts of metoclo- 

effects can accur when mebclopramide is 
given with alcohol, sedatiues hypnotics 
narcotics or tranquilizers 

hypertension suggests that it Bhculd be used 
cautiously. if at all, in patents receiving 
monoamine axidate inhibitols 

Absorptionof drugs from tW stomach may 
be diminished (e.g , digoxih) by rnetoclo- 
pramide. whaeas absorptiol of drugs from 
the small bowel may be acdelerakd (e g , 
acetaminophen. letracyclitie, levodopa, 
ethanol) 

Gastroparesis (gastric staqis) may be re- 
$ponsible tor poor diabetic qpntrol in some 
patients Exogenously administered insulin 
may begin to act before load has left the 
stomach and lead to hypoglycemia Be- 
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cause the action of metoclopramide will 
influence the delivery of food to the intestines 
and thus the rate of absorption insulin dos- 
age or timing of dosage may require 
adjustment 

Cercmogenesrs. Mutagenesis, hpaiment 
of Fertility: A 77-week study was conducted 
in rats with Oral doses up to about 40 ttmes 
the maximum recommended human daily 
dose Metoclopramide elevates prolactin 
levels and the elevation persists during 
chronic administration Tissue culture 
experiments indicate that approximately 
one-third of human breast cancers are 
prolactin-dependent in vitro, a factor of 
potential imporlance if the prescriptjon 01 
metoclopramide is contemplated in a patient 
with previously detected breast cancer 
Although disturbances such as galac- 
torrhea, amenorrhea. gynecomastia, and 
impotence have been reported with 
prolactin-elevating drugs, the clinical sig- 
nificance 01 elevated serum prolactin levels 
IS unknown for mo6t patients An increase in 
mammary neoplasms has been found in 
rodents alter chronic administration 01 
prolactin-stimulating neuroleptic drugs and 
rnetoclopramide Neither clinical studies nor 
epidemiologic studies conducted to date. 
however, have shown an association 
between chronic administration of these 
drugs and mammary tumorigenesis the avail- 
able evidence is too limited to be conclusive 
at this time 

An Ames mutagenicity test performed on 
metoclopramide was negative 

Pregnancy Category 19. Reproduction 
studies performed in rats mice, and rabbits 
by the I v , I m , s c and oral routes at maxi- 
mum levels ranging from 12 to 250 times the 
human dose have demonstrated no impair- 
ment 04 tertility or significant harm to the fetus 
due to metoclopramide There are however, 
no adequate and well-controlled studies in 
pregnant women Because animal repro- 
duction studies are not always predictive of 
human response, this drug should be used 
during pregnancy only it clearly needed 

Nursing Mothem. Metoclopramide is ex- 
creted in human milk Caution should be 
exercised when metoclopramide is adminis- 
tered to a nursing mother 
Advwse Reactions: In general the inci- 
dence of adverse reactions correlates with 
the dose and duration of metoclopramide 
administration The following reactions have 
been reported, although in most instances 
data do not permit an estimate of frequency 

CNS Effects. Restlessness drowsiness 
fatigue and lassitude occur in approximately 
10% of patients receiving the most com- 
monly prescribed dosage of 10 mg q i d 
(see Precautions) Insomnia headache 
confusion. dizziness or depression (see 
Warnings) occur less frequently In cancer 
chemotherapy patients being treated with 
1-2 mglkg per dose, incidence of drowsi- 
ness is about 70% There are isolated 
reports of convulsive seizures without clear- 
cut relationship to metoclopramide Rarely 
hallucinations have been reporled 

Extrapyramidal Reachons (EPS) Acute 
dystonic reactions the most common type of 
EPS associated with metoclopramide. occur 
in approximately 0 2% of patients (1 in 500) 
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(Reglan, continued) 

30 minutes before each 
tor two to eight weeks. 

being upon drug disco 
The initial foute ol a 

be determined by the 
senting symploms If 
testations of diabetic 
sent, oral administrat 

should be reinstituted at the earliest 
manifestation 

and vomrrrng 
(Issociared wrth emetagenrc$ncw chemo- 
therapy: For doses in excess of 10 mg. 

For the prevention of naus 

treated witn 30 to 40 mg of metoclopramide 
per day In cancer Chemotherapy patients 
receiving 1-2 mglkg per dose, Ihe inci- 
dence is 2% in patients over the ages of 
30-35, and 25% or higher in children and 
young adults who have not had prophylactic 
administratton of diphenhydramine. Symp- 
toms include involuntary movements of 
limbs, facial grimacing. torticollis, oculogyric 
crisis, rhythmic protrusion 01 tongue, bulbar 
type of speech, trismus, opisthotonus 
(tetanus-like reaclions) and rarely, slridor 
and dyspnea possibly due to laryngospasm, 
ordinarily these symptoms are readily rever- 
sed by diphenhydramine (see Warnings). 

Parkinsonian-like symptoms may include 
bradykinesia. tremor, copwheel rigidity. 
mask-like facies (see Warnings). 

Tardive dyskinesia most frequently is 
characterized by involuntary movements of 
the tongue, face, mouth or jaw. and some 
times by involuntary movements of the trunk 
and/or extremities (see Warnings). 

Motor restlessness (akalhisia) may consist 
of feelings of anxiety, agitation, jitteriness, 
and insomnia. as well as inability to sit still, 
pacing. foot-tapping These symptoms may 
disappear spontaneously or respond to a 
reduction in dosage. 

Endocrine Disturbances. Galactorrhea, 
amenorrhea, gynecomastia. impotence 
secondary to hyperprolactinemia (see Pre- 
cautions). Fluid retention secondary to tran- 
sient elevation of aldosterone (see Clinical 
Pharmacology). 

Curdiovescular. Hypotension. hyper- 
tension and a single instance of supra- 
ventricular tachycardia (see Contra- 
indications. Precautions). 

Gastrointestinal. Nausea and bowel dis- 
turbances. primarily diarrhea 

Hepatic. Rarely, cases of hepatotoxicity, 
Characterized by such findings as jaundice 
and altered liver function tests, when meto- 
clopramide was administered with other 
drugs with known hepatotoxic potential 

Renal. Urinary frequency and incontinence. 
Hematdogic. A few cases of neutropenia, 

leukopenia. or agranulocytosis, generally 
w i thout  c l e a r c u t  r e l a t i o n s h i p  l o  
metoclopramide. 

Allergic Reactions. A few cases of rash, 
urticaria, or bronchospasm, especially in 
patients with a history of asthma Rarely, 
angioneurotic edema. including glossal or 
laryngeal edema. 

Miscellaneous. Visual disturbances. Por- 
phyria. Rare occurrences of neuroleptic 
malignant syndrome (NMS) have been 
reported. This potentially fatal syndrome is 
comprised of the symptom complex of 
hyperthermia. altered consciousness. mus- 
cular rigidity and autonomic dysfunction. 

Transient flushing of the face and upper 
body, without alterations in vital signs, 101- 
lowing high doses intravenously. 
Ovordorrge: Symptoms of overdosage 
may include drowsiness, disorientation and 
extrapyramidal reactions. Anticholinergic or 
antiparkinson drugs 0' antihistamines with 
anticholinergic properties may be helpful in 
controlling the extrapyramidal reactions. 
Symptoms are self-limiling and usually dis- 
appear within 24 hours 

Hemodialysis removes relatively little 
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RegIan Injectable should be diluted in 50 mL 
of a parenteral solution. 

The preferred parenteral solution is 
Sodium Chloride Injection (normal saline), 
which when combined with Reglan Inject- 
able, can be stored frozen for up to 4 weeks 
Reglan Injectable is degraded when 
admixed and frozen with Dextrose-5% in 
Water. Reglan Injectable diluted in Sodium 
Chloride Injection, Dextrose-5% in Water. 
Dextrose-5% in 0.45% Sodium Chloride. 
Ringer's Injection or Lactated Ringer's In- 
jection may be stored up to 48 hours (without 
freezing) after preparation if protected from 
light. All dilutions may be stored unprotected 
from light under normal light conditions up to 
24 hours after preparation. 

Intravenous infusions should be made 
slowly over a period ot not less than 15 
minutes. 30 minutes before beginning can- 
cer chemotherapy and repeated every 2 
hours for two doses, then every 3 hours for 
three doses. 

The initial two doses should be 2 mg/kg if 
hQhly emelogenic drugs such as cisplatin or 
decarbazine are used alone or in com- 
bination. For less emetogenic regimens, 1 
mglkg per dose may be adequate. 

If extrapyramidal symptoms should occur, 
inject 50 mg Benrdryle (diphenhydramine 
hydrochloride) intramuscularly. and EPS 
usually will subside. 

For rhe prevention of postoperative 
n8use8 and vomking: Reglan Injectable 
should be given intramuscularly near the 
end of surgery. The usual adult dose is 10 
mg. however, doses of 20 mg may be used 
Dosing may be repeated every 4 to 6 hours. 

'Ib facilitate smaU bowel intubation: If the 
tube has not passed the py!orus with con- 
ventional maneuvers in 10 minutes. a single 
dose (undiluted) may be administered 
slowly by the intravenous route over a 1- to 
2-minute period. 

The recommended single dose is' 
Adults-10 mg metocloprarnide base Chil- 
dren (6-14 years of age)-2.5 to 5 mg meto- 
clopramide base. (under 6 years of 
a g e w .  1 mg/kg metoclopramide base. 

To eid in radiological examinations: In 
patients where delayed gastric emptying 
interferes with radiological examination of the 
stomach and/or small intestine. a single dose 
may be admistered slowly by the tra- 
ve For dosage, see intubation above. 

Urn in Pathto  with Renal or H.prlic 
hnpakmt: Since metoclopramide is ex- 
creted principally through the kidneys. in 
those patients whose creatinine clearance is 
below 40 mUmin. therapy should be initiated 
at approximately one-half the recommended 
dosage Depending upon clinical efficacy 
and safety considerations, (he dosage may 
be increased or decreased as appropriate 

See Overdosage section tor information 
regarding dialysis. 

Metoclopramide undergoes minimal 
hepatic metabolism, except for simple con- 
jugation. Its safe use has been described in 
patients with advanced liver disease whose 
renal function was normal. 
NOTE: Parenteral drug products should be 
inspected visually for particulate matter and 
discoloration prior to administration. when- 
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(Reglan, continued) 

ever solution and container permit. 
Admlxtun Comprtibilitior. Reglan (meto- 
clopramide hydrochloride) Injectable is 
compatible for mixing and injection with the 
following dosage forms to the extent indi- 
cated below: 

Physically end Chemically Compatible up 
to 48 hours. Cimetidine Hydrochloride 
( S K B F ) .  Mannitol. USP (Abbott). Potassium 
Acetate. USP (Invenex), Potassium Chloride, 
USP (ESI), Potassium Phosphate, USP 
(Invenex) . 

Physically Compatible up to 48 hours. As- 
corbic Acid, USP (Abbott), Benztropine 
Mesylate, USP (MSBD), Cytarabine, USP 
(Upjohn), Dexamethasone Sodium Phos- 
phate. USP (ESI, MSBD). Diphenhydramine 
Hydrochloride. USP (Parke-Davis), Doxo- 
rubicin Hydrochloride, USP (Adria), Heparin 
Sodium. USP (ESI), Hydrocortisone Sodium 
Phosphate (MSBD), Lidocaine Hydro- 
chloride, USP (ESI). Magnesium Sulfate, 
USP (ESI), Multi-Vitamin Infusion (must be 
refrigerated-USV). Vitamin B Complex with 
Ascorbic Acid (Roche) 

Physically Compatible up to 24 hours (Do 
not use i f  precipitation occurs). Amino- 
phylline, USP (ESI). Clindamycin Phosphate, 
USP (Upjohn). Cyclophosphamide, USP 
(Mead-Johnson), Insulin, USP (Lilly). Methyl- 
prednisolone Sodium Succinate, USP (ESI). 

Conditionally Compatible (Use within one 
hour efter mixing or may be infused directly 
into the seme running I V  line). Ampicillin 
Sodium, USP (Bristol). Calcium Gluconate, 
USP (ESI). Cisplatin (Bristol). Erythromycin 
Laclobionate. USP (Abbott), Methotrexate 
Sodium, USP (Lederle). Penicillin G 
Potassium, USP (Squibb), Tetracycline 
Hydrochloride. USP (Lederle). 

Incompatible (Do Not Mix). Cephalothin 
Sodium. USP (Lilly). Chloramphenicol So- 

dium. USP (Parke-Davis), Sodium Bicarbo- 
nate. USP (Abbott) 
How Supplied: Each pink, capsule-shaped, 
scored Reglane Tablet contains 10 rng 
metocloptarnide base (as the rnono- 
hydrochlonde monohydr te) Available In 
bottlesof l~(NDC0031-~701-63), and500 
tablets (NOC 0631- 6701470) and Dis-Cob 
Unit Dose Packs of la0 tablets (NDC 

Each green, elliptical-bhaped Reglane 

Available in bo t t les  of 100 (NDC 
0031-6703-63) and Dis/Co@ Unit Dose 
Packs of 100 tablets (NDC 0031-6705-64) 
Dispense tablets M tight cpntainer 

Reglane Syrup, 5 mg ;rnetoclopramide 

0031-6701.64) 

Tablet contains 5 mg met 
(as the rnonohydrochlori 

Dose Packs (10 x 10s) ( N N  0031-6706-26) 
Dispense syrup in well-cleed container 
Pnurvath)o-fme: 

Reglane Injectable 5 mQi metoclopramide 
base (as the monohydr chloride mono- 
hydrate) par mL; availabt ih 2 mL single 
dose vials in cartonb o f  25 (NDC 
0031-6709-?2), 10 mL si le dose vials in 
cartons of 25 (NDC 0031$709-78). 30 mL 
single dose vials in carions of 6 (NDC 
0031-6709-85) and in ca+ns of 25 (NDC 
0031-6709-04), 2 mL ampulls in cartons of 5 
(NDC 0031-6709-90) and 25 (NDC 
0031-6709-95). 10 mL aml)uls in carlons of 

Contrlns Ptewvatlve: 
Reglana Injectable 10 hrg meloclopra- 

mide base (as the monbhydrochloride 
monohydrale) p.r mL; aJailable In 1 mL 
sterile syringes in cartohs of 10 (NDC 
0031-6704-41 )and in 2 mL Iterile syringes in 

25 (NDC W31-6709-94) 

cartons of 10 (NDC 0031-6704-42) 

OF BENZYL ALCOHOL CONTENT. 
NOT FOR USE IN NEWBORNS BECAUSE 

Storevials and ampuls in carton until used 
Do not store open single dose vials or am- 
puls for later use, as they contain no 
preservative 

Protect syringes from light, Store in carton 
until used 

Dilutions may k otored unprotected 
from light undor normal light conditions 
up to 24 hours &or p r e p t i o n .  

TABLETS, SYRUP AND INJECTABLE 
SHOULD BE STORED AT CONTROLLED 
ROOM TEMPERATURE BETWEEN 15°C and 
30°C (59°F and 86'F) 
Reglan Injectable is manufactured for 
Pharmaceutical Division, A H Robins Com- 
pany Richmond. Virginia 23220 by Elkins- 
Sinn, Inc , Cherry Hill, NJ 08003. a subsidiary 
of A H Robins Rev July 1987 
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Robaxi n? 
brand of 
Methocarbrmol Tablets, USP 
500 mg per tablet 

brand of 
Methocerbrmol Tablets, USP 
750 mg per tablet 

Dmcrlption: . hacfive ingredrenfs: 
ROBAXIN-Corn Starch, FD&C Yellow 6 

Aluminum Lake, Hydroxypropyl Cellulose, 
Hydroxypropyl Methylcellulose, Magnesium 
Stearate, Polysorbale 20, Povidone. Propy- 
lene Glycol, Saccharin Sodium. Sodium 
Lauryl Sulfate, Sodium Starch Glycolate, 
Stearic Acid, Titanium Dioxide 

ROBAXIN-750-Corn Starch, D&C Yellow 
10 Aluminum Lake, FDBC Yellow 6 Aluminum 
Lake. Hydroxypropyl Cellulose. Hydroxy- 
propyl Methylcellulose, Magnesium Stea- 
rate Polysorbate 20, Povidone, Propylene 
Glycol. Saccharin Sodium, Sodium Lauryl 
Sulfate, Sodium Starch Glycolate, Stearic 
Acid, Titanium Dioxide 
Methocarbamol has the following structural 
formula 

3-(2-methoxyphenoxy)-1.2-propanediol 
1-carbamate, or methocarbamol 

Actions: The mechanism of action of methe 
carbamot in humans s not been estab 
Iished. but may be 63 to general central 

nerve fiber 

a c t m  of this drug ha not been clearly 
tdentified, but may be r d ated to its sedative 

cated n patients hypersl)nsitive to any of the 
ingredients 

lets) should be Caution# about combined 
effects with alcohol and other CNS 
depressants 

Sate u s  of rnethocarbmol has not been 

and partcularly during1 early pregnancy 
unless in the judgment d the physician the 
potential benefits outwklgh the possible 
hazards 
Pmmutions: Safety anp effectiveness in 
children below the age 0 4  12 years have not 
been established 

It is not known whether this drug is secreted 
in human milk As a ge3eral rule, nursing 
should not be underlaked while a pattent IS 
on a drug since many drllgs are excreted in 
human mi& 

Methocarbamol may CIuse a color inter- 
ference in certain scrcedng tests for 5-hy- 

I I I 1 

droxyindoleacctic acid (5-HIM) and vanil- 
mandelic acid (VMA). 
Advorn R..ctlona: Lightheadedness, diz- 
ziness, drowsiness, nausea, allergic mani- 
festations such as urticaria. pruritus, rash, 
conjunctivitis with nasal congestion. blurred 
vision, headache. fever. 
Dosage and Admlniatrrtion: Robaxin 
(methocarbamol), $00 mg-Adults. initial 
dosage, 3 tablets q.i.d., maintenance dos- 
age, 2 tablets Q i.d. 

Robaxin-750 (methocarbamol), 750 mg- 
Adults: initial dosage, 2 tablets q.i.d., 
maintenance dosage, 1 tablet q.4h. or 2 
tablets l i d .  

Six grams a day are lecommended lor the 
first 48 to 72 hours of tteatment. (For severe 
conditions 8 grems a day may be adminis- 
tered). Thereatter. the dosage can usually be 
reduced to approximately 4 grams a day. 
HOW Supplied: Robhxin-light orange, 
round, film-coated tablets monogrammed 
Robax.in and AHR in bottles of 100 

70), and Dis-COG unil dose packs of 100 

Robaxin-750-orange. capsule-shaped, 
f i lm-coated tablets monogrammed 
Robaxin-750 and AHR in bottles of 100 

70), and Dis-CoB unit dose packs of 100 

Store at Controlled Room Temperature. 
between 15°C and 30°C (59°F and 86°F). 

Dispense in tight container. 
Also rvriirbie in the inpctable form. 1 g 
methocarbamol in each 10 ml vial (NDC 
0031 -7409). Rev. May 1985 

(NDC 0031-7428-63). 500 (NDC 0031-7429- 

(NDC 0031-7429-64). 

(NDC 0031-7449-63), 500 (NDC 0031-7449- 

(NDC 0031-7449-64). 
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Robaxin" Injectable 
brand of 'Iycclr Methocrrbamol InJoctlon, USP 
D.rcrtption: Methocarbamol has the fol- 
lowing chemical name: 

3-(2-methoxyphenoxy)-l .Z-propanediol 
l-carbamate, or methocarbamol 

Robaxin Injectable is a parenteral dosage 
form. 
Each mi contains: 
Methocarbamol, USP 100 mg; Polyethylene 
Glycol 300, NF 0.5 ml; Water lor Injection, 
USP q. 6. pH adjusted, when necessary, with 
hydrochloric acid and/or sodium hydroxide. 
AFTER MIXING WITH I .  V. INFUSION 
FLUIDS, DO NOT AEFRlCiERATE. 
AcUana: The mechanism of action of methe 
carbamol in humans has not been estab- 
,lished. but may be due to general central 
nervous system depression. It has no direct 

,action on the contractile mechanism of 
striated muscle, the motor end plate or the 
nerve fiber. 
Indicrtlona: The injectable form of metho- 
carbamol is indicated as an adjunct to rest, 
physical therapy, and other measures for the 
relief of discomfort associated with acute, 
painful musculoskeletal conditions. The mode 
of act in  of this drug has not been clearly 
identified, but may be related to its sedative 
properties. Methocarbamol does not directly 
relax tense skeletal muscles in man. 
Conttrindicatlona: Robaxin Injectable 
should not be administered to patients with 
known or suspected renal pathology. This 
caution is necessary because of the presence 
of polyethylene glycol 300 in the vehicle. 

A much larger amount of polyethylene 
glycol 300 than is present in recommended 
doses of Robaxin Injectable is known to have 
increased pre-existing acidosis and urea 
retention in patients with renal impairment. 
Although the amount present in this prepara- 
tion is well within the limits of safety, caution 
dictates this contraindication. 

Robaxin lnpctable is contraindicated in pa- 
tients hypersensitive to any of the ingredients. 
Wrrnlnga: Since methocarbamol may pos- 
sess a general central nervous system de- 
pressant effect, patients receiving Robaxin 
Injectable (methocarbamol injection) should 
be cautioned about combined effects with 
alcohol and other CNS depressants. 

Sale use of Robaxin Injectable has not 
been established with regard to possible ad- 
verse effects upon letal development. There- 
lore, Robaxin Injectable should not be used 
in women who are or may become pregnant 
and particularly during early pregnancy un- 
less in the judgment of the physician the po- 
tential benefits outweigh the possible 
hazards. 
~ u t l o n r :  As with other agents adminis- 
tered either intravenously or intramuscularly, 
careful supervision of dose and rate of injec- 
tion should be observed. Rate of injection 

I .  

should not exceed 3 ml p 4  minute-i e , one 
10 ml vial in appoxirnat ly three minutes 
Since Robaxin Injectable hyporlmlc, vas- 
cular extravasation must i e avoided A re- 
cumbent pwtion wiM redude the Ilkelhood of 
side reactms 

prefers 
The total dosagr should ot eceed 30 ml 

(three vials) a dry for rnorrthan three con- 
secutive drys oxcept in the treatment of 
tetanus 

Caution should be obsMved in using the 
injectable form in SuspQcted or known 
epileptic patients 

Safety and elfecliveness$n children below 
the age of 12 years havernot been estab- 
lished except in tetanus *e special diroc- 
lions for use in tetanus 

It IS not known whether'this drug is $e 
creted in human milk A a general rule, 
nursing rhwld not be ur$ertaken whle a 
patient is oh a drug since many drugs are 
excreted in human milk. 

Methocarbamol may caqse a color inter- 
ference in certain scree ng tosts for 5- 
hydroxyinddeacetic acid ( s HIM) and van- 
illylmandelid acid (VMA) 

, 

and/or injectable antihi(tamines were 

The onset of convulsive eizufes during 
intravenous adrninistratio~ has been re- 

injection should be based oh the severity of 
the condition being treated )nd therapeutic 
response noted 

For the relief of symptoms of moderate de- 
gree, 10 ml (one vial) may be ldequate Ordi- 

narily this injection need not be repeated, as 
the administration of the oral form will usually 
sustain the relief initiated by the injection. For 
the severest cases or in postoperative con- 
ditions in which oral administration is not 
feasible, 20 to 30 ml (two to three vials) may 
be required. 
DJrections tor intravenous Use. Robaxin In- 
jectable may be aaministered undiluted di- 
rectly into the vein at amaximum rate olhree 
ml per minute. It may also be added to an 
intravenous dripof Sodium Chloride Injection 
(Sterile Isotonic Sodium Chloride Solution tor 
Parenteral Use) or five per cent Dextrose In- 
jection (Sterile 5 per cent Dextrose Solution). 
one vial given as a tingle dose should not be 
diluted to more than 250 ml for I.V. infusion. 
Care should be exercised to avoid vascular 
extravasation of this hypertonic solution 
which may result in thrombophlebitis. It is 
preferable that the patient be in a recumbent 
position during and for at least 10 to 15 min- 
utes following me injection. 
Dirsctions for lntnmuscular Use. When the 
intramuscular route S indicated. not more than 
lite ml (one-haH vial) should be injected into 
each gluteal region. The injections may be 
repeated at eight hour intervals, if necessary. 
When satisfactory relief of symptoms is 
achieved, it can usually be maintained with 
tablets. 
Not Recommended for Subcutaneous Ad- 
ministration. 
Spoclrl Dimtionr for Uao In Totanur: 
There is clinical evidence which suggests that 
methocarbamol may have a beneficial effect 
in the control of the neuromuscular manifesta- 
tions of tetanus. It dass not, however, replace 
the usual procedure of debridement, tetanus 
antitoxin, penicillin, tracheotomy, attention to 
fluid balance, and supportive care. Robaxin 
Injectable should be added to the regimen 
as soon as possible. 

for adulis: Inject one or two vials directly 
into the tubing of the previously inserted in- 
dwelling needle. An additional 10 ml or 20 ml 
may be added to the infusion bottle so that a 
total of up to 30 ml (three vials) is given as the 
initial dose (note Precautions). This proce- 
dure should be repeated every six hours until 
conditions allow for the insertion of a naso- 
gastric tube. Crushed Robaxin (methocar- 
bamol) tablets suspended in water or saline 
may then be given through this tube. Total 
daily oral doses up to 24 grams may be re- 
quired as judged by patient response. 

Fw children: A minimum initial dose of 15 
mg!kg is recommended. This dosage may 
be repeated every six hours as indicated. 
The maintenance dosage may be given by 
injection into the tubing or by I.V. infusion with 
an appropriate quantity of fluid. See direc- 
tions for I.V. use. 
How SuppHod: Robaxin Injectable-10 ml 
single dose vials in packages of 5 (NDC 
0031-7409-67) and26 (NDC 0031-7409-94). 
Manufactured for PHARMACEUTICAL DIVI- 
SION, A. H. ROBINS CO., Richmond. VA 
23220, by ELKINS-SI", INC.. Cherry Hill, 
NJ 08034. a subsidiary of A. H. Robins. 
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Robaxisal@ 

Dorcrlption: For oral administration, 
Robaxisal is available as a pink and white 
laminated tablet containing: . 
Methocarbamol, USP . . . . . . . . . . 400 mg 
Aspirin, USP , . . , , , , . . . . . . . . . . . 325 mg 

Inactive Ingredients: Corn Starch, FDBC 
Red 3, Magnesium Stearate, Povidone, 
Sodium Lauryl Sulfate, Sodium Starch Gly- 
colate, Stearic Acid. 
Methocarbamol has the following structural 
formula and chemical name: 

'OCH, 

3-(2-Methoxyphenoxy)-1,2-propanediol 
1-Carbamate 

Actlonr: Robaxisal provides a double 
approach to the management of discomforts 
associated with musculoskeletal disorders 

Methocarbamd. The mechanism of action 
of methocarbamol in humans has not been 
established, but may be due to general cen- 
tral nervous system depression It has no 
direct action on the contractile mechanism of 
striated muscle. the motor end plate or the 
nerve fiber 

Asp&. Aspirin is a mild analgesic with 
anti-inflammatory and antipyretic activity 
Indications: Robaxisal is indicated as an 
adjunct to rest, physical therapy and other 
measures for the relief of discomfort associ- 
ated with acute, painful musculoskeletal 
conditions The mode of action of metho- 
carbamol has not been clearly identified but 

may be related to its stdative properties 
Methocarbamol does notpirectly relax tense 

persensitivity to 

nervous system 

oned about com- 
I and other CNS 

been established 
Use in Activho'rrs Req mng M W d  Alert- 

ness. Robaxisal may rar ly cause drowsi- 
ness Until the patient's 7 r sponse has been 
determined, he should belcautioned against 

the operation of motor vehicles or dangerous 
machinery. 
Advema Auctbnr :  The most frequent ad- 
verse reaction lo methocarbamol is dizzi- 
ness or lightheadedness and nausea. This 
occurs in about one in 20-25 patients. Less 
frequent reactions are drowsiness. blurred 
vision, headache, fever, allergic mani- 
festations such as urticaria. pruritus. and 
rash. 

Adverse reactions that have been associ- 
ated with the use of aspirin include nausea 
and other gastrointestinal discomfort. gas- 
tritis, gastric erosion, vomiting, constipation, 
diarrhea, angio-edema, asthma, rash, pru- 
ritus, urticaria. 

Gastrointestinal discomfort may be mini- 
mized by taking Robaxisal with food. 
Doug. and Admlnlstrmtlon: Adults and 
children over 12 years of age: Two tablets four 
times daily. Three tablets four times daily 
may be used in severe conditions for one to 
three days in prtients who are able to tol- 
erate salicylates. These dosage recom- 
mendations provide respectively 3.2 and 4.8 
grams of methocarbamol per day. 
Ovudoug.: Toxicity due to overdosage of 
methocarbamol is unlikely; however, acute 
overdosage of aspirin may cause symptoms 
of salicylate intoKication 

7mmtnt of &ztSrge. Supportive ther- 
apy for 24 hours, as methocarbamol is ex- 
creted within that time. If salicylate intoxication 
occurs, especially in children, the hyperp- 
nea may be controlled with sodium bicar- 
bonate. Judicious use of 5% C02 with 95% 
O2 may be of benefit. Abnormal electrolyte 
patterns should be corrected with appropri- 
ate fluid therapy. 
How Supplkd: Robaxisale is supplied as 
pink and white laminated, compressed tab- 
lets in bottles of 100 (NDC 0031-7469-63), 
500 (NDC 0031-7469-70) and DISCO@ Unit 
Dose Packs of 100 (NDC 0031-7469-64). 

Store at controlled room temperature. 
between 15'C and 30'C (59°F and 86°F). 

Dispense in well-closed container. 
Rev March 1985 
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Robicillin VK rrJ 

brand of 
Penicillin V 
Potassium Tablets, USP 
2 5 0 m g a d 5 0 0 m g  
For on1 administration. 

DucriptlOn: Penicillin V is the phenoxy- 
methyl analog of penicillin G. The chemical 
formula is ClsH18N20aS. 

lnective Ingredients: Dibasic Calcium 
Phosphate, Magnesium Stearate, Micro- 
c*stalline Cellulose. Sodium Citrate. 
Action and Pharmacology: Penicillin V 
exerts a bactericidal action against penicillin 
sensitive microorganisms during the stage 
of active multiplication. It acts through the 
inhibition of biosynthesis of cell wall muco- 
peptide. It is not active against the peni- 
cillinase producing bacteria, which include 
many strains of staphylococci. The drug 
exerts high in  vitro activity against 
staphylococci (except penicillinase- 
producing strains), streptococci (groups A, 
C, G. H, L. and M) and pneumococci. Other 
organisms sensitive in vitro to penicillin V are 
Corynsbecterium diphtheriee, 88CiNuS 
enthrecis, C lost r i d ia , Actinomyces bovis, 
Streptobecillus monilifonnis, Lisrerie mono- 
cytogenes, Leptospira and N. gonorrhoeee. 
Tiiponoma pdlidum is extremely sensitive. 

Penicillin V has the distinct advantage 
over penicillin G in resistance to inactivation 
by gastric acid. It may be given with meals; 
however, blood levels are slightly higher 
when the drug is given on an empty 
stomach. Average blood levels are twoto five 
times higher than the levels following the 
same dose of oral penicillin G and also show 
much less individual variation. 

Once absorbed, penicillin V is about 80% 
bound to serum protein. Tissue levels are 
highest in the kidneys, with lesser amounts in 
the liver, skin and intestines. Small amounts 
are found in all other body tissues and the 
cerebrospinal fluid. The drug is excreted as 
rapidly as it is absorbed in individuals with 
normal kidney function; however, recovery of 
the drug from the urine indicates that only 
about 25% of the dose given is absorbed. In 
neonates, young infants and individuals with 
impaired kidney function, excretion is con- 
siderably delayed. 
IndimtiOw: Penicillin V is indicated in the 
treatment of mild to moderately severe infec- 
tions due to penicillin-G sensitive micro- 
organisms that are sensitive to the low serum 
levels comrnon to this particular dosage 

form Therapy should be g ided by bacterio- 

and by clinical response 
Note Severe pnewnonld empyema. bsc- 

teremia, pericarditis, men! 
should not be treated with 
the acute stage 

logical slutlies (includtng t sensitivity tests) 

Indicated surgical procddures Should be 

Streptococcei Ink 

mild erysipelas 
Note Streptococci in grc+ps A, C, G, H, L, 

and M are very oensdive t penicillin Other 
groups, mcluding group 1 (enterococcus) 
are resistant 

P n ~ u m o c ~ ~ c d  hfectbn . Mild to moder- 
ately severe infections o f the respiratory 
tract 

St8phy/o@occrl mnfectkqs-penicillin G 
sensitive Mild intections of the skin and soft 
tissues 

Note Reports indi 

gum tissue 

therapy is indicated as pro hylaxis 
Medical conditrons tn whi h oral penicillin 

For the preventm of rec J rence lollowing 

Association and the Amen 
ation for us6 as pan of 
regimen and as an altern 
lor prophylaxis against 
carditis in pbtients with 
rheumatic or other acqu 
disease when they und 
cedures and surgical pr 
respiratory tract 1 Slnce It 

lever, prophylactic rgents her than pent- 
cillin may be chosen for the e patbents and 
prescribed in additton to t 4 eir continuous 
rheumatic fever prophylactlql regimen Oral 
penicillin should not be use as adjunctive 
prophylaxis for qenitourin ry instrumen- 
tation or surgery, lower inte tinal tract sur- 
gery, sigmoidoscopy. and c I ildbinh 

# .  1 

Note: When selecting antibiotics for the 
prevention of bacterial endocarditis, the 
physician or dentist should read the full joint 
statement of the American Heart Association 
and the American Dental Association. 
Contraindicatlonr: A previous hyper- 
sensitivity reaction lo any penicillin is a 
contraindication. 
Wamingr: Serious and occasionally fatal 
hypersensitivity (anaphylactold) reactions 
have been reponed in patients on penicillin 
therapy. Although anaphylaxis is more fre- 
quent following parenteral therapy it has 
occurred in patients on oral penicillin. These 
reactions are more apt to occur in individuals 
with a history of sensitivity to multiple 
allergens. 

There have been well documented reports 
of individuals with a history of penicillin 
hypersensitivity reactions who have experi- 
enced severe hypersensitivity reactions 
when treated with a cephalosporin Before 
therapy with a penicillin, careful inquiry 
should be made Concerning previous hyper- 
sensitivity reactions to penicillins, cephalo- 
sporins, and other allergens. If an allergic 
reaction occurs. the drug should be discon- 
tinued and the patient treated with the usual 
agents e.g., pressor amines. antihistamines 
and Corticosteroids. 
Pnuutiocu: Penicillin should be used with 
caution in individuals with histories of sig- 
nificant allergies and/or asthma. 

The oral route of administration Should not 
be relied upon in patients with severe illness, 
or with nausea, vomiting. gastric dilatation, 
cardiospasm or intestinal hypermotility. 

Occasionally patients will not absorb 
therapeutic amounts of orally administered 
penicillin. 

In streptococcal infections. therapy must 
be suflicient to eliminate the organlsm (10 
days minimum); otherwise the sequelae of 
streptococcal disease may occur. Cultures 
should be taken following completion of 
treatment to determine whether streptococci 
have been eradicated. 

Prolonged use of antibiotics may promote 
the overgrowth of non-susceptible organ- 
isms, including fungi. Should superinfection 
occur, appropriate measures should be 
taken. 
AdvOt8. Roactionr: Although the inci- 
dence of reactions to oral penicillins has 
been reported with much less frequency 
than following parenteral therapy, it should 
be remembered that all degrees of hyper- 
sensitivity including fatal anaphylaxis, have 
been reponed with oral penicillin. 

The most comrnon reactions to oral peni- 
cillin are nausea, vomiting, epigastric dis- 
tress, diarrhea, and black hairy tongue. The 
hypersensitivity reactlons reported are skin 
eruptions (macub-papular to exfoliative 
dermatitis). urticaria and other serum sick- 
ness reactions, laryngeal edema and 
anaphylaxis. Fever and eosinophilia may 
irequently be the only reaction observed. 



(Robicillin VK. continued) 4lld 
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Hemolytic anemia, leucopenia, throm- 
bocylopenia, neuropathy, and nephropathy 
are infrequent reactions and usually associ- 
ated with high doses of parenteral penicillin. 
Doug. and Admlnistntlon: The dosage 
of penicillin V should be determined accord- 
ing to the sensitivity of the causative micro 
organisms and the severity of infection. and 
adjusted to the clinical response of the 
patient. 

The usual dosage recommendations for 
adults and children 12 years and over are as 
follows 

Streptococcal infections-mild to mod- 
erately severe-of the upper respiratory 
tract and including scarlet fever, and mild 
erysipelas; 125 mg (200.000 units) every 
6-8 hours for 10 days for mild infections; 
250-500 mg (400,000-800.000 units) every 
8 hours for 10 days for moderately Severe 
infections. 

Pneumococcal infections-mild to mod- 
erately severe-of the respiratory tract, 
including otitis media: 250-500 mg (400,000- 
800,OOO units) every 6 hwrs until the patient 
has been afebrile for at least 2 days. 

Staphylococcal infections-mild infec- 
t ins of skin and soft tissue (culture and sensi- 
tivQ tests should be performed): 250-500 mg 
(400,000-800,000 units) every 6-8 hours. 

U 

For tha pnsvemon of mc mm ldlowkng 
rheumatic lever rndlor t horm 125 mg 

hours 

(200,000 units) twice deilyion a continumg 
basis 

1 For the oral regimen, gi 2.0 Gm of peni- 
cillin V (1 0 Gm for child% under 80 Ibs) 

every 6 hours for 8 doses, pr 
2 For the combined pardnteraboral regi- 
men, give ohe million umts bf aqueous crys- 

recommendations for adds for a single 
dose or lor a 24-hour per id 

Note Therapy for children under 12 years 
01 age is calculated on the basis of body 
weight For inlants and Small children the 
suggested dose 16 25.000 to 90,000 units per 
kg per day in three to six divided doses 

Penicillin V Potassium Tablets, USP 
250 mg (400,000 Units)-bottles 01 100 
(NDC 0031-8217-63) and 1,000 tablets 

500 mg (800,000 Units)-bottles of 100 
(NDC 0031-8227-63) and 500 tablets (NDC 

'American Heart Association 1977 Preven- 
tion of bacterial endocarditis Circulation 

Rev April 1985 

How supplkd: 

(NDC 0031 -821 7-74) 

0031-8227-70) 
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Robimvcin 
Robitabs" 
brand of 
Erythromycin %blew, USP 
mntorlc-coated 
WO mg erythromycin brae 
For Oral Administration. 
D.rCription: Erythromycin is prbduced by a 
strain of Streptomyces efyrhrreus and 
belongs to the macrolide group of anti- 
biotics. It is basic and readily forms salts with 
acids. The base, the stearate salt, and the 
esters are poorly soluble in water and are 
puitable for oral administration. Robimycin 
RobitabsQ, brand of Erythromycin Tablets, 
USP (enteric-coated), are specially coated 
to protect the antibiotic from the inactivating 
etlects of gastric acidity and to permit 
efficient absorption in the small intestine. 

Inactive Ingredients: Cellulose Acetate 
Phthalate, Corn Starch, DBC Yellow 10 
Aluminum Lake, Diethyl Phthalate, FDLC 
Blue 1 Aluminum Lake, FDBC Yellow 6 
Aluminum Lake, Hydroxypropyl Cellulose, 
Lactose. Magnesium Stearate. Silicon 
Dioxide, Sodium Cholate, Sodium Citrate, 
Sodium Lauryl Sulfate, Stearic Acid, Talc, 
Titanium Dioxide. 
Actian8:The mode of action of erythromycin 
is inhibition of protein synthesis without affect- 
ing nucleic acid synthesis Resistance to 
mhromycin of some strains of Hwmophikrs 
intluenzae and staphylococci has been 
demonstrated. Culture and susceptibility 
testing should be done. If the Kirby-Bauer 
method of disc susceptibility is used, a 15 mcg 
mythromycin disc Should give a zone diame- 
ter of at least 18 mm when tested against an 
erythromycin susceptible organism. 

Robtmycin Robitabs., brand of Erythro- 
mycin Tablets, USP (enteric-coated), are 
absorbed either when administered with 
meals or when given between meals on an 
empty stomach. However, absorption may 
be temporarily delayed by the presence of 
food Some interpatient variability in absorp- 
tion of orally-administered erythromycin has 
been observed. 

After absorption, erythromycin diffuses 
readily into most body fluids. In the absence 
of meningeal inflammation, low concentra- 
tions are normally achieved in the spinal fluid 
but passage of the drug across the blood- 
brain barrier increases in meningitis. In the 
presence of normal hepatic function, erythro- 
mycin is concentrated in the liver and excreted 
in the bile; the effect of hepatic dysfunction 
on excretion of erythromycin by the liver into 
the bile is not known. After oral adminis- 
tration, less than 5 percent of the activity of 
the administered dose can be recovered in V the urine. 

Erythromycin crosses the placental barrier 
but fetal plasma levels are low. 
Indk.tlon8: Robimycin is indicated in the 
treatment of infections due to the following 
microorganisms: 

strdptococcus pyogenes (Group A beta 

to be the drug of Choice inthe treatment and 
prevention of streptococdel pharyngitis and 
in long-term prephylaxcs Qf rheumic fever 

When oral medcation IS referred for treat- 
ment of the above condl&. perucillin G, V, or 
erythromycin am alternat drugs of chace 

When oral medication il gnren, the impor- 
tance of strict odherenc by the patient to 
the prescribed doragee/spimm must be 
stressed A therapeutic*dose should be 

Heart Associatam and tW American Dental 

genital and/or rheumatic or other acquired 
valvular heart dtsease n they undergo 
dental prwedures and z i c a l  procedures 

trointestinal tracl surgery 
NOTE: When seleciing 

prevention of bacterial 
physician or dentist shoul 
statement of the American tieart Association 
and the Americrn Dental hssociation 

Srephyloroccus rumus: For acute infec- 
tions of skin and soft tissueof mild to moder- 
ate severity Resistant brganisms may 
emerge during Weatment 

stnptococcw pnolImo4ae (DlplocOcCUs 
pneumonia@: For upper respiratory tract 
infections (e g , Otitis mqia,  pharyngflis) 
and lower respiratory trag infections ( e g ,  

PPLO) For respraory infc$tions due to this 
organism 

Hemophilus inthmm: dor upper respira- 
tory tract infections of qild to moderate 
seventy when uaed conco itrntly mth ade 
quate doses of ulfonamidrs Not all strams 
of this organism are su ceptible at the 
erythromycin Concentrdions ordinarily 
achieved (see approprilte sulfonamide 
labeling for prescribing inf rmatin) 

?imponem8 prllldum: Ebhromycin (oral 
forms only) is an alternatq choice of treat- 
ment for primary syphilis i patients allergic 
to the peniclllinb In trea&ent of primary 
syphilis spnal fluid examir@tions should be 
done before treatment andjas pan of follow- 
up after therapy 

Corynobrcterium dipMhorire and C 
minuti8simum: As r n  adjuht to rmtitoxin. to 
prevent establishment of Carriers, and to 
eradicate the organism in (arrmrs 

In the treatment of eryth*sma 
fntmoeba MJtdYtica: Iri the treatment of 

intestinal amebiasis only 
asis requires treatment 

Lisrwm mnocytogenes: lnfectmns due to 
this organism 

P 

Neisseria gonorrtroeee: Erythromycin lac- 
tobionate for injection in conpnction with 
erythromycin stearate or base orally. as an 
alternative drug m treatment of acute pelvic 
inflammatory disease caused by N. gonor- 
thoere in female patients with a history of 
sensitivity to penicillin. Before treatment of 
gonorrhea, patients who are suspected of 
also having syphilis should have a micro- 
scopic examination for 7: pallidurn (by 
immunofluorescence or darkfield) before 
receiving erythromycin, and monthly serologic 
tests for a minimum of 4 months. 

Legionnrims' Disease: Although no con- 
trolled clinical efficacy studies have been 
conducted, in virro and limited preliminary 
clinical data sugQest that erythromycin may 
be effective in treating Legionnaires' 
Disease. 

Chlamydia tnchometfs: Urogenital infec- 
tions during pregnancy. When tetracyclines 
are contraindicated or not tolerated, erythro- 
mycin is indicated for the treatment of uncom- 
plicated urethral, endocervical. or rectal infec- 
t ins in adults due to Chlamydia bschomafk2 
Conmindicrtionr: Erythromycin is contra- 
indicated in patients with known hypersen- 
sitivity to this antibiotic. 
Wamlngs: Usage in pregnancy: Safety for 
use in pregnancy has not been established. 
Prltrutlonr: Erythromycin is principally 
excreted by the liver. Caution should be 
exercised in administering the antibiotic to 
patients with impaired hepatic function. 

There have been reports of hepatic dys- 
function. with or without jaundice, occurring 
in patients receiving oral erythromycin prod: 
ucts. Although the majority of these cases 
have been associated with erythromycin est@ 
late, there have been some reports of hepatic 
dysfunctions in conjunction with the erythro- 
mycin base, stearate and ethylsuccinate. 

Recent data from studies of erythromycin' 
reveal that its use in patients who are receiv- 
ing high doses of theophylline may be asso- 
ciated with an increase of serum theophylline 
levels and potential theaphylline toxicity. In 
case of theophylline toxicity and/or elevated 
serum theophylline levels, the dose of 
theophylline should be reduced while the 
patient is receiving concomitant erythro- 
mycin therapy. 

Surgical procedures should be performed 
when indicated. 
Ad- W - 8 :  The most frequent side 
effects of erythromycin preparations are 
gastrointestinal, such as abdominal cramp- 
ing and discomfort, and are dose-related. 
Nausea, vomiting, and diarrhea occur infre- 
quently with usual oral doses. 

During prolonged or repeated therapy, 
there is a possibility of overgrowth of nom 
susceptible bacteria or fungi. If such infec- 
tions occur, the drug should be discontinued 
and appropriate therapy instituted. 

Mild allergic reactions such as urticana and 
other skin rashes have occurred. Serious 
allergic reactions, including anaphylaxis 
have been reported. 

There have been isdated reports of reversi- 
ble hearing loss occurring chiefly in patients 
with renal insufficiency and in patients 

I I  I l l 1  I I 
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(Robimycin, cpntinued) 

1 
receiving high doses of erythromycin 
Doug. and Admlnistrrtion: Robimycin 
RobitabsQ, brand of Erythromycin Tablets 
USP (enteric-coated). may be administered 
orally without regard to meals I e ,  with 
meals or on an empty stomach 

Adults 250 mg every 6 hours is the usual 
dose Dosage may be increased up to 4 or 
more grams per day according to the sever- 
tty of the infection 

Children Age. weight. and severity of the 
mlecllon are important factors in determining 
the proper dosage 30-50 mglkglday. in 
divided doses, IS the usual dose For more 
severe infections this dose may be doubled 

I f  dosage IS desired on a twice-a-day 
8chedule in either adults or children. One-half 
of the total daily dose may be given every 12 
hours Twice-a-day dosing is not recom- 

'mended when doses larger than 1 gram 
daily are administered 

In the treatment of streptococcal infec- 
tions a therapeutic dosage of erythromycin 
should be administered for at least 10 days 
In continuous pmphylexrs of streptococcal 
infections in persons with a history of rheu- 
matic heart disease. the dose is 250 mg 
twice a day 

for prophylaxis of bacterial endocarditis' 

* 
other acquired val 
undergoinlp dental 

optimal dose and duration of therapy have 
not been established, the suggested treat- 
ment IS erylhromycin 500 mg by mouth. 
4 times a day lor at least 7 days For women 
who cannot tolerate this regimen a decreased 
dose of 250 mg, by mouth. 4 times a day 
should be used for at least 14 days 

For adults with uncomplicated urethral. 
endocervical, or rectal infections caused by 
CMUnydra bachornabs in whom tetracyclines 
are contraindicated or not tolerated 500 mg 
by mouth, 4 times a day for at least 7 days 
How Suppllod: Robimycin Robitabsat, 
brand of Erythromycin Tablets, USP (enteric- 
coated). 250 mg (pale green, round) are avail- 
able in bottles of 100 (NDC 0031-8317-63) 
and 500 (NDC 0031-8317-70) 

'American Heart Association 1977 Preven- 
tion of bacterial endocarditis Circulation 

pCDC Sexually Transmitted Diseases 
Treatment Guidehnes 1982 Rev 1985 

tRobitabsa is A H Robins' registered 
trademark tor tablets 

FkhnnCO8: 
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and 

bd Robinul" Forte 
brand of 
GI copyrrolrta a L ,  USP 

~ s c r i p t l o n :  Robinul and Robinul Forte 
tablets contain the synthetic anticholinergic. 
glycopyrrolate. Glycopyrrolate is a quater- 
nary ammonium compound with the follow- 
ing chemical name. 
3-[(cyclopentylhydroxyphenylacetyl)oxy]-1, 
1 -dimethylpyrrolidinium bromide. 
Roblnul tablets are scored, compressed 
pink tablets engraved AHR. Each tablet 
Contains: 

1 m9 
Robinul Forte tablets are scored, com- 
pressed pink tablets engraved AHR. Each 

Glycopyrrolate, USP . . . . . . . , . 
Inactive Ingredients: Di bas 

Phosphate, FD&C Red 3 Aluminum Lake, 
Lactose, Magnesium Stearate, Povidone, 
Sodium Starch Glycolate. 
Actions: Glycopyrrolate, like other anti- 
cholinergic (antimuscarinic) agents, inhibits 
the action of acetylcholine on structures 
innervated by postganglionic cholinergic 
nerves and on smooth muscles that respond 
to acetylcholine but lack cholinergic inner- 
vation. These peripheral cholinergic recep- 
tors are present in the autonomic effector 
cells of smooth muscle, cardiac muscle. the 
sino-atrial node, the atrioventricular node, 
exocrine glands, and, to a limited degree. in 
the autonomic ganglia. Thus, it diminishes 
the volume and free acidity of gastric secre- 
tions and controls excessive pharyngeal, 
tracheal. and bronchial Secretions. 

Glycopyrrolate antagonizes muscarinic 
symptoms (e.g., bronchorrhea, broncho- 
spasm, bradycardia. and intestinal hyper- 
motility) induced by cholinergic drugs such 
as the anticholinesterases. 

The highly polar quaternary ammonium 
 roup of glycopyrrolate limits its passage 
across lipid membranes, such as the blood- 
brain barrier, in contrast to atropine Sulfate 
and scopolamine hydrobromide, which are 
non-polar tertiary amines which penetrate 
lipid barriers easily. 
lndiortiona: For use as adjunctive therapy 
in the treatment of peptic ulcer. 
ContnlndlWons: Glaucoma. obstructive 
uropathy (for example. bladder neck 
obstruction due to prostatic hypertrophy); 
obstructive disease of the gastrointestinal 
tract (as in achalasia, pyloroduodenal steno- 
sis, etc.); paralytic ileus; intestinal atony of 
the elderly or debilitated patient; unstable 
cardiovascular status in acute hemorrhage; 
severe ulcerative colitis; toxic megacolon 
complicating ulcerative colitis; myasthenia 
gravis. Robinul (glycopyrrolate) tablets are 
contraindicated in those patients with a 
hypersensitivity to glycopyrrolate. 
W.rnlngs:In the presence of a high environ- 
mental temperature, heat prostration (fever 
and heat stroke due to decreased sweating) 

Glycopyrrolate, USP . . . . . . . . . . . , . 

. tablet contains: 

can occur with use of Rbbinul 
Diarrhea mey be an early symptom of 

incomplete intestinal objtruction, especially 
in patienls with ileost y or colostomy In 
this instance treatmenyith thrs drug would 

chinery, at performing hapardous work while 
taking this drug 

Theoretically, with ovqdosage. a curare- 
like action may occur, ge., nourornuscular 
blockade leadrng to musduler weakness and 
possible paralysts 

Pmgnmcy. The satety/of this drug during 
pregnancy has not beep established The 

Other studlies m dogs su gest that this may 
be due to diminished eminal secretion 
which is evident at hig R doses of glyco- 
pyrrolate Informaton orl pasable adverse 

damaging potential No dbntrolled studies to 
estabhsh lhe srfety of thedrug in pregnancy 
have been performed 

Nursin$ mothers. It is hot known whether 
this drug is ewcreted in human milk As a 
general ryle, nursing shduld not be under- 
taken while a patent is o4a drug since many 

have not been establish 

elderly and in all patientq wth 
Autonomic neuropathy. 
Hepatic or renal diseal(e 
Ulceratire colitis-IBr doses may sup- 
press intestinal motdity ?? o the point of pro- 
ducing a paralytic ileusrand for this reason 
may pnecipitete or 
megacolon," a serious 
disease 
Hyperthyroidsm, cor0 ry heart disease. 
congestive heart d T .  cardbac tachy- 
arrhythmias, tachycarpia, hypertension 
and prOstatic hypertrofjhy 
Hiatal hernia assoclated with reflux 
esophapitis, smce an+holinergic drugs 
may ag ravate this cddition 

Adwn,  keaotlons: A 

cholinergics in genetal may include 
xerostomia decreased sweating. urinary 

hesitancy and retention; blurred vision, 
tachycardia. palpitations; dilatation of the 
pupil, cycloplegia, increased ocular tension. 
loss of taste; headaches, nervousness, 
mental confusion; drowsiness; weakness, 
dizziness; insomnia; nausea; vomiting, con- 
stipation; bloated feeling. impotence; sup- 
pression of lactation; severe allergic reaction 
or d rug  id iosyncras ies i nc lud ing  
anaphylaxis, urticaria and other dermal 
manifestations 

Robinul (glycopyrrolate) is chemically a 
quaternary ammonium compound; hence, 
its passage across lipid membranes, such 
as the blood-brain barrier, is limited in con- 
trast to atropine sulfate and scopolamine 
hydrobromide. For this reason the occur- 
rence of CNS related side effects is lower, in 
comparison to their incidence following 
administration of anticholinergics which are 
chemicallyterliary amines that can cross this 
barrier readily. 
omdorrg.: The symptoms of overdosage 
of glycopyrrolate are peripheral in nature 
rather than central. 

1. To guard against further absorption of 
the drug-use gastric lavage, cathartics 
and/or enemas. 

2. To combat peripheral anticholinergic 
effects (residual mydriasis, dry mouth, 
etc.)-utilize a quaternary ammonium anti- 
cholinesterase, such as neostigmine 
methylsulfate. 

3. To combat hypotension-use pressor 
amines (norepinephrine, metaraminol) i.v.; 
and supportive care. 

4 To combat respiratory depression- 
administer oxygen; utilize a respiratory 
stimulant such as DopremQ i.v.; artificial 
respiration. 
Dorrg. m d  Mmlnldmtion: The dosage 

bsted to ihe needs of the individualpatient to 
8ssum symptomatic conhd win, 8 minimum 
of 8dVef~e re8ctions. The present& m o m -  
mended m8ximcrm d8ily dosage of glyco- 
p y r d a h  is 8 mg. 

Robinul (glycopyrrolate, 1 mg) tablets. 
The recommended initial dosage of Robinul 
lor adults is one tablet three times daily (in 
the morning, early afternoon. and at bed- 
time). Some patients may require two tablets 
at bedtime to assure overnight control of 
symptoms. For maintenance, a dosage of 
one tablet twice a day is  frequently 
adequate. 

RoMnul Forte (glycopyrrolate. 2 mg) tab- 
kts. The recommended dosage of Robinul 
Forte for adults is one tablet two or three 
times daily at equally spaced intervals. 

Robinul tablet6 are not recommended for 
use in children under the age of 12 years. 
Drug Inknctionr: There are no known drug 
interactions. 
How Suppllod: Robinul (glycopyrrolate. 
1 mg) tablets in bottles of 100 (NDC 

Robinul Forte (glycopyrrolate. 2 mg) tab- 
lets in bottles of 100 (NDC 0031-7840-63). 

Rev. February 1985 

Of Robinul of Robinul Forte should be 8d- 

0031-7824-63) and 500 (NDC 0031-7824-70). 
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Robinul" 
Injectable 
brand of 
Olycopyrmlate Injection, USP 
aioripilon: Robinul (glycopyrrolate) is a 
synthetic anticholinergic agent. Each 1 ml 
contains : 
Glycopyrrolate, USP . . . . . . . . . . . . . 0.2 mg 
Water for Injection, USP . . . . . . . . . . . . . q.s. 
Benzyl Alcohol, NF . . . . . . . , . , . . . . . . 0.9% 

(preservative) 
pH adjusted, when necessary, with hydro- 
chloric acid andlor sodium hydroxide 

For lntmmuacukr or Mnvonoua a& 
mlnAatmtlon. 

Glycopyrrolate is a quaternary ammonium 
compound with the following chemical 
structure: , a 

3[(cyclopentylhydroxyp henylacet yl)oxy]- 
1, l  -dimethyl pyrrolidinium bromide. 

Unlike atropine, glycopyrrolate is com- 
pletely ionized at physiological pH values. 

