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11. IDENTIFICATION OF THE SUBSTANCE/PREPARATION AND THE COMPANY/UNDERTAKING

Pfizer Inc
Pfizer Pharmaceuticals Group
235 East 42nd Street
New York, New York 10017
1-212-573-2222

Pfizer Ltd
Ramsgate Road
Sandwich, Kent
CT139NJ
United Kingdom
+0044 (0)1304616161
Emergency telephone number:
ChemSafe (24hours): +44 (O}208762 8322

Emergency telephone number:
CHEMTREC(24 hours): 1-800-424-9300
Contact E-Mail: pfizer-MSDS@pfizer.com

Material Name: Methylprednisolone Sodium Succinate for Injection, USP

Trade Name:
Chemical Family:
Intended Use:

Solu-Medro1
Mixture
Pharmaceuticalproductusedas anti-inflammatory

12. HAZARDS IDENTIFICATION

Appearance:
Signal Word:

Statement of Hazard:

Additional Hazard Information:
Short Term:
Long Term:

Known Clinical Effects:

EU Indication of danger:

EU Hazard Symbols:
T

EU Risk Phrases:

Australian Hazard Classification
(NOHSC):

White powder
DANGER

Maydamagethe unbornchild.
Maycausedamageto: bloodand bloodformingorgansthrough prolongedor repeated
exposure.

May causeeye irritation(basedon components). May be harmful if absorbedthroughthe skin.
Repeat-dosestudies in animalshaveshowna potentialto causeadverseeffectson bloodand
blood formingorgans.
Adverseclinical reactionsincludethe developmentof hypersensitivityand/or irritationleading
to rashes, Itching,and burning. Clinicalusehas resulted in hormonalalterations.Drugsof this
class maycauseCushing'ssyndrome,manifestedby moonface, obesity,headache,acne,
thirst, increasedurination,impotence,menstrualirregularities,facial hair growth,andmental
changes.
Toxic to reproduction:Category1
Harmful

R61 - May causeharmto the unbornchild.
R48/22 - Harmful:dangerof seriousdamageto healthby prolongedexposureIf swallowed.
HazardousSubstance.Non-DangerousGoods.
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12. HAZARDS IDENTIFICATION
Note: This documenthas beenpreparedInaccordancewith standardsfor workplacesafety,which

require the inclusionof all knownhazardsof the active substanceor its intermediates
regardlessof the potentialrisk.The precautionarystatementsandwarningsincludedmaynot
apply in all cases.Your needsmayvary dependinguponthe potentialfor exposurein your
workplace.

13. COMPOSITION/INFORMATION ON INGREDIENTS

Hazardous
Ingredient CAS Number EUEINECS/ELINCSList Classification %

BenzylAlcohol 100-51-6 202-859-9 Xn;R20/22 *

MethylprednisoloneSodiumSuccinate 2375-03-3 219-156-8 Repr.Cat.1;R61 67-87
Xn'R48122

Inaredient CAS Number EU EINECS/ELINCSList Classification %
actose 63-42-3 200-559-2 Not Listed ..

Sodiumphosphate,monobasic 7558-80-7 231-449-2 Not Listed ..
Sodiumohosohate,dibasic 7558-79-4 231-448-7 Not Listed ..

* Proprietary
Ingredient(s)Indicatedas hazardoushavebeen assessedunderstandardsforworkplace
safety.

For the full text of the R phrases mentioned In this Section, see Section 16

Additional Information:

@. FIRST AID MEASURES

Eye Contact: Flushwithwaterwhileholdingeyelidsopen for at least 15minutes. Seekmedicalattention
immediately.

Removecontaminatedclothing. Flushareawith large amountsof water. Usesoap. Seek
medical attention.

Skin Contact:

Ingestion: Nevergive anythingbymouthto an unconsciousperson. Wash out mouthwithwater. 00 not
Inducevomitingunlessdirectedbymedicalpersonnel. SeekmedicalattentionImmediately.

Removeto fresh air and keeppatientat rest. Seekmedicalattention immediately.Inhalation:

Symptoms and Effects of Exposure: For Informationon potentialsignsand symptomsof exposure,See Section2· Hazards
Identificationand/orSection11- ToxicologicalInformation.

@. FIRE FIGHTING MEASURES

Extinguishing Media: Use carbondioxide,dry chemical,or water spray.

Hazardous Combustion Products: Formationof toxic gasesIs possibleduringheatingor fire.

Fire Fighting Procedures: During all fire fightingactivities.wear appropriateprotectiveequipment,Includingself
containedbreathingapparatus.

Fire I ExplOSionHazards: Fine particles (suchas dust andmists)may fuel fires/explosions.
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Is. ACCIDENTAL RELEASE MEASURES

Health and Safety Precautions: PersonnelInvolvedin clean-upshouldwear appropriatepersonalprotectiveequipment(see
Section8). Minimizeexposure.

Containthe sourceof spill if it is safe to do so. Collectspilled materialby a methodthat
controlsdustgeneration. A dampcloth or a filteredvacuum shouldbe used to cleanspillsof
dry solids. Cleanspillarea thoroughly.

