SAFETY DATA SHEET

Frepared to U8 OSHA, CMA, ANSI, Canadian WHMIS Standards, Ewropean Union CLE EC 1272/2008 and the Global Hapmoenization Standard

PART | what is the material and what do | need to know in an emergency?

1. PRODUCT IDENTIFICATION
IDENTIFICATION of the SUBSTANCE or PREPARATION!

TRADE NAME: ProAir” HFA Serosol, Metered {and with dose countar)
CHEMICAL NAME: For Active Ingredient. Albuterel Suifate: oy [(ferb-butylamine) methyl]-4-hydroxy-rme-sylene-q. o -diod suifets (2.1} (salt}
CHEMICAL CLASS: Active Ingredient: Phenethylaming
THERAPEUTIC CLASS: Beta-Adrenargic Bronchodilator
RELEYANT USE of the PRODUCT: Humar: Pharmaceutical
COMPANY/UNDERTAKING IDENTIFICATION:
.S SUPPLIERMANUFACTURER'S NAME: TEVA
ADDRESS: 1020 Horsham Road
Morth Wales, PA 19454
BUSIMESS PHONE: 215-591-3000 [08:00 AM > (05:00 PM]
EUROPEAN. SUPPLIER/MANUFACTURER'S NAME:  TEVATAPI
ADDRESS: Sicor si-Via Tefrazzano
FF-20017 Cho (841, italy
BUSINESS PHONE: +38 07 93197 306 [08:00 AM --> 05:00 PM}

EMERGEMCY PHONE: United States/Canads/Puerto Fico: 1-800/424-9300 (Chemtrac) [24-hrs}
infernational, G1-703-527-3887 {Chemtrec) {24-hours]

EMAN hemadetie pogozeiski@ievapharmy com
DATE OF PREPARATION.  July 14, 2012
DATE OF REVISION: MNew

AL WHMIS required irforrration is induded in appropiate seclions besed on the ANSI 7400.1-2004 formal, This product hat been dassified in sccordancs with the hiazard siteda of the CPR and the 505
conizing all the information required by the CPR. The proovot is alse dassified per 3l applcable EU Dirsctives through EC 1607: 2008, the BEurcpean Union CLP EC 1272/2008 snil the Global
Harmenization Standard.

2. HAZARD IDENTIFICATION
GLOBAL HARMONIZATION AND EU CLP REGULATION (EC) 1272/2008 LABELING AND CLASSIFICATION: According fo Article 1,
item 5 {a) of CLP Regulation {EC) 1272/2008, medicinal products in the finished state for human use, as dafined in 2001/83/EC, are
excepted from classification and other criteria of 1272/2008.
EU LABELINGICLASSIFICATION: According io Article 1 of European Union Council Divective 92/32/EEC, medical products in the
finished state for human use (as defined by European Unicn Councit Directives 87/348/EEC and 87/21/EEC) are not subject o the
regulatlons and admmlstratwe provnsnons of European Un:on Councd Dareotlve 92/32/EEC

| EMERGENCY OVERVEEW Product Descnpt:on ThIS product consists ()f 3 wmte crystallzne powdef soiubmzed in §
¥ ethanol, and delivered in a pressurized container by a non-flammable gas. Health Hazards: Inhalation of high quantity §
g may be harmful. Skin and eve contact may cause irritation.  Prolonged skin contact may cause defaiting of the skin. §
E Ingestion is hot a likely route of exposure. The most common adverse effects from therapeutic use of this product have §
l been headache, tachycardia, pain, dizziness, pharyngitis, and rhinitis. Deliberate ‘sniffing’ of this product can be harmful, §
| causing headache, nausea, dizziness and weakness and other adverse central nervous system effects and adverse §
8§ effects on the heari. in therapeutic use, the most common adverse effect has been nasal irritation, prolonged sneezing §
$ and burning sensalion in the nose. Severe allergic reaction, including anaphylaxis has been reported. The active
g ingredient is a suspect reproductive toxin. See Section 11 (Toxicological Information) for more information on possibie i
§ therapeutic use effects. If a release of many containers of this product occurs at the same time, an oxygen-deficient §
b environment can occur, resulting in @ hazard of asphyxiation. f containers are heated or punctured, rupture may §
! occur, and may cause injury. Flammability Hazards: This product is not normally flammable. May burn if highly §
heated or # subjected to direct flame. When involved in a fire, this product may decompose and produce irritating vapors §
B anc toxic compounds (carbon, nitrogen and sulfur oxides, hydrogen fluoride, carbonyl fluoride, vinyiidene flucride, '
8 hydrogen chioride, and carbon oxides). Reactivity Hazards: This product is not reactive, Environmental Hazards: §
® Because of the potential global warming and ozone depletion effects caused by the 1,1,1,2-Tetrafluoroethane
3 component, this product should be released to the environment only as a last resort. Emergency Recommendations: §
¥ Emergency responders must wear personal protective equipment suitable for the situation to which they are §
§ responding. Persons responding to an emergency such as a fire that involves this product must take precautions to avoid |
§ potential injury from cortainers that rupture.

~Yerified on 2012-11 by Henry Schein to be the most current version of the MSDS, To be verified again on 2015-11. ~
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3. COMPOSITION and INFORMATION ON INGREDIENTS

CHERMIC AL NAME CAB # EIMECS # o Wiy EU Classification (67/548/EEC)
GHS and EU Classification {(1272/2068 EC)
Rigk Phrases/Hazard Staterments

ACTIE NGREDIENT

Adbuterot Sulfate jalev i e 256-016-8 Propristary SELF CLASSIFICATION

&-Rethouy- - A-mathony- s T

& Bddirnethigh Classification: Reproductive Toxioiy Cat. 2, Harmfy
pyrichylimethidjsoificgd) 14 ) Rz FGERID
henzimidazols, raagmesium Hizaid Symbs

salt (2:1) SHE and BEU12TIR000

Classification: Reproductive Cat. 2, Acute Oral Toxicity Sat 4. Acute Inhalation
Toxicity Cat. 5, Respiratory Sensitization Cat. 1, STOT {inhalation-Cardiovascular
Systemn) SE Cat, 2

Hazard Codes: H36%d, B302, H333, HA34, H3T1

Hazard SymbolPictogram. GHSG7, GHE0E

EXCIPIENTS

Ethanol, Dehydrated G4-17-5 200-578-6 Fropristary EU &7/548
Classi#fication: Highly Flammable
Risk Fhrase Codes: R11
Hazard Symbals: F
GHE ang BEU 1272720068
Classification: Flammable Liguid Ot 2
Hazard Codes H225
Hazard SymbolPictogiany, GHS0Z
111, 2 - Tetrafiuoroethans A14-47.2 2423270 fatance SELF-CLASSIFICATION
Eif 671048
Classification: Not Applicable
Rigk Phrase Codes: Not Applicable
Hazard Symbols: Mot Applicable
GHE and EU 1272/2008
Classification: Gases undet Fressure/Compressed Gay
Hazard Codes: HZ280
Hazard SymbolPictogram: GHE04

See Section 16 tor fult ciassification information of product and componerts

PART U What should | do if a hazardous situation occurs?

4. FIRST-AID MEASURES
DESCRIPTION OF FIRST AID MEASURES: Contaminated individuals must be taken for medical attention i any adverse
effects occur. Take a copy of this SDS to health professional with viciim.

SKIN EXPOSURE: If this product contaminates the skin, begin decontamination with running water. Minimurn flushing is for 20 minutes,
The contaminated individual must seek medical attention if any adverse effects occwr after flushing.

EYE EXPOSURE: If this product enters the eves, open contaminated individual's eyes while under gently running water. Use sufficient
force to open eyelids. Have contaminated individual "roll” eyes. Minimum flushing is for 20 minutes. Contaminated indivicdual must
seek medical atfention if adverse effect continues after flushing.

INHALATION: H this product inhaled and adverse effect occurs, remove victim fo fresh air. The contaminated individual must seek
medical attention if any advesse effects continue after removal o fresh air.

INGESTION: Ingestion is not a likely route of exposure.

MEDICAL CONDITIONS AGGRAVATED BY EXPOSURE: Pre-existing cardiovascular insufficiency, asthma, diabetes
mellitus and preexisting asthma may be aggravated by exposure to this product.

INDICATION OF IMMEDIATE MEDICAL ATTENTION AND SPECIAL TREATMENT [F NEEDED: TYreat symptoms and
eliminate exposura. Victims of flucrocarbon gas inhalation require management for hypoxic, central nervous system
effects, and cardiac symptoms. Patients must be removed from the exposure environment, and high-flow supplemental
oxygen should be utilized. The respiratory systemn should be evaluated for injury, aspiration, or pulmonary edema and
treated appropriately, Central nervous system findings should be treated supportively. A calm environment with no
physical exertion is imperative to avoid increasing endogencus adrenegic levels, Exogenous adrenergic drugs must not
be used o avoid inducing sensitized myocardial dysrhythemias. Atropine is ineffective in treating bradyarrhythmias. For
ventricular dysrhythmias, diphenylhydanioin and counter-shock may be effective.

As with all sympathomimetic aerosol medications, cardiac arrest and even death may be associated with abuse of
Albuterol Sulfate. Treatment consists of discontinuation of Alputerol Sulfate together with appropriate symptomatic therapy.
The judicious use of a cardioselective beta-receptor blocker may be considered, bearing in mind that such medication can
produce bronchospasm. There is insufficient evidence to determine if dialysis is beneficial for overdosage of Albutero!
Sulfate. If the patient needs more doses of Albuterol Sulfate than usual, this may be a marker of destabilization of asthma
and requires reevaluation of the patient and the treatment regimen, giving spacial consideration of the possible need for
anti-inflammatory treatment (e.g., corticosteroids).

5. FIRE-FIGHTING MEASURES

FLASH POINT: Not flammable.
AUTOIGHITION TEMPERATURE: Mot availabie for product.

For Ethanol: 363°C (685°F); For 1.1,1,2-Tetrafluorosethane: » 743°C (>1369°F)
FLAMMARBLE LIMITS (in ajr by volume, %) Not available for product.

Profir” HFA Acrosol, Metered SD%
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5. FIRE-FIGHTING MEASURES (Continued)

FIRE EXTINGUHSHING MEDIA:  Unless incompatibilities exist for surrounding
materials, water spray, ‘ABC type chemical extinguishers, carbon dioxide, foam, NFPA RATING
dry chemical and halon exiinguishers can be used fo fight fires involving this FLAMMABILETY
product.
UNSUITABLE FIRE EXTINGUISHING MEDIAT Mone knowr.
SPECIAL HAZARDS ARISING FROM THE SUBSTANCE: The solution can bum
i heated above » 743°C (31368°F) or if sublected to direct flamea for a prolonged
pericd. Contasiners of this product may rupiure in heat of fire. During 2 fire,
irritating/toxic hydrogen fluoride, carbonyl fluoride, vinvlidene fluoride, hydrogen
chioride, and carbon, nitrogen and sulfur oxides may be generated. If large
quantity of product containers rupture, the gas can accumulate in confined
spaces and low areas, resulting in an oxygen deficiency hazard. OTHER:

Explosion Sensitivity to Mechanical Impagt Not applicable.