Robinul Injectable is a clear, colorless, 
sterile liquid; pH 2.0-3.0. 
Cllnlcrl Phmmaology: Glycopyrrolate, 
like other anticholinergic (antimuscarinic) 
agents, inhibits the action of acetylcholine on 
structures mMWated by postganglionic Cho- 
linergic n e w s  and on smooth muscles that 
respond to acetylcholine but lack cholinergic 
innervation. These peripheral cholinergic re- 
ceptors are present in the autonomic effector 
cells of smooth muscle, cardiac muscle, the 
sinoatrial node, the atrioventricular node, 
exocrine glands, and, to a limited degree, in 
the autonomic ganglia. Thus. it diminishes 
the volume and free acidity of gastric secre- 
tions and controls excessive pharyngeal, 
tracheal, and bronchial secretions. 

Glycopyrrolate antagonizes muscarinic 
symptoms (e.@, bronchorrhea, broncho- 
spasm, bradycardia. and intestinal hyper- 
motility) induced by cholinergic drugs such 
as the anticholinesterases. 

The highly polar quaternary ammonium 
group of glycopyrrolate limits its passage 
across lipid membranes, such as the blood- 
brain barrier, in contrast to atropine sulfate 
and scopolamine hydrobromide, which are 
non-polar tertiary amines which penetrate 
lipid barriers easily. 

Peak effects occur approximately 30 to 45 
minutes afier intramuscular administration. 
The vagal blocking effects persist for 2 to 3 
hours and the antisialagogue effects persist 
up to 7 hours, periods longer then for atro- 
pine. With intravenous injection, the onset of 
action is generally evident within one minute. 
lndlortlon M d  -0: 
In Anoathnk: Robinul (glycopyrrdate) In- 
jectable is indicated for useas a preoperative 
antimuscarinic to reduce salivary, tracheo- 
bronchial, and pharyngeal secretions; to re- 
duce the volume and free acidity of gastric 
secretions; and, to block cardiac vagal in- 
hibitory reflexes during induction of anes- 
thesia and intubation. When indicated. 

coma or asthma. 

while taking this drug. 

(fever and heat stroke 

(gbcoOymWe). 

harmful. 

Investigatb any tlchycar io More giving 
glycopyrrddte since an itc$aw in the heart 
rate may ocbur. 

P m a u t ~ : o m r l .  , 

the likelihood of producing ventricular ar- 

1 1 

rhythmias is reduced. 
Carcinogenesis, mutagenesis, impair- 

m n t  of feH/ity. Long-term studies in animals 
have not been perlormed to evaluate car- 
cinogenic potential. In the teratology studies, 
diminished rates of conception and of sur- 
vival at weaning were observed in rats, in a 
dose-related manner. Studies in dogs sug- 
gest that this may be due to diminished 
seminal secretion which is evident at high 
doses of glycopyrrolate. 

Pregnancy Category 6. Reproduction 
studies have been perlormed in rats and 
rabbits up to lo00 times the human dose and 
have revealed no teratogenic effects from 
glycopyrrolate. There are. however, no ade- 
quate and well-controlled studies in preg- 
nant women. Because animal reproduction 
studies are not always predictive of human 
response, this drug should be used during 
pregnancy only if clearly needed, 

Mumhg Mothers. It is not known whether 
this drug is excreted in human milk. Because 
many drugs are excreted in human milk, 
caution should be exercised when Robinul is 
administered to a nursing woman. 

Pediatric Use. Safety and effectiveness in 
children below the age of 12 years have not 
been established for the management of 
peptic ulcer. 
Advorao R..ctlon: Anticholinergics pro- 
duce certain effects, most of which are ex- 
tensions of their pharmacologic actions. Ad- 
verse reactionsto anticholinergics in general 
may include dry mouth; urinary hesitancy 
and retention; blurred vision due to mydri- 
asis; increased ocular tension; tachycardia; 
palpitation; decreased sweating. loss of 
taste; headache; nervousness; drowsiness; 
weakness; dizziness; insomnia; nausea; 
vomiting; impotence; suppression of lacta- 
tion; constipation; bloated feeling; severe 
allergic reaction or drug idiosyncrasies in- 
cluding anaphylaxis; urticaria and other 
dermal manifestations; some degree of 
mental confusion and/or excitement, es- 
pecially in elderly persons. 

Robinul is chemically a quaternary am- 
monium compound; hence, its passage 
across lipid membranes, such as the blood- 
brain barrier is limited in contrast to atropine 
sulfate and scopolamine hydrobromide. For 
this reason the occurrence of CNS related 
side effects is lower, in comparison to their 
incidence following administration of anti- 
cholinergics which are chemically tertiary 
amines that can cross this barrier readily. 
Owrdomg.: To combat peripheral anti- 
cholinergic effects, a quaternary ammonium 
anticholinesterase such as neostigmine 
methylsulfate (which does not cross the 
blaod-brain barrier) may be given intrave- 
nously in increments of 0.25 mg in adults. 
This dosage may be repeated every five to 
ten minutes until anticholinergic over-activity 
is reversed or up to a maximum of 2.5 mg. 
Proportionately smaller doses should be 
used in children. Indication for repetitive 
doses of neostigmine should be based on 
close monitoring of the decrease in heart rate 
and the return of bowel sounds. 

In the unlikely event that CNS symptoms 
(excitement, restlessness, convulsions. 
psychotic behavior) occur, physostigmine 
(which does cross the blood-brain barrier) 
should be used. Physostigmine 0.5 to 2 mg 



(Robinul Injatrblr continud) 
should be slowly administered intravenously 
and repeated as necessary up to a total of 5 
mg in adults. Proportionately smaller doses 
should be used in children. 

Fever should be treated symptomatically. 
In the event of a curare-like effect on re- 
spiratory muscles, artificial respiration 
should be instituted and maintained until ef- 
fective respiratory action returns. 
Dormgo mnd Admlnlrtntlon: Robinul 
(glycopyrrdate) Injectable may be adminis- 
tered intramuscularly, or intravenously, with- 
out dilution, in the following indications. 

Adultr: Preanesrhetic Medication. The 
recommended dose of Robinul (glycopyrro- 
late) Injectable is 0.002 mg (0.01 mi) per 
pound of body weight by intramuscular in- 
jection, Qiven 30 to 80 minutes prior to the 
anticipated time of induction of anesthesia or 
at the time the preanesthetic narcotic andlor 
sedative are administered. 

lhlrrapentive Medicatbn. Robinul (glyco- 
pynolate) Injectable may be used during 
surgery to counteract drug induced or vagal 
traction reflexes with the associated ar- 
rhythmias (e.& bradycardia). It should be 
administered intravenously as single doses 
of 0.1 mg (0.5ml) and repeated, as needed, at 
intervals of 2-3 minutes. The usual attempts 
should be made to determine the etiology of 
the arrhythmia, and the surgical or anesthetic 
manipulations necessary to correct parasym- 
pathetic imbalance should be performed. 

Revemlof Neuromuscular Blockade. The 
recommended dose of Robinul (glycopyrro- 
late) Injectable is 0.2 mg (1 .O ml) for each 1 .O 
mg of neostigmine or 5.0 mg of pyridostig- 
mine. In order to minimize the appearance of 
cardiac side effects, the drugs may be ad- 
ministered simultaneously by intravenous 
injection and may be mixed in the same 
syringe. 

Chlldnn: Preanesthetic Medication. The 
recommended dose of Robinul (glycopyrro- 
late) Injectable in children to 12 years of age 
is 0.002 mg (0.01 ml) per pound of body 
weight intramuscularly, given 30 to 60 min- 
utes prior to the anticipated time of induction 
of anesthesia or at the time the preanesthetic 
narcotic and/or sedative are administered. 

Children under 2 years of age may require 
up to 0.004 mg (0.02 ml) per pound of body 
weight. 

anesthetic manipultltions ne*ssary to cor- 
rtct par8SymRatheliC imbalatce should be 
performed 

Wridostigrmne In order to m@imize the ap- 
pearance of cbrdiac side effdcts. me drugs 
may be admidstertd simult+eously by in- 
tmvenous injeOtion and may tle mixed m the 
same syringe. 

Adulu: Pbpbc Ulmr. The mual recom- 
mended dose f Robinul lryec able 16 0 1 mg (a 5 ml) admin~terd at 4-hout intervals, 3or 

tqed by patient response up 10 a maximum 
of four times deily 

Robinul In]eatable is not recgmmended for 
peptic ulcer in children unddr 12 years of 
a e (See ?recaution$) h% TE: Parentdral dhrg prod#ts should be 
inspected visu&lly for particul/lte matter and 
discoloration prior to aQministration 
whenever solution and contaiher permit 

(nhysostigmine salicylate); BenadrylQ 
(dtphenhydrahne "3). cqdeine phos- 

tabyl citrate), Largon. (propiomazine HCI), 

I 

Levo-Dromoranm (levorphanol tartrate); 
liocaine, USP; Mapergan@ (meperidine and 
ptornetharine HCls); meperidine HCI, USP; 
Hestinon*/Regonol@ (pyridostigmine 
Momide); morphine sulfate. USP; Nisentils 
( lphaprodine HCI); Nubaint (nalbuphine 

I); Numorphan" (oxymorphone HCI); 
PBntopone (opium alkaloids HCls); procaine el, USP; promethazine HCI, USP; Prostig- 
mine (neostigmine methylsulfate, USP); 
scopolamine HBr. USP; Sparine' (pro- 
mazine HCI); Stadole (butorphanol tartrate); 
.%Mimaze@ (fentanyl &rate); Talwine (penta- 
zwine lactate); Tigane (trimethobentamide 
HCI); Vesprin@ (triflupromazine HCI); and 
VbtariP (hydroxyzine HCI). Robinul Inject- 
able may be administered via the tubing of a 
running infusion of physiological saline or 
Iaktated Ringer's solution. 

Since the stability of giycopyrrolate is 
questionable above a pH of 6.0 donof com- 
M e  Robinul Injectable in the same syringe 
with Brevital* (methohexital Na); Chloro- 
mlycetin@ (chloramphenicol Na succinate); 
mamaminee (dimenhydrinate); Nembutal* 
(pentobarbital Na); Pentothal" (thiopental 
M); Seconal' (secobarbital Na); sodium 
bicarbonate (Abbon); OT ValiumQ (diazepam). 
A gas will evolve or a precipitate may form. 
Mixing with Decadron. (dexamethazone Na 
phosphate) or a buffered solution of lactated 
Rhger's solution will result in a pM higher 
th@n 6.0. Mixing chlorpromazine HCI, USP, or 
C6mperinee (prochlorperazine) with other 
agents in a syringe is not recommended by 
the manufacturer, although the mixture with 
Robinul Injectable is physically compatible. 
HOW 8uppll.d: Robinul (glycopyrrolate) In- 
jettable, 0.2 mglml. is available in 1 ml single 
dose vials packaged in 5's (NDC 0031- 
7@0-87), and 25's (NDC 0031-7890-11). 2 
ml single dose vials packaged in 25's (NDC 
0031-7890-95), 5 ml multiple dose vials 
packaged individually (NDC 0031-7890-93) 
a d  in 25's (NDC 0031-7890-06), and 20 ml 
(mc 0031-7890-83) multiple dose vials. 

store at controlled room temperature, 
batween 15'C and 3WC (59'F and 86.F). 
MLnufactured for PHARMACEUTICAL DIVI- 
SION. A. H. ROBINS CO.. Richmond, VA 
2 8 2 0 ,  by ELKINSSINN, INC.. Cherry Hill. 
NJ 08034. 

Rev. Dec. 1981 



Rev. March 1W5 

ANTIBIOTIC 
BROAD-SPECTRUM 

%d Robitet Robicaps@ 

Robitet@ '250' 
hydmhrorla hbiCrp8 
(Tetracycline Hydrochloride 
Caprules, USP) 

Robitet" '500' 
hydroehlorkk Robiwpr 
(Tetrrcycllne Hydrochloride 
Capsules, USP) 
Doscrlptlon: Tetracycline is a broad- 
spectrum antibiotic prepared from the CUI- 
tures of certain streptomyces species. 
Robitet '250' Robicaps are pink and brown 
hard gelatin capsules each containing 250 
mg tetracycline hydrochloride 
Robitet '500' Robicaps are cream and brown 
hard gelatirccapsules each containing 500 
mg tetracycline hydrochloride. 

tnactive hgredients: Robitet '250' Robi- 
caps: DBC Yellow 10, Edible Ink, FDBC Blue 
1, FDBC Red 3, Gelatin, Lactose, Magnesium 
Stearate, Sodium Lauryl Sulfate, titanium 
Dioxide. May contain FDBC Yellow 6. 

Robitel '500' Robicaps:. Corn Starch, 
DBC Red 33, DBC Yellow 10, Edible Ink, 
FDBC Blue 1, FDBC Blue 2 Aluminum Lake, 
FDBC Red 3, Gelatin, Magnesium Stearate, 
Stearic Acid, Titanium Dioxide. May contain 
FDBC Red 40 and Yellow 6 Aluminum Lakes. 
Actknr: The tetracyclines are primarily bac- 
teriostatic and are thought to exert their 
antimicrobial effect by the inhibition of pro- 
tein synthesis. Tetracyclines are active 
against a wide range of gram-negative and 
gram-positive organisms. 

The drugs in the tetracycline class have 
closely similar antimicrobial spectra, and 
cross-resistance among them is common. 
Micro-organisms may be considered sus- 
ceptible if the MIC (minimum inhibitoty con- 
centration) is not more than 4.0 mcg!mL and 
intermediate if the MIC is 4.0 to 12.5 mcg/mL. 

Susceptibility plate testing: A tetracycline 
disc may be used to determine microbial 
susceptibilq to drugs in the tetracycline class. 
If the Kirby-Bauer method of disc susceptibility 
testing is used, a 30 mcg tetracycline disc 
should give a zone of at least 19 mm when 
tested against a tetracycline-susceptible 
bacterial strain. 

Tetracyclines are readily absorbed and 
are bound to plasma proteins in varying 
degree. They are concentrated by the liver in 
the bile and excreted in the urine and feces 
at high concentrations and in a biologically 
active form. 
Indlcationr: Tetracycline is indicated in 
infections caused by the following micro- 
organisms: Rickettsiae (Rocky Mountain 
spotted fever, typhus fever and the typhus 
group. Q fever, rickettsialpox and tick fevers), 
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Inclusion 6onjunctivitis ay be treated 
with oral tetracyclines or wit t a combination 
of oral and tqpical agents 

TETRACYCLINE CLASS DURING TOOTH 

NANCY, INFANCY AND CHILDHOOD TO 
THE AGE OF 0 YEARS) MAY CAUSE 
PERMANENT DISCOLORATION OF THE 
TEETH (YELLOW-GRAY-BROWN) This ad- 
verse reaction is more commorl during long- 
term use of the drugs but has been 
observed following repeated short-term 
courses Enamel hypoplasia has also been 
reponed TETRACYCLINE DRUGS, THERE- 
FORE, SHOULD NOT BE USED IN THIS AGE 
GROUP UNLESS OTHER DRUGS ARE NOT 

DEVELOPMENT (LAST HALF OF PREG- 

LIKELY TO BE EFFECTIVE O R - A R E  
CONTRAINDICATED 

If renal impairment exists, even usual oral 
or parenteral doses may lead to excessive 
systemic accumulation of the drug and pos- 
sible liver toxicity. Under such conditms. 
lower than usual total doses are indicated 
and, if therapy is prolonged, serum level 
determinations of thle drug may be 
advisable. 

Photosensitivity manifested by an exag- 
gerated sunburn reaction has been 
obsewed in some individuals taking tetra- 
cyclines. Patients apt to be exposed to direct 
sunlight or ultraviolet light should be advised 
that this reaction can occur with tetracycline 
drugs, and treatment should be discon- 
tinued at the first evidence of skin erythema. 

The anti-anabolic action of the tetra- 
cyclines may cause an increase in BUN. 
While this is not a problem in those with 
normal renal function, in patients with signifi- 
cantly impaired function, higher serum levels 
of tetracycline may lead to azotemia, hyper- 
phosphatemia, and acidosis. 

Usage in pregwncy. (See above "Warn- 
ings" about use during tooth development.) 

Results of animal studies indicate that 
tetracyclines cross the placenta, are found in 
fetal tissues and can have toxic effects on the 
developing fetus (often related to retardation , 
of skeletal development). Evidence of 
embryotoxicity has also been noted in ani- 
mals treated early in pregnancy. 

Usage in newborns, infants, and children. 
(See above "Warnings" about use during 
tooth development.) 

All tetracyclines form a stable calcium 
complex in any bone forming tissue. A 
decrease in the fibula growth rate has been 
observed in prernatures given oral tetra- 
cycline in doses of 25 mgrkg every 6 hours. 
This reaction was shown to be reversible 
when the drug was discontinued. 

Tetracyclines are present in the milk of 
lactating women who are taking a drug in this 
class. 
Pnuutions: As with other antibiotic prepa- 
rations, use of this drug may result in over- 
QrOWth of nonsusceptible organisms, 
including fungi. If superinlection occurs, the 
antibiotic should be discontinued and 
appropriate therapy instituted. 

In venereal diseases when coexistent syph- 
ilis is suspected, darkfield examination 
should be done before treatment is started 
and the blood serology repeated monthly for 
at least 4 months. 

Because tetracyclines have been shown 
to depress plasma prothrombin activity. 
patients who are on anticoagulant therapy 
may require downward adjustment of their 



(Robirer, continued) 

anticoagulant dosage. 
In long-term therapy, periodic laboratory 

evaluation of organ systems, including 
hematopoietic, renal and hepatic studies 
should be performed. 

All infections due to Group A beta- 
hemolytic streptococci should be treated for 
at least 10 days. 

Since bacteriostatic drugs may interfere 
with the bactericidal action of penicillin, it is 
advisable to avoid giving tetracycline in con- 
junction with penicillin. 
Adverre Rerctionr: Gastrointestinal: 
Anorexia, nausea, vomiting, diarrhea, glossi- 
lis, dysphagia, enterocolitis, and inflam- 
matory lesions (with monilial overgrowth) in 
the anogenital region. These reactions have 
been caused by both the oral and parenteral 
rrdministration of tetracyclines. 

Skin: maculopapular and erythematous 
rashes. Exfoliative dermatitis has been 
reponed but is uncommon. Photosensitivity 
is discussed above. (See "Warnings.") 

Renal toxicity: Rise in BUN has been 
reponed and is apparently dose related. 
(See "Warnings.") 

Hypersensitivity reactions: urticaria. angio- 
neurotic edema, anaphylaxis, anaphylactoid 
purpura, pericarditis and exacerbation of 
systemic lupus erythematosis. 

Bulging fontanels have been reponed in 
young infants following full therapeutic dos- 
age. This sign disappeared rapidly when the 
drug was discontinued. 

Blood: Hemolytic anemia, thrombocy- 
topenia, neutropenia and eo'sinophilia have 

been reporled 
When given over prolpnged periods. 

cycline should be gwen hour More  or 
2 hours after meals Pedi ric oral dosage 
forms shoutd not be given th milk f0fmUl8S 
and should be gwen at lea i t 1 hour prior to 

In patients with renal I painnent (See 
"Warnings.") Total doo ge should be 
decreased by reduction a recornmnda 

feeding 

individual &ses andlor bM extending ttme 
intervals beween doses 

In the tregtment of stre)tococcal iniec- 
lions. a thekapeutic dose! ol telracyclim 
should be administered for t least 10 days 

ADULTS Usual daily t ose, 1-2 gm 
divided in two or four 'equal doses, 
depending on the severity f the infection 

OF AGE Usual daily dope, 10-20 mg 
(25-50 mglkg) per pound of body weight 
divided in four equal doses, 

For treatment of brucellosis, 500 mg tetra- 

FOR CHILDREN ABOVE, t EIGHT YEARS 

cycline four times dally for 3 weeks should be 
accompanied by slreptomycin. 1 gram intra- 
muscularly twice daily the first week, and 
once daily the second week. 

For treatment of syphdis. a total of 30-40 
grams in equally divided doses over a period 
of 10-15 days should be gtven. Close 
followup, including laboratory tests, is 
recommended. 

Treatment of uncomplicated gonorrhea 
When penicillin is contraindicated, tetra- 
cycline may be used for thetreatment of both 
males and females in the following divided 
dosage schedule: 1.5 Qrams initially 
followed by 0.5 grams q i d .  for a total of 
9.0 grams. 

For treatment of uncomplicated urethral, 
endocervical, or rectal intections in adults 
caused by ChkmNia trachomrtis: 500 mg, 
by mouth, 4 times 8 day for at least 7 days.' 
How 8upplbd: Robitet Robicapsa (Tetra- 
cycline Hydrochloride Capsules, USP), 250 
mg in bottles of 100 (NDC 0031-8417-63) 
and loo0 (NDC 0031-8417-74); 500 mg in 
bottles of 100 (NDC 0031-8427-63) and 500 

Store at Controlled Room Temperature, 
Between 15% and 30°C (S9"F and W F ) .  

Dispense in tight, light-r&istant container. 
Rev. March 1985 

'CDC Sexually Transmitted Diseases Treat- 
ment Guidelines 1982." 

(NDC 0031 -8427-70). 

tAobicaps' IS A H Roams' regislertd trademark for 
upsultr 

I I 



$7ev. April 19(7 
'EXPECTORANT 

ANTITUSSIVE 

Robitussin 
Robitussin and codeine 

44" 
Each 5 mL (1 teaspoonful) contains 
Guailenesin. USP 
Codeine Phosphate U 

(Warning May be habit forming) 
Alcohol 3 5 percent 
In a palatable, aromatic sywp 

lnecrrve I rodents: Cara(me1. Citric Acid 
FDBC Red 2, Flavors Glycerin. Saccharin 
Sodium, Sodium Benzoate, Sorbitol, Water 
Actions: Robttussin-AC combines the 
expectorant, guaifenestn. pith the cough 
suppressant, codeine Guaif+nesin enhances 
the output of lower respirpory tract fluid 
(RTF) The enhanced 1104 of less viscid 

cacy in low dosage Robitu in A-C is espe- 
cially useful when concur& expectorant 
and cough suppressant act$ns are desired 
Indimtiom: Robltussin A-C Is useful in com- 

yngilis. pertussis. influenza, and measles 
Conbrindidtionr: Hypers@nsitivity to any 
of the ingreaents. 
Warnings: Use this producl( with caution in 
children under 2 years or in children taking 
another drug Prescribe cautiously for 
patients with persistent or chronic cough 
such as occurs with smbking. asthma 
emphysema, or where c gh is accom- 
panied by excesslve secret ns In patients 
with chronic pulmonary dtse se or shortness 
of breath, ths producl 9-10 Id be admtnis- 
tered with caution This pro uct may cause 
or aggravate constipation 7 aulion should 
be exercised when prescriding this or any 
other medication for pregrlant or nursing 
patients 
Nore: Guaifenestn has been shown to pro- 
duce a color interference with certain clinical 
laboratory determinations of 5-hydroxyin- 
doleacetic acd (5-HIAA) and yanillylmandelic 
acid (VMA) 
Adwmo Remtlons: Rarely. Fausea. gastro- 
intestinal upset, constipati 
ness may ocaur No Serious 

uaifentsin have been repored 
uge: Adultsand children 12 yearsof age 

end over 2 teaspoonfuls e ry four hours 
not to exceed 12 teaspwnf Is in a 24-hour 
period. children 6 to under t 2 years 1 tea- 
spoonful every four hours. not 10 exceed 
6 teaspoonfuk in a 24-hour deriod, children 
2 to under 6 years YZ teaspc+nful every four 
hours, not to exceed 3 teappoonfuls in a 
24-hour perbod. children under 2 years use 
8s  directed by physician 
How SupplW: Bottles of 2 
0031-8674-05), 4 11 ounc 
8674-12), one pint (NDC 
and one gallon (NDC 0031 
Also Avrilable: Robitussie Robitussin- 
CFS-Robitussin with phenyl ropanolamine 
and dextromethorphan Ro itussin-DW- 
Robitussin wdh dextrometh 8 rphan Cough 
Calmerse lozenges (Robitus4in-DM in solid 
form) Robitussin-PEe- Rpbttusstn with 
pseudoephedrine Robitussin@- DAC- 
Robitussin with pseudoephedrtne and 
codeine 

bo 

1 



Rev. April 1987 
EXPECTQRANT 

NASAL DECONGESTANT 
ANTITUSSIVE 

Ro bi tussi nQDAC 
Each 5 mL (1 teaspoonful) contains: 
Guaifenesin, USP . . . . . . . . . . . . . . 100 mg 
Pseudoephedrine 

Hydrochloride, USP . , . . . . . . . . 30 mg 
Codeine Phosphate, U$P . . . . . . . 10 mg 

(Warning: May be habit forming) 
In a palatable aromatic syrup 
Alcohol 1.9 percent 

lnscrive Ingredients: caramel, Citric Acld, 
FDBC Red 40. Flavors. Glycerin, Saccharin 
Sodium, Sodium Benz*te. Sorbitol, Water. 
Indrcrtlon8: For the tembrary relief of cough 
and nasal congestion a t  may occur with the 
common cold or with inhaled irritant$ 

Contains the expectorant. guaifenesin, 
which relieves irritated membranes in the 
respiratory passageweys by  preventing 
dryness through increased mucus ildw. The 
nasal decongestant. 4pseudoephedrine. 
reduces the swelling of nasal passages. The 
antitussive, codeine, calms the cough con- 
trol center and relieves coughing. 
Contnindlcrtlon8: Hypersensitivity to any 
of the ingredients, marked hypertension. 
hyperthyroidism. or in patients who are 
receiving MA0 inhibitors or antihypertensive 
medication. 
Warnlngr: Use this product with caution in 
children under 2 years or in children taking 
another drug. Prescribe cautiously for 
patients with persistent or chronic cough 
such as occurs with smoking, asthma, dmphy- 
sema. or where cough is accompanied by 
excessive secretions. Caution should be 
taken in administering this drug to patients 
with high blood pressure. heart disease or 

shOuld be administered with caution As with 
all products containing sympathomimetic 
aQnes. use with Caution in patients with 
prdstatic hypenrophy or glaucoma Do not 
ex eed recommended dosage because ai 
h i h e r  doscs nervousness, dizziness or 

12 tears 1 teaspoonful every four hours, not 
to ceed 4 teaspoonfuls in a 24-hour perod. 
chzren 2 to under 6 years VZ teaspoonful 
every four hours, not to exceed 2 teaspoon- 
iulg in a 24-hour period, children under 
2 y+ars use as dtrected by physician 
Ho* Suppllod: Bottles of 4 11 ounces (NDC 
00$.1-8680-12) and one pint (NDC 
005 -8680-25) 
AI  Av@ikblr: Robitussina Robitussin 
A- $ --Robitussin with codane Robitussin- 
CF44obttussin with phenylpropanolamine 
and dextromethorphan Robitussin-DM@- 
Ro$tussin with dextrmthorphan Cough 
Calkersa lozenges (Robitussin-DM in solid 
lor*) Robitusstn-PEa-Robitussin with 
pseudoephedrine 

Rev April 1987 
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(Guanfacine Hydrochloride) 
1 mg Tablets 

Ooscrlption: Tenex (guanlacine hydrochlo- 
ride) is a centrally acting antihypertensive 
with a,-adrenoceptor agonist properties It is 
supplied as a light pink diamond shaped 
tablet for oral administration embossed with 
a 1 and engraved AHR on one side and 
engraved TENEX on the other side Each 
tablet contains guanlacine base 1 mg (as the 
hydrochloride salt) 

The chemical name of Tenex (guanfacine 
hydrochloride) is N-amidino-2-(2,6-di- 
chlorophenyl) acetamide hydrochloride and 
its molecular weight is 282 56 Its structural 
formula is 

Guanfacine hydrochloride is a white to 
off-white powder; sparingly soluble in water 
and alcohol and slightly soluble in acetone. 
The tablets contain the following inactive 
ingredients: FD&C Red No. 40 aluminum 
lake, Lactose, Microcrystalline cellulose, 
Povidone, Stearic Acid. w Cllnlcll Pharmacology: Tenex (guanfacine 
hydrochloride) is an orally active anti- 
hypertensive agent .whose principal mecha- 
nism of action appears to be stimulation of 
central a2-adrenergic receptors. By stimu- 
lating these receptors, guanfacine reduces 
sympathetic nerve impulses from the vaso- 
motor center to the heart and blood vessels. 
This results in a decrease in peripheral vas- 
cular resistance and a reduction in heart 
rate. 

Controlled clinical trials in patients with 
mild to moderate hypertension who were 
receiving a thiazide-type diuretic have 
defined the dose-response relationship for 
blood pressure response and adverse reac- 
tions 01 guanfacine given at bedtime and 
have shown that the blood pressure re- 
sponse to guanlacine can persist for 24 
hours after a single dose. In the dose- 
response study, patients were randomized 
to placebo or to doses of 0.5, 1.2, and 3 mg 
01 Quanfacine, each given at bedtime. The 
observed mean changes from baseline, 
tabulated below, indicate the similarity of 
response for placebo and the 0.5 mg dose. 
Doses of 1, 2, and 3 mg resulted in de- 
creased blood pressure in the sitting posi- 
tion with no real differences among the three 
doses. In the standing position there was 
some increase in response with dose. 

k O l . l . k Y 1  
Y - iu, h ovunr z3amlP 

h w h  )#.I 1.1 2 . 1 8 ~  m r m  O Y Y I  
- 5  - I  - I I  - I ?  - I 6  
- 7  - 6  -11 -13 -13 
- 3  - 5  - I 1  - 9 - 1 5  
- 5  - I  - 9 -10 - 1 2  

While most d the effeqiveness of guan- 
lacine was present at 1 mg, adverse reac- 
tions at this dose were not clearly dis- 
tinguishable from those’ associated with 
placebo Adverse reactpns were clearly 
present at 2 and 3 mp (see Adverse 
Reactions) 

to increase despite mainte3anceol the same 

greater than baseline 
Phann8cOdynrmics: He odynamic stud- 

ies in man showed th8t the s ecrease in blood 
pressure o 
term oral 
accompan 
peripheral 
in heart ra 
under condltions of rest or exercise was not 
altered by guanfacine 

Tenex (guanfacm hydr hbride) lowered 
elevated plasma renin act Ot ity and plasma 
catecholamine levels 14 hypertensive 
patients. but this does n t correlaie wnh 
individual blood-pressure sponses 

Growth hormone sacreti H was stimulated 

venous dose of 3 mg, the solute oral bio- 
availability ot guanfacine is 7 bout 60% Peak 
plasma concentrations octur from 1 to 4 
hours with an average of,26 hours after 
single oral doses or at ste y state 

The area under the co centration-time 
curve (AUC) increases linea ly with the dose 

In individuals with norm 1 renal function, 
the average elimination ha 4fe is approxi- 
malely 17 hr (range 10- J 0 hr) Younger 
patients tend to have shorte elimination hall- 
lives (13-14 hr) while older atients tend to 
have half-lives at the upper P nd of the range 
Steady Stat@ blood levels were attained 
within 4 days in most sublects 

1 

In individuals with normal renal function. 
guanfacine and its metabolites are excreted 
primarily in the urine. Approximately 50% 
(40-75%) of the dose is eliminated in the 
urine as unchanged drug. the remainder IS 
eliminated mostly as conjugates of meta- 
bolites produced by Oxidativ€ metabolism of 
the aromatic ring. 

The guanfacine-to-creatinine clearance 
ratio is greater than 1.0. which would sug- 
gest that tubular secretion of drug occurs 

The drug is approximately 70% bound to 
plasma proteins, independent of drug 
concentration. 

The whole body  volume of distribution is 
high (a mean of 6.3 L/kg). which suggests a 
high distribution of drug to the tissues. 

The clearance of guanfacine in patients 
with varying degrees of renal insufficiency is 
reduced, but plasma levels of drug are only 
slightly increased compared to patients with 
normal renal function. When prescribing for 
patients with renal impairment, the low end of 
the dosing range should be used. Patients 
on dialysis also can be given usual doses 01 
guanfacine hydrochloride as the drug is 
poorly dialyzed. 
Indlcrtlonr n d  Uuga: Tenex (guanfacine 
hydrochloride) is indicated in the manage- 
ment of hypertension. Since dosing infor- 
mation (see Dosage and Administration) has 
been established in the presence of a 
thiazide-type diuretic; Tenex should, there- 
fore. be used in patients who are already 
receiving a thiaztde-type diuretic. 
Contrrlndlcationr: Tenex i s  con- 
traindicated in patients with known hyper- 
sensitivity to guanfacine hydrochloride. 
Procrutlont: Qeneral. Like other anti- 
hypertensive agents, Tenex (guanfacine 
hydrochloride) should be used with caution 
in patients with severe coronary in- 
sufficiency, recent myocardial infarction. 
cerebrovascular disease or chronic renal or, 
hepatic failure. 

Sedation. Tenex. like ‘other orally active 
central alpha-2 adrenergic agonists, causes 
sedation or drowsiness, especially when 
beginning therapy. These symptoms are 
dose-related (see Adverse Reactions). 
When Tenex is used with other centrally ac- 
tive depressants (such as phenothiazines, 
barbiturates. or benzodiazepines), the po- 
tential for additive sedative effects should be 
considered. 

Rebound. Abrupt cessation of therapy 
with orally active central alpha9 adrenergic 
agonists may be associated with increases 
(from depressed on-therapy levels) in 
plasma and urinary catecholamines. syrnp- 
toms of ”nervousness and anxiety” and. less 
commonly, increases in blood pressure to 
levels significantly greater than those prior to 
therapy 

Information for Patients. Patients who 
receive Tenex should be advised to exercise 
caution when operating dangerous 
machinery or driving motor vehicles until it is 
determined that they do not become drowsy 
or dizzy from the medication. Patients should 
be warned that their tolerance for alcohol 
and other CNS depressants may be dim- 
inished. Patients should be advised not to 
discontinue therapy abruptly. 

Laboratory ksts. In clinical trials. no clini- 
cally relevant laboratory test abnormalities 



were identified as causally related to drug 
during short-term lreatment with Tenex 
(guanfacine hydrochl'oride). 

Drug Interactions. No specific adverse W drug interactions have been identified, but 
the potential for increased sedation when 
Tenex is given with other CNS-depressant 
drugs should be appreciated. 

Anticoagulants. Ten patients who were 
Slabilized on oral anticoagulants were given 
guanfacine, 1-2 mg/day, for 4 weeks. No 
changes were observed in the degree of 
anticoagulation. 

In several well-controlled studies, guan- 
facine was administered together with di- 
uretics with no drug interactions reported. In 
the long-term safety studies. Tenex was 
given concomitantly with many drugs with- 
out evidence of any interactions. The prin- 
cipal drugs given (number of patients in 
parentheses) were: cardiac glycosides 

. (115). sedatives and hypnotics (103), cor- 
onary vasodilators (52). oral hypoglycemics 
(45). cough and cold preparations (45). 
NUIDS (381, antihyperlipidemics (29), anti- 
gout drugs (24), oral contraceptives (le), 
bronchodilators (13), insulin (lo), and beta 
blockers (lo). 

DruglLaboratory Test Interactions. No 
laboratory test abnormalities related to the 
use of Tenex (guanfacine hydrochloride) 
have been identified. 

Carcinogenesis, Mutagenesis, Imprir- 
m n r  of Fetti/iw No carcinogenic effect was 
observed in studies of 78 weeks in mice at 
doses more than 150 times the maximum 
recommended human dose and 102 weeks 
in rats at doses more than 100 times the 
maximum recommended human dose. In a 
variety of test models guanfacine was not 
mutagenic. 

No adverse effects were observed in fertil- 
ity studies in male and female rats 

Pregnancy Cutegory 6. Administration of 
guanfacine to rats at 70 times the maximum 
recommended human dose and rabbits at 
20 limes the maximum recommended 
human dose resulted in no evidence of im- 
paired fertility or harm to the fetus. Higher 
doses (100 and 200 times the maximum 
recommended human dose in rabbits and 
rats respectively) were associated with 
reduced fetal survival and maternal toxicity. 
Rat experiments have shown that guan- 

There are, however, no adequate and well- 
controlled studies in pregnant women. Be- 
cause animal reproduction studies are not 
always predictive of human response. this 
drug should be used during pregnancy only 
if clearly needed. 

Labor and Oelivery. Tenex (guanfacine 
hydrochloride) is not recommended in the 
treatment of acute hypertension associated 
with toxemia of pregnancy. There is no infor- 
mation available on the effects of guanfacine 
on the course of labor and delivery, 

Numing Mothers. It is not known whether 
Tenex (guanfacine hydrochloride) is ex- 
creted in human milk. Because many drugs 
are excreled in human milk, caution should 
be exercised when Tenex is administered to 
a nursing woman. Experimenls with rats 
have shown that guanfacine is excreted in 
the milk. 

hdiafric Use. Safety and effectiveness in 

. facine crosses the placenta. 

continued dosing 

3 mg. as folows 

There were 41 premature eminations be- 
cause of aduerse reactims this study The 
percent of petients who te mated and the 
dose at which they term 1 8ted were I S  
follows 

i 

Im r)l* L8.l 14 1- 8 -  
Mo !n IA id L(C sn 

1 

were 

n cm-mi 
37% 
&% 
0% 
5% m 
4% 
3% 

Adverse reactton reports tend to decrease 
over time In an open-label trial of one year s 
duration. 580 hypertensive subjects were 
given guanfacine titrated lo achieve goal 
blood pressure alone (51%) with diuretic 
(38%). with beta blocker (3%). with diuretic 
plus beta blocker (e%), or with diuretic plus 
vasodilator (2%) The mean daily dose of 
guanfacine reached was 4 7 mg 

m - N  a -  Y 
ab 15% m 6% 
15% 1% 
in 3% 
H 1% 
n 0- 
s* m 

There were 52 (8.9%) dropouts due to 
adverse effects in this 1-year trial. The 
causes were: dry mouth (n = 20), weakness 
(n= 12), constipation (n= 7). somnolence 
(n= 3). nausea (n = 3), orthostatic hypo- 
tension (n=2), insomnia (n= 1). rash (n- 1). 
nightmares (n= 1). headache (n- l), and 
depression (n - 1). 
Drug Abuw and aFnnd.nce: No reported 
abuse or dependence has been associated 
with the administration of Tenex (guanfacine 
hydrochloride). 
omdoug.: Signs 8nd Symptams. One 
case of guanfacine overdose has been re- 
ported. A 25-year-old female intentionally 
ingested 60 mg. She presented with severe 
drowsiness and bradycardia of 45 beats! 
minute. Gastric lavage was performed end 
an infusion of isoproterenol (0.8 mg in 12 
hours) was administered. She recovered 
quickly and without sequelae. 

Tmrtmeni of Overdosage. Gastric lavage 
and in fus ion of isoproterenol ,  as 
appropriate. 

Guanfacine is not dialyzable in clinically 
significant amounts (2.4%). 

and Adminiatntion: The recom- 
mended dose of Tenex (guanfacine hydro- 
chloride) is 1 mg daily given at bedtime to 
minimize somnolence. Patients should 
already be receiving a thiazide type diuretic. 

If after 3 to 4 weeks of therapy. 1 mg does 
not give a satisfactory result, doses of 2 and 
then subsequently 3 mg may be given, 
although most of the effect of Tenex is seen at 
1 mg (see Clinical Pharmacology). Some 
patients may show a rise in pressure toward 
the end of the dosing interval; in this event a 
divided dose may be utilized. 

Higher daily doses (rarely up to 40 mg/day, 
in divided doses) have been used, but ad- 
verse reactions increase significantly with 
doses above 3 mglday and there is no evi- 
dence of increased efficacy. No studies have 
established an appropriate dose or dosing 
interval when Tenex (guanfacine hydro- 
chloride) is given as the sole anti- 
hypertensive agent. 

The frequency of rebound hypertension is 
low. but rebound can occur. When rebound 
occurs. it does so after 2-4 days, which is 
delayed compared with clonidine hydro- 
chloride. This is consistent with the longer 
half-life of guanfacine. In most cases, atler 
abrupt withdrawal of guanfacine. blood 
pressure returns to pretreatment levels 
slowly (within 2-4 days) without ill effects. 



How Supplkd: Tenex tablets containing l 0031 -8901 -63) a n  5 0 0  (NDC Store at controlled room temperalure, be- 
mg guanfacine (as the hydrochloride salt) 0031-8901-70) and in Ops-co. Unit Dose tween 15°C and 30°C (59°F and 86°F) 01s- 
are available in bottles 01 100 (NDC Packs of 100 (NDC 0031890164) pense in tight. Iighl-resistant container 

October 1986 

I I 
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Wokase" 
(PanCnllp.u, USP) 
lbblets and Powder 

k.wiptlon: Viase(Pancrelipase, USP) is 
a pancreatic enzyme concentrate of porcine 
origin containing standardized lipase, pro- 
tease, and amylase as well as other pan- 
creatic enzymes. Viokase is available in 
tablet and powder dosage form for oral 
administration. 

The enzyme potencies of the tablets and 
powder are: 

Each 0 7 0 powder 
E.Ch Tabkl ('A IMSpOonful) - 

L b e .  us m r  8.000 16.800 
PI-. USP M l t S  30.000 70.000 
~ . u g P M l t s  3o.ooo 70.000 

lnacth lngmlknts: 
Tablets: Lactose, Magnesium Stearate, 
Sodium Chloride, Stearic Acid. 
Powder: Lactose, Sodium Chloride. 
CIlnlcal Phrrmrcology: The natural 
digestive enzymes in Wokase hydrolyze fats 
into fatly acids and glycerol, split protein into 
amino acids, and convert carbohydrates to 
dextrins and short chain sugars. 

Under conditions of the USP test method 
(in vitro) Viokase has the following total 
digestive Capacity: 

Each ?Wet Each 0 7 g Dowder 
M a r y  fm. grams 28 59 

Mary Surch. grams 30 70 
MaryFrumn grams 30 70 

Vnkase Tablets are not enteric coated 
The digestive capacity of a pancreatic 

enzyme concentrate depends on the 
amount that passes through the stomach 
unchanged and is available at the site of 
action in the mall intestine. 
hdkdam: Wokase (Pancrelipase, USP) is 

(his drug rse&retcld in h 
many drugs are exc 

#dmmistered to a nu 

uricemia and hyperurIcotu 

omdoug.: Acue toxi 
in animals have bee 

maximum dose that could be given orally 
produced no toxic reaction. In chronic leed- 
ing tests, rats developed swollen salivary 
glands. This is believed due to the pro- 
teolytic activity and the mucosal irritation 
caused by tissue digestion.' 

No acute toxic reactions have been 
reported. 
Ooug. nd AbnM.b.uon: powdec Dos- 
age for patients wlth cystic fibrosis-% tea- 
spoonful (0.7 grams) with meals. 
Trblots: Dosage for patients with cystic 
fibrosis or chronic pancrqatitis-1 to 3 tab- 
lets with meals or as diWted by physician. 
As a digestive aid in pgtients with pan- 
createctomy or obstruction of pancreatic 
ducts-1 to2 tablets taken at 2-hour intervals 
or as directed by physician. 
llmw 8upplkd: mors-Tan, found, com- 
pressed tablets engraved ViokaselAHR on 
one side and 91 1 1 on the ather side in bottles 

0031-91 11 -70). Powdef-Tan powder in bot- 
tlesof4oz. (113.5grams)(NDC0031-9115- 
12) and 8 02. (227 grams) I(NDC 0031-91 15- 
25). 

Store in tightly closed container in a dry 
place at a temperature not exceeding 25°C 
(77v,  

Dispense IaMets and powder in tight con- 
tainer, preferably with a desiccant. 
CHnlUl Studios: The efWtiveness of Vio- 
kase as a digestive aid in the treatment of 
pat ients wi th exocr ine pancreat ic 
insufficiency has been documented in the 
literature as follows: 
1. Regan, PT Malagelada J-R. DiMagno EP, 

Glanzman SL., Go VLW: Comparative 
effects of antacids, cimetidine and 
enteric coating on {he therapeutic 
response to oral enzymes in severe pan-- 
creatic insufficiency. N. Engl. J. Med. 

2. Graham DY Enzyme replacement ther- 
apy of exocrine pancreatic insufficiency 
in man. N. Engl. J. Med. 296:1314-7. 
1977. 

Rev. March 1986 

Of 100 (NDC 0031.91 11-63) and 500 (NDC 

297:854-0. 1971. 



M A T E R I A L  S A F g T Y  D A T A  S H E E T S  

A B B O T T  LPCBORATORIES 

P H A R M A C E U T I C A L  P R O D U C T S  D I V I S I O N  

C U S T O M E R  R E L A T I O N S  D E P A R T M E N T  

N O R T H  C H I G A G O ,  I L  6 0 0 6 4  
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INDEY OF HATERIAL SAFETY DATA $HEETS FOR PHARMACEUTICAL PF:. - 3  

Abbokinase 8 Urokinase for I n j e c t i o n  

Bu tes in  @ P i c r a t e  Ointment (Butarnben P ic r r l t e )  

Butyn@ Butaca ine  A n e s t h e t i c  Denta l  Ointment 

Calc idr ine@ Syrup 
C h l o r t h a l d i o n e  T a b l e t s  - USP Oral An t ihype r t ens ive  - D i u r e t i c  
C o l c h i c i n e  T a b l e t s ,  USP 

Covicone Cream 
C y l e r P  Pemoline 
Depakene@ Va lp ro ic  Acid Capsules  and Syrup 

Depakote@ Divalproex  Sodium E n t e r i c  - Caated T a b l e t s  
' Desoxy@ Methamphetamine Hydrochlor ide T d b l e t s  - Gradumet T a b l e t s  

Dicumarol T a b l e t s ,  USP 

Enduro$ Methyc lo th i az ide  T a b l e t s  
E n d u r o n y p  Methyc lo th i az ide  and Deserp idfne  T a b l e t s  

E u t r o n !  P a r g y l i n e  Hydrochlor ide and Methyc lo th i az ide  F i l m t a b  

Gemonil M e t h a r b i t a l  T a b l e t s ,  USP 

Halazone 

Eutonyl' P a r g y l i n e  Hydrochlor ide  T a b l e t s ,  USP F i lmtab  @ 

Harmony @ Deserp i d i n e  T a b l e t s  An t ihype r t ens ive  Agent 
Jan imin  t@ Imipramine Hydrochlor ide  T a b l e t s ,  USP F i lmta  IP T a b l e t s  

K-Tab @ Potass ium C h l o r i d e  Extended - Release T a b l e t s ,  USP 

Nembutal @ Sodium Capsules  P e n t o b a r b i t a l  Siodium Capsules ,  USP 

Nembuta @ Sodium S o h .  p e n t o b a r b i t a l  Sodirum I n f e c t i o n ,  USP 

N o r i s o d r i n e  @ With Calcium I o d i d e  Syrup 

Oge P E s t r o p i p a t e  Tablets, USP 

@ 
0 

K-Lor@ Potass ium C h l o r i d e  f o r  Ora l  S o l u t i o n ,  USP Powder 

N e m b u t a p  E l i x i r  P e n t o b a r b i t a l  E l i x i r ,  USP 

Nembuta 

N o r i s o d r i n p  Aerosol  

Sodium S u p p o s i t o r i e s  P e n t o b a r b i t a l  Sodium S u p p o s i t o r i e s  
(0 

I? 
( I s o p r o t e r e n a l  Hydrochlor ide  I n h a l a t o r ,  Aeroso l ,  USP) 

Ogen@ Vagina l  Cream E s t r o p i p a t e  Vaginal  Cream, USP 
Oretic Hydroch lo ro th i az ide  T a b l e t s ,  USP 

O r e t i c y  P Hydroch lo ro th i az ide  and DeserpiYdine T a b l e t s  
Panhemtin f o r  I n j e c t i o n  f o r  I . V .  Use OnLy 

Paradione* (Paramethadione)  Oral S o l u t i o n  

Phenurone@ Phenacemide T a b l e t s ,  USP 

P l a c i d y l !  E thch lo rvyna l  Capsu le s ,  USP, Oral Hypnotic  

di, 

60 
Panwarf i  @ Warfa r in  Sodium T a b l e t s ,  USP, Oral An t i coagu lan t  

Peganon P E t h o t o i n  T a b l e t s  

I I  1 II I I 



Quelidrine@ Cough Syrup, Non-Narcotic , Antihistimine Cough Suppressant 
Selsun @ Selenium Sulfide Lotion, USP 

Tranxen 4P Clorazepate Dipotassium Capsules Tablet; Tranxene-SD and Tranxene-SD 

Tridione @ Trimethadione Tablets, Capsules and Oral Solutions 
Tronothan IP Hydrochloride Pramoxine Hydrochloride Cream 

Vercyt @ Pipobroman Tablets, USP 

P tP + 

Tra Hexocyclium Methylsulfate Filmta Tablets 

Half Strength Clorazepate Dipotassium Tablets 

-2- 

34 / CLDOO 1 
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Material Safety Data Sheet 

Abbott Laboratories 
Address  (NurnkH S M  City. stem and ZIP W) 

Pharmaceutical Products Division 

1400 Sheridan Road 

North Chicago, Illinois 60064 

Noh Bimk sp.oes %rB nct fmrmmd. ff any item IS not apoisaos g r  70 
intomahon JS rv-. ttm space must be maned ro inoica'e mar AB BO KI NAS E 

(312)  937-6100 
Telephone Numm for In fo rmat ion  

Date P r e p a r e d  
1312) 937-7350 

July 20, 1987 

)(rul Section I L i s t  No. 6109 
Manufac tu re r  s Name 1 Emsgency T e l e p h o n e  Number 

Boiling Point 
NA 

specitic Gravity ( H P  = 1 )  

?IA 

~ ~~ 

Section 111 - Physicai/Chemical Characteristics 

Vapor Pressure (mm Hg J 

V a p o r  Dens i t y  (AIR = 1 )  

Melting Poin t  

Evaporatmn Rate 
NA vn 

NA (Butyl Ace ta te  = 1 )  NA 

Flash Pant (Method Used) Flammable L l m i t s  LEL UEL 

Unusual Flre and Explo~on Hazards 

NA 

None known 

hd 
* 

The informat ion and recommendat ions conla ined herein are based w o n  tests be l iev rd  lo  bo re l iable Iowover.  Abbott  Laboratories does not guarantee lheir accurac'r C r  
completeness NOR SHALL ANY OF THE INFORMATION CONSTITUTE A WARRANTY WHETHER EXPRESSED OR IMPLIED, AS TO THE SAFETY OF THE GOODS THE 
MERCHANTABILITY CF THE GOODS. OR THE FITNESS OF THE GOODS FOR A PARTICULAR PURPOSE Adjustment  tocon fo rm w i t h  actual conditions of usage mav Ce 
required Abbott  Labora:wies assumes no responsibi l i ty  for resul ls obtained or for incidental  or consequential damages ar is ing from the use of these adla No freedom 
f rom infr ingment of any pa,:nt copyright or trademark is lo be in fe r red  

NA NA 

I /  I 1  I I 
I 1 



SI.kIlty I una- 

I -  
Condmons to Avad  

None under normal use .  I 

X 

Incompatibility 
Bone under 
Hazardous 

Section VI -1 Health Hazard Data 
I 
I 

~ -7 ( ibarwii i~o Avotd) 
normal use. 

Dwonipostum or Byproducts 

I 

Polymerization 1 '  

I ns and Symv ms f xposure v o n e  expect tea  For o c c u p a t i o n a l  exposure.  Refer  t o  t h e  PDR f o r  c l i n i c a l  syml~toms. ~ 

None under normal use .  
Wlll Nu Occur X 7 

, 
sdbyExposure None known for o c c u p a t i o n a l  exposure.  Refer  t o  t h e  

I 

5 
Emergency and F rst A d  Procedures 
Remove f r o p  source  of exposure.  I f  s k i n  or eye c o n t a c t ,  f l u s h  wi th  

No known 
Health Harards ~b 

h e a l t h  

water. If i r r i t a t i o n  develops  or symptoms of t o x i c i t y  o c c u r ,  s eek  medical  
Section VI1 - Precautions for Safe Handling and Use 
Steps to Be Takmi In Case Material Is Releamd or Splbd 
No suecial procedures  r e a u e d  

occuDationa1 haza rds .  Consul t  t h e  P h y s i c i a n s  Desk Reference (PDR) for c i n i c a l  +-- cute ana Chronic) 

e f f e c t s .  

Waste Disposal 
Dispose of 

Precaulons to Be 
NO S D e c U  

Other Precaulmns 
None r e q u i r e d  under normal use. 

Method 
i n  accordance  w i t h  l o c a l ,  s ta te  and f e d e r a l  r e g u l a t i o n s  

Taken in Handling and SIonng 
>re- r9-r n u - n  

NA 

Use good c l i n i c a l  and hyg ien ic  p r a c t i c e s .  
NA = Not Applidable - 2  
NO = No Data 



Material Safety Data Sheet 

Pharmaceutical Products Division 

1400 Sharidan Road 

IDENTITY (A sed on L a b e l  and Lsr) Noh? Bknk SD~CIS am ncr permrfred If any item I S  not aooiraoie 3r ?O 

Butesi n wPicrate  Ointment (Butamben P icra t i )  fnfonnatm IS av- me soace musr be rnarkw ro nd1ca.e *mar 

(312) 937-7350 
Date Prepared 

~..i.. 7n i 0 9 7  

SectionI L i s t  No. 4 3 9 2  
Manutacturer s Name 1 Emergency Telephone Number 

I 1 

Vapor Pressure (mm Hg.) 

Vapor Density (AIR = 1) 

Matting Pant 

Evaporation Rate 
NA 

NA (Butyl Acetate = 11 

Abbott Laboratories I (312) 937-6100 
Address (Number Sneer. Ow. Srate. and ZIP I Tecbehom, Numbor tor Information 

ND 

NA 

Flammable Limits Flash Point (Method U s e d )  

North Chicago, Illinois 60064 

Section I I  - Hazardous lnqredientdldentity Information - 
Other Limits 

Hazardous Components (Specific Chemlcal Identity Common Namqs)) A . OSHA PEL Recommended ' 5  iorxionai 
Butamben Picrate  NA NA * 1% 

LE L UEL 
NA NA 

* Internal employee exposure 

l i m i t  = 100 mcg/m3 ( 8  hr TWA) 

~ 

Section 111 - Physical/Chemical Characteristics 
Boiling Point Specific Graviv (H2O = 1) I NA I 

Unusual Fire and EXploscon Hazards 
None known 

Lc,,*. 
~ ~~ ~ 

The in formal ion andrecommendarionsconrained here in arebasedupontesrsbel~ev@dtobcrellable 4owever  Abbott Laboraror iesdoesnot guaranleerheir  accuracvsr 
completeness NOR SHALL ANY OF THIS INFORMATION CONSTITUTE A WARRANTY WHETHER EXPRESSED OR IMPLIED AS TO THE S A F E N  OF THE GOODS 'AE 
MERCHANTABILITY CF THE GOODS OR THE FITNESS OF THE GOODS FOR A PARTICULAR PURPOSE Adjustment to conform w i th  actual c0ndttion5 ,)f usage mav ae 
requi red Abbott Cabora:wies assumes no resDonSibillty tor results obtained or for incidental or consequent ia l  damages arising from the use of these ddia No freedom 
f rom in f r ingment  of any oa,?nt copvright or trademark I S  to be in fer red 



St-hty ' unstaeb 

stabk 
1 

Condnms 10 AIlod 
None under  normal use  

X 

I , 
Oral LD50 500 mg/kg in rats f o r  butamben p i c r a t e .  

I 

Harardous i 
Polymerization 

I 

Butamben p i c r a t e  is a n  eye  i r r f t a n t  producing  s e v e r e  r edness  ancl some swe l l inq .  
ARC Monogr-7 8:nA AegdNed' PEP' do Carcinogenicity ' 

May Occur Condnions 10 A v M  

Will NU Occur 
None under normal use .  

X 

Sans and Symp1 ms of Exposure 
Numbinn of t h e  s k i n  or  exDosed area can occur  

Section VI1 - 
Steps IO Be Taken 
No s p e c i a l  

edbyExposure None known f o r  o c c u p a t i o n a l  exposure .  Refer t o  t h e  P h v s i c i a n s  

Desk Referdnce f o r  c l i n i c a l  i n fo rma t ion .  
I 

I 

Precautions for Safe Handling and Use 
In Case MalenaI Is Adeasud or Spilled 

procedures  r e q u i r e d  
- 

-7 

er m y  d h st Aid Procedur s % d v e  %%on/ s o u r c e  o r  expsoure .  If skin o r  eye  c o n t a c t ,  f l u s h  wi th  copious  amountis of  

__lr_l_ 
None r e q u i r e d  under  normal use .  OIher Precauttons I 

Orher Protective clot 
NA 

Orher Protective Clot tng or Equipment -m NA 
worwnyglenr P?act+ea Use good c l i n i c a l  and hyg ien ic  pract ices .  

, 
worwnyglenr P?act+ea , Use good c l i n i c a l  and hyg ien ic  pract ices .  . _  

NA = Not Applicadle - 2  
ND = No Data 



a ASS011 

Manutacturer’s Name 

Address (Number Sheet ClW. .%am and ZIP G~del 
Abbott Laboratories 

Pharmaceutical Products Division 

Material Safety Data Sheet 

Emwgency Telephone Numeer 

Telephone Number for Intormaton 
(312) 937-6100 

(312) 937-7350 

Vapor Pressure (mm Hg.) 

Vapor Density (AIR = 1) 

Date Premred 
1400 Sheridan Road Junp 3 0 .  1987 

Melting Pan1 

Evaporatlon Ram 
NA ND 

NA (Butyl Acetate - 1 )  NA 

North Chicago, Illinois 60064 

Flash Pocnt (Method Ussd) Flammable Limits LEL 
NA 

Section II - Hazardous Ingredicntslldentity Information 0 - 
Other Limits 

5 -  (options Hazardous Components (Speak Chernlcal Identity Common NamHs)) OSHA PEL ACGIH TLV Recommended 

Butacaine (CAS No. 149-16-6, RTECS No. NA NA NA 4 %  

Benzyl Alcohol (CAS No. 100-51-6, RTECS NO. NA NA NA 1% 
0) 

UEL 
NA 

~ ~ 

DN3150000) 

I w  
I 

Section 111 - PhysicaKhcmical Characteristics 
Boding Point 1 NA I Specitic Gravity (HzO = 1 )  1 NA 

- ND 
Appearance and Odor 

Unusual Fire and E x p W n  Hazards 
None known 

~ ~~ 

The dormarion and recommendations contained herein are based upon tests belicvedto be reliable However Abbott  Laboraroriesdoesnotguaranlee their accuract 3r 
completeness NOR SHALL ANY OF THIS INFORMATION CONSTITUTE A WARRANTY WMETHER EXPRESSED OR IMPLIED AS TO THE S A F E N  OF THE GOODS THE 
MERCHANTABILITY CF THE GOODS OR THE FITNESS OF THE GOODS FOR A PARTICULAR PURPOSE Adlustment IO conform with actual conditions of usage may be 
required Abbot1 Cabora:wies assu-es no responsibility for resullf obtained or tor incidental or consequential damages arising from the use o i  Ihese ddta No freedom 
from inirinprnenr of any pa&?nr. eoovrighr or trademark I S  to be inferred 

I I 1  , I  I I 



Strbtllry Unstable 

stsbu 
I 1 x 1  

lncompattbllltyl (Mefenals fo Avoid) 

Hazardous Dscbmpostm or Byproducts 
Nonb under normal u s e  

Condms to Avad 
u s  P 

Hazardous 
Polymerization 

SkUV UAIhfP2G C l i n i c a l  r o u t e  ( d e n t a l  s u r f a c e )  m ; I y  Rou~e(s) 01 Ent4 

May Occur Conditms to Avold 

Will N U  Occur 
X 

None under  normal use  

Hea h I s AC t Oral !?,E8 4 ~ b 8 6 ~ f ~ ) m g / k g  i n  r a t s ,  r a b b i t s  and mice f o r  benzyl  a l c o h o l .  I n h a l a t i o n  LCLo = 
1 

Venalatton 

hr i n  r a r ~  f o r  h o u o h o l .  Butaca ine  s u l f a t e  can cause  numbjnp; of lexposed  
l 

Local Exhaun spav 
NA __3_____ 

NA - NA Mmhmal (Gww~) 

a t e = =  RDn7V1 a l r u  is a stwere eve  i r r i t a n t  i n  r a b b i t s .  
0 HA FlsgcJlted7 
B O  

Carcincgeniciry ' NTP? IAAC Monographs? 
No No 

Protective Gloves 
NA 

Signs and Symqoms of Exposure 
Butaca ine  $ u l f a t e  can c a u s e  numbing of exposed areas through s k i n  c o n t a c t  ox i n h a l a t i o n .  

Eye Prot.cwwr 
NA 

, 
Benzyl 
Medical Condmo s 
Generatv AaraJatd bv Exmure None known f o r  o c c u p a t i o n a l  exposure.  Refer  t o  t t e  P h y i i c i a n s  