Placewaste in an appropriatelylabeled,sealedcontainerfor disposal. Care shouldbe takento
avoid environmentalrelease.

Measures for Cleaning I Collecting:

Measures for Environmental
Protections:

Additional Consideration for Large
Spills:

Non-essentialpersonnelshouldbe evacuatedfrom affectedarea. Reportemergency
situationsimmediately. Cleanup operationsshouldonly be undertakenby trainedpersonnel.

17. HANDLING AND STORAGE

General Handling: MInimizedustgenerationand accumulation. Avoid contactwith eyes,skin and clothing. Avoid
breathingdust. When handling,use appropriatepersonalprotectiveequipment(seeSection
8).Wash thoroughlyafter handling.Releasesto the environmentshouldbe avoided. Review
and Implementappropriatetechnicaland proceduralwastewater andwastedisposalmeasures
to preventoccupationalexposureor environmentalreleases. Potentia!poIntsof process
emissionsof this materialto the atmosphereshouldbe controlledwith dust collectors,HEPA
filtrationsystemsor other equivalentcontrols.
Storeas directedby productpackaging.Storage Conditions:

Is. EXPOSURE CONTROLS I PERSONAL._P_.:.R.:..=O:....=T-=E:..::C..!,_T::::IO:..:..;N=-- __j

Refer to available public information for specific member state Occupational Exposure Limits.

Benzyl Alcohol
Bulgaria OEL • TWA
Czech Republic OEL •TWA
Latvia OEL • TWA
Lithuania OEL •TWA
Poland OEL • TWA

Listed
Listed
Listed
Listed
Listed

Methylprednisolone Sodium Succinate
Pfizer OEL TWA-8 Hr:

Engineering Controls: Engineeringcontrolsshouldbe usedas the primarymeansto controlexposures. General
roomventilationis adequateunlessthe processgeneratesdust, mist or fumes. Keepairborne
contaminationlevelsbelowthe exposurelimits listedabove in this section.

Environmental Exposure Controls: Referto specificMemberState legislationfor requirementsunderCommunityenvironmental
legislation.

Personal Protective Equipment: Referto applicablenationalstandardsand regulationsin the selectionand useof personal
protectiveequipment(PPE).

Hands: Imperviousglovesare recommendedif skin contactwith drug product is possibleand for bulk
processingoperations.

Eyes: Wear safetyglassesor goggles If eye contact is possible.
Skin: Imperviousprotectiveclothing is recommendedif skin contactwith drug productis possibleand

for bulk processingoperations.
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la. EXPOSURE CONTROLS' PERSONAL PROTECTION
Respiratory protection: If the applicableOccupationalExposureLimit (OEl) is exceeded,wear an appropriate

respiratorwith a protectionfactor sufficientto control exposuresto belowtheOEL.

19. PHYSICAL AND CHEMICAL PROPERTIES

Physical State:
Molecular Formula:

Powder
Mixture

Color:
Molecular Weight:

White
Mixture

Solvent Solubility:
Solubility:

Soluble:Alcohols
Soluble:Water

110. STABILITY AND REACTIVITY

Stability:
Conditions to Avoid:
Incompatible Materials:

Stable under normalconditionsof use.
Fine particles(suchas dust andmIsts)may fuel fires/explosions.
As a precautionarymeasure,keepawayfromstrong oxidizers

111. TOXICOLOGICAL INFORMATION

General Information: The informationincludedin this sectiondescribesthe potential hazardsof variousformsof the
active ingredients. The remainingInformationdescribesthe potentialhazardsof the individual
ingredients.

Acute Toxicity: (Species, Route, End Point, Dose)

Sodium phosphate, dlbaslc
Rat Oral LD 50 17 g/kg

Sodium phosphate, monobasic
Rat Oral LD 50 8290 mg/kg

Lactose
Rat Oral LD50 > 10 g/kg

Benzyl Alcohol
Rat Oral lD50 1230 mg/kg
Rat Intravenous l050 53 mg/kg
Rat Inhalation Le50 46 mg/m3

Methylprednisolone Sodium Succinate
Rat Oral LD 50 > 5000 mg/kg
Rat Intravenous LD 50 718 mgfkg
Mouse Intravenous LD 50 953 mg/kg
Rat Intraperitoneal lD 50 512 mg/kg
Mouse Intraperitoneal LD50 902 mg/kg

Methylprednisolone
Rat Oral LD50 > 2000 mg/kg
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MATERIAL SAFETY DATA SHEET

Material Name: Methylprednisolone Sodium Succinate for
Injection, USP
Revision date: 09·Nov·2009

Page 5 ofS

Version: 3.0

111. TOXICOLOGICAL INFORMATION
Mouse Oral LD 50 450 mg/kg
Rat Intraperitoneal LD 50 1000 mg/kg
Mouse Intraperitoneal LD50 1409 mg/kg
Rat Subcutaneous LD 50 >3000 mg/kg
Acute Toxicity Comments: A greater than symbol (» indicatesthat the toxicity endpointbeingtestedwas not achievable

at the highestdose used in the test.

Irritation I Sensitization: (Study Type, SpeCies,Severity)

Sodium phosphate, dibaslc
Eye Irrilalion Rabbit Mild
Skin Irritation Rabbil Mild

Benzyl Alcohol
Eye Irritation Rabbil Severe
Skin Irrilation Rabbit Moderate
Skin Irritation GuineaPig Moderate

Methylprednisolone
Skin Irritation Rabbit Noeffect
Eye irritation Rabbit No effect
Skin Sensitization· GPMT GuineaPig No effect

Repeated Dose Toxicity: (Duration, Species, Route, Dose, End Point, Target Organ}

Methylprednisolone
42 Day(s) Dog Oral 167 IJg/kg/day LOAEL
6 Weekes) Rat Subcutaneous 500 J.Ig/kglday
14Weekes) Rat Subcutaneous 0.4 J.Ig/kgfday
52Weekes) Rat Subcutaneous 4 1-19ikgfday

Adrenalgiand
LOAEL Noneidentified
NOAEL BloodformingorgansAdrenal gland

NOAEL Bloodformingorgans Adrenal gland

Reproduction & Developmental Toxicity: (Study Type, SpeCies,Route, Dose, End Point, Effect(s))

Methylprednisolone Sodium Succinate
Reproductive& Fertility Rat Subcutaneous 40 mg/kg/day LOAEL Fetotoxicity
Embryo/ FetaiDevelopment Rat Subcutaneous 40 mg/kg/day LOAEL Teratogenic

Methylprednisolone
Reproductive& Fertility Rat
Reproductive& Fertility Rat
EmbryoI FetalDevelopment
EmbryoI FetalDevelopment
EmbryoI FetalDevelopment

Subcutaneous 0.004 mg/kgfday NOAEL Paternal toxicity
Subcutaneous 0.02 mgfkg/day LOAEL Fetotoxicity

Rat Subcutaneous 1.0 mg/kg/day LOAEL Fetotoxicity.Teratogenic
Mouse Intramuscular 330 mgikglday LOAEL Teratogenic
Rabbit Intramuscular 0.1 mg/kg/day LOAEL Teratogenic

Genetic Toxicity: (Study Type, Cell Type/Organism, Result)

Methylprednisolone Sodium Succinate
Direct DNA interaction Not applicable
In Vitro Cytogenetics Not applicable

Negative
Negative

Methylprednisolone
BacterialMutagenicity(Ames) Salmonefla Negative
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111, TOXICOLOGICAL INFORMATION
UnscheduledDNASynthesis Rat Hepatocyte Negative
MammalianCell Mutagenicity ChineseHamsterOvary (CHO)cells Negative
Direct DNA Interaction Negative

Carcinogen Status: None of the componentsof this formulationare listed as a carcinogenby IARC,NTPor OSHA.

112. ECOLOGICAL INFORMATION
Environmental Overview: Environmentalpropertieshavenot been investigated.Releasesto the environmentshouldbe

avoided.

113. DISPOSAL CONSIDERATIONS

Disposal Procedures: Disposeof waste in accordancewith all applicablelaws and regulations. MemberStale
specific andCommunityspecificprovisionsmust be considered. Consideringthe relevant
knownenvironmentaland humanhealth hazardsof the material, reviewand implement
appropriatetechnicaland proceduralwastewater andwaste disposalmeasuresto prevent
occupationalexposureand environmentalrelease. It is recommendedthatwasteminimization
be practiced. The bestavailabletechnologyshould be utilizedto preventenvironmental
releases.This may includedestructivetechniquesfor waste andwastewater.

114. TRANSPORT INFORMATION

Not regulatedfor transportunderUSDOT,EUADR, lATA, or IMDGregulations.

115. REGULATORY INFORMATION

EUSymbol:
EU Indication of danger:

T
Toxic to reproduction:Category1
Harmful

EU Risk Phrases:
R61 • May causeharm to the unbornchild.
R48/22 • Harmful:dangerof seriousdamageto health by prolongedexposureif swallowed.

EUSafety Phrases:
S22 - Do not breathedust.
836/37 •Wear suitable protectiveclothingand gloves.
S53 • Avoid exposure- obtainspecial instructionsbefore use.

OSHA label:
DANGER
May damagethe unbornchild.
May causedamageto: bloodand blood formingorgansthroughprolongedor repeatedexposure.
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115. REGULATORY INFORMATION

Canada - WHMIS: Classifications
WHMIS hazard class:<I>'~Slon 2,SubdivisionA

Benzyl Alcohol
Inventory - United States TSCA - Sect. 8(b)
Australia (AICS):
EU EINECSJELINCS List

Listed
Listed
202-859·9

Lactose
Inventory - United States TSCA • Sect. 8(b}
Australia (AICS):
EU EINECS/ELINCS list

Listed
Listed
200-559-2

Sodium phosphate, monobasic
lnventory- United States TSCA • Sect. 8(b)
Australia (AICS):
EU EINECