BEA N MSDS ESI PB127

SECTI ON 1 CHEM CAL PRODUCT AND COVPANY | DENTI FI CATI ON

ESI - LEDERLE GENERI CS 24 HR Energency Medical |nformation:
P. OO Box 8299 610- 688- 4400

Phi | adel phia, PA 19101 CHEMIREC(R) USA, CAN, PR 800-424-9300
610- 688- 4400 International: 202-483-7616

SUBSTANCE: DI PHENHYDRAM NE HYDROCHLORI DE

TRADE NAMES/ SYNONYMS:
DI PHENHYDRAM NE HYDROCHLORI DE | NJECTI ON; ESI PB127

PRODUCT USE: pharnaceuti cal

CREATI ON DATE: Sep 17 1991
REVI SI ON DATE: Apr 16 2001

SECTION 2 COVPCSI TI ON, | NFORMATI ON ON | NGREDI ENTS

COVPONENT: DI PHENHYDRAM NE HYDROCHLORI DE
CAS NUMBER: 147-24-0

EC NUMBER (ElI NECS): 205-687-2

PERCENTAGE: 5.2

COVPONENT: WATER

CAS NUMBER: 7732-18-5

EC NUMBER ( ElI NECS): 231-791-2
PERCENTAGE: >1

NFPA RATI NGS (SCALE 0-4): HEALTH=2 FIRE=0 REACTIVITY=0

EMERGENCY OVERVI EW
PHYSI CAL DESCRI PTION: Cl ear, colorless solution.
MAJOR HEALTH HAZARDS: harnful if swallowed, central nervous system depression

POTENTI AL HEALTH EFFECTS:
| NHALATI ON:
SHORT TERM EXPOSURE: no information on significant adverse effects
LONG TERM EXPOSURE: no information on significant adverse effects
SKI N CONTACT:
SHORT TERM EXPOSURE: no information on significant adverse effects
LONG TERM EXPOSURE: no information on significant adverse effects
EYE CONTACT:
SHORT TERM EXPOSURE: no information on significant adverse effects
LONG TERM EXPOSURE: no information on significant adverse effects
| NGESTI ON:
SHORT TERM EXPOSURE: al |l ergic reactions, rash, ringing in the ears, nausea,
vom ting, diarrhea, wheezing, irregular heartbeat, headache, synptons of



drunkenness, visual disturbances, bl ood disorders, convul sions
LONG TERM EXPOSURE: reproductive effects

CARCI NOGEN STATUS
CSHA: No
NTP: No
I ARC: No

| NHALATI ON: | f adverse effects occur, renopve to uncontam nated area. G ve
artificial respiration if not breathing. CGet inmediate nmedical attention

SKI N CONTACT: Wash skin with soap and water for at |east 15 minutes while
renovi ng contam nated clothing and shoes. Get nedical attention, if needed.
Thoroughly cl ean and dry contam nated cl othing and shoes before reuse.

EYE CONTACT: Flush eyes with plenty of water for at l|east 15 minutes. Then get
i nmedi ate medi cal attention

I NGESTION: If a large anount is swallowed, get nedical attention

FI RE AND EXPLCSI ON HAZARDS: No hazard expect ed.

EXTI NGUI SHI NG MEDI A: Use extingui shing agents appropriate for surroundi ng
fire.

FIRE FI GHTI NG Mbve container fromfire area if it can be done w thout risk
Avoi d inhalation of material or conmbustion by-products. Stay upwi nd and keep
out of | ow areas.

FLASH PO NT: No data avail abl e.

OCCUPATI ONAL RELEASE:
Do not touch spilled material. Absorb with sand or other non-conbustible
material. Collect spilled material in appropriate container for disposal

STORAGE: Store and handle in accordance with all current regul ati ons and
standards. Keep separated frominconpatibl e substances. See original container
for storage recomendati ons.



EXPOSURE LI M TS:
DI PHENHYDRAM NE HYDROCHLORI DE:
110 ug/ n8 TWA (AHP OEQ)

VENTI LATI ON:  Under nornmal conditions of use, no special ventilation equipnent
i s needed.

EYE PROTECTI ON: Eye protection not required, but reconmended.

CLOTHI NG Under nornmal conditions of use, wear suitable clothing to prevent
contact w th skin.

GLOVES: Wear appropriate chenical resistant gloves.

RESPI RATOR: No respirator is required under nornal conditions of use. Under
conditions of frequent use or heavy exposure, respiratory protection may be
needed.

Respiratory protection is ranked in order from nini mumto maxi num
Consi der warni ng properties before use.

Any dust and mi st respirator

Any air-purifying respirator with a high-efficiency particulate filter

For Unknown Concentrations or |mediately Dangerous to Life or Health -

Any supplied-air respirator with a full facepiece that is operated in a
pressure-denand or other positive-pressure node
Any sel f-contai ned breathing apparat us.

PHYSI CAL DESCRI PTION: C ear, colorless solution
BO LI NG PO NT: Not avail abl e

FREEZI NG PO NT: Not avail abl e

VAPOR PRESSURE: Not avail abl e

VAPOR DENSI TY: Not avail abl e

SPECI FI C GRAVI TY: Not avail abl e

WATER SOLUBI LI TY: sol ubl e

PH. 4.0-6.5

VOLATI LI TY: Not avail able

ODOR THRESHOLD: Not avai l abl e

EVAPORATI ON RATE: Not avail abl e

COEFFI Cl ENT OF WVATER/ O L DI STRI BUTI ON: Not avai |l abl e

REACTI VI TY: Stable at nornal tenperatures and pressure.
CONDI TIONS TO AVO D: None report ed.

I NCOVPATI BI LI Tl ES:
May be inconpatible with acids, bases, and oxi di zers.

HAZARDOUS DECOVPOSI TI ON
Thermal deconposition products: niscellaneous deconposition products



POLYMERI ZATION: WI I not polynerize.

DI PHENHYDRAM NE HYDROCHLORI DE:

TOXI CI TY DATA:
12500 ug/ kg oral -child TDLo; 10714 ug/kg oral -man TDLo; 83 ng/ kg oral - wonan
TDLo; 60 ng/kg/6 hour(s) intermttent skin-child TDLo; 500 ng/ kg oral -rat
LD50; 82 ng/kg intraperitoneal -rat LD50; 201 ng/ kg subcutaneous-rat LD50; 35
ng/ kg i ntravenous-rat LD50; 164 ng/ kg oral -mouse LD50; 56 ng/ kg
i ntraperitoneal -nmouse LD50; 99200 ug/ kg subcut aneous-nmouse LD50; 20 ng/ kg
i ntravenous-nouse LD50; 24 ng/kg intravenous-dog LD50; 10 ng/ kg
i ntravenous-rabbit LD50; 280 ng/kg oral -guinea pig LD50; 75 ngy/kg
i ntraperitoneal -gui nea pig LD50; 40 ng/ kg subcut aneous-gui nea pig LD50; 18
ng/ kg i ntravenous-hanmster LD50; 63 ng/kg intramuscul ar-pi geon LD50; 80 ny/kg
i ntraperitoneal -manmal LD50; 1750 ng/ kg/ 14 day(s) continuous oral-rat TDLo;
5687 ng/ kg/ 13 week(s) continuous oral-rat TDLo; 6796 ug/ kg/ 14 day(s)
intermttent subcutaneous-rat TDLo; 3706 ngy/ kg/ 14 day(s) continuous
oral -nouse TDLo; 3418 ng/ kg/ 13 week(s) continuous oral -nouse TDLo; 1440
ng/ kg/ 5 week(s) intermttent oral-dog TDLo

ACUTE TOXI CI TY LEVEL:
Toxi c: ingestion

TARGET ORGANS: central nervous system

VEDI CAL CONDI TI ONS AGGRAVATED BY EXPOSURE: hi gh bl ood pressure, eye disorders,
heart or cardiovascul ar di sorders, heart problens, hornonal disorders,
respiratory disorders

TUMORI GENI C DATA:
27037 ng/ kg oral -rat TDLo/ 2 year(s) continuous

MUTAGENI C DATA:
DNA damage - rat liver 100 unol/L; micronucleus test - hanmster |ung 200
ng/ L; cytogenetic analysis - hanster ovary 100 ng/L

REPRODUCTI VE EFFECTS DATA:
1 gmkg oral-rat TDLo 6-15 day(s) pregnant fenml e continuous; 39 ny/kg
oral -rat TDLo 6-15 day(s) pregnant female continuous; 12 ng/kg
parenteral -rat TDLo 10 day(s) pregnant fenale continuous; 48 ng/kg
parenteral -rat TDLo 13-16 day(s) pregnant fenale continuous; 12 ng/kg
parenteral -rat TDLo 5 day(s) pregnant femal e continuous; 420 ng/kg
oral -nouse TDLo 1-21 day(s) pregnant fenmal e continuous; 4200 ng/ kg
oral -nouse TDLo 1-21 day(s) pregnant fenml e continuous; 320 ng/kg oral - nouse
TDLo 11-14 day(s) pregnant fenal e continuous; 800 ng/ kg oral -nmouse TDLo 8-12
day(s) pregnant femal e continuous; 50 ng/ kg subcut aneous-nmouse TDLo 8 day(s)
pregnant fenml e continuous; 100 ng/ kg subcut aneous-nmouse TDLo 8 day(s)
pregnant fenml e continuous; 1600 ng/ kg unreported-nouse TDLo 6-15 day(s)
pregnant fenml e continuous

ADDI TI ONAL DATA: May cross the placenta. Al cohol may enhance the toxic
effects. Interactions with drugs nay occur

HEALTH EFFECTS:
| NHALATI ON
ACUTE EXPOSURE:
DI PHENHYDRAM NE HYDROCHLORI DE: Application of antihistam nes to nucous
menbranes nay cause sensitivity reactions in previously exposed persons.

CHRONI C EXPOSURE:



DI PHENHYDRAM NE HYDROCHLORI DE: Prol onged or repeated exposure to
anti hi stam nes nmay cause sensitization

SKI' N CONTACT:
ACUTE EXPOSURE:
DI PHENHYDRAM NE HYDROCHLORI DE: Contact with anti hi stam nes may cause
sensitivity reactions in previously exposed persons. Skin absorption may
occur causing synptons reported in ingestion

CHRONI C EXPCSURE:
DI PHENHYDRAM NE HYDROCHLORI DE: Prol onged or repeated contact with
anti hi stam nes nmay cause sensitization

EYE CONTACT:
ACUTE EXPCOSURE:
DI PHENHYDRAM NE HYDROCHLORI DE: Exposure to anti hi stam nes may cause
allergic and irritating conjunctival reactions in previously exposed
persons.

CHRONI C EXPCSURE:
DI PHENHYDRAM NE HYDROCHLORI DE: Prol onged or repeated exposure to
anti hi stam nes nmay cause sensitization

| NGESTI ON
ACUTE EXPOSURE:

DI PHENHYDRAM NE HYDROCHLORI DE: May cause thickeni ng of bronchi al
secretions, epigastric distress, disturbed coordination, dizziness,
sl eepi ness and sedation. Less common effects may include dryness of nouth,
nose and throat, tightness of chest, wheezing, nasal stuffiness,
urticaria, drug rash, photosensitivity, excessive perspiration, blurred
vision, diplopia, tinnitus, acute labyrinthitis, nausea, vomting,
di arrhea, constipation, anorexia, urinary frequency, difficulty in
urination, urinary retention, palpitations, tachycardia, extrasystoles,
hypot ensi on, henol ytic anenia, thronbocytopenia, agranul ocytosis,
excitation, nervousness, trenor, euphoria, neuritis, convulsions,
tingling, weakness and heavi ness of the hands, headache, fatigue, chills,
di m ni shed nental al ertness, confusion, restlessness, irritability,
insommi a and early nenses. Anaphylactic shock is possible. A massive dose
may cause inpaired consciousness, fixed and dilated pupils, flushing,
hal | uci nati ons, cona and death by cardi opul nonary arrest.

CHRONI C EXPCSURE:
DI PHENHYDRAM NE HYDROCHLORI DE: An increase in incidences of cleft pal ates
has been reported in children whose nothers had taken di phenhydram ne
hydrochl oride frequently during the first trinester of pregnancey. Ani nal
test results report fetal malformations such as cleft palate, cryptorchid
testes, hydronephrosis and deficient cranial ossification in cases of
mat er nal exposure in early pregnancy. Exposed ani mal s have devel oped
noderate to severe chronic inflanmatory foci in the lungs, congestion of
the spleen, slight edenma of the liver, mld congestion and scattered
pet echi al henorrhages of the intestinal nucosa. In the thyroid gland, nld
depl etion of colloid substance and mld follicular cell hypertrophy have
been reported. Rats exposed to di phenhydram ne hydrochl oride did not
exhi bit any significant increase in tunor incidences. Sinultaneous
exposure to both di phenhydram ne hydrochloride and sodiumnitrite produced
a significant increase in incidences of liver neoplasns in conparison with
nitrite-dosed control aninals.



Di spose in accordance with all applicable regulations.

U. S. DEPARTMENT OF TRANSPORTATI ON: No cl assification assigned.

CANADI AN TRANSPORTATI ON OF DANGEROUS GOODS: No cl assification assigned.
LAND TRANSPORT ADR/ RID: No classification assigned.

Al R TRANSPORT | ATA/I CAO No cl assification assigned.

MARI TI ME TRANSPORT | MDG No cl assification assigned.

U S. REGULATI ONS:
CERCLA SECTI ONS 102a/ 103 HAZARDOUS SUBSTANCES (40 CFR 302.4): Not regul at ed.

SARA TITLE Il SECTI ON 302 EXTREMELY HAZARDOUS SUBSTANCES (40 CFR 355. 30):
Not regul at ed.

SARA TITLE 1l SECTI ON 304 EXTREMELY HAZARDOUS SUBSTANCES (40 CFR 355.40):
Not regul at ed.

SARA TITLE 1l SARA SECTI ONS 311/ 312 HAZARDOUS CATEGORI ES (40 CFR 370. 21):
ACUTE: Yes
CHRONI C. No
FIRE: No
REACTI VE: No
SUDDEN RELEASE: No

SARA TITLE Il SECTION 313 (40 CFR 372.65): Not regul at ed.
OSHA PROCESS SAFETY (29CFR1910.119): Not regul at ed.

STATE REGULATI ONS:
California Proposition 65: Not regul at ed.

CANADI AN REGULATI ONS:
WHM S CLASSI FI CATI ON: Not det er mi ned.



EUROPEAN REGULATI ONS
EC CLASSI FI CATI ON (CALCULATED): Not det er ni ned.

NATI ONAL | NVENTORY STATUS:
U S. | NVENTORY (TSCA): Exenpt.

TSCA 12(b) EXPORT NOTI FI CATI ON: Not |i sted.

Copyright 1984-2001 MDL Information Systenms, Inc. Al rights reserved.

The information provided in this MSDS is based upon sources believed to be
accurate. However, the conpany assunes no responsibility for the accuracy,
conpl eteness or suitability of this informati on. The product user is
responsible to deternmine the suitability of this information for their
particul ar purposes.



