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MATERIAL SAIETY DATA SHEET

Product Name; Epinephrine Injection, USP

Manufacturer Name And Hospira, Inc. .
Address 275 North Field Drive
Luke Forest, Illinois 60045
USA :
Ewergeney Telephone CHEMTREC: North America: 800-424-9300; International: 1-703-527-3887
osplra, Inc,, Non-emergency 224 212-2055
Product Name Epinephrine Injection, USP
Synonyms 4-[1-hydroxy-2-(methylemino) ethyl}-[,2 benzenediol,

Active Ingredient Name L-Epinephrine

Chiemieal Formula Col,3NOy

Component Am"'om{::':ﬁ;:fmm by CAS Number RTECS Number
L-Lipincphrine Shi- 51-43-3 D02625000

Non-hazardous ingredients include walor for injcetion. Hazardous ingredients present al less than 1% may include sodium olilorido, citrio
acid, sodiuny oitrate, sadinm metabisulfite and hydrochlorio acid,

Emergency Overyiew Lpinephrine Injection, USP, contains epinephrine, a vasoconstrictor agent. In the
workplace, this material should be considered a potent drug and possibly iiritating to the
skin and eyes. Based on clinical use, possible targel organs include the nervous system,
cardiovascular system, eyes, and respiratory system.

Gceeupational Exposure  Though not well absorbed, inhalation or topical application can produce systemio effects.
Potential Avoid liquid acrosol generation and skin contact.

Signs and Symptoms None known form occupational exposure, Tn clinical use, serious adverse effects may
inelude rapid and large increnses in blood pressure, cerebral hemorrhage, pulmonary
arterial hypertension resulling in edema, hyperglycemia, and cardiac arthythunia with
ventricular fibrllation. Other adverse effecls may include fearfuiness, anxiety, sweating,
nervousness, palpitations, tenseness, restlessness, headache, tremor, dizziness and
lightheadedness, fever, chills, nausea, vomiting, respiratory difticulty, tachycardia, dilated
pupils, blurred vision, oyanosis, TCQ changes, disruption of cardiac thythm, hyperiension,
metabolic acidosis, and injury to the heart, Locally, tissue neorosis can resull at the
injection site due to vasoconslriction. Ocular use has produced conjunctival irritation
(burning, stinging, tearing and rebound redness).

Medieal Conditions Pre-existing norvous system, cardiovascular system, ocular, or respiralory system
Aggravated by Exposure  ailments. Pre-existing hypersensitivily to this material,

Carcinogen Lists; TARC: Not Jisted NTP; Not listed OSIHA: Not listed
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Eye Contact

Skin Contact

Tuhalation

Tnpestion

Flammability
Fire & Explosion Hazard
Lxtinguishing Media

Speelal Flre Fighting
Procedures

Spill Cleanup and
Disposal

Handling

Storage

Speeinl Precautions

Rernove (rom source of exposure. Flush with copious wmounts of water. If
irritalion persists or signs of toxicily oceur, seek medical attention, Provide
symptomatic/supportive care as necessary.

Remove from source of exposure. Flush with copious amounts of water. If
irritation persists or signs of toxicity oceur, seek medical attention. Provide
symptomalic/supporlive care as necessary.

Remove from source of exposure. If signs of toxicily oceur, seek medical attention.
Provide symptomatic/supportive care as necessary.

Remove from source of exposure. If signs of toxieity aceur, seek medical attention,
Provide symptomatio/supportive care as necessary.

None anticipated from this aqueous product.
None anticipated from this aqueous product.
As wilh any fire, use extinguishing mecdia appropriate for primary cause of fire.

No special provisions required beyond normal fire fighting equipment such as
flame and chemical resistant clothing and self contained breathing apparatus,

Isolate area around spill. Put on suitable protective clothing and equipment as
speoified by site spill procedures. Absorb any hiquid with suitable material and
clean affected area with sonp and water, Dispose of spill materials according to the
applienble federal, state, or local regulations.

No speoial handling required under conditions of normal proditel use,

No speoial storage required Tor hazard control, For product protection, follow USP
controlled room temnperniure slorage recommendations noted on the product case
label, the primary container label, or the product insert,

No speeial precautions are required for hazacd controls,
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" Exposure Guidelines

Lxp osure Limits

Component OSHA-PEL ACGII-TLV AIHA WEEL ITospira EEL o
FPATe 8 hr TWA: Not 8 hr TWA: Not 8hr TWA:Not | 8 hr TWA: | mcg/m3
Sy s Lstablished _Bstablished Eslablished STEL: 20 mog/m3

Notes: 0OSHA PEL: US Occupational Safety and Health Adwministralion -- Permissiblo Exposurs Limit
ACGIH TLY: American Conference of Governmental Industrial Uygienists - Threshold Limil Value,
EEL: Employce Exposure Limil.
TWA: 8 hour Time Weighted Avernge.
STEL: 15-minule Short Term Exposure Liinit.

Respiratory Protection Respiratory prolection is normally nof needed dwing intended product use,
However, if the generation of aerosols is likely, or respiratory protection is desired,
and engineering controls are not considered adequate to control potential airborne
exposures, the use of an approved air-purifying respirator with a HEPA carlridge
(N95 or equivalent) is reccommended, Personnel who wear respirators should be fit
tested and approved for respirator use as required.

Skin Protection If skin contact with the produet formulation is likely, the usc of latex or nifrile
gloves Js recommended.

Lye Protection Eye prolection is normally not required during intended produet us¢. However, if

eye contact is Jikely to occur, the use of chemical safely goggles (as a minimuin) is
recommended,
Engineering Controls Engineering controls arc nornally not needed during the nonnal use of this produot.

Appearance/Physical State Epincphrine is u white, crystalline powder. Epincphrine Injection is a clear,
colorless liquid, '

Odor Not determined.

Qdor Threshold: NA

pH: 33251050

Melting point/Freczing point: NA

Initial Bolling Point/Boiling NA

Point Range

LEvaporation Rate: NA

Flammability (solid, gas): NA

Upper/Lower Flammahility or NA
Explosive Limits:

Vapor Pressure ; NA

Vapor Density (Air=1) NA

Lvaporation Rate NA

*Specific Gravity NA

Solubility Very soluble in water and alcohol.
-,

Auto-ignition temperature NA
" Decomposition temperature NA
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Reactivity

Chomleat Stability
Hazardous Reactions
Condltions to avoid
Incompatibilities
Hazardous Decomposition

Produets

Hazardous Polymerization

Acute Toxicity:

Hb.@a

Not determined,
Stable under slandard use and slorage conditions,
Not determined
Not detesmined

Not determined

Nol determined. During thermal decomposition, it may be possible lo generale
itritating vapors and/or toxie fumes of carbon oxides (COx) and nitrogen
oxides (NOx).

Not anticipated to occur with this praduet.

Nol determined for the prociuct formulation. Information for the ingredicnts is as follows:

Ingredicnt(s) Percent | Test Type Adlﬁi(::;::r(:tiion Value Units Species
150 mep/kg Rat
Epinephrine 100 LD50 Intravenous ?‘S](;? L‘:zﬁg . g‘&;ﬁ
& 100 mncg/kg Dog
Epinephrine 100 1.D50 Dermal 62 ng/kg Rat
Epinephrine Hydrochloride 100 1.DS0 Ornl 24 mg/kg Rat
Epinephrine Hydrochloride 100 LD50 Intravenous 140 neg/kg Mouse
Epincphrine Hydrochloride 100 LD50 Iniraperitioneal 4.7 mg/kg Mouse

LD 50: Dosage that produces 50% morlality.

Asplration Hazard

Dermal Irritation/Corrosion

Ocular Irvitatlon/Corrosion

- Dermal or Respiratory
Sensitization

None anticipaled [rom normal handling of this product. [nadvertent inhalation
of small amounts of this procuct may produce irritation and possibly bronchiul
dilation,

None anticipated from nomal handling of this product. However, inadvertent
contact with this product may be irritating lo broken skin and mucous
membranes.

Nene anticipated from normal handling of this product. However, inadverlenl
contact of this product with eyes may producé initation, dilated pupils, and
blurred vision,

None mnticipated from normal handling of this product.
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PromE—

NLEORMALTONS

Reproductive Effects No teratogenic effect was noted in offspring of pregnant rats given conlinuous infusions
ol epinephrine at a dose about 8 times the nonnal human dose. An increase in the
frequency of cleft palate was noted in the offspring of one strain of mice treated during
pregnancy with epinephrine at doses that were 40-80 times the normal human dose. An
inerease in the frequency of fetal loss was noled in pregnant mice and rabbits given
cpinephrine at doscs that were 200 and 85 times, respeotively, the human therapeulic
dose. The frequency of malformations was not increased in offspring of hamsters (ceatec
during prognancy with 25 times the human suboutaneous dose,

o o Salmonella gene mutation tests with L-epinephrine were negative in the TA 100 strain in

the presence of S9 melabolic activation, but equivoeal in the absence of 89, No
mutagenic aclivily was observed in strains T'A98, TA1535, or TA1537 with or without
39. Resulis noted in a CHO cell assay for induction of sister chromatid exchanges were
considered negative and equivocal in the presence and absence of 89 activation,
respectively.

Carcinogenicity No data found for epinephrine. By analogy, in a chronic acrosol inhalation studies in rats

' and mice, epinephrine hydrochloride did not significantly increese the incidence of

{umors over controls in these animals. Increased incidences of supurative inflammation,
dilatation of the nasal glands in rats and mice, and hyperplasia of the respiratory
cpithelium in rats only were noted in this sludy.

Target Organ Effects Bascd on cliniéal use, possible target organs include the nervous system, eardiovascular
syslem, eyes, and respiralory sysiem,

Aquatic Toxieity Not determined for product,

Peorsistence/Biodegradability Not determined for product.
Bloaccumulation Not deterniined for product.

Mobility in Soll Not determined for product.

Waste Disposal All wastes must be properly charncterized by the waste generator. Disposal should
be performed in accordance with the federal, state or local regulatory requirements,

Cantainer Ilandling and Dispose of container and unused contents in accordance with federal, state and local
Disposal regulations.
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DOT STATUS: Not Regulated
Proper Shipping Name: NA

Hazard class: NA

Un number: NA

Packing group: NA
Reportable quantity: NA
ICAQ/IATA STATUS Not regulated
Proper shipping name: NA

Hazard class: NA

Un number: NA

Pacling group: NA
Reportable quantity: NA

IMDG STATUS Not regulated
Proper shipping name: NA

Hazard class; NA

Un number: NA

Pacling group: NA
Reportable quantity: NA

* Notes: DOT - US Deparlment of Transporialion Regulatlons

TSCA Status Product is exempt,

CERCLA Status Bpinephrine - Listed. The US Federal EPA waste lisling for epinephrine does not
include epinephrine salts, Disposal should be performed in accordance with all federal,
state, and local regulatory requirements,

SARA 302 Statuy Not listed
SARA 313 Status Nol listed
RCRA Status Epinephrine - Listed. The US Federal BPA waste listing for epinephrine does not

include epinephrine salls, Disposal should be performed in accordance with nll federal,
state, and local regulatory requirements.
PROY 65 (Calif) Not listed

Noles:

TSCA, Toxio Substance Control Acf;

CERCLA, US EPA law, Comprehensive Environmental Response, Compensation, and Liability Aot;
SARA, Superfund Amendments and Reauthorization Act;

RCRA, US EPA, Resource Conservation amd Recovery Act;

Prop 65, California Proposition 65 2

U.S, OSHA Classification Possible Irritant
Target Organ Toxin
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GHS Classification®

Hazard Acute Oral
Clnss Toxicity

Hazard Unelassificd

Category

Symbel

Signal
Woard

Hazard

Statement
Prevention:
Responset
EU Classifieatlons*

I?()ggijaa

*In circumslances where medicinal produets are nol exempt, the recommended GHS
classificalion is us follows:

Eye Target Organ Toxioily
Irritation
2B : 2

Waming Waming
Causes cyc May cause damage 1o the nervous system,
irritation cardiovascular system cyes, and respiratory

system through prolonged or repenled
exposure,

Do not breathe vapor or spray.

IF IN EYES: Rinse cautiously with water for several minules. Remove contact lenses, if

present and casy to do. Continue rinsing. If eye iitation persists, get medical attention,
Wash hands after handling,

Gel medical attention if you fee] unwell.

*Medicinal produets nre exemp from the reguirements of the EU Dangerous Preparations Dircotive. Information provided below is for
the pure drug substance epinephrine.

Classificatlon(sh

Symbol:

Indication of Danger

Risk Phrases:

Safety Phrases:

Trritant

T
k.

o,

R24 - Togie if swallowed
R25 - Toxic in contact with skin
R36/37/8 - Irvitaling to eyes, respiratory system and skin

S23: Do not breathe vapor/spray

S24: Avoid contact with the skin

$25: Avoid contact with eyes

§37/39 Wear suitable gloves and cye/face protection.
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Noles: >

ACGIHTLV American Conference of Governmental Tndustrial Ty gienists — Threshold Limit Value

CAS Chemical Abslracts Service Number

CERCLA US EPA law, Comprehensive Environmental Response, Compensalion, and Liability Act
DoT US Department of Transportation Regulations

EEL Employee Exposure Limit

IATA International Air Transport Association

LDy Dosage producing 50% mottulity

NA Not applicable/Not available

NE Not established

NIOSH National Institute for Occupational Safety and Health

OSHA PEL US Occupational Safely and Health Administration — Permissible Exposure Limit
Prop 65 California Proposilion 65

RCRA US EPA, Resource Conservation and Recovery Act

RTECS Registry of Toxic Effcets of Chemical Substances

SARA Superfund Amendments and Reauthorization Act

STEL 15-minute Short Term Exposure Limit

TSCA Toxic Substance Control Act

TWA 8-hour Time Weighted Average

MSDS Coordinator: Gilobal Oceupational Toxicology

Date Prepared: September 15, 2005

Date Revised: May 26, 2009

Disclnimer;
The informalion and recommendations contained herein are based upon lests believed to be reliable, However, Hospira

does not guarantee their accuracy or completeness NOR SHALL ANY OF THIS INFORMATION CONSTITUTE A
WARRANTY, WHETHER EXPRESSED OR IMPLIED, AS TO THE SAFETY OF THE GOODS, THE
MERCHANTABILITY OF THE GOODS, OR THE FITNESS OF THE GOODS FOR A PARTICULAR PURPOSE.
Adjustment to conforin to actual conditions of usage may be required. Hospira assumes no responsibility for results
obtained or for ineidental or consequential damages, including lost profits, arising from the use of' these datu. No
warranty against infringement of any patent, copyright or lrademark is made or implied.