Explosion Sensitivity fo Static Discharge: May be sensitive.
SPECIAL PROTECTIVE ACTIONS FOR FIRE-FIGHTERS: Structural fire-fighters
must wear Self-Contained Breathing Apparatus and full protective equipment. Chemical resistant clothing may be necessary.
Responders must protect all downwind exposures from inhalation of aerosols and decomposition products. Move containers
from fire area if it can be done without risk to personnel. Water fog or spray can also be used by trained fire-fighters to
disperse mists frorn this product and to protect personnel. Rinse contarninated equiprment thorcughly with sodium thiosufate
sotution before returning such equipment o sarvice. If pogsible, prevent runoff water from entering storm draing, bodies of
water, of other environmenially sensitive areas.

6. ACCIDENTAL RELEASE MEASURES

PERSONAL PRECAUTIONS., PROTECTIVE EQUIPMENT AND EMERGENCY PROCEDURES: Release of a single product
corntainer presents minimal hazards. In the event release of a large quantity of containers, clear the area and protect
people. Trained personnsl using pre-planned procedures should respond to uncontrolled releases. Eliminate all sources of
ignition before cleanup begins. Use non-sparking tools. The atmosphere must have levels of components lower than those
listed in Section 8, (Exposure Controls and Personal Protective Equipment) if applicable, and have at least 18.5 percent
oxygen before personnel can be allowed into the area without Seif-Contained Braathing Apparatus (SCBA). Monitor area and
condirm levels are bellow exposure limits given in Section 8 (Exposure Controls-Personal Protection), if applicable, before non-
response personnet are aflowed into the spill area.

PROTECTIVE EQUIPMENT:

Small Release/Release in Hoods: i residual solution is present after release of 2 single container, personnel wearing gowns, double
surgical latex gloves and eye protection should immediately clean spills of less than 5 mbl and outside a hood.

Large Release: Use proper protective equipment, including double iatex or nitrile gloves, fult body gown, and full-face respiraior
equipped with a High Efficiency Particulate (HEPA) filter. i release oocurs in confined space or low-lying area, resulting in possibie
oxygen-deficient atmosphere, wear Self-Contained Breathing Apparatus {SCBA) until area is adequately vented and oxyger level
Is confirmed to be in breathable range.

METHODS FOR CLEAN-UP AND CONTAINMENT:

Cleanup of Smali Release: Residual liquids should be wiped with absorbent gauze pads or similar material.  Clean the spill area
{three timas) using a bleach and detergent solution and then rinse with clean water.

Release in Hoods: Decontamination of all interior hood surfaces may be required after the above procedures have been foliowed. I
the HEPA filter of a hood is contaminated labet the unit "Do not use-contaminated” and have trained personnel wearing apgropriate
protective eguipment change and dispose of the filier properly as soon as possible.

Large Release: Review Sections 2, 8, 11 and 12 before proceading with cleanup. Restrict access to the release area. Ensure area is
well-ventilated to avoid oxygen-deficiency and accumulation of combustible vapors. For residual fiquid spills of amounts farger
than 5 mb limit spread by gently covering with absorbant sheets or spill-control pads aor pillows. Any absorbent material used
should not react with Ethanol. Be sure not to generate aerosaols. The dispersion of mists or sprays into surrounding air and the
possibility of inhialation is a serious matter and should be treated as such. Tharoughly clean all contaminated surfaces three times
using a bleach and detergent solution and then rinse with clean water,

All Spills: Place all spill residues in an appropriate, labeled container and seal. Move to a secure area. Dispose of in accordance with
Federal, State, Provincial and local hazardous waste disposal regulations {see Section 13, Disposal Considerations). See information
for additional spill response procedures under 'Environmentat Precautions’ in this Section,

ENVIRONMENTAL PRECAUTIONS: Preverd product from entering sewer or confined spaces, waterways, soil or public
waters. Do not flush to sewer.

REFERENCE TO OTHER SECTIONS: Review Sections 2, 8, 11 and 12 before proceeding with cleanup. See Seclion 13,
Disposal Considerations for more information.

HEALTH IHETABLITY

HMazard Scale: 0 = Minimal 1= Sfght 2 = Moderste
3= Sericus 4 = Savers

PART Il Howcan! prevent hazardous situations from occurring?

7. BANDLING and STORAGE
PRECAUTIONS FOR SAFE HANDLING: Al employees who handle this preduct should be thoroughly frained to handle it
safely. As with ali chemicals, avoid getting this product ON YOU or IN YOU. Do not eat or drink while handling this product.
Appropriate personal protective equipment must be worn (see Section 8, Engineering Controls and Personal Protection).
Avoid generation of aerosols.

Profir” HF A Aerosol, Metsred SDS
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7. HANDLING and STORAGE (Continued)
COMDITIONS FOR SAFE STORAGE: Containers of this product must be properiy labeled. Store this preduct in original
container at controlted room temperature of 20-25°C (68-77°F). inspect coniginers of this product for leaks or damage.
Store away from incompatible materials (see Section 10, Stability and Reactivity).
PROTECTIVE PRACTICES DURING MAINTENANCE OF CONTAMINATED EQUIPMENT: When cleaning non-
disposable aquipment, wear latex or nitrile gloves (double gloving is recommended), gogoles, and lab coat.  Wash
gquipment with soap and water,

8 EAPQSURE CONTROLS - PERSONAL PROTECTION
EXPOSURE LIMITS/CONTROL PARAMETEHRS:
VENTHATION AND ENGINEERING CONTROLS: Mot necessary under normal corditions of handling.  Provide adequate ventilation to
control possible exposure 1o componenis.
WORKPLACE EXPOSURE LIMITS/CONTROL PARAMETERS {continued):

CHEMICAL NAME CAS # EXPOSURE LIMITS IN AlR
ACGIH-TLVS QSHA-PELS NIOSH-RELs MIGSH OTHER
TWA STEL TWWA STEL T A STEL DLH )
ppAi ppm open ppm pprn ppm opm mgm'*
Albuierod Sulfsta 5i022-70-8 NE HE ME ME: NE NE NE MNE
Ethanao 64-17-5 NE 000 10060 ME KK MNE 3300 hased on | DFG MAKSs:
% of LEL) TWA = 500
FEAK = 2-MAK 15 miln average value, +hr
intervat, 4 per shift
DFG MAK Pregnancy Risk Classification.
DFG MAK Mutagen Category: &
Carcinogen: MAK-LE TIMV-AD
1.1.9,2- B11-97-2 NE NE HE ME HE HE. ME OFG MAKS,
Tetrafiuoroethans Ty A= 1060
PEAK = BeMAK 15 min average value, 1-hr
interval, 4 per shift
DFG MAK Pregnancy Risk Classification: ©
AlHA WEELs:
TWA = 1000

NE = Mot Established See Section 16 for Definitions of Other Terms Used
INTERNATIONAL OCCUPATIONAL EXPOSURE LIMITS: Currently, there are no limits are place for the active ingredient of this
product. The following fimits are available for the excipients, Limils change or are added and should be checked for currency.
ETHANOL: ETHANOL {continued): ’ )
Australia: TWA = 1000 ppm (1BA0 my/m®), JUL 2008 Sweden: TWA = 500 ppm {10060 mg/im®); STEL = 1000 ppm (1800 mgim®), JUM 2008
Belgium: TWA = 1000 ppm (1807 mgim®), MAR 2062 Swigeriand,  MAK-W =500 ppm (360 mgim™), ¥FGE-W = 1000 ppm (1820 mgen’), DEC
Dermark: TWA = 1000 ppm {1900 my/m™), OCT 2002 . 2006
Finland: TWA = 1000 pom {1800 mo/m™), STEL = 1300 ppe (2560 mg/im’), SEP 200% Thaiftang: TWA = 1008 ppra {1800 mglm"y JAN 1553
France: YME = 1000 ppm (1900 maim®), VLE = 5000 ppre (9500), FE B20GE Turkey: TWA = 1000 ppm {1800 mg/m™), JAN 1983

Garmany: MAK = 960 mgim3 (500 ml/m™, 2005

Hungary: TWA = 1900 mo/m®, STEL = 7600 mg/a’, SEP 2600
Korea: TWA = 1000 ppm (1900 mghn'), 2006

Mexico: TWA = 1000 ppm (1800 mg/m’), 2004

The Metherdands: MAGTGG = 1500 mg/m®, 2063

United Kingdom: TWA = 1000 pprn (1920 mg/m™), 2005

I Argenting, Bulgaria, Colombia, Jordan, Singapore, Vieinar check ACGHH TLY
1,1,1,2-TETRAFELORGETHANE

Austratia: TWA = 1000 pom (4240 mg/im®), JUL 2008

Giermany” MAK = 4200 mg/m?® (1000 mLim™, 2005

New Zealand: TWA = 1000 ppm {1880 mafm™), JAN 2007

Norway: TWA = 500 ppm {350 mg/m®). JAN 1983

The Philippines: TWA = 1000 ppm (1900 mg/m®s, JAN 1993

Poland: MAC{TWA) = 1000 mg/m®, MAC(STEL) = 3000 mg/m®, JAN 1959
Russia: TWA = 1000 mg/m®, STEL = 2000 mg/m®, JUN 2003

The Netherfands: MAC-TGG = 4200 mg/m®, 2003

Mew Zealand: TWA = 1000 ppm, JAN 2607

Russig: STEL = 3000 mgdm™, JUN 2003 ’

Sweden: TWA = 500 ppm {2000 mg/m’); SVEL = 750 ppm (3000 g, JUN 200%
Switzeriand: MAK-AW = 1000 ppm (4200 mg/m’}, DEC 2008

United Kingdom: TWA = 1000 ppm {4240 mg/m™}, 2008

PROTECTIVE EQUIPMENT: The following information on appropriate Personal Profective Equipment is provided to assist
employers in complying with OSHA reguiations found in 29 CFR Subpart | (beginning at 1910.132, including U.5. Federal
OSHA Respiratory Protection (28 CFR 1910.134), OSHA Eye Protection 29 CFR 1810.133, OSHA Hand Protection 29
CFR 1910.138, OSHA Foot Protection 28 CFR 1810.136 and OSHA Body Protection 29 CFR1910.132), equivalent
standards of Canada (including CSA Respiratory Standard Z204.4-02, 794 3-M1882, Industrial Eye and Face Profectors
and CSA Standard Z195-02, Protective Footwear), or standards of EU member states (including EN 529:2005 for
respiratory PPE, CEN/TR 15418:2006 for hand protection, and CR 13464:1999 for face/eye protection). Flease reference
applicable regulations and standards for refevant defails.

RESPIRATORY PROTECTION: Not needed under normal circumstances of use. Maintain airborne contaminant concantrations below
exposure limits listed above if applicable. ¥ necessary, use onily respiratory profection authorized under appropriate regulations.
Oxygen levels below 19.5% are considered IDLH by LS. OSHA. In such atmospheres, use of a full-facepiece pressure/demand
SCBA or a full facepiece, supplied air respirator with auxiliary self-contained air supply is required under U.S. OSHA's Respiratory
Frotection Standard (1910.134-1938). The following are NIOSH respiratory protective equipment for Ethanol and are provided to assist
in selection of respiratory equipment should mists or sprays be present and respiratory equipment is necessary.

ETHANOL

CONCENTRATION RESPIRATORY PROTECTION

Up o 3300 ppm: Any Supplied-Alr Respirator (SAR), or any Self-Contained Breathing Apparatus (SCBA) with a full {acepisce.

Emergency or Planned Entry into Unknown Concenirations or IDLH Conditions:  Any SCBA that has a full facepiece and is
operated in a pressure-demand or other positive-pressure mode, or any SAR that has a full facepiece and is
operated in a pressure-demand or other positive-pressure mode in combination with an auxiliary SCBA
operated in pressure-demand or other positive-pressure mode,
Any appropriate escape-type, SCBA.

Escape:

Proair” HEA Aerosol, Metersed SDS
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8. EXPOSURE CONTROLS - PERSONAL PROTECTION (Continued)
PROTECTIVE EGUIPMENT (continued):

EYE PROTECTION: No eys protection is normally needed during medical administration of this product.  During operations in which
mists or sprays of the product may be generated, splash goggles or safety glasses should be considered. If necessary, refer o
appropriate regulations.

HAND PROTECTION, During medical administration of this product, madicat latex or nitrile gloves should be worn (o avoid absomtion of
the product. During manufaciure or ofher similar industrial operations, wear the appropriate hand profection for the process. Use

regulations,
SKIM PROTECTION Use appioprse protective clolning for the task (e, lab coat, etc). i necessary, refer to the US OSHA
Technical Manuai {Section VIl Personal Protective Equipment) or other appropriats regulations.

9. PHYSICAL and CHEMICAL PROPERTIES
PHYSICAL FORM: Aerosol gas. COLOR: Clear.
MOLECULAR WEIGHT: For Active Ingredient: 576.7
MOLECULAR FORMULA: For Active Ingredient: (CyaHzy NG3): «H; S04

ODOR: Ethereal pH: Not available.

ODOR THRESHOLE: For Ethanol: Geomelric mean: 180 ppm (detection); 100 ppra (recognition).

VAPOR PRESSURE @ 25°C: 96 psia VAFPOR DENSITY @ 25°C (air = 1) 3.6

OXIDIZING PROPERTIES: Mot an oxidizer, FLAMMARILITY: Mot flammable.

FREEZING POINT: Mot available. BOWING POINT:

FLASH POINT: Mot applicable. AUTOIGNITION TEMPERATURE: Mot applicable.
DECOMPOSITION TEMPERATURE: Not available. SPECIFIC GRAVITY: 1.7 g/mi

EXPLOSIVE PROPERTIES: Not explosive. EVAPORATION RATE {(n-butyl acetate = 1) For Ethanol: 2.4
SOLUBHITY INWATER: 15 % welght OTHER SOLUBILITIES: For active: Slightly soluble in ethanol.
PERCENT VOLATILE: »>=89 % VOO LESS H20 and EXEMPT SOLVENTS: Mot avallable,

COEFFICIENT OF OIL/WATER DISTRIBUTION {(FARTITION COEFFICIENT): For Active Ingredient: Log Kow: 0.64; Log
P: 0.02 {predicted); For Ethanol: Log Ploct) = -0.31 {(experimental}

HOW TO DETECT THiS SUBSTANCE (identification/warning properties). There are no good characteristics of this product
{0 identify it in event of accidental release.

10. STABILITY and REACTIVITY
CHEMIGAL STABILITY: Normaily stable.
DECOMPOSITION PRODUCTS: Combustion: Products of thermal decomposition may include hydrogen fluoride, carbonyd
fluoride, vinylidene fluoride, hydrogen chloride, and carbon, nitrogen and sulfur oxides, Hydrolysis: None known,
MATERIALS WITH WHICH SUBSTANCE 1S INCOMPATIBLE: ncompatible with alkaline and alkaline earth materials.
POSSIBILITY OF HAZARDOUS REACTION/POLYMERIZATION: Not expected to occur.
CONDITIONS TO AVOID: Exposure to or contact with extreme temperatures, combustible materials, incompatible
chemicals.

PART W s there any other useful information about this material?

11. TOXICOLOGICAL INFORMATION

SYMPTOMS OF EXPOSURE BY ROUTE OF EXPOSURE: The main route of occupational exposure to this product is via
inhalation of mists or sprays and skin contact. The anticipated symptoms of exposure, by route of exposure are described
further in this section.
INHALATION: inhalation may cause respiratory irritation. Non-therapeutic inhalation may be harmful. Inhatation may cause
sensitization of the heart to adrenaline, which may resulf in abnormai rapid heart rate {tachycardia), irregular heart beat
(cardiac arrhythmias) and depression of cardiac function. Inhalation may also cause adverse effects, as described under
‘Other Health Effects’.
CONTACT WITH SKIN or EYES: Contact with the eyes may cause immediate irritation.  Skin contact may be irritating,
espacially if prolonged. Chronic skin exposure may cause defatting of the skin.
SKIN ABSORPTION: Mo data are available on potential absorplion of this product.
INGESTION: ingestion is not a likely route of oceupational exposure o this product.
INJECTHON: Not a likely route of exposure.
OTHER HEALTH HAZARDS: In event that rupture occurs of a large gquaniity of containers, especially in a confined space,
an oxygen-deficient environment may be created due to the release of the propellant gas. Individuals breathing such an
atmosphere may experience sympioms which include headaches, ringing in ears, dizziness, drowsiness,
unconsciousness, nausea, vomiting, and depression of all the senses. Under some circumstances of exposure. death
may oceur. The effects associated with various levels of oxygen are as follows:
OTHER POTENTIAL HEALTH EFFECTS-Therapeutic Doges: In therapeutic use, this product can cause the foliowing
adverse effect symptoms by body systerm:

¢ Cardiovascular: Tachycardia

s Musculoskeletal: Fain

# Nervous System: Dizziness

+ Respiratory Systent: Pharyngitis. rhinitis

Profir” HF A Aerosol, Metered SDS
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11. TOXICOLOGICAL INFORMATION (Continued)

OTHER POTENTIAL HEALTH EFFECTS-Therapeutic Doses (continued):
The expected symptoms to Albuterol Sulfate with overdosage are those of
excessive beta-adrenergic stimulation andfor occurrence or exaggeration of
symptoms  such  as seizures, anginag, hypertension or  hypotension,
tachyeardia with rates up to 200 beais per minute. arrhythmiag,
nervousness, headache, fremor, dey mouth, palpitation, nausea, dizziness,
fatigue. malaise, insomnia, and exaggeration of the pharmacoiogical effacts
agiven in this section. Hypokademia may aiso ooour,

The oral median lethal dose of Aibuierot Sulfale in mice is greater than 2000
ma/kg (approximately 580 times the maximum recommended  daily
inhalation dose of Albuterol Sulfate on a mg/m® basis). The subcutaneous
median lethal dose of Albuterol Sulfate in mature rats and small young rats
is approximately 450 mg/kg and 2000 mg/kg. respectively {approximately
260 and 1200 times the maximum recommended daily inhalation dose of
Albuterol Sulfate on & mg/e® basis). The inhalation median lethal dose has
not been determined in animals. Other effects described by body systems
may include:

» Cardiovascular: Pulse rate, blood pressurs. Betz-agonists have been reporied
to produce ECG changes, such as flattening of the T-wave. prolongation of the
OTc inferval, and 57 segrment dapreasion.

s Respiratory System: As with other inhafed beta-adrenergic agonists, Albuterol
Sulfate can produce paradoxical broachospasm, which may be life
threatening.

s Other: Large doses of intravencus Albuterol have been reported (o aggravate
pre-existing digbetes mellifus and ketoacidosis. As with other beta-agonists,
inhaled and intravenous Albdtercl may produce a significant hypokalemia in
some patients, possibly through intracellular shunting, which has the potential
fo produce adverse cardiovascular effects.

HAZARDOUS MATERIAL IDENTIFICATICN SYSTEM

HEALTH HAZARD

{0y A

FLAMMABILITY HAZARD w0 | g

PHYSICAL HAZARD

CELLOW | g

PROTECTIVE EQUIPMENT

EYES RESFEIRAT ORY HENEGE sany

See
Section &

For Routiie Industrial Use and Handling Applications

HEALTH EFFECTS OR RISKS FROM EXPOSURE:

Hazard Scale O = Minimal 1 = Slight 2 = Moderais
3= Serivus 4= Severe © = Chrapic hazard

Acute: Non-therapeutic inhalation may be harmiful. May cause irritation (o respiratory system, skin and eyes.

Chronie: Defatting of the skin may occur after chronic, low-level skin contact. inhalstion may cause cardiac sensitization or severe
allargic reaction in susceptible individuals. Contains suspect reproductive toxin, Other healh effects may occur 55 desoribed under
‘Other Health Effects-Therapeutic Use’ may also ocour.

TARGET ORGANS: Acute:

Occupational Exposure and Therapeutic Use: Skin, eyes, respiratory system.  Chronic:

Cceupational Exposure: Skin. Therapeutic Use: See information under ‘Other Health Effects’.

TOXICITY DATA: The following toxicity data are currently available for components. Only available Human data, LD50 Oral-
Rat and Mouse, LD50 Skin-Rabbit, LC50 Inhalation-Rat and Mouse and Irritancy Test data are presented in this SDS, dus fo
the volume of data available. For information on additionat data available, contact Teva for more information.

ALBUTEROL SULFATE:

LDy {Oral-Rat) > 2500 mgky

1.0 {Orat-Mouse} 1960 mgfig

ETHANOL:

Open irrtation Test (Skin-Rabbit) 400 mg: Mild

Standard Draize Test (Skin-Rabhit) 20 mg/Z4 hours:
Moderate

Standard Draize Test (Eye-Habbil) 500 mg: Severe

Standard Draize Test (Eye-Habbit} 200 mg/2d hours: Mid

finsed with Waler (Eye-Rabbit] 100 mo/ seconds:
Muoderate

TOLo (Orat-Humarn) 22.500 mokg4 weeks-intermittent.
Erdocrine: ather changes; Blood: other changes

TOLo {Oral-Human) 0.5 mohkg Behaviorak: changes m
psychophysiciogical tests

TOLo {COrat-Human) 400 mg/kg: Behavioral: aiteration of
opersnt condiioning

TDLe (Orab-Human) 0.5 givky: Behavioral somnolence
{general deprassed actvity}, changes Hi
psychophysiological tests

TDLo {Orab-Humary 14 gmfkg Behavigral: euphoria,
changes n psychophysiclogical tesis; Gastrointestinal:
nauses of vomiting

TDLe {Orat-Infant) 11,712 plkyg Behavicrall general
anesthetic; Cardiac: arrhyihmiag (including changes i
condyction);, Lungs, Thoerax, or Respiration: dyspnes

TDLo (Oeat-Human) 07 gmke/1D minctes: Behaviorat:
changes in psychophysicicgical tests

TOLe {(Oral-Child) 14400 mgfkg/30 minuies {intenmitiant)
Behavieral: coma; bungs, Thorax, or Respiration:
dyspnea; Gastroimestingl: nausas of vormiting

TDLo (Oral-Woman) 1200 mg/&e/3 hours. Endocrine:
changes in gonadotroping: Endocrdne: other changes;
Blood: cther changes

ETHANGL {continued):

TOLe (Crat-Woman) 256 grke/1Z weeks: Behavioral:
halluginations, distorted perceptions; Endocrine: effect
on menstrual cycle

TOLo (Orai-Woman) 0.7 gm/sz: Behaviorsb changes in
psychophysiotoglesl tests

Thlo {Gral-Woman} 41 gmi/kg: female 41 wesk(s) after
conception: Reproductive: Effects on Newborn: Apgar
seore (human oniy), other necnatal measures or eifects,
drug dependence

TDLo {Oral-Woman) 2580 mgihkg: female 37 weekds) after
conception: Reproductive: Effects on Embrye or Felus:
other sffects to ambryo

TOlo (Orsb-Woman) 5860 mlikg: female 3 year{s} pre-
mating: 100 day(s) postbirth: Reproductive: Spedific
Developmental Abnormalifies: craniofacial  {inchuding
nose and tongue) Effects on Newborn: behavioral
delayed eftects

TDLo (Oral-Mari} 3371 pliw: Behavioral  altersd sleep
time {inchuding change in nghting reflex). exgitement.
soma

TOLo (Oral-Man) 700 mgkg: Behawioral: changes in
psychophysiolegicat tests

T {Oral-Man} 30 mg/kg: Gastrointestinalh slteralion in
gastric secrefion, other changes

TOG (Oral-Man) 1430 uofkg: Bahavoral: changes 0 mcior
activity (specific assay), staxia, antinsyohotic

Thho (infravenous-Human) 0.8% mltkg: Vascutar: regional
or genersl arfericlar constricion, measurement  of
regional piood flow

TOLo  {intravencus-Human) 186 gmvkgE  hours:
Riochemical: Metabolism (Intermediary) other

TOLo {Intravencus-Man) 057 gmikg: Behaviorsl: changas
in psychophysiciogical tests

ETHANCL (continued):

TOLo (Intravencus-Woman) 8§ sk fernaie 33 week{s)
after conception Reproductive: Bffects or Newhomy
Apgar scere (human only), other nepnatal messwres or
effects

TDLe (intraarteriat-Man) 0.071 miskg: Vascuiar acule
arteral colusion

TDLe (Infrauterne-Woman) 200 mofky: female 5 day{s)
pre-mating: Reproductive: Fedility: female fertility index
(e.g. & females pregnent per # sperm positive females; #
famales pregnant per & females mafed}

TDLo (Muitiple Reutes-Man} 3860 mghkg: Endocrine:
evidence of thyroid hypofunction

TCLo  {Inhalgtion-Human) 2500 mg/m™20  minutes:
Peripheral Nerve and Sensation: recording from afferent
nerve

L80Le (Oral-Child) Z gr/kg: Lungs, Thorax, or Respiration:
other changes; Liver: fally lver degeneraticn; Blood:
cther changes

LB (Dral-Human} 1400 mp/ky Behaviors!  sleap,
headache; Gasirnintestinal: nausea or vomiting

Lobo  (Subcutsneous-infant) 19,440 mglkg: Behavioral:
convidsions o effect on seizure threshold. coma;
Nutritional  and Gross  Metabelic: nody  lemperature
decrease

L s, {nhatatior-Rat) 20,000 ppra; 10 higurs

L Unhalation-Mouse} 38 gm/m# nours

LDy (Oral-Rat} 7060 mgrkg: Lungs, Thorax, or Respiration:
ather changes

Lo (Oral-Rat) 7 gimkg

L0y (Crab-Mouse) 3480 mgfgy

1.1,1.2-TETRAFLUOROETHANE:

Ly (Inhalation-Rat) 1500 gmim ™4 hours

LGy Hnbalation-Mouse) 1700 gmim™2 nours

ProAir® HF A Aerosol, Metered SDS
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11, TOXICOLOGICAL INFORMATION (Continued)

CARCINOGENIC POTENTIAL OF COMPONENTS: In a 2-vear study in Sprague-Dawley rats, Albutero! Sulfate caused &
significant dose-related increase in the incidence of benign isiomyomas of the mesovarium angd above digtary doses of 2
ma/kg (approximately equivalent to the maximum recommended daily inhalation dose for Albutercl Sulfate on a mg/m?®
basis). In another study. this effect was blocked by the co-administration of propranolol, a non-seleciive beta-adrenargic
antagonist. In an 18-month study in CD-1 mice, Albuteral Sulfate showed no evidence of tumorigenicity at dietary doses up
tor 500 mglkg {approximately 140 times the maximum recommended daily inhalation dose of Albutercl Sulfate on a mg/m?
pasis), In g Z2-month study in Golden hamsters, Albuterst Sulfate showed ne evidence of tumarigenicity i distary doses
up 1o 50 mokg (approximatety 20 times the madmuem recommended daily mbalation dose of Albuterc! Sulfate on g mgfm?
hasis).

The Ethanol component is listed by agencies tracking the carcinogenic potential of chemical compounds as follows:

ETHANDL: ACGIH TLV-A3 (Confirmed Antmal Carchnogen): MAK-5 (Subistances with Carcinogenic and Genoloxic Effects, the polency of which s considersd fo be so low
that, provided the MAK and BAT valuss are observed, no sgaificant cantribotion to human cancer risk s (0 be expecisd )

The remaining componerits of this product are not found on the following lists: U.S. EPA, .S, NTP, U.8. O8HA, U.S.
NIOSH, GERMAN MAK, JARC, or ACGIH and therefore are neither considered to be nor suspected to be a cancer-causing
agent by these agencies,

IRRITANCY OF PRODUCT: This product may be irritating by all routes of exposure.

SENSITIZATION TO THE PRODUCT: The 1.1,1.2-Tetrafluoroethane component can sensitize the heart to epinephrine,
based on animal information. fmmediate hypersensitivity reactions may occur after administration of Albuterol as
demonsirated by rare cases of urticaria, angioedera, rash, bronchospasm, and oropharyngsal edermia.

EEPRODUCTIVE TOXICITY INFORMATION: This product is rated as Pregnancy Category C (Animal reprodoction studies
have shown an adverse effect on the fetus ard there are no adequate and well-contralled studies in humans, but potential
benefits may warrant use of the drug in pregnant women despife potential risks). There are no adequate and well-
contralled studies in pregnant women. The following information is available for the product and its componeants.

Mutagenicity: Albuterol Sulfate was not mutagenic in the Ames test or a mutation test in yeast. Albuterol Sulfate was not clastogenic
in & human peripheral lymphocyte assay or in an A, strain mouse micronucleus assay. The 1,1,1,2-Tetraflucroethane component
was not active in the Ames, cytogenstics and in vive micronuclsus assays. 11,1, 2-Tetrafluorcethane did induce unscheduled DNA
synthesis, The Ethanol component is muiagenic, based on positive results (dominant |sthality, aneuploidy, sister chromatid
sxchanges} obtained in the germ cells and somatic celis of tests using live animals. These sffects have been observed at very
high doses. The mutagenicity of Ethanal has been extensively studied and reviewsd. Positive and negative results have been
obtained in cultured mammalan cells and bacteria.

Embryotoxicity/Teratogenicify: Various congenital anomalies, including cleft palate and limb defects, have been reporied in the
offspring of patients being treated with Albuterol. Some of the mothers were taking multiple medications during their pregnancies.
Because no consistent pattern of defects can be discerned, a relationship between Albuterot use and congenital ancmalies has not
been establishad. Albuterol has been shown to be teratogenic in mice. A study in CD-1 mice given Albutero! subcutansously
showed cleft palate formation in 5 of 111 (4.5%) fetuses at 0.25 mg/kg (less than the maximum recommended daily inhalation dose
of Albutercl Sulfate on a mg/m? basis) and cleft palate formation in 10 of 108 (8.3%) fetuses at 2.5 mg/kg (approximately equal to
the maximum recommended dailly inhalation dose of Albuterol Sulfate on a mg/m* basis). The drug did not induce cleft palate
formation when administered subcutanecusly at a dose of 0.025 ma/kg (less than the maximum recommended daily inhatation
dose of Albuterol Sulfate on a mg/m? basis}. Cleft palate formation aisc occurred in 23 of 72 (30.5%) fetuses from females treated
subcutaneously with 2.5 mg/kg iscproterenol (positive control). A reproduction study in Stride rabbits revealed cranioschisis in 7 of
15 {37%) fetuses when Albutero! Sulfate was administered orally at 50 mg/kg (approximately 80 times the maximum recommended
daily inhalation dose of Albuterol Suifate on a2 mg/m?® basis). A study in which pregnant rats were dosed with radic-labelled Albuterol
Sulfate demonstrated that drug-retated matertal was transferred from the maternal circulation to the fetus.

Terstogenicity {continued): The harmiul effects of the Ethanot component in pregnant animals are well documented. Effects have
included fetotoxicity {e.q. delayed growth), embryotoxicity (e.g. increased prenatal mortality), and teratogenicity (e.g. malformations
of the central nervous systam, facial structures, heatt, limbs and urogenital system). As these effects are primarily by ingestion,
developmental effects from Ethanol in this product are not likely. The 1.1,1.2-Tetraflucroethane component did not cause
developmenial effects in teratology studies with rabbits using exposure levels up to 40,000 ppm.

Reproductive Toxicity: Reproduciion sludies in rats demonstrated no evidence of impaired fertility at oral doses of Albuterol Suifate
up to 80 myg/kg (approximately 30 times the maximum recommended daily inhalstion dose of Albutercl Sulfate on a mg/m? basis).

BIOLOGICAL EXPOSURE INDICES: Currently, there are no Biological Exposure Indices (BEls) determined for the
components of this product.

12. ECOLOGICAL INFORMATION
ALL WORK PRACTICES MUST BE AIMED AT ELIMINATING ENVIRONMENTAL CONTAMINATION.
MOBILITY: This product has not been tested for mobility. The foliowing information is available for some components of

this product.

ETHYL ALCGHQL:

Using a structure estmation method based on molecular connectivity indices. the Koo can be estimated to be 1. According to & classification schema, this estimaisd Koo valus suggests
that this compound is expected to have very high mobility m soil

11,1, 2-TETRAFLUQROETHANE:

Estimated soll adseaption sosfficients ranging from 117 (0 432 can be caloutated for Tefrafluoroethane based on de estimated Jog ootanclhwater partition coefficient. 1274, ang estimated
water solubility, 67 mg/l at 28°C, in furn estimated from iis estimated Henry's Law constant and estimated vapor pressure, using appropriate regression equations. These valuas
indicate that Tetrafiuornethane will display moderate to high mobility in soif.

PERSISTENCE AND BIODEGRADABILITY: This product has not been tested for persistence and biodegradability. The

foltowing information is available for the components of this product.

ETHYEL ALCOHOL:

If released to the atmosphere, an extrapolated vapor pressure of 39.3 mm Hg at 28°C indicates that this compound will exist solely in the vapor phase. Vapor pnase material is degraded
ir the atmosphers by reaction with photochemically-produced hydroryl radicals, the halfife for this reaction in air is estimated o be & days. If released o soll, this compound is
expectad t0 have vary high menility based upon an estimated Kot of 1. Volatilization from moist soll surfaces is sxpected 1o be an important fate process based upon a Henry's Law
constant of 5X10-8 atm-cu m/mole,

Profir’ HFA Aerosol, Metered SDS
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12. ECOLOGICAL INFORMATION (Continued)

PERSISTENCE AND BIODEGRADABILITY {continued):

ETHYL ALCOHOL {continued):

This matenal may also volatiize from dry soils based upon it vapor pressurs. Blodegratation is expected 1o ocour rapldly irv the ervironment based on numercus screening fesls using
differerd types of inosula and incubation pericds. This compound was degraded with half-i on the ovder of 2 fow days using mitrocosms constructed with 3 [ow Grganic sandy seil
end groundwater, indicating il {5 unitkely to be persistent in the envircrment. ¥ releases inlo er, this materiab is oot evpected o adsort @ suspended soligs and sediment hassd
upon the estimated Kot Volatiization from water surfaces iz expecied to be an important fate process based upon this compourndd's Henry's Law constant, Estimated volatilization half-
lives for & model rver and mode! |ake are 3 snd 38 davs, respectively. Hydrotysis and phofolysis in sunlit surface waters ars not expected since this compoond lacks functional groups
that sre susceplible o hydrodysis or photobviis under environmentat condlions.

408, 2 ?ETRAFLUOR(‘ETHANE

#rzieased o i

it lap by Wammr from sither e
will raptoly The o tegif-lite fo
gze-phaze 5 E = y Foyidrowy radicals v z

from 12.8 1o 74 vears This materal mdg also underge atmosphenc removal by wet deposition pro uﬂssbs NOWEVET, any removed is erped u,d tor rapidby 1o

BIO-ACCUMULATION POTENTIAL: This product has not been tested for blo-accumulation potential.  The fsilowmg

information is available for some component of this product.

ETHYL ALCOHOL:

Bicconcentration:  An estimated BCF of 3 was calculsled, using a icg Kow of -0.31 and a regresston-derived equation.  According 1o & dassification scheme, this BCF siggests the
potential for loconcentration in aguatic organisms is low.

1.9,1,2-TETRAFLUOROETHANE:

Estimatad bloconcentration factors ranging from 5 to 58 can be calculated for this compound based on dg sstimated log octanolivater partilion coefficient, 1.274, and sstimated water
solubfiity, 67 modl &t 25°C, in tin estimated from s estimated Henry's Law constant and estimated vapor pressurs, using approptiste regression equations.  These waluss indicale
tat this material witl not bicconcentrate in fish and squatic organisms.

ECOTOXICITY: This compound can cause acule and chronic toxicity effects on agquatic organisms. The following aquatic
toricity data are available for the Ethanol component. Only select dala are provided in this SDS. Contact Teva for additional

information.
ETHANGL: ETHARGI. (mnﬁnue:ﬂ
£C5 {(,fp foredla o {3ree a1 16 g static She d it

upv) 24 hours = 12 500 mg/il

5 iefus melano solden orfe) 43 hou Rralh mg/d shatic

e Zebrafish) 24 hours = >100 my/L; static

2 magna Water flea’ 48 hours = 11.853-13748 mg/h, siatic, 20°0
i ipes Medaka) 24 neurs = 5106 mofL; static

LL (Oryz:aa fatipes Medaka) 48 hours = 13586 mg/l.; static

OTHER ADVERSE EFFECTS: The 1,1,1.2-Tetrafluorosthane component has been atmospherically modeled for s impact
on depleting ozone and as a contributor to globai warming. Research suggests that over the past 10 years the
concentration of Tefrafluoroethane has increased significantly in the Earth atmosphere, with a recent study revegling a
doubling in atmospheric concentration between 2001--2004. 1t has insignificant czone depletion potential (ozone layer),
significant global warming potential (GWP, . = 1300} and negligible acidification potential {acid rain}. Tetrafluoroethane is
slowly converted to Hriflucroacetic acid through a radical reaction in the upper atmosphere and leads fo a detectable
amount of several ng/L. in acid rain.

RESULTS OF PBT AND yPyB ASSESSMENT: Mo datz available. PBT and vPvB assessments are part of the chemical
safety report required for some substances in European Union Regulation {EC) 1907/2006, Article 14,

ENVIRONMENTAL EXPOSURE CONTROLS: Controls should be engineered to prevent release to the environment,
inctuding procedures to prevent spills, atmospheric release and release to waterways.

13. DISPOSAL CONSIDERATIONS
WASTE TREATMENT/DISPOSAL METHODS: Waste disposal must be in accordance with appropriate Federal, State,
and local regulations. This product, if unaltered by use, may be disposed of by treatment at a permitted facility or as advised
by vour local hazardous waste regulatory authority. All gowns, gloves, and disposable materials used in the preparation or
handling of this drug should be disposed of in accordance with established hazardous waste disposal procedures,
Incineration is recommended. Reusable equipment should be cleaned with soap and water. It is the responsibility of the
generator to determine at the time of disposal whether the product meets the criteria of a hazardous waste per regulations
of the area in which the waste is generated andfor disposed of. Incineration is recommended for the product and
disposable equipment. Shipment of wastes must be done with appropriately permitted and registered fransporiers.
DISPOSAL CONTAINERS: Waste materials must be placed in and shipped in approptiate 5-gallon or 55-gatlon poly or
metal waste pails or drums. Permeable cardboard containers are not appropriate and should not be used. Ensure that any
required marking or labeling of the containers be done to all applicable regulations.
PRECALUTIONS TO BE FOLLOWED DURING WASTE HANDLING: Wear proper protective equipment when handling
waste materials.
U.S. EPAWASTE NUMBER: Not applicable.
EWC WASTE CODE: Wastes from Human or Animal Health Care or Related Research: 18 01 08: Medicines Other Than
Those Mentioned in 18 01 07.

s L Satma gairdnerd Raintow .rom; 98 hours = 13,000 mi;!l at 1270 (55% Configence
it 12000-160080 mo/.y, wi 0.6 g [Siatic bluassay
LTy (Flinephales promelss Iathesd mirnows) 86 fours = 14.2 gL

14. TRANSPORTATION INFORMATION
4.5, DEPARTMENT OF TRANSPORTATION: This product is exempt from classification as dangerous goods, per U.S. DOT
regulations, under 49 CFR 172.101. Exceptions for small quantity aerosols apply. Refer to 49 CFR 173.306(J), 'Aercsols
and Small Receptacles’.
TRANSPORT CANADA TRANSPORTATION OF DANGEROUS GOQDS REGULATIONS: This product does not meet the
criteria as Dangerous Goods, per regulations of Transport Canada. In order fo meet exemption for aerosols, all requirements
under TDG and container requirements per Canadian General Standards Board (CGSB), CGSB- 43.123-2010: Aerosol
Containers and Gas Cariridges for Transport of Dangerous Goods, must be met.
INTERNATIONAL AIR_TRANSPORT ASSOCIATION (IATA) This product is exempt from classification as Dangerous
Goods, per rules of lATA. Exceptions per Special Provision A28 apply to small quantity aeroscls.

Proair” HFA Aerosol, Metered SDS
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14 TRANSPORTATION INFORMATION (Continued)
INTERNATIONAL MARITIME ORGANIZATION {IMO) DESIGNATION: This product is excepted from classification as
Dangerous Goods by the International Maritime Organization, under limited quantity exemption. Exemplion is predicate on
requirements of SP277 being met.
EURCPEAN AGREEMENT CONCERNING THE INTERNATIONAL CARRIAGE OF DANGEROUS GOODS BY ROAD
(ADR) This product is exempt from shipping as Dangerous Goods of the United Nations Economic Commission for
Europe. Pravisions for asrosols must be met, per ADR Volume 11, Part 3, Chapter 3.3.1 (180}
TEANSFPORT IN BULK ACCORDING TG THE IBC CODE: Mot applicable.
ENVIRONMENTAL HAZARDS: This product doss not meet the criteriz of ervironmentally hazardous according o the
criteria of the UN Modetl Regulations (as reflacted in the IMDE Code, ADR, RID, and ADNY no component [s spacifically
listed in Annex Il under MARFOL 73/78,

15, REGULATORY INFORMATION

ADDITIONAL U.8. REGUEATIONS:

L.S. SARA REPORTING REQUIREMENTS: The components of this product are not subject to the reporting requirements of
Sections 302, 304, and 313 of Title |i} of the Superfund Amendmeants and Reauthorization Act.

U.S, SARA THRESHOLD PLANMNING QUANTITY: Thers are no specific Threshold Planning Quariities for components of
this product. The defaull Federal SDS submission and inventory requisernent filing threshold of 10,000 b (4,540 kg) may
apply, per 40 CFR 370.20.

.S, SARA HAZARD CATEGORIES (SECTION 311/312, 40 CFR 370-21) ACUTE: Yes, CHRONIC: Yes; FIRE: No;

US. CERCLA REPORTABLE GUANTITY (RQ): Mot applicable.

LS. TSCA INVENTORY STATUS: This product is regulated under Food and Drug Administration standards; this product is
not subject to requirements under TSCA

OTHER U5 FEDERAL REGULATIONS: Under the Hazard Communication Standard {HCE), Section {b)(5)(i) drugs are
subject to labeling requirements by the FDA under the Federal Food, Drug and Cosmetic Act and are exempt from labsaling
provigsions of the HCS; this section of the HCS exempts only labeling requirements and not requirements for a Safety Data
Sheet for drugs.

CALIFORMIA SAFE DRINKING WATER AND TOXIC ENFORCEMENT ACT (PROPOSITION 85) Mo component is listed
on the California Proposition 65 Lists.

ADDITIONAL CANADIAN REGULATIONS:

CANADIAN DSL/NDSL STATUS: This product is regulated by the Therapeutic Products Programme (TPPY of Health
Canada; it is exempt from the requirements of CEPA.

OTHER CANADIAN REGULATIONS: Mot applicable.

CANADIAN ENVIRONMENTAL PROTECTION ACT (CEPA) PRIORITY SUBSTANCES LISTS: The 1.1,1,2-
Tetraflucroethane component has CEPA Reporting Requirementis as a Greenhouse gas subject to mandatory reporiing by
June 1, 2008

CANADIAN WHMIS CLASSIFICATION and SYMBOLS: The WHMIS Requirements of the Hazardous Products Act does
not apply in respect of the adverising, sale or importation of any cosmetic, device, drug or food within the meaning of the
Food and Drugs Act.

ADDITIONAL EUROPEAN REGULATIONS:

SAFETY . HEALTH, AND ENVIRONMENTAL REGULATIONS/LEGISLATION SPECIFIC FOR THE PRODUCT: Formulated,
finished medicinal products for human use, are subject to Directive 2001/83/EC and subsequent amendments fo the
directive. |n addition, related to aerosols, this product may have requirerments under Annex to Council Directive 75/324/EEC™,
as amended and applicable at the data of manufacture of this product.

CHEMICAL SAFETY ASSESSMENT: No Data Available. The chemical safety assessment is required for some substances
according to European Union Regulation (EC) 190772008, Article 14.

16. OTHER INFORMATION

ANS| LABELING (Z7129.1, Provided to Summarize Occupational_Hazard Information). WARNINGI MAY BE HARMFUL IF
LARGE QUANTITY IS INHALED. CAN CAUSE SERIOUS ALLERGIC REACTION IN SUSCEPTIBLE INDIVIDUALS.
CONTAINS SUSPECT REPRODUCTIVE TOXIN. IF RELEASED IN LARGE QUANTITY, REDUCES OXYGEN AVAILABLE
FOR BREATHING. CONTENTS UNDER PRESSURE. Do not puncture. Do not use or siore near heat or open flame.
Exposure to temperatures above 49°C (120°F) may cause bursting. Never throw container into fire or incinerator. Do not
get in eyes. Non-therapeutic breathing should be avoided. Use only with adequate ventilation. Wash {horoughly after
handliing. Wear gloves, goggles, faceshields, suilable body protection, and NIOSH-approved respiratory protection, as
appropriate, FIRST-AID: in case of contact, immediately flush skin or eyes with pienty of water for al least 20 reinutes while
removing contaminatad clothing and shoes. If inhaled, remove to fresh air. Get medical attention if necessary. IN CASE OF
FIRE: Move containers from fire area only if this can be done safely. IN CASE OF RELEASE: Allow containers to release in
area. Ventilate area and confirm oxygern level prior fo entry into area. Consult Safety Data Sheet for additional information.
GLOBAL HARMONIZATION AND EU CLP REGULATION (EC) 1272/2008 LABELING AND CLASSIFICATION: According
to Article 1, item 5 (a) of CLP Regulation (EC) 1272/2008, medicinal products in the finished state for human use, as
defined in 2001/83/EC, are excepted from classification and other criteria of 1272/2008,

Proir” HEA Aerosol, Meterad SDS
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16. OTHER INFORMATION {Continued)
B7/548/EEC EU LABELING/CLASSIFICATION: According to Article 1 of Europsan Union Council Directive 92/32/EEC,
medical products in the finished state for human use {as defined by European Union Council Directives 67/548/EEC and
B721/EEC) are not subjsct to the reguistions and administrative provisions of European Union Council Directive

Q2I32EEC.
CLASSIFICATION FOR COMPONENTS:

Full Text Globel Harmonization AND EU CLP Regulation {EC) 1272/2008:

Alutersd Sufate: This i o self claseification.

Classificaiion: Feproductive Category 2. Aculs Oral Toxiclty Category 4, Acuts Inhalation Toxiclty Osiegury & Hespiratory Sersitization Smegory 1,
Specific Target Organ Toxicity {nhalation-Cardiovascular Syglem) Single Exposure Calegory 2

razard Statement Codes: H36142: Suspecied of damaging the unborn child. H302, Hamful if swallowed, H333 May be harmsiul [ inhaled. H334: May
cause allergy or asthma symptoms or breathing difficuities i inhaied. H371: May cause damage to cardiovascular system by ingestion.

Ethanol: This is a published classification.
Classification: Flammabie Liguid Category 2

Hazard Statement Codas: H225: Highly flammable lguid and vapour.

1,1,1,2-Tetrafluoroethane: This is a self classification.
Classification: Gases under PressurefCompressed Gas

Hazard Statement Codes: H280: Cortains gas under pressure; may explode if heated.

Full Text EU 67/548/EEC:
Albuterol Sulfate: This is & self classification.
Class#ications Reprodustive Toxicity Category 2, Harmiul

Risk Phrases: R83: Possible rsk of harm to the unborn child, RZ0/22: Hanmful by inhalation ang if swallowed. R42 May cause sensifisation by
inhalation. RG220 Harmiful: possibde sk of ireversibie effects through inhalation,

Ethanol: This is a published dassification.
Classification. Flammable
Risk Phrases: R11: Highly Flammable

1,1,1,2-Tetrafluoroethane: Simple Asphyxiant Gases are not classified under 67/548/EEC

Classification: Mot applicabile.
Risk Phrases: Not applicable.
REVISION DETAILS: New

REFERENCES AND DATA SOURCES: Contact the supplier for information.
METHODS OF EVALUATING INFORMATION FOR THE PURPOSE OF CLASSIFICATION: Bridging principles were used to classify this product.

PREPARED BY:
DATE OF PRINTING:
REVISION HISTORY:

July 20, 2012
New,

CHEMICAL SAFETY ASSOCIATES, Inc. « PO Box 1961, Hilo, Ml 96721-1861 « (800) 441-3365

Tie veridee (or any other third pariy) assumes (Uil sk and responsibility for any injury o damage that may ocour rom the msmufaciure, use or other exposure G the product. Mo wi
axprassed or inphed regarding the accuraty of the dafa set forth hereln or the results that may be sbiained from the use or refiance thereof. Teva, Inc. assumes no responsibility for
that may arise From the Manufaciive, Lse or oer 8Xposure 1o the product i reasonable sefaty procedures are not achered fo as shpolated in ife dets sheel stfached horetn. Additicrally, Teva,
Inc. assymes nG responsivlity for injury 1oy person proximalely caused by ihe inappropriate or uninkended use of the product sven ¥ such reasonable sefity procedures ars followsd

iy IRty

DEFINITIONS OF TERMS

For infarmation on medical terms used in this 805 consult an anding database such s Mediine Flus: phip: e nlmnib oovimedlinepis/drugisiormation ntal. A large number of abbreviations

and acronymas appear on a SDS. Some of these, which are commonly ysed, include the following:
CAS # This is the Chemical Absiract Service Number thet uniquely identifies each constitent.
EXPOSURE LIMITS IN AIR:

CERLING LEVEL: The concentration that shall nof be exceeded during any part of the working
LAPCELE

ACGIH - American Conference of Govemmental Indusiiial Hygienists, & professionat
assosiation which esiatlishes exposure Timits.

DFG MAK Germ Ceil Mutagen Categories: 1: Gern celt mutagens which have been shown
o increase the mutant frequency in the progeny of exposed humans. 21 Germ cell mutagens
which have bean shown to increase the mutant frequency in the progeny of exposed marmals
3A: Substances which have hean shown to induce genelic damage in garm celis of human of
animals. or which produce mutagenic effects In somatic cells of mammals i vive and have
been shown lo reach the germ cells in an active form. 3B: Substances which are suspected of
being germ cell mutagens because of thelr genctoxic effects in mammalian somatic celt in vivo;
in excepticnal cases, substances for which thers are nc in vivo data, but which are clearly
mutagenic i vito and siructurally related to known in vive mutagens. 4 Not applicable
{Category 4 carcinogenic substances are those with non-genctoxic mechanisms of action, By
defirition, germ cell mutagens are genotoxic. Thersfore, & Category 4 for germ call mutagens
cannot apply. At some time in the futurs, it s conceivable that a Category 4 could be
established for genotoxic substances with primary targets other than DNA [e.q. pursly
aneugenic substances] if research results make this seem sensible.) 5: Germ celt mutagens,
the potency of which is constdered to be so low that, provided the MAK value is chiserved, their
contribution {o genetic risk for humans is expected not to be significant.

GFG MAK Pregnancy Risk Groug Classification: Group A: A risk of dsmage {o the
developing embryo or fetus has been unequivocally demonstrated.  Exposure of pregnant
womnen can fead (o damage of the developing organism, even when MAK and BAT (Bioiogicaf
Tolerance Value for Working Materisls) values are observed. Group By Cursntly available
information ndicates & risk of damage to the developing embryo or fetus must be considered to
ke probable. Damage to the developing orpanism cannot be excluded when pregnant women
are sxposed, sven when MAK and BAT values are obeeivad, Groul T Thers I5 no reason o
fear a risk of damage to the developing embryo o fetus when MAK and BAT values are
obsarved. Group B Classification m ong of the groups A-C is not yet possible because,
although the data avaliable may indicate a trend, they are not sufficient for final evatuation.
IDLHAmmediately Dangerous to Life and Health: This level represents a concentration from
which one can escape within 30-minuies withouwt suffering escape-preventing o permanent
infury.

LOQ: Limit of Quantitation.

MAK: Faderst Republic of Genmany Maximum Concentration Values i the workplace.

RE: Mot Established. Wher no exposure gUidelines are established. an entry of NE is made for
reference.

NIC: Notice of intended Change.

EXPOSURE LIMITS IN AIR {continued):

M:OSH CEILING: The exposure that shall nol be exceeded duing any part of the workday. If
instantanecus monfloring is not feasible, the celling shall be 2ssumed as a 15-minute TWA
sxposuee funtess otherwise spacified) that shall not be exceeded al any fime dudng & warkday.
NIOSH RELs: NIOSH's Recommendad Exposure Limits

PEL-Permissible Bxposure Limitt QSHAs Permissible Exposurs Limits.  This exposure
walue means gxactly the same as a TLY, except that it is enforceable by OSHA.  The OSHA
Fermissible Exposurae Limits are based inthe 198% PELs and the June, 1993 Air Contaminants
Hute (Federal Register: 58 35338-35381 and 58 40197). Boib the current PELs and the
vacated PELs are indicated. The phrase, “Vacated 1889 PEL," is placad next to the PEL that
was vacated by Court Order.

SKIN: Used when a there is a danger of culaneous absorption.

STEL-Shart Term Exposure Limit:  Short Term Exposure Limit, usually & 18-minuie tme-
weighted average (TWA) exposure that should not be excesded at any Sme during a workday,
gven if the B-hr TWA is within the TLV-TWA, PEL-TWA or REL-TWA.

TeV-Threshold Limit Value:  An airhorne concentration of a substance that represents
conditions under which it s generally believed Wat nearly all workers may be repeatedly
exposed without adverse effect, The duration must be considerad, including the 8-howr.
TWA-Time Weighted Average: Time Weighted Averasge exposure concentistion for a
cottvertional 8-hr (TEY, PEL) or up to a 16-hr (REL} workday and 5 40-iw workweek,
HAZARDOUE MATERIALS  IDENTIFICATION SYSTEM  HAZARD
RATINGS: This rating system was deveiopad by the National Paint and Coating
Association and has baen adopted by industry to identfy the degres of chemicat hazards
HEAETH HAZARD: 0 (Minimal Hazard Mo significant health risk, iritation of skin or eyes ot
anticipated,  Skin Ivitation:  Essentially aondritsting. P or Draize = “07. Epe Irfation:
Easentially nonArritating, or minimal effects which clear in < 24 hours fe.g. mechanical irtation],
Praize = 0", Oraf Toxicity £ D Rat < 5000 mafkg. Dermai Toxioity L0 Rat or Rabbit < 2000
motkg. Inhatation Toxicly 4-hre LCy Rat. < 20 mol.1 1 {Slight Hazard: Minor reversible injury
may oocur slightty or mitdly irifatlng. Skin krilation: Stightly or milidiy irtating. Eve et
Slightly or milldly initating. Oral Toxiity LDs Rat > B0C-8000 molkg. Dermal Toxichy LOwRat o
Fabhit: > 10002000 mo/ka. inhalation Toxcly LU, 4hrs Raf > 2.20 mgily, 2 (Moderate
Hazard: Temporary or transitory injury may occur. Sain lritation: Moderately irritating, primary
irrilant; sensitizer. Pil or Draize > 0, « 5 Eye infation: Moderately © severely irritating snd/or
corrosive; reversible comeal opacity; comeal involvement or imitation dlearing iy 8-21 days.
Draize > 0, < 25, Orafl Towiclly LDg Rat = 50-300 maikg. Dermal Toxcity L sRat or Rabbit. >
200-1000 makg. nflalation Toxcity LCy 4-tvs Rat » Q.52 mg/l ) 3 (Serieus Hazard: Major
injury likely unfess prompt action is teken and medica! treatmenl is given; high level of towcity:
sorrasive. Skin ritetion Severely inRating andfor corrosive; may destroy dermal tissue, cause
skin burns, darmal necrosls. Pl or Dralze = 52 with destruction of tisgue,

Proali® HFA Asrosal, Metersd SDS
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DEFINITIONS OF TERMS (Continued)

HAZARDOUS MATERIALS

RATINGS (continued):

HEALTH HAZARD (continued) 3 (continued) Cye infmion  Comosive, ireversible
destruction of coular tissue; cornesl involvemnent or irifation persisting for more than 21 days
Drisbee > 80 with effects iroversitle w21 days. Oraf Tosicky L0y Fat = 180 mohy, Deror
foxiciy LDwRal or Rabbit = 20-200 makg.  infigdstion Toviciy L, drs Rar |
mgi. ) 4 (Severs Mazard: Lite-threatsning, rm]ur or permansnt dwmage nuy result from
of fepeated exposire
irriation alo
slare,  Oral
infiaiation Toxinky

FLAMMABILITY HAZ&RD ] \M;mmal Heisrd-Materials hat wil nt bum in sif when SEROSIE
to & temperature of B16.5°C [1BO0F} for & perivd of 8 minutes ), 1 (SHght Hazard -Matesals that
miust be pre-hested befors igrition can ocour, Materisl require cmséde;able ore-heating, under
& ambient lemperature conditions befors ignition and combustion can ocow, Including:
Materiais that will burn in air when exposed io a tetperabure of §15.5°C (1500°F) for a perdod of
5 minutes or less; Liquids, solids and semisolids having a flash point at or above $3.3°C [200°F)
{2y, OSHA Clags B, or; Most ordinary combustible mateniais le.g. wood, paper. elc], 2
{Moderate Hazard-Materials that must be moderately heated or exposed to relatively high
ambient lemperatures befors ignition can oocur. Materals in this degree would not, under
narmal condiions, form Rezardous atmospheres in air, bul under high ambient temperaturss or
moderale heating may mlease vapor in sufficient quentities o produce hazardous atmospheres
in &ir, Including: Liguids having & flash-point at or above 37 .8°C 1MO0°FE Sofid materials in the
foren of course dusts that mey bumn rapidly bt that generslly do not form explosive
atmospheras; Solid materialy in 2 finrous or shredded form thet may burn rapddly snd create
flash fire hazerds (e.0. coiton, sisal, hermp; Solids and semisclids that readily give off farmmabie
vapors g 3 (Serious Hazard- Lisuids and solids that oan wnited under almost s ambieng
tempersture condittons.  Maierals i s degres produce hazsrdous stimospherss with zi
wder slmast all amblent tempersiures, o, unaffected Dy ambient temperature, s readily
ignitert under afmest afl conditions, c!uding‘ Liguids having & flash point below 22.8°C {Y3°F)
and having a boiling point at or sbove 38°C {100°F] and below 37.8°C [100°F] {2.g. OHHA
Class 1B and 0} Materials that on account of ther physical form or environmentat conditions
eah form explosive mixiures with air and are readify dispersed in air je.g., dusts of combustibie
solids, mists of dioplets of flammable lguids]; Materials that burn exiremaly capidly, usualy by
remson of seff-comained oxygen [eqg. dry nittocsltulose and many organic peroxidesi) 4
(Severe Hazsrd-Materials that will rapidly or complately vaporize at stmospheric prossure ahd
nofma ambent tempersture of et are readily dispersed in air, and which will burn readity,
including: Flaremable gases: Flamimable oryogenic matedials; Any fouid of gasecus materizsl
thai is liguid while under pressure and has & fiash point pelow 22.8°C [73°F} and a hoiling point
betow 37 8°0C [100°F] le.g. (SHA Class iA Material that ignite spontanecusly when exposed to
air ot & lemperature of 54.4°C [130°F] or below (2.9, pyrophoricl).

PHYSICAL HAZARD: 0 (Watar Reactiviiy: Materigls that do not react with water.  Orgarig
Perorzides: Materials that are nommally stable, even under fire conditions and will not react with
watel.  Explosives: Substances that are Non-Explosive. Unsiable Compressed Geses: Mo
Hating.  Pywopho No Raling.  Oxidizers: Mo “0" rating allowed. Unstabls R =3
Substances that will not polymerize, decompose, condense or sslf-react ) 1 {(Water Reactviry,
Materials that change or decompose upon exposure to moisture. Organic Peroxddes: Materisls
that are normally siable, but can become unstabie at high temperatures and peessires, These
materdals may react with water, but wift nol release energy.  Fxplosives: Division 1.5 and 1.6
subsiances thal are very insensitive explosives o that do not have a mass explosion hazsrd.
Compressed Gases: Pressure below OSHA definiion.  Pwophorics: No Fating. QOxidizers:
Packaging Group Hi; Sglids: any material that in efther concentration tested, exhibits a mean
buming time tess than of equal to the mean buming me of a 3.7 potassium bromatelceliviose
mixure and the criteria for Packing Group 1 and i are not met. Lguids: any malerial that
exhibils a mean pressure rise time less then of equal o the pressure rise time of 5 101 nilre
acid {65% ) cellulose midure and the crteria Tor Packing Group | and I} are not mef. Unsiable
Reactives: Substances that may decomipose, condense or seff-react, but only under conditions
of high temperature andfor pressure and have litle or no potertish to cause significant heat
geraration of explosive hazard. Substances that readily underge hazardous polymetization in
the absence of inhibitors.); 2 Water Reactivily, Materials thaf may react violendy with water.
Organic Peroxides:  Materials that, In themseives, are nommally unstable and will readily
undergo violent chemical change, bt will not defonete.  These malerials may also rescl
violently with water. Explosives: Division 1.4 -Ex plosive substances where the explosive
effect are largely confined to the package and ne prejection of fragmenis of appraciable size or
range are expected. An external fire must not cause virtually instantanecus explosion of almost
the enfire conterts of the package. Compressed Gases: Pressudzed and meet OSHA
dafinifion but < S14.7 psi absofute at 21.1°C (P0°F} (500 psig]. Puophories. No Rating.
Cxicizers: Packing Group i) Sglids: any materiat that, either in concentration testad, exhibits a
mesn buming time of less than or equal to the mean burning time of a 23 potassium
bromatelcellulose mixture and the critera for Packing Group | are not met.  Liguids: any
material that exnibits & mean pressurs rise tme lese than or equal to the pressure rise of a 111
aqueous sodium chlorste solution {40%)celiulose mixture and the witeria for Packing Group |
are not met, Unsiable Reactives: Substances that may polymerize, decompose, congense, of
setfreact at ambient empersture and/or pressure, bul have a low potential for significant heat
geherafion or explosion.  Substances that readily form peroxides upon exposure to air or
oxygen af room temperature), 3 (Water Reactivty. Materials that may form expiosive reactions
with water. Organic Peroxides: Materials that are capable of detonation or explesive resction,
but require a strong initiating source, or must be heated under confinement before Initiation; or
matertals that react explosively with water. Explosives: Division 1.2 - Explosive substances
that have & fire hazard and either 2 minor blast hazard or & minor projection hazard o both, but
96 ret have 2 mass sxplosion hazard, Compressad Gases: Pressure > 514 7 psi shsolute ot
10 {(FOF) {800 psig). Pyrophorics. No Rating, Oxidizers: Packing Group 1 Solids: any
material that, in either concentration tested, exhibits a mean buming time less than the mean
buming time of a 3.2 polassium promatelceliviose mixiwe.  Lguids: Any maledad that
spontanecusty ignifes when mized with ceflilcse v 2 11 ratic, or which exhibiis & mean
prassure sise time less than the pressure fise time of a 111 perchionc ackd {50%jcelluose
mixture. Unsfalde Reactives: Subsiances that may polymerizs, decompase, condense or salf-
react at ambient temperature andfor pressure and have 3 moderate potential o cause
significant heat generation or explosion.)

IDENTIFICATION  SYSTEM  HAZARD

HAZARDOUS MATERIALS
RATINGS {continued):
FLAMMABILITY HAZORD (continued): 4 (Watsr Reactivity, Materals that react explosivedy
with water without reguirisg heat or confinement. Orgarie Peroxides: thatenials that are readily
of detonation or explosive decomposiion st normal tamperaiure and prossures
sen Diviston 19 snd 1.2-explosive suibstances that have & mass expiosion harerd or
projection herard A mess explosion is one that aﬁv, almost ihe snifre ioad
Flﬁf‘aﬁﬂu.’ﬁly‘ Compressed G, : : :

Craies;

IDENTIFICATION SYSTEM HAZARD

oy Eepl AL
NATIONAL FiRE PROTECTEON AﬁﬁOCiA?ION HAZARE) RATINGS:

HEALTH HAZSRE owelitd offer no pezarg
beyoﬂd that of rdnnary Co”nbu_sllble malerrals (saces ar"d Jape.ra with an LCy; for acute
innatation iodcity greater than 10.000 ppm. Dusts and raists with an LCe for zcute
whalafon toxicily greater then 200 mo/il. Materdals with ah LDy Tor stute dermal towicity
greater than 2000 ma/kg, Materials with an Ly, for scute oral toxicity greater than 2000
mulg. Materials esgentially non-ritating o the respicatory tract, eyes. end skin. 1
Materlale that, under emergency conditions, can cause significant imitation. Gages and
vapors Wil an LGy for acule inhalation toxicity grestar then 5000 ppr but fess than or
pgual o 10.000 ppm. Dusts and mists with an LGy for acute inhaiation loxicity greater than
16 mgft but less than or equal to 200 my/L. Materals with an LD, for acute dermal foxicity
greater than 1000 ma/ks but less than or equsl fo 2000 mg Materiatz tha! slighily to
moderaiely fritate the respiratory tract, sves i :
taxicily greater than 5060 mag/
snargency cundition

than one-fifth its LCw for acute inhalation toxitity, if its LGy is {ess thar or sgual to 5000
prrr and that does not mest the oriteria for either degree of hazard 2 or degree of hazard 4,
Bhusts and mists with an Lg for soute whalation toxicity greater than 2 mg/l bt less than
of equal to 10 mofl.. Materials with an LD for acute dermal toxichly greater than 200 morke
but jess than or equal o 10006 mgfkg Compressal liquefled gases with bofling poirts
betwaen -30°C (-22°F; and -58°C (-66 5°F) that cause severe tissue damage, depending or
duration of exposure. Materials that are respirstory irritants. Malerials that cause severe,
Gut reversible ritation & the syes or are lachrymstors. Materials that are pnr%ry skin
irditants or sensitizers. Materdals whose LD, for stute oral toxieity s greater than 50 modkg
Lt less than or equal to 500 mofkag. Dusts and mists with an LG for acule inbatation
tocty grester than 10 my/l but less than or equal 1o 200 ma/l. Materizls with an EDy, for
acite dermal {odelly greater than 7000 mgriag but less than or squal o 2000 mglg
materials that siighily to moderately lrritate the respiratory fract, znd skin, Materials
with an LD for acite oral toxicity grester than 500 mafkg but fess than or squat to 2000
malkyy. 3 {rateriats that, under emergency conditions, can causs seious or permanent injury):
Gases and vapors whose 1Oy for acute inhalation woxicily is greater than 1,000 ppm but
tess than or equal 1o 3,000 ppm. Dusts and mists whose LCy for acute inhatation toxiclty is
greater than 0.5 mg/l but fess than or equal 0 2 mgid. Materals whose LDy, for acute
dermal loxicity is greater than 40 my/g but less than or enual 1o 200 mgkg. Materiate
whose Lhy, for acute oral toxicity is grester than 5 mofg but fess than or scusl 1o 50
myfkg.  Any bguid whose saturaled vapor concentration &1 2050 (68F) is eguad (o or
areater than ane-fifth it LG, for acute inhalation toxicity, if its LC., is ess than of eaual te
3000 pom ansd that doss not meet the criteria for degree of hazard 4. Compressed liguefied
gases with boiling points between 30°C (-22°F) and -55°C (-6€ 5°F) that cause frosthite
and irreversible tissue damage. Materigls that are respiratory indiants. Cryogenic gases
that cause frosthite and irreversibie tissue damage. Materials thal are corosive o the
respiratory tract, Maierials that are corrosive fo the eyes or cause ireversible cormeal
opacily.  Matenals that are corrosive fo the skin. 4 {materials thet, under emergency
canditions, can be lethal). Gases and vapors whose Ly, for scute inhalation toxgity tess
than or equat to 1,000 ppm. Dusts and mists whose LCy, for acute inhalation toxdcity is tess
than or equat to 0.5 mg/l. Materisls whose LDy tor acute dermal toxicily is less than or
egual to 40 mgkg, Materials whose { Dy, for acute oral toxicily is fess than or equal to 5§
malkg.  Any liguid whose saturated vapor concentration at 20°C (B8°F) is equal to or
greater than one-fifth tts LCe, for acuts inhalation toxcity, i ite LC., is less then or equal to
1000 ppra.

FEAMMARBILITY HAZARD 0 Materials thal will not burn ender bypical fire conditions,
including infrinsically noncombustibte materizls such as concrete, stone, and sand
Materials that will not burn in air when exposed o a temperature of 818°C (1500°F) for a perod
of & mirutes in according with Anrex &, 1 Maledals thal mus! be preheated befors ignition
can ocour. Materials i this degree require considerable preheating, under afl ambient
temperature conditiens, before ignition and combustion can occur. Materials that will burm in
air when exposad to a temperature of 816°C (1500°F) for a perod of & minutss In accordance
with Annex B Liguids, solids and semisolids having a flash point st or above G3.4°C {200°F)
{i.e. Class B Hquids). tiquids with a fissh point greater than 35°C {98°F) that do nol sustain
corabustion when lested using the Mettod of Testing for Sustained Combusiibiity, per 48 CFR
7%, Appendiy H ot the UN Recommendation on the Transport of Dangerstis Goods, Mode!
Fegulations (current edition) and the related Manual of Tests and Crierls [clarent edition).
Liguids with 2 flash point greater than 35°C (85°F) in 2 water-miscible solution or dispersion
with & water non-combustisle Hquidfsolid content of more than 85 percent by welpht,  Liguids
that have ho fire point when tested by ASTM D 82 Standard Test Method for Flash and Fire
Foints by Clevetand Open Cup, up tt a beiling point of the liquid or up 1o 8 lemperature a1 which
the sampie being lestad shows an obvious physical change. Combustbie peflets with &
reprasentative diameter of greater than 2 own (10 meshy Saolids containing greater than 0.5
percent by weight of 2 flammable or combustible solvent are rated by the dosed up fash poirg
of the solvent, Most ordinary combustible materials, 2 Materals that must be moderatsly
heated of exposed 0 refatively high ambient wemperatures before ignition can ocour,
Materials In this degree would not under normal condifions forr hazardous atmospheres
with air, but under high ambient temperatures or under moderste hesting could release
vapol in sufficient guantities to produce hazardous atmospheres with zir Liouids having a
flash poirt at or above 37.8°C {106°F) and below 93.4°C (200°F) {ie. Ciass It and Class
[iFA Hauids.)

Prosir®™ HFA Aerosel, Metered SDS
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DEFINITIONS OF TERMS {Continued)

NATIONAL

{continued):

ELAMMABRITY HAZARD {conlinyed) 7 (contiwed) Sclid matedals in the fomn of

powdars or cearse dusts of representative diameter between 420 microng (40 mesh) arid 2

mm (10 meshi that bum rapidly but thet generally do not form esplozive mintures in air

Solid materials in flbrous or shredded form that burn rapidly and creats flagh fire hazards.

such 28 solg sal an“f hemp Solids and seml 'éht give off flammable
. Sodid '

FIRE PROTECTION ASSOCIATION HAZARD RATINGS

e

produce ba & ¢
uriaffected by am Mt iempernfure zre readiy wgnited undef aim et ] 5
having = flash point below 23.8°C (72°F) and navliig & boiling polnt gt or abovs 3780

(100°F} rnd those quids having & fiash point 2 or above 22.8°C {73°F) ang below 37.6°C
{73°F) and below 37.8°C (100°F) f.e. Class 1B and IC llquids}. Materials thal, on account of
their physical form or ervironmentad conditions, can form explosive mixtures with air ang
arg readlly dispersed in s, Flammable or combustible dusts with a representative
diztneter less than 420 micrans (40 mesh). Materdals that burn with exreme repidity,
usually by reason of selfcontained oxygen {e.q. dry nittocellilose and many organic
peroxides),  Solidy containing geester than 0.5 percent by weight of a flammable or
combustible stivent are rated by the dosed cup Rash point of the solvent. 4 Materials that
will rapldly or completely vaporize &t atmosphedc pressure and normal ambient
temperature of that are readily dispersed in air and w88 burn readiy; Flammalkde gases,
Flarmmable orycgenic materiale. Ary houid or gaseous materials that i tquid whits under
pressure and has g flash point befow 22870 (F3F) and & boiling point bedow 37.8°0
{100°F} {i.e. Class 1A liquids), Materisls that igrite when exposed to sfr Solids comtalning
areater thay 0.6 percent by weight of & flammable or combustible salvant are raled by the
closed Pug flash pmn. of the aiauﬂ

: Malﬁn‘ Ehat ‘33 s tu!"aled 1”5“:{13”3'3”\} POWEF d&nsng (pmciuci u‘ hea' of
raaction and reaction rate) at Z50°C (4827F) below §.01 Winl. Matenals that do not exhibit an
sxctherm at lemperaires less than of equad fo S00°C (832°F) when fested by differentisl
soanring calormetry. 1 Materisls that in themselves are normafty statle, Gub that can
becoms wnsiable at elavaled temperaiures and pressures: Materials that have an estimated
instantariecus power density (preduct of heat of reaction and reaction rate) at 250°C (4BZ°F) &t
of shave G071 Wimt and befow 10 WinL. 2 Materials that resdily underge viotent chemical
chiarngs at slevaled temperstures and pressurss. Matenals that bhawe an estimased
instanlanecus power density (product of heat of reaction and reaction rate) st 200°C (482°F) &t
of gbove 10 Wil and below 100WAnEL. 3 Materlals that in themaelves are capable of
detfopation of expiosive decompeosition oF explosive reaction, but that reguire a strong
initiating source or that must be heated under confinement before indiation:  Materials that
have an estimated instantaneous power densily {product of hest of reaction and reaction rate)
af 250C (482°Fy at or above 100 Winl and befow 1000 Wimt. Materals that are sensitive to
thermat or mechanical shock at elevated temperatures and pressures. 4 Matedals that in
themselves arg readily capable of detonation or expiosive decomposition or explosive
reaction &t normal temperatures and pressures:  Matedsis that have an sstimated
instantanecus power density (product of heat of reaction and reaction rate} al 250°C (482°F) of
1000 Wik, or greater. Maledale that are sensitive (o localized thermal or mechanioal shock at
narmal temperatures and pressures

FLAMMARBILITY LIMITS IN AIR:

Much of the infermation retated to fire and explosion is derived from the Mational Fire Protection
Association (NFPA) flash Point - Minimum temperature st which a liquid gives off sufficient
vapars to form an ignifable midure with alr Autoignition Tempsrature:  The minirum
{empersture required (o infttale combustion in air with no other source of ignitton. LEL - the
lowest percent of vaper in 2r, by volume, that will explode or ignits in the presence of an
ignition source. YEL - the highast pernent of vapor in air, by volume, thet will explode orignite in
the presence of an ignition source.

TOXICOLOGICAL INFORMATION:

Human and Anbmal Toxicology: Possible healih hiszards 58 detived from human data, annal
studigs, o from the rasults of studies with sisnlar compounds are presented. Definitions of
summe ferms used In tis section are: LDy, - Lethal Dose (sollds and fig wihich kifls 50% of
the exposed animals; Ly - Lethal Corcentration (gases) which kills of the exposed
srimals] porm corceairation expressed in perts of matensl per miion pans of air or water;
mg.’m3 concertraﬁr‘ﬂ aypre: ed ir weigh f sut‘stal we pat valume of ain mgﬁ(g suantity of

thic

o, L{n!ﬁ ancs E.mx i
Cancer infermation: The
ces are JARC - the Intemisiional Agency for Ressarch on Cang s Mationst
deology Program, RTECE - the Registry of Toxic THeots of Ches , £15HA
and CALIGSHA IARC and NYI rate chemicals on & scale of decreasing potential tc chlse
fman cancer vath rankings from 1 o 4 Subisnkings {24 QB ele.} pre aso used. Other
Irformation: BE! - ACGIM Biclogical Exposure Indices, represent fhe lavels of d@!ﬁfmiﬁants
which are most likely fo be observed in specimens collected from a healthy worker who has
been exposed 1o chernicals o the same extent 83 2 worker with Inhaiation exposure to the TLY
REPRODUCT!VE TOXICITY IN?ORMA’E’!ON:
the chargea w:iE pfnpagale l!"sruugh generafzonai fines. An emprvciodn s a chemical which
causes damage 10 & devaioping embrys (Le, within the firgt sight weaks of pregrancy in
huraans), but the damage does not propagate soross gener':rt!m‘s.ni fines. A {eratogen 5 &
rherical which causes damage o 8 devaloping fetus, but the demage does nol prop:
across gensrational ines. A reproduciive todrn is sny substance which inferferes in any
with the reproductive process

ECOLOGICJ&L ENFORMAT!{}N

BGF -
e vl c,mcemratt ini fifest v G0 AR
= median threshoid Gmit Coefficent of Ctl’Wa‘\t Gistrinution §
rr«prcsﬂnted trr #og Kow o d0g Ko, and (s Geed i a5eeas @ subsigness behavios in

REGULATORY INFORMATIOR:

1.5, and CANADA:

AGGIH:  Amerdcan Conderence  of Governmental
association which sstablishes exposure lirmitz.

This section explaing the impact of various laws and regulations on the material. EFA is the
U8, Ervironmental Protection Agency. NIGSH & the Nationg! Insstuts of Oeoupationsl Safety
and Heaith, which I the research arms of the U8 Ocoupstional Safety and Health
Adrairdstration (O%HAL WHMIS s the Canadian Workplace Hersrdous Matedals Information
System. DOT and TC are the U.S. Department of Transportation and the Transport Canada,
respectively.  Superdund Amendmenis and Reaolhorization Act {SARAY the Canadian
Domestic/Non-Domestic Substances List {DSLINDSL), the U8, Toxic Substance Control Act
(TSCAY, Marine Polluiant status according to the DOT; the Comprehensive ronnentzt
Response, Compensation, and Listilty Act (CERCLA or Supsrfund): ans ous stale
requlations. This section aiso includes information on the precautionary warnings which appear
ari the moaterial's package label, QSHA - U 8. Croupatlonial Safety and Health Administration
EURGPEAN and INTERNATIONAL:

The DFG: This & the Foderat Republic of Germany's Ocoupation Hesith Agency. sirpilat fo
the U.§. OSHA. EUis the European Comrnunity {formerly known as the EEC, European
Esonomic Community). EINECS: This is the European inventory of Now-Existing Chemical
Substances, The ARD is the European Agresment Concerning the International Carriage of
Bangerous Goods by Road and the RIY are the Internsiional Remdetions Concering the
Carriage of Dangerous Goods by Rail

Industrial Hygiemnsts, 2 professional

~Verified on 2012-11 by Henry Schein to be the most current version of the MSDS. Te be verified again on 2015-11. ~

Prosir” HEA serosol, Metered SDS
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