ELI LILLY AND COVPANY

MATERI AL SAFETY DATA SHEET
CEPHALEXI N CAPSULES AND TABLETS
EFFECTI VE DATE: 23- APR-94

SECTION 1 - CHEM CAL PRODUCT AND COVPANY

MANUFACTURER:

ELI LILLY AND COVPANY
LI LLY CORPORATE CENTER
I NDI ANAPOLI S, IN, 46285

EMERGENCY PHONE:
1- 317- 276- 2000

CHEMIREC:

1- 800- 424- 9300 ( NORTH ANERI CA)
1- 703- 527- 3887 (| NTERNATI ONAL)

COVWMON NAME: CEPHALEXI N CAPSULES AND TABLETS

CAS NUVBER(S):

CHEM CAL NAME: 5- THI A- 1- AZABI CYCLJ 4. 2. 0] OCT- 2- ENE- 2- CARBOXYLI C ACI D, 7-[[(2R) - AM NOPH
ENYLACETYL] AM NJ - 3- METHYL- 8- OXO-, MONCHYDRATE, (6R 7R)-

CHEM CAL NAME 2: 7- (D ALPHA- AM NO- ALPHA- PHENYLACETAM DO) - 3- METHYL- 3- CEPHEM 4- CARBOXYLI
C ACI D MONCHYDRATE

MOLECULAR WEI GHT:

SYNONYM S): CEPHALEXI N; CEPHALEXI N MONOHYDRATE; CEPHALEXI N CAPSULE M X; CEPHALEXI N MON
OHYDRATE CAPSULE M X; 066873 FORMULATI ON; H69: H71; 4202; 4203; CEFALEXI NA CAPSULES; C
EPHALEXIN M F. BLEND

TRADENAVE( S): KEFLEX; KEFORAL; BRANFALEXI NA; KEFALEX; KEFLEX PACKAGE; L-KEFLEX, OREX;

ORAKEF; KEFLORI DI NA; KEFLEX KX; KEFEROL; FALEX

LILLY | TEM CODE(S): AHO377; AHO378; MS5062; MS5063; NDO711; NDO720; NDO730; NDO753; ND
0762; NDO832; ND0833; ND0834; NDO861; NDO862; NDO868; NDO877; PU0401; PU0402; PUD403;

PU3001; PU3069; PU3070; PU3140; PU3141; QA432Z; QA433Y; QA455Z; QA476X; TAL1872; TA1894
. TA1895; TA1896; TA4053; TA4090: TA4091; TA4202; TA4203; TA4210; TA4211; UC5010; UC50
11; UC5346; UC5347; UC5348; UC5349; UC5376; UC5377; UC5930; UC5931; UC5938; UC5939; UC
5942; UC5943; UC5944; UC5945; UC5961; UC5962; UC5970; UC5974; UC5975; UC5976; UCS977;

UC5978; UC5979; UCB8932; UC8933; UC8945; UCB8946; UE0001; UE0002; UF0015; UF0016; VFO072
. VF0077; VF0079; VF0084; VF0085: VF0090; VF0092; VF0100; VF0101; VF0122; VF0155; VFO1
59: VF0160; VF0223; VF0224; VF0225; VF0226; VF0227; VF0254; VF0255; VF0256; VF0257; VF
0264; VF0265; VF0273; VF0288; VF0289; VF0291; VF0292

SEE ATTACHED GLOSSARY FOR ABBREVI ATI ONS.
SECTION 2 - COVPCSI TI ON / | NFORVMATI ON ON | NGREDI ENTS

| NGREDI ENT CAS CONCENTRATI ON
CEPHALEXI N MONOHYDRATE 23325-78-2 14- 96
EXCl PI ENTS NA 4- 85

CONTAI NS NO HAZARDOUS COVMPONENTS ( ONE PERCENT OR GREATER) OR CARCI NOGENS ( ONE- TENTH P
ERCENT OR GREATER) NOT LI STED ABOVE.

EXPOSURE GUI DELI NES: CEPHALEXI N MONOHYDRATE - LEG <100 M CROGRAMS/ MB TWA FOR 12 HOURS.

SECTI ON 3 - HAZARDS | DENTI FI CATI ON

APPEARANCE: WHI TE OR COLORED POADER FI Nl SHED AS CAPSULES CR CO ATED TABLETS
PHYSI CAL STATE: SOLI D

ODOR:  ODORLESS

EMERGENCY OVERVI EW EFFECTI VE DATE: 23- APR- 94

LI LLY LABORATCORY LABELI NG CCDES:

HEALTH 1 FIRE 1 REACTIVITY O

PRI MARY PHYSI CAL AND HEALTH HAZARDS: NOT HAZARDOUS | F | NTACT. SEVERE ALLERGEN.
CAUTI ON STATEMENT: | NTACT CEPHALEXI N CAPSULES AND TABLETS ARE NOT CONSI DERED TO BE A H



EALTH HAZARD. CEPHALEXI N CAPSULES AND TABLETS CONTAI NS CEPHALEXI N WHI CH CAUSES SEVERE
ALLERG C REACTI ONS.

ROUTES OF ENTRY: | NHALATI ON AND SKI N CONTACT.

POTENTI AL SI GNS AND SYMPTOVS OF OCCUPATI ONAL EXPOSURE: CAPSULES AND TABLETS ARE | NTEND
ED FOR HUMAN CONSUMPTI ON UNDER GUI DANCE OF A PHYSI CI AN. CAPSULES AND TABLETS ARE NOT
CONSI DERED HAZARDCOUS UNDER NORMAL HANDLI NG PROCEDURES. ALLERG C REACTI ONS TO CEPHALEX
I' N MONCHYDRATE HAVE BEEN REPORTED. ALLERG C REACTI ONS TO CONTENTS OF CAPSULES CR TO T
HE POADER USED TO MAKE THE TABLETS MAY | NCLUDE RASH, NASAL CONGESTI ON, COUGH, DRY THRO
AT, AND EYE | RRI TATI ON.

MEDI CAL CONDI TI ONS AGGRAVATED BY EXPOSURE: PENI Cl LLIN OR CEPHALCSPORI N HYPERSENSI TI VI T
Y.

CARCI NOGENI CI TY: CEPHALEXI N MONCHYDRATE - NO CARCI NOGENI CI TY DATA FOUND. NOT LI STED B
Y ARC, NTP, ACAH, OR OSHA
SECTION 4 - FIRST Al D MEASURES

EYES: FLUSH EYES W TH PLENTY OF WATER.  GET MEDI CAL ATTENTI ON.

SKI' N:  REMOVE CONTAM NATED CLOTH NG AND CLEAN BEFORE REUSE. WASH ALL EXPOSED AREAS OF
SKIN WTH PLENTY CF SOAP AND WATER. GET MEDI CAL ATTENTION | F | RRI TATI ON DEVELOPS.

I NHALATI ON: MOVE | NDI VI DUAL TO FRESH AI R GET MEDI CAL ATTENTI ON | F BREATHI NG DI FFI CUL
TY OCCURS. | F NOT BREATH NG PROVI DE ARTI FI CI AL RESPI RATI ON ASSI STANCE ( MOUTH TO- MOUT
H AND CALL A PHYSI CI AN | MVEDI ATELY.

I NGESTI ON: DO NOT | NDUCE VOM TI NG CALL A PHYSI CI AN OR PO SON CONTROL CENTER. | F AVA
| LABLE, ADM NI STER ACTI VATED CHARCOAL (6-8 HEAPI NG TEASPOONS) W TH TWD TO THREE GLASSE

S OF WATER. DO NOT @ VE ANYTHI NG BY MOUTH TO AN UNCONSCI OUS PERSON. | MVEDI ATELY TRAN
SPORT TO A MEDI CAL CARE FACI LI TY AND SEE A PHYSI ClI AN.

SECTION 5 - FI RE FI GHTI NG MEASURES

FLASH PO NT: NOT APPLI CABLE

UEL: NO APPLI CABLE | NFORNVATI ON FOUND

LEL: NO APPLI CABLE | NFORVATI ON FOUND

EXTI NGUI SHI NG MEDI A: USE WATER, CARBON DI OXI DE, DRY CHEM CAL, FOCAM OR HALON.

UNUSUAL FI RE AND EXPLOSI ON HAZARDS: AS A FINELY DI VI DED MATERI AL, MAY FORM DUST M XTUR
ES IN AIR WHI CH COULD EXPLCDE | F SUBJECTED TO AN | GNI TI ON SOURCE.

HAZARDOUS COMBUSTI ON PRODUCTS: MAY EM T TOXI C FUMES WHEN EXPOSED TO HEAT OR FI RE.

SECTI ON 6 - ACCI DENTAL RELEASE MEASURES

SPI LLS: CONTAI N DRY MATERI AL BY LI GHTLY M STI NG W TH WATER, FCOLLOWED BY SWEEPI NG UP OR
VACUUM NG. VACUUM NG MAY DI SPERSE DUST | F APPROPRI ATE DUST COLLECTI ON FILTER | S NOT
PART CF THE VACUUM BE AWARE OF POTENTI AL FOR DUST EXPLOSI ON WHEN USI NG ELECTRI CAL EQ
Ul PMENT. WEAR PROTECTI VE EQUI PMENT, | NCLUDI NG EYE PROTECTI ON, TO AVO D EXPOSURE ( SEE SE
CTI ON 8 FOR SPECI FI C HANDLI NG PRECAUTI ONS) .

SECTION 7 - HANDLI NG AND STORAGE

SEE SECTI ON 8 FOR APPROPRI ATE PERSONAL PROTECTI VE EQUI PMENT.
STORAGE CONDI TI ONS: CONTROLLED ROOM TEMPERATURE: 15 TO 30 C (59 TO 86 F).

SECTI ON 8 - EXPOSURE CONTROLS / PERSONAL PROTECTI ON

SEE SECTI ON 2 FOR EXPOSURE GUI DELI NES.
SEE SECTI ON 2 FOR EXPOSURE GUI DELI NE | NFORVATI ON.



FI LLED CAPSULES AND COATED COVPR
ESSED TABLETS ARE NOT CONSI DERED HAZARDOUS UNDER NORVAL HANDLI NG PROCEDURES AND PROTEC
TI'VE EQUI PMENT IS NOT REQUI RED. THE FOLLOW NG ARE RECOMVENDED FOR MANUFACTURI NG CR OT
HER SI TUATI ONS WHERE EXPOSURE TO CONTENTS MAY OCCUR
RESPI RATORY PROTECTI ON: USE AN APPROVED RESPI RATOR.
EYE PROTECTI ON: CHEM CAL GOGGLES AND/ OR FACE SHI ELD.
VENTI LATI ON:  LABORATORY FUME HOOD OR LOCAL EXHAUST VENTI LATI ON.
OTHER PROTECTI VE EQUI PMENT: CHEM CAL- RESI STANT GLOVES AND BODY COVERI NG TO M NI M ZE SK
I N CONTACT. | F HANDLED I N A VENTI LATED ENCLOSURE, AS I N A LABORATORY SETTI NG RESPI RA
TOR AND GOGGLES OR FACE SHI ELD MAY NOT BE REQUI RED. SAFETY GLASSES ARE ALWAYS REQUI RE
D.
OTHER HANDLI NG PRECAUTI ONS: | N PRODUCTI ON SETTI NGS, Al RLI NE- SUPPLI ED, HOOD- TYPE RESPI R
ATORS ARE PREFERRED. SHOWER AND CHANGE CLOTHI NG | F SKI N CONTACT OCCURS.

SECTION 9 - PHYSI CAL AND CHEM CAL PROPERTI ES

BO LI NG PO NT: NOT APPLI CABLE

MELTI NG PO NT: NO APPLI CABLE | NFORVATI ON FOUND
SPECI FI C GRAVI TY: NO APPLI CABLE | NFORVATI ON FOUND
PH: NO APPLI CABLE | NFORVATI ON FOUND

EVAPORATI ON RATE: NO APPLI CABLE | NFORVATI ON FOUND
WATER SCLUBI LI TY: SLI GHTLY SOLUBLE

VAPOR DENSI TY: NO APPLI CABLE | NFORVATI ON FOUND
VAPOR PRESSURE: NO APPLI CABLE | NFORVATI ON FOUND

SECTION 10 - STABILITY AND REACTIVITY

STABI LI TY: STABLE AT NORVAL TEMPERATURES AND PRESSURES.

| NCOVPATI BI LI TY: MAY REACT W TH STRONG OXI DI ZI NG AGENTS (E. G, PEROXI DES, PERVANGANATE
S, NNTRIC ACID, ETC.).

HAZARDOUS DECOMPOSI TION: MAY EM T TOXI C FUMES WHEN HEATED TO DECOMPGCSI TI ON.

HAZARDOUS POLYMERI ZATI ON: W LL NOT OCCUR.

SECTION 11 - TOXI COLOG CAL | NFORVATI ON

ANIMAL TOXI O TY DATA S| NGLE EXPOSURE NO DATA ARE AVAI LABLE FOR CEPHALEXI N CAPSULES AND
TABLETS. TOXI CI TY DATA FOR CEPHALEXI N MONCHYDRATE AND CEPHALEXI N HYDROCHLORI DE ARE P
RESENTED.

ORAL: CEPHALEXI N MONOHYDRATE - RAT, 5000 M¥ KG NO DEATHS, |NCREASED URI NE OUTPUT, VEI
GNaT\JKégsiooo M KG, NO DEATHS, DI ARRHEA.

SKI N CEPHALEXI N MONOHYDRATE - RABBI T, 153 MZ RABBI T, NO DEATHS OR TOXI CI TY.

| NHALATI ON:  CEPHALEXI N HYDROCHLORI DE - RAT, 1990 M¥ M8 FOR 4 HOURS, NO DEATHS.

| NTRAVENOUS: CEPHALEXI N MONCHYDRATE - RAT, 700 MI KG, NO DEATHS OR TOXI CI TY.
%Kalor%o DEATHS, VOM TING, TARRY STOOLS.

SKI N CONTACT: CEPHALEXI N MONOHYDRATE - RABBI T, NONI RRI TANT

EYE CONTACT: CEPHALEXI N MONOHYDRATE - RABBI T, SLIGHT | RRI TANT

ANI MAL TOXI CI TY DATA REPEAT EXPOSURE NO DATA ARE AVAI LABLE FOR CEPHALEXI N CAPSULES AND
TABLETS. TOXI CI TY DATA FOR CEPHALEXI N MONOHYDRATE ARE PRESENTED.

TARGET ORGAN EFFECTS: CEPHALEXI N MONOHYDRATE - NO EFFECTS | DENTI FI ED | N ANl VAL STUDI ES.



OTHER EFFECTS: CEPHALEXI N MONOHYDRATE - SALI VATI ON AND VOM TI NG

REPRCDUCTI ON: CEPHALEXI N MONOHYDRATE - NO EFFECTS | DENTI FI ED I N ANl MAL STUDI ES.
SENSI TI ZATI ON:  CEPHALEXI N MONOHYDRATE - NO APPLI CABLE | NFORMATI ON FOUND.
MJUTAGENI CI TY: CEPHALEXI N MONCHYDRATE - NOT MJUTAGENI C | N BACTERI AL CELLS.

SECTION 12 - ECOLOGQ CAL | NFORVATI ON

NO APPLI CABLE ECOLOG CAL | NFORVATI ON FOUND.

SECTION 13 - DI SPOSAL CONSI DERATI ONS

WASTE DI SPOCSAL: DI SPOSE OF ANY CLEANUP NMATERI ALS AND WASTE RESI DUE ACCORDI NG TO ALL A
PPLI CABLE LAWS AND REGULATI ONS.

SECTI ON 14 - TRANSPORT | NFORMATI ON

REGULATORY ORGANI ZATI ONS:

I MO NOT REGULATED
I CAQ | ATA: NOT REGULATED
DOT: NOT REGULATED

SECTI ON 15 - REGULATORY | NFORVATI ON

U S. REGULATI ONS:
CEPHALEXI N MONOHYDRATE

TSCA - NO

CERCLA - NOT ON TH'S LI ST

SARA 302 - NOT ON THI'S LIST

SARA 313 - NOT ON THI'S LIST

EC CLASSI FI CATI ON AND RI SK AND SAFETY PHRASES:

EC CLASSI FI CATI ON:

CONTAI NS CEPHALEXI N MONOHYDRATE (C = 14- 96%

XN ( HARMFUL)

X (I RRI TANT)

RI SK PHRASES:

R 42/43 - MAY CAUSE SENSI Tl ZATI ON BY | NHALATI ON AND SKI N CONTACT.
SAFETY PHRASES:

SECTION 16 - OTHER | NFORVATI ON

AS OF THE DATE OF | SSUANCE, WE ARE PROVI DI NG AVAI LABLE | NFORVATI ON RELEVANT TO THE HA
NDLI NG OF THI S MATERI AL | N THE WORKPLACE.  ALL | NFORVATI ON CONTAI NED HEREI N | S OFFERED
W TH THE GOOD FAI TH BELI EF THAT I T I S ACCURATE. THI S MATERI AL SAFETY DATA SHEET SHAL
L NOT BE DEEMED TO CREATE ANY WARRANTY OF ANY KIND (I NCLUDI NG WARRANTY OF MERCHANTABI L
ITY OR FI TNESS FOR A PARTI CULAR PURPOSE). I N THE EVENT OF AN ADVERSE | NCI DENT ASSOCI A
TED WTH THI' S MATERI AL, THI' S SAFETY DATA SHEET 1S NOT | NTENDED TO BE A SUBSTI TUTE FOR
CONSULTATI ON W TH APPROPRI ATELY TRAI NED PERSONNEL. NOR IS THI S SAFETY DATA SHEET | NTEN
DED TO BE A SUBSTI TUTE FOR PRODUCT LI TERATURE WHI CH MAY ACCOVPANY THE FI NI SHED PRODUCT

FOR ADDI TI ONAL | NFORVATI ON CONTACT:

ELI LILLY AND COVPANY

ENVI RONMVENTAL SCI ENCE AND HAZARD COVMUNI CATI ON
317-277-4259

$FOR ADDI TI ONAL COPI ES CONTACT:

ELI LILLY AND COVPANY



GLOSSARY:

ACG H = AVERI CAN CONFERENCE OF GOVERNMENTAL | NDUSTRI AL HYd ENI STS

Al HA = AMERI CAN | NDUSTRI AL HYG ENE ASSOCI ATI ON

BEI = BI OLOG CAL EXPOSURE | NDEX

CAS NUMBER = CHEM CAL ABSTRACT SERVI CE REQ STRY NUMBER

CERCLA = COVPREHENSI VE ENVI RONVENTAL RESPONSE COMPENSATI ON AND LI ABI LI TY ACT (OF 1980)
CHEMIREC = CHEM CAL TRANSPORTATI ON EMERGENCY CENTER

DOT = DEPARTMENT OF TRANSPORTATI ON

EC = EUROPEAN COVMUNI TY

El NECS = EURCPEAN | NVENTORY OF EXI STI NG CHEM CAL SUBSTANCES

ELI NCS = EURCPEAN LI ST OF NEW CHEM CAL SUBSTANCES

EPA = ENVI RONMENTAL PROTECTI ON AGENCY

HEPA = HI GH EFFI Cl ENCY PARTI CULATE Al R (FILTER)

I ARC = | NTERNATI ONAL AGENCY FOR RESEARCH ON CANCER

| CAO' | ATA = | NTERNATI ONAL CI VIL AVI ATI ON ORGANI ZATI ON/ | NTERNATI ONAL Al R TRANSPORT ASSO
Cl ATI ON

I EG = LILLY | NTERI M EXPOSURE GUI DELI NE

I MO = | NTERNATI ONAL MARI TI ME ORGANI ZATI ON

KOW = OCTANOL/ WATER PARTI TI ON COEFFI Cl ENT
LEG = LILLY EXPOSURE GUI DELI NE
LEL = LONAER EXPLOSI VE LIMT

MSDS = MATERI AL SAFETY DATA SHEET

MSHA = M NE SAFETY AND HEALTH ADM NI STRATI ON

NA = NOT APPLI CABLE, EXCEPT I N SECTI ON 14 WHERE NA = NORTH AMERI CA
NADA = NEW ANI MAL DRUG APPLI CATI ON

NAI F = NO APPLI CABLE | NFORVATI ON FOUND

NCI = NATI ONAL CANCER | NSTI TUTE

NI OSH = NATI ONAL | NSTI TUTE FOR OCCUPATI ONAL SAFETY AND HEALTH
NOS = NOT OTHERW SE SPECI FI ED

NTP = NATI ONAL TOXI COLOGY PROGRAM

OSHA = OCCUPATI ONAL SAFETY AND HEALTH ADM NI STRATI ON

PEL PERM SSI BLE EXPOSURE LIM T ( OSHA)

PKA = ACI D WATER DI SSOCI ATI ON CONSTANT

RCRA = RESOURCE CONSERVATI ON AND RECOVERY ACT

RQ = REPORTABLE QUANTI TY

RTECS = REG STRY OF TOXI C EFFECTS OF CHEM CAL SUBSTANCES
SARA = SUPERFUND AMENDVENTS AND REAUTHORI ZATI ON ACT

STEG = LILLY SHORT TERM EXPOSURE GUI DELI NE

STEL SHORT TERM EXPOSURE LIM T

TLV = THRESHOLD LIM T VALUE (ACA H)

TPQ = THRESHOLD PLANNI NG QUANTI TY

TSCA = TOXI C SUBSTANCES CONTRCL ACT

TWA = TI ME WEI GHTED AVERAGE/ 8 HOURS UNLESS OTHERW SE NOTED
UEL = UPPER EXPLOSI VE LIMT

UN = UNI TED NATI ONS



