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i IDENTIFICATION OF THE SUBSTANCE/MIXTURE AND OF THE COMPANY

Product Identifier

Product Name: EpiPen® and FpiPen® Jy

Synonyms: Epinephrine Auto-[njector

Intended Use Of The Product

Pharmaceutical. For emergency treatment of severe allergic reaction or anaphylaxis. Use only as directed. Refer (o product insert
for usage instructions and product information,

Name, Address, And Telephone Of The Responsible Party

Supplicer: Manufacturer:

Mylan Specialty 1..I%, Meridian Medical Technologies,
110 Allen Road a Plizer company

Basking Ridge, NJ 07920, USA Columbia, MD 21046 U.S.A

hup://www.mylanspecialty.com/
+1 877-446-3679

Emerpency Telephone Number

Emergency Number + 877-446-3679
2. HAZARDS IDENTIFICATION

Patients/Consumers: Please refer to the product information insert or product label for appropriate consumer-specific
information about this product when used according Lo the physician’s directions. Pharmaceutical Agent — Handling of this
product in its final form presents minimal occupational exposure risk.

Classification Of The Substance Or Mixture

Classification (GHS-US)
Not classified

Label Elements
GHS-US Labeling Not applicable

Other Hazards Not available

Unknown Acute Toxicity (GHS US) Not available

l 3. COMPOSITION/INFORMATION ON INGREDIENTS
Mixture
Name Product Identifier Yo Classification (GHS-US)
Water (CAS No.) 7732-18-5 99.13-99.18 Not classified
Sodium chloride {CAS No.) 7647-14-5 0.6 Evye Irrit. 2A. H319
Sodium metabisulfite (CAS No.) 7681-57-4 0.167 Acute Tox. 4 (Oral), FH302

Eye Dam. [, H318
Resp Sens, 1B, H334
Skin Sens. 1B, H317

Epinephrine (CAS No.) 51-43-4 0.05-0.1 Acute Tox. 2 (Dermal), H310
Muta. 2, H341

Full text of 11-phrases: see section 16
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4. FIRST AID MEASURES

Description Of First Aid Measures

General Never give anything by mouth to an unconseious persen. 1 you feel unwell, seck medical advice (show label if
possibie).

Inhalation The nsk of inhalation exposure s neghgble when product is in s final packaged lorm. 7 exposed and become
symptomatic. move to fresh air and get medical attentron if symptoms persist

Skin Contact: Basic hygiene and appropriate precautions should prevent skin contact. [ skin contact occurs. wash affected area
with soap and water for ar least 15 minuies Should skin irmtation. allergic reaction. or rash oceur, remove contaminated clothing
(if required) and scek medical advice

Eye Contact: The risk of eye exposure 15 negligible when product 1s in its final packaged form. [T cye contact oceurs, flush
immediately with water for at least 15 minutes. If casy 10 do. rtemove contact lenses. Get medical atiention,

Ingestion: [ngestion is not an anticipated route of exposure [I"accidental ingestion oceurs. flush mouth out with water and gel
medical attention

Most lmportant Symptoms And Effects Both Acute and Delayed

General: Lifects reported during consumer use siciude palpitations, lachyeardia, sweating, nausea, vomiting, respiratory
dufficulty. pallor, dizziness, weakness, tremor. headache. apprehension, nervousness and anxicty.

Inhalation: Inhalation of vapor and/or mist may cause respiratory irritation and sensitization.

Skin Contact: May cause skin iiritation and scensitization. This product contains sodium metabisulfite, a sulfite that may cause
allergic-type reactions,

Eye Contact: May cause eye iiritation,

Ingestion: May cause nausea, vomiting and diarrhea.

Injeetion: Epinephrine is a strong vasoconstrictor; therefore accidental injection into the digits, hands or feet may resull in Joss
of'bleod flow to the affccted arca. Large doses or accidental intravenous injection may result in cerebral hemorrhage due lo
sharp rise in blood pressure. This product contains sodium metabisulfite, a sulfite that may cause allergic-type reaclions.

Indication Of Any Immediate Medical Attention And Special Treatment Needed
If exposed or concerned, get medical advice and altention. In the event of accidental injection, go immedialely to the nearest
emergency room.

5. FIREFIGHTING MEASURES

Extinguishing Media
Suitable Extinguishing Media: Use extinguishing media appropriale for surrounding fire.

Unsuitable Extinguishing Media: Do nol use a heavy water stream,
Special Hazards Arising From The Substance Or Mixture
Fire Hazard: Not flammable

Explosion Hazard Product is not explosive

Reactivity; Hazardous reactions will not occur under normal conditions.

Advice For Firefighters

Firefighting Instructions: Use water spray or fog for cooling exposed containers. Exercise caution when fighting any chemical
fire. Do not allow ran-off from fire fighting to enler drains or water courses.

Protection During Firefighting' Do not enter fire area without proper proleclive equipment, including respiralory protection.
Hazardous Combustion Products: Not available

Other Information: Refer to Section 9 for lammability properties,

6. ACCIDENTAL RELEASE MEASURES

Personal Precautions, Protective Equipment And Emergency Procedures

General Measures: Avoid all eve and skin contact and do not breathe vapor and mist.

For Non-Emergency Personncl
Protective Equipment: Use appropriate personal protection equipment (PPE).
Emergency Procedures: Evacuale unnecessary personne),

For Emergency Personnel

Protective Equipment: Equip cleanup erew with proper protection.

Environmental Precautions
Prevent entry to sewers and public waters.
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Methods And Material For Containment And Cleaning Up

Methods For Cleaning Up: For small quanuities associated with normal therapeutie use. collect spiilage and transfer 0 a closed
waste contamer for disposal For large or bulk quantiies, after absorption with inert matenal, collea spillage by sweeping up
spilled matenal and place i a labeled. sealed contamer for propet disposal,

Reference To Other Sections

See Heading 8. Exposure Controls and Personal Protection

| 7. HANDLING AND STORAGE

Precautions For Safe Handling

Patients/Consumers: Patients should adhere to the instructions provided within the product information msert or product label
for appropriate consumer-specific nformation about this product when used according to the physician’s dircetions

Hygicne Measures: This SDS is for a pharmaceutical agent - Handling of this product in its final form presents minima!
occupational exposure tisk in an oceupational seting, handle in accordance with good industrizl hygiene and safety proceduies,
Avoid contact with eyes. skin and clothing. Avord breathing vapor or mist Use appropriate personal protective cquipment when
handhng and observe good personal hygicne measures after handiing.

Conditions For Safe Storage, Including Any Incompatibilities

Storage Conditions: Keep contauner closed when not in use. Keep avedy [rorm heat and direct sunlight. Do not refrigerate
Storage Temperature: 20-23C (68-77°F)

Special Rules on Packaging: Lxamine clear window of autoinjector unit periodically. Solution should be clear, 1f the solution is
discolored or contains solid particles (precipitate), replace the unit,

L8. EXPOSURE CONTROLS/PERSONAL PROTECTION

Control Parameters

Sodium metabisulfite (7681-57-4)

USA ACGIH | ACGIH TWA (mg/m?) 5 mg/m?®
USA NIOSH | NIOSH REL (TWA) (mg/m3) 5 mg/m?
Québee VEMP (mg/m?) 5 mg/m®
Exposure Controls

Appropriate Engineering Controls: Not generally required. Site-specific risk assessments should be condueted to determine
the appropriate exposure control measures. £ applicable, use process enclosures, local exhaust ventilation, or other engineering
conlrols to maintain airborne levels below recommended exposure limits.

Personal Protective Equipment: Not generally required when using this product, The use of personal protective equipment may
be necessary as conditions warrant.

Hand Protection: Not required for normal conditions of use .

Eye Protection: In laboratory, medical or indusirial seltings, or operations in which airborne particulates will be generated,
safety glasses with side shields are recommended.

Skin and Body Protection: In laboratery, medical or indusirial settings, impervious disposable gloves and protective clothing
are recommended if skin contact with drug produet is possible,

Respiratory Protection: When manufacturing or handling product in large quantities and dusls or particulates may be generated,
maintain arborne concentrations below recommended limits. Workplace risk assessments should be compleled before
specifying and implementing respirator usage. NIOSH/MSHA approved respirators for prolection should be used if respirators
are found lo be necessary.

9. PHYSICAL AND CHEMICAL PROPERTIES
Information On Basic Physical And Chemical Properties
Physical state : Liquid
Appearance : Clear. Colorless
Odor : Odorless

Odor threshold 1 Nol available
pll : 232-5

Relative evaporation vate (butyl acetate=1) : Not available
Melting point : Notavailable
Freezing point © Notavailable
Boiling point o= 100%C (212°F)
Flash point i Notavailable
Auto-ignition temperature : Not available
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Decomposition temperature

Flammabhility (solid, gas)

Lower flammable limit

Uipper Nammable limit

Vapor pressure

Relative vapor density at 20 °C

Relative density

Specific gravity density

Solubility

Log Pow

Log Kow

Viscosity, kinematic

Viscosity, dynamic

Explosion data - sensilivity to mechanical impact :
Fxplosion data - sensitivity to stalic discharge

Not available
Nol available
Mot avilable
Moi avalable
Not availalsic
Not avatlable
= | {waler=1)
Not avaitable
Soluble in water.
Not avatlable
Not available
Not available
Not available
Not avarlable
Not available

10.

STABILITY AND REACTIVITY

Reactivity Hazardous reactions will not occur under normal conditions,

Chemical Stability Stable under normal conditions.

Possibility Of Hazardous Reactions Hazardous polymerization will nol occur,
Conditions To Avoid Direct sunlight. Extremely high or low temperatures. Epinephrine deteriorates rapidly on exposure to

air or light.

Incompatible Materials Strong acids. Stong bases.

11. TOXICOLOGICAL INFORMATION

Information On Toxicological Effects - Product
Acute Toxicily Not classified
LD40 and LCS0 Data Not available
Skin corrosion/irritation: Not classified (pH; 2.2 - 5)
Serious eye damage/irritation: Not classified (pH: 2.2 - 5)

Respiratory or skin sensitization; Not classified
Germ cell mutagenicity:Not classified
Teratogenicity: Not classified

Carcinogenicity: Not classified

Reproductive toxicity: Not classified

Specific target organ toxicity (single exposure): Not classified
Specilic target organ toxicity (repeated exposure): Not classified

Information On Toxicological Effccts - Ingredient(s)
L.D50 and L.CS0 Data

Sodium chloride (7647-14-5)

LD50 oral rat 3ghkg

LI50 dermal rabhbit > 10 p/kg

LC350 inhalation rat {mg/l) > 42 ghm’ (Exposure time: 1 h)
ATE (oral) 3000 mg/kg

Sodium meiabisulfite (7681-37-4)

LD50 oral rat

1131 mg/kg

LD50 dermal rat >2 plkg
ATE (oral) 1131 mg/kg
Epinephrine (51-43-4)

LD30 dermal rat 62 me'kg
ATE (dermal) 62 mp/ke
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Soedium metabisulfite (7681-57-4)

IARC group

[3

12,

ECOLOGICAL INFORMATION

Sodium chioride (7647-14-5)

LC50 fish 1

5360 - 6080 mg/l {Exposure time: 96 b - Species: Lepomis macrochirus [Hlow-through])

EC50 Daphnia |

1000 mg/l {(Fxposure time: 48 h - Species: Daphnia magna)

LC50 fish 2

12946 mg/l (Exposure time. 96 h - Species: Lepomis macrochirus [static])

EC50 Daphnia 2

340.7 - 469.2 mg/l (Exposure time 48 h - Species: Daphnia magna [Static])

Sodium metabisulfite (7681-57-4)

1.C50 fish 1 32 mg/l (Exposure tune 96 h - Species: Lepomis macrochirus [stauc])

EC50 Daphnia | 89 mp/l (Exposure ume 24 h - Species: Daphnia magna Straus)

72 h - Species. Desmodesmus subspicaius)
96 h - Species” Desmodesmng subspicatus)

E£C50 other aguatic organisms |
ECS0 other agualic organisms 2

48 mg/l (Fxposure time
40 mg/[ (Exposure time-

Persistence And Degradability

EpiPen® and EpiPen® Jr
Persistence and degradability

[ Not established.

Bioaccumulative Potential

EpiPen® and FpiPen® Jr

Bicaccumulative potential | Not established.

Sodium chloride (7647-14-5)

BCY fish | —| (no bioaccumulation)

Sodium metabisulfite (7681-57-4)

Log Pow [-3.7 (@ 25°C)

13. DISPOSAL CONSIDERATIONS

Sewage Disposal Recommendations: Do not empty inte drains,

Waste Disposal Recommendations: Dispose of waste material in accordance with all local, regional, national, provincial,
territorial and m(ernational regulations.

Additional Information: Contaminaled sharps should be discarded immediately or as soon as possible in containers that are
closable. puncture-resistant, leak proofon sides and bottoms, and appropriately labeled. Contact your local health department for
referral to a Safe Syringe Disposal Program.

[ 14. TRANSPORT INFORMATION

In accordance with ICAO/IATA/DOT/TDG
UN Number Not available
UN Proper Shipping Name Not available

15. REGULATORY INFORMATION

US Federal regulations

Water (7732-18-3)

Lisled on the United States TSCA (Toxic Substances Control Act) inventory

Sedium chloride (7647-14-5)

Listed on the United Stales TSCA (Toxic Substances Control Act) inventory

Sodium metabisulfite (7681-87-4)

Listed on the United States TSCA (Toxic Substances Control Act) inventory

Epinephrine (51-43-4)

Listed on the United States TSCA (Toxic Substances Control Act) inventory

US State regulations

Sodium chloride (7647-14-5)

11.S. - Texas - Effects Screening Levels - Long Term
U.S. - Texas - Effects Screening Levels - Short Term
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Sodium meiabisulfite (7681-57-4)

S - Connecticut - Flazardous Air Pollwants - HT Vs (30 min)

1S - Conngeticut - Hozardous Arr Pollutants - HL Vs (% he)

iS5, - Hawaii - Oveepadonal Bxposwre Limis - TW A3

115 - Tdaho - Non-Carcinogenic Toxic Aw Pollutants - Acceplable Ambient € oncentrations

U.S - Idahe - Non-Carcinogenic Toxic Air Podlutants - Frnssion Levels (Fl s)

LLS - Massachuseits - Right To Know st

U.S - Michigan - Occupalional Exposure Limits - TWAs

U.S - Minnesota - Hazardous Subslance List

U.S. - Minnesota - Permissible Exposure Limuts - TWAs

UI'S - New Hampshire - Regulated Toxic Air Pollutants - Ambient Air Levels (AALs) - 24-Hour

US - New Hampshire - Regulaled Toxic Air Pollulants - Ambient Air Levels (AALS) - Annual

(LS - New Jersey - Right to Know Hazardous Substance List

1S, - New lersey - Speaial Health Hazards Substances 1.ist

LFS - North Dakota - Air Pollutints - Guideime Concentrations - 8<Hour

LS. - Pennsylvinma - RTK (Right to Know) [ist

LES - Tennessee - Occupational Txposure Linits - ['WAs

LS, = Tlesas « Fllects Sereening Levels - Long Term

LS. - Texas - Effects Sereening [ evels - Short Term

U.S. - Vermont - Permissible Exposure Limits - TWAs

U5, - Washington - Permissible Lxposure Limits - STL Ls

U.S. -~ Washington - Permissible Exposure [imits - TW As

U.8. - Wisconsin - Hazardous Air Contaminants - All Sources - Emissions From Stack Heights 25 Feet (o Less Than 40 Ieet
V.8, - Wisconsin - [Hazardous Air Contaminants - All Sources - Emissions From Stack Heights 40 Feet to Less Than 75 Feet
U.8. - Wisconsin - Hazardous Air Contaminants - All Sources - Emissions From Stack Heights 75 Feet or Greater
U.S. - Wisconsin - Hazardous Air Contaminants - All Sources - Emissions From Stack Heights Less Than 25 Feet

Epinephrine (51-43-4)

U.S. - Colorado - Hazardous Wastes - Discarded Chemical Products, Off-Specification Species, Conlainer and Spill Residues
U.S. - Delaware - Pollutant Discharge Requirements ~ Reportable Quantities

U.S. - Louisiana - Reportable Quantity List for Pollutants

U.S. - Massachuselts - Oil & Hazardous Material List - Groundwaler Reportable Concentration - Reporting Category 1
U.S. - Massachusetts - Oil & Hazardous Material List - Groundwaler Reportable Concentration - Reporting Calegory 2
U.S, - Massachusetts - Oil & Hazardous Material List - Reportable Quantity

U.S. - Massachusetts - Oil & Hazardous Material List - Soil Reportable Concentration - Reporting Category 1

U8, - Massachusetts - Oil & Hazardous Material List - Soil Reportable Concentration - Reporting Category 2

U.S. - Massachusetts - Right To Know List

U.S. - Massachusetts - Toxics Use Reduction Act

U.S. - Michugan - Polluting Matenals List

U.S. - Nebraska - "P* Listed Hazordous Wastes

[J.5. - New Jersey - Discharge Prevention - List of Hazardous Substanees

U.S, - New York - Reporting of Releases Part 597 - List of Huazardous Substances

U.5. - North Dakota - Hazardous Wastes - Discarded Chemical Products, Off-Specification Species, Container and Spill Residues
U.S. - Pennsylvamia - RTK (Right to Know) - Environmental Hazard List

U.S. - Pennsylvania - RTK (Right to Know) List

U8, - Texas - Effects Screening Levels - Long Term

U.S. - Texas - Effects Screening Levels « Short Term

US - Verment - Hazardous Waste - Acutely Hazardous Wastes

U.§ - Vermont - Hazardous Waste - Hazardous Constituents

U.S. - Washington - Dangerous Wasle - Discarded Chemical Products List

Canadian regulations

Walter (7732-18-5)

Listed on the Canadian DSL (Domestic Substances List) inventory

WHMIS Classification l Uncontrolled product according to WHMIS classificaion criteria

Sodiumn chloride (7647-14-5)

Listed on the Canadian DSL (Domestic Substances List) inventory.

WHMIS Classification l Uncontrolled product according 1o WITMIS classification criteria

Sodium metabisulfite (7681-37-4)

Listed on the Canadian DSL (Domestic Substances List) inventory
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WHMIS Classification Uncontrolled product according to WHMIS classification criteria

Epinephrine (51-43-4)

i isted on the Canadian DS (Domestic Substances [ast) inventory

[ product has been classified i sccordance wath the hazard criteria of the Controlied Products Regulanions (CPR) and the
MSDS comains all of the information required by CPR

16. OTHER INFORMATION

Indication of Changes . Revision date 2/25/2013

Data Sources : This document has been prepared in accordance with the SDS requirements of the OSHA Hazard
Communication Standard 29 CFR 1910.1200

Other Information : This document has been prepared 1n accordance with standards for workplace safety, The

precautionary statements and warnmgs included might not apply in all cases Y our aceds may vary
depending on the potential for exposure m your workplace

GHS Full Text Phrases

[TAcuic Tox. 2 (Dermal) Acute toxiaty (dermal) Category 2
Acute Tox 4 (Oral) Acuie toxicity {oral) Category 4
Fye Dam | Serious eve damageseye writatron Category |
Eve lrrit 2A Serious cye damageseye writation Calegory 2A
Muta, 2 Germ cell mutagenicity Category 2 o
Resp. Sens. 1B Respiratory sensitisation Category 13
Skin Sens. 1B Skin sensitization Category 1B
H302 Harmful if swallowed
H310 Fatal in contact with skin
H317 May cause an allergic skin reaction
H318 Cuuses serious cyc damage
H319 Causes serious eye irritation
H334 May cause allergy or asthma symptoms or breathing difficulties if inhaled
H341 Suspectled ol causing genelic defects

Party responsible for the preparation of this decument:
Mylan Global Environmental, Health, and Safety Department
Phone Number: 304-599-2595

This MSDS has been prepared for occupational exposure and intended to address some end-user concerns; however,
patients/consumers are also strongly encouraged to review the product information insert or product lubel for consumer-specific
information about this product. Patients/Conswumers: Refer to the package insert or product label for appropriate consumer-
specific information about this product when used according to manufacturer's directions.

To the best of our knowledge, the information contained herein is accurate. However, neither the above named supplier nor any
of its subsidiaries assumes any liability whatsoever for completeness of the information hevein. Final determination of suitability
of any material is the sole responsibility of the user. All materials may present unknown hazards and should be used with
caution. Although certain hazards are described herein, we cannot guarantee that these are the only hazards that exist.

515 1S (GITS Tlazeum 2012) - Mylan Phannaceutivls
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