a l c o h o l  can produce i r r i t a t i o n ,  headache,  nausea,  and vomi t ing .  

~~~ 

Desk Reference  f o r  c l i n i c a l  i n f o r m a t i o n .  
Emergency and hrst  Aid Procedures 

s o u r c e  of exposure.  I f  s k i n  o r  eye  c o n t a c t ,  f l u s h  w i t h  copious  amounts of  wa*=r. , 
D e r s i s  ts  o r  symPtoms o f  t o x i c i t y  o c c u r ,  s e e k  medical  a t t e n t i o n .  .n""s) Section VI1 Precautions for Safe Handling and Use 

in Case Material Is Released or Spilled 
p r e c a u t i o n s  r e q u i r e d  

W le Dqmsal ethcd Dyspose o$ i n  accordance  with l o c a l ,  s t a t e ,  and f e d e r a l  regulat ions .  

Precautions to Bq Taken in Handling and Stonng 
No speciaq p r e c a u t i o n s  r e q u i r e d  under normal use. 

None reclufred under normal u s e .  
Other Prscautton 



a .moo11 

IDENTITY (As U 
C a l c i d r  inePdSytup 

on L a m  and bsf) 

Material Safety Data Sheet 
Note Blank spaces am nct pemrrned If any Item IS nor aQolrcaDle 3r 10 

intormalnm IS evaA@b the wace must De marked ro malca'e 'ha? 

Abbott Laboratories 
- .  

1312) 937-6100 

Pharmaceutical Products Division 

1400 Shertdan Road 

North Chicago, Illinois 60064 

Calcium I o d i d e  (CAS No. 10102-68-8) NA NA NA 3% 

(312) 937-7350 
Date Prepared 

J u l y  20, 1987 

~~ 

Section 111 - PhvsicaiKhemicai Characteristics 
&ling Point Specific Gravin, (H$ = I )  

ND ND 
Vapor  Pressure (mm Hg ) 

Vapor Density (AIR - 1) 

- - _ _ _ ~  - - 
Appoarance and Odor 

orange  colored syrup 
Section IV - Fire and Explosion Hurrd Data 
Flash Pant (Method Used)  1 Flarnmabre Limits I LEL 1 UEL 

Melting Point 

EvPoorrtlon Rate 
(Butyl Acetate = 1 )  

ND NA 

hln Nn 

I I N D  I N D  
Extinguishing Media 

Special Flre Fighting Procedures 
Use media a m  rorxia t e for D r u r v  c a u s e  of fire. 

None known 

Unusual Fire and Explowon Hazards 
2 n p . o -  

~ 

The lnformarion and recommendat ions contained here in are based upon rests bel ieved to  be rel iable However Abbol t  Laboratories does not guarantee (heir acuiracb ur 
completeness NOR SHALL ANY OF THIS INFORMATION CONSTITUTE A WARRANTY WHETHER EXPRESSED OR IMPLIED AS TO THE SAFETY OF THE GOODS W E  
MERCHANTABILITY CF THE GOODS OR THE FITNESS OF THE GOODS FOR A PARTICULAR PURPOSE Ad lus tment  to  conform with actual condit ions d usage mav be 
requi red Abbot1 Labora:wies assumes n o  resDonsibilitv for resul ts  obtained or for incidenlal or conrequrnr ta l  damages arising from the use at tncse ddra No f r e e d o p  
f rom in f r ingment  of any o a l n r  Cooyright or trademark I S  Io be in fer red 

I I /  I I  I 
I 



I I I I 

Stacnhty 1 (CondlronstoAvold None under normal use.  u n m  

I~COmPatlblllty 

Hazardour 

, T--- 

I -- 
u p a t i o n a l  exposure.  Refer  t o  t h e  P h y s i c i a n s  Desk Reference  I (PDR) f o r  

(Marerials fo Avoid) 

Decomposttion or Byprodas ** None under  normal use .  

o x i d e s  of  ca lc ium 

c l i n i c a l  $ymptoms. 

Hazardous May Occur 
Polymerization 

Will Not Occur 
I 

Medical Conditi ns 
Generally Aqgrtvaled by Exposure None known fo r  o c c u p a t i o n a l  exposure.  Refer  t o  t h e  PDR f dr 

Condlrmr 10 Avotd 
None under normal use.  

X 
Section VI 
Routqs) of Enty 

Health Haz r 
Oral L D ? 8 f =  

mice,  

1- Health Hazard Data 
Inhalatm7 

U n l i k e l y  CI!RT% route( S I  3 U n l f k e l  y 
(Ac f nd Y!,d-45y$A/kg i n  rats and mice w i t h  codeine .  LD50 = 5560-7060 m g / k g ' i n  ra ts ,  

r a b t l i t s ,  and guinea  p i g s  f o r  e t h y l  a l c o h o l .  E t h y l  a l c o h o l  i s  a n  e y e  and s i n  i r r i t a n t  t 

I 
1 

Waste Oisposal Method __i______ 
Dispose o i n  accordance  w i t h  l o c a l ,  s ta te ,  and f e d e r a l  r e g u l a t i o n s .  Cont.:olledi Substance.  

c l i n i c a l  
Emergency ana 

I - 
ken In Handling and Slonng 
r e c a u t i o n s  r e q u i r e d  under  normal use.  

I 

Other Precaut s ? None r e q u i r e d  under  normal use.  
I 

~1~~ ~ ~~ ~~~ ~~ 

xi format ion .  
First A d  Procedures 

Steps to Be 

W c w n y g m r  qract~ces 
I Use good c l i n i c a l  and h y g i e n i c  p r a c t i c e s .  

Taren in Case Material Is Released of Splled II_c____ 

N A  = Not ApF/Licable 
ND = No Data; 

Section Vlll 
Resplratocy 

Ventilalcon 

- Control Mearufes I 

v 
NA Praation (m Typr) - Local Exhaust - 

~ 

NA 

NA 

NA 
M ~ h m t C a l ( ~ )  NA onwr 



Material Safety Data Sheet 

Manufacturer's Name 

Address  rNumber Sheer. Ciry, Stare and ZIP codsi 
Abbott Laboratories 

Pharmaceutical Products Division 

1400 Sheridan Road 

Emergency Tebphone Number 

' Telephone Number lor Informallon 
(3121 937-6100 

(3121 937-7350 

July 20,  1987 Date Prepared 

North Chicago, Illinois 60064 

NA 

NA 

Bolhng Pomt 

V W r  Pressure (mm Hg ) 

Section I I  - Hazardous lngmdients/ldentity Information 

Hazardous Components (Speciftc Chernccal ldentlly Common Nam4s)) OSHA PEL ACGlH TLV Recommended 35 iooriona 

v 
Other Limits 

Specific Gravity (HzO = I )  

Melting Point 

NA 

ND 

NA - y* Chlorthalidone (CAS No. 77-36-1, RTECS NA NA 
No. DB1556000) 

Vapor Density (AIR = 1) 

*percentage var ie s  with dosage form 

Evaporatm Rate 
NA 18u?yl Acetate = 1 )  SA 

Flash Pant (Method Used) FlammaDle Limits NA 1 NA LEL 

The In tormat ion and recommendat ions contained here in are based upon tests believed10 be rel iable However Abbott Laborator iesdoes no1 guarantee [heir acLurac'r 
completeness NOR SHALL ANY OF THIS INFORMATION CONSTITUTE A WARRANTY WHETHER EXPRESSED OR IMPLIED, AS TO THE SAFETY OF THE GOODS TYE 
MERCHANTABILITY CF THE GOODS OR THE FITNESS OF THE GOODS FOR A PARTICULAR PURPOSE Adlustmen! toconform w i th  actual condit ions of  usage mav b e  
requi red Abbott  Labora:wies assumes no responsibi l i ty for results obtained or for incidental or consequent ia l  damages arising f rom the use of these ddla No freedom 
from mfr lngment  ot any Da,?nt copyrighc or trademark I S  to be in fer red a 

I 8 1  I I 
I / I  



Sfpkllty ’ 
CondlhonJtoAvad none under normal u s e  u n s w  

staarr X 

t o  produca s k i n ,  e y e  and r e s p i r a t o r y  i r r i t a t i o n .  I ~~ 

P 

IARC Monographs? 0 Y O  AReqUktuj? Carcinogenicity NTP? 
NCl No 

Hazardous 
Polymerization 

Sans and Syrnbims 01 Exposure 
None expeGted f o r  o c c u p a t i o n a l  exposure.  

c l i n i c a l  svmDtoms. 

Refer  t o  t h e  P h y s i c i a n s  Desk Reference (PDR) f o r  - 

May Occur Condnions to Avad  

Will Nu Occur 
none under  normal u s e  

X 

ed by Exposure kn own f o r  o c c u u a t i o n a l  exposure.  Refer  t o  t h e  ?DR folr 
I ~~~ 

I 

c l i n i c a l  4nformation.  

Section VI1 
Sleps IO Be Ta 

Emergency and! First Aid Procedures 
Remove f r q m  s o u r c e  o f  exposure.  I f  s k i n  o r  eye  c o n t a c t ,  f l u s h  w i t h  copious amounts o f  

-- Precautions for Safe Handling and Use 
en in Case Material Is Released or Splbd 

accordance  with l o c a l ,  s ta te  and f e d e r a l  r e g u l a t i o n s  

Precautions 10 de Taken in Handling and Slmng 
no sDecial p r e c a u t i o n s  r e q u i r e d  under  normal Lse I 

0 t h ~  Precautds 
none r e q u i r e d  under  normal u s e  

..*. 
Mechanral (Gumral) othw 

€yo PtolKwfl 
NA NA 

NA NA 
Protective Glove$ 

Other Protectwe icbthing or Equipment 

WcWHygenic P/acticss 
Use good q l i n i c a l  and h y g i e n i c  p r a c t i c e s .  
NA = Not Appl’icable - 2  
NO = No Data 

v * X A  



Material Safety Data Sheet 
IOiENTlT’f (As U s e d  on Labe, and bst) 
Colchine Tablets ,  USP No& Blank spaces am ncr pIKmmed. If any Item 1s not amiicaoie 91 10 

mtonnam I S  av-. the space must be marksa to Inaica’e +ha? 

Abbott Laboratories (312) 937-6100 

1400 Shrridan Road 

Pharmaceutical Products Division 

Hazardous Comwnents (Speeihc Chemccal Identity Common Namqs)) OSHA PEL Recommended 

(312) 937-7350 

Colchicine t c e  NO.  hL, - -  R6 No. NA NA NA 0.5-1.3P 
GH0700000) 

Vapor Pressure (mm Hg ) 

Vapor Density (AIR = 1 )  

~- 

*percentage var ies  with dosage form 

Mefling Pant 

Evaporaton Rare 
18utyl Acetate = I )  

NA M> 

N A  NA 

W 

Flash Pant (Method Used) Flammable L m t s  LEL 
NA NA 

~ 

Section 111 - PhvsicaKMmical Characteristics 

UEL 
NA 

Unusual Fire and Exp(oscon Hazards 
none known 

yk*l, 

The in format ion and recommendat ions contained here in are based u ~ o n  tests believed10 be rel iable However Abbot! Laborafor ies does not guarantee rhwr accuracf or 
completenoss NOR SHALL ANY OF THIS INFORMATION CONSTITUTE A WARRANTY WHETHER EXPRESSED OR I M P L E D  AS TO THE S A F E N  OF THE GOODS THE 
MERCHANTABILITY CF THE GOODS OR THE FITNESS OF T H E  GOODS F O R  A PARTICULPR PURPOSE Adlustmen1 to conform w i th  actual cundirions of  usage mav be 
WQul r rd  Abbot1 Labora:wles assumes no responsibi l i rv for results obrained or for incidental or conseguenl ia l  damages artsing from rne use 01 these ddla No f r e e d o r  
f r o m  mfringment of any paznl  Copyright or trademark 1s 10 be in fer red 



I ! 

Polymerization 

I 
Condmonr to Avod none under normal use  stoar* Unsmb 

.. 

none under normal u s e  
Will NU Occur 

X 

I st- 

Venltlatmn Local Exhaua 
NA 

Mechanca ((3neraI) 
NA 

I I - 
Incompatibility (Marrrrs/s ro Avord) 

Hazardous Oec~mposttlon 01 Byprodwtr ND 

HazardOus I Mav Occur I I Cdndnms to Avold 

none under  normal u s e  

SW- I 
NA 

othw 
NA 

Protective Glove$ 
S u r a i c a 1 , n l o v e ' s  should  b e  used t o  avoid  

I 1 - 1  

Section VI + Health Hazard Data 

NA 
€9 Praactlon 

HealIh Hazards (Acute am Chronrcl 
Fava1 dcsednr Palchicine in a d d  ts i s  20 msc. Oral LDLo = 12.5-125 mcg/kg ;n dogriifi:ts, 
r a b b i t s ,  and guinea  p i g s  f o r  c o l c h i c i n e .  C o l c h i c i n e  can be absorbed throug ' i  t h e  

js e x t t P p i l y  t n w i r  b a a l a t i o n ,  and is i r r i t a t i n g  t o  s k i n  and s e v e r e l y  i r : i t a t i p g  t o  eyes .  
Carcinogenicity NTP? IARC Monographs? 0 T O  A Mrhted? ' 

V n  No 

e r i m e n t a l  mutagen. It asrests c e l l  d i v i s i o n  in animals ,  a d y e r s e l y  

a f f e c t s  Spermatogenesis  in 'humans and h a s  been shown t o  b e  t e r a t o g e n i c  - - -  i n  mice. 

ed by Exposure occ o n a l  exuosure.  Refer  t o  t h e  ' 'hysicI ians  Desk 
Reference f o r  c l i n i c a l  i n f o r m a t i o n .  
Emefgency and Firs Aid Procedures 

I 

, 
Remove fram s o u r c e  of exposure.  

water. 
Section VI1 - Precautions for Safe Handlinq and Use 

I f  s k i n  o r  eye  c o n t a c t ,  f l u s h  w i t h  copious  

If: i r r i t a t i o n  develops  o r  symptoms o f  t o x i c i t y  o c c u r ,  seek  medical  

Slew 10 Be Taden in Case Material Is R e l e a s e d  or Splkd 
S u r g i c a l A l o v e s  and r e s p i r a t o r s  should  be used when c l e a n i n g  s p i l l s .  

, 
! - 

s t e  Oisposai #ispose od?!hnodaccordance w i t h  l o c a l .  s tate and f e d e r a l  r e n u l a t  ions 

Precautions to 8. Taken in Handling and slonng 
avoid  d i r e c t  c o n t a c t  

Othw Precaur s 
Surgica? g l o v e s  and r e s p i r a t o r s  should  be used when handl ing  g r a n u l e s  and uncoated t a b l e t s .  v 



Material Safety Data Sheet 
IDENTITY (AS Used  on Labe, and Lsr) 

Covicone Cream Nom Blank sprces am nct pemmned /I a n y  ctem IS nor aDDmOfe 51 IO 
iniormetnn IS avadabb me space must be markbd 10 Inaica’e v a ?  

Abbott Laboratories 1 (312) 937-6100 
Address (Number S m t .  Oly. Slate. and ZIP Code) 1 Teiwhono Number tor Intormation 

Pharmaceutical Products Division 

1400 Sheridan Road 

North Chiwgo, Illinois 60064 

(312) 937-7350 
Date Prepared 

July 20, 1987 

Nitroce l lu lose  (CAS No. 9004-70-0, NA NA NA 2% 
RTECS No. Q W  0970000) 

Boiling Potni 

Vapor Pressure (mm Hg ) 

W 

Specific Gravity (n2O = 1 )  

Melting Point 
NA NA 

I 

Vapor Oenufy (AIR = 1) 
NA ND 

Evaporatm Rate 
NA (Euryr Acetate = 1) u 

use amropriate  media for Dtimarv cause of f i r e  
Smia l  Fire Fighting Procedures 

none known 

Flash Pant (Method U s e d )  Flammable Limtts LEL 
NA NA 

Unusual Fire and ExpIOJHXl Hazards none known 

UEL 
NA 

” 
The Informalion and recommendarlonscontarned herein are based uoon tesfs believed to be reliable However. Abbort LaboraIonesdossnot guarantee their aCLuraCv 0’ 
completeness NOR SHALL ANY OF THIS INFORMATION CONSTITUTE A WARRANTY WHETHER EXPRESSED OR IMPLIED AS TO THE SAFEW OF THE GOODS TNE 
MERCHANTABILITY C F  THE GOODS. OR THE FITNESS OF THE GOODS FOR A PARTtCULAA PURPOSE Adlusrment to conform with actual conditions IJf usage r r a v  De 
required Abborr Labora:wies assumes no responsibiliry for resulls obrained or for incidental or consequenlial damages arising from Ihe use of these ddta No freedom 
from infrmgment of anv pacnr copyrighl or rrademark is to be inferred 

I 1, I I  1 
I 



I I I 

smtlty 
IcondlhQostoAMd none under  normal u s e  Undob(. 

I I 

X SWl8  

Hazardous 
Polymenration 

May Occur Condltms to Avod 

Will NU Occur 
none under normal use 

X 

u p a t i o n a l  exposure .  Refer  t o  t h e  PDR f o r  c l i n i c a l  sym3toms. 
P 

Venlilatmn 

Medical Corditi ns 
Genwallv Aaor 8 "ated bv E~~~~~~ None known f o r  o c c u p a t i o n a l  exposure .  Refer t o  t h t  PDR  for 

NA NA I 

NA NA 

Local Exhaua spcur 

Mtxhansal (Genom/) OMIl 

I .- , I -  

c l i n i c a l  qnformation.  
Emergency and/ First Aid Procedures 

r c e  o f  exposure .  I f  s k i n  o r  eye  c o n t a c t .  f l u s h  w i t h  C O P i O U S  amoun/ts o f  

Steps to Be Taken in Case Material Is R e l e a s e d  or Spilled 
no s p e c i a l  p r e c a u t i o n s  r e q u i r e d  

Waste Disposal elhod 
Dispose  o r  i n  accordance  w i t h  l o c a l ,  s t a t e  and f e d e r a l  r e g u l a t i o n s .  - 
Precaulions 10 #e Taken In Handling and Sang 

no special p r e c a u t i o n s  r e q u i r e d  under normal u s e  , 

Olher Protective Clothinq or EauiDmmt I - NA 
WorkJHygienc qracires 
Use aood c l i n i c a l  and h v a i e n i c  p r a c t i c e s .  I < -  

N A  = Not Apdlicable 
ND = No Data 



Material Safety Data Sheet 

Manutacfurer s Name 

Address cNumber Street. CIW. Srafe and ZIP Cam 
Abbott Laboratories 

Pharmaceutical Products Division 

Emergency Telephone Number 

Td.phone Number for Information 
(312) 937-6100 

(312) 937-7350 

1400 Sheridan Road 

Boding Point 

Vapor Pressure (mm Hg ) 

~~ 

I Oate Julv 20. 1987 

Specific Graviry ( H S  = 1)  

Mening Pant 
NA ??A 

NA N n  

I - -  a - -  ~~ 

North Chicago, Illinois 80064 

Section I1 - Hazardous Ingmdientdldcntity Infomation 
other Limits 

Hazardous Components (Speak Cherncal Idenltty. Common N a q s j j  OSHA PEL ACGlH TLV Recommended ;: mprrona 

Vapor Densify (AIR = 1) 

P e r n o l i n e ( C A S  N o .  2 1 5 2 - 3 4 - 3 ,  RTECS No. NA NA ** 13-19P 

Evegoraton Rate 
NA (8utyl Acetale = 1) I NA 

* percentage var ie s  w i t h  dosage form 

Flash Pant (Method Used) 

** p 

= 0 . 3  mg/m% hr TWA) 
V P P  P- limit 

Flamrn&ie hmlts LEL UEL 
NA NA 

Extinguishing Media 
U s e  media appropriate for primary cause of f i r e .  
Special Ftre Fighting Procedures none known 

Unusual Fire and Exproscon Hazards 
none known 

hwf 
The in format ion and recommendat ions contained here in are based uoon leStS bel ieved 10 be rel iable However Abbott  Laborator ierdoes not guarantee their acwracy  or 
completeness NOR W A L L  ANY OF THIS INFORMATION CONSTITUTE A WARRANTY WHETHER EXPRESSED OR IMPLIED. AS TOTHE SAFETY OF THE GOODS THE 
MERCHANTABILITY CFTHE GOODS OR THE FITNESS OF THE GOODS FOR A P A R T I C U U R  PURPOSE Adlustmen! toconform with actual condit ions of  usage may De 
reguired Abbott I.abora:wies assumes no  res0onsibi l i ty for  results obtained or for inciaental or consequent ia l  damages arising f rom the use of these ddfa No f r e e d o r  
f r o m  mfr lngmenr of any Da,?nt copyright or trademark is lo be In fer red 

I 
I I /  I 1  I 

I 



' 
Stablllty 

I I x  I e Incomoatieillt$ (Mrreria/s ro ~vaa 
None under  normal u s e  

unst.M. ImnwxlrtoAvad None under normal use  

Hazardous May Occur 
Polymerization 

will Not Occur 
I 1 I 

Section VI +- Health Hazard Data 

Conditions to Avold 
None under  normal use  

X 

Heal h H r S' IAC Orar ~838 = !%%$wg)in ra t s  and mice w i t h  pemoline. 

haza rd .  

No known o c c u p a t i o n a l  expo~sure 

Consul t  t h e  P h y s i c i a n s  Desk Reference  (PDR) f o r  c l i n i c a l  h e a l t h  haea rds . '  

Ventilatm 

0 A Aeqited7 
PO 

IARC Monographs7 
No Carcinogenicity NTRb 

Local Exhaust spcl.l 

Mechanccal lGemalj oum 
* NA NA 

I 

NA NA 

Sians and Symptoms 01 Exposure 
None expeqted  f o r  o c c u p a t i o n a l  exposure .  Refer  t o  t h e  PDR f o r  c l i n i c a l  sym)toms. 

Medical Conditi ns 
Generally Aaara t bV Exposure None known f o r  o c c u p a t i o n a l  exposure .  Re fe r  t o  t h  2 PDR f o r  

I 

J f  
Section%?%%lions for Safe Handling and Use 
SIWS to Be Tahbn In Caw, Matenal Is Released or Splled 
No spec ia l ,  p r e c a u t i o n s  r e q u i r e d .  

F ? ~ Q D S  o r  symptoms of t o x i c i t y  o c c u r ,  s eek  medica l  a t t e n t i o l l .  - m 
I - 
v 

Wpste Oisposai 
Dispose  o f k l y a c c o r d a n c e  w i t h  l o c a l ,  s t a t e  and f e d e r a l  r e R u l a t  i o n s .  

Precautions to & Taken In Handling an6 Slonng 
No s p e c i a l ,  p r e c a u t i o n s  r e q u i r e d  under  normal use.  

Other Precautqs 
None r e q u i r e d  under  normal use .  

NA = Not Applicable 
ND = No Data 



Material Safety Data Sheet 
IOfNTlTY ~ p e o  on L a w  and bst) 
Depaken Valproic Acid Capsules and Syrup 

I 

No@ Blank SLMC~S am nct pennined I f  any Item Is nor agp/lcaD/e 3r TO 
intomahon 19 ovrulebls the space musr be marked fc mblca'e enat 

Abbott Laboratories 
- .  

(312) 937-6100 

Pharmaceutical Producu Division 

1400 Sheridan Road 

(31 2) 937-7350 1 Date Prepared 
Julv 20 .  1987 

Vapor Pressure (mm Hg.) 

I 

Section It - Hazardous Ingredicnts/l&ntity Information I 
W - 

Other Limits 
:- roDrronai Hazardous Componenls (Specific Chemical Identity Common Namqs)) OSHA PEL ACGlH TLV RecommendW 

ValProic A c i d  (CAS N O .  99-66-1, RTECS NA NA * 54% 

- No. YV7875000) 

* t r  

TWA) 

Mefling Point 
ND NA 

Section 111 - PhvsicaVChemical Characteristics 

Vapor Density (AIR = 1 )  

I ND 
Specihc Gravity (HzO = 1 )  ND Botling Point 

Evaporation Rate 
ND (Butyl Aco~a~e = 1 )  

Flash Polnt (Method Used) I NA I NA Flammame Limits 

Orange colored s o f t  n e l a t i n  capsules  o r  red svruD 

~ ~~ 

Exnnguishing Media 
Use media appropriate for  primary cause of  f i r e  

S w i a i  F i re  Fighting Procedurer 
none known 

Unusual Fire and Exploscm Hazards none known 

The In tormat ion and recommendat ions contained here in are based upon tests be l ievedto be rel iable However Abbott Laboratories does no tguaran lee  their aC-uraCI s 
complereness NOR SHALL ANY OF THIS INFORMATION CONSTITUTE A WARRANTY WHETHER EXPRESSED OR IMPLIED AS TO THE SAFETY OF THE GOODS W E  
MERCHANTABILITY Lf THE GOODS OR THE FITNESS OF THE GOODS FOR A PARTICULAR PURPOSE Ad jus tment  TO conform w i th  actual condit ions a f  usage T a v  be 
repulred Abbott Labora:Qries assumes no responsibi l i ty for results obtained or for incidental or conSeQuential damages arising from the use of these ddta h(0 freedom 
f rom in f r ingment  of any p a 2 n t  coovright or trademark IS to be in ter red 

$ 1  1 1  I 
I 



I I 

Statnlliy 
Sectlon V - Relctlvitv Data 

I ICondmonstoAvad None under normal use  
unstabb 

Hazardous 
Polymenzation 

May Occur Conditions to A v a d  

wtii N u  Occur 
None under normal use.  

X 

r s IAc on,”F 1538 I= #T8”-45wckg/kg i n  rats and mice w i t h  v a l p r o i c  a c i d .  V a l p r o i c  a : id  can cause  
~ 

v e r e  c o n j u n c t i v a l  i r r i t a t i o n .  Animal s t u d i e i  have, r e p o r t e d  
r e p r o d u c t i v e  and t e r a t a g e n i c  e f f e c t s .  
Carcinogenicity NTP? IARC Monographs? 0 A Rog~Iaied7 

Y O  Nn No 

Sans and Sym#toms of Exposure 
None expe4ted f o r  o c c u p a t i o n a l  exposure.  Refer  t o  t h e  P h y s i c i a n s  Desk Refe:ence (PDR) f o r  

c l i n i c a l  qymp toms. 
Medical Conditidns 
Generacly Aggrakated by Exposure 

1 P  P .  R p f ~ r  t o  t h e  PDR f o r  c l i n i c a l  informat ion .  
j o s u r y f  mer ency ne First Ala P s k i n  o r  eye  c o n t a c t ,  f l u s h  w i t h  copious  amounts of water. 

dPV&QS o r  SMD toms of  t o x i c i t y  o c c u r ,  s e e k  medical  a t t e n t i o l .  . .  
Section VI1 7 Precautions for Safe Handling and Use 
Steps IO Be rakbn In Case Material Is Rereasad or Sp~ l ld  
No spec ia l  procedures  r e q u i r e d  

Waste Disposal etthod 
Dispose ok” i n  accordance  w i t h  l o c a l ,  s t a t e  and f e d e r a l  r e g u l a t i o n s .  

Precautions to Ike Taken In Handling and Slonng 
er normal use.  

ed under  normal use.  

NA Eye Plot.c#n NA Protective Gkww 

Other Protective Cbthinq 01 Equipment 

WoWHygienK: Pflaclres 
Use good d l i n i c a l  and h y g i e n i c  pract ices .  

NA AI 
N A  = Not Applkabte p110.2 
ND = No Data 



Material Safety Data Sheet 
IDENTITY (AS u on am and usr) e ~ a  O e NO& Blank spaces am ncl pennrtted It any Item IS not aoolrcaoie 31 10 

Manufacturer s Name 

Address iNumber Streer O W .  Slam and ZIP Cum 
Abbott Laboratories 

North Chicago, Illinois 60064 

Section I t  - Hazardous Ingradknts/ldentity Information 
Other Limits 

Hazardous Components (Specik Chemcal Idenrity. Common Name@)) OSHA PEL A C G I H  TLV Recommended 09 ioDfrona 

Emergency Telephone Number 

T e b o h o w  Number tor tntormatm 
(312) 937-6100 

Divalproex (CAS No. 99-66-1, RTECS No. NA NA * 58% 

Pharmaceutical Products Division 

1400 Sheridan Road 

0 for Valproir, Acid)  

(312) 937-7350 
Date Prepared 

July 20. 1987 

~ ~ ~~ ~~~ ~ ~ * Internal employee exposure l i m i t  = 

Boiling Point 

Vapor Pressure imm Hg ) 

Vapor Density (AIR = 1) 

750 rncg/mJ - valproic  acid (8 hr TWA) 

Specitic Graviry (H20 = 1 )  

Melting Point 

Eveporatlon Rate 
(Butyl Acetate - 1 )  

NA NA 

NA ND 

N A  XA 

Flash Pant (Merhod U s e d )  Flarnmaob Limits 
NA 

Unusual Fire and Explosion Hazards none known 

LEL UEL 
NA NA 

The in format ion and recommendat ions contained here in are based upon tests bel ieved to be rel iable However Abbott Laborator icsdoes not guarantee their a c w r a c v  or 
completeness NOR SHALL ANY OF THIS INFORMATION CONSTITUTE A WARRANTY WHETHER EXPRESSED OR IMPLIED AS TO THE SAFETY OF THE GOODS W E  
b lERCHANTABIL IN CF THE GOODS OR THE FITNESS OF THE GOODS FOR A PARTICULAR PURPOSE Adlustmen1 toconform with acfual condi t ions of usage mar De 
reaul red Abbott  Lab0ra:nries assumes n o  responsibi l i tv for results obtained or for incidental or consequent ia l  damages arising f rom the use of these ddfa No freedom 
f r o m  in f r ingment  of anv pa,?nt copyright or trademark I S  to be in fer red 

I 
1 1  1 1  I 1 



I I I 
InCOmPahbiliIy kMarmsis ro Avord) 

None under  normal use .  

Polymerization 

o x i d e s  o f  n i t r o n e n  
Hazardous I Mav Occur I I Conditmr to A v W  

None under normal use .  
X Will NU Occur 

Venit Wm Local Exhaust 
NA 

Mexhantcal (GamraO NA 

I I I 

Section VI - Health Hazard Data 

NA 

NA 
ahrr 

Heam Hazards iAcure and chmc) 

moderate  s k i n  i r r i t a n t  and s e v e r e  c o n j u n c t i v a l  i r r i t a n t .  
5 n  P 3nhn - 37113 m n / k P t s  and mice w i t h  d i v a l p r o e x  sodium. V a l p r o i c  a c t d  is  a 

Animal s t u d i e s  haire r e p b r t e d  

Protective Gloves 
NA 

tp- e f f e c t s .  
0 A Regihted? 

Y O  
NTP? IARC Monographs? 

hl n No 

Eyr Pruatlofl , 
N A  

Slans and Sym#toms of Exposure 
Xone expec ted  f o r  o c c u p a t i o n a l  exposure.  Refer  t o  t h e  P h y s i c i a n s  Desk Refei*ence [PDR) f o r  

c l i n i c a l  symptoms. 
Medical Conditiohs 
Generallr Aaaradated bv Exmsure 

None known f o r  o c c u p a t i o n a l  exposure.  
Emergency and Firs1 Aid Procedures 

-source of exDosure. 
I f  i r r i t a t i o n  develops  o r  symptoms of t o x i c i t y  o c c u r ,  s e e k  medical  a t t e n t i o r l .  

Section VU + Precautions for Safe Handlinq and use 

Refer t o  PDR f o r  c l i n i c a l  informatior i .  

If s k i n  o r  eye  c o n t a c t ,  f l u s h  w i t h  C O P i O U S  a m u n F s  O f  Water- - 
Steps to Be Takgn In Case Malerial Is Rete& or Smiled 
No s p e c i a l  p rocedures  r e q u i r e d  

aste 01 sal @hod f l i s p o s i  ofMin accordance  w i t h  l o c a l ,  s ta te  and f e d e r a l  r e g u l a t i o n s .  

Precautions to Be Taken in Handling and SlOnng 
No special p r e c a u t i o n s  r e a u i r e d  under  normal use .  

__i_____ Oher Precautionb None r e q u i r e d  under  normal use.  

..-- I/ 

rwn ie IC P ac!icbs &'e &a c f i n i c a l  and h y g i e n i c  p r a c t i c e s .  
N A  = Not Applicable - 2  
ND = No Data 



Material Safety Data Sheet 

Abbott Laboratories 

Section I L i s t  No. 6941, 6948, 6959, 3377 
Manufacturw't Name 1 Emorocmcv  Telephone Number - ,  

(3121 937-6100 

Vapor Pressure (mm tig ) 

(31 2) 937-7350 Pharmaauticrl Products Division 

1400 Sheridan Road 

North Chicago, Illinois 60064 

Date Prepared 
July 20 ,  1987 

Section II - Hazardous IngredientWldentity Information 
Ocher Limits 

Harardous Components lSpecifK Chemual Identity. Common Nameqs)) OSHA PEL ACGlH TLV Recommended 3: toprronar 

Melting Point 
NA ND 

Met hamo het amine Hydroc h l o  2: i d e  NA NA NA 4-13%* 

Vapor Density (AIR = 1 )  

NO. 100-42-5; m C S  SH-l 

Evaporation Rate 
NA (Sutvl Acetate = 1 1  SA 

* Percentage varies w i t h  dosage forms 

Flash Pant (Method Used) 
NA 

Section 111 - Physical/Chcmical Characteristics 

NA Specific Graviv (Hfl  = 1 )  NA Boiling Point 

flammabre Limits LEL UEL 
NA NA 

Unusual Flre and Expros~m Hazards 
None known 

bd 
The tn format ion and recommendat ions contained hereon are based upon tests believed lo be rel iable However. Abbol t  Laboratories doesno lguaran lee  lheir  accuracv or 
complereness NOR SHALL ANY OF THIS INFORMATION CONSTITUTE A WARRANTY WHETHER EXPRESSED OR IMPLIED AS TO THE SAFETY OF THE GOOOS 'HE 
MERCHANTABILITY CF THE GOODS OR THE FITNESS OF THE GOODS FOR A PARTlCULAR PURPOSE Adlustmenr to conform w l th  actual condit ions of  usage mav be 
required Abboi t  L a b o r a m l e s  assumes n o  responsibi l t ty for results obramed or for incidentai or ConseQuential damages arising from the use of these data No f r e e d o r  
from !n!ringment of any pa,?ni copvrlght or t rademark I S  to be in fer red 

I I I, , I  I 1 
I 



Sl&llty UnstaM 

SUM8 
I 

Condmsns to Avod 
None under  normal use .  

X 

Health Hazards (Acure ana C h m n )  

hydroch lo r ide .  
- 1 7  i n  = -  247 mg/kp i n  r a t s  and mice w i t h  methsmphetlamine 

May cause  mi ld  eye  i r r i t a t i o n .  Methamphetamine h a s  been shorn  t o  ~have 

Hydrogen c h l o r i d e  and o x i d e s  of n i t r o g e n  

~ ~ _ _ ~  
t e r a t o g e n 4 c  and embroycidal  e f f e c t s  i n  an ima l s  a t  ve ry  h igh  d o s e s .  I 
Carcinogenicity ' NTP? IAAC No Monognghs? O S H p u h t ~ d ?  0 1 

NO I 

I 

Hazardous 
Polymerizamn 

u p a t i o n a l  exposure .  Re fe r  t o  t h e  PDRfor c l i n i c a l  symlltoms. 

May Occur Condttms 10 A v a d  

X Will NU Occur 
None under normal use ,  

Medical Conaicibns 
Generallv Aaardvaled bv Exmsure 

MechanlcdfGwwal) NA 

~ 

None knc iq  f o r  o c c u p a t i o n a l  exposure .  
Emergency and First Ald Procedures 

Refer  t o  t h e  PDR f o r  c l i n i c a l  i n fo rma t ion .  

o f  exposure.  I f  s k i n  o r  eye  c o n t a c t ,  f l u s h  w i t h  copious  amouqts of wa+=r 

I a4 l o p s  o r  symptoms of t o x i c i t y  occur ,  s e e k  medica l  a t t e n t i o n .  
1 

Section VI1 y Precautions for Safe Handling and Use 

No s p e c i a r  p rocedures  r e q u i r e d  
SlePS to Be Ta en In Case Material Is Released of Splled 

NA cuw 

Waste Disposal ,pelhod 

Protectwe G b e b  
NA 

Precaulions !o & Taken in Handling and Slonng 
No sDecial p r e c a u t i o n s  r e a u i r e d  under  normal use .  

€9 Pmactlon 
I NA 

Cther Precauliohs None r e q u i r e d  under  normal use.  

Section VIII I- control M ~ S U M  
Rewratw P r o l ~ m  fsp.cdy Tw) - 
Venlilatm Local Exhaust Is".'  NA , 

NA NA 



Material Safety Data Sheet 
IDENTITY (As Used on 1- and U t )  
Dicumarol Tablets,  USP Norc Blank sprees am nct rn ieec i  If any item I S  not aDoi fcao4 3r no 

fn~ormam IS av- the mace must be rna*red to mq1ca-e rnar 

No. GN7875000) 

M a n u f a c t u r e r ' s  Name 

A d d r e s s  (Number S m r  Cily, State, and ZIP -1 
Abbott Laboratories 

Pharmaceutical Products Division 

1400 Sheridan Road 

North Chicago, Illinois 80064 

* D e r c e w  Y e varies  w i t h  dosane form 

E m r r g e n c y  Telephone N u m b e r  

Te(.phone Number for I n fo rma t ion  

D a t e  P r e p a r e d  

(312) 937-6100 

(312) 937-7350 

July 20, 1987 - 

Section 111 - Physical/Chcmical Characteristics 

i NA 
Speci f ic  Grav i ty  (H20 = 1 )  NA Boiling Point 

Vapor P r e s s u r e  (mm Hg ) Melting Point 
NA ND 

I 

Vapor  D e n s i t y  (AIR - 1) 
NA 

Unusual F i re  and Explouon Hazards 
N o n e m w n  

Evrporrtcn Rate 
(BuryI 4cecate = 1 )  NA 

-~~ ~~ 

The informarion and recommendat ions conrained here in are Dased upon tests bel ieved to be rel iable However Abbort Laboralories does not guarantee their accuracy or 
completeness NOR SHALL ANY OF THIS INFORMATION CONSTITUTE A W A R R A N N  WHETHER EXPRESSED OR IMPLIED AS TO THE S A F E R  OF THE GOODS THE 
MERCHANTABILITY CFTHE GOODS OR THE FITNESS OF THE GOODS FOR A PARTICULAR PURPOSE Ad jus tment  to conform w i l h  aclual condit ions of usage mav be 
requi red Abbott Labora:wies assumes no responsibi l i ly for resul fs  obrained or for incidental or consequential damages arising f rom the use of these adla No freedom 
from in f r ingment  of any pa,?nr. coovright or trademark is  10 be in fer red 

Flash Pant (Mathod Used) 
NA 

Flammabie L i m i t s  

I I 14 1 1  I I 

LEL UEL 
NA NA 



swtity UnstsM. 

s t w  

m None under normal use.  Incompatibility iIMetmels to Avoid) 

Condmans to Avad 
None under  normal use.  

X 

Hazardous May Occur 
Poiymenzation 

Will luoc Occur 

- ~~ 

lnhal Unf I EL y UnYgely  dmI1-  Routqs) 01 Entry; 

Hea h Ora! & % s @ c Y ? $ ! ? ~ ~ m ~ / k g  i n  ra t s  and mice w i t h  Dicumarol. No known occupat  f o n a l  'exposure 

 condition^ 10 hold  
None under normal use .  

h a z a r d s .  q o n s u l t  t h e  P h y s i c i a n s  Desk Reference  (PDR) f o r  c l i n i c a l  h e a l t h  ef lects . '  

Ventilatton Local Exhaust NA 
d 

Mochanlc& Gemfar) 
A 

OSH ~eg~ated7 
ESO 

Carcinogeniciiy. NTP7 IAAC Monographs? 
N o  No 

NA 
sprarl 

0th.r 
NA 

u p a t i o n a l  exposure.  Refer  t o  t h e  PDR c l i n i c a l  symptoms, 

Protective Gloves 
NA 

-~ ~ 

Medical Coneitiorhs 
Generatty Aggravjaled by Exposure 

None known f o r  o c c u p a t i o n a l  exposure.  Refer  t o  t h e  PDR f o r  c l i n i c a l  i n f o r m a t i o n .  

Eye Protection 
NA 

ETergency arrd First A d  Procedures 
ve froa s o u r c e  of exposure;  If s k i n  o r  eye  c o n t a c t ,  flush w i t h  copious  amounts of 

i t a t i o n  develops  o r  symptoms of t o x i c i t y  o c c u r ,  s e e k  medical  a t ten t i ion .  
Section VI1 - Precautions for Safe Handling and Use 
Steps to Bg T k in Cas Material Is Reased or Spdled No s p e c l a ?  t r o c e c f u r e s  r e q u i r e d  

Waste Disposal Method 
Dispose of i n  accordance  w i t h  l o c - A U  r Q E i i w c  

Precautions 10 
No s p e c i a a b p r e c a u t i o n s  r e q u i r e d  under  normal use. 

Taken in Handling and Stonng 

Other Precau'KInJNone r e q u i r e d  under normal use.  



Material Safety Data Sheet 
IMNTlfY ( Used on Lak( and hst) 
Enduron @ Methyclothiazide Tablets 

Nab Blank W e s  am nct p.nnmed lt any rmm IS not wricaore gr  10 
m l o n n 4 M  JS 8 V w  rho space must &e malked to muica’e *c)ar 

Oate Prepared 
July 2 0 ,  1987 1400 Shrridan Road 

North Chicago, Illinois 80064 

Section II - Hazardous Ingredientdldentity Information 
w Other Limits 

Hazardous Components (Spook Chemlcal Identity Common Namqsjj O S H A  PEL A C G I H  TLV Recommended 9~ fopriona 

* 1 . 2 8  - 2.1 Methyclothiazide (CAS No. 135-07-9; NA NA 
RTECS No. DK8575000) 

Manufacturer s Name 

Address (Number Sheer City, State. and ZIP W l  
Abbott Laboratories 

Pharmrcruticrl Product, Division 

7 * internal  employee exposure l i m i t  = 25 mcg/m2 

Emergency Telephone Number 

Telephone Number for Information 
(312) 937-6100 

(31 2) 937-7350 

(8 h r  TWA) 

Boiling Point 
NA 

** percentage var ie s  with dosage form 

Specific Gravity (Hfl = 1 )  
NA 

Section 111 - Phvsical/Chtmical Characteristics 

Vapor Pressure (mm Hg ) Melting Pant 
NA ND 

Vapor Density (AIR = 1 )  Evaporation Rate 
NA (Butyl Acetate - 1 )  NA 

Soluble - 
ApLlearance and Odor Orange or salmon colored, monogrammed, grooved, square-shaped t a b l e t s .  

Flammabre Limits LEL Flash Pant (Method U W )  .. . NA 
UEL 

NA 
Extinguishing Modla 

Special Fire Fighting Procedures 

Use media appropriate f o r  primary cause of  f i r e .  

None known 

b 

The informat ion and recommendationscontained herein are based upon tests believed tobe re l iable However, Abbot! Laboratoriesdoes not guarantee their accuracy or 
cornDkteness NOR SHALL ANY OF THIS INFORMATION CONSTITUTE A WARRANTY WHETHER EXPRESSED OR IMPLIED. AS TO THE SAFETY OF THE GOODS THE 
MERCHANTABILITY CF THE GOODS OR THE FITNESS OF THE GOODS FOR A PARTICULAR PURPOSE Adjustment  tocon fo rm wi th  actual conditions of  usage may be 
reguired Abbott Labora:wies assumes no responsibi l i tv  tor resul ts obtained or for incidental  or consequential damages arising f rom the use 01 these data No freedom 
f rom infr ingment of any pa,?nr. Copyright or trademark I S  to be interred - 

Unusual Fire and Explowon Hazards None known 



None under  normal use .  

X Stab(. 

Hazardous May Occur 
Polymerization 

Will NU Occur 

Routqs) of Entry Unf Inh lation? i k e l y  unY€kely ~FWEL:. r o u t b  

Condltlons to A v o ~ d  None under normal use .  

X 

Health Hazards I'Acute and Chmrc) 
dons w i t h  m e t h v c l o t h i a z i d e .  No kqown 

Ventilatm 

r t h e  P h v s i c i a n s  Desk Reference  (PDR) : 'or c1;inicAl 

NA 1 % -  NA Local Exhaua 

h e a l t h  e f f e c t s .  

Meh&wcPI (-1) 
?SA 

OSHA ?E?-+' Carcincgenicity NTP' IARC Monographs? 
Nn NO 

omrr 
NA 

Signs and Syrncltoms ot Exposure 
No known o c c u p a t i o n a l  exposure  hazard .  Consul t  PDR f o r  c l i n i c a l  h e a l t h  eff6:cts  and 

Protective Gbvm 
NA 

symptoms. 
Medical Conditms 
Generiuiy Aggravated by Exposure 

None known f o r  o c c u p a t i o n a l  exposure .  Refer  t o  t h e  PDR f o r  c l i n i c a l  in formsi t ion .  

Ey. Pruacbon 
NA 

~~ 

Emergency and First Aid Procedures 

s i g n s  of t o x i c i t y  o c c u r ,  s e e k  medica l  a t t e n t i o n .  

Section VI1 + Precautions for Safe Handling and Use 

PVP c o n t a c t .  f l u s h  w i t h  cop ious  amounts of water. I f  i r r i t a t i o n  deve lpps  or 

mh - 
Steps 10 Be Takbn in Case Material Is Adeased or Spllea 

waste 01qxsa1 Method 
Dispose  of i n  accordance  w i t h  l o c a l ,  s t a t e  and f e d e r a l  r e g u l a t i o n s .  

Precautions l o  Bg Taken ~n nandllng and slonng 
No s p e c i a l  p r e c a u t i o n s  r e q u i r e d  under  normal u s e . ,  

Other PreCautms 
None r e q u i r e d  under  normal u s e .  

NA = Not Applicable 
ND = No Data 



a A80011 

Boiling Point 

Vapor P r e s s u r e  (mm Hg ) 

Vapor Density (AIR = 1) 

Material Safety Data Sheet 

Specific Gravity (H$J = 1) I 
NA NA 

NA ND 
Me~ting Pant 

E v w a t w n  Rae 

IDENTITY (AS u w  on LW ~d u t )  Enduronyl’ 
Methyclothiazide and DeserDidine Tablets  
%tion I L i s t  No. 6838 
Manufacturer s Name 

No@ Blank spscvs am nct permitted It any item IS not dgoitcanle gr ?o 
intonnrhon IS avubbk Ih. soace must im maned fo rnoca’e ’mar 

I Emergency Telephone Numbcn 

I NA I (BUW Acetate = 1 )  

1 - .  
Abbott Laboratories (312) 937-6100 

Address INumCmr S m l .  CiCy. state and ZIP cads} I TeIeVmne Numbrr tor Intormation 

NA 

Pharmaceutical Products Division ! (312) 937-7350 

1 NA 
Flash Pant (Method Used) Flammable Limits 

NA 

Oate P r e p a r e d  
July 20,  1987 1400 Sheridan Road 

North Chicago, Illinois 80064 

- 

UEL 
NA 

Section II - Hazardous IngndienWldentity Information Y I 
W other Limits 

Hazardous Components (Specifr Chemal Ident i ty  Common Namqs)) OSHA PEL ACGlH TLV Recommended C c romonai) 

Deskrpidine (CAS NO.  131-01-1; RTECS NA NA ** 1% 

Methyclothiazide (CAS No. 135-07-9; RTECS No. NA NA * No. 7&Q&5QfIO) 

7 . 5 5 %  

The in format ion and recommendat ions contained here in are based upon tests bel ievadro be rel iable However.  Abbott  Laboratories does not guarantee their accuracv or 
completeness NOR SHALL ANY OF THIS INFORMATION CONSTITUTE A WARRANTY WHETHER EXPRESSEO OR IMPLIED AS TO THE S A F E N  OF THE GOODS THE 
MERCHANTABILITY CF THE GOOOS. OR THE FITNESS OF THE GOOOS FOR A PARTICULAR PURPOSE Adiuotment to conform w t th  actual condi t ions of usage may be 
requi red Abbott Labora:sries assumes n o  responsibi l i tv for results obtained or for incidental or consequent ia l  damages arising from the use of these data No freedom 
from inf r ingment  of any Da,?nt copyright or rrademark is to be in fer red 

i 

* 
=- hr TWA) 

V C P  e-it 

** Internal  employee exposure limit 
7 5  m t - d m  3 lFI TWA, 

P 

Solubility in Water 
- Soluble 
Appearance and Odor 

Section IV - Fire and ExploJon Hazard DIU 
vel low or  Prav t a u ’ s  

Extinguishing Media 

Special Fire Fighting Procedures 
Use media appropriate f o r  primary cause of f i r e .  

Unusual Fire and Exp(ouon Hazares 
None known 

i 1  , I  I I 
I 



S l ~ l l t y  Unstable 

stab& 

C l i n i c a l  r o u t e  
Health Hazards ( A w e  and C h m Q  
Oral LB50 = 1000 - 10,000 mg/kg i n  r a t s ,  mice,  and dogs w i t h  rnethylclothiaz: .de.  LQ5n=500 mg/,k 

cordltlons to Avod 
None under  normal u s e .  

X 

i n  mice fop  d e s e r p i d i n e .  No known o c c u p a t i o n a l  exposure  hazards .  Consul t  t h e  P h y s i c i a n s  

Hazardous 
Poly m i  zation 

Desk Reference (PDR) f o r  c l i n i c a l  h e a l t h  e f f e c t s .  
Carcinogenictry NTP7 &RC Monographs? %$HA ~ e g l  ~ated7 

NO 

- 
May Occur Condittons to Avod 

Will NU Occur 
None under  normal use.  

Medical Condilians 
General+ Aggrairated by Exposure 

None known f o r  o c c u p a t i o n a l  exposure.  Refer  t o  t h e  PDR f o r  c l i n i c a l  in format ion .  
Remove frofi  s o u r c e  of exposure.  I f  s k i n  o r  eye c o n t a c t ,  f l u s h  w i t h  copious  amsunqs of 

water. 

Emergency and First A d  Procedures 

I f  i r r i t a t i o n  develops  o r  symptoms of t o x i c i t y  o c c u r ,  seek  medical  a t t e n t i o n .  e 

Ventilalton 

~~ -~ -~ 

Section VI1 - Precautions for Safe Handling and Use 

NA - NA 

NA NA 

Local Exhaust 

Mechancal (Gemwu/) a h a  

- 
Steps lo Be Takbn in Case Malenal Is Released of Splled 

No s p e c i a l  p r e c a u t i o n s  r e q u i r e d .  

Waste Oisposai Method 
Dispose of  &n accordance  w i t h  l o c a l ,  s ta te  and f e d e r a l  resculat ions.  

Precautions to & Taken In Handllng and storing 
No s p e c i a l  p r e c a u t i o n s  r e q u i r e d  under normal use .  

Other Precautions 
None r e a u e d  n m  

http://rnethylclothiaz:.de


Material Safety Data Sheet 

M a n u f a c t u r e r  s Name 

A d d r e s s  (Number S m r  Ciry Sam. and ZIP codri 
Abbott Laboratories 

Pharmaceutical Producta Division 

1400 Sheridan Road 

North Chicago, Illinois 60064 

E m e r g e n c y  T e l e p h o n e  Numeer 

Telephone Number tor l n t o r m a t l o n  

One Prepared 

(312) 937-6100 

(31 2) 937-7350 

Pargyline Hydrochloride NA NA NA 7-17%* 

Boiling Point 

Vapor  P r e s s u r e  (mm Hg ) 

(CAS No. 306 - 07 - 0  0. RTFLq No. DP6KQQQO) 

NA NA 

NA ND 

Speci f ic  Grav i ty  ( H S  = 1)  

Melting Point  

* percentage var ies  w i t h  dosage form 

Vapor  D e n s i t y  (AIR = I )  Evaoc~atmn Rate 
NA ceuvr Acerate = 1 )  NA 

SoIubiMy in Wate r  

Appearance and Odor 

Section IV - Fire and Explosion H u r r d  Data 

Soluble 

pink or apricot  colored t a b l e t s  

Flash P a n t  (Method U r n )  I Flammable L im i t s  I LEL 1 UEL 

Special F i re  F igh t i ng  Procedures 
None known 

Unusual Fire and Exp(owxl Hazards None known 

W 
The information and recommendat ions contained here in  are based upon tesls bel ieved to be rel iable However.  Abbott  Labdratories does not guarantee their accuracv or 
completeness NOR SHALL ANY' OF THIS INFORMATION CONSTITUTE A WARRANTY. WHETHER EXPRESSED OR IMPLIED. AS TO THE SAFETY OF THE GOODS THE 
MERCHANTABILITY CF THE GOODS OR THE FITNESS OF THE GOODS FOR A PARTICULAR PURPOSE Adlustmen1 t o c o n f o r m  w i th  actual condi t ions o f  usage mav be 
requi red Abbott Labora:ories assumes no responsibi l i tv for results obtained or for incidental or consequent ia l  damages arising f rom the use of these ddla No freedom 
from mlrmameP1 ai anv aa,?nt Coovriaht or trademark is to be in fer red 

I 1 I 1  I I I 



None under  no-qp. 
Stab@ 

X 

Venfilatm 

I I I 

lncompatibihily (Materials lo Avo,@ None under  normal use .  

NA 
SP-a NA Local Exhaus 

Mechancal (&nmral) m u  
NA NA 

I 

Hazardous Decomposeon or Byploducts 

Protective Gloves 
NA 

I I I 

Section VI - Health Hazard Data 
Route@) of Entry Inhaliltm7 

Health Hazards Ac re and h m  ) 
Oral ~ ~ ~ o ~ l i . 3  m g h g  f n  humans, LD50 = 175-680 mg/kg i n  rats,  mice, and dog5 w i t h  p a r g y l i n e  

h y d r o c h l o r i d e .  No known o c c u p a t i o n a l  exposure hazards .  Consul t  t h e  P h y s i c i a n s  Desk 

Reference  (PDR) f o r  c l i n i c a l  h e a l t h  h a z a r d s .  
Carcinogenicity NTP? IARC Monogrms7 OSHA %plated7 

l - % ~ ~ k e l y  C l i ' n W W  r o u t e  U n l i k e l y  

NO XO No 

Ey. Pfotetlon 
N A  

Sans and Symptoms ot Exposure 
None expected f o r  o c c u p a t i o n a l  exposure.  Refer  t o  t h e  PDR f o r  c l i n i c a l  synptoms. 

Medical Conditions 
Generally Aggravated by Exposure 

None known f o r  o c c u p a t i o n a l  exposure.  
Emergency and First Aid Procedures 

I f  i r r i t a t i o n  develops  o r  symptoms of  t o x i c i t y  o c c u r ,  seek  medical  a t t e n t i o n .  
Section VI1 - Precautions for Safe Handling and Use 
Steps to Be Taken in Case Malenab Is Released 01 Splled 

Refer  t o  t h e  PDR f o r  c l i n i c a l  i n f o r u a t i o n .  

n f r n m  cnlltrta n P If o r  eye c o n t a c t ,  f l u s h  w i t h  copious amounts of WatPr 

9 
No special  procedures  r e q u i r e d .  

Waste Oispasal Method 
Dispose of i n  accordance  w i t h  l oca l .  -ral faztll a+inu- 

Precautions to Be Taken In Handling and ston 
N o  s p e c i a  p r e c a u t i o n s  r e q u i r e d  under  normal use .  

Oher Precautions 
None r e q u i r e d  - n  

Wor*/Hygenic Use good c l i n i c a l  and h y g i e n i c  p r a c t i c e s .  
N A  = Not Applicable 
ND = No Data 



Material Safety Data Sheet 

Phrrrnrcautial Products Division 

1400 Sheridan Road 

North Chiwgo, Illinois 60064 

Abbott Laboratories 1 (3121 937-6100 
Address ( N u m b  Shwt. Ciw. !Stars. and ZIP cads) i Telomone Number for Inbrmatmn 

(312) 937-7350 
Date Prepared 

July 20, 1987 

Vapor Density (AIR = 1 )  

Na. 135 - 07 - :  9 ldA w * 1.12% 
RTECS No. DK8575000) 

Evlporatmn Rate 
NA i8uty1 Acetate = 1 1  NA 

W 

Section 111 - PhysicalKhcrnical Characteristics 

NA flash Pant (Method Used) flammabre Limits LEL 

Boiling Point 

UEL 
NA 

I XA 
Vapor Pressure (mm Hg.) 

Extinguishing MeOia 
Use media appropriate for  primary cause o f  f i r e  

Swta l  Ftre Fighting Procedures 
None known 

Unusual Fve and Expkxwn Hazards 
None known 

w 
The in format ion and recommendat ions Contained here in are based upon tests bel ieved to be rel iable However. Abbott Laboratoriesdoes not guarantee their acturacv or 
completeness NOR SHALL ANY OF THIS INFORMATION CONSTITUTE A WARRANlY  WHETHER EXPRESSED OR IMPLIED AS TO THE SAFETY OF THE GOODS THE 
MERCHANTABILITYLF THE GOODS OR THE FITNESS OF THE GOODS FOR A PARTICULAR PURPOSE Adjustment toconform w i th  ac tua lcond i t ionsof  usage mav De 
requi red Abbott Labora: i r les assumes n o  responsibi l i ty for results obtained or for incidental or consequent ia l  damages arising f rom the use ot these ddla hlo f r e e d o r  
from d r i n g m e n t  of any pa,?nr copyrlght or crademark is to be in ter red 

I I  I 
I 1 1  , 



, 
I 

StAelIlty Unstable 

StaMo 

Corrdmonr to Avad  
None under  normal use.  

x 

L 

Hazardous 
Polymerization 

Section VI  - Health H a u r d  Data 

May Occur W i t m s  to A W  None under  normal use.  

Health Hazards ,&cute and C h m c l  
ql.5 rBO/kn i n  humans, LD503175-68P mdkg i n  r a t s ,  mice, and dogs f o r  p a r g y l i n e  

e. LD5O a1000-10.000 mg/kn i n  ra ts ,  mice, and dogs f o r  me thyc lo th t az ide .  
No k r r p n  OccuDational exposure  haza rds .  

Carcinogenicily N TP7 IARC Monographs7 OSbpoRqu a w ?  
Consul t  t h e  PDR f o r  c l i n i c a l  h e a l t h  e€fe(c t s .  

N o  No 

Mechanccal (Gonerat) 
NA 

Sians and Symplkrns 01 xposure 
None expedted f o r  o c c u p a t i o n a l  exposure.  Refer  t o  t h e  PDR c l i n i c a l  symptoms. 

(mmr 
NA 

Medicat Conditiorrs 
Generally AggravBted by Exposure 

None known f o r  o c c u p a t i o n a l  exposure .  Refer  t o  t h e  PDR f o r  c l i n i c a l  in format ion . '  
Emergency afld dirt1 Aid Procedures 
Remove frdm s o u r c e  of exposure .  I f  s k i n  o r  eye  c o n t a c t ,  f l u s h  w i t h  copious  amouqts of 

water, If i r r i t a t i o n  deve lops  o r  symptoms o f  t o x i c i t y  o c c u r ,  s e e k  medica l  s t ten t l ion  - 
Section VI! -c Precautions for Safe Handling and Use 
Sleps to Be Takeh in Case Malerial Is Releasd or Spilled - 

No special  P r e c a u t i o n s  r e a u i r e d .  

waste oqmsai Metha 
Dispose  o f  i n  accordance  with l o c a l ,  s ta te  and f e d e r a l  r e g u l a t i o n s .  

Taken in Ha 11 and s &?a#~&!f?a~ p r e c a u t g a  reqB?ed under  normal use .  

Other Precautions 
,None r e q u i r e d  under  normal use.  

Section Vlll - Control Me8wrsr 
Resptratocy P r o t d m  (w Tvp.) 

NA 

1 -  NA Venttlatm Local  b h a w t  
a7 A 

NA 
Cthec Protective dothing or E ~ u i p m ~ t t  

WorlclHygtonic Prmcm 
Use good c l i n i c a l  and h y g i e n i c  p r a c t i c e s .  

NA = Not Applidable - 2  
ND 5 No Data 



Material Safety Data Sheet 

Pharmaceutical Products Division 

1400 Sheridan Road 

North Chicago, Illinois 60064 

IDENTITY (AS M h & I  ilnd LIS) Noh Blank ScMCcs we ncr penntnw I f  any item ts not amhanle ar 10 
rnfonnrt~on is avadabm rhg space must be marked fo marca'e rhar r Gemonil Metharbital u t s .  llsp 

(31 2) 937-7350 
Date P r e p a r e d  

Jury 20,. 1987 

- 

I List N o .  6401 
M a n u l a c t u r e r ' s  Name I E m e r g e n c y  Telephone Number 

&Id 

NA Boiling Point 

Abbott Loboratories I (312) 937-6100 
Address  (Number Smet. Cify. Stare. and ZIP m) I Tolophorn, Numkr for In fo rma t ion  

Specihc Grav i tv  (H20 = 1 )  
NA 

Mening Point 
NA Vapor  P r e s s u r e  (rnm Hg. )  

ND 
Vapor  Density (AIR - 1 )  E v a p o r a t l o n  Rate 

NA (Butyl Aceta te  - 1 )  NA 

Flash Paot Wethod Used) I Flammable L im i t s  I LEL 1 UEL 

NA I I NA I NA 
E x t i n g u i s h i n g  Madla 

Spectar F i re  F igh t i ng  Procedures 
Use media appropriate f o r  primary cause of f i r e .  

Unusual Fire and Expkmon Hazards 
N o n e  known 

W 
The in format ion and recommendat ions contamed here in are based upon tests bel ieved to be rel iable However.  Abbot1 Laboratories does not guarantee [heir accurac i  3r 
completeness NOR SHALL ANY OF THIS INFORMATION CONSTITUTE A W A R R A N M .  WHETHER EXPRESSED OR IMPLIED. AS TO THE S A F E N  OF THE GOODS W E  
MERCHANTABILITY CF THE GOODS. OR THE FITNESS OF THE GOODS FOR A PARTICULAR PURPOSE Adlustmen! 10 conform w i th  actual condit ions of usage mav be 
requi red Abbott  Labora:wies assumes no responsibdlty for results obrained or for incidental or consequent ia l  damages arising from the use of these adta No freedom 
from inf r ingmenl  of anv pa,?r)f. copvright or trademark is to be in fer rea 



1 .  I 
I 

Stpbk 
None under  normal use.  

X 

Hazardous 
Polymerization 

~~ 

Health Hazar $ / A  Ute aod C h m c )  , 
Estimacei & t a l  dose of m e t h a r b i t a l  i n  humans = 2 g. LD50 = 500 mgfkg i n  mice f o r  

May Occur Conddlons to A v d  

Will No4 Occur 
None under normal use.  

X 

- - - - m e t h a r b i t a l .  . - - - . N: knoG o c c u p a t i o n a l  exposure h a z a r d s .  

f o r  c l i n i c a l  h e a l t h  hazards .  
Carcinogenicity NTP? IARC M ~ n ~ g r # ?  

Consul t  t h e  Phys icdans '  Desk Referenc 

0 ARtgulrrted7 
P O  Nn No 

NA onm NA MBchanLal (Gotmral) 

Sims and Syf'pptoms of Exposure 
Hone expbcted f o r  o c c u p a t i o n a l  exposure.  Refer  t o  t h e  PDR c l i n i c a l  symptoms. 

V enti lairon local Exhaust 
NA 

Medical Condi ions 
Generally Agglavated by Exposure 

None k n o m  f o r  o c c u p a t i o n a l  exposure.  Refer t o  t h e  PDR f o r  c l i n i c a l  i n f o ~ m a t i o h .  

NA %-a 

Emergency am First Aid Procedures 
V P  ce of exDosure. I f  skin  o r  eye  c o n t a c t ,  f l u s h  w i t h  copiotts amopnts of 

water. 
Section VI1 ,- Precautions for Sate Handling and Use 

If i r r i t a t i o n  develops  o r  symptoms of t o x i c i t y  o c c u r ,  seek medici.1 a t t t n t i 0 n . q  
I- 

Steps to Be Taken in Case Material Is Aeleasea or Spilled 
No special  procedures  r e w i r e d .  

sal et cd wt$%% Q? I n  accordance  with l o c a l ,  s ta te  and f e d e r a l  r e g u l a t i o n s .  

Precautions 10 $e Taken In Handling and Stonng 
No s p e c i a l  p r e c a u t i o n s  r e q u i r e d  under  normal L se. 

Ofher Precautions None r e q u i r e d  under  normal use. 

I --+--mi NA NA 
Other Protective Clothing of Equipment 

NA _. - 
Use good c l i n i c a l  and h y g i e n i c  practices.  WorxWygtenIc P ~ ~ I c ~ M  

. -  

NA = Not Applicable R g . 2  
ND = No Data 
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IOLNTlfY (As Used on L W  and bst) 
Halazone 

Material Safety Data Sheet 
Nocc Blank sprces am ncr m r t r e d .  n a n y  tfem is nor apoiicaore 3r 70 

inlonnatm is avlukbls the space must fm markea to muica ’e  ins! 

Abbott Laboratories 
Address (Number Stmet. Crw. Sam. and ZIP Code) 

Pharmaceutical Products Division 

1400 Sheridan Road 

North Chicago, Illinois 60064 

11 57 Section I Li t N 
Manufacturer’s Name 1 Emergency Telephone Number 

bid 
(312) 937-6100 

Telaphone Numow tor Intormation 

Date P r e p a r e d  
13121 937-7350 

July 20 ,  1987 

I 

Evoporarlon Rats 
NA (Butyl kcetate = 1) 

Vapor Density (AIR = 1) 

RTECS No. DG8100000) 

NA 

Section 111 - PhysicaKhemical Characteristics 
Specific Gravity (ti20 = 1) NA &iring Point 

Flash Pant (Methad Usad) Flammable Limlts LEL 
NA 

Vapor Pressure (mm Hg J 

UEL 
NA 

I NA I Point 

- 
Apvearance ana Odor 

Tablets 

Unusual Flre and ExploYon Hazards 
None known 

U 
b 

The in format ion and recommendat ions contained here in are based upon tes ls  be l ievedto be rel iable However.  Abbott Laboratories does nor guarantee their accuracy or 
completeness NOR SHALL ANY OF THIS INFORMATION CONSTITUTE A WARRANTV WHETHER EXPRESSED OR IMPLIED AS TO THE SAFEW OF THE GOODS THE 
MERCHANTABILITY CF THE GOODS OR THE FITNESS OF THE GOODS FOR A PARTICULAR PURPOSE Adjus tment  to conform w i t h  actual condit ions of usage mav be 
requi red Abbott Labora:Qries assumes n o  responsibi l i ty for results obtained or for incidental or c o n s e w e n t i a l  damages arising from the  use of these dara No freedom 
from In i r ingment  of any copyright or trademark is to be interred 

I I  1 
I / I  



I I 

Stalnli(y Unstabte cumtons to A v a d  

staeb 
None under normal use .  

X 

Hazardous 
Polymerization 

Health Hazards iAcure ana Chmrc) 
i n  I ??nn in r a t q  f o r o n e .  P o s s i b l e  s k i n  and 

Mchlorosul famoyl  benzoic  a c i d  is  a s e v e r e  e y e  i r r i t a n t  i n  - 
aftor ri 

IARC Monographs? €e" C a r c i n o g e n i c i w j  N~ NTP' 
No 

May Occur Condttms to Avold 

Will N U  Occur 
X 

None under normal use.  

Sians and Symptoms of Exposure 
Eye r e d n e s s  

Ventilatm Local Exhaust 
NA 

Mechatlid (WJ 
NA 

Medical Conditions 
Generalv Aaaravated bv Exwsure 

spcvr 

orrm 
NA 

NA 

htlt hnl-  W O ~  b~ u e l v  t o  aggravate s k i n  o r  o c u l a r  lens 0: resp i ra torZl fe  a: 
Emergency #and First A d  Procedures 
m v e  from s o u r c e  of  exposure.  I f  s k i n  o r  eye  c o n t a c t ,  f l u s h  w i t h  copiou;  amou ts of  
water. If i r r i t a t i o n  develops  or symptoms of t o x i c i t y  o c c u r ,  s e e k  tnedicaI&- 

I r  7 1  

Section VI1 - Precautions for Safe Handling and Use 
Stem to Be Tanen in Case Material Is Released or Sp~lled 
No special  procedures  r e q u i r e d .  

Waste Disposal ethod 
Dispose o r  in accordance  w i t h  l o c a l ,  s t a t e  and f e d e r a l  r e g u l a t i o n s .  

Precautions 10 Be Taken in Handling and Storing 
No special  p r e c a u t i o n s  r e a u i r e d  under norrn#il usel. 

Other Precautions 
None r e q u i r e d  under  normal use.  



Material Safety Data Sheet 

Manutacturer s Name 

Address (Number Street. CtCy. state and ZIP WJ 
Abbott Laboratories 

Pharmaceutical Product, Division 

Emergency TeWone Numbw 

Te(rDhom, Number tor Intormation 
(312) 937-6100 

(312) 937-7350 
Date Prepared 

July 20 ,  1987 1400 Sheridan Road 

NA Vapor  Pressure (mm Hg ) 

~ ~~ 

North Chicago, Illinois 60064 

Mo~tng Pant 
ND 

Section II - Haurdour Ingredientdldentity Information 
Otner Limits 

Hazardous Components (Spectfc Chemcal Identity Common Namqs)) OSHA PEL ACGIH TLV Recommended 5 1 ~o~honalt 

0.2% * Deserpid  ine  NA NA 
tC- 1 3 1  - 01 - *  0,JXEU No. ZG0875n001 

Vapor Density (AIR = 1) 

* Internal employee exposure l i m i t  
/ 3 (B = -  WA 1 

Evaporatmn Rate 
NA (&rly( Acetate = 1 )  NA 

Section 111 - PhyJcaUChemical Characteristics 

Flash Pant (Method Used) 

Boiling Point 

NA UEL 1 LEL NA Flammabb Limits 

Specihc Gravity (Hfl = 1 )  I NA 1 

The informat ion and recommendat ions conta ined herein are based upon tests believed 10 be re l iable Howover. Abbott Laboratories does not guarantee their accurack or 
completeness NOR SHALL ANY O f  THS INFORMATION CONSTITUTE A W A R R A N N  WHETHER EXPRESSED OR IMPLIED. AS TO THE SAFEN OF THE GOODS THE 
MERCHANTABILITY CF THE GOODS OR THE FITNESS OF THE GOODS FOR A PARTICULAR PURPOSE A d l u i t m e n t  tocon fo rm wi th  actual  conditions of usage may oe 
required Abbott La0ora:aries assumes no responsibil i ty for rasul ls obtained or for incidental  or consequential damages ar is ing from the use of these ddta No freedom 
f rom infr ingment ot any pa,?nt Copyright or trademark is IO be in fe r red  
I 

I I I1 1 1  I I 
I 



SIaelllfy 

I 

Carcinogenicity NTP? IAAC MoOographs7 OFoA Rquhted7 No No 

unstabb condmonst Avold 

X stae). 
%one under normal use.  

Sians and Sym toms ol Eaposure 
None ex&ted f o r  o c c u p a t i o n a l  exposure .  Refer  t o  t h e  PDR c l in i ca l  symptoins. 

Hazardous 
Polymerization 

Medical Conditibns 
Generally Aggravated ay Exposure 

- 
May Occur condlltons Io A v M  

Will N U  Occur 
use .  

X 

&no ~nnu!n f o r  0t-r e f e r  t o  t h e  PDR f o r  c l i n i c a l  infor inat ion, .  
Emergency and First Aid Prcd- 

water. 

Section VI1 - Precautions for Safe Handling and Use 

No special  Drocedures  r e a u i r e d .  

v e  fr,om s o u r c e  of  exposure .  I f  s k i n  o r  eye c o n t a c t ,  f l u s h  w i t h  copiou.3 amoupts o f  

e I f  i r r i t a t i o n  deve lops  o r  symptoms of t o x i c i t y  occur ,  s e e k  medica l  a t t en i t i on .  

Steps IO Be Taden In Case Matenal Is Released or Spilled 

Ventilatmn 

Waste O~sposar Method 
Dispose  o f  i n  acco rdance  w i t h  l o c a l ,  s tate,  and f e d e r a l  r e g u l a t i o n s  

Local Exhaust sp.arJ 

Mecnanzal fGomm0 ottw 
NA NA 

NA NA 

Precautions IO @e Taken in Handling and Slonng No s p e c i a l  p r e c a u t i o n s  r e q u i r e d  under  norma.. use .  

OIher PreCautMs 
None r e q u i r e d  under  normal use.  

Protective Glova 
NA 

V4orWHygienic Pfactices 
Use good c l i n i c a l  and h y g i e n i c  practices.  

NA = Not Applicable - 2  
NO = No Data 



A I I O T T  a 
Abbott Laboratories 

Material Safety Oata Sheet 

-~ 
(312) 937-6100 

IDENTITY (As Used on Labd Md bst)Janimin@ Note Blank W e s  am nct mrrmnee I f  a n y  rtom is nor m i c a n a  3r 70 
ntmrrhon is avcukbb. me space mufl be mama ro Inuica'e 'nar HvcIrprhloLjdP T a h l e r a  TTSP 

Section I List No. 1897, 1898, 1899 
Manufacturer s Name 1 Emeroencv Tereonone Number 

w 

NA 

NA 

Bolllng Point 

Vapor Pressure (mm Hg ) 

NA 

ND 

Specitic Graviry ( H f l  = 1) 

Metting Point 

Pharmaceutical Producta Division (31 2) 937-7350 
Date Prepared 

July 20,  1987 1400 Sheridan Road 

North Chicago, Illinois 80064 

a 

Hazardous Components (Specit% Chemccal ldentlry Common Narnefs)) OSHA PEL ACCIH TLV Recommended c c  ropriona 

Vapor Density (AIR = 1) 

Imipramine Hydro c hlo r i d e  NA NA NA 12.5-21 
(CAS N O .  113-52-0; RTECS N O .  1925000) 

Evmration Rate 
NA r6uryl Acetate = 1 )  NA 

~ ~~ 

* percentage var ies  with dosage form 

Extinguishmg Media 
Use media appropriate for  primary cause of f i r e .  

Special Fire Fighting Procedures None known 

Unusual Fire and Exploslon Hazards 
None known 

~~ ~ 

r 
The Informat ion and recommendationscontained herein are based upon tests believed to be rel iable However Abbot! Laboratoriesdoes not guaranree their accuracv or 
compieteness NOR SHALL ANY OF THIS INFORMATION CONSTITUTE A WARRANTY WHETHER EXPRESSED OR IMPLIED AS TO THE SAFETY OF THE GOODS THE 
MERCHANTABLLITY CF THE GOODS OR THE FITNESS OF THE GOODS FOR A PARTICULAR PURPOSE Adlusrment  to conform w i t h  actual condi t ions of usage mav be 
reQulred Abbot1 Labora:ories assumes no responsibnlitv for results Obtainad or for incidenlal  or consequential damages arising from the use of these ddla No freedom 
from ~ n f r i n g n ~ r r t t  of any p a , m  cupvright or trademark is 10 be Inferred - 

I I I /  



Stablily 

- Health Hazard$ /Acure and CbronrcJ 

una- Conlttmr to A v a d  

stable 
None under  normal use.  

X 

n~ of 5e i n  a d u l t s ,  
- T  ~~ 

ra t s .  Inice. and dogs f o r  imipramine h y d r o c h l o r i d e .  Imipramine 

Hazardous 
Polymerization 

t o  c a u s e  e y e ,  s k i n ,  and r e s p i r a t o r y  t rac t  i r r i t a t i o n .  
IAAC Monographs7 0 S O  HA Replated7 Carcinogenlcily NTP? 

NO No 

- 
May Occur Conditions 10 Avold 

Will N U  Occur 
None under normal use.  

X 

Sans and !Symptoms of Exposure 
done expkcted f o r  o c c u p a t i o n a l  exposure.  Refer  t o  t h e  PDR f o r  c l i n i c a l  s!mptom$. 

Ventilatmn 

Medical Conaloons 
Generallv Agghvalw by Exposure 

1””” NA 
Local Exhaust 

NA 

f n t  n r r t i  *mol 
M t r s t  Aid Procedire$ 
R e m o v e l r o m  s o u r c e  of  exposure.  I f  s k i n  o r  eye  c o n t a c t ,  f l u s h  w i t h  copioiis amounts of  w=‘e: 

Protective GbvbJ 
N A  

w i t a t i o n  develops  o r  symtpoms of t o x i c i t y  o c c u r ,  s e e k  medical  a t ten t : .on .  . .  
Section VI1 - Precautions for Safe Handling and Use 
Steps to Be T+en in Case Matenal IS Released or Sptlled 

No sDecia1 Drocedures r e a u i r e d .  

Ey. Prdacmn 
NA 

W te Disposal etrpd f i s p o s e  DY i n  accordance  w i t h  l o c a l ,  s t a t e  and f e d e r a l  r e g u l a t i o n s .  
1 

Precautions to Be Taken in Handling ana Slonng 
No special p r e c a u t i o n s  r e q u i r e d  under normal use.  

Other Precautions 
None r e q u i r e d  under  normal use.  



a ...OTT 

IDENTITY (AS u w  on LW and bsr) K - L o W  Potassium 
Chloride f o r  Oral Solution,  USP Powder 

Material Safety Data Sheet 
~ 0 l c  Blank spaces am mr pennrnc~ If any /rem Is nor wcurcaoe gr q0 

mtwmatnm /s avulse. fhe space must te marked to ma1ca.e :hat 

Manufacturer s Name 

Address (NumkK Slrest. city. State. and ZIP W l  
Abbott Lrborrtories 

Emergency Telephone Number 

Tekphono Number lor information 
(312) 937-6100 

1 

North Chiago, Illinois 80064 

Section II - Hazardous Inqredicnts/ldentity Information 

Pharmrcrutial Products Division 

1400 Sheridan Road 

- - 
Other Limits 

3 s  rmriona Hazardous Components (Specihc Chemtcal Identity. Common Namws)) O S H A  PEL ACGlH TLV Recommended 

P o t a s m i d  P -- -_ N A  NA N A  - -  ? A& 

(CAS NO. 7447-40-7; RTECS NO. TS80.50000) 

(312) 937-7350 

.Tulv 213. 1987 
Date Prepared 

* percentage var ie s  w i t h  dosage form 

Boiling Point 
NA 

V 

Specific Gravity (lip = 1 )  
NA 

Section 111 - Physical/Chernical Characteristics 

Vapor Pressure (rnm Wg ) 

Vapor Density (AIR = 1 )  

Melting Pant 

Evaporatlon Rate 
NA ND 

NA (Butyl Acetate - 1 )  NA 

Flash Pant (Method Used) Flammabte Limits LEL 
NA 

Ea in uishin Media 
3sO me8ia appropriate f o r  primary cause of f i r e .  

UEL 
NA 

._ - 
Special Flre F ightng Procedures 

None known 

Unusual Fire and Explosion Hazards 
None known 

The in format ion and recommendat ions contained here in are based upon tests Believed to be rel iable However.  Abbott  Laborator iesdoes no! guarantee the!r accuracv or 
completeness NOR SHALL ANY OF THIS INFORMATION CONSTIT'JTE A WARRANTY. WHETHER EXPRESSED OR IMPLIED A S  TO THE SAFETY OF THE GOODS THE 
MERCHANTABILITY CF THE GOODS. OR THE FITNESS OF THE GOODS FOR A PARTICULAR PURPOSE Ad jus tment  t o c o n f o r m  w i th  actual condi t ions of usage mav be 
requl red Abbott  Labora:ories assumes n o  responsibility for results oblained of for Inctdenral or consequent ia l  damages arising f rom l h e  use of these dara Yo freedom 
f r o m  in f r ingment  of any pa,?nL copyright or trademark is I o  be in fer red 

I I I 1  / I  I I 



HazardOus May Occur Condttions 10 Avod 
Polvmeriration None under  normal use 

MahanraI (-1) 
NA 

I I 

Will NU Occur 
v 

mu 
NA 

I [ A t  

Section VI - Health Hazard Data 

Health Hazards; (Acute and C h m c )  

mice ,  and guinea  p i g s  w i t h  po ta s s ium c h l o r i d e .  

i n  r a b b i t s .  

-Oral T g L Q  i n  D in women. r,D50 = 2500-3314 n /k i n  r a t s  
1 -?-- I a 

Potass ium c h l o r i d e  is a serere e e i r r i t a n t  
v 

Carcinogenicity NTP? IAAC Morographs? OSHA Reguuhled? ’ 
Nn No NO I 

Sians and SyrnQromr ot Exposure 
None expqcted f o r  o c c u p a t i o n a l  exposure .  Refer  t o  t h e  PDR f o r  c l i n i c a l  spnptoms. 

Medical Conditibns 
Generally Aggrlvaled by Exposure 

fnr n r r l  inna l  P-P. R ~ f p r  r o  the P u r  c l i n i c a l  in for nation^. M z z x s i %  
V P  f d o m c e  o f  exposure .  If bk in  o r  eye c o n t a c t ,  f l u s h  w i t h  copiou3 amouplts of 

n develoDs o r  symptoms of t o x i c i t y  o c c u r ,  s eek  medical  a t t e n l t i o n .  e - Section VI1 + Precautions for Safe Handling and Use 
I 

Steps to Be TaYen in Case Material IS Released or Spilled 
No S p e c i a l  p rocedures  r e q u i r e d .  

Waste O~sposal Method 
Dispose  04 i n  acco rdance  w i t h  l o c a l ,  s ta te  and f e d e r a l  r e n u l a t f o n s .  

Precautms IO ae Taken in Handling and SlOnng No s p e c i a l  p r e c a u t i o n s  r e q u i r e d  under  normal use. 

otherPrecautohs None r e q u i r e d  under  normal use .  

NA Venlilatton Local Exhaust 
%T A 

Other Prolecttve Clothing of Equipment 

WorWHygenr Ptaclicsr 

NA 

Use Rood c l i n i c a l  -t+roc , 
N A  = Not Applicable - 2  
ND = No Data 



Material Safety Data Sheet 

Pharmaceutical Products Division 

1400 Sheridan Road 

North Chicago, Illinois 60064 

Abbott Laboratories I (312) 937-6100 
Address (Number Streef. City, Slate. and ZIP CcW 1 Tokipphone NumW tor Information 

(312) 937-7350 
Date Prepared 

J u l y  20, 1987 

Boiling Point 

Vapor Pressure (mm Hg ) 

NA 

ND 

Specihc Grav i ty  (H@ = 1) 

Melting Point 

NA 

NA 

NA Vapor Density (AIR = 1) 

Solubility in Water 

Appearance and Odor 

S o l u b l e  - 
Yellow Oval T a b l e t s  

NA Evaporatcon Rate 
(8uryl Acetate = 1 )  

Section IV - Fire and Explosion Hazard Data 
Fiammaole Limlis LEL 

NA 
Flash Pant (Method Used) .. 1 UEL 

NA 
U L  I I I 
Extinguishing Media 

Special Fire Fighting Procedures 
Use media a p p r o p r i a t e  for pr imary  c a u s e  of  fire. 

Unusual fire and E x p l o s ~ ~  Hazards 
None known 

The in format ion and recommendat ions contained here in are based upon rests believed to be rel iable However. Abbot1 Laboratories does nor guarantee tneir accuracv or 
completeness NOR SHALL ANY OF THIS INFORMATION CONSTITUTE A WARRANTY WHE'HER EXPRESSED OR IMPLIED AS TO THE SAFEW OF THE GOODS THE 
MERCHANTABILITY CF THE GOODS OR THE FITNESS OF THE GOODS FOR A PARnCULAR PURPOSE Adlus tment  to conform with actual condit ions of usage mav De 
required Abbott  Labora:wies assumes no responsibi l i ty for results obtalned or for incidental or consequent ia l  damages arising f rom the use of tnese data No f reedom 
f rom in f r ingment  of anv Da,?nt CoDvright or trademark I S  to  be in fer red 

I I I /  , I  I I 



I I , 

St&Illry U n S W  

Staeb 

Corrdmonr 10 Avad None under  normal use. 

x 

- 
UnIkfCely C l i h ! 7 R o u t e  Routqs) 01 Entqt lnhala 10n7 

U ni ike 1 y 

Hazardous 
Polymerization 

~ ~ ~~ 

Health Hazards /Acute and Chronc) 
a3i TnTn,r 3n m g j k z  fn 
mice, and gu inea  p i g s  

in r a b b i t s .  
Carcinogeniciry NTP? IAAC Monographs7 OSHA Re~tbted7 

Nn No No 

- 
May Occur Conditions to A v d  

Will NU Occur 
None 1 1 s ~ -  

X 

Sians and Symptoms ot Exposure 
None expedted f o r  o c c u p a t i o n a l  exposure .  Refer  t o  t h e  PDR f o r  c l i n i c a l  symptoms. 

NA 
Mechancd (General) 

NA 

~- 
Medical Conattions 
Generaiiv Aaarauated bv Exwsure 

NA 
OHm 

NA 

~~ 

None known f o r  o c c u p a t i o n a l  exposure .  
Emergency and ktrst Ai4 Procedures 

water. 

Section VI1 - Precautions for Safe Handling and Use 
Steps to Be lakdn m Case Matenal Is Reieased or Sp~lled 
No special ,  Procedures  r e q u i r e d .  

Refer  t o  t h e  PDR for c l i n i c a l  i n fo rma t ion .  

ve f r o n  s o u r c e  of  exposure .  I f  s k i n  o r  eye  c o n t a c t ,  f l u s h  w i t h  copious  amouqts of 
If' i r r i t a t i o n  deve lops  o r  symptoms o f  t o x i c i t y  o c c u r ,  s e e k  medica l  nt tent i ion.  

W+te Oi~powi Method 
Dispose $of i n  acco rdance  w i t h  l o c a l ,  s t a t e  and f e d e r a l  r e n u l a t i o n s .  

Precautions to Be Taken In Handling and slonng No s p e c i a l  p r e c a u t i o n s  r e q u i r e d  under normit1 use1 

Other Precautms 
None r e q u i r e d  under  normal use .  

Section Vlll + Control Measures 

Veniilatm I  oca Exhaust 1- 
Respratory Ptaabm (SpOcdy r W )  NA 



Material Safety Data Sheet 

Abbott Laboratories 

yr*r' Section I L i s t  No. 3142 
Manutacturer's Name r Emergency Telephone Number 

(312) 937-6100 

Pharmaceutical Producta Division 

1400 Sheridan Road 

(31 2) 937-7350 
Date Prepared 

J u l y  20. 1987 

North Chicrgo, Illinois 60064 

Vapor Pressure (mm Hg.) 

Vapor Density (AIR = 1)  

Section 11 - Hazardous Ingredientr/ldantity Information 

Hazardous Components (Specific Chemlcal Identity. Common Name&)) OSHA PEL ACGiH TLV Recommended 2 0  iocvionaii 

c/ 
Other L im i t s  

NA NA NA 0.37% 
(CAS NO. 57-33-0; CQ6125000) 
Sodium Sacchar in  NA NA NA 0.3% 

Melting Pant 

EvoPoratKm Rate 
(Butyl Acetate = 1 ) 

ND NA 

Nn M A  

CS No. DE455500001 

I 

1 (PAS Nn hh-17-40 RTFPS 1-m- NA 
(1900mg/m3) (1900Tng/m3) 

18X 
KQ6300000) 

ND 1 ND 

W 

Section 111 - Physical/Chemical Characteristics 
Boiling Point 1 1 Spscific Gravity (Hfl = 1 )  

ni A 

A p p e a r a n c e  and 086; 
Orange c o l o r e d  l i q u i d  

Section IV - Fire and Exphion Hazard Data 
Flash Potnt (Method Used) I Flammable Limits I LEL 1 UEL 

Unusual Fire and Exploscon Hazards 
Product c o n t a i n s  prhvl  ai r- is flammahl~ 

V 
b 

The in format ion and recommendat ions contained here in are based uDon tests believed10 be rel iable However,  Abbott Laborator iesdoes not guarantee [heir aciuracv or 
completeness NOR SHALL ANY OF THIS INFORMATION CONSTITUTE A WARRANTY WHETHER EXPRESSED OR IMPLIED AS TO THE SAFErY OF THE GOODS THE 
MERCHANTA8ILITY L F  THE GOODS OR THE FITNESS OF THE GOODS FOR A PARTICULPR PURPOSE Ad jus tment  to conform w i th  actual condit ions of usage may be 
requi red Abbott  l.abora:wies assumes no responsibi l i ty for results obtained or for incidental or consequent ia l  damages arising f rom the use of these data No freedom 
f r o m  infr ingment of any p a c n t  copyright or trademark IS to be interred 

I $ 1  I I  I 



I Statnlny UflsllMI 

8- 
I I I 

Jane m Incompatiotlity (Manna/$ io Awo,d) 
under  normal u s e .  

Hazardous O&ompoJct!on or B y p o a ~ a s  

Polymerization None under  normal use .  

- 
- 

Will Nd Occur 
V 

Condnions 10 A W  
None under normal use .  

X 

I I A (  

Section VI - Health Hazard Data 
Routqs) ot Entry 83'1%%iy L%flkely 
Health Hazard) (Acuie and Chmnrc) 
Oral  Tn1.n 3 
r a b b i t s ,  and rats w i t h  p e n t o b a r b i t u a l  sodium. About 2-log of b a r b i t u r a t e s  ( i n g e $ t e d )  

are l e t h a l  i n  humans. 

1nge~tm9 
C l i n i c a l  Route 

n. TDLo = 6 . 4  mn/kn men, LD50 - 60-239 mg/kg i n  i ,u inea p i g s ,  mice,  

E t h y l  a l c o h o l  is a s k i n  and e y e  i r r i t a n t  and is k n w n  to '  produce . .  l i x  
v> - .. - 

OS A Replatee? 
740 

Carcinogenicity NTP? MAC Monographs7 
YPS No 

S a c c h a r i n  produced b l a d d e r  tumors i n  animal b i o a s s a y s .  
Sans and Sy pioms 01 xposure 
None ex&cted f o r  o c c u p a t i o n a l  exposure.  R e f e r  t o  t h e  PDR f o r  c l i n i c a l  sjmptom$. 

fnr n r r  Refer  t o  t h e  PDR f o r  c l i n i c a l  informatior).  
rst Aid P f c d v  

m o v e  fto m s o u r c e  o f  exposure.  

Section VI1 :- Precautions for Safe Handling and Use 
Steps to Be Taken in Case Material Is Released 01 Spillad 

I f  s k i n  o r  eye  c o n t a c t ,  flush w i t h  copious  amoqnts of  

w a t e r .  I f  i r r i t a t i o n  develops  or symptoms of t o x i c i t y  o c c u r ,  s e e k  medical 

No svec i$ l  procedures  r e q u i r e d .  - 
WaSle Di.spcw Method 

fP- -n accordance w i t h  l o c a l ,  s t a t e ,  and f e d e r a l  a e g u l a t i o n s .  

Precautions to @e Taken in Handling and Stonng 
P r o t e c t  trom f r e e z i n g .  

hher Precautiohs 
None r e q u i r e d  under normal use .  

NA 
Ventilation Local Exhaust 

NA 



Material Safety Data Sheet 
IOENT~TV (AS used on labd and ust) N e m b u t a p  Sodium 

i e c t i o n .  USP S o l u t i o n  P e n t o b a r b i t a l  Sodiu m I n  
Note Blank spaces am nct permr/tea /! any rim IS not amiicaoe ar 10 

inlonnrfm 1s avahe& the space must be mdrkgd to indicae : h a  

b d  L i s t  No. 6899, 3778 
Manufacturer’s Name 1 Emwmcv Telephone Number 

Pharmaceutical Products Division 

1400 Sheridan Road 

I - .  
Abbott Laboratories (312) 937-6100 

A d d r e s s  (Number Street City, Sam. and Z/P coda) 1 Telephone Number for Intormatton 
(312) 937-7350 

Date Prepared 
A June 30, 1987 

Boiling Point 

Vapor Pressure (mrn Hg ) 

Vapor Density (AIR = 1) 

ene 01 NA NA * 40% 
(CAS N O .  57-55-6; RTECS NO.  TY2000000) 

Specitic Gravity (Hfl = 1) 

Metling Poinl 

Eveporatlon Rare 

ND xn 
ND NA 

ND (Butyl Acetate = 1 )  ND 

E t h y l  Alcohol  lOOOppm lOOOppm NA 10% 
(CAS NO.  64-17-5; RTECS N O .  KQ6300000) 3 3 (19004m ( 1 9 0 m / m  

Flash Point (Methad Used) Flammable Limits 
ND 

* AIHA - w e e p =  50 ppm t o t a l ;  1 0  mg/rn’ a e r o s o l  

LEL UEL 
ND ND 

Extinguishing Media 
Water, CO,, d r y  chemical  
Special Fire Fighting Procedurcw 
None known 

Unusual F i re  and Expiowon Hazards 
None known 

W 
The informati,on and recommendationscontained here in are Based upon tests bel ieved lobe rel iable Howover.  Abbott Laboratonesdoes not guarantee their accuracv or 
completeness NOR SHALL ANY OF THIS INFORMATION CONSTITUTE A W A R R A N l Y  WHETHER EXPRESSED OR IMPLIED, AS TO THE SAFETY OF THE GOODS THE 
MERCHANTABILITY CF THE GOODS. OR THE FITNESS OF THE GOODS FOR A PARTICIILAR PURPOSE Adjus tment  roconform w i th  actual condi t ions of usage m a y  be 
regutred Abbot1 Labora:wies assumes n o  resoonsibi i i ty for results obtained or for  incidenral or consequent ia l  damages arising f rom the use of  these data NO freedom 
f rom infr inarnen! oi anv o a c n t .  CODvriDht or Trademark is  IO Be in fer red 

I I 
I 1  , I  I I 



Staeiliry unstam 

slam 
Pltlons one un 2 er normal use .  

x 

Section VI - Health Hazard Data 
s i  7 \ngssrlong 

-v Unklkely Inh a 
UneiELy  Route(s) of Entty 

Health Hazards IAcufe and C h m c )  
.n 3 hn Tn1.o = I ,  men. LD50 = 60-239 mglkg i n  g i i n e a  p i g s ,  n ice ,  

r a b b i t s ,  and r a t s  w i t h  p e n t o b a r b i t a l  sodium. About 2-log of b a r b i t u r a t e s  ( ingesked)  a r e  

1 .  ~ t h v l  nlrnhpl is a eve  i r r i t a n t .  and is known t o  produce l i v e r ,  i n j u r y .  
0 HA Regdated7 ' 
%O 

Carcinogenicity NTP? IAAC Monographs? 
NO No 

Polymerization 

Signs and Syrn$toms 01 Exposure 
None exDected f o r  o c c u p a t i o n a l  exposure .  Refer  t o  t h e  PDR f o r  c l i n i c a l  synptoms~. 

None under normal u s e  
Will Nu Occur 

X 

Medical ConditiQns 
Generally Aggrqated by Exposure 

None known f o r  o c c u p a t i o n a l  exposure .  Refer  t o  t h e  PDR f o r  c l i n i c a l  infonnat ioni .  

Veniilatmn Local Exhaust 
hi A 

MBcnpiar (Germfar) 

~ 

Emergency and First Aid Procedures 
V P  fw s o u r c e  of exoosure .  I f  s k i n  o r  eye c o n t a c t ,  f l u s h  w i t h  copiou3 amoupts o f  - 

on deve lous  o r  symCltorns of  t o x i c i t y  occur ,  s e e k  medica l  a t t en i t i on .  
Section VI1 - Precautions for Safe Handling and Use 
Steps to Be Tarden In Case Material IS Re(eased of Spilled 
No s p e c i q l  procedures  r e q u i r e d .  

spwr 
NA 

0 t h ~  NA 

Waste O~sposar Metnod 
o of i n  a r r , o rdance  w i t h  l o c a l ,  s t a t e ,  and f e d 2 r a l  r ~ e g u l a t i o n s .  

Precautions to Be Taken In Handling and Slonq 
P r o t e c t  Crom f r e e z i n g .  

Other Precarrtid 
None r e q u f r e d  under normal use .  

Protective Gbvey 
N b  

I Eya Pmtrcbol, 
NA 

L. c1 I 
I 

mh Other Protective Clothing or Equipment 
N A  

v4ofVHygieoic Ptactices 
ri s17niral . .  and h-CtlrPq. 

N A  = Not Applicable k g . 2  
ND = No Data 



Material Safety Data Sheet 

'Vapor Density (AIR = 1) 

' O  
NO~C Bank spsc~s 8m ncr pcmnt~ea If any rtem 1s not aoo/cao/e 31 no 

i n t m h o n  IS wad&b. MI spue must tm marked :o marca'e mar 
embuta TlTY As U 

'yapsuf  es %%!it%@I%! :odium zp:uy:s, US{ 

Section I L i s t  No. 3120, 3150, 3114 
Manufacturers Name I Emaqsncy Telephone Numbac 

hJd 

Evlpotattwxr Rate 
NA (Butyl Acetate - 1 )  NA 

I - .  
Abbott Laboratories (312) 937-6100 

Address (Number Street. C q ,  Stare. and ZIP codr) I Telephone Numtm for Information 

Flash Pant ( M e t M  Used) Flammable Limits 
NA 

Pharmaceutical Products Division I (312)  937-7350 

LEL UEL 
NA NA 

1400 Sheridan Road 

The in fo rmat ion  and recornrnendar\ons contamed here in  are based upon tests bel ieved to be  rel iable However. Abbott Laboratories does not guarantee [heir accuracy or 
completeness NOR SHALL ANY OF THIS INFORMATION CONSTITUTE A W A R R A N W  WHETHER EXPRESSED OR IMPLIED, AS TO THE SAFETY OF THE GOODS THE 
MERCHANTABILITY CF THE GOODS. OR THE FITNESS OF THE GOODS FOR A PARTICULAR PURPOSE Adjustment  to conform w i t h  actual conditions of usage may be 
r w u l r e d  Abbott Labora:mes assumes no responsibilttv for resul ts obtained or for incidental  or consequential damages ar is ing f rom !he use of these ddla No freedom 
f rom Infr ingment of any pa,?nt copvrtgnt or trademark is 10 be inferred d 

I Date preMrcM Julv 20.. 1987 

i 

- 
Sgna 

North Chiago, Illinois 60064 
I - .  A 

Section II - Hazardous Ingrediitdldsntity Information U 
~ 

Other Limits 
Hazardous Components (Spectfk ChefnUal Identity Common NamMs)) OSHA PEL ACGIH TLV Recommended 't toprional 

P e n t  obarb i t  a1 Sodium NA NA NA 22-65%* 

* percentage var ie s  with dosage form 

Section 111 - PhysicaUChemical Characteristics 

NA 

1 ND 

Speci f ic  Gravity (Hfl = 1) 

MWtng Point 

NA 

NA 

Boiling Point 

Vapor Pressure (mm Hg ) I 

UnusuaI Fire and Explosion Hazards None 

I , I  , I  I I 



Section V 4 Fleactlvtty Data - 
None under normal use .  

Polymeritatton None under  normal use.  
Will Not Occur 

X 

H alth H r s AC &ral 8 f o k  #6'k%7%TCfn women, TDLo = 6 . 4  mg/kg men, LD50 = 60-239 mg/kg i n  guineg  p i g s ,  

Haarmus May Occur 

t s  w i t h  KIP- sodium. About 2-10g of b a r b i t u i a t e s  ( i n g e s t e d )  
are l e t h a k i n  humans. 

0 HA A ~ i h t e d '  
B O  

Carcmgeniclty NTP? IAAC Monographs? 
No No I 

Conditms lo Avad 

Sians and Symploms of Exposure 
None expebted f o r  o c c u p a t i o n a l  exposure .  

__3_____ 
Refer  t o  t h e  PDR f o r  c l i n i c a l  syn.ptoms4 

Medical Conartlo s 
GeneraWy Aqwafated by Excoosure 

Ventilatm 

~~ 

None knowfi f o r  o c c u p a t i o n a l  exposure .  Refer  t o  t h e  PDR f o r  c l i n i c a l  i n f o r n a t i o n ;  

V P  f r u u r r p  of w o s u r e .  I f  s k i n  o r  eye c o n t a c t ,  f l u s h  w i t h  copiouE 

n develoDs o r  symptoms of t o x i c i t y  o c c u r ,  s e e k  medica l  

Emergency and First Aid Procedures 

Section VI1 + Precautions for Safe Handling and Use 
Steps to 8e Takb in Case Material IS A ~ I ~ ~ S M  or SPIII~YJ No special procedures required 7 

- ___t.____ 
NA 

Local Exhaust sp.arl 

Mechanccal (Gmwu/) 0th.r 
NA 

NA NA 

Waste Olsposar wetnod __t_____ 
C o n t r o l l e d  Substance.  Dispose  of  i n  acco rdance  wi th  local, state and f ede :a l  re !p la t ions .  

__i_____ 
" B4 Taken In Hand"w and No s p e c i a l  p r e c a u t i o n s  r e q u i r e d  under  normal use.  1 

____c___ 
Other Precaution) 

None r e q u i r e d  under  normal use.  

~ Section Vlll - Control Mearum 
Respiratory Pmt&tm (w Tw) NA __+___ 

kVorWHygienic Practices 
Use good c l i n i c a l  and h y g i e n i c  p r a c t i c e s .  

N A  = Not Applicable 
N O  = No Data 



Material Safety Data Sheet 

Manufacturer's Name 

Address (Number Street C/W. State, and ZIP mi 
Abbott Laboratories 

Pharmaceutical Products Division 

1400 Sheridan Road 

North Chicago, Illinois 60064 

Emercpncy Telephone Number 

Telephone NumW for Information 

Date Prepared 

(312) 937-6100 

13121 937-7350 

July 20, 1987 

Pento barb i t a l  Sod ium NA NA NA 22-65? 

Flash Point (Method Used) Flammabb Limits LEL 
NA NA 

* percentage var ie s  w i t h  dosage form 

U E L  
NA 

Section 111 - Physical/Chemical Characteristics 
I 1 Bolllng Point I Specific Gravity (Hfl = 1 )  

NA 1 I NA 
Vapor Pressure (mm ng.) I I Melling Point I 

i I Evrpotatlon Rite  Vapor Density (AIR = 1 )  I 
I N A  I (BUVI Acetate = t )  i NA 

Use media appropriate for primary csuse o f  f i r e .  
Special Fire Fighting Procedures None known 

Unusual Fire and ExprosKJn Hazards 

W 
The in lormatton and recommendartoris conta ined h e r e m  are based upon tests bel ieved to be  rel iable However. Abbott  Laboratories does not guarantee lheir acLuracv 3r 
completeness NOR SHALL ANY OF THIS INFORMATION CONSTITUTE A WARRANTV WHETHER EXPRESSED OR IMPLIED AS TO THE SAFETV OF THE GOODS THE 
MERCHANTABILITY CF THE GOODS. OR THE FITNESS OF THE GOODS FOR A PARTICULAR PURPOSE Adlustment  l ocon fo rm with actual conditions of usage may be 
reauired Abbutt Labora :v ies  assumes no  responsibi l i ty  for results obtameo or +or inc identai  or Consequential damages arising from the use of lnese ddta No freedom 
f rom infr tngment of any Da,?nt copyright or rrademark is to be i n fe r red  

I I / I  , I  I I 



Section V - Rercthrity 01ta 
SIaOlllly 

s t m  
None under normal use .  

X 

Hazardous 
Polymerization 

Section V I  - Health Hazard Data 

May Occur ConddmS 10 A v M  None under normal use.  

H altn rl (Acut nd Ch ic) &a1 Wf$ = bd mgEg women, TDLo = 6.4 mg/kg men, LD50 - 60-239 mglkg i n  r a t s ,  i i c e ,  
gu inea  p i g s ,  and r a b b i t s  w i t h  p e n t o b a r b i t a l  sodium. About 2-log of 

I 

IARC Monographs7 E A  Aqplateu? 
No 

Venlilatm 

Sians and Sym~oms of Exposure , 
None expec ted  f o r  o c c u p a t i o n a l  exposure.  Refer  t o  t h e  PDR f o r  c l i n i c a l  symptomq. 

___c____ 

Locai Exhaus s#arr 

Mechanccal (GmmJi) orrwr 
NA NA 

NA N A  

Medical ConditiDns 
Generally Aqgr#valed by Exposure 

None known f o r  o c c u p a t i o n a l  exposure .  Refer  t o  t h e  PDR f o r  c l i n i c a l  i n f o r m a t i o d .  
Emergency and First Aid Procedurw 

V P  fe-sourre of e w e .  I f  s k i n  o r  eye c o n t a c t ,  f l u s h  w i t h  copious  amoqnts o f  

Pr- l f  it o r  symu t o w  of t o x i c i t y  o c c u r ,  seek medical a t t e d t i o n .  -! 
Section VI1 - Precautions for Sate Handling and Use 
Steps IO Be Taken in Case Material Is Released or Spilled No s p e c i a l  p rocedures  r e q u i r e d .  

Waste Disposal Method 
C o n t r o l l e d  subs tance .  Dispose of  i n  accordance  w i t h  l o c a l ,  s ta te ,  and fede :a l  r e B u l a t i o n s .  

Precautions TO Be Taken In Handling and Stonng 
S t o r e  - P o e  su - F) 

Other Pracautlons 
None r e q u i r e d  under normal use.  

NA 
Ey. - NA 

Protective Glove$ 

Other Protective Clothing or Equipment * XY A 

WoWHygicmr Ptactcm 

NA = Not Applicable k g . 2  

Use good c l i n i c a l  and h y g i e n i c  v rac tkes .  

ND = No Data 



Material Safety Data Sheet 

Abbott Laboratories 
A d d r e s s  iNumber S m t  Ctry State and ZIP G a y  

Pharmaceutical Producrr Division 

1400 Sheridan Road 

North Chicago, Illinois eo060 

(312) 937-6100 
Tolopme Numeor for I n fo rma t ion  

Date P r e p a r e d  
(31 2) 937-7350 

June 30, 1987 

(CAS NO. 64-17-5; RTECS NO. KQ6300000) (1900mg/m3) ( 19 oomg /m' ) 

Vapor Pressure (mm Hg.) 

Vapor  D e n s i t y  (AIR - 1) 

W 

Mening Po in t  

E v a p o r a t i o n  R a t e  
ND NA 

ND ~Bucyl Acetate = 1 )  NA 

Section 111 - Physical/Chtmical Characteristics 

Flash Pant (Method U s e d )  

Boiling Point 

Flarnmwe L im i t s  LEL UEL 
ND ND 

I Specific Gravity (Hfl - 1 )  
ND 

The in format ion and recommendalionscontained here in are based upon tesIs bel ieved to be rel iable However Abbott Laboratories does no tguarantec  their accurac'r or 
completeness NOR SHALL ANY OF THIS INFORMATION CONSTITUTE A W A R R A N N .  WHETHER EXPRESSED OR IMPLIED, AS TO THE S A F E R  OF THE GOODS THE 
MERCHANTABILITY CF THE GOODS. OR THE FITNESS OF THE GOODS FOR A PARTICULAR PURPOSE Ad jus tment  to conform w i t h  actual condit ions of usage may be 
requi red Abbort Labora:wies assumes no responsibi l i tv for results obtained or for incidental or consequential damages arising f rom the use of these ddla No freedom 
f rom in t r ingment  of any p a , m  copvrigh! or trademark is to be in fer red 

r 

I ND 

Unusual F i re  and Explowxl Hazards 
Product contains ethyl alcohol which is flammable Do not puncture or incinerate containe 

I I I  I 1  I 1 
I 



stalntlty una- 

s t w  

Health Hazards (Acure and Chnrrc) 
i n  ra ts .  mice.  gu inea  pigs, and r a b b i t s  

a1 r Et-alcohol is  a s k i n  and eve i r r i t a n t  and is known t o  

hydroch lo r ide .  LD50 = 5560-7060 mg/kg i n  r a t s ,  mice,  r a b b i t s ,  and 

Carcinogenicity NTP3 IARC Monographs3 
No NO 

C o n d d m s  to A 

A None u n g r  normal use .  

X 

Sans and Svm toms of xposure 
None e x p e t t e d  f o r  o c c u p a t i o n a l  exposure .  

___c____ 
Refe r  t o  t h e  PDR f o r  c l i n i c a l  sy iptoms.  

___c____ 

Hazardous 
Polymerization 

Medical Condttidns 
Generalb Aaararated bv Exwsure 

- 
May Occur Conddions to Avold 

Will N U  Occur 

I 

None under normal use .  

X 

fn r  n r r  P-e. Refer  t o  t h e  PDR f o r  c l i n i c a l  in fonla t ion l .  
m i r s t  Aid P r o c d F  

Remove f r D m  s o u r c e  of  exposure .  If  s k i n  o r  eye  c o n t a c t ,  f l u s h  w i t h  copiou:;  amoupts of 

water. I$ i r r i t a t i o n  deve lops  o r  symptoms of  t o x i c i t y  o c c u r ,  s e e k  medica l  
Section VI1 t Precautions for Safe Handling and Use 
Steps to Be rakjen In Case Material IS Reteasea or Spilled 

NO special  procedures  r e q u i r e d .  

Ventilation 

Precaurcons to Be Taken in Handling and Stonng I 

Do n o t  pupc tu re  o r  i n c i n e r a t e  container-.  Do no t  expose t o  h e a t  o r  s t o r e  a :  temppra tures  

above 1200F. 
__i____. 

Other Precautmk 

L 

- NA 

N A  NA 

Local Exhaust 
N A  

Mechand (Gemwal) otrwr 

NA 1 -  NA 
$A 

I 

m Omer Protective Clothing r Equipment 

WorYHygienic PrgCtces 
T r l i n i r z ~ l  1 enf r nrnr t .f r PG - 

-pi cable k g . 2  
ND = No Data 

I 



Material Safety Data Sheet 

Manufacturer s Name 

Address (Number Sheet City Stan and ZIP code) 
Abbott Laboratories 

Emorgancy Tecephone Number 

T e W m e  Number for Intormatton 
(312) 937-6100 

Pharmaceutical Products Division I 
I ne.- n 4 

Boiling Polnl 

Vapor Pressure (mm Hg ) 

Vapor Density (AIR = 1) 

(31 2) 937-7350 

Specific Gravity (lis = 1 )  

Mmnlng Pant 

Evaporatm Rate 

ND ND 

ND NA 

YD (Bury1 Acetate - 1 )  ND 

1400 Sheridan Road I I-rrrv*’ml 1.. . 

Fla%Pant (Method Used) 

North Chicago, Illinois 60064 

FlarnmatMe Limits 

uune 30, 1987 

Section II - Hazardous Ingrediants/ldentity Information v 
W Other Limits 

Hazardous Components (Specific Chmlcsl Identity. Common Name(s)) OSHA PEL ACGIH TLV Recommended J c  (opriorrai 

Isoproterenol Sulfate NA NA NA 0.06% 
(CAS NO. 114-45-4; RTECS NO. D02100000) 

Calcium Iodide NA NA NA 3% 

{CAS NO. 10102-68-8) 
A 1  r p h p l  10- - NA 6% 

(CAS NO. 64-17-5; RTECS NO. KQ6300000) (1900 mg/m’) (1900 mg/m’) 

Section 111 - Physical/Chcmical Characteristics 

Appearance and Odor 
Palatable, aromatic syrup 

Section IV - Fire and Explosim H.trrd DIU 

1 I 

Extinguishing Meda 

Special Fire Fighting Procedures 
Use media appropriate €or primary cause of fire. 

Unusual Fire and Expmion Hazards 

’(rwr 
r 

The informat ion andrecommendacionscontained herein are based upon tests bel ieved to bb rbl i l lble Howbver. Abbott Laborator iesdoesnot  guarantee their accuracv or 
completeness NOR SHALL ANY OF THIS INFORMATION CONSTITUTE A W A R R A N N  WHETHER EXPRESSED OR IMPLIED AS TO THE SAFETY OF THE GOODS THE 
MERCHANTABILITY CF THE GOODS OR THE FITNESS OF THE GOODS FOR A PARTICULAR PURPOSE Adlustmen! to conform w i t h  actual conditions of  usage mav  be 
required Abbot1 Labora:ories assumes no  responsibil i ty for reeults obtained or for incidental  or consequential damages arising f rom rhe use of these ddta No freedom 
f rom in t r ingmrnt  of any pa ,m i ,  cnpyright or rrademark is to be interred 

I I 1  I I  I 
I 



Stabllty Unstable V M S  to A T  one un e r  normal u s e .  

Hazardous 
Poi ymerization 

None ubder  normal u s e  ‘I 
nararaous 0 ompo tion or Byproducts 

O x i d s  o? n i t r o g e n  and s u l f u r ,  i o d i n e  and i o d i n e  compounds - 
May Occur Cocrdaionr to A W  

Will NU Occur 
None under normal u s e .  

X 

Health Hazards 
I i n v  

s u l f a t e ,  

(Acute and Chmrcl 
= 787 - 3 i n  rat,s. mice. r a b b i t s ,  dogs ,  and guinea  p i g s  

L D 5 0  = 5560-7060 mg/kg i n  r a t s ,  mice, r a b b i t s ,  and gu inea  p i g s  

is a & and eve i r r i t a n t  and i s  known t o  produce l i v e r  i n j l r y .  
Nn IARC No Monographs? osyo%j ~ k t w  NTP’ 

a o v e  
I f  i r r i t a t f o n  

1 
SianS and Sym (oms of xposure None ex:p&ted f o r  o c c u p a t i o n a l  exposure .  Refer  t o  t h e  PDR f o r  c l i n i c a l  synptomsi. 

from s o u r c e  of exposure .  I f  s k i n  o r  eye c o n t a c t ,  f l u s h  wi th  c o p i o u ~  amouh’lts o f  w-+e 

e develops  o r  symptoms o f  t o x i c i t y  o c c u r ,  s eek  medica l  a t t e n t i m .  

Protectwe Gkwa 
NA 

accordance  w i t h  l o c a l ,  s ta te  and f e d e r a l  r e g u l a t i o n s .  

Precautions to Taken in Handling and Slon 
S t o r e  a t  Tempera tures  below %OF (25OC) 

Eye PIormon 
NA 

her Precaur s g o n e  r e q g r e d  under normal use 



Material Safety Data Sheet 
lD€NTIm (As U s Q  on label and Lsfl 
Ogen Estropipate Tablets,  USP 

No(c Blank spaces am ncr pumimrd /I any itom IS not micaore 3r 10 
~nlonehon IS av- the space must be markea to In6rca.e 'Rat 

Abbott Laboratories 1 (3121 937-6100 
Address (Number Sfreel. City, State. and ZIP Code) I Telephone Number for Information 

Pharmaceutical Products Oivirion 

1400 Sheridan Road 

(312) 937-7350 
Date Prepared 

Julv 20. 1987 
i - - I  

- _ _  

North Chi-, Illinois 60084 

Section II - Hazardous IngrSdknWldantity Intonnation 

Hazardous Components (Speak Chemccal Identity. Common NamWs)) 
w Other Limits 

ACGIH TLV Recommended '9 ropnonai OSHA PEL 

Boiling Point 

Vapor Pressure (mm Hg 1 

Vapor Oensity (AIR = 1 )  

0.3 - 2 . 3 2  Estrovioate- viverazine estrone  sulfate^ NA NA * 

Specitic Gravity (H& = 1) 

Melting Pant 

Evaporatnn Rate 
(Butyl Acetate = 1) 

NA NA 

NA ND 

NA NA 

* 

Flash Pant (Method Used) Flommabe Limits LEL 
NA NA 

** Percentage var ie s  w i t h  dosage form 

w 

UEL 
NA 

The informatton and recommendat ions contained here in are base6 upon tesis believed10 be rel iable However Abbott Laboratories doesnof guarantee their accuracy or 
completeness NOR SHALL ANY OF THIS INFORMATION CONSTITUTE A W A R R A N W  WHETHER EXPRESSED OR IMPLIED AS TO THE S A F E M  OF THE GOODS THE 
MERCHANTABILITY CF THE GOODS. OR THE FITNESS OF THE GOODS FOR A PARTICULAR PURPOSE Ad lus tment  IO conform with actual condlt lons of usage may 3e 
required Abbott  Labora:ories assumes no responsibi l i ty for results obtained or for incidental or consequenftal  damages arising f rom I h e  use of these data NO freedom 
from inf r ingment  ot any pa,." coDvright or trademark is to be in fer red A 

Unusual Fire and E X D ~  Hazards 

I I I1 I I  I 1 



SLODtllty unstabb 

SWU 

Harareous May Occur Conditms lo A v d  
Pol ymerizatm 

Wilt Not Occur 

COndltmS to A W  
None under normal u s e  

1 x 1  
Section VI - Health Hazard Oi ta  
Routem) of EIllty 

Health Hazard iAc re and Chro rc) E s t r o p i p a l e  kas profuced  e s t r o g e n i c  changes i n  an imal  s t u d i e s  i n c l u d K  t i c u l d r  changes, 

v u l v a r  s w p l l i n g ,  c o r n i f i c a t i o n  and mamary g l and  development.  

Inh lat C C . - 1  IllgOSIUl' - ~ n l  iteF7 P o s s i b l e  

M=h(VISill (M) 
NA 

IARC Monographs? OSHA Rqulilted7 lNp3 No No 
Carcinogenicity 

othrr \ 
NA 

_. - 
Conjugated e s t r o g e n s  have been c a s u a l l y  a s s o c i a t e d  w i t h  cance r  i n  humans. 

Profecirve Gkwd 
May b e  used t o  p r e v e n t  excessive s k i n  c o n t a c t  

u p a t i o n a l  exposure .  Refer  t o  t h e  PDR c l i n i c a l  symptoms. 

Eya Pmmctm 
NA 

Medical Condm ns 
Generailv Acaarikaied bv Exoosure 

~ - ~~~ 

None knowrl f o r  o c c u p a t i o n a l  exposure .  
Emergency *andl First Aid Procedures 

Refer  t o  t h e  PDR f o r  c l i n i c a l  i n fo rma t ion .  

I f  s k i n  o r  eye c o n t a c t ,  f l u s h  w i t h  copious amouqts of l l r r ~  of  e m q m = .  
i t a t i o n  develops  o r  symptoms of t o x i c i t y  o c c u r ,  s e e k  medica l  a t t e n d i o n .  

L-..-c.------ 
Section VI1 t Precautions for Safe Handling and Use 
Steps to Be Td en in Case Material Is Rde 
No s p e c i d 1  p rocedures  r equ  re 'y"d pPllw 

Waste Oisposar IManod 
D i S D O S e  of i n  accordance  wi th  l o c a l ,  s tare,  and f e d e r a l  r e g u l a t i o n s .  

Precautions fo Be Taken in Handling and Stonq 
Avoid e x c e s s i v e  c o n t a c t .  

Other Precautws 
use .  



Material Safety Data Sheet 

Abbott Laboratories 

Saction I T i  71rh7 b+ Manufacturer's Name 1 Emwtxncv Telephone Number - .  
(3121 937-6100 

Pharmaceutical Products Division 

1400 Sheridan Road 

North Chicago, Illinois 60064 

(3121 937-7350 
Date Prepared 

T 1 Q g 7  sqwwm 8% ' 

Boiling Polnt 

Vapor  Pressure (rnm Hg ) 

Vapor Density (AIR - 1) 

Soecihc Grav i ty  (Hfl - 1) 

Melting Point 

Evaporatton Fkre 

NA NA 

NA ND 

NA (Bury Acetate = 1 )  NA 

I I 

Flash Pant (Method Used) Ftammabk Limlts LEL 

NA NA 

I 1  , I  I 1 

UEL 
NA 

The in formal ion and recommendationscontained here in are based w o n  tests bel ieved to be rel iable However Abbot! Laboraloriesdoesnolguarantee their accuracy or 
completeness NOR SHALL ANY O f  THIS INfORMATlON CONSTITUTE A WARRANP( WHETHER EXPRESSED OR IMPLIED, AS TO THE S A F E N  OF THE GOODS THE 
MERCHANTABILITY CF THE GOODS, OR THE FITNESS OF THE GOODS FOR A PARTICULAR PURPOSE Aalus tment  IO conform with actual condit ions of usage may be 
required Abbott  Laboramries assumes no responsibi l i ry for results obtained or for incidental or consequeni ia l  damages arising f rom the use of lhese ddla No ' reedom 
f r o m  intr ingmenr ot any pacnt. c o w r i g h t  or trademark IS 10 be in fer red 



Stablllry UnSabb C o n d M S  to A v a d  None under normal use  
Slsbb V 

I XI 
Section VI - Health Hazard Data 

U n l i t  e l  y 

E s  tropdfpake $as p r a u c e d  e s t r o g e n i c  'changes i n  an imal  s t u d i e s  i n c l u d K l t i c u l p r  changes,  
v u l v a r  s w e l l i n g ,  c o r n i f i c a t i o n  and mamary g land  development. 

Route(s) ot Eniry lnhal !ion3 &?)nical Route l ~ l o n ?  

Health H ard fAc t0 and ~h c) 
.v 

Hazardous 
Polymerization 

0 HA Ruprlated7 
740 

Carcinogeniciry NTPT IARC Monographs7 
NO NO 

- 
May Occur Condltlons to A v M  

Will NU Occur 
er normal use 

e s t r o g e n s  have been c a s u a l l y  a s s o c i a t e d  w i t h  cance r  i n  humans. 
-%oms of Expowre 
None expec ted  f o r  o c c u p a t i o n a l  exposure .  Refer  t o  t h e  PDR f o r  c l i n i c a l  syniptoms, 

~~ 

Ventilatmn Local Exhaust 
NA 

NA 
Mechancll (Germmi) 

Medical Conditions 
Generatty Aqgravatea by Exposure 

None known f o r  o c c u p a t i o n a l  exposure .  
Emergency 3nU First Aid Procedures 

Refer  t o  t h e  PDR f o r  c l i n i c a l  i n f o r n a t i o n ,  

VP f rprp s o u r c e  o f  exposure .  I f  s k i n  o r  eye  c o n t a c t  f l u s h  w i t h  copious  amounBs of 

. .  r r l t i t a t i o n  deve lops  o r  symptoms of t o x i c i t y  o c c u r ,  s eek  medics1 a t t g n t i 0 n . q  
Section VI1 - Precautions for Safe Handling and Use 
Sleps to Be Taren In Case Material Is Aaeased or Spilled 

N n v q  r e w i r e d  

s#cur 

omw 
NA 

NA 

Waste Disposal Metnod 
Dispose o f  i n  accordance  w i t h  l o c a l ,  s t a t e ,  and f e d e r a l  r e g u l a t i o n s  

Protective G b a  
May b e  used  t o  p reven t  e x c e s s i v e  s k i n  c o n t a c t  

Precauti ns to Be Take(, ~n Handlin an slonng Avoi! e x c e s s i v e  conPact  

Eyr Protrcclon 
NA 

Other Precaulions 
None r e q u i r e d  under normal use  



1 

Manulacturer s Name 

Address (Number Streef Cily, Stan and ZIP codsi 
Abbott Laboratories 

Material Safety Data Sheet 

Emergency Telephone Number 

Tdeohone Numtief for Information 
(312) 937-6100 

Phrrmrceutiul Products Division 

1400 Sheridan Road 

(3121 937-7350 
Oaf. Prepared 

North Chicago, Illinois 60064 

Section I1 - Hazardous Ingredientslldcntily Information 
Other L im i t s  

)O roptronai Hazardous Components (Speci f ic  Chemcal Identity Common NamHs)) OSHA PEL ACGlH TLV Recommended 

Boiling Point 

Vapor Pressure (rnm Hg J 

Vapor Density (AIR = 1 )  

Hvdrochlorothiazide NA NA NA 1 4 . 5 - 2 9 2  
(CAS NO. 58-93-5; RTECS NO. DK9100000) 

Specific Graviry iHfl - I )  

Melting Po in t  

Evaporation Rate 

NA NA 

NA ND 

NA (Butyl Acetate - 1) NA 

Section Ill - Physical/Chcmical Characteristics 

Flash Panf (Mathod Used) FlrrnmaMe Limlts 
NA 

LEL UEL 
NA NA 

U sua1 F e and Explosm Hazards Wone Lnown 

w 
The in format ion and recommendat ions contained here in are based upon lesrs bel ieved 10 be rel iable However Abbotr Laboratories does nor guarantee rheir accuracy or 

MERCHANTABILITY CF THE GOODS. OR THE FITNESS OF THE GOODS FOR A P A R T I C U U R  PURPOSE Adlusrmenr roconform w i th  actual condir ions at usage mav be 
requi red Abbotr Labora:aries assumes no responsibi l i ty for  results obtained or for inciaenlal or consequent ia l  damages arising f rom rhe use of these ddra No f r e e d o r  
f r o m  ln f r i ngmen l  of any pa,?nt copvright or trademark is 10 be In fer red 

COfTlDlOtOnOSS NOR SHALL ANY OF THIS INFORMATION CONSTITUTE A WARRANTY WHETHER EXPRESSED OR IMPLIED, AS TO THE SAFETY OF THE GOODS THE 



I I WnS'OuAn'8der normal use  Starnlicy UnstnM. 

Hazardous 
Polymerization 

May Occur Conditions to Avoui 

wiii N U  Occur 
X 

None under normal u s e  

c~iA?E?TpR l u t e  
No known o c c u p a t i m a l  hlazards 

Aoute(s) of Entry, Inhalatm? Skill', 

Health Hazards yAcure and Chtvnrc) 
Oral LD50 = 3080 mg/kg i n  mice w i t h  h y d r o c h l o r o t h i a z i d e .  

U n l i k e l y  U n l i k e l y  

Venlilatm 

Coqsul t  the  P h y s i c i a n s  Desk Reference  (PDR) f o r  c l i n i c a l  h e a l t h  e f f e c t s .  
I 

- - NA 

OVwr NA 

Local Exhaust 
NA 

Mfxhantcal General) 
fSA 

Sans and Symmoms ot Exposure 
red f o r  o c c u p a t i o n a l  exposure.  Refer  t o  t h e  PDR c l i n i c a l  symptom,. 

I 

Medical Conditions 
Generallv Aaaravated bv Exmsure 

Pioiective Gloves 
NA 

~~ ~ 

None known f o r  o c c u p a t i o n a l  exposure.  
Emergency and First Aid Procedures 

Refer  t o  t h e  PDR f o r  c l i n i c a l  in format ion .  

. f l u s h  w i t h  copious  amounits o f  
I 

Ltv  o c c u r .  s e e k  medica l  i t t en t l ion .  
Section VI1 -e Precautions for Safe Handling and Use 
Steps 10 Be 'akbn in Case Material Is Re(eassd or Spilled 
No special  vrocedures  r e q u i r e d  

I - 

Eye Protrc*on I 
NA 

Waste Disposal ljlethod 
D i S D O S e  o r  i n  accordance w i t h  l o c a l .  s t a t e ,  and f e d e r a l  r e g u l a t i o n s .  

Pwcautioos Io Be Taken In Handling and Slonng 
No m a l  p r e c a u t i o n s  r e a u i r e d  under normal use .  

Other Precaution$ 
None r e q u l r e d  under normal use .  



Material Safety Data Sheet 
IMNTITY /AS sed m Lab& H bst) Or d O- Chlorothfazide and Deserpf$f%'Y&efs No@ Blank tplc.~ am mt pemr~ed It any tfem 1s nor apoircaote j r  no 

domanon ts a v m  the space musr bo rnrrm~ ro tnaca'e *car 

Manufacturer's Name 
Abbott Laboratories 

I Sm&rc o t j  

Emergency Te lephone  Number 
(312) 937-6100 

North Chiwgo, Illinois 60064 

Pharmaceutical Products Division 

1400 Sheridan Road 

Section I1 - Hazardous Ingredientr/ldentity Information u I 
W Ocher Limits 

Hazardous Components (Spacik Chemlcal I d e n t i t y  Common NarnHs)) OSHA PEL ACGlH T L V  R e c o m m e n d e d  9 iomonai, ** Deserp id ine  NA NA n nn n - 

(312) 937-7350 
Date Prepared 

~ ~~ 

(CAS NO. 131-01-1; RTECS NO. 2G0875000) 
Hycrochlorothiazide NA NA NA 24.22-35. 

Boiling Point 

Vapor P r e s s u r e  imm H g . )  
NA 

(CAS N O .  58-93-5;  RTECS N O .  DK91000000) 

Spec i f i c  Gravi ty (Hfl  = 1)  

Melting Pant 

I 

NA 
I 

* Dercentaste var ies  with dosane form 

Flash Pant (Method Used)  Flammable Limits LEL 
HA NA 

** internal  employee explosure limit = 

0-74 mr& 3 (A TWA, 

UEL 
NA 

V 

I N  A I I ND 
Vapor Dens i t y  (AIR = 1) 1 E v a p a t i o n  Rate 

Unusual Fire and ExMosKwr Hazards 

The in fo rmat ion  and recommendat ions  conta ined herein are based upon tests believed to be rel iable However. Abbot! Laboratortesdoesnot guarantee their accuracv or 
completeness NOR SHALL ANY OF THIS INFORMATION CONSTITUTE A WARRANTY WHETHER EXPRESSED ORIMPLIED. AS TO THE S A F E N  OF THE GOODS 'HE 
M E A C H A N T A B I L I N  C F  THE GOODS. OR THE FITNESS OF THE GOODS FOR A PARTICUIAR PURPOSE Adlusfmenr  to conform wt!h actual condi t ions of usage mav be 
required Abbott Labora:wtes assumes no  responsibi l i ty  for results obtained or for incidental or consequential damages arising from the use of these ddIa No f r e e d o r  
from infr tngment of any pa,?nt. copyright or trademark is to be inferred 

h# 

/ I  1 1  I I 



Sactlon V - Reactlvhy Data - 
Polymerization 

Condnmsto veld Slatnllty I I Un- I I None unker normal use  

P under normal use  
Wlll Nu Occur 

X 

Ventilatwxl Local Exhaust spwul 

Mechancal (Gmwal) cmm 
NA NA 

NA NA 

I 1.. , 
Section VI - Health Hazard Data 

Proiective Glove 
Q A  

Health Hazar45 (Acute and Chronic) 
ku i n  m i r p  , f-0th i a z i d e ,  LD50 = 500 m d k g  

d e s e r u i d i n e .  No known o c c u p a t i o n a l  haza rds .  Consii l t  t h e  P h y s i c i a n ' s  

Eye Paacbcm 
NA 

-T-- ~~ 

(PDR) f o r  c l i n i c a l  h e a l t h  e f f e c t s .  
0 A RapAatd7  T O  Carcinogenicity! NTP? IAAC Monographs? 

No No I 

I 

c u p a t i o n a l  exposure .  Refer  t o  t h e  PDR f o r  c l i n i c a l  s)mptomf. 

Medical Conditions 
Generaily Aggrhvaled by Exposure 

None known f o r  o c c u p a t i o n a l  exposure .  Refer  t o  t h e  PDR f o r  c l i n i c a l  i n fo rma t ion .  
Emergency a q  First A d  Procedures 

s o u r c e  of exDosure.  If s k i n  o r  eye  c o n t a c t ,  f l u s h  w i t h  copio t , s  arnoynts o f  

e n develous  o r  sumptoms of t o x i c i t y  o c c u r ,  s e e k  medica: a t teq ' l t ion.  
Section VI1 - Precautions for Safe Handling and Use 
Steps to Be Taken in Case Material IS ReIeaSBd or Spilled 

Droredures  r e a u i r e d  

Waste Disposal Method 
Dispose o f  i n  accordance  w i t h  l o c a l ,  s t a t e ,  and f e d e r a l  r e g u l a t i o n s  

Pr autions lo e Taken In Ha n and Ston 50 s p e c f a 1  precau%dhs r e q a r e d  under  normal use .  

~ 

Other Precautlans 
None r e q u i r e d  under  normal use .  - Section Vlll - Control Meawma 

Respiratory Pro)ectm (Spucdv TW) 

NA = Not Applicable 
ND = No Data 



a .mot1 

Manufacturer's Name 

Address (Numbr Street. O W .  stere and ZIP code) 
Abbott Laboratories 

Pharmaceutical Products Division 

1400 Shertdan Road 

North Chicago, Illinois 60064 

Material Safety Data Sheet 

Emergency Teiephone Number 

Telephone Number tor intormation 

Date Prepared 

(312) 937-6100 

(312) 937-7350 

J u l y  20,  1987 - 

Boiling Point 

Vapor Pressure (mm Hg.) 

Vapor Density (AIR = 1) 

Specific Gravity (Hfl = I )  

Melting Pomt 

Evaporation Rate 

NA NA 

NA ND 

NA I (8utyt Acetate - 1 )  

S o l u b l e  

NA 

Flash Pant (Method Used) Flammable Limits ' LEL 
NA 

n 

UEL 
NA 

' The informat ion and recommendationscontained herein are based upon tests bel ieved lobe re l iable Howover Abbot1 Laboratoriesdoes not guarantee their ac iu racr  or 
completeness NOR SHALL ANV OF THIS INFORMATION CONSTITUTE A WARRANTY WHETHER EXPRESSED OR IMPLIED AS TO THE SAFETY OF THE GOODS THE 
MERCHANTABILITY CF THE GOODS. OR THE FITNESS OF THE GOODS FOR A PARTICULAR PURPOSE Adjustment  to conform w i t h  actual conditions of  usage mav be 
requved  Abbott Labora:ories assurpes no responsibll irv for resul ts obtained or for incidental  or consequential damages arising from the use of these data No freedom 
from i n f r i n g v e n t  of any pa,?nt. copyright or trademark is to be in fe r red  

I I I1 I I  I I 
I 



Stalnrlty Unstable 
&nupons IO A T  one un e r  normal use 

Hazardous May Occur 
PolymcHizatKm 

Will NU Occur 1 x 1  
Section VI - Health Hazard Data 

- 
Conditms IO Awld 

None under normal use  

Heal h Hazards (Acute and Ch No Lnown a c c u p a t i o n T ' h a z a r d s .  Consul t  t h e  P h y s i c i a r s '  Desk Reference (PDR) f o r  

c l i n i c a l  h e a l t h  e f f e c t s .  

Ventilatmn 

IARC Monographs7 OSHA Re5uhted7 ' Carcinogenicity NTP? 
N o  N o  SO 

Local Exhaust sp.cul 

Machanral (Ganwd) othr 
NA NA 

NA NA 

Sians and Symbtoms of Exposure 
None expec ted  f o r  o c c u p a t i o n a l  exposure .  Refer  t o  t h e  PDR f o r  c l i n i c a l  symptoms. 

Medical Conditions 
Generally Aggravated by Exposure 

None k n o w  f o r  o c c u p a t i o n a l  exposure.  Refer t o  t h e  PDR f o r  c l i n i c a l  i n fo rma t ion .  
~~ 

Emergency ,and First Aid Procedures 
V P  fromsourr~ of  w u r e .  I f  s k i n  o r  eye c o n t a c t ,  f l u s h  w i t h  copious amougts of 

W ~ P Y .  T F ~ r r ~ t a t i p n  deveLoDs o r  svmDtoms of t o x i c i t y  occur ,  s eek  medica l  n t t enq ion .  . .  
I 

Section VI1 - Precautions for Safe Handling and Us4 - 

Ste to Be Taq n Case Mat rial IS Rele V o  s p e c f a r  procedures  r e w i Y 2 P w  

Waste OISWSI Method 
Dispose of i n  accordance  w i t h  l o c a l ,  s t a t e ,  and f e d e r a l  r e g u l a t i o n s .  

Prec lions 10 T ken in Handi and Slon Po specefaf precauk%ns r e 3 i r e d  under normal u s e .  

Other Precautions 
None re ,qui red  under normal use .  

NA I NA 
Other Protective Clothing or Equipment 

NA I NA 

UA 
Other Protective Clothing or Equipment 

WorWHygmnK: Prmtcoa 
Use good c l i n i c a l  and h y g i e n i c  p r a c t i c e s  

N A  = Not Applicable k g . 2  
ND = No Data 



a A#aOll 

Pharmaceutical Products Division 

1400 Sheridan Road 

North Chicago, Illinois 60064 

Material Safety Data Sheet 

(312) 937-7350 
Date Prepared 

Tiilv 3 0 -  1987 

Section I 
'cu, Manufacturer:;:: '"l' 77137* '"'. ""- "1' Emrrpwv T e l e p h o n e  Number 

Boiling Point  

Vapor P r e s s u r e  (mm Hg ) 
NA 

1 - .  
Abbott Laboratories (312) 937-6100 

Address  (Number S m r .  CW. stare. and ZIP codsl 1 Telephone Number for Informat ion 

Specific Grav i ty  (HzO = 1 )  

Mening P a n t  
NA 

Vapor  Dens i ty  (A IR = 1) 

~ 

* percentage var ies  w i t h  dosage form 

Evpporatm Rate 
NA (Bury( Acetate * 1 )  NA 

Flash P a n t  (Method Used) Flammable L i m i t s  

NA 
LEL UEL 

NA NA 

Unusual F i re  and Exp(owon Hazards 

The In format ion and recommendat ions contained here in are based upon tests ael icved to be rel iable However Abbott Laboratories does not guarantee their accuracv or 
completeness NOR SHALL ANY OF THIS INFORMATION CONSTITUTE A WARRANTY. WHETHER EXPRESSED OR IMPLIED AS TO THE SAFETY OF THE GOODS THE 
MERCHANTABILITYCF THE GOODS. OR THE FITNESS OF THE GOODS FOR A PARTICULPR PURPOSE Adlusrment to conform with actual condi t ionsof  usage mav be 
requi red Abbott  Labora:wies assumes no responsibi l i ty fo r  results obtained or tor incidental or consequent ia l  damages arising from the use of these data No freedom 
f r o m  in f r ingment  of any pa,:nt copvrighl or trademark is to be in fer red 



Ssctlon v - Reacthrity Data 
Stalnbty UnstnM. CoMltmt 10 A v o ~ d  

None under normal u s e  

H&?&Qous 
Polymerization 

- 
May Occur Condittons to A v d  

Will NU Occur 
None under  normal u s e  

Y 

I-' 
Wc:l Route UnliIcely Inh l p m 7  UnlkGely 

.g i n  humans, TDLo = 0.3 mg/kg/2 day in women, LD50 = 8.;-700 $g/kg i n  

Routqs) of Entv 

Health M ds IrAccutfpnd C z c )  
Oral B L o  mg 

Protective G W d  
NA 

- -  
ra t s  and mice wi th  w a r f a r i n  sodium. 

Desk Reference  (PDR) f o r  c l i n i c a l  h e a l t h  e f f e c t s .  
Carcinogenicity NTP? IARC Monographs? 

No known o c c u p a t i o n a l  haza rds .  Consu:.t t h e ' p h y s i c i a n s  

0 AReghated' R N n  No 

Eye Prdactmn 

Sians and SyrnF)toma ot Exposure 
None expeFted f o r  o c c u p a t i o n a l  exposure .  Refer  t o  t h e  PDR f o r  c l i n i c a l  syniptoms, 

Medical Cooditians 
Generaltv Aaarayated b v  Exmsure 

-~ 

None k n o w  f o r  o c c u p a t i o n a l  exposure .  
Emergency and First Aid Procedures 

water. 
Section VI1 t Precautions for Safe Handlincr and Use 

Refer  t o  t h e  PDR f o r  c l i n i c a l  i n f o r r i a t i o n b  

w e  frnm of exDosure. I f  s k i n  o r  e y e  c o n t a c t ,  f l u s h  w i t h  copiour) amouvts of 
If i r r i t a t i o n  deve lops  o r  sumptoms of t o x i c i t y  o c c u r ,  seek  medica l  a t t e n t i o n .  

Steps to Be r a k p  in Case Material Is R d e e  or Splled 
No s p e c i a l  p rocedures  r e q u i r e d .  

~ ~ ~ ~ 

Waste Disposal Method 
of In -anre w i t h  l o c a l .  s tate,  and f e d e r a l  r e .gu la t ions  

Precautions to Bs Taken in Handitrig and Slonng 
No s p e c i a l  p r e c a u t i o n s  r e q u i r e d  under normal use  

Other Precaut 
None req%red under normal use .  

NA 
I Le 1 -  NA VentilatKHl 



Material Safety Data Sheet 

Abbott Laboratories 

IOENTIM (As- on label wd Lfst) Note Bank spaces am ncf pennrited I! any Item IS nor apoircaole or IO 
Paradione (Paramethadione) Oral Solution m t m a f m  IS avWLU@ rho space musf be m a m  ro maca'e *nar 

- .  
(312) 937-6100 

Section I T . f c t  Nn 7 8 h n  
Manufacturer s Name 1 Emsroencv TeleDhonc Number 

Pharmaceutical Products Division (312) 937-7350 

Boiling Point 

Vapor  Pressure (mm Hg ) 

Vapor Density (AIR = 1 )  

1400 Sheridan Road 

Specitic Gravity (Hfl  = 1 )  

ND 1 ND 
Melting Point 

ND NA 
€vaporarm Ram 

ND (Butyl Acetate = 1 )  m 

i Date June 30, 1987 

Flash Pant (Method Used) 
r m  

, -  
North Chicago, Illinois 60064 

Section II - Hazardous IngredientsAdentity Information 

Hazardous Components (Spmfc Chemlcar Idenlity. Common N!ime(s)) OSHA PEL ACGlH TLV Recommended 

c/ 
Otner Limits 

3 o (omonail 

flammable Limits LEL UEL 
ND h 3  

Paramethadione NA NA NA 30% 

No. 115 - 157 - -  3 -  Nn. R m )  
Ethyl A l c o h o l  ' 1000 ppm 1000 ppm NA 65% 

JCAS NO.  64-17-5; RTECS NO. KQ6300000) (1 9 0 0 m ~ / ~ ~ )  

Extinguishing Media 

Special Fire Fitptihg PKnedursr 
Water, CO,, dry chemical 

Unusual Ftre and Exprowon Hazards 
Product contains ethyl alcohol which is flammable 

The d o r m a t i o n  and recommendat ions contained here in are based upon tests believed to be rel iable However.  Abbort Laborarories does not guarantee lneir  accuracv or 
completeness NOR SHALL ANY OF THIS INFORMATION CONSTITUTE A WARRANTY WHETHER EXPRESSED OR IMPLIED. AS TO THE SAFEW OF THE GOODS T r l E  
MERCHANTABILITY CF THE GOODS OR THE FITNESS OF THE GOODS FOR A PARTICULAR PURPOSE Ad lus tmen? IO conform w j th  actual condi t ionsof  usage mav be 
required Abbott  Labora:wies assumes no responsibi l t tv for results obtained or 'or incidental or consequent ia l  damages arising f rom the use of these ddta No freedom 
f r o m  intrtnamenc of anv oa,:nt coovriaht or trademark is to  be in fer red 

I I / I  



Section V - Rerctfvity Data 
Stability Cond S l O A  %ne u y e r  normal use .  Unstable 

None undee normal u s e  
Hazardous Decdmpoation or Byprodims 

Hazardous May (%cur 
Polymerization 

Will Nol Occur 

c o ~ ~ o n s t o  None under  normal use .  

X 

in t~esw~r7 
un Pf %;e7 L%!!%kely C l i n i c a l  Route 

AOU~WSJ of Ent+ 

Health Hazards ,Acute and C h m K )  

Venltlatmn 

-din. = innn m P / k n d i  one.  LD50 = 5560-7060 m d k g  i n  r a t s ,  mice,  r a b b i t s ,  
and gui11e.a p i g s  f o r  e t h y l  a l c o h o l .  

known t o  produce l i v e r  i n j u r y .  
Carcinogenicity NTP? IAAC Monographs7 (&HARegtbied7 

E t h y l  a l c o h o l  is  a s k i n  and eye  i r r i t a r t  and i s  

NO No 

Local Exhausl SPaJ 
hTb NA 

Mechanaal ( -?A OrrWr NA 

Sqns and Symptoms ot Exposure 
None expec ted  f o r  o c c u p a t i o n a l  exposure .  Re fe r  t o  t h e  PDR f o r  c l i n i c a l  synptoms, 

Protective Gloves 
NA 

Medical Conditions 
Generally Aggravated by Exposure 

None known f o r  o c c u p a t i o n a l  exposure .  Refer  t o  t h e  PDR f o r  c l i n i c a l  i n f o m a t i o n ,  

NA Eye Pro(oCb0n 

Section VI1 - Precautions for Safe Handling and Use 

NO s p e c i a l  p rocedures  r e q u i r e d .  
Steps io Be Takdn In Case Material Is Released or Spilled 

Waste Dlswsal Method 

Precautions to Taken In Handling and Slonng 
No special p r e c a u t i o n s  r e q u i r e d  under  normal use .  

Other Precautvon 
None r e q u i r e d  under  normal use. 

, 

AAPI ~ l i n i r a l  nndhv~ienic D r a c u e s .  . .  
NA = Not Applicable - 2  
NO = No Data 



Material Safety-Data Sheet 
IDENTITY (As lJ@ on Labd and LM) 

Peganone E t h o t o i n  T a b l e t s  
Note Blank spaces am mf pemrrrred If a n y  itom IS not aoircaoe 31 10 

intomanon IS averkbk, f h ~  space must bo marha to rnarca’e *nar 

Abbott Laboratories I (312) 937-6100 
A d d r e s s  rhlurnber. Sneer. Cify, Stare. wd ZIP m) I Tekohono Numeer for I n f o r m a t i o n  

Pharmacrutial Products Division 

1400 Shrridan Road 

North Chiago, Illinois 60084 

(312) 937-7350 
Date Prepared 

S U ~ Y  20, 1987 

~~ 

* percentage  v a r i e s  w i t h  dosage form 

Boiling Pomr 

Vapor P r e s s u r e  (mm Hg J 

Vapor Denscty (AIR = 1 )  

NA 

NA 

N A  

Specific Graviry ( H g  = 1) 

Melting Point 

€vapora t ton  A a u  
(Buty l  Acetate = 1) 

NA 

ND 

N A  

al fir and Explosion Muards Un%ne ‘k n o m  

Flash P a n t  (Method Used) 
NA 

The In format ion and recommendat ions contained here in are based uoon lesfs  bel ieved 10 be rel iable However Abbofr  Laboratories does no1 guaranlee lhelr accuracv or 
completeness NOR SHALL ANY OF THIS INFORMATION CONSTITUTE A WARRANTY WHETHER EXPRESSED OR IMPLIED AS TO THE SAFETY OF THE GOODS THE 
MERCHANTABlL l rY CF THE GOODS OR THE FITNESS OF THE GOODS FOR A PARTICULAR PURPOSE Adlusrment foconform wirh actual condif ions 01 usage mav 3e 
requi red Abbott  Labora:sries assumes no responsibi l i lv for results obraincd or for incidental or consequenf ia l  damages arising f rom Ihe use of lhese ddra No freedom 
from mfr ingmant  ot any pa,?nt copyright or trademark is to  be tnferred 

Flammable L i m i t s  LEL U E L  
NA NA 

I / I  I I  1 



S1.brllly 1 unsubk 

, slab 

I 

haza rds .  Consul t  t h e  P h y s i c i a n s '  Desk Reference  (PDR) f o r  c l i n i c a l  h e a l t h  zffect ls .  

C o d m O n S  to A v a d  - 
None under normal use  

X 

Carcinogenicity NTP7 IAAC Monographs7 OSHA Aegui ated7 
NO NO No 

Hazardous 
PoIymerization 

I 

Sons and Symw ms of Exposure 
None e x p e t t e d  f o r  o c c u p a t i o n a l  exposure.  Refer  t o  t h e  PDR f o r  c l i n i c a l  sym3toms. 

May Occur Conditions to A v o ~ d  

Will NU Occur 
None under normal use  

Y 

Steps ro Be Taken 
No s p e c i a l  

- 
In Case Malerial IS R e h s e d  or Splled 
procedures  r e q u i r e d  

0th r Precautions $one requlired under  normal1 use. 

Precautions IO Be 
No spec ia l  

Taken tn Handling an6 SIon 
p r e c a u t i o n s  reqared under  normal use .  

Remrat01y Protatm 
NA 

Ventilatw 

(SwSY Tm) 

Local Exhaust 
I NA 

N A  
+ehancai (GWOW 

- NA 
ottw 

NA 
Protmive Gloves Eye Prarclpn 

tu A 



Material Safety Data Sheet 

M a n u f a c t u r e r  s Name 

A d d r e s s  (Number S m i  C@ Stare andZIPcodr) 
Abbott Laboratories 

Pharmaceutical Products Division 

1400 Sheridan Road 

E m e r g e n c y  Te rephone  Numbar 

febphone Number for I n fo rma t ion  

Date P r e p a r e d  

(312) 937-6100 

(3121 937-7350 

June 30, 1987 

North Chicago, Illinois 60084 

Boiling Point 

- .  
Section II - Hazardous Ingredientr/ldentity Information v I - Other Limits 
H a z a r d o u s  C o m p o n e n t s  (speck Chemcal Identity Common Name@)) O S H A  PEL A C G I H  T L V  R e c o m m e n d e d  ^ C  iomonai 

P h e n a c e m i d e  NA NA NA 67 ,1% 

Specific Grav i ty  (Hfl = 1) 
NA I NA 

(CAS N O .  63-98-9: RTECS NO. YU0875000) 

Vapor  P r e s s u r e  (mm Hg.) 

Vapor  Density (AIR = 1 )  

W 

1 I 

Menlng Pant 

Evaporation Rate 
NA NA 

NA (Butyl Aceta te  = 1) NA 

Section 111 - Physical/Chamical Characteristics 

Flash Pant ( M e t h o d  Used) Flammable L i m i t s  

NA 
LEL UEL 

NA NA 

Special Fire Fighting Procedures 
None 

Unusual Ftre and Expwon Hazards 
N o n e  known 

+ b d  

The d o r m a t i o n  and recommendat ions contained here in are based upon tests believed10 be rel iable However. Abbott  Laboraior iesdoes not guaranlee (heir accuracv or 
completeness NOR SHALL ANY OF THIS INFORMATION CONSTITUTE A WARRANTY, WHETHER EXPRESSED OR IMPLIED AS TO THE SAFETY OF THE GOODS THE 
MERCHANTABILITY CF THE GOODS. OR THE FITNESS OF THE GOODS FOR A PARTICULAR PURPOSE Ad lus tment  to conform w i th  actual condit ions ?I  usage may be 
requi red Abbott  Labora: i r ies assumes no responsibi l i ty for results obtained or for incidental or consequent ia l  damages arising f rom the use of these ddla No freedom 
f rom in f r ingment  of any pah?n l  copyright or trademark is to be in fer red 

I i 



Stokllty Unstable 

SI&& 
lx I e I 

Incompatiblll (Matrrrols lo Avo!@) 
None un!er normal u s e  

cqhttons lo A p  one  un er normal u s e  

Hazardous 
Pdymeozation 

Sans and Symptoms of Exposure 
exuosure .  Refer  t o  t h e  PDR f o r  c l i n i c a l  symptom?. 

- 
May Occur Conditions IO A v M  

Will NU Occur 
> X  

Medical Conditions 
Generally Aggravated by Exposure 

Ventilatm 

known f o r  o c c u p a t i o n a l  exposure .  Refer  t o  t h e  PDR f o r  c l i n i c a l  i n fo rma t ion .  

If s k i n  o r  eye c o n t a c t ,  f l u s h  w i t h  copious  anoqnts  of  
Efnefgcncy and First Aid Procedures 
Remove from s o u r c e  of  exposure.  

- NA L a  Exhaust 
NA 

water. I f  i r r i t a t i o n  develops  o r  symptoms of  t o x i c i t y  o c c u r ,  s e e k  medica l  a t t e n t i o n .  e 

Protective Glovss 

Section VI1 - Precautions for Safe Handling and Use 
Steps to Be Taken in Case Material Is Released of Spilled 
No s p e c i a l  p rocedures  r e q u i r e d .  

Eye Pru.cborr 
NA 

Waste O~sposar Metnod 
~ O S P  of in wf th lnral f e d p t s 1  

Precautions to Be Taken In Handting and StOnng 
No s p e c i a l  p rocedures  r e q u i r e d  under  normal use .  

mhancal (General) OthU 
NA 

PFA 
Wv*/Huoienic Prgclrw 
Use good c l i n i c a l  and h y g i e n i c  p r a c t i c e s  
N A  = Not Applicable - 2  
NO = No Oars 



I Am1011 

Abbott Laboratories 

Material Safety Data Sheet 

(3121 937-6100 

Section I * Manufacturer’s ::de’ Nn “ l r Q ’  ‘- “In I Emergency Telephone Numbac 

Pharmaceutical Products Division 

1400 Sheridrn Road 

(3121 937-7350 

T..I.. 3n i n ~ 7  
Date Prepared 

Boiling Point NA 

North Chicago, Illinois 60064 

Section II - Hazardous Ingrsdients/ldentity Information 0 - 
Other Limits 

Hazardous Components (Specifr Chernlcal Identity. Common Namscs)) OSHA PEL ACGlH TLV Recommended c~ ioptiona 

clorvpno 1 NA NA NA 5 6 - 7 5 9  9 
(CAS NO. 113-18-8; RTECS N O .  SB4725000) 

Specifr Gravity ( H S  = 1 )  NA 

* percentage var ie s  w i t h  dosage form 

NA 
Vapor Pressure (mm Hg ) 

Section 111 - Physical/Chtmical Charrrcteristks 

Menlng Potni 
ND 

Vapor Densty (AIR = 1 )  Ev-romn Rata 
NA (Butyl Acstat~ = 1 )  NA 

Flash Pant (Method Used) Flammable L i m i t s  LEL 

Wuttility in Water 

Apcloarance and Odor 
Soluble - 

UEL 

Ked or green colored capsules 

NA NA NA 

n Hazard i%12pP Unusual Fire n o m  

w 
The informat ion and recommendat ions conta ined herein are based upon lest3 believed to be rel iable However Abbott Laboratoriesdoes not guaranree their accuracv or 
completeness NOR SHALL ANY OF THIS INFORMATION CONSTITUTE A WARRANTY WHETHER EXPRESSED OR IMPLIED AS TO THE S A F E N  OF THE GOODS THE 
MERCHANTABILITY CF THE GOODS OR THE FITNESS OF THE GOODS FOR A PARTICULAR PURPOSE Adlustmen! IO conform w i t h  actual conditions 11 usage mav be 
required Abbott Labora:erirs assume5 no responsibl l l ly  for resul ts obtained or for incidental  or consequential damages arising from Ihe use of these ddta No freedom 
from infr ingment of any pa,?nt. Copyright or trademark is to be in fe r red  



-My m s t o  Md 
T o n e  u n i e r  normal use  Unslabb 

8- 
x 

I I A I  

Sectlon VI 1- Health Hazard D8t8 

Hzuaraous 
Polymerization 

Ski 7 I ~ K W  

-Route Po s s f b  l e  . .  lnhalat 
Unl iT: ly 

Aoutqsi of Eniry 

Health Hazard (Acute and C h m D  

May Occur cordittlons to Avod 

Will N U  Occur 
None under  normal use  

t a d  frm- as of  P l a c i d v l  w h i l e  p a t i e n t s  have su rv ived  
=o g 01: more. Oral TDLo = 10 mg/kg t o  15 mg/kg/2 days  i n  wonen f o t  

Mechansal (Gemar) 
NA 

- 

e t h c h l o r v y n a l .  
Carcinogenicity NTP? IARC Monographs? OSHA Aslu(ated7 

Ethchlorvynol  i s  c o r r o s i v e  t o  s k i n  and eyes .  

No No NO 

atla 
NA 

Siam an.+ Gvni  toms nf Firnetire 
Liquid  kro;t leaking c a p s u l e s  may cause  s k i n  i r r i t a t j o n .  

~ ~- ~~ ~~ 

Medical Conditions 
Generally Aggrhvated by Exposure 

None known f o r  o c c u p a t i o n a l  exposure .  
Emergency ana First Aid Procedures 
R p m n v p f r c J m  W r r P  o f  PxpqSllre. 
w a v e r  
Section VI1 - Precautions for Safe Handling and Use 
Steps 10 8e Taken in Case Matetrial IS R & m  or Spdled 
m e c & i v e  &gloves .s_hould-be used t o  p reven t  c o n t a c t  w i t h  l i q u i d  from l e a k i n g  c a q s u l e s .  

Refer  t o  t h e  PDR for c l i n i c a l  i n fo rma t ion .  

If s k i n  o r  eye c o n t a c t ,  f l u s h  w i t h  copious  amoqnts of  
~f +- o r  SmptomS of  t o x i c i t y  occ:lr, s e e .  i!edical a t t e n t i o n .  

Waste Oisposal Method 
C o n t r o l l e d  subs t ance .  Dispose  of i n  accordance  w i t h  l o c a l ,  s t a t e ,  and f e d e r a l  

r e g u l a t i o n s .  
Precautions IO be Taken in Haneling and Slonng - Avokd direct  co_ntact.- - - -  

Other Precautions 
None r e q u i r e d  under  normal u s e  

MIA 
Ventilatton T Locd Exhaust I -  



Material Safety Data Sheet 

Boiling Point 
ND 

Abbott Laboratories 1 (3121 937-6100 
Address (Number Street, CfW. Stare. end ZIP codr) I Telephone Number tor Intormailon 

Specitic Grav i ty  (H20 = 1 )  

Pharmaceutical Products Division I (312) 937-7350 

Vapor Pressure (mm Hg ) 

Vapor Density (AIR = !) 

1400 Sheridan Road 

Moiting Poml 

Evoporatam Rate 
ND NA 

ND (Butyl Acatate = 1 )  ND 

Date Prepared I June 30. 1987 

Flash Pant (Method Used) Flammable Limlts LEL 

North Chicago, Illinois 80064 

Section I I  - Hazardous Ingtsdients/ldantity Information 
w aher Limils 

Hazardous Components (Specifi Chemlcal Identity Common NamMs)) OSHA PEL ACGlH TLV Recommended ' c  iomonal 

Et'hyl Alcohol 1000 ppm 1000 ppm NA 2 7: 

UEL 

W 

Unusual Fire and Exproslon Hazards 

r 
L 1 

The in fo rmat ion  and recommendat ions conta ined herein are based upon tests believed to be reliable Howover. Abbott Laboratoriesdoes not guarantee [heir accuracy Or 
comple ieness NOR SHALL ANY OF THIS INFORMATION CONSTITUTE A W4RRANfY .  WHETHER EXPRESSED OR IMPLIED. AS TO THE S A F E R  OF THE GOODS THE 
MERCHANTABILITY CF THE GOODS OR THE FlTNESS OF THE GOODS FOR A PARTICULAR PURPOSE Adjustment  to  contorm w i t h  actual conditions of usage 'Tlav ae 
required Abbott Labora:wies assumes no responsibi l i ty  for resul ts obtained or for ( m i d e n t a l  or consequential damages arising f rom the use of these data No freedom 
f rom infr ingment of any pa&?nt ,  copyright or r rademrrk is  to be in fe r red  

I I 1, I 1  I I 



unstam 

8atm 

Statnlity 

~~ 

Ethy l  a l c $ h o l  is a s k i n  and eye  i r r i t a n t  and i s  known t o  produce l i v e r  in j i i ry .  I 

lhonrto vad T o n e  u n t e r  normal use .  

X 

IARC Monogrsphs? OSHA R ~ i l a ~ e d ?  #JP3 No NO 
Carcinogenicity 

Slans and Svmotorns 01 Exposure 
occ-gnal exposure .  Re fe r  t o  t h e  PDR f o r  c l i n i c a l  SpLptoms. 

Medical IContlitiqns 
Generah Aaarabated bv Exaxure 

Nane k n o w  f o r  o c c u p a t i o n a l  exposure .  
Emergency ana Fir3 Aid Procedur 
Remove from s o u r c e  o F e x p o s u r e .  

water. 
Section VI1 .C Precautions for Safe Handling and Use 

No s p e c i a l  p rocedures  r e q u i r e d .  

Refer  t o  t h e  PDR f o r  c l i n i c a l  i n f o r n . a t i o n +  

I f  s k i n  o r  eye  c o n t a c t ,  f l u s h  w i t h  copious aplouits of - 
If  i r r i t a t i o n  deve lops  o r  symptoms of t o x i c i t y  o c c u r ,  s eek  medica l  a t t e n t i o n .  e 
) 

waste Dt~00sai Method 
n e  i n  re w + t h  l n r  r e .  f e d e r a l  r e g u l a t i o n s .  

Taken ~n Handling and Stonng 
p r e c u a t i o n s  r e q u i r e d  under  normal use .  T 

Other Precaution' 
None r e q u l r e d  under normal use. 

HA 
Ventilatm L#al Exhaust 

NA 



... 017 

Manufacturer s Name 

Address (Number S m t .  Qty. state and ZIP W) 
Abbott Laboratories 

Pharmaceutical Products Division 

Material Safety Data Sheet 

' Emergency Telephone Number 
(312) 937-6100 

Telephone Number for Information 
(312) 937-7350 

Boiling Point 

Vapor Pressure imm Hg ) 

Vapor Density (AIR = 1) 

NA 

NA 

NA 

Oate Prepared 
1400 Sheridan Road 

Specific Graviry (Hfl = 1 )  

Melting Point 

Evapxatm Rate 
(euly( Acetate = 1 )  N A  

NA 

ND 

North Chiwgo, Illinois 60064 

Section I t  - Hazardous Ingmdientr/ldentity Information 

Hazardous Components (Specific Chemlcal I den t i t y  Common Name@)) OSHA PEL ACGlH TLV Recommended 

4 
Other Limi~s 0 a fopoonair 

7 .-, 

Flash Pant (Method Used) Flrmrnabro Llmits LEL 

Selenium S u l f i d e  0 . 2 u l ~ l U l ~  0.2rngIrn' NA 2 . 5 %  

UEL 

No. 76hh 16 6 . m -  V T C l m 0 )  as  Se as Se - 

NA NA NA 

Unus I Fire nd Ex boson Hazards Pone LO& 

The in format ion and recommendat ions contained heretn are based upon tests bel ievod to be rel iable Howover. Abbott  Laboratories doe¶ not guarantee their accurac i  or 
completeness NOR SHALL ANY OF THIS INFORMATION CONSTITUTE A WARRANlV WHETHER EXPRESSED OR IMPLIED AS TO THE S A F E N  OF THE GOODS W E  
MERCHANTABILITY CF THE GOODS. OR THE FITNESS OF THE GOODS FOR A PARTICULAR PURPOSE Ad jus tment  to conform w i t h  actual condi t ions 3f usage mav be 
requi red Abbott  Labora:eries assumes no responsibi l i ry for results obtained or for incidental or consequenual damages ar is ing f r o m  the usa of these data No f reedom 
f r o m  Inf r ingment  of any oaL4nt. Copyright or trademark is to be in fer red 

I I i Ii 



StrtHllty ' un- 

I I 
Capwnr to AJud one un er normal use 

Hazardous 

u R f E: ly Clinrcal Sk 7 Route d m 1 y  Inh I t Routas) 01 Enth 

May Occur Condltlons to Avod I 
Polymerization , 

1 
Will NU Occur 

sensitizdtion response. ~ -v 

None under normal use 
I 

X 

Ara' T*qr' 

I_Ic____ - 

= 17n in ~ F P  for selenium sulfide. Selenium compounds have 

Carcinogenri:ity 

Selenium 
Sons and Sym 

OSH AquWed7 ~ 

$0 
NTP? IAAC Monographs7 
No No 

has produced tumors in animals treated by oral administration. 
toms of Exposure v 

Waste Otsposal 
Dispose 

Method 
of in accordance with local, state, and federal regulations. 

~n 

Olher Precautlor 
None 

Section Vlll 

w - n q u ~ d  d e r  no&-- 

s 
required under normal use. - - Control M e 8 8 ~ m  

Ventilation Local Exhaust 
VA 

Mechanical (GmcwaI) 
I NA 

sp.aJ 

ulw 
NA 

I 

NA 



Material Safety Data Sheet 

Abbott Laboratories 
Address (Number Sireer. CiW. Stare. and ZlP Code) 

Pharmaceutical Products Division 

1400 Sheridan Road 

North Chicago, Illinois 60064 

Section I L i s t  N o .  6698 
Manufacturer’s Name I Emergoncy Telepnone NumW 

uru, 
(312) 937-6100 

febphone Number lor lnlwmation 

Date Preoared 
(31 2) 937-7350 

m J u l y  20, 1987 

Boiling Point 

Vapor Pressure imm Hg ) 

Vapor Density (AIR = 1 )  

Specific Gravity ( H S  = 1 )  

Melting Point 

Evaporatm Rate 

I T  A 

NA 

NA (Butyt Acetate = 1) 

(CAS NO. 6004-98-4; RTECS NO. TM3150000) 

“4 

ND 

NA 

Flash Pant (Method Used) Flammable Limits 
&A 

LEL UEL 
NA NA 

Extinguishng Media 
Use media a p p r o p r i a t e  f o r  primary cause  of f i r e  
Special Fire Fighting Procedures 
None known 

Unusual Fire and Exprosm Hazards 
None known 

klld 
The in format ion and recommendat ions contained here in are based upon tests bel ieved to be rel iable However Abbott Laboraroriesdoes not guarantee their accurac. or 
completeness NOR SHALL ANY OF THIS INFORMATlON CONSTITUTE A WARRANTY WHETHER EXPRESSED OR IMPLIED AS TO THE SAFETY OF THE GOODS TWE 
MERCHANTABILITYCF THE GOODS. OR THE FITNESS OF THE GOODS FORA PARTICULAR PURPOSE Ad jus tment  roconform w i th  ac tua lcond i t ionsof  usage mav be 
requi red Abbott Labora:ories assumes no responsibi l i ty for  results obtained or for incidental or consequent ia l  damages arising f rom the use of these d d l a  No treedom 
f rom Infringmant of any pa,?nt CODvright or trademark I S  to Be tnferred 

I I 1  I 1  I I 



I '  

Stalntlry 
Sectlon V - Rercthrity D.1. 7 

I cond f t O A  %ne u%er normal u s e  Uns(aM. 

Pay meriration 
will N a  Occur 

I I 

SlaM. 
x 

Incompatibility (Melmals to Avoid) 

None under normal u s e  

Vent itatton 

Ix I 
Section V I  - Health Hazard oata 

Health narareb ~ u r e  and ~hronrc) 

Routqs) ot Eniry InhaIatm? Skin' 'mm: Unl i k e l v  U n l i k e l y  nic:al Ropte 

O r a l  LD513 = 600 mp;/kg i n  m i c e  for hexocyclium m e t h y s u l f a t e .  No known 

h a z a r d s .  Consul t  t h e  P h y s i c i a r s '  Desk Reference  (PDR) f o r  c l i n i c a l  

Local Exhsusl SP-d 

Mechantcal IGermral) 0M.r 
NA NA 
NA N A  

Carcinogenicity NTP? IARC Monographs? OSHA Re ;uUhted? 
No No N o  

Sians and Symptoms ot Exposure 
p r t p d  f o r  o c c u ~ a t i o n a l  exposure.  Refer  t o  t h e  PDR f o r  c l i n i c a l  s!mprom$. 

Generally Aggrbvated by Exposure 

None k n o w  f o r  o c c u p a t i o n a l  exposure.  
Emergency an First Ala Procedur 
Remove 4 o m  s o u r c e  o? exposure.  

Refer  t o  t h e  PDR f o r  c l i n i c a l  i n f o l m a r i o a .  

I f  s k i n  o r  eye c o n t a c t ,  f l u s h  w i t h  copi0i.s aplotunts of  
.1L 

w a t e r .  f f  i r r i t a t i o n  develops  o r  symptoms of t o x i c i t y  o c c u r ,  s e e k  medical a t t e h t i o n .  
Section VI1 - Precautions for Safe Handling and U s e  
Stem IO Be Taken In Case Material Is Adease6 or Spilled 

- -  
NO -edures r e a u i r e d  

Waste Oispusat Method 
Disoose of i n  accordance  w i t h  local, s t a t e ,  and f e d e r a l  r e g u l a t i o n s .  

P m a  ions to Ta en ~n nandlin and SI 
go sp&iaf precaut%ons y q u i r e d  under normal u s e  

Oher Precautions 
None r e q u i r e d  under  normal u s e  

T - -  

Section Vlll - Control Measurea 
Rqiralocy P r o t b m  T)pw) 

NA = Not  Applicable 
N O  = No Data 



Material Safety Data Sheet 

Abbott Laboratories 
A d d r e s s  (Numtm Street. Cffy. Stare. and ZIP mi 

Pharmaceutical Products Division 

1400 Sheridan Road 

North Chicago, Illinois 60064 

I - - -_- ---- - - Dipotassium Capsules, Tablets; Tranxene in tomam is av- the specs mist ma&ea to lnarca-e mar 

Saction 
M a n u f a c t u r e r  s Name 

SD & Tranxene - SD Half Strength Chlorazepate Dipotassium Tablets 
1 2  

(312) 937-6100 
TeWhone Number for In fo rma t ion  

D a t r  P r e p a r e d  
(31 2) 937-7350 

J u l y  20, 1987 

Boiling Point 

-.. .-. -......- 
A C G I H  TLV R e c o m m e n d e d  J c  iootiona, Hazardous C o m p o n e n t s  (Specik Chernml Ident i ty .  Common rCamfl 

-pate w p s a s d 1 l m  NA NA NA - lw 
O S H A  PEL 

(CAS NO. 57019-90-7; RTECS NO. DE8750000) 

Specitic Gravity ( H p  = 1 )  
NA 1 NX 

~ ~ ~~ ~ ~~ 

* Percentaae varies with dosage form 

Vapor P r e s s u r e  (mm Hg.) Melting Pant 
NA ND 

Vapor  Density (AIR = 1) Evapora f ton  R a t e  
NA [Bu tv l  Aceta te  = 1 )  NA 

Solubi l i ty  in W a t e r  
Soluble 
A p t l e a r a n c e  and OQor 
- 

Flash Pant ( M e t h o d  Used)  Flammable L i m i t s  LEL 

Gray and white. Pray and maroon or Prav capsules. Blue. peakh, lavender or tan colored t a  

UEL 

Unusual F t re  and Expiown Hazards 

b a d  

The In format ion and recommendationscontained here in are based upon tests bel ieved 10 be rel iable However. Abbott Laborator iesdoes nor guarantee rheir accuracv or 
compleieness NOR SHALL ANY OF THIS INFORMATION CONSTITUTE A W A R R A N m  WHETHER EYPRESSED OR IMPLIED. AS TO THE SAFETY OF THE GOODS THE 
MERCHANTABILITY CF THE GOODS. OR THE FITNESS OF THE GOODS FOR A PARTICULAR PURPOSE Ad jus tment  toconform wirh actual condit ions of usage mav be 
requl red Abbot! Labora: i r ies assumes n o  responsibi l i ty tor results obtained or for inc idenla l  or consequent ia l  damages arising trom the use of  these dara No freedom 
f rom mftingmenl ot any pa,?nt. copyright or r rademark IS to be in fer red 

I / I  I 1  I 1 



I 

sactkn V - Rewtivitv Data 
S t ~ l l t y  una- rtlOn¶tO vod I V o n e  u n i e r  normal u s e  

Hazardous 
Polymwization 

I l h  I -- 
Section VI e Health Hazard Data 

May Occur Conditions to A v d  

Will NU Occur 
n~ under normal u s e  

U 

- - - /Lo in r a r d m i r e .  
known o c c l r p a x a r i s .  Consul t  t h e  

h e a l t h  e f f e c t s .  
Carcinogenicity NTP? IARC MonographJ7 OSHA Reg dated7 No No NO 

Protective Gloves 
NA 

Signs and Spbtoms ot Exposure 
None expepted f o r  o c c u p a t i o n a l  exposure .  Re fe r  t o  t h e  PDR f o r  c l i n i c a l  syriptomsi 

Eye Prumml 
Nh 

Mgdtcat Conditions 
Generatty Aggrabated by Exposure 

None knowh f o r  o c c u p a t i o n a l  exposure .  
Emergency and first Aid Procedures 

water. 
Section VI1 - Precautions for Sate Handling and Use 
Steps to 0e rakk In Case Material Is Released or Splled 
~n -es r e a u i r e d  

Refer  t o  t h e  PDR f o r  c l i n i c a l  i n f o n l a t i o n .  

V P  fr-re of e ~ o s u r e .  If s k i n  o r  eye c o n t a c t ,  f l u s h  w i t h  copiout;  amoupts of  
If i r r i t a t i o n  deve lops  o r  symptoms of  t o x i c i t y  o c c u r ,  seek  medica l  a t t e n t i o n .  

W te 01 &ntr???'ek?f!ug. DisFose o f  i n  accord-ance w i t h  l o c a l ,  s t a t e ,  and f e d e r a l  cegu lq t ions .  - 
Pr autmns tp 9 Taken In Hamtin and Ston 6 spec a p r e c a u t l o &  r e q u f i e d  under  normal u s e  

%&w4?f!red under  normal u s e  

Section Vlll t Control Merrurres - 
Ventilalmn I ~ocai  Exhaust I M  



a 6.. 011 

Pharmaceutical Products Division 

Material Safety Data Sheet 

(31 21 937-7350 

Abbott Laboratories 1 (3121 937-6100 
A d d r e s s  (Number S m f .  CI?: State. and ZIP code) I Tele@~one Number for In to rma t ion  

Vapor  P r e s s u r e  (mm Hg ) 

Vapor  D e n s i t y  (AIR = 1) 
NA 

M A  

Melting Pant 

E v w r a t n n  Rate 
(Bury1 4 c e t a t e  = 1) 

D a t e  P r e p a r e d  
J u l y  20, 1987 1400 Sheridan Road 

North Chicago, Illinois 60064 

Section II - Hazardous Ingredients/ldentity Information I 
W Other L im i t s  

Hazardous C o m m n e n t s  fSrwKific Chemlcal Identitv Common Namsm, O S H A  PEL ACGIH T L V  R e c o m m e n d e d  3 ,  innrinnai 
~ ~~ 

Trimethadione NA NA NA 19-67% * 
(CAS NO. 127-48-0; RTECS NO. RQ2100000) 

* Percentage var ie s  with dosane form 

-~ ~~~ ~ 

Section 111 - Phvsical/Chemical Characteristics 

I I Speci f ic  Gravity ( H S  = 1 )  eolllng Poit  I 

Section IV - Fire and Explo8ion H ~ t r r d  Data 
Flash Pmnt lMethod Usedl I LEhA I "%A 

Flammable L i m i t s  
I.. 

NA 1 1 '  I 
E x t i n g u i s h i n g  Media 

Use media appropriate f o r  primary cause of fire 
Special F i r e  F igh t i ng  Procedures 

None known 

Unusual Fire and Exprosan Hazards 
Nnno knnr;m 

b 

The informarion and recommendat ions contained here in are based upon tests b e l i e w d  to be rel iable Howewer Abbott  Laboratories does not guarantee their aCCuraCv O r  
completeness NOR SHALL ANY OF THIS INFORMATION CONSTITUTE A W A R R A N N .  WHETHER EXPRESSED OR IMPLIED AS TO THE SAFEP, OF THE GOODS THE 
MERCHANTABILITY CF THE GOOOS OR THE FlTNESS OF THE GOODS FOR A PARTICULAR PURPOSE Ad lus tment  to conform with aclual ConditiOnS ot usage mav b e  
r e w i r e d  Abbort Labora:sries assumes no responsibLlitv tor results obtained or for incidental or consequenttal  damages ar is ing f r o m  tne use of these data N O  freedom 
f r o m  infringmenc of any p a , x t  copyright or trademark is to be in fer red 

I I 1  I 1  I 1 
I 



7 Sectlon V - Remtivitv Data 

None u%er normal u s e  

Hazaraous ay Occ 
Poiymwiratioo 

Will Na Occur 

I 
Incompatibility (~afrrrels fo Avoid) 

Conditions 10 A v W  
p.  under normal use  

Hazaraous ay Occ 
Poiymwiratioo 

Will Na Occur 

Conditions 10 A v W  
p.  under normal use  

I I XI 
Section V I  - Health Hazard Data 

Veniilatm 

i l t  t h e  P 1 - D s k R f r  ence (PDR) f o r  c l i n i c a l  h e a l t h  e f fec l t s .  

Local Exhaust sf=- 
Mechansal (GwrcKal) oum 

I NA NA 
NA NA 

I 

Carcinogenicity NTPT IAAC Monographs? OSHA Rqulated7 
Nn No No 

Protective G b v e  
NA 

S i p s  and Symptoms 01 Exposure 
None expec ted  f o r  o c c u p a t i o n a l  exposure .  Refer  t o  t h e  PDR f o r  c l i n i c a l  splptomsl. 

Eye Pra.cbon NA 

Medical Conditiqns 
Generattv Aaardvaled bv Exmsure 

~~ ~~ 

None known f o r  o c c u p a t i o n a l  exposure.  
Emergency and Ftrst A d  Procedures 
R P m a v P f r a m r r e  of ~ X D  o s u r e .  

Refer  t o  t h e  PDR f o r  c l i n i c a l  i n f o r i m t i o x  

I f  s k i n  or eye c o n t a c t ,  f l u s h  w i t h  copiou:j  amoupts of 

elODs o r  SmDtorns of t o x i c i t y  o c c u r ,  s eek  medica l  a t t e n  ion .  It- 
Section VI1 - Precautions for Safe Handling and Use 
Steps to Be Tanen m C a s  Material IS Release0 or S p h d  

NO Syeri aI DrorP-es r e a u i r e d .  

r~ ~ ~ 

W a l e  Disposal tMethod 
Dispose of i n  accordance  w i t h  l o c a l ,  s t a t e ,  and f e d e r a l  r e g u l a t i o n s .  

Preca ions lo T en in Handlin and Stm 
#o speTiaY p r e c a u t l o n s  r q u i r e d  under normal use  

Other Precawtidr 
None r e q u i r e d  under  normal u s e  

I 

m4 Other Protmctnve Clothing or Equipment .. . 
iA 

WorWHygmnic Pfactms 
Use good c l i n i c a l  and hyg ien ic  pract ices .  

NA = Not Applicable - 2  
ND No Data 



1 

Manufacturer s Name 

A d d r e s s  (Number Street City State and ZIP Code) 
Abbott Laboratories 

Pharmaceutical Products Division 

1400 Sheridan Road 

North Chicago, Illinois 60064 

AWWOTT CJ 

Emergency Telephone Number 

Tekphone N u m k  tor lnbrmation 

Date Prepared 

(312) 937-6100 

(312) 937-7350 

July 20, 1987 

Material Safety Data Sheet 

Boiling Point Specific Gravify ( H S  = 1 )  
NA NA 

(CAS NO. 151-21-3; RTECS NO. WT1050000) 

Vapor Pressure (mm Hg J 

Vapor Density (A IR = 1) 

Section 111 - PhyticaUChemical Characteristics 

Mot~ing Pant 

EvepOratlon Rate 
NA ND 

NA (9utyl Acetate - 1 )  NA 

Section IV - Fire and Exploriorr Hazard Data 
Flash Point (Method Used)  I flammabb Limits i LEL I UEL 

NA I ! NA I NA 
Extinguishing Media 
Use me 
Special Fir) 
None known 

0 n f  f l ? - P  

Unusual Fire and Explosm Hazards 

'uu 
The in format ion andrrcommendationscontained here in are based upon tesrs bel ieved to be rel iable Howwvwr. Abbott  Laborator iesdoes not guarantee their accuracv or 
completeness NOR SHALL ANY OF THIS INFORMATION CONSTITUTE A WARRANTY WHETHER EXPRESSEO OR IMPLIED AS TO THE S A F E N  OF THE GOODS THE 
MERCHANTABILITY CF THE GOODS OR THE FITNESS OF THE GOODS FOR A PARTICULAR PURPOSE Ad jus tment  roconform with actual condit ions of usage mav be 
requi red Abboi t  Labora:aries assumes no r€!SpOnSibilitv for results obtained or for incidental or conseQuent ia l  damages arising f rom the use of these ddta No freedom 
f rom infr ingrnent of any pa,?nt copyright or trademark is to be in fer red 



Cl?&%al Route dB3!Tk” l  Routqs) ot Ent Inhalatm7 

Health Hazaf C h m  
Oral LD.$$(*%%h mg%g i n  mice f o r  prauuxine  h y d r o c h l o r i d e ,  LD50 = 1288 mg/kg f i r  

I - U n l i k e l y  

sodium 

Carcinogenicity 

1r .uryl  s u l f a t e  i n  ra t s .  Sodium l a u r y l  s u l f a t e  is  a mild e y e  i r r i t a n t .  

NTP? 

I , 
Sans and .S m toms of Exposure 
Can Droliuhe an i r r i t a t i o n  response  i n  exposed area f o r  s e n s i t i v e  i n d i v i d u a l s .  

Medical Condirihns 
Generally Aggravated 

None kcokn 
frnergetncy and 

by Exposure ____c____ 
f o r  o c c u p a t i o n a l  exposure.  Refer  to  t h e  PDR f o r  c l i n i c a l  i n f o r n a t i o n .  

First Aid Procedures 

Waste O w o s a t  ethcd 
Dispose ‘ofpin accordance  w i t h  l o c a l ,  s t a t e ,  and f e d e r a l  r e g u l a t i o n s  

r a s t e r  

Sleps IO Be Taken 
m 

1 

Precautions to Taken in ndlin and SI No s p e c i a p p r e c a u p ? o n #  r e q u y a d  under  normal u s e  

~f i r r i t a t u  d p v p l o ~ s  o r  sumDtoms of t o x i c i t y  o c c u r ,  s e e k  medical  a t t e n t i o n .  

in Case Matenal IS Released 01 Spilled - 
y x d a l + o r e d u r P s  r e a u  __t_____ 

i r e d  

I 

I - 
___t____ 

I 

___$_____ 
ed under normal u s e  

Ventilam 

Section Vlll t Control Merurrsr - Res r a t q  Protefxmn (!SQOC@ T p )  N l  
Local Exhausl sparl 

NA NA 

NA NA 
- 1 Mechanical (Gmnl) otha 

Pr tective Gloves1 
r8A 

Ey. pm(rcbar 
NA 



rl A I I O l T  

Manufacturer s Name 

Address (Number S w r .  Ow. Stare. and ZIP codel 
Abbott Laboratories 

Pharmaceutical Products Division 

1400 Shrridan Road 

North Chicago, Illinois 60064 

Material Safety Data Sheet 

Emergency Tdephom Number 

Telephone Numeef for Intonnation 

Oate Prepared 

(312) 937-6100 

(31 2) 937-7350 

July 20 ,  1987 

Boiling Point Speak  Gravity (Hfl  = 1 )  
NA NA 

VapoT Pressure (mm Hg ) 

Vapor Oensiry (AIR = 1 )  

Met~ing Pant 

Evawratm Rate 
NA ND 

NA (Butyl Acetale = 1 )  NA 

Unusual Fire and Exp(osion Hazards 

F h h  Pant (Mathod Used) Flammable Llmcts LEL 
NA 

N o n e  known 
+lid 

UEL 
NA 

The information and recommendations contained herein are based upon Iesls believed to be reliable However Abbort Laboratories does not guarantee their accurdcv or 
completeness NOR SHALL ANY OF THIS INFORMATION CONSTITUTE A WARRANTY WHETHER EXPRESSED OR IMPLIED. AS TO THE SAFETY OF THE GOODS THE 
MERCHANTABILITY CF THE GOODS. OR THE FITNESS OF THE GOODS FOR A PARTICULAR PURPOSE Adlustment to conform with actualconditions of usage vav  be 
required Abbott Labora:ories assumes no responsibility for results obtained or for incidental or consequential damages arising from the use of these ddla No freedom 
from infringment of anv pa,.-rrt copyright or trademark is to be inferred 

I I I /I 



Slalnllty UnsuM. 

slam 

condltlons to Avad 
None under normal u s e  

X 

I 

Section VI - Health Hazard Data 
Routqs) of En!+ lnhalp ton7 

Healt H 
Oral 
haza rds ,  Consul t  t h e  Phys ic i ans '  Desk Reference  (PDR) f o r  c l i n i c a l  h e a l t h  e f f e c d s .  

'ngsawxl' 
Jjnki"l?ke l y  C o u t  U n l i k e l y  

' ~ ' " l b ~ f f ~ ~ g / k g  i n  ra ts  and mice w i t h  pipobroman. No k n o m e  a t i o n % l  

Polymerization 

OSH Rsgcdated7 ?so Carcinogenicity NTP? IARC Monographs7 
NO No - 

Nnne 
Will Not Occur 

Signs and Symmoms of Exposure 
None e x p e t t e d  f o r  o c c u p a t i o n a l  exposure .  Refer  t o  t h e  PDR f o r  c l i n i c a l  synptoms. 

Medical CondirioDs 
Generally Aggravated by Exposure 

None known f o r  o c c u p a t i o n a l  exposure .  Refer  t o  t h e  PDR f o r  c l i n i c a l  i n f o r n a t i o n ,  
~- 

Emergency and F~rst Ala Procedures 

water. 

Section VI1 + Precautions for Safe Handllng and Use 

CP of exnosure .  I f  s k i n  o r  eye c o n t a c t ,  f l u s h  w i t h  copious amouqts of  
If i r r i t a t i o n  develops  o r  symptoms of t o x i c i t y  o c c u r ,  s e e k  medica l  a t t e n q i o n .  

Steps Io 8e fakbo in Case Matenal Is Released or Spdled 
No snPriiilprPredurPs rpauiyed .  

Waste Oisposar Merhod 
Dispose  of i n  accordance  w i t h  l o c a l ,  s t a t e ,  and f e d e r a l  r e g u l a t i o n s .  

Precautions to 54 Taken in Hanqllxand Stmry 
No s p e c i a l  p r e c a u t  o s r equ  re under  normal u s e  

ah'8&%!mred under  normal u s e  

WorklHygienc PrWces 
Use good F l i n i c a l  and h v n i e n i c  pract ices  

NA = Not Applitable - 2  
NO = No Data 



CERTIFICATE OF NON-HAZARDOUS CHEMICALS 

ACACIA INC 
P.O.  BOX 1799 

OJAI, CA 93023 

I, -- &lhddd, c e r t i f y  t h a t  all products 
manufactured by ACACIA INC and d i s t r i b u t e d  by FoxMeyer Drug Co - 
conta in  no hazardous chemicals. In t h e  event t h i s  changes, t h e  
appropr ia te  documentation (M.S.D.S) w i l l  be forwarded t o  FoxMeyer 
upon d a t e  o f  i n i t i a l  manufacture. 

/ I  I I I 



CERTIFICATE O F  NON-HAZ4RDOUS CHEHICKS 

&CME/CHMTON 
P.O. BOX 419 
DCSYVILLE, CT. 96241 

I, Neal Izaks , c e r t i f y  t h a t  a l l  products 
manufactured by ACME/CHASTON and d i s t r i b u t e d  by FoxMeyer Drug Co 
conta in  no hazardous chemicals. I n  t h e  event t h i s  changes, t h e  
appropr ia te  documentation (M.S.D.S) w i l l  be forwarded t o  FoxMeyer 
upon d a t e  of  i n i t i a l  manufacture. 

Name: Neal Izaks 

T i t l e :  Consumer Division Director 

CotpomM atko: 1220 sanl.c orivr clrrdlbn, Tx 75008 (214) 4469090 

1 I I l l  I I I  I I 



@$ FoxMeyer Corporation 
'rcwl 

CERTIFICATE OF NON-HAZQRDOUS CHEMICQLS 

A C T I O N  LABS I N C  
P. 0. BOX 109C) 
PLACENTA, CA 92670 

I, James R. Bailey , c e r t i f y  t h a t  a l l  products  
man fac tu red  by ACTION LABS I N C  and d i s t r i b u t e d  by FoxMeyer Drug 
Co c o n t a i n  no hazardous chemicals. I n  t h e  event t h i s  changes, 
t h e  approp r ia te  documentation (M.S.D.S) w i l l  be forwarded t o  
FoxMeyer upon da te  of i n i t i a l  manufacture. 

yrwly 

James R. Bailey Name: I 

President T i t l e :  

Signature:  Date: 

1 I 



FoxMeyer Corporation 
u 

CERTIFICATE O F  NON-HAZARDOUS CHEMICALS 

ADAMS LFIBS 

HURST, TX 76053 
108CW S. FIFELINE RD 

I, -- John Q. Ada= ---'I c e r t i f y  t h a t  a l l  products 
manufactured by ADAMS LABS and d i s t r i b u t e d  by FoxMeyer Drug Co 
conta in  no hazardous chemicals.  I n  t h e  event t h i s  changes, t h e  
appropr ia te  documentation ( M . S . D . S )  w i l l  b e  forwar.ded to FoxMeyer 
upon d a t e  of  i n i t i a l  manufacture. 

John Q. Adams 
Name: 

President 
T i t l e :  ____- _- _- 

November 18, 1987 S i  gnatur-e: Date: 

Corporate office: 1220 Senlac Drive Carrollton, TX 75006 (214) 446-9090 

1 1 1 ,  I I I  I I 



SECTION 1 - I D E N T I T Y  

Z O M O N  NAME: HAZARD DE!l%EIMINATION UNDER OSHA B A Z c b M  STD. . - - - - - - 
FOLEX PFS I N J E C T I O N  Hazardous 

CHEMICAL CHEMICAL FAMILY USE: Prescription Medicine - 
NAME Methotrexate Sodium Pte tidine Antineoplae tlc/Antimetaboli t e 
FORMULA 

-- _- - # 

Taylor Pharmacal; 
NAME Diettibutor; Adria Labs. Div. of Erbamont Inc. 614/ 764-8100 
ADDRESS O'MER INFORMATION 

P.0. BOX 16529, C o l ~ m b ~ ~ ,  OH. 43216 CALLS 614/761-6284 
DATE ma-- PREPARED June 26, 1987 

SIGNATURE OF P E W O N  
RESPONSIBLE FOR PREPARATION 

SECTION 2 - HAZARDOUS INGREDIENTS 

PRINCIPAL WARDOU S COMPONENT(S) 
(CHEMICAL & COMMON NAME(S)) CAS NO. x TEIRESHOLD L I M I T  VALUE ( U N I T S )  

2.5 Undetermined Me tho t rexate 59-05-2 

SECTION 3 - PHYSICAL & CHEMICAL CHARACTERISTICS (FIRE 6 EXPMSION DATA) 

B O I L I N G  S P E C I F  I C  VAPOR 
P O I N T  1 0 0 ° C  (aqueous solution) GRAVITY ( H 2 0 - 1 )  1.00 PRESSURE ( d g )  Undetermined 
PERCENT VOLATILE VAPOR EVAPORATION RATE 
BY VOLUME (%) 9 7% DENSITY ( A I R I l )  Undetermined ( -1) Undetermined 
S O L U B I L I T Y  R J I A C m T Y  
I N  WATER N /A IN WATER None 
APPEARANCE 
AND ODOR 
FLASH FLAMMABLE L I M I T S  LOWER UPPER EXTINGUISHER AUTO- I G N I T I O N  

Bright yellow-orange odorless solution. 

P O I N T  N/A I N  A I R  & BY VOLUME N/A N/A MEDIA N/A TEMPERATURE N/A 
S P E C I A L  F I R E  
F I G H T I N G  PROCEDURES N/A 
UNUSUAL FIRE AND 
EXPLOSION HAZARDS N/A 

I /  I I  I I 



I f  

I 'olex PFS I 

EYE PROTECTIQN 

SECTION 4 - PHYSICAL HAZARDS 

I - Recommend s p l a s h  goggles  

STABILITY UNSTABLE I I CONDITIONS TO 
STABLE 1x1 AVOID None 

1NCOMPATIBI)JTY (MATERIALS TO AVOID) Unknown 49 
tIAzARDOUS D~COMPoSITION PRODUCTS Unknown 
l3AzaDous ' MAY OCCUR 1 I CONDITIONS 
POLYMERIZAT~ON WILL NOT OCCUR 1x1 TO AVOID N/A 

CASE MATERIAL 
RELEASED OR 

SECTION 5 - HEALTH HAZARDS 

IS 
SPILLED 

contaminated area wi th  d i l u t e  b l each  s o l u t i o n .  
CAUTION: DO NOT GET BLEACH ON SKIN OR I N  EYES. 

THRESHOLD LIMIT VALUE Undetermined 
SIGNS AND ' 1. ACUTE By i n j e c t i o n  - Nausea, Vomiting, Myelosuppressioq, 
SYMPTOMS OF OVEREXPOSURE Mucos i t i s ,  s k i n  r a s h ,  r e n a l  f a i l u r e ,  pneumonitis  
EXPOSURE 2. CHRONIC OVEREXPOSURE Myelosuppression, Liver  f a i l u r e  
MEDICAL Co@ITIONS GENERALLY AGGRAVATED BY EXPOSURE Undetermined 

NATIONAL TOXICOLOGY YES I I I .A.R.C.  YES I I 
PROGRAM NO 1x1 MONOGRAPH3 NO 

NO I , X  I EXPOSURE LIMIT Undetermined LIMIT VALUE Undeterm b e d  
OSHA YES II1 OSHA PERMISSIBLE ACGIH TKRESKOLD 

OTHER EXPOS~BE LIMIT USED N/A 

EMERGENCY FIRST A I D  PROCEDURES 
1. INHALATION: Seek medical  a t t e n t i o n  

2. INGESTION: Calcium leucovor in  a t  a dose e q u a l  t o  amount inges t ed  i n  mi..ligra+u g iven  
I V ,  fol lowed by Calcium leucovor in  I V  o r  IM, 6 t o  12 mg eve:!y 6 hburs  
f o r  4 or more doses. e 3. EYES: F ush wi th  copious  amounts of water o r  phys io log ica l  sa l ine 4 

4. SKIN: Wqsh thoroughly wi th  soap and water 
I 

SECTION 6 - SPECIAL PROTECTION INFORMATION 

RESPIRATORY FROTECTION (SPECIFY TYPE) Approved a e r o s a l  r e s p i r a t o r  
I 

VENTILATION LOCAL EXHAUST MECHANICAL 

SECTION 7 - SPECIAL PRECAUTIONS AND SPILL/LEAK PROCEDURES 



-AF ETY 9 2  ATA WET 

SECTION 1 - IDENTITY bd 
COMMON NAME: HAZARD DETERMINATION UNDER OSHA HAZCOM STD. 

VINCASAR PFS INJECTION Hazardous 
CHEMICAL CHEMICAL FAMILY: Vincaleukoblastine 
NAME Vincristine Sulfate USE: Prescription medicine (Antineoplastic) 
FORMULA 

C46H56N4010 H2S04 m.w. = 923.04 
Quad Pha rmaceuticals; NO. 

NAME Distributor: Adria Labs., Div. of Erbamont Inc. 614/764-8100 
ADDRESS OTHER INFORMATION CALLS 

P.O. Box 16529, Columbus, OH 43216 614/761-6294 
SIGNATURE OF PERSON DATE 
RESPONSIBLE FOR PREPARATION PREPARED June 26, 1987 

SECTION 2 - HAZARDOUS INGREDIENTS 

PRINCIPAL HAZARDOUS COMPONENT(S) 
(CHEMICAL 61 COMMON NAME(S)) CAS NO. X THRESHOLD LIMIT VALUE (UNITS) 

Vincristine Sulfate 2068-78-2 0.1 Not E s t a bli shed 

SECTION 3 - PHYSICAL & CHEMICAL CHARACTERISTICS (FIRE & EXPLOSION DATA) 

BOILING 100°C SPECIFIC VAPOR 
POINT (aqueous solution) GRAVITY (H20=1) 1.03 PRESSURE (mmHg) N/A 
PERCENT VOLATILE VAPOR EVAPORATION RATE 

SOLUB fLITY REACTIVITY 
BY VOLUME ( X )  89.7 DENSITY (AIR=l) N/A ( =I) N/A 

IN WATER 10 g/100 g IN WATER None 
APPEARANCE 
AND ODOR Clear colorless aqueous liquid. 
FLASH POINT FLAMMABLE LIMITS LOWER UPPER 

N/A IN AIR & BY VOLUME N/A 
EXTINGUISHER MEDIA AUTO IGNITION TEMPERATURE 

SPECIAL FIRE 
FIGHTING PROCEDURES - Wear self-contained breathing apparatus. 
UNUSUAL FIRE AND 
EXPLOSION HAZARDS - May emit toxic fumes or smoke. 

Foam C02 N /A 

8776A-240A 
k 

I 1  I 1  I I 



VINCASAR PI’S I N J E C T I O N  

SECTION 4 - PHYSICAL HAZARDS 

STABILITY UNSTABLE I I CONDITIONS ------e STABLE 1x1 TO AVOID N / A  
INCOMPATIB ZLITY 
(MATERIALS TO AVOID) N/A 
HAZARDOUS 
DECoMPoSITqON PRODUCTS - May e m i t  toxic fumes when hea ted  t o  decomposition. 
tzAzABwus MAY OCCUR I I CONDITIONS 
POLYHERIZA$ION WILL NOT OCCUR 1x1 TO AVOID N/A 

SECTION 5 - HEALTH HAZARDS 

THRESHOLD L,IMIT VALUE - Not E s t a b l i s h e d  
SIGNS AND 1. ACUTE OVEREXPOSURE - Nausea and vomiting. 
SYMPTOMS 2. CHRONIC OVEREXPOSURE - P a r e s t h e s i a s ,  c o n s t i p a t i o n ,  a l o p e c i a ,  
OF EXPOSURE, I l eukopenia ,  muscle wasting. 
MEDICAL CoNbITIONS GENERALLY 
AGGRAVATED BY EXPOSURE 
CHEMICAL LISTED AS CARCINOGEN NATIONAL TOXICOLOGY YES I I I .A .R .C .  YES I 
OR POTENTI& CARCINOGEN No PROGRAM NO MONOGRAPHS NO ,171 

H y p e r s e n s i t i v i t y  t o  material 

OSHA YES I I OSHA PERMISSIBLE ACGIH THRESHOLD 
NO EXPOSURE LIMIT Not Es t ab l i shed  LIMIT VALUE Not Ea t eb l i ahed  

OTHER EXPoSURE 
LIMIT USED Not E s t a b l i s h e d  
EMERGENCY FIRST A I D  PROOURES 
1. INHALATION: Seek medica l  a t t e n t i o n .  

2.  EYES: 
3. SKIN: 

Flush  w i t h  copious  amounts of water or p h y s i o l o g i c a l  saline,  
Wash thoroughly  w i t h  soap and water. I f  i n j e c t e d  i n  o r  unde: the skin, 
seek  medica l  a t t e n t i o n .  

4. INGESTIOql: Seek medica l  a t t e n t i o n .  

SECTION 6 - SPECIAL PROTECTION INFORMATION 

RESPIRATORY,PROTECTION (SPECIFY TYPE) - Approved t o x i c  a e r o s o l  r e s p i r a t o r .  

VENTILATION LOCAL EXHAUST MECHANICAL ( GEl fEW) 
Recommended,- Vertical laminar  f low hood vented t o  ou t s ide .  

OTHER - Cheqical Carcinogen g love  box w i t h  HEPA f i l t e r  t o  o u t s i d e .  

PROTECTIVE 4LOVES - S u r g i c a l  l a tex  gloves, powder-free. EYE PROTECTION - Splash  g+ggles  
OTHER PROTEOTIVE 
CLOTHING OR,EQUIPMENT - Long s l e e v e ,  impermeable d i s p o s a b l e  gown w i t h  e l a s t i c  c u f f s .  

SPECIAL N/A 

SECTION 7 - SPECIAL PRECAUTIONS AND SPILL/LEAK PROCEDURES 

PRECAUTIONS TO BE 
TAKEN I N  HANDLING 
AND STORING 

OTHER PEtECAUTIONS 

- S t o r e  in t i g h t  c o n t a i n e r s .  
Handle w i t h  great care. DANGER - POISON, TERATOGEN, IRRITANT. 

- Avoid c o n t a c t  w i t h  eyes ,  s k i n  or c l o t h i n g .  

P r o t e c t  from damage or s p i l l i n g .  

Wash thorou$hly  a f t e r  

handling. nF51 
STEPS TO BE PAKEN I N  CASE 
MATERIAL IS RELEASED OR SPILLED 

WASTE DISPOSAL - Dispose of in accordance w i t h  your procedure for haza rdo i s  
METHODS waste d i s p o s a l  t o  meet l o c a l ,  s t a t e  and f e d e r a l  r e g u l a t i o i .  

- Wear approved a e r o s o l  r e s p i r a t o r ,  and powd$r-free 
s u r g i c a l  la tex g loves .  
a p p r o p r i a t e  c o n t a i n e r  f o r  waste d i s p o s a l .  

Absorb s p i l l a g e  a n i  placle i n  



-A SHEET- 

SECTION 1 - IDENTITY 
COMMON NAME: 

CHEMICAL 
NAME Cyclophosphamide, USP USE: Prescription medicine - Antineoplastic 
FORMULA 

W A R D  DETERMINATION UNDER OSHA HAZCOM STD. 

CtEEMICAI, FAMILY: Nitrogen Mustards (Phosphoramide) 
NEOSAR FOR INJECTION Hazardous 

C7H1 gC12N202P*H20 . -- - - - - 
MANUFACTURER'S Aste Werke-Biclefeld, Germany. Distributor: EMERGENCY TELEPHONE NO. 
NAME Adrfa Laboratorfes, Division-of Erbamont Inc. 614/ 7 64-8100 
ADDRESS 

P.O. Box 16529 Columbus, OH 43216 614/761-6284 
SIGNATURE OF PERSON DATE 
RESPONSIBLE FOR PREPARATION PREPARED June 26, 1987 

OTHER INFORMAR ON CALL S 

SECTION 2 - MZARDOUS INGREDIENTS 

PRINCIPAL HAZARDOUS COMPONENT(S) 
(CHEMICAL & COMMON NAME(S)) CAS NO. x THRESHOLD LIMIT VALUE (UNITS) 
Cyclophosphamide, USP 50-18-0 69 Undetcrmi ned 

w 

SECTION 3 - PHYSICAL & CHEMICAL CHARACTERISTICS (FIRE & EXPLOSION DATA) 

BOILING SPECIFIC VAPOR 
POINT N/A GRAVITY (H20"l) N/A PRESSURE ( a g )  N/A 
PERCENT VOLATILE VAPOR EVAPORATION RATE 

SOLUBILITY REACTIVITY 
BY V O L W  ( X )  N /A DENSITY (AIR-1) N/A ( 111) N/A 

IN WATER 40 g / L  IN WATER None 
APPEARANCE 
AND ODOR white powder 
FLASH POINT FLAMMABLE LIMITS LOWER UPPER 

N /A IN AIR 6 BY VOLUME noa-flammable 
EXTINGUISHER MEDIA AUTO IGNITION TEMPERATURE 

N/A N/A 
SPECIAL FIRE 
FIGHTING PROCEDURES N/A 

EXPLOSION HAZARDS 
bd UNUSUAL FIRE AND When heated to decomposition, it emits highly toxic fumes of 

oxides of Phosphorous and Nitrogen. 
ref.: SAX - "Dangerous Properties of Industrial Materials". 

7644A-239A 

~ I ; I  I I 



Neosar for I n j e c t i o n  

SECTION 4 - PXYSICAL HAZARDS 

STABILITY UNSTABLE I 1 CONDITIONS 4 
STABLE 1x1 TO AVOID None 

INCOMPATIB~LITY 
(MATERIALS TO AVOID) 
BAZARDOUS 
DECOMPOSITSON PRODUCTS 
EAZARDOUS MAY OCCUR I I CONDITIONS 
POLYMERIZATION W I L L  NOT OCCUR 1x1 TO AVOID None 

Benzyl Alcohol  Preserved D i l u e n t s  

Oxides of Phosphorous and Ni t rogen  

SECTION 5 - HEALTH HAZARDS 

THRESHOLD LIMIT VALUE Undetermined 
SIGNS AND SiyMPTOMS OF EXPOSURE 
I. ACUTE O@REXPOSURE Nausea, vomit ing,  Leukopenia, h a i r  loss 
2. CHRONIC iOVEREXPOSURE Leukopenia, h a i r  loss, cystitis 
MEDICAL COIfDITIONS GENERALLY 
AGGRAVATED $Y EXPOSURE 
CHEMICAt LIBTED AS CARCINOGEN NATIONAL TOXICOLOGY YES I X I I .A.R.C.  YES I X I 
OR POTENTIAL CARCINOGEN PROGRAM NO 1-1 MONOGRAP€S NO , 1-1 
OSHA YES I I OSHA PERMISSIBLE ACCIH THRESHOLD 

NO 1 7 1  EXPOSURELIMIT Undetermined LIMIT VALUE Unde ta t  mfned 

Unde t ermined 

OTHER EXPOStJRE 
LIMIT USED Und e t  ermined 
EKERCENCY @ FIRST AID PROCEDURES 
1. INHALATION: Seek medical  a t t e n t i o n  

2. EYES: 

3. SKIN: Wash wi th  soap and water  
4. INGESTION: Seek medical  a t t e n t i o n  

e 
Irrigate with copious  amounts of p h y s i o l o g i c a l  s a l i n e  or water  

SECTION 6 - SPECIAL PROTECTION INFORMATION 

RESPIRATORY PROTECTION (SPECIFY TYPE) Approved t o x i c  d u s t  mask or a e r o s o l  mask 

VENTILATION LOCAL EXHAUST MECHANICAL (GE JEW) 

OTHER SPECIAL HEPA f i l t e r  vented t o  o t u s t d e  
PROTECTIVE OLOVES S y n t h e t i c  o r  Rubber Gloves 
OTHER PROTECTIVE 
CLOTHING OR EQUIPMENT 

v e r t i c a l  l aminar  f low hood 

EYE PROTECTION Recommend spLish  gokgles  

Long s leeved ,  impermeable d i s p o s a b l e  gown wi th  e las t tc  c u f f s  

SECTION 7 - SPECIAL PRECAUTIONS AND SPILL/LEAK PROCEDURES 

PRECAUTIONS TO BE 
TAKEN I N  HANDLING 
AND STORING 

OTHER PRECAPIONS 

STEPS TO BE TAKEN IN CASE 

- Neosar is a p o t e n t  an t i - cance r  drug. Caut ion i n  t h e  h ind l in#  and 
use  must be exe rc i sed .  
or mucosae, immediately wash thoroughly w i t h  soap and %rater., 
See product  i n s e r t  f o r  f u r t h e r  in format ion .  

I f  Neosar powder o r  s o l u t i o n  c o n t a c t s  sk in  

m 
MATERIAL IS RELEASED OR SPILLED 
W A S T E  DISPOSAL METHODS Mix wi th  Sodium hypoch lo r i t e .  d i spose  i n  accordance wi th  your 

Wash area wi th  copious amounts of water .  

procedure f o r  hazardous waste d i s p o s a l  t o  meet l o c a l ,  st&=, 
- and f e d e r a l  r e g u l a t i o n s .  



-SAFETY DATA SHEET 

SECTION 1 - IDENTITY * 
COMMON NAME: HAZARD DETERMINATION UNDER OSHA HAZCOM STD. 

Adriamycin RDF Hazardous RTECS CAS #23214-92-8 
CHEMICAL (EEMICAL FAMILY Te t racyc l ine  
NAME Doxorubicin hydrochlor ide  USE: P r e s c r i p t i o n  medicine 
FORMULA 

C27H2gOll M.W. = 579.99 
MANUFACTURER'S F a r m i t a l i a  Carlo Erba,  Adria Labora to r i e s  EMERGENCY TELEPHONE NO. 
NAME D i s t r i b u t o r ;  Adria Labs. Div. of Erbamont Inc. 614/764-8100 
ADDRESS OTHER INFORMATION 

P.O. Box 16529, Columbus, OH 43216 C U S  614/761-6284 

/2 ,  o r 7  U T E  -6 PREPARED 
SIGNATURE OF PERSON 
RESPONSIBLE FOR PREPARATION 

SECTION 2 - HAZARDOUS INGREDIENTS 

PRINCIPAL HAZARDOUS COMPONENT(S) 
(CHEMICAL & COMMON NAME(S)) CAS NO. X THRESHOLD LIMIT VALUE (UNITS) 

Doxorubicin hydrochlor ide 25316-40-9 16  Und e t e m i n e d  

SECTION 3 - PHYSICAL & CHEMICAL CHARACTERISTICS (FIRE & EXPLOSION DATA) 

BOILING SPECIFIC VAPOR 
POINT N/A GRAVITY ( H 2 0 ~ 1 )  0.060 @/em3 PRESSURE (mHg) N / A  
PERCENT VOLATILE VAPOR EVAPORATION RATE 
BY VOLUME (%) N/A DENSITY (AIRI1) N/A ( -1) N/A 
SOLUBILITY REACTIVITY 
I N  WATER Soluble  I N  WATER None 
APPEARANCE 
AND ODOR Red c r y s t a l s  - o d o r l e s s  
FLASH POINT FLAMMABLE LIMITS IN AIR & BY VOLUME LOWER UPPER 

N /A Unknown Unknown Unknown 
AUTO-IGNITION TEMPERATURE EXTINGUISHER MEDIA 

Unknown Dry chemical foam o r  carbon d ioxide .  
SPECIAL FIRE Evacuate personnel  t o  s a f e  area. F i r e f i g h t e r s  should use  s e l f  
FIGHTING PROCEDURES 

UNUSUAL FIRE AND 
EXPLOSION HAZARDS Unknown 

contained-  b rea th ing  equipment and p r o t e c i i v e  c l o t h i n g  - use  water 
spray ,  d ry  chemical foam o r  carbon dioxide.  

8797A-24QA 
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Adriariycin PDF 

SECTION 4 - PHYSICAL HAZARDS m STABILITY UNSTABLE I I CONDITIONS Material i s  s t a b l e  from s a f e t y  poinl. of view. 
1 STABLE 1x1 TO AVOID S t o r e  a t  15"-3OoC (59"-86"F). 

I NCOMPAT I B r ri I TY 

SIGNS AND 

(MATERIALS 40 AVOID) Unknown 
HAZARDOUS DqCOMPOSITION 
PRODUCTS 
HAZARDOUS MAY OCCUR 1 1 CONDITIONS 
POLYMERIZATION WILL NOT OCCUR 1x1 TO AVOID Not a p p l i c a b l e  

When hea ted  t o  decomposition, >204"C, i t  emits ver!' t o x i c  
fumes of NOX and HC1.  

1. ACUTE OVEREXPOSURE 2. CHRONIC OVEREXPOSURE 

SECTION 5 - HEALTH HAZARDS 

OTHER PROTECTIVE 
CLOTHING OR 

--+@ 
Long s l eeved  impermeable, d i sposab le  gown w i t h  e l a s t i c  c u f f s  - 

EQUIPMENT g love  box. 

SYMPTOMS OIF IEXPOSURE Undetermined Undetermined 
MEDICAL COND(ITI0NS GENERALLY 

OTHER PRECAUkIONS 
STEPS TO BE 

AGGRAVATED' B/Y EXPOSURE Cardiovascular ,  Hepatic,  Renal, Bone Marrow 
CHEMICAL LIdTED AS CARCINOGEN NATIONAL TOXICOLOGY YES I X I I .A.R.C. 

- See product i n s e r t  f o r  f u r t h e r  information. 
YAKEN I N  CASE Deact iva te  w i t h  d i l u t e  b leach  s o l u t i o n .  

OR PoTENTIAq CARCINOGEN PROGRAM NO 1-1 MONOGRAPHS NO 171 
OSHA YES I i I OSHA PERMISSIBLE ACGIH THRESHOLD I 

NO EXPOSURE LIMIT Undetermined LIMIT VALUE Undetercdned ~ 

OTHER EXPoSdRE - LIMIT USED# Unknown 
EMERGENCY A@ FIRST A I D  PROCEDURES 
1. INHALATIGN: Seek medical a t t e n t i o n  3. S K I N :  Wash w i t h  soap and water immeciatelp 

2. INGESTIOq: Seek medical a t t e n t i o n  4. EYES: I r r i g a t e  immediately w i t h  s a l j n e  o r ; w a t e r  
I 

SECTION 6 - SPECIAL PROTECTION INFORMATION 

RESPIRATORY [PROTECTION 
(SPECIFY TYP/E) 
VENTILATION LOCAL EXHAUST MECHANICAL (GEFERAL) 

Approved t o x i c  d u s t  r e s p i r a t o r  mask. 

MATERIAL I S  PELEASED OR SPILLED 
WASTE DISPOSkiL METHODS - Deac t iva t e  w i t h  d i l u t e  b leach  s o l u t i o n .  

Rinse w e l l  w i t h  water. 

m Dispose of t h e  wqste 
i n  accordance wi th  your procedure f o r  hazardous waste d i s p o s a l  
t o  meet l o c a l ,  s tate and f e d e r a l  r e g u l a t i o n s .  



SECTION 1 - IDENTITY 

COMMON NAME: 

‘fliw1CA.L 
NAME F l u o r o u r a c i l ,  USP USB: P r e s c r i p t i o n  Hadicfne - A n t l n e o p l a e t l c  
FORMULA 

EUWRD D~TEltWINATION UNDER OSHA Iuzcop1: S T D .  
ADRUCIL INJECTION lia za rdoue 

C4H3FN202 9.w. = 130.08 
P A m  R’S T aylor Pharmacal; D l r t r l b u t o r ;  Adrfa Labora to r i ce ,  

NAHE D i v i s i o n  of Erbamont Inc. NO. 614/764-8100 
ADDRESS Adria  Labora to r i e s :  OTHBR INFORMATION 

P.O. B o x  16529 Columbus, OH 43216 CALLS 614 I7  61-6284 
SIGNATURE OF PERSON DATE 
RESPONSIBLE FOR PREPARATION PREPARED June 26, 1987 

SECTION 2 - HAZARDOUS INGREDIENTS 

PRINCIPAL HAZARDOU s coMPONENT(S) 
(CXEMICAL 6 COMMON NAME(S)) CAS NO. x TKRESEIOLD LIHIT VALUE (UNITS) 

F l u o r o u r a c i l ,  USP 51-21-8 5 Undetermined 

SECTION 3 - PHYSICAL 6 CHEMICAL CHARACTERISTICS (FIRE & EXPLOSION DATA) 

BOILING SPECIFIC VAPOR 
POINT similar t o  water GRAVITY (H20=1) 1.0297 PRESSURE ( a d s )  unknown 
PERCENT VOLATILE VAPOR EVAPORATION RATE 
BY VOLUME ( X )  Undetermined DENSITY ( A I R = l )  unknown i =1)Undetcr l l ined  
SOLUBILITY c m T Y  
I N  WATER Is an  aqueous s o l u t i o n  I N  WATER None 
APPEARANCE 
AND ODOR Clear aqueous s o l u t i o n ;  no odor  
FLASH FLAMMABLE LIMITS LOWER UPPER EXTINGUISHER AUTO-IGNITION 
POINT N/A I N  A I R  & BY VOLUME non-flammable MEDIA N/A TEMPERATURE N/A 
SPECIAL FIRE 
F I G H T I N G  PROCEDURES N/A 
UNUSUAL FIRE AND 

w EXPLOSION HAZARDS N / A  

7617A-239A 
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4 4  
SECTION 4 - PWSICAL HAZARDS 

STABILITY UNSTABLE I I CONDITIONS 
STABLE 1x1 TO AVOID Undetermined 

LNCOMPATIBI~ITY 
(MATERIALS k0 AVOID) Undetermined 
BAzARM)us 
DECOMPOSITI(lN PRODUCTS Undetermined 
HAZARDOUS MAY OCCUR 1 1 CONDITIONS 
POLYMERIZAT$ON WILL NOT OCCUR I T 1  TO AVOID N /A 

I 

SECTION 5 - HFALTH HAZARDS 

TBRESHOLD L N I T  VALUE Undetermined 
SIGNS AND The e f f e c t s  of overexposure have not  been e s t a b l i s h e d  but  i t  t s  l i q e l y  
SYMPTOMS OF t h a t  a n  exaggera t ion  of known t o x i c  e f f e c t 6  may occur ,  t h e  molt  prominent 
EXPOSURE of which are myelosuppressive and mucous membrane t o x i c i t y .  
1. ACUTE OV'$REXPOSURE By i n j e c t i o n  - Nausea, Vomiting, myelosuppressive 
2. CHRONIC @VEREXPOSURE Undetermined 
MEDICAL CON$ITIONS GENERALLY 
AGGRAVATED I)Y EXPOSURE Undetermined 
CHEMICAL LI$TED AS CARCINOGEN NATIONAL TOXICOLOGY YES I I I .A.R.C.  YES ' 1  I 
OR POTENTIA& CARCINOGEN PROGRAM NO 1x1 MONOGRAPE; NO 1x1 
OSHA YES I I OSHA PERMISSIBLE ACG I H  THRE SHOLD 

NO 1x1 EXPOSURE LIMIT Undetermined LIMIT VALUE Undetermined 

e OTHER EXPOSURE 
LIMIT USED Unde t e mi ned 

EMERGENCY 1. INHALATI T N: Seek medical  a t t e n t i o n  

2. EYES: Ridse w i t h  copious amounts of water. I r r i g a t e  immediately w i t h  watc!r o r  s a l i n e  

3. SKIN: Wash thoroughly w i t h  soap and water and r i n s e  wi th  copious amounts of water 

4. INGESTION: Seek medical  a t t e n t i o n  

FIRST A I D  PROCEDURES 

SECTION 6 - SPECIAL PROTECTION INFORMATION 

RESPIRAT0RY;PROTECTION (SPECIFY TYPE) - Approved r e s p i r a t o r  f o r  t o x i c  mists o r  a e r s o l s  
VENTILATION LOCAL EXHAUST MECHANICAL (GElERAL) ~ 

Vertical laminar flow hood Same - --- _ -  - - _ _ _  - --- ----- 
OTIIER SPECIAL HEPA f i l t e r  vented t o  outs1c.e a i r  
PROTECTIVE (SLOWS S y n t h e t i c  or  rubber  g loves  EYE PROTECTION Sp lash  gogg,les ~ 

OTHER PROTECITIVE 
CLOTHING OR IEQUIPMENT Long s leeved  impermeable, d i sposab le  gown wi th  e las t jc  c u f f s  

SECTION 7 - SPECIAL PRECAUTIONS AND SPILL/LEAK PROCEDURES 

PRECAUTIONS 'TO BE TAKEN Adruc i l  i s  a po ten t  an t i -cancer  drug. 
I N  fIANDLING AND STORAGE and use  must be exe rc i sed .  I f  Adruc i l  s o l u t i o n  c o r t a c t s  s k i n  

Caution i n  t h e  ha&ling 

o r  mucosae, immediately wash thoroughly wi th  soap and water. 
OTXER PRECAVIONS 
STEPS TO BE TAKEN IN CASE Deac t iva t e  w i t h  d i l u t e  b leach  s o l u t i o n .  
MATERIAL I S  RELEASED OR SPILLED Rinse w e l l  w i th  water. 
WASTE DISPOSkL METHODS Deac t iva t e  v i t h  d i l u t e  b leach  s o l u t i o n .  

See product  i n s e r t  f o r  f u r t h e r  in format ion .  

Dispose of i n  
accordance wi th  your  procedure f o r  hazardous waste d i s p o s a l  
t o  meet l o c a l ,  s t a t e  and f e d e r a l  r e g u l a t i o n s .  



SECTION 1 - IDENTITY k 
COMMON NAME: HAZARD DETERMINATION UNDER OSHA HAZCOM STD. 

FOLEX FOR INJECTION Hazardous 
CHEMICAL FAMILY: Pteridine 

CHEMICAL USE: Prescription medicine 
NAME Methotrexate Sodium (Antineoplaetic/Antimetabolite) 
FORMULA 

c2 N22NS05 m.w. * 454.44 - - ~ _ _  
MANUFACTURER’S Ben Venue Laboratorice, Inc. ,; EMERGENCY TELEPHONE NO. 
NAME Distributor; Adrla Labs. Div. of Erbamont Inc. 614/764-8100 
ADDRESS O-ORMAnON 

P.O. Box 16529, Columbus, OH 43216 CALLS 614/761-6284 
SIGNATURE OF PERSON DATE 
RESPONSIBLE FOR PREPARATION PREPARED June 26, 1987 

SECTION 2 - HAZARDOUS INGREDIENTS 
PRINCIPAL HAZARDOUS COMPONENT(S) 
(CHEMICAL 6 COMMON NAME(S)) CAS NO. x THRESHOLD LIMIT VALUE (UNITS) 

Methotrexate 59-05-2 95 Unde t e mined 

~ ~ 

SECTION 3 - PHYSICAL & CHEMICAL CHARACTERISTICS (FIRE & EXPLOSION DATA) 

BOILING Melting Point at 185’-204’ SPECIFIC VAPOR 
POINT with decomposition GRAVITY (H20-1) N/A PRESSURE ( d g )  Undetermined 
PERCENT VOLATILE VAPOR EVAPORATION RATE 
BY VOLUME ( X )  Undetermined DENSITY ( A I R = l )  Undetermined ( -1) Undetermined 
SOLUBILITY Methotrexate Sodium is soluble in water REACTIVITY 
IN WATER ADS* - Practically insoluble in water IN WATER None 
APPEARANCE 
AND ODOR Bright yellow-orange odorless powder. 
FLAS H FLAMMABLE LIMITS LOWER UPPER EXTINGUISHER AUTO-IGNITION 
POINT N/A IN AIR & BY VOLUME N/A N/A MEDIA N/A TEMPERATURE N/A 
SPECIAL FIRE 
FIGHTING PROCEDURES N /A 
UNUSUAL FIRE AND 
EXPLOSION HAZARDS N/A 

9 1 9 8A- 24 OA 
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Folex For  I n j e c f i o n  

SECTION 4 - PHYSICAL HAZARDS 

I m STABILITY UNSTABLE I CONDITIONS TO 

INCOMPATIBILITY (MATERIALS TO AVOID) Unknown 

STABLE 1x1 AVOID None 

HAZARDOUS DECOMPOSITION PRODUCTS None 
liAzAmous MAY OCCUR I I CONDITIONS 
POLYMERIZATEON WILL NOT OCCUR 1x1 TO AVOID N /A 

SECTION 5 - HEALTH HAZARDS 

THRESHOLD L P I T  VALUE Undetermined 
SIGNS AND 1. ACUTE By i n j e c t i o n  - Nausea, Vomiti'ng, Myelosupprc~ssion, 
SYMPTOMS OF OVEREXPOSURE Mucos i t i s ,  s k i n  r a sh ,  rena l  f a i l u r e ,  pneumori t ie  
EXPOSURE 2. CHRONIC OVEREXPOSURE Myelosuppression, L i v e r  f a i l u r e  

MEDICAL CONDITIONS GENERALLY AGGRAVATED BY EXPOSURE Undetermined 
CHEMICAL LI$TED AS CARCINOGEN NATIONAL TOXICOLOGY YES I I I.A.R.C. YES I I 
OB POTENTLAG, CARCINOGEN PROGRAM NO 1x1 MONOGRAPH', NO 1x1 
OSHA YES I I OSHA PEXMISSIBLE ACGIH THRESHOLD 

NO EXPOSURELIMIT Undetermimd LIMIT VALUE Undetermj ned 
OTHER EXPOSURE LIMIT USED N/A 

EMERGENCY AHD FIRST AID PROCEDURES 
1. INHALATION: Seek medica l  a t t e n t i o n  
2 .  INGESTION: Calcium leucovor in  a t  a dose  e q u a l  t o  amount i n g e s t e d  i n  m i : . l i g r a  g iven  

I V ,  fol lowed by Calcium leucovor in  I V  o r  IM, 6 t o  1 2  mg e v e i y  6 h4urs  
f o r  4 o r  more doses .  

3. EYES: F l u s h  w i t h  copious  amounts of water o r  p h y s i o l o g i c a l  s a l i n e  
4. SKIN: Wash thoroughly w i t h  soap and water. 

SECTION 6 - SPECIAL PROTECTION INFORMATION 

RESPIRATORY PROTECTION (SPECIFY TYPE) 

VENTILATION LOCAL EXHAUST MECHANICAL 

OTHER 

SPECIAL HEqA F i l t e r  vented t o  o u t s i d e  

PROTECTIVE GLOVES - S y n t h e t i c  o r  rubber  g loves  

EYE PROTECT4ON - Recommend s p l a s h  gogg les  

OTHER PROTEOTIVE CLOTHING OR EQUIPMENT - Long s l eeved ,  impermeable d i s p o s a b l e  gown 

Approved tox ic  d u s t  mask 

YES Vertical l amina r  f l o w  hood (GENERAL) 
B a c t q r i a l  Glove Box w i t h  HEPA f i l t e r  t o  o u t s i d e  

wi th  elastic c u f f s .  

SECTION 7 - SPECIAL PRECAUTIONS AND SPILL/LEAK PROCEDURES 

PWCAUTIONS TO BE TAKEN 
I N  HANDLING AND STORAGE - S t o r e  in l ight-proof  t i g h t l y  c losed  c o n t a i n e r s  
OTHER PRECAUTI ONS Pregnant women should avoid  c o n t a c t  w i t h  Methotrexate .  T h e  daqger  

of f e t a l  d e a t h  o r  deformation e x i s t s .  I 

STEPS TO BE TAKEN IN 
CASE MATERIAL IS gloves .  C a r e f u l l y  c o l l e c t  powder w i t h  d i s p o s a b l e  means. Soak 
RELEASED OR SPILLED up l i q u i d  w i t h  paper  towels .  Clean contaminated area d t h  d i l u t e  

If d r y  powder, wear t o x i c  d u s t  mask and g loves .  If l i p i d ,  wear e 
bleach  s o l u t i o n .  CAUTION: Do no t  g e t  b l each  on skin o r  i n  e,yes. 

WASTE DISPOSAL - Deac t iva t e  w i t h  d i l u t e  b leach  s o l u t i o n .  Dispose of in accocdance wi th  
METHODS your  procedure f o r  hazardous waste d i s p o s a l  t o  meet l o c a l ,  s t a t e  and 

f e d e r a l  r e g u l a t i o n s .  



MATERIAL SAFETY DATA SHEET 

SECTION 1 - IDENTITY 

COMMON NAME: HAzAllD DEB?MINATION UNDER OSHA HAZCOM STD. 
Velsar Hazardous RTECS #YY8400000 

CHFMICAL CHEMICAL FAMILY: Vincaleukoblastine 
S t e r i l e  V i n b l a s t i n e  Sulfate.  USP USE: AntineoDlastic (PrescriDti on only) 

FORMULA 
C46H58N409 ’H2S04 m.w. - 909.06 

MANUFACTURER‘S David Bull Laboratories, Mulgrave Australia EMERGENCY TELEPHONE NO. 

ADDRESS OTHER INFORMATION CALLS 

SIGNATURE OF PERSON 
RESPONSIBLE FOR PREPARATION 

Distributor:  Adria Labs.. Di v. of E rbamont Inc . 614/764-8100 

7001 Post Road. Dublin. OH 43017 614/761-6284 

cember 1 5 .  1987 
D A E  

SECTION 2 - HAZARDOUS INGREDIFNTS 

PRINCIPAL HAZARDOUS CoMpoNwT(S)  
_(CHEMICAL 6 COMMON NAME(S)) CAS NO. x THRESHOU) LIMIT v u  ( UNITS 1 

Not Es tab 1 ished 143-67-9 100 V i n b l a s t i n e  SO4 C46H *N409. H2S04 

SECTION 3 - EWYSICAL 6 CHEMICAL QiARACTERISTICS (FIRE & -ION MTA) ” BOILING SPEC1 F I C  VAPOR 
POINT N/A GRAVITY (H20-1) N/A PRESSURE (nmHg) N/A 

PERCENT VOIATILE VAPOR EVAPORATION RATE 
BY VOLUME ( X I  N/A DENSITY (AIR-1) N/A ( -1 ) N/A 
SOLUBILITY REACTIVITY 
I N  WATER Freelv soluble I N  WATER None 
APPEARANCE 
AND ODOR 
F’IASH POINT FlAMMABLE LIMITS m UPPER 

Yellowish white odorless amorphous so l id ,  having the charac te r i s t ic  
appearance of Droducts DreDared by freeze-drvine. 

N/A I N  AIR 6 BY V O W  N/A N/A 
EXTINGUISHER Water, foam, carbon dioxide, dry chemical, AUTO IGNITION TPIPERAW 
MEDIA halon 1211, N/A 
SPECIAL FIRE 
FIGHTING PROCEDURES 
UNUSUAL FIRE AND Assume this material to  be combustible. When heated to  
MpII)SIoN HAZARDS 

Use self-contained breathine amaratus with f u l l  face Diece. 

d e c o m s i t i o n  the material emits toxic fumes. 

SECTION 4 - PHYSICAL HAZARDS 

STABILITY UNSTABLE 1-1 CONDITIONS Material is stable from a safety 
STABLE 1 x 1  M AVOID v i e w  Doint. LiPrht may decornose it. 

INCOMPATIBILITY (MATERIALS To AVOID) 
HAZARDOUS DECOMPOSITION PRODUCTS Emits toxic fumes when heated t o  decornosition. 

POLYMERIZATION WILL NOT OCCUR I X I  To AVOID N/A 

Strone - oxid iz im apents. 

Jyur’ HAZARDOUS M A Y ~ C u R  1-1 CONDITIONS 

9597.242 

I 1  1 
I / I  



Velsar For Inlect ion 
SECTION 5 - HEALTH HAZARDS 

AGGRAVATED 
CHEMICAL 
OR POTENTIAL 
OSHA YES 

BY FJCPO SURE Hmersens i t iv i  tv t o  material 
LISTED AS CARCINOGEN NATIONAL MXICOLLJGY YES 1-1 I .A.R.C.  YES 1-1 

CARCINOGEN N o  F'ROGRAM NO I X I M 0 " S  No 1 X I 
1-1 OSHA PERMISSIBLE A G I H  THREsHO~ 

FLRST AID PROCEDURES 
ION: May cause i r r i t a t i o n  of respiratory t r a c t .  

Seek medical a t tent ion.  
May cause i r r i t a t i o n .  
physiological sal ine.  

Remove t o  f resh a i r .  

2 .  m: 
3.  SKIN: May cause i r r i t a t i o n .  Flush out with copious amounts of water. 
4. INGESllION: May cause i r r i t a t i o n .  Flush mouth w i t h  water. Seek medical a t ter ; t ion.  

Flush w i t h  copious amounts of water o r  

ISPECIFY 
VENTILATION 
Recommend 

OTHER cc1 
PROTEmIVE 

SECTION 6 - SPECIAL PROTECTION INFORMATION 

TYPE) TLV l e s s  than 0.005 m d m  . 
ver t i ca l  laminar flow vented to outside. 

emical carcinogen plove box with HEPA f i l t e r .  SPECIAL N/A 

LDCAL EXHAUST MECHANICAL (GENERAL) 

GLDVES PVC or  la tex.  powder-free. EYE PROTE(XI0N SDlash Poggles 

0 BE Poison, teratogen, i r r i t a n t .  Handle Velsar with great care since 
LING it is a potent cytotoxic agent. 

Avoid contact with eves, skin and clothina.  
Store in  a refr igerator  (2"-  3°C).  

OTHER 
PRECAUUONS Avoid contact w i t h  eyes. skin. clothinn. wash thorouehlv a f t e r  handlbna. ~ 

STEPS TO bE TAKE3 I N  CASE 
MATERIAL IS RELEASED OR SPILLED 

WASTE DXSPSAL - Dispose of in accordance w i t h  your procedure fo r  hazardous 
MEIHODS , waste disDosal t o  meet 1 mal. s t a t e  and federal  rermlatlon. 

Wear approved aerosol respirator ,  and powder-frze 
surgical la tex gloves. 
aDDroDriate container for  waste d i smsa l .  

Absorb spi l lage and p1a:e i n  



@TERIAL SAFE TY DATA SHEET 

SECTION 1 - IDENTITY 
COMMON NAME: HAZARD DETERMINATION UNDER OSHA HAZCOM STD. 

Nitro1 Ointment, 2% Not Hazardous 
CHEMICAL CHEMICAL FAMILY: N/A 
NAME 2% Nitroglycerin Ointment, USP USE : Coronary Vasodilator 
FORMULA CONTAINS 

MANUFACTURER’S Paco Pharmaceuticals - Puerto Rico R m e  NO. 
C3H5N309 m.w. = 227.09 

NAME Distributor: Adria Labs., Div. of Erbamont, Inc. 6141764-8100 
ADDRESS OTHER INFORMATION CALLS 

P.O. Box 16529, Columbus, OH 43216 6141761-6284 
SIGNATURE OF PERSON DATE 
RESPONSIBLE FOR PREPARATION -& PREPARED November 20, 1987 

SECTION 2 - W A R D O U S  INGREDIENTS 

PRINCIPAL WARDOUS COMPONENT(S) 
(CHEMICAL C COMMON NAME(S)) CAS NO. % THRESHOLD LIMIT VALUE (UNITS) 

Nitroglycerin 55- 63-0 2 0.05 ppm (skin) 

SECTION 3 - PHYSICAL 6 CHEMICAL CHARACTERISTICS (FIRE 6 EXPLOSION DATA) 
BOILING SPECIFIC VAPOR 
POINT N/A GRAVITY (H20=1) 0.90  (approx.) PRESSURE (mmHg) N/A 

VO-E VAPOR 
BY VOLUME ( X )  N/A DENSITY (AIR-1) N/A ( N/A 
SOLUBILITY REACTIVITY 
IN WATER Slight IN WATER Not Determined 
APPEARANCE 
AND ODOR White ointment with oleaginous odor. 
FLASH POINT FLAMMABLE LIMITS LOWER UPPER 

N/A IN AIR & BY VOLUME N /A 
EXTINGUISHER Water, carbon dioxide, monoammonium AUTO IGNITION TEMPERATURE 
MEDIA phosphate dry powder, -Halon 12M. Not Determined 
SPECIAL FIRE 
FIGHTING PROCEDURES Self-contained breathing apparatus, barricade. 
UNUSUAL FIRE AND This product will burn, but is not explosive and will not detonate. 
EXPLOSION HAZARDS Nitroglycerin is a powerful explosive and separation of it from 

the ointment is extremely hazardous. If the fire is intense, 

fires can cause nitroglycerin to migrate and collect, leading to 
an explosion i f  sufficient heat is present. 

%wid  product will be entirely consumed. Less intense smouldering type 

94 7 8A- 2 42A 
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Nitro1 Ointment 

S E C T I O N  4 - PHYSICAL HAZARDS 

INCOMPATIBILITY 

HAZARDOUS 

(MATERIALS TO AVOID) Water, acid, base, oxidiziw materials. 

DECOMPOSITION PRODUCTS Nitrogen oxides 

2.  CHRONIC 0V)iREXPOSURE - Severe headache, hallucinations, skin rashes. 
MEDICAL CONDIEIONS GENERALLY 

THRESHOLD L I M I T  
S I G N S  AND 
1. ACUTE 

__i__ 

1 VALUE Not determined 
SYMPTOMS OF EXPOSURE 

OVEREXPOSURE - Nausea, dizziness, vomiting, headache, reduced blood 

RESPIRATORY P$OTECTION ( S P E C I F Y  TYPE)  
VENTILATION LOCAL EXHAUST MECHANICAL (GENERILL) 

Not required under normal conditions. 

OSHA YES I 
NO IXI 

Normal ventilgtion is adequate N/A N/A 

I OSHA P E R M I S S I B L E  ACGIH THRESHOLD 
EXPOSURE LIMIT N/A L I M I T  VALUE 0.05 ppm 5 skin)! 

OTHER N/A , S P E C I A L  N/A 

OTHER PROTECT.+VE CLOTHING OR EQUIPMENT 

PROTECTIVE GL EYE PROTECTION Safety glasses with sh!e 
Latex or rubb shields or safety gogg:.es. , 

N/A 

4. INGESTION:  

SECTION 7 - S P E C I A L  PRECAUTIONS AND S P I L L / L E A K  PROCEDURES 

contaminated clothing before reuse. 
Contact physician immediately. 

OTHER PRECAUTIONS 
S T E P S  TO BE 
MATERIAL I S  @LEASED OR S P I L L E D  
WASTE DISPOSAL; METHODS 

fiber containers immediately. 
Disposal of waste or neutralized materials should be h a n d l e d  

None 
TAKEN I N  CASE DO NOT flush with water, shovel into Dlastic 1- 

as per the appropriate federal, state, and local regulationd. 

blm: Columbu i. Ohio 43d15 
Adrla La1 loralorlcs L1 18718 



w SECTION 1 - IDENTITY 
COMMON NAME: HAZARD DETERMINATION UNDER OSHA HAZCOM STD. - 

ADRIAMYCIN Hazardous 
CrnICAL CHEMICAL FAMILY: Anthracycline 
NAME Doxorubicin hydrochloride USE: Prescription medicine - Antineoplastic 
FORMULA 

C27H2qN011 . HC1 m.w. = 579.99 -. -_ -- 
MANUFACTURER'S Farmitalia Carlo Erba. Adria Laboratories EMERGENCY TELEPHONE NO. 
NAME Distributor; Adria Labs. Div. of Erbamont Inc. 614/ 764-8100 
ADDRESS OTHER INFORMATION 

P.O. Box 16529, Columbus, OH 43216 CALLS 614/ 7 61- 6284 
DATE &- PREPARED June 26, 1987 

SIGNATURE OF PERSON 
RESPONSIBLE FOR PREPARATION 

SECTION 2 - HAZARDOUS INGREDIENTS 
PRINCIPAL WARD OUS COMPONENT(S) 
(CHEMICAL & COMMON NAME(S)) CAS NO. X THRESHOLD LIMIT VALUE (UNITS) 

Doxorubicin hydrochloride, USP 25316-40-9 17 Unde tetmined 

- 

SECTION 3 - PHYSICAL & CHEMICAL CHARACTERISTICS (FIRE 6 EXPLOSION DATA) 

BOILING Melting Point-205' SPECIFIC VAPOR 
POINT With disposition GRAVITY (H20-I) N/A PRESSURE (mmHg) N/A 
PERCENT. VOLATILE VAPOR EVAPORATION RATE 
BY VOLUME ( X )  N/A DENSITY (AIR=l) N/A ( -1) N/A 
SOLUBILITY REACTIVITY 
IN WATER Freely soluble 1 N WATER None 
APPEARANCE 
AND ODOR Red cake, no odor 
FLASH FLAMMABLE LIMITS IN LOWER UPPER EXTINGUISHER AUTO-IGNITION 
POINT N/A AIR & BY VOLUME N/A non-flammable MEDIA N/A TEMPERATURE N/A 
SPECIAL FIRE 
FIGHTING PROCEDURES N/A 
UNUSUAL FIRE AND 
EXPLOSION HAZARDS N/A -- 

7643A-239A 

I I! 1 1  I 1 



.- Adriamyc i I 1 

mJ SECTION 4 -. PHYSICAL HAZARDS 

STABILITY UNSTABLE I 1 CONDITIONS 

INCOMPATIBILITY 
STABLE 1x1 TO AVOID N/A 

(MATERIALS TO AVOID) N/A 
HAZARDOUS 
DECOMPOSITIQN PRODUCTS N / A  
HAZARDOUS MAY OCCUR I I CONDITIONS 
POLYMERIZATION WILL NOT OCCUR 1x1 TO A V O I D  

SECTION 5 - HEALTH HAZARDS 
I 

THRESHOLD LIMIT VALUE Undetermined 
SIGNS AND 1. ACUTE 2. CHRONIC 
SYMPTOMS OF EXPOSURE OVEREXPOSURE none known OVEREXPOSURE pigmentai:ion of s k i n  
MEDICAL CONlbITIONS GENERALLY 
AGGRAVATED BY EXPOSURE None known 
CHEMICAL LI$TED AS CARCINOGEN NATIONAL TOXICOLOGY YES I I I .A.R.C.  YES I X I 
OR POTENTIAL CARCINOGEN PROGRAM NO 1x1 MONOGRAPH!; NO 1-1 
OSHA YES I I OSHA PERMISSIBLE A C G I H  THRESHOLD 

NO 1x1 EXPOSURE LIMIT Undetermined LIMIT VALUE Unde t e : mined 
OTHER EXPOSURE 
LIMIT U.:?Il U nd e t e r m i  ne d 

1. INHALATION: Seek medical  a t t e n t i o n  3 .  SKIN: Wash w i t h  soap and water icunediately 

- 2 .  INGESTlON[: Seek medical  a t t e n t i o n  4. EYES: I r r i g a t e  wi th  s a l i n e  or water 

E M E R G E N C . ~  AMD FIRST AID PROCEDURES + 
SECTION 6 - SPECIAL PROTECTION INFORMATION 

RES P IRATORY PROTECT I ON 
(SPECIFY TYPE) Approved t o x i c  d u s t  r e s p i r a t o r  mask. 
VENTILATION LOCAL EXHAUST MECHANICAL (GENERAL) 

Vertical  laminar  f low hood 

OTHER SPECIAL - HEPA f i l t e r  vented t o  o u t s i c e  a reg ,  

PROTECTIVE GLOVES - S y n t h e t i c  o r  Rubber g l o v e s  EYE PROTECTION - Recommend s r l a s h  goggle 
OTHER PROTECTIVE 
CLOTHING OR EQUIPMENT - Long s leeved  impermeable, d i s p o s a b l e  gown wi th  e l a s t i c  c u f f s .  

SECTION 7 - SPECIAL PRECAUTIONS AND SPILL/LEAK PROCEDURES 

PRECAUTIONS TO BE TAKEN 
I N  HANDLING AM) STORAGE - handl ing and p r e p a r a t i o n  of t h e  powder and s o l u t i c n  must be 

Adriamycin i s i a  p o t e n t  an t i -cancer  drug. 

e x e r c i s e d .  If  Adriamycin powder o r  s o l u t i o n  c o n t a c t s  s k i n  

Caution i n  t h e  

or mucosae, immediately wash thoroughly wi th  soap and water .  
OTHER PRECAUTIONS See product  i n s e r t  f o r  f u r t h e r  information.  
STEPS TO BE TAKEN I N  CASE Deac t iva t e  wi th  d i l u t e  b leach  s o l u t i o n .  
MATERIAL I S  RELEASED OR SPILLED Rinse w e l l  w i t h  water .  
WASTE DISPOSAL METHODS - Deac t iva t e  wi th  d i l u t e  bleach s o l u t i o n .  Dispose of i n  

- t o  meet l o c a l ,  s t a t e  and f e d e r a l  r e g u l a t i o n s .  
accordance wi th  your procedure f o r  hazardous waste d i s p o s a l  e 



FoxMeyer Corporation 

CERTIFIC4TE OF NON-HAZARDOUS CHEMICALS 

ADVANCED NUTRITIONAL TECH. 
BOX 3225 
ELIZABETH, N.J. 07207 

I ,  I.R. Berry , c e r t i f y  t h a t  a l l  products 
. manufactured by ADVANCED NUTRITIONGL TECH. and d i s t r i b u t e d  by 

FoxMeyer Drug Co conta in  no hazardous chemicals. I n  t h e  event 
t h i s  changes, t h e  appropr ia te  documentation (M.S.D.S)  w i l l  be  
forwarded t o  FoxMeyer upon d a t e  of  i n i t i a l  manufacture. 

~ i t l e :  Vice President - Technical Services  

Signature:  Date: 

1 I 



S E ~ O N  r 

. .  
SECTTON I11 PHYSICAL DATA 

\ .  

Boi l ing  Poin t  (OF. 1 . - .  

@ 70% 

I 

!Specific Gravity (H, Q=2 
IPercent V o l a t i l e  I 

- .  .. 

Solubility in W a t e r  

Fonula:  

Address: 5 Tafk  Road, Totowa, Yew Jersev 07512 (m:+s?my nT-1 - 4 

For I n f u n a t i o n  an Health Hazards Call: K e n n  E l s  (R & D Canter -203 - 3 7 7 - 6 C ; O T )  

6 4,4u &* 12/2/82 
Aeroceuticals H e a l t k  Ca .Pr3$ 
For 'Other Tnfonat ion CalI :?& 7 

* .  

. .  

Vapor Prcs;<rt (mm Hg.1 30-40 ?si? (BY Volume (SI I 
I Evauoracion Rate I 

I 

- - -  
[ Tenotrature d .  . C .  - -  -- A .  

.. Med:s CSernical E x t F n m z s n e r  
Specxl F i r e  Figncing 

t 

F: ash PolntConcentrate 0n1v FLammaole h5 Lowe? 1 Uuoer 
p e t h o d  Used) Taq Open CUD $ 70°?. 

Med:s CSernical E x t F n m z s n e r  
Specxl F i r e  Figncing 
Pre, c edures 
- *  s ro tecz  p e r s o n n e l  aqainst  burst ing ,  ru3txr ing  o r  venting con ta ine r -  

L h l u s u a l  i i x  ana 
-1osion Earads ~t elevated temperattrres (over 130~7. 'or S~.AOC.)  I 

c o n t a i n e r  may v e n t ,  r up tu re  o r  b u r s t ,  

I A i r  

Tenotrature 
k t l n W l J n e r  Water, fog, C02. or D r y  Autorgnictson y A A - J  . 

Keep container cool.  
.. 

Use equipment  or shielding required to 

"A -I1..2) c.; I * -------- \---e --." - .  
c o n t a i n e r  may v e n t ,  r up tu re  o r  b u r s t ,  ..- 

w 



.4 . .  Acdte Overc,?os&: 
CIroni c Overemu sure : N o t  Xcp li cab le - 

&ergency and First Ald . , * Procedures .. 

Fire/Flarde - Temperatures in 

I + . Inhalation: See label p recau t ions .  
Eyes : F ~ U S ~  ixtmeOiateIy w i L \  larqe amounts of w a t e r .  ' -  
Skin: Wi2e o f 2  and wash w i t !  soap and water .  
Ingestion : 

-. . 
- .  . . :. ~ A c i d s  

. Hazardous 
Decornosition Products 

' Hazardous ?olymey.,:ation 
May Occur Hill nor Occur 

Multi-CornDonen t Produc t  - None ?nom 
Conditions t o  Avoid 

\ 
. .  

x -  I Not appLicable to comon.aerosol  Produces 

I .  SECTION vxr s p r u  OR LEAK PROCEDURES - 
'Steps f o  ae Taken . 
In Case, Material is 

. Released 's>. Spil led 

Avoid fire/flame;. avoid g e t t i n g  product i n  e y e s .  
t o  proper  disposa l  s e r v i c e .  

G i v e  

Haste Dirposzi Metnod Do n o t  punct-Jre o r  i n c l a e r a t e  con ta ine r s ,  Give to 
p r o p e r  disposal  s e e r i c e  equi?ped t o  ' sa fe ly  handle an6 dispose of 
pressurized. conta iners .  

' C  

I 
Prcczurions 70 3e Taken 
.In Handling h d  S t o r i n g  

?lease r ead  and follow =!e p r e c a u e c n s  on t!!e 
p r o d u c t  Iabcl. 

:.her. ?rtcaurlons Avold contarmaat ion  of 2ooa ana fooa  u t e n s i l s .  .. 
b e d  

I I I  1 
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@$ FoxMeyer Corporation 

CERTIFICATE OF NON-WZARDOUS CHEMICALS 

MORN INC 

ABITTA SPRINGS, LA 70420 
100 AKORN DR. 

Y , c e r t i f y  t h a t  a l l  products " f U &  & I, 
manufactured by AKORN INC and d i s t r i b u t e d  by FoxMeyer Drug Co 
conta in  no hazardous chemicals. I n  t h e  event t h i s  changes, t h e  
appropr ia te  documentation (M.S.D.S)  w i l l  be forwarded t o  FoxMeyer 
upon d a t e  of  i n i t i a l  manufacture. 

Date: S ignature  

I I 



December 11, 1987 
* 

Mr. W i l l i a m  R .  S t r a t t o n  
FoxMeyer Drug Co. 
1220 S e n l a c  
C a r r o l l t o n ,  TX 75006 

Dear Mr. S t r a t t o n :  

Please f i n d  enc losed  t h e  Material S a f e t y  Data S h e e t s  f o r  t h e  f o l l o w i n g  p r o d u c t s :  

VO5 H a i r s p r a y  (Aerosol  and Non-Aerosol) 
VO5 Mousse (For  Men and Women) 
A l b e r t o  Mousse 
A l b e r t o  H a i r s p r a y  (Aerosol  and Non-Aerosol) 
FDS 
Get S e t  Lot ion  
Command H a i r s p r a y  
New Dawn Hair Co lo r  

The MSDS Shee t  for For B r u n e t t e s  Only w i l l  f o l l o w  a t  a l a t e r  d a t e .  

If t h e r e  are any f u r t h e r  q u e s t i o n s ,  p l e a s e  c o n t a c t  us. w 
S i n c e r e l y ,  / .  

+& Augus E .  F i e b i g ,  C 3 W &  PhD 

Di re&or  Appl ied  Research  

AEF : d t  
Enc losu res  

cc: P .  Morr i son  
MSDS F i l e  

ALIERTOCULVER COMMNY 2525 ARMITACE AVENUE, MELROSE PARK,  ILLfNOlS 6(1160 U 5 4 ,  (312) 450-3000, T E L E X  7,74478, CABL€ ALBERfkT 

I I I 1  1 1  I I 



mzarduus mtqials Description and Proper Shippincq MFE ~hta=d Class 
Consurw r Cam & ty ORM-D 

,%?+>on I1 - Ir-credierLts - 
1 Alcahol  40 (CAS !/977021-81-0), I sobu tane  (CAS #75-28-5), 
;AS #54018-18-7, #54578-91-51, Aminomethyl Propanol  (CAS #124-68-5), Fragrance ,  D&C V i o l e t  
I .  2 (CAS 181-48-1) and Other  I n g r e d i e n t s  

Buty l  Ester of PVM/PA Copolymer 

&iter: 21 IS: Alcohol  based a e r o s o l  h a i r s p r a y  

Section N - F i r e  ard Explosion PazarS Data 

W ~ y u i s h i r q  - M a  
fater m i s t ,  C 0 2  o r  d ry  chemical  

C I W ~ L ~  F.:-e ;.xi Explosion kkzzri!s 
Flammable. Avoid f i r e ,  f lame or smoking du r ing  a p p l i c a t i o n  and u n t i l  h a i r  i s  f u l l y  dry.  
Do n o t  i n c i n e r a t e  cans  - exploding  cans.  

-- - - 
S e L m  V - Eealth tiazb-5 Pa= - 

? r G . c - m  cior3 -- 
Do not  s p r a y  i n t o  eyes .  Do n o t  i n g e s t .  

2~ - : a > ( ' : ~  ;\A First fid P,.;c~&\tr~q 
RiZS'e  ey3TGTE67large quanT''s-ox- water. 
Seek medica l  a t t e n t i o n  if i n g e s t e d .  

Seek medical  a t t e n t i o n  i f  i r r i t a t i o n  persists. 



Do not store at temperatures above 120°F. Keep out  of reach of children. 
W 
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- . -- I lwt -- N;UIL* 

R e g u l a r ,  Blonde b Gray a n  

B w n i c w  l'Clcphru,ne No. , - 
12) -450-31 75 V05 Non-Aerosol H a i r s p r a y  

kidrc.ss (NcPnbcr, Strect, City, S t a t e  a d  Zip code) 
2525 AIU-llTAGE A V E X E ,  PAIN, ILLINOIS 60160 

iazirrdous Materials Description and Proper S h i p i n q  Name Hazard Class 
30nsuncr C a m d  t y  ORM-D . 

Section I1 - Ingredients 

SD Alcohol  40 (CAS #977021-81-0), E t h y l  Ester of PVM/MA Copolymer (CAS H50935-57-4; 
#54578-90-4), Aminomethyl P r o p a n o l  (CAS #124-68-5), F r a g r a n c e ,  D6C V i o l e t  No. 2 (CAS #81-48-1) 
and O t h e r  I n g r e d i e n t s .  May a l s o  c o n t a i n :  J o j o b a  O i l  (No Number) 

seetion I11 - Physical Data 
Solubility: Water pH 5.0-5.6 

Material IS: Non-Aerosol H a i r s p r a y  

W o n  i'J - Fire ard Wlosion tiarazd 2ata 

Exthguishing M a  
Water o r  C02 

Unusual Fire rind Explosion Hazards 
Flammable L iqu id .  

e 
Avoid f i re ,  f l ame  o r  smoking d u r i n g  a p p l i c a t i o n  and u n t i l  h a i r  is f u l l y  

d ry .  
secticn v - malth Hazard Data 

Effects of Chempsure 
Dmsiness due t o  s o l v e n t  v a p o r .  Remove victim t o  a w e l l  v e n t i l a t e d  area. 

Precautions 
Do n o t  s p r a y  i n t o  e y e s .  Do Not I n g e s t .  

Esrrergency and First Aid pnxedures 
If s p r a y e d  i n t o  e y e s  r i n s e  well w i t h  water. Seek m e d i c a l  a t t e n t i o n  i f  i r r i t a t i o n  persists. 
I f  i n g e s t e d  contact a Poison Control Cente r .  

Stab i l i ty  
Stable 

Hazardous Polyrrerizaticn 
Wrll rmt OCCUT 



-2- 

9 s  To L1. ’I’ilkcn In Caw M;ltm%l Is k s l O i l s ( ~ ~  Or .Spl11~!1 - -- -- ----- -. ---- - 
Flush with large quantities of water. Beware of sparks, flames or other ignition sources. 
Flammable solvent. 

k s t .  Disposal kt lroc l  
Usual trash disposal for empty containers. 

Section VI11 - Spec i a l  Protec-tion Information 

PmteC-tive Gloves 
Rubber or plastic 

@t!r Protec-tive Wpnen t 
Nore necessary 

Eye Protectim 
Goggles 

precautions m ~e Taken In w i n g  And Storing 
Do not store at temperatures above 120°F. Keep out of reach of children. 

I 1  I I  I I 



Albert0 Nousse 

ti;iz;rrduus Mterials k s c r i p t i o n  and Proper Ship inc j  Nanr! Hazard Class 
Consuic L' Cmnocfi ty ORM-D 

Sect icn  11 - L-.qi-edicncs 

SEE ATTACHED LISTING 

Y a k z i . ? '  Is: Aerosol Foam 

S e c t i o n  1x1 - Physical ku 
pii 

P L'E c-'3u :- ;.on 5 

Avoid eye  contact. Do not ingest.  
-- 

*-;,r<-,..- -. - s,v z-3 F i r s t  Aid Proze3txe.c; - -->-:--.: --- 
Remove individual to a w e l l  ventilated area. In case of eye contact rinse w e l l  with water. 
Seek medical attentioa i f  irr i tat ion pers is ts .  If ingested contact a Poison Control Center. 

Sc?Ctick-, VI - P e c t i t i t v  Dzta --- - 



INGREDIENT LISTING 

Water (CAS U7732-18-5) 

Isobutane (CAS /175-28-5) 
b+ 

SD Alcohol 40 (CAS #977@21-81-0) 

Propane (CAS 1174-98-6) 

PVPfVA Copolymer (CAS #25086-89-9) 

Polyquaternium-11 (CAS 137348-62-2, #37348-63-3) 

PVP (CAS #9003-39-8) 

Polyquaternium-4 

Bu toxye thanol ( C A S  /I 11 1-76-2) 

Polysorbate 20 (CAS i19005-64-5 generic) 

Cocamide DEA (CAS #61791-31-9, #68603-42-9) 

Fragrance 

PPG-12-PEG-50 Lanolin (CAS 868458-58-8 generic) 

O1 ealkonium Chloride (CAS 1137139-99-4) 

Benzyl Alcohol (CAS t100-51-6) 

Cyclomethicone (CAS U69430-24-6) 

Sodium Benzoate (CAS 1532-32-1) 

Quaternium-15 (CAS #4080-3 1-3) 

Polyqua ternium-7 (CAS f1 265 90-05 -6) 

PEG-2 Oleamonium Chloride (RD U977066-73-1) 

Cocamidopropyl Betaine (CAS 61789-40-0) 

Lactic Acid (CAS 1150-21-5) 

Isopropyl Alcohol (CAS 167-63-0) 

Ditallowdimonium Chloride (CAS t68783-78-8) 

hd 

Sodium PCX (CAS t28874-51-3, f54571-67- 

Sorbitol (CAS /150-70-4) 

Soy ami de 

Ribonucleic Acid (CAS f63231-63-0) 

Lecithin (CAS t8002-43-5) 

Hydrolyzed EYastin 

FD6C Red No. 40 (CAS f25956-17-6) 

Octyl Hydroxystearate (CAS 829383-26-4, 829710-25-6, RD iI977057-45-61 

Dimethicone (CAS i19006-65-9, #9016-00-6, f163148-62-9) 

Dimethicone Copolyol (CAS fl64365-23-7, RD #977058-72-2) 

Polyglyceryl-4 Oleate (CAS #9007-48-1 generic) 

Glycerin (CAS 1156-81-5) 

Ilr*s 

I I 1 1  I I 
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Section ~ I I  - spill or k a k  procedures 

;tepa Tb Be Taken In Case Materidl Is €&leased Or Spilled 
Flush area with  large amounts of water. mf 
wte Disposal M e t k d  
Cans should not be  incineated as  they w i l l  explode. 

m n  VI11 - specl 'al Protection Informatian 

P r o t e c t i v e  Glows 
Sone necessary 

Eye protectim 
Keep out of eyes. 
attention i f  i rr i ta t ion  pers i s t s .  

Flush w i t h  large amunts of  water if sprayed into eyes.  Seek medical 

Sec t i cmM-Spec  ial Precautions 

Precautictls T b  Be Taken fn Handhn * g And Storing 
Keep from extremes of heat (130°F and above). Protect from freezing. 



f 

VO5 Mousse For Men - Natural Control 

hlclrcss - ( N u m k r ,  S t m t ,  City, Statc and Zip code) 
2525 h)MlTAGE AVENUE, MELKISE PAM, ILLINOIS 60160 

liatiirdous Materials Description and Proper Shipping Nam 
Consuwr Ccmrociity 

Ihzard Class 
ORM-D 

Section I1 - Ingredients 
SEE ATTACHED LISTING 

Section I11 - Physical Data 

PH Solubility: Water 

Section N - Fire  and Ebplosion Hazard Data 

E-utinguishing M a  

Unusual Fire and Ekplosion Hazards 

Water or C 0 2  w 
Exploding cans 

section v - Health Hazard Data 

E f f e c t s  of Overwpo SUre 
D r o W S ~ S S  from propel lant  Inhalation 

Precautions 
Avoid eye contact .  Do Not Ingest .  

Ehergenq and F i r s t  Aid Procedures 
Remove Individual t o  a w e l l  v e n t i l a t e d  area. 
Seek medical a t t ent ion  i f  i r r i t a t i o n  persists. 

In case of eye contact  r inse  w e l l  with water. 
If ingested contact  a Poison Control Center< 

section V I  - Reactivity Data 

Stability 
Smle 

Hazardms Polymerizatim 
Will not occut 

I i 



i 
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ATTACHED LISTING 

l a t e r  (CAS 17732-18-5) 

sobu t ane  (CAS I1 75-28-5) 

;D Alcohol  40 (CAS 11977021-82-1) 

W / V A  Copolymer (CAS i125086-89-9) 

'ropane (CAS 1174-98-6) 

'olyquaternium-11 (CAS #37348-62-2; 
3 3 7 3 48- 6 3 -3 ) 

'VP (CAS #9003-39-8) 

'o lyquatern ium-4 (No Number) 

lu toxyethanol  (CAS %111-76-2) 

PG-12-PEG-50 Lano l in  (CAS 1168458-58-8 
g e n e r i c ,  RD 11977062-71-7) 

o l y s o r b a t e  20 (CAS 19005-64-5 g e n e r i c )  

lealkonium Chlo r ide  (CAS 837139-99-4) 

ocamide DEA (CAS j161791-31-9; t680603-42-9) 

ragrance  

e n z y l  Alcohol (CAS %loo-51-6) 

odium Benzoate (CAS 11532-32-1) 

y c lome t h i  cone (CAS 

uaternium-15 (CAS 14080-31-3) 

olyquaternium-7 (CAS t26590-05-6) 

6 9430- 24 -6 ) 

m i  
i PEG-2 Oleamonium Chlo r ide  (CAS h977066-73-1) 

Cocamidopropyl Be ta ine  (CAS B61i 89-40-0) 

L a c t i c  Acid (CAS t50-21-5) 

I s o p r o p y l  Alcohol  (CAS %67-63-0) 

Dltallowdimonium Chlo r ide  (CAS 168783-78-8) 

Oc ty l  Hydroxys tea ra t e  (CAS #293t!3-26-4, 
#29710-25-6; RD 11977057-45-6) 

Dimethicone (CAS #9006-65-9; #9C 16-00-6; 
I16 3 148- 6 2 - 9 ) 

Dimethicone Copolyol  (CAS R64365-23-7; 
RD #977058-72-2) 

Polyglycery l -4  Oleate (CAS #9007-48-1; 
RD j1977057-95-6) 

P o l y s o r b a t e  80 (CAS i19005-65-6 g e n e r i c )  

G lyce r ine  (CAS #56-81-5) 

Sodium PCA (CAS H28874-51-3; #54571-67-4- 

S o r b i t o l  (CAS 1150-70-4) 

Soyamide DEA (CAS i168425-47-8) 

R ibonuc le i c  Acid (CAS 1163231-63-0) 

L e c i t h i n  (CAS j18002-43-5) 

Hydrolyzed Elast in  (No Number) 

FDdC Red No. 40 (CAS i125956-17-6) 



Wcrstc Disposal FktJcd 
Cans should not be incinerated as they w i l l  explode. 

Section VI11 - Spec Sial Protection I n f o m t i u n  

Respiratory Protection 
None mrssary 

P r o t e c t i v e  Gloves 
None necessary 
o t k r  protective t 
None necessary 

we Protection 
Keep out of eyes .  
a t t ent ion  i f  i r r i t a t i o n  persists. 

Flush w i t h  large amounts of  water i f  sprayed i n t o  eyes .  Seek medical 

b%zticmM-Spec ial Precautians 

Precautions m ~e Taken In Handling And Storing 
Keep from extremes of heat (130°F and above). Protect from freez ing .  

I i I 1  I I  I I 
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105 Mousse For ..an - Thickening Formula 

kkli-css --- (Nur$or, Street, City, S t a t c  and Zip code) 
2525 N U 4 l T ~ ~ ,  -E PNM, ILLINOIS 60160 

tiatni-duus Mtcrials Description and Proixr Shippinq Narne Ibzard Class 
Consutcr Ccnnudi  ty OW-D 

Solubility: Water 

Material 1s: Aerosol Foam 

E3rtinguishinq &&a 
dater or C02 

Section I1 - Ingredients 
SEE ATTACHED LISTING 

Section 111 - Physical Data 

pH 

Section N - Fire a d  Bplosion Hazard Data 

DrorJSbSS f tom propellant inhalation 

Precautions 
Avoid eye contact. Do Not Ingest. 

Unusual Fire and Bcplosion Hazards 
Exploding cans 

secticpl v - Iiealth Hazard Data 

Effects of OveEexposure 

EZrergency and First Aid Procedures 
Remove individual to a well venti lated area. 
Seek medical attentian i f  irr i tat ion persists. 

In case of eye contact rinse w e l l  with water. 
If ingested contact a Poison Coitrol Center. 

secticn V I  - Reactivity Data 

Stability 
Stzble 

Hazardax Po1yrrerizati.cn 
Wlll mt occur 

0 

http://Po1yrrerizati.cn


ATTACHED LISTING 

Water (CAS #7732-18-5) 

b P ’  SD Alcohol 40 (CAS #977021-81-1) 

fsobutane (CAS 175-28-5) 

PVPIVA Copolymer (CAS t25086-89-8) 

Butyl Ester of PVM/MA Copolymer 
(CAS #54018-18-7; 154578-91-5) 

Propane (CAS t74-98-6) 

Polyquaternium-11 (CAS f37348-62-2; 
#37348-63-3) 

Panthenol (CAS #81-13-0 D-Form; 
# 16485-1 0-2 DL-FOITII) 

Isostearaaddopropyl Betaine (No Number) 

PVP (CAS t9003-39-8) 

Polyquaternium-4 (No Number) 

Ammonia (CAS 17664-41-7) 

PPG12-PEG-50 Lanolin (CAS M68458-58-8 
generic, RD i1977062-71-7) 

+bud 
Cocamide DEA (CAS 161791-31-9; 

t68603-42-9) 

Cyclomethicone (CAS #69430-24-6) 

Fragrance 

Quaternium-15 (CAS 64080-31-3) 

Sodium Benzoate (CAS 6532-32-1) 

Benzyl Alcohol (CAS #100-51-6) 

Cocamidopropyl Betaine (CAS t61789-40-0) 

Stearamidopropyl Cetearyl Dimonium 
Tosylate (No Number) 

Propylene Glycol (CAS 657-55-6) 

PPG-5-Ceteth-20 (CAS W9087-53-0 generic; 
RD U977061-66-7) 

Nonoxynol-10 (CAS #9016-45-9 generic; 
t26027-38-3 generic; 1127177-08-8; 137205-87 
generic; RD 11977057-35-4) 

Polysorbate 20 (CAS 19005-64-5 generic) 

Triethanolamine (CAS 6102-71-6) 

Octyl Hydroxystearate (CAS t29383-26-4; 
#29710-25-6; RD t977057-45-6) 

Dimethicone (CAS t9006-65-9; 419016-00-6; 
1/63 148-62-9) 

Dimethicone Copolyol (CAS #64365-23-7; 
RD 1977058-72-2) 

Polysorbate 80 (CAS 119005-65-6 generic) 

Polyglyceryl-4 Oleate (CAS #9007-48-1 generil 
RD #977057-95-6) 
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m s  should not  b e  inc inerated  as they w i l l  explode.  
Sect ion  V I 1 1  - Spec .ial Protect ion Information 

-iratory -- Promtion 
lone I7ecessdIy 

2ep out  o f  e y e s .  Flush with  l a r g e  amounts of  water i f  sprayed i n t o  e y e s .  Seek medical 
: t ent ion  i f  i r r i t a t i o n  persists.  

section M - spec ial Pmcautions 

?recautions To Be Taken In Handling Ard Storing 
iep from extremes o f  heat  (130°F and above) .  Protec t  from f r e e z i n g .  



UATFRIAL SAFETY DATA SHEET 

Product Name 
V05 Xousse For Women (Extra Hold 
and Extra Body) 

Emergency Telephone No. 
(312) 450-3175 

Manufacturer's Name 
ALBERTO-CULVER COMPANY 

Address (Number, Street, City, State and Zip Code) 
2525 Armitage Avenue, Melrose Park, Illinois 60160 

Hazardous Materials Description and Proper Shipping Name 
Consumer Commodity 

Hazard Class 
OEM-D 

SECTION I1 - INGREDIENTS 
Water (CAS 17732-18-S), Isobutanc (CAS #75-28-51, Polyquaternium-11 (CAS 
t37348-62-2), WP/VA Copolymer (CAS A2.5086-89-9), Propane (CAS #74-98-6), 
Hydrolyzed Elastin (No Number), Polyquaternium-4 (No Number), Polyquaternium-7 
(CAS #26590-05-6), Quaternium-15 (CAS P4080-31-3), Ribonucleic Acid (CAS 
t63231-63-O), Lecithin (CAS 88002-43-5), PVP (CAS 89003-39-8), Glycerin (CAS 
#56-81-5), Sodium PCA (CAS 828874-51-3), PPG-12-PEG-50 Lanolin (CAS 
#68458-58-8), PEG-15 Cocomonium Chloride (RD #977066-75-3), Olealkonium 
Chloride (CAS 137139-99-4), Isostearamidopropyl Morpholine Lactate (No 
Number), Cyclomethicone (CAS #69430-24-6), Dimethicone Copolyol (CAS 
164365-23-7), Distearayldimonium Chloride (CAS 1107-64-2), Cocamidopropyl 
Betaine (CAS R61789-40-O), Dimethicone (CAS #9006-65-9), Polysorbate 20 (CAS 
#9005-64-5), Sorbitol (CAS 850-70-4), Sodium Benzoate (CAS t532-32-1), 
Butoxyethanol (CAS #111-76-2), Octyl Hydroxystearate (CAS 129383-26-4), 
Polyglyceryl-4 Oleate (CAS t9007-48-l), Sodium Hydroxide (CAS 11310-73-21, 
Polysorbate 80 (CAS #9005-65-6), Fragrance, Soyamide (CAS ft68425-47-8) , FDdC 
Red No. 40 (CAS 125956-17-6). 
Xay also contain: Methacrylamidopropyltrimethyl Ammonium Chloride (No Number). 

SECTION I11 - PHYSICAL DATA 
Solubility: Water Dispersible 

Material Is: Aerosol Foam 

E: N/A 

SECTION IV - FIRE AND EXPLOSION HAZARD DATA 

Extinguishing Media 
Water Mist, Co2 or Dry Powder 

Unusual Fire and Explosion Hazards 
Containers exposed to intense heat from fires should be cooled with water to 
prevent vapor pressure build-up which could result in container explosion and 
rocketing. Container areas exposed to direct flame contact should be cooled 
with large quantities of water as needed to prevent weakening of container 
s t r w  ture. 

Special Fire Fighting Procedures 
warning. F l  ammable. Cl ear tlre area of unprotected personnel. Do not enter 
confined fire space without full bunker gear (helmet with face shield, bunker 
coats, gloves and rubber boots), including a positive pressure NIOSH approved 
self-contained breathing apparatus. Cool fire exposed containers with water. 

I 1 1  I I I I 1  



SECTION V - HEALTH HAZARD DATA 

Ef fcc ts of Overexposure 
Drowiiness from propellant inhalation 

Precautions 
Avoid eye contact. Do Not Ingest. 

SECTION V - HEALTH HAZARD DATA (Cont.) 

Emergency and First Aid Procedures 
Remode individual to a well ventilated area. In case of eye contact rinse 
well with water. Seek medical attention if irritation persists. If ingested 
contact a Poison Control Center. 

SECTION VI - REACTIVITl DATA 

Stability 
Stable 

Hazardous Polymerization 
Will not occur 

SECTION V I 1  - SPILL OR LEAK PROCEDURES 

Steps To Be Taken In Case Material Is Released Or Spilled 
Flush with large amounts of water. CAUTION: Flammable propellant. Protect 
from ignition sources. 

Waste Disposal Method 
Cans should not be incinerate as they will explode. 

SECTION VI11 - SPECIAL PROTECTION INFORMATION 
Respiratory Protection 
None necessary 

Protective Gloves 
None- necessary 

Other Protective Equipment 
None necessary 

Eye Protection 
Keep out of eyes. 
Seek medical attention if irritation persists. 

Flush with large amounts of water if sprayed into eyes. 

SECTION IX - SPECIAL PRECAUTIONS 
Precautions To Be Taken In Handling And Storing 
Reep'from extremes of heat (13- . 
Reach Of Children. 

Protect f r b m  freezing. Keep Ort Of 



, 

1'1 (I ilk't U'llIL8 .- -.--- 
Alberto Hairs Ultimate Hold w and Extra Hol mi 111 f wturcrs 

E J m 7 K W L w t  Ctril ' IWy 

Wdrcss (Nmrrbcr, S t m c t ,  C i t y ,  Statc and Zip code) 
2525 AIWTAQi A V " J E ,  m S E  PAN(, ILLINOIS 60160 

I-htrrrduus Materials Descr ip t ion  and Propr Shippinq Name )iJtard Class 
Consum r Camocii ty 0 RM-D 

Sect ion XI - Ingredients 
SD Alcohol 40 (CAS 1977021-82-l), Isobutane (CAS #75-28-S), Butyl Ester of PVM/MA . 
Copolymer (CAS #54578-91-5), Aminomethyl Propanol (CAS #124-68-S), Jojoba Oil (No Number) 
Fragrance, D&C Violet No. 2 (CAS #81-48-1) and Other Ingredients. 

section 1x1 - Physical Data 
Solubilitx: Water pH 
Material Is: Aerosol Hairspray 

E3ctinguishinq Media 
Water or C02 

Unusual Fire d Eqlosion Hazards 
Flammable. Avoid fire, flame o r  smoking during application and until hair is fully dry. 
Do not incinerate cans - exploding cans. 

section V - Health Hazard Data 

E f f e c t s  of Overexpo sure 
Druwshss from propellant. Remove victim to a well ventilated area. 

Precautions 
Do not spray into eyes. Do Not Ingest. 

EmergMcy &d First Aid Pmxdures 
'ff sprayed into eyes r i n s e  well with water. Seek medical attention if irritation persisi - .  

If ingested contact a Poison Control Center. 

w a n  V I  - Reactivity Data 

Stability 
Stable 

Hazardous Polyrerizaticn 
w111 mt OCCUT 

I 1 I 1  I I I  I I 
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stcl,~ Tu UO l 'dcn  In Caw KitCric71 Is RL.1~~1.w~ -- .- -- SpillCVl - - --e 

Flush with large quantities of water. Beware of sparks, flames or other ignition sources.* 
Flammable propellant and solvent. 

wcistc Disposal E.k.thd 
Do not incinerate cans. 

Section VI11 - Spec i a l  Protection In fo rmt ion  

F c s p i r a x  Protection 
None necessary 

Pmtec*ve Gloves 
Rubber or plast ic  

Eye Pmtectim 
Goggles 

S e c t i c n M - s F e c  ial Precautiohls 

precautions T b  Be Taken In Handling W Storktg 
Do n o t  store a t  temperatures above 120°F. e Keep out of reach of children. 



Extra  Hold and Extra Hold Unscented) 
Irr*l Kmufwtumrs ~ a n r  -- 

AIJY.:ItIt%ULVL~I~ LUU’IWY 

Mdrcss ( N h r ,  S t m t ,  City, Statr and Zip Ccdc) 
2525 NFlITAGE AVE?WE, M L R X E  PARK, ILLRJOlS 60160 

Hazardous h t e r i a l s  k s c r i p t i o n  and Propr S h i i i n q  kum 
Consumr C m m d ~  

~jzard Class 
t Y  ORM-D 

Section I1 - Inaredients 
SD Alcohol  40 (CAS 1977021-81-5), Butyl  Ester of PVM/MA Copolymer (CAS #54018-18-7), 
Aminomethyl Propanol  (CAS %124-68-51, Fragrance ,  D 6 C  V i o l e t  No. 2 (CAS 881-48-1) and Other  
I n g r e d i e n t s .  May a l s o  c o n t a i n  Jo joba  O i l  (No Number). 

Sectian I11 - Physical Data 
Solubiliti): Water 6.5-7.5 

hhterial IS: Non-Aerosol Ha i r sp ray  

Section Iv - F i r e  ar0 mlcsion mar6 “LaL& 

Unusual F i r e  and Ekplosion Hazards 
Flammable Liquid .  Avoid f i r e ,  f lame o r  smoking du r ing  a p p l i c a t i o n  and u n t i l  h a i r  is  f u l l y  
dry.  

- 
mal v - nealth Hazard Data 

EffedcS Of OverexpO sure 
Drowsiness due t o  s o l v e n t  vapor .  Remove v i c t i m  t o  a w e l l  v e n t i l a t e d  area. 

precautions 
Do no t  s p r a y  i n t o  eyes .  Do Not I n g e s t .  

Eh~rgency and First Aid Procedures 
If sp rayed  i n t o  e y e s  r i n s e  well wi th  water. Seek medical  a t t e n t i o n  i f  i r r i t a t i o n  persists 
I f  i n g e s t e d  c o n t a c t  a Poison  Con t ro l  Cen te r .  

seCti.cn V I  - Reactivity Data 

Stabil i tv  
Stable 
Hazardous Polymerizaticn 
Will mt occut 

I 1 

http://seCti.cn
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w s  TO uc ~ i lkcn  In caw Mritcrial _. ---e--- Is klcascul Or Spilltul - 
Flush w i t h  l a r g e  q u a n t i t i e s  of water. Beware of sparks,  f lames and o ther  i g n i t . o n  sources 
Flammable s o l v e n t  . 

Jdsk D i s p - 1  ~WUlal 

- 
e 

Usual t rash  d i s p o s a l  of empty containers .  
%*ion VI11 - Spec .ial Protection Inforrnatim 

acspiratory - Protection 

P r o t e c t i v e  Gloves 
Rubber o r  p l a s t i c  

Goggles 

Precautkms To Be Taken In Handling Ard Storing 
Do not  s t o r e  a t  temperatures above 120°F. Keep out  of reach of ch i ldren .  



t 

Isobutane (CAS 1175-28-5). I sopropyl  M y r i s t a t e  (CAS #llO-27-O), Minera l  O i l  (CAS /18012-95-1), 
Fragrance,  S i l i c a  (CAS U7631-86-9), Magnesium Stearate (CAS K557-04-O), Lanol in  Alcohol 
(CAS 18027-04-0) Benzyl Alcohol (CAS 1100-51-6) 

htsri3i. IS: O i l  based a e r o s o l  s p r a y  -. -- 

5 &I -.m 5s.hiz~ ! M a  

G-.G-::..I F i r s  ziid ~ q l o s i o n  ~ a z a r ~ ~ ~  

-.---A- 

Water m i s t ,  C 0 2  o r  d r y  chemical 

V ------ 
Flammable. Avoid f i r e ,  Flame o r  smoking dur ing  a p p l i c a t i o n .  
cans.  

Do not i n c i n e r a t e  cans - explodi  

s c d j c n  TI - &dL! % z ~ r 2  !k*2 

Freca iPLxs  
DoXot s p r a y  i n t o  eyes.  Do not lngert. 

. Seek medica l  a t t e n t i o n  i f  i n g e s t e d .  

I 1 I 1  I I I  I I 
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F l u s h  with large q u a n t i t i e s  of water.  
Flarmnable propel lant  8nd ao lvent .  
Wash Drqmoad- McthDd 
Do not inc inerate  cans - exploding cane. 

lcworc of sparks, flame& or other  iRnl t ion  r u u r c e m  

h t h  VIIJ - Spec .ial protpc.tion Information 

s i r a x  protec.tion 
Adequate v e n t i l a t i o n  
ProteC-tive Gloves 

Precautims Tb Be Taken In Handhg Ard S t o r i q  
Do not  r tore  8t temperatures 8bove 12OoF. Keep out of reach of ch i ldren .  * 

. .  



l ' l ~ h ! k l a ~ l  I . . I : ' I '  
%et S e t  Hair Set t ing  Lotion 
(Natural and Extra Hold) 

1Ixmrdous Ma+terials Description and Proper Shippinti &I.= 
Cunsu:wr Ca;ncdi ty None 

Ibzaxd Class 

Sect ion  I1 - 1n:redients 
Water (CAS #7732-18-5), SD Alcohol 40 (CAS #977021-82-l), PVP (CAS #9003-39-8), Octoxynol-9 
(No Number), Polysorbate 20 (CAS 89005-64-5 generic) ,  Fragrance, Formaldehyde (CAS #50-00-0) 

Seztion I T 1  - Physical Data 

Solubilitx: liater E 3 . 5 - 3 . 9  

Material 1 s : H a i r  Sett ing Product 

SecLon IV - Fire ard m l o s i o n  Hazard &ita 

None 

hd Unusaal Fire ud EKplosion Hazards 
None 

Section V - Health Hazard Da'a 

Precau'iions 
Keep out of eyes. Do Not Ingest .  

mrrgexy aril F i r s t  Aid Proca3xes 
R'inse eyes with large quant i t ies  of running water. Seek medical a t t ent ion  i f  i r r i t a t i o n  
p e r s i s t s .  Seek medical at tent ion i f  ingested.  

section VI - R32CLLiVitY mta 
S t a b i l i t y  
St ible  

I i 



S e c t i o n  VI11 - Spec *ial P r o t e c t i o n  I n f o m t i a  

o g g l e s  

%tion M - Spec ial Precautions 

,recautions "Q Ee Taken In Handling And S t o r i n q  
r o t e c t  from extreme heat  and f r e e z i n g .  Keep out  of reach o f  ch i ldren .  



Mtlrcss ( N u m k r ,  S t m t ,  City, S t a b  and Zip Ccdc) 
%25 NWlTNX A V E W ,  MELTUSE P M ,  ILLINOlS 60160 

iiaznrdous M a ~ r i a l s  Description and Propr  Shipping H a r d  Class 
Consuwr Ccrmdity  ORM-D 

Sect ion I1 - Ingredients 
SD Alcohol 40 (CAS 6977021-82-11, I sobu tane  (CAS 175-28-51, Buty l  Ester of PVM/MA Copolymer 
(CAS 154018-18-7; t54578-91-5),  Aminomethyl Propanol  (CAS #124-68-5), Dimethyl P h t h a l a t e  
(CAS #131-11-3), Fragrance ,  May a l s o  con ta in  Propane (CAS 1174-98-6) 

Solubility: Kater 

Section 111 - Physical Data 

PH 
Material 1s: Aerosol  Hai rspray  

M a n  IV - F i r e  and wlosion Hazard Data 

Extingu 'shing W a  
Water o r  C02 " Unusual Fire ard &plosion Hazards 
Flammable. Avoid f i r e ,  flame o r  smoking du r ing  a p p l i c a t i o n  and u n t i l  h a i r  is f u l l y  d r y .  
Do n o t  i n c i n e r a t e  cans  - explodin  cans.  

L a n  V - Health Hazard Data 

Effects of Overexpo sure 
Dmsiness from p r o p e l l a n t .  Remove v i c t i m  t o  a w e l l  v e n t i l a t e d  area. 

Precautions 
Do n o t  sp ray  i n t o  eyes .  Do Not I n g e s t .  

EXlergency a d  First Aid Prccedures 
I f  sprayed  i n t o  eyes  r i n s e  w e l l  w i th  water. Seek medical  a t t e n t i o n  i f  i r r i t a t i o n  p e r s i s t s .  
I f  i n g e s t e d  c o n t a c t  a Poison Con t ro l  Center .  

section V I  - m d d t y  Data 

Stability 
Stable 
-- 
~azardous Polwerizaticn 
Will not OCCI~I: 

I I I 1  I l l  I I 
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Q):; TO IC. 'l*i&.cn In  Casc fiitct-id Is ~~1e;rscul  Or Spillcul -- 
lush  with large  q u a n t i t i e s  of water. Beware of sparks,  f lames o r  o ther  i g n i t i o n  sources .  
lammable propel lant  and s o l v e n t .  

_-_----e --- - ---__ _._ - - -- 

~ l s k  Dislasa1 kkud 
o not  inc inerate  cans.  

S e c t i o n  VIXI - e i a l  Protection In fomet ion  

rspiratory Promtion 
Lne neC.esq 

?e ~rotection 
o not  spray i n t o  e y e s .  

section M - s p c  i a l  Precautions 

precautions lb Ep Taken In Hanarhg A r d  Storing 
o not  s t o r e  at temperatures above 120°F. Keep out  of reach of ch i ldren .  

http://l*i&.cn


MATERIAL SAFETY DATA WEFT 

Product N a m e  Emergency Telephone No. 
NEW DAWN HAIR COLOR ( 312) 450-3175 
( lD, 2D, 3D, 4D, 6 D ,  7D, 8D, 9D, lOD, llD, 12D) 

Manufacturer's Name 
ALBEKro-cuLvER COMPANY 

Address (Number, Street, City, State and Zip Code) 
2525 Armitage Avenue, Melrase Park, Illinois 60160 

Hazardous Materials Description and Proper Shipping N a m e  Hazard Class 
ORM-D Cons mer Comnod i t y 

SECTION I1 - INGREDIENTS 
SEE ATTACHED LISTING 

SECTICN I11 - PHYSICAL D m A  

Solubility: SJater &I: N/A 

Material Is: Hair Coloring Product 

SECTION IV - FIFE AND EXPLCSION HAZARD DATA 

Extinauishinu Media 
Water Mist, Cm, Dry Chemical 

Unusual Fire and Explosion Hazards 
None 

Special Fire Fighting Procedures 
Clear fire area of unprotected personnel. Do not enter confined fire space 
without full bunker sear (helmet with face shield, bunker mats, gloves and 
rubber boots), including a positive pressure NIC6H approved self-contained 
breathing apparatus. Cool fire exposed containers with water. 

SECTION V - HEALTH HAZARD DATA 

Effects of Overexposure 
Skin irritation from excessive exposure. Eye and mucous mertkrane irritation 
fran product vapors. 

Precautions 
Keep out of eyes. Do not ingest. 

Emergency and First Aid Procedures 
Tn case ot eye contact rinse well with water. 
with soap and water after skin contact. 

Seek medical attention. Wash 
If ingested seek medical attention. 

I i i i  I I  I I 



-2- 
I f  

Stabi l i ty  
Stable 

Hazardous Polymerization 
Creme Lotion Developer and Hair Color react to  produce oxygen which ma- r r  cause 
a t ight ly  Sealed bottle to  explode. 
Directions Carefully. 

Mix only immediately before use. Follow 

SECTION V I 1  - SPILL aR LEAK PmEDcIREs 

Steps To B e  Taken In Case Material Is Released Or Spilled 
Flush  with water or pick-up with absorbent material. 

Waste Disposal Method 
usual  trash disposal. 

SECTION VI11 - SPECIAL PEEOTECTICN INFORMATICN 
Respiratory Protection 
None necessary. Use with adequate ventilation. 

Protective Gloves 
Rubber or p l a t  ic 

Other Protective Equipnent 
None necessary 

Eye Protection 
~ e e p  out of eyes. 

SECTICN IX - SPEIAL PRECAUTICNS 

Precaut$ons To Be Taken In Handling And Storin 
Keep frbm extremes of heat and freezing. Keep'lout Of Reach Of  Childrel. 



hd IJater (CAS 17732-18-51, Hydr-gen Peroxide (CAS 7722-84-11, PEG- S t e a r a t e  
(CAS 19004-99-3 1 , Polysorbate  60 (CAS #9005-67-8 1 ,  Phenacetin (CAS 162-44-21, 
Phosphoric Acid (CAS 17664-38-2). 

CCNDITIONER: 

Water (CAS 17732-18-5) , Emlsifying Wax NF (No Number 1 , Acetylated Lanol in  
(CAS 161788-48-51, Glycol S t e a r a t e  (CAS #lll-60-41, Quaternim-33 (No Number), 
Ethyl  Hexanediol (CAS 194-96-2 1 , Glyceryl S t e a r a t e  (CAS #123-94-4 1 ,  PExjlOO 
S t e a r a t e  (CAS 19004-99-31, PEG2 Lanolin Ether (CAS 868439-53-21, Hydrolyzed 
Animal P ro te in  (CAS #9015-54-71, Isopropyl  Myristate (CAS t110-27-01, 
Quaterniun-31 (No Number), Mineral O i l  (CAS X8012-95-11, Lanolin Alcohol (CAS 
t8027-33-6 1 , Lauryl Alcohol (CAS X112-53-8) , Fragrance, Stearalkonium Chloride 
(CAS 1122-19-01, Butylparaben (CAS t94-26-81, Methylparaben (CAS #99-76-3), 
Disodium EDTA (CAS #139-33-31, Formaldehyde (CAS 650-00-01, Citric Acid (CAS 

12783-94-01 and Other Ingredients. 
177-92-918 FD&C Yellow NO. 5 (CAS #1934-21-01, FD&C Yellow NO. 6 (CAS 

HAIR COLOR (ID, 2D, 3D, 4D, 6D, 7D, 8D, 9D, l O D ,  l l D ,  12D) : 

Water (CAS 17732-18-51, Oleic Acid (CAS 1112-80-11, Isopropyl  Alcohol (CAS 
867-63-0) , Lauryl Alcohol (CAS 1112-53-81 , Propylene Glycol (CAS 157-55-6) , 
Octoxtflol-5 (CAS t9002-93-11, Glycerin (CAS 156-8141, PEG-3 Lauramide (CAS 
826635-75-61, Amnonia (CAS Y7664-41-71, P E G S  Tallow Amine (CAS 161791-26-21, 
Amnonium Lauryl S u l f a t e  (CAS t2235-54-3) , Ethoxydiglycol (CAS #111-90-0 1 , 
Sodium S u l f i t e  (CAS 17757-83-71, Fragrance, Sodium Lauriminodipropionate (CAS 
414960-06-61, Trisodium EmA (CAS #150-38-91, Hydroquinone (CAS 1123-31-91. 

vrwl 

lD - BLACK Also Contains: 

Resorcinol (CAS 1108-46-31, 4-Ethoxy-m-Phenylenediamine S u l f a t e  (CAS 
Y68015-98-51, o-Aminophenol (CAS 195-55-61, Amnonium Chlor ide  (CAS 
f12125-02-91, 2-Methoxy-p-Phenylenediamine S u l f a t e  (CAS 142909-29-51 
4-Nitro-o-Phenylenediamine (CAS 899-56-91. 

2D - DARK BROWN A l s o  Contains: 

Resorcinol (CAS 1108-46-31, 4-Ethoxy-~Phenylenedianine S u l f a t e  (CAS 
#68015-98-51, pPhenylenediamine (CAS 8106-50-31, Amnonium Chloride 
112125-02-9) , 2-~ethoxy-pPhenylenediamine S u l f a t e  (CAS t42909-29-5) 

CAS 

3D - MEDIUM B m  Also Contains: 

Resorcinol (CAS 1108-46-31, 4-Ethoxy-m-Phenylenediamine Sulfate (CAS 
f68015-98-51, pphenylenediamine (CAS #106-50-3), Amnonium Chlor ide  (CAS 
#12125-02-91, 2-Methoxy-pPhenylenedianine S u l f a t e  (CAS 142909-29-5). 

4D - LIGHT BFCW Also Contains: 

Resorcinol (CAS #108-46-31, 4-Ethoxy- phenylened diamine Sulfate (CAS 
f68015-98-51, pphenylenediamine (CAS #106-50-31, Amnonium Chloride (CAS 
112125-02-91, 2-Methoxy-pPhenylenediamine S u l f a t e  (CAS #42909-29-5). 

* 

I 1 / I  , I  I I 



6~ - :'.IEt)IUM ASH B m  A l s o  contains:  

Resorcinol (CAS 1108-46-31, 4-Ethoxy-~Phenylenedimine sulfate (CAS 
#68015-98-51, p-Phenylenediamine (CAS #106-50-31, 2-Methoxy-pPhenylenctdiamine 
S u l f a t e  (CAS #42909-29-51, 4-Nitre-Phenylenediamine (CAS #99-56-91. 

7D - LIGHT AUBURN A l s o  Contains: 

p iminophenol  (CAS #123-30-8), PPhenylenediamine (CAS 8106-50-31, 
4-~itro-o-Phenylendiamine (CAS #99-56-91, 2-Nitrep-Phenylenediamine (CAS 
#5307-14-21, 1-Naphthol (CAS #90-15-3), -Aminophenol (CAS #95-55-6). 

8D - DARK AUBURN Also Contains: 

pAminopheno1 (CAS #123-30-81, p-Phenylenediamine (CAS #106-50-31, 
4-Nitro-*Phenylenediamine (CAS #99-56-91, 2-Nitrep-Phenylenediamine (CAS 
#5307-14-21, WAminophenol (CAS #95-55-61, Resorcinol  (CAS #loa-46-31, 
4-Ethoxy- phenylened diamine Sulfate (CAS #68015-98-5 1 . 
9D - OARK A S 4  RLCNDE Also Contains: 

pAminopheno1 (CAS #123-30-81, p P h e n y l e n e d i m i n e  (CAS #106-50-31, 
4-Nitro-~H?henylenediamine (CAS #99-56-91, 2-Methoxy-pPhenylenediamin~ 
Sulfate (CAS #42909-29-5 1 , BHA (CAS #25013-16-5 1, Resorcinol (CAS #108- 46-3 1, 
4-Ethox.l-r~Phenylenediamine S u l f a t e  (CAS #68015-98-5). 

1OD - MEDIUM BLONDE Also Contains: 

pAminopheno1 (CAS #123-30-8), pphenylenediamine (CAS #106-50-3), 
4-Nitro-o-Phenylenediamine (CAS 899-56-91, 4-Ethoxy- phenylened diamine Sulfate 
(CAS #68015-98-51, BHA (CAS #25013-16-51, Resorcinol (CAS #108-46-31, 
2-Methoxy-p-Phenylendimine sulfate (CAS #42909-29-51. 

l l D  - LIGHT ASI BLCNDE Also Contains: 

pAminapheno1 (CAS 1123-30-8 1 , pPhenylenediamine (CAS #106-50-3 1 , 
4 - N i t r o - ~ P h e n y l e n e d i d n e  (CAS #99-56-91, 4-Ethoxy-m-Phenylenediamine Sulfate 
(CAS #68015-98-51, BHA (CAS 125013-16-51, Resorcinol (CAS #108-46-31, 
2-Methoxy-pPhenylenediamine S u l f a t e  (CAS t42909-29-5). 

12D - PALE SLONDE Also Contains: 

p iminophenol  (CAS #123-30-81, 4-Ethoxy-m-Phenylenediamine S u l f a t e  (CAS 
168015-9841, Resorcinol (CAS t108-46-31, 2-Methoxy-pPhenylenediamine Sulfate 
(CAS #42909-29-51, 1-Naphthol (CAS 890-15-3). 



@$ F d e y e r  Corporation 

CERTIFICATE OF NON-HAZARDOUS CHEMICCILS 

ALIVIO PROD INC 
1675 BROADWAY STE 2410 
DENVER, CO 80202 

2. , c e r t i f y  t h a t  a l l  products I, 
manufactured by ALIVIO PROD INC and d i s t r i b u t e d  by FoxMeyer Drug 
Co conta in  no hazardous chemicals. I n  t h e  event t h i s  changes, 
t h e  appropr ia te  documentation (M.S.D.S) will be forwarded t o  
FoxMeyer upon d a t e  of i n i t i a l  manufacture. 

Name: J.4J 

Signature:  Date: 19 tf 



2525 DUPONT DRIVE IRVlNE CALIFORNIA 92715 (714) 752-4500 
tru” 

December 14, 1987 

FoxMeyer Corporation 
1220 Senlac D r i v e  
Carro l l ton.  TX 75006 

ATTN: ROBERT W. WILKINS 

Dear M r .  Wilkins: 

I n  response t o  your and others’ requests f o r  MSOSs for  our products, Allergan, 
Inc.  has decided t o  i n i t i a t e  a company-wide e f f o r t  t o  develop Material Safety 
Data Sheets f o r  our products which qua l i f y  as hazardous material according t h e  
the OSHA de f i n i t f on .  As you may w e l l  imagine, t h i s  w i l l  be a s ign i f i can t  
task. This e f f o r t ,  however, w i l l  r e s u l t  I n  a q u a l i t y  MSDS r e f l e c t i v e  of our 
commitment t o  the s p i r i t  o f  the Hazard Communication Standard and s e r v i c e  t o  
our customers. 

Jltrrr 

As we develop Al lergan Material Safety Data Sheets we w i l l  forward those which 
match your request l i s t .  
t o  twelve months. 

We expect t o  have your request f u l f i l l e d  w i th in  s i x  

S i  ncerely, 

flames Messel  beck / 
D i  rec to r  
Envl ronmental Health and Safety 

ivcr r1021 j 



CERTIFICATE OF NON-HAZARDOUS CHEMICALS 

ALPINE WATER 
2301 PULASKI ST 
LITTLE ROCK, AR 72206 

I, & w y  & A ~ - J  c e r t i f y  t h a t  a l l  products . 
manufactured by’ALPINE WATER and d i s t r i b u t e d  by FoxMeyer Drug Co 
con ta in  no hazardous chemicals. I n  t h e  event t h i s  changes, t h e  
appropr ia te  documentation (M.S.D.S) w i l l  be forwarded t o  FoxMeyer 
upon da te  o f  i n i t i a l  manufacture. 

I . /  

Signature: Date: /)-a 4 - e  7 

I I 



& h - h o  -1 m n i e s ,  h. 
Fine Pharmaceuticals Since 1904 

November 23, 1987 

FoxMeyer Drug Company 
Attn: W i l l i a m  R. S t r a t t o n  
1220 Senlac 
Carro l l ton ,  TX 75006 

Dear Mr. S t ra t ton :  
Re: M.S.D.S. 

In  response t o  your l e t te r  r e l a t i v e  t o  t h e  above 
captioned subjec t ,  p l ease  be advised, t o  our bes t  
knowledge, no product which we market conta ins  hazardous 
chemicals. No change i n  t h i s  s t a t u s  is ant ic ipa ted .  

Sincerely,  

D i l i p  #. Desai 
Direc tor  of  Technical Affairs 

6625AVorrQkAwnw adcsgO,llfnds60631 312/RX2-0200 

I I i l l  I l l  I I 



20510 Earlgate Street 0 Walnut, California 91 789 
(714) 598-6504 Telex 350558 Telefax (714) 595-4376 

FoxMeyer Corporation 
1220 Senlac Drive 
Carrollton, M 75006 

Attn: Mr. W i l l i a n  R. Stratton 

Dear Mr. Stratton, 

Attached please fi& Material safety Data sheets8 as requested by Mr. Robert 
W. Wilkins (Sr. Vice President, Inventory HaMgementDoxMeyer Corporation) 8 

for the following products: 

1. 5-Fluorouracil (20 copies) 

2. Methotrexate (20 copies) 

Qf the products you aoquire fran us,  only the two above mentioned contain 
hazardous chemicals. 

Should there be any questions regarding this  matter, please do not hesitate 
to  c a l l .  

Sincerely yours, 

Sluzita Kakar 
Manager, Regulatory Canpliance 

cc: Gary Dolana, Ph.D. 
V.P. Scientific Affairs 

i i  I I  I 



l 4 N m I A L s A F E T y m ~  

Effective Date: June 1, 1986 

- I 
FWWBLE LIMITS IN AIR, 8 bv volume ILmm I I UPPER I 

IIf water is boiled off, the residual material m y  burn. Use 
I water-spray , carbon dioxide I dry chemical powder , alcohol-type 
lor universal type foams applied by manufacturers recanrend& 
I techniaue 

MTINGUISHING 
MEDIA 

I I 

SPECIAL FIRE FIGI~TING 
PRmm Ifighters. Vapors m y  be irritating and/or toxic. 

ISelf-contained breathing apparatus should be available t o  fire- 

UNUSUAL FIRE AND 
MPLOSION HAZARDS 

INo information available. 
I 

Form 014/1185 
W.rn.pl 

I 1 



,-=--==----==-== 
!5hmmmG IHigh toxicity potential , usually dose-related. 

IConsult phvsician. 
SKIN ABSORPTION I Irri tant.  

I 
INHALATION IIrri tant t o  rmcous membrane. 

IConsult Dhvsician. 
SKIN a m  I Irri tant.  

I 
EYE m m  IIrritant. 

I 
IAnorexia, nausea, vomiting, allergic reactions, local 

1 
IDelayed, long term adverse effect is probat3ly bone-narrow 
ldepression w i t h  leukopenia, anaemia, and thranbocytopenia 
land bleedins, see attached wckase insert. 

QIW3NIC EWECIS 
OF OVERMPOSURE l irr i tant effects. 

OTHER " 
HAZARDS 

BWGENCY AND FIRST AID PROCEDURES: 

m N G  IConsult physician. 

I 
------------------______I______ ----------------- 

I 

IWash clothins before reuse. 

I 
I M i a t e l y  f lush  eyes with plenty of mter  for a t  least  
115 min. Pranptly get medical care, preferrably an eye 
Imecialist.  

b+ SKIN /Remove contaminated clothing and f l u s h  skin w i t h  mter. 

IDHATATION IConsult physician. 

EYES 

_~--_____-_-___-_~---------__--__-___---1__----_---1______ ---- -- --- -I----- 

NDlB 'ID PHYSICIAN: Please read attzched package insert for Fluorouracil Injection USP. 

1 ,  I I  I I 



b 

1 

STABILITY I I 

I I TO AVOID I 
UNSTABLE I STABLE I CONDITIONS ILight and heat exposure. 

I I I 
1 Me tho t r exa t e INCOMPATIBILITY 
1 

WARDOUS 0 3 M " I ' I O N  OR 1 
DECDMPOSITION PRCDUCIS I d a  

I 
HAZARDOUS FOLYMERIZATION I COM)ITIONS I 
May Occur I W i l l  not Occur I 1[0 AVOID I unknown 

I I I 
I I I -------------------------- . . . . . . . . . . . . . . . . . . . .  

--------I-- -------------- -I_- 

VII. SPmcWLEaK- 
-----------~----------c_--Il__l_________~--- -e---- 

I 
IWear protective gloves and mask. Absorb spillage 
I immediately, using sufficient cloth or tork-type absorbii 

l in  double polyethylene bag for chemical destruction. 

STE€S!IDBE" 
IF MATERIAL IS RELEASED lwater w i t h  cloth. Repeat this step twice. Place cloth 
OR SPILLED 

WSlE  DISFOSAL METHOD 

IAfter collection of the remnants containing Sfluorourac. 
linto a disposal vessel, add an adequate amount of sodium 
ihypochlorite (bleach) containing 2.5 - 3.0% WV availablt 
Ichlorine, t o  obtain a 1:5 solution i n  the rinse water (m 
Ithoroughly) . Let stand 4-6 hours; then pour the solutio; 
loff i n t o  the sewerage after determination of the surplus 
lchlorine (a2) according t o  the following method: 
I 
IDetermination of Available Chlorine 
ITake about  50 mC of the solution. Add 2 g of RI, 1 0  
!glacial acetic acid, and 1.3 mL of TS starch solution. i 
lblue color of iodine must be cbtained, indicating the 
Ipresence of free Cl2. 
I 

~ 

R E P r n R Y  PROTECTION 
(specify type) 

IDrager colloidal dust f i l t e r .  
[Grade 1U3, '&pe 855 sc. 
I 

VENTILATION 

PROTECTIVE GLmEs 

IMechanical exhaust required. 
I 
lwear latex gloves. 
I 

Form 014/1185 
W -MSD p3 

i I  , I  I I 



I 

- - 
- M. smcIAL-= ..---- w -  

pREcAuT10Ns m BE TAKEN m HANDLING AND m m :  
Observe special protection information outlined in Iten VIII. 
Avoid inhalation and contact w i t h  skin and clothing. 
Have safety shower and eye bath. 
Store in a cool dry place; protect container form physical damage. 

Fom 014/1185 
MSDF.p4 

I 1 I 1  , i l  I I 



Effective Date: June 1, 1986 

- < PRODUCTNAME: Methotrexate Sodium In1 'ection: 25 m/mL i n  V i a l s  
CHEMICAL NAME: Methotrexate Sodium 
QlEYICAL FAMILY: Ant ineop las t i c  KlLECULAR WEIm: 454*46 

N O  mRMuI;A: c 2 0 4 2  a s 
DE2ARTl"TOF IpAzARDCLAs SIFICATXON None 
-ON IsKTP?ING NAME None 
CIS3 None C A S W  None 

II. ~~~ 

~-~ ~ 

BOILING p o r n  I ca l0O0C IFREEZING POINT I ca ooc 
I I 1 

MELITIN porn  1 n/a IVAPOR PRESSURE at 2OUC 1 n/a 1 1 I 
-- BY MZUME I I %  by wt. at 20 c .I 

1 I 1 

PER EN!rT7oLmms 1 Ca 97% (water) ISaLrnILITY I N  VpEX 1 Canplete 

APPFI9RANCE AND ODOR IClear, vellow - brown solution, essentiallv odorless. 

" rwTauAL 1 % I  TLV (Units) I HAZFRD 
IGrcincsen, irritant Methotrexate Sodium 1-2.6 I n/a 

I I I 
I I I 
I I I 
I I 1 

Iv. E % R E ~ ~ ~ B A z A R D ~  

FlLASHmm I 
I n/a 
1 

FLAMMABLE LIMITS IN AIR. % bv volume I m m  I I UPPER I 

MTINGUISHING 
MEDIA 

SPECIAL FlRE FIGiEmG 
l?luxEDuREs 

IIf water is boiled off ,  the residual narerial can burn. Use 
Iwater-spray , carbon d ioxide ,  dry chemical pwder , alcohol-- 
lor universal  tyFe foams applied & manufacturers reccanmended 
I technicrue .I 
I 
)Se l f -conta ined  breathing apparatus should be available to fire 
Ifighters. Vapors can be i r r i t a t i n g .  
I 

I 
LlImsmJFIREAM) IN0 information available, 
EXPLOSIONHAZARDS I 

I ------------------- - ----- 
International Pharmaceutical PrcductS, Inc. , 3001 Red H i l l  Ave *, Costs Mesa, CA 92 
Telemone (714) 549-3591 

Form 014/1185 
A2.filsD.pl 
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W 

. -  

lHigh t o x i c i w  potential, USIA~Y dose-relatei 

I 
-ION IIrritant to mcous membrane. - -  

-- - IConsult Dhvsician . 
SRmCxlNTAQl- 1 Irritant 

1 
cIEmIc EETEm IAnorexia, nausear vonutingr allergic reactios, local 

lirritant effects. 
I -  

aF CNEREmSuRE 

umERHmL!m Wayed, long term adverse effect is probably bone-narrok 
HAZARDS- --- -- I d e p r e s s T o n  w i t h  leukopenia,-anaemia, and t h r v  

land bleedina, see attached wckaue i n se r t .  
F"cY AND FIRST AID EmcEDuREs: 

---- -- - --- -_- 

* - 1 - -  - 
IFolinic acid rescue (Leucovorin Calcium) , - 

I_- --_. - -- - 
IConsult phvsician. 

SKIN IRemove contaminated clothing and flush skin with water, 
lWash clothina before reuse. 

INHALATION 1Consult physician- 
I - I 

EYES IImmediately flush eyes w i t h  plenty of water for at least 
115 min. Prnnotly get m e d i a  care, preferrably an eye 
I- i a l i s t  . - m d: Please read .attached package insert for A M X ~ ~  &- 

Sodium) Injection- 

- 

I 1 
, I  I I 



I I 
STABLE I CONDITIONS ILisht and heat exposure, 

111oAvOID I 

TY 
I 

. I  

-_-- - 
IWear protective gloves and mask, Absoa spillage 
lirrmrtdiately, using sufficient cloth or brk-type &sod 
lwater w i t h  cloth- Repat this step twice, Place cl& 

I 

SlTEPSl'OBEPlKEN 
I F M ? m R I A L 1 5 R E m s ~  
OR SP= - lin double plyethylene bag for chanicdl destruction. 

11. Adjust pH to 2.5 - 3.0 w i t h  conc. HCI, Allow t o   st^ 
I for  6 hrs, 
12, Filter, allowing a l l  liquid t o  pass thru filter pap 
I3 , Add activated charcoal to the fi l trate,  mix for 5 mi 
14. Filter through filter paper from (2) & pour into t h e  
I seweraqe 

EYE PROTECTION 

IMechanical exhaust required , 
I 
Wear latex gloves. 
I 
k a r  safety goggles, 
I 
lLab coat or cover-alls with cap & shoes. 
I 

'OIIIER m m m  
auIPMENT 

I 
i -- 'ru, 

1 1  I 1 



Observe Specia protection.information outlined i n  Item VIII- 
Avoid inhalation and contact w i t h  skin and clothing- 
Have safety shower and eye bath. 
Store in a cool dry place; protect container form physical damage. 

_. 

. .  
- .  

-------- ------------- ----------- 



AMERICAN 
DERMAL 
CORPORATION 

12-L WORLDS FAIR DRIVE, P.O. BOX 6727, SOMERSET, NEW JERSEY 08873 (201) 356-5544 (800) 526-0199 

CERTIFICATE OF NON-HAZARDOUS CHEMICALS 

AMERICAN DERMAL C O W  
P.O. BOX 427 
SOMERSET, NJ 08873 

I, Donald B. DeVogel, certify that all products manufactured by 

In the event this changes, the appropri- 
American Dermal Corporation and distributed by FoxMeyer Drug Co. con- 
tain no hazardous chemicals. 
ate documentation (M.S.D.S.) will be forwarded to FoxMeyer upon date 
of initial manufacture. 

NAME: Donald B. DeVogel 

TITLE: Vice President 

SIGNATURE: DATE : February 2 5 ,  1988 

FoxMeyer Corporation 
Corporate Office 
1220 Senlac Drive 
Carrollton, TX 75006 
( 2 1 4 )  446-9090 

I I 
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\ 

11311 Hammack Dr. 
Bridgeton,  MO 63044 

ADDITIONAL INFORMATION PHONE NO. 
(800) 325-8668 

MATERIAL SAFETY Page1 of 1 
DATA SHEET 
DATE OF ISSUE: 4 / 1 6 / 8 6  

avers 4 #// k /  
SECTION I .  PRODUCT IDENTIFICATION 85395 

G l u c o s e  Tolerance Test B e v e r a g e  PRODUCT LABEL NAME: 

SECTION I t .  HAZARDOUS INGREDIENTS 

CHEMICAL NAME COMMON NAMES ?‘o IN PRODUCT CAS # 

THE ABOVE PRODUCT HAS BEEN EVALUATED I N  ACCORDAIVCE WITH THE 
OCCUPATIONAL SAFETY AND HEALTH HAZARD CO”UNICATI0N STANDARD 
(CFR, T I T L E  2 9 ,  2 1910.1200) AND I S  NOT CONSIDERED HAZARDOUS. 

SECTION 111: PRECAUTIONS FOR HANDLING AND USE OF THE PRODUCT 

A. SPILL OR LEAK PROCEDURES 

Steps to be taken in case material is released or spilled: 

Waste Disposal Method: 

Dispose of in accordance with Federal, State and Local Regulations. 
_ - _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ _ - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - - -  
B. SPECIAL PROTECTION INFORMATION 

Respiratory Protection: (Specify type) 

Ventilation: Local Exhaust - Mechanical - 

Other Protective Equipment: Gloves - Eyes - Other - 
____________________----------------------------------------- 

) C. SPECIAL PRECAUTIONS 

Recommended Storage Conditions: 

I I I I 1  , i I  I I I 



FoxMeyer Corporation 

CERTIFICRTE OF NON-HAZARDOUS CHEFIICALS 

AMERICAN THERMOMETER CO 
DEPARTMENT 00143 
CINCINNATI, OH 45263 

, c e r t i f y  t h a t  a l l  products 
OMETER CO and d i s t r i b u t e d  by - 
rdous chemicals. I n  t h e  event 

t h i s  changes, t h e  appropr ia te  documentation (M.S.D.S) w i l l  be 
forwarded t o  FoxMeyer upon d a t e  of  i n i t i a l  manufacture. 

/- 

II  I I I 



@$ FoxMeyer Corporation 

CERTIFICATE OF NON-HAZARDOUS CHEMICALS 

AMERICAN UROLOGICAL 
7881 PINES BLVE-SUITE 4 

PEMBROKE PINES, FL 33024 

1,  G d d -  , c e r t i f y  t h a t  a l l  products 
manufactured by AMERICAN UROLOGICAL and d i s t r i b u t e d  by FoxMever 
Drug Co conta in  no hazardous chemicals. I n  t h e  event t h i s  
changes, t h e  appropr ia te  documentation (M.S.D.S) w i l l  be 
forwarded t o  FoxMeyer upon date of i n i t i a l  manufacture. 

Signature:  



n 

@$ FoxMeyer Corporation 

CERTIFICATE OF NON-HAZARDOUS CI-+EMICAtS 

AMIDE PHARM 
101 E. MCIIN 
LITTLE FALLS, N.J. 07424 

1, , c e r t i f y  t h a t  a l l  products 
manufacturbd b y  AMIDE PHARM and d i s t r i b u t e d  by FoxMeyer Drug Co - 
conta in  do hazardous chemicals. I n  t h e  event t h i s  changes, the 
appropr ia te  documentation (M.S.D.S)  w i l l  be forwarded t o  FoxMeyer 
upon d a t e  of  i n i t i a l  manufacture. 

Name : T K  shah 

fitle: President 

L., 

I I 



@$ FoxMeyer Corporation 

C E R T I F I C A T E  OF NON-HAZARDOUS C H E M I C A L S  

A M I T Y  LEATHER PROD 
DRAWER 222 
MILWAUKEE,  W I  53278 

, c e r t i f y  that a l l  products 
OD and d i s t r i b u t e d  by FoxMeyer 

I n  t h e  event t h i s  
changes, t h e  appropr ia te  documentation (M.S.D.S) w i l l  be 
forwarded t o  FoxPteyer upon d a t e  of  i n i t i a l  manufacture. 

1 I 



F d e y e r  Corporation 

CERTIFICATE OF NON-HAZARDOUS CHEMICALS 

AMTEC MEDICAL INC 
2201 DENTON DR-STE#lOS 
AUSTIN, TX 78758 

I, 7? \rc - A &e.\ , c e r t i f y  t h a t  a l l  products 
manufactured by AMTEC MEDICAL INC and d i s t r i b u t e d  by FoxMeyer . 

Drug Co conta in  no hazardous chemicals. I n  the  event t h i s  
changes, t h e  appropr ia te  documentation (t4.S.D.S) w i l l  be  
forwarded t o  FoxMeyer upon d a t e  of i n i t i a l  manufacture. 

I I 



Anaquest 
I 
I 

vwl’ 
Product Safety Information Sheet 

Manufacturer Anaquest 
A Division of BOC Inc 
2005 West Beltline Highway 
Madison Wisconsin 53713 2318 

Tblephone 608 273-0019 

TtadeICommon N - ~ E  &hrane@ (enflurane) 

Chemical Name 

Chomical Family Halogenated Ether 

2-chloro-l , 1,24rifluoroethyl difluoromethyl ether 

Formula CHFZOCFzCHClF 

CAS Number 13838-16-9 

H-I.d 
Summary 

Product can enter the body through ingestion or inhalation. 
Exposure can cause irritation of the eyes, nose, mouth and throat. 
Overexposure can cause headaches, drowsiness, unconsciousness, death. 
Contact may irritate the skin, cause itching or rashes, drying or cracking. 
Product is a potent respiratory depressant and can impair cardiac performance. 

W Identification Product is a colorless liquid with a mild ethereal odor. 

Work Place 
Exposure Limits 

ACGIH: The proposed recommended airborne exposure limit is 75 ppm averaged 
over an 8 hour work day. (1985-86) 

NIOSH: The recommended permissible level of exposure to halogenated anesthetic 
agents in general is 2 ppni. (1978) 

Exposure 
Indicators 

The odor threshold only serves as a warning of exposure. 
Not smelhng it does not mean you are not being exposed. 

Exposure 
Rductlon 
lbchniquer 

Wear protective clothing. 
Where possible, enclose operations and use local exhaust ventilation at site of the 
chemical release. 
If local exhaust ventilation or enclosure is not used, respirators should be worn. 

Fire 
HazaI.dE 

Use foam, dry chemical or liquified gas extinguishers. 
Toxic gases such as phosgene, hydrogen chloride and hydrogen fluoride may be 
released in a fire involving the product. 

___--___ 

Spills and 
Emergencies 

h J d  

Restrict persons not wearing protective equipment from areas of spills or leaks until 
cleanup is complete. 
Ventilate area of spill or leak. 
It may be necessary to contain and dispose of the product as a hazardous waste. 
Contact your regional office of the United States Environmental Protection Agency 
(USEPA) for specific regulations. 
For large spills and fires immediately call your local fire department. 

http://HazaI.dE


First Aid 

Eye Contact 

Skin Contact 

Breathing 

Ingestion 

Handling 
and Storage 

Immediately flush with large amounts of tepid potable water for at I2ast 15 minutea 

Seek medical attention. 
ensuring inner surfaces of upper and lower lids are being rinsed. m 
Remove contaminated clothing. 
If redness or irritation results, seek medical attention. 

Remove person from exposure. 
Begin artificial respiration if breathing has stopped and CPR if heart act on has stopped. 
Transfer promptly to a medical facility. 

If product has been swallowed and person is conscious, immediately t dminister large 
amounts of water and induce vomiting. 
Begin artificial respiration if breathing has stopped and CPR if heart act on has stopped. 
Seek medical attention immediately. 

Product must be stored to avoid contact with peroxides. 
Store in tightly closed containers in cool well ventilated area aeiay from heat. 
Protect product from freezing. 

Physical Data 

Boiling Point: 133.7 O F .  

Solubility in Water: Slight 

Flash Point: Greater than 200 OF. Method Used: PMCC 

m 

DataI8mu.d: March 1986 

Data Revised: 

BOC W e a l t h  C u e  100 - 228 3-86 



Anaquest 
Product Safety Information Sheet 

Manufacturer Anaquest 
A Division of BOC Inc 
2005 West Beltline Highway 
Madison Wisconsin 53713 2318 

Tolephone 608 273-0019 

TradeICommon NMW Forane@ (isoflurane) 

Chomlcal Name 

Chemical Family Halogenated Ether 

1 -chloro-2,2,2-trifluoroethyl difluoromethyl ether 

Formula CFsCHClOCHFz 

CAS Number 26675-46-7 

Hazard 
Summary 

Product can enter the body through ingestion or inhalation. 
Exposure can cause irritation of the eyes, nose, mouth and throat. 
Overexposure can cause headaches, drowsiness, unconsciousness, death. 
Contact may irritate the skin, cause itching or rashes, drying or cracking. 
Product is a potent respiratory depressant and can impair cardiac performance. 

Identification Product is a colorless liquid with a mild ethereal odor. 

Work Place 
Exposure Limitr 

NIOSH: The recommended permissible level of exposure to halogenated anesthetic 
agents in general is 2 ppm. (1978) 

Exposure 
Indicators 

The odor threshold only serves as a warning of exposure. 
Not smelling it does not mean you are not being exposed. 

Wear protective clothing. 
Where possible, enclose operations and use local exhaust ventilation at site of the 
chemical release. 
If local exhaust ventilation or enclosure is not used, respirators should be worn. 

Fire 
Hazards 

Use foam, dry chemical or liquified gas extinguishers. 
Toxic gases such as phosgene, hydrogen chloride and hydrogen fluoride may be 
released in a fire involving the product. 

SpW and 
Emergencies cleanup is complete. 

Restrict persons not wearing protective equipment from areas of spills or leaks until 

Ventilate area of spill or leak. 
It may be necessary to contain and dispose of the product as a hazardous waste. 
Contact your regional office of the United States Environmental Protection Agency 
(USEPA) for specific regulations. 
For large spills and fires immediately call your local fire department. 



I I 

First Aid 

Eye Contact 

Skin Contact 

Breathing 

Ingestion 

Handling 
and Storage 

Immediately flush with large amounts of tepid potable water for at least 15 minutes e 
ensuring inner surfaces of upper and lower lids are being rinsed. 
Seek medical attention. 

Remove contaminated clothing. 
If redness or irritation results, seek medical attention. 

Remove person from exposure. 
Begin artificial respiration if breathing has stopped and CPR if heart actil m has stopped. 
Transfer promptly to a medical facility. 

If product has been swallowed and person is conscious, immediately a iminister large 
amounts of water and induce vomiting. 
Begin artificial respiration if breathing has stopped and CPR if heart actic )n has stopped. 
Seek medical attention immediately. 

Product must be stored to avoid contact with peroxides. 
Store in tightly closed containers in cool well ventilated area away from heat. 
Protect product from freezing. 

___ 

Physical Data 

Boiling Point: 119.3 O F .  

Solubility in Water: Slight 

Flash Point: Greater than 200 O F .  Method Used: PMCC 

m 

Date Issued: March 1986 

Date Revised: 

BOC W e a l t h  Care 100 - 240 3-86 



Jegens 
THE ANDREW JERCENS COMPANY - P 0 BOX 145444 * CINCINNATI, O H I O  45214 

December 18, 1987 

William R. Stratton 
FoxMeyer Corporation 
1220 Senlac Drive 
Carrollton, TX 75006 

Dear Mr. Stratton, 

In response to your company's recent request for Material 
Safety Data Sheets in order to comply with the Final Rule 
by OSHA,(52 FR 318521, we would like to reply as follows. 

The Andrew Jergens Company is a cosmetic establishment and 
as such is registered with the U.S.  Food & Drug 
Administration. All Andrew Jergens Company cosmetic 
products comply with the Federal Food, Drug, & Cosmetic Act 
and regulations pertaining to the Act. One applicable 
regulation under the Food and Drug Administration (Title 21 
CFR Part 740.1) states that 

"The label of a cosmetic product shall bear a warning 
statement whenever necessary or appropriate to prevent a 
health hazard that may be associated with the product." 

Therefore, the safety of all products for their intended 
purpose must be substantiated before the products are 
marketed. 

Additionally, the OSHA Final Rule relative to the Hazard 
Communication Standard (52 FR 31878) Title 29 CFR Part 
1910.1200 (b) ( 6 )  (v) and (vii) states that, 

"This section does not apply to:. .." 
"...Food, drugs, cosmetics, or alcoholic beverages in 
a retail establishment which are packaged for sale to 
consumers; ..." 

2535 SPRING GROVE AVENUE * TELEPHONE (513) 421-1400 . TELEX 21-4474 * CABLE ADDRESS JERCWOOD 
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William R. Stratton 
FoxMeyer Corporation 
December 18, 1987 
Page 2 

and 

"...Any consumer product or hazardous substance, as those 
terms are defined in the Consumer Product Safety Act (15 
U.S.C. 2051 et se . I  and Federal Hazardous Substances 

employer can demonstrate it is used in the workplace in 
the same manner as normal consumer use, and which use 
results in a duration and frequencv of exposure which is 
not greater than exposures experienced by consumers;...". 

Act (15 U . S . C .  2 1 61 et seq.) respectively, where the 

Also, the preamble to this regulation, which has the force 
of law, includes the following, 

"The expansion of the HCS into the non-manufacturing 
sector will result in many of these types of products 
being present in workplaces ( e . q . ,  liquor stores) 
where they are not intended for employee consumption, 
and where they normally would not result in employee 
exposure because thev are packaged for sale to consumers. 
Although some of these products may meet the definition 
of a 'hazardous chemical' ( e . g . ,  vinegar is acetic 
acid), when packaqed for retail sale they do not pose a 
hazard to workers that is any different than the hazards 
of such products in their homes. The label information 
required by other Federal agencies for foods, drugs, 
cosmetics, and alcoholic beverages should thus provide 
sufficient protection for workers, and OSHA has exempted 
these products from coverage under the rule. It should 
be noted that this is not an exemption for facilities of 
any particular industry, as all facilities may have 
other chemicals in use that would be covered by the HCS. 
In addition, since these products are exempted, 
employers which package them for retail sale would not 
have to furnish material safety data sheets to 
distributors receiving the products." 

As a final comment, the Office of Management and Budget 
published a critique of OSHA's existing Hazard 
Communication Standard (November 23, 1983) and the revision 
(August 24, 1987) (52 FR 46075) stating in effect that: 

no recognition is given (by OSHA) to a sealed container 
placed on a shelf (such as a stock boy in a supermarket) 
as opposed to a 55 gallon drum in a warehouse for which 
Material Safety Data Sheets and hazard training for 
potential spillage is reauired. 

1 I 1 I I I  I 



William R. Stratton 
FoxMeyer Corporation 
December 18, 1 9 8 7  
Page 3 

OSHA has been given a very short period of time in which to 
review and revise or intend to revise their Hazard 
Communication Standard (March 1, 1 9 8 8 ) .  

We have included copies of the regulations cited above and 
believe at the present time they should provide an 
acceptable response to your request. If we may be of 
further assistance please l e t  me know. 

Sincerely, 

c A 9 .  
L. A .  Denton 
Director Regulatory Compliance 

Enclosure 

cc: Robert W. Wilkins 

I I 



William R. Stratton 
FoxMeyer Corporation 
December 18, 1987 
Page 4 

T i t l e  21 CFR Pa r t  740.1 
(a) The label of a cosmetic product 

shsIl bear a runlng rbtement when- 
ever necessary or appropriate to prevent 
a h d t h  hazard that m y  be assoctated 
with the product. 

T i t l e  29 CFR P a r t  1910.1200 ( b ) ( 6 ) ( v )  and ( V i i )  

(61 This section does not app(v TO: 

( v i  Food. drugs. cosmetics. or 
alcobohc beverages m a r e t u ~ l  
establishment which ape packaged for 
s a k  to conrumerr 

[vu)  A n y  consumer product or 
hazardous substaacu m thore terms am 
defined in the Coasunur Product Spfety 
Act (15 U . S C  2051 et 0w-j and Federal 
Hazardous Substances Act (15 US.C 
1261 et seq.) respectively. where the 
employer can demonstrate rr u used UI 
the workplace in the sema manner ar 
normal consumer use. and w h i d  uae 
results in a duratlon and frequency of 
exporure which is not g e a t e r  than 
exposures e rp tnenced  by consumers 

Pr eamb le 

The expansion of he  HCS into the 
non-manufacturing sector will result in 
many of these types of products being 
present in workplaces (e+ liquor 
stores) where they a re  not intended for 
employee consumption. and where they 
normally would not result in employee 
exposure because they are packaged for 
sale to consumers. Although some of 
these producu may meet the definition 
of a "hazardour chemical" (a.g.. vmegar 
ir acetic acid), when patkaged for retail 
sale they do not pose a hazard to 
workers that ir any different than the 
hazards of wch producta in their homes. 
The label information required by other 
Federal agencies for foodr. drugs. 
cosmetics, and aicoholic beverages 
should thw pmvicb d c i e n t  protection 
for workem and OSHA ha$ eaempted 
these productr fmm coverage under the 
rule. It shodd bm noted that this is not 
an exemption for facilities of any 
particular indwtry. a8 all facilities may 
have other chemiu l r  in use that would 
be covered by the HCS. In add~tion. 
since these products are exempted. 
employen which package them for retail 
sale would not have IO furnish marendl 
safety data sbeetr to distnbutom 
r ~ ~ o i i i i m n  t k a  --Am--*- 



William R. Stratton 
Page 5 .  
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employer, of any precautionary measures 
that need to be taken to protect employees. 
and therefore ensums that workers a n  
protected from unusual hazards at a multi- 
employer worksite. as well ar tho n m a l  
hazards that would be included in a 
generalized training program. 
Conrumer Products 

OSHA exempts from this final rule any 
consumer product where "the employer can 
demonstrate i t  is used in the workplace in the 
Same manner as noma1 consumer uso. and 
which uw results in a duration and frequency 
of exposure which is not greater thm 
exposws experienced by consumom" 
(it?tO.1zoo(bl(81(vii)). This is a now exemption 
not contained in the existing rule. and is 
appropriately Intended to excludo the law 
numbws of consumer productr found in non- 
manufacturing workplacas. Nonetheleu this 
oxomption is Iimltod to c0111umer products 
that u. wd under artah Circumst.nces. 
and heom tbe HCS would continue to apply 
to numerow consumer pmducta present in 
rwrltrrlcrr. 

Tbe bcord indium tb.l this exomption 
w d  con tin^ to p & a  d e r  the HCS l a w  
numkn of uuuuuc products for which 
MSDSI would bavr little practical utility. and 
for which the burden of compliaw would be 
substantid. Wo havo four mjor concerns: 

Consumer product Iakliq already 
provides Lnfornvtioa to h t i @  sigmifiunt 
h& that may mdt hoar uaa of tho 
product uid to cllublr uun to avoid those 
h u u d r .  Fa thr avemhelmlng auiorlty of 
coluumu poductr ttut would m a i n  subjec 
to the sc.ndub &en is no evidence in tho 
mod that th. MSDS would here pmctiul 
utllity boyond du inlormation already 
included on tho L k L  - The oxamgtlon i m m  a b d e n  on ths . 
Employer to "domonrtmtd* that exposures for 
tach subotmcs IPI the umu u "nonnd 
consumor we." a burdon that may bo difficult 
to me81 (244). 
1-r would no( exdud. mrny r l h u t l o ~  
w h m  drIu um vy law. For rruapl* is an 
rmployeo who c k . ~  and waxee tloon onca 
s m r k  us@ a supmnarket product exposed 
st tho ume duration and fmquency aa 
~ ~ u m r n t  lf not should the omployea k 
trainod in the h r d a  of tloar wax? Uada 
OSHA's Iangua~. the empbyw may well k 
treatod exactly like a worker on a chemical 
production Urn. In addition. tho HCS raqUirrr 
that even amsumor productr t h t  am not 
oponed under n o m 1  wor&placr u n .  wch as 
thow a stock boy p i a m  on e supennarkat 
shelf. k rmtd u "wrlod cont~lnn." for 
which h4SDSo urd hazard tminiw for 
pokntkl rpilly. are nqdnd Thk would 
msdt in t l n t i q  a can of floor wax in a 
F l y  e m  uactly the uw as a s5@on 
drum of industrial chomlul in a wanhoun. 
In thie mud the National Rotail M.reh.nts 
Asmiation stated. "It would bo 
excoptio~lly ditftcult fa m t a i b  to 
adequatdy a- whother tho hundnds d 
products h e y  sell could potmtkl$ 
become workplau bzardr in tho o v ~ t  of 
spillago" (Ex. 1-24, em also c~mmonta by tho 
National Restawnt Aaeocutlon, 2-31). - me exm.ptlon dam not ~IIOW u m u i  
suppliers to detmnine which p d u c t a  are 

import.ntly. such 8 

exempted. because they do not know hc w 
downstream empoyen mll use them. 
Moreover. OSHA's explanation that 
downstream distributon who do not 
"generally" sell to employen would not be 
covered offers no relief to wholesalers and 
other consumer product distnbutors who 
have some accounts that are subject to the 
standard and othen that a n  not In fact 
upstream wppllen who want to ensure 
compliuwr d have no practical altemative 
but to a m m e  that downstream employers 
are coved. and will therefore ship MSDSs 
and labels along with all consumer products. 
Thus. upstream supplien will continue IO 
bear all of the costs and the distribution/ 
retail sector will continue to receive all of the 
hazard information for all consumer product. 
This is exactly what the consumer product 
exemption should be dergned to avoid. 

The number of MOSS involved is very 
large. Although OSHA estimated that the 
typical food store contained 11 chemical 
hazards and the largest W the Food 
Marketing Institute estimated that the typica 
supermarket would sol1 at leart 1.200 nonfocd 
consumer products that may be convered by 
the HCS (Ex. 2-32]. The National Paint a d  
Coatings Amxiation calculated that punt 
manufacturan would bo mqvml to supply 
7.00(1000 M S W  inrtmlly to rem1 
pstablishmente (Ex. W). 
We have thenfore dis~ppmvod. o b c t I V 8  

May 23.1- covorar Wd8t pbr H a  of any 
consumer product excluded by C o q p r a  from 
the defmition of "h rwdow c h o d "  undrr 
.Section 31l(e) (3) of tbe supatuad 
Amendmants urd Ilrrurhonution M of 
1em (SARAI: "Any subrt.nn to tho u t n t  I t  
is urad for plloarl. f a d y  or houaohold 
purporar. a r m  p r m r t  m hbo unm bm d 
concentration as a product pa- Ir 
distnbution a d  we by Uu pWrr' 
Tho bn@og. would exempt m y  suhtana 
packoM in tho same form ud concontration 
as a consumarproduct wkthor or MI 11 is 
used for tbe mp. pupme as the consumw 
product EPA concluded in i tr  final rule on 

that this exaapt~an IO appmpnato for 
howohold or coaumer products in 
comma& and urdwtnal as well aa 
howohold uee h w o  "tho public is 
8oneraUy farmlur with 8uch substenceu thoir 
h r u r d s  and thew likely louttone [hence). tho 
dtrclorwe of such substances is unncasury 
for right-to-how plypo~os." fhs alternative 
consumor products oxetrptioa would a d d n u  
the conmm that the cumnt HCS impow 
unneceuary paperwork in many utuabonr UI 
which axporuns and nslu am trivial and 
would n d u a  and runplify tho p.9.nrd 
reqrunmonw 

know papemvork mquiremonta whid a n  
clowly Lnked. m u t d y  conmistont. Usi- tb 
same exemption in bo$ rulm a v o h  tb. 
Bitustion in which employam mwt wparalr, 
the paporwork for their "WMUInOr prod.ctr" 

product" and an EPA "EMIUIIyr pmduoL" 
It ostabliahn objectwe c n t m  t h t  

enablo upstroam and damrtroam ompi0-n 
to determine whet ia exemptod and h a t  ie 
inc1ud.d. Upstream supplion would not k 
forced to speculate as to the ldmtfty of tkr 

SOCtlOM 311 d J12 Of SARA (52 FR M) 

It make# the 08HA d RPA 

into t W 0  group: W l o 9 ) ( A  "COMUWI 

final user (consumer or employerll in 
detemining whether the product is subiact to 
the HCS. The flow of MLSDSs and labels 
would be restricted to unpackaged 
substances or substances packaged for 
industrial or commerciil use. for which 
detailed hazard information would be 
expected to have practical ulility. 

Drugs Regulated by PO4 
The standard exempls drugs in "solid. final 

form for direct administration to the pa!ient 
( I  e . .  tablets or pills)." This exemption in part  
avoids duplication of peperwork. Drugs for 
human consumption are heavily regulated b y  
the Food and Drug Administration. which  
requires the transmittal of detailed 
iafonnation downstream from the 
?;tnufacturer throqh pmfessionil package 

jerts and labels. Tho exemption also limits 
1-0 odd situation in whbch a drugstore owner 
.. ,add &e responsible f@r training 

,rofesrional pharmaciits about the hazard8 
of the drqp they dlspenw. 

both rationales are equally relevant lo Iiqwd 
dnrgr not in final f a n  OSHA does not 
explain why aU dmg~ rnulated by the FDA 
a n  nocexemptd exqpt to say that North 
CamUna hu e similar exemption. 
Yet h pprwork but(ions of covering such wm to k brgh..The National 
Wholesah m s t s  &wxialion has 
estimated that mch wholesaler. with 
phannacy cuotomrn a d 12Mo individual 
producta covuIcJ by tI$ HCS would initially 
be q u i d  to dlrtriw 4.8 million MSDS. 

Outside the manufaduring sector. hriwe\er. 

(b M). If C a p U h  $Ollhw MbdS OC 

(€x. 2 4 0 )  c m  mtiol d u p l i e  of 
paperwork for votuu& biolodul pmdutr 
S i n e  coverer of any~FDA-tquIatd d w  
would result in d u p l i ~ W o  paperwork and io 
unlikely to provido ad&lional i d o m t i o n  of 
any practical utility. ~e have dlrrpprovod 
coverage of FDA-ragubted drugs outside tha 
rnanufacturiw sectot. effective May 23.198LL 

&finition of %iick" 
The HCS exemptioru of "artkln" from tho 

scope of the standard is conditionally 
approved through May 23.lW Although the 
record supports tho ndd for an article 
exemption. tho mor&docs not suppofl tho 
cxistm deflnkioa of 'lartkle," particularly 
with yud to the la& of a t% minimia 
exomption and thr 
"normal wnditionr Y of w" 

"Article" is drflmd las "a manufactured 
item: (11 which ir fomqd to a speciflc shap. 
or design during th .  manufactum (ii) which 
has end uw function(4l dependent in whole 
or in part upon ita s h a p  or design duriw end 
u n :  and (tii) which dow not release. or 
otkenvim d t . i s  exporun to a hazardous 
chemical rwlr nonnrl conditioni of use." 
OSHA oxphiar B tJm preamble to the final 
expanded rule that "exporure" dom not 
moan n l e a m  of "vory small quantitler." (I 
"tram amoupt' or "a hw molecule#" of the 
haurd. 

Tho iaue r a i d  in the n c ~ r d  is whether 
an w a v e  "do minlmk" oxemptlon should 

ocy's interprrtatioa d 

1 



CERTIFICATE OF NON-HAZARDOUS CHEMICALS 

ANSELL PERSONAL PRODUCTS 
P.O. BOX 2153 
BIRINGHAM, AL 35201 

I, i 3 m L E y  Pt lk i f  -? c e r t i f y  t h a t  a l l  products 
manufactured by ANSELL PERSONAL PRODUCTS and d i s t r i b u t e d  b y  
FoxMeyer Drug Co conta in  no hazardous chemicals. I n  t h e  event  
t h i s  changes, t h e  appropr ia te  documentation (M.S.D.S) will be 
forwarded t o  FoxMeyer upon d a t e  of i n i t i a l  manufacture. 

S i  gnat  ur e : 

I I 
Corporate o)(lco: 1220 Sarlac Driw CMdtton. T)( 75006 (214) 448-9090 

I 1  1 1  I 



ANTIGEN SUPPLY HOUSE 
Antigens International 
19201 -B Panhenia St., Northridge Executive Center 
Northridge, California 91324 

February 22,1988 

FoxMeyer Corpomtion 
1220 Senlac Drive 
CamZZton, TX 75006 

Attention: Mr. William R. Stratton 

Dear Mr. Stmtton: 

us.  (800) 423-5783 
CANADA (800) 237-6391 
CALIF. (800) 3314700 

(818) 701-5997 
TELEX #910-3212305 

Thank you for your request for a Material Safety Data Sheet (MSDS) on 
an Antigen Supply House product. As you are aware, our products are covered 
by the Fedeml Food, Drug  and Cosmetic Act (21 U.S.C. 30/et seq.) and are subject 
to the testing and labeling requirements of that Act and of the Food and Drug 
Administration. 

The OSHA Hazard Communication Standard CFR, 1910.1200 specifically 
exempts these products in Section B (4) (ii). Therefore, an MSDS is not required 
fo r  these products. I f  we can be of service in any other way, please do not hesitate 
to ask. 

Sinyrely yours, 

,/ for ANTIGEN S&PLY,HOUSE 

MYY/mar 
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@$ Fodeyer Corporation 

CERTIFICATE O F  NON-HAZARDOUS CHEMICALS 

CSPEX MEDICAL SUPPLY INC 
P. 0. BOX 88008 
SIOUX FALLS, SD 57105 

I ,  D. R. B e a t o n  , c e r t i f y  t h a t  a l l  products 
manufactured by APEX MEDICAL SUPPLY INC and d i s t r i b u t e d  by 
FoxMeyer Drug Co c o n t a i n  no hazardous chemicals.  I n  the event  
t h i s  changes, t h e  appropr ia te  documentation (M.S.D.S) will be 
forwarded t o  FoxMeyer upon d a t e  of i n i t i a l  manufacture. 

A p e x  M e d i c a l  C o r p .  
Name: D. R. B ~ m n  

P r e s i d e n t  

Signature:  D a t e :  12-8-87 



n 

@$ FoxMeyer Corporation 

CERTIFICATE OF NON-WZARDOUS CHEMICALS 

APLOQ O F  COLORADO 
5657 GRAY ST 
ARVADA, CO 86(302 

I, scatt &b ;Mor) , c e r t i f y  t h a t  a l l  products 
manufactured by APLOG! OF COLORADO and d i s t r i b u t e d  by FoxMeyer 
Drug Co c o n t a i n  no hazardous chemicals. I n  t h e  event t h i s  
changes, t h e  a p p r o p r i a t e  documentation (M.S.D.S) will be  
forwarded t o  FoxMeyer upon d a t e  of  i n i t i a l  manufacture. 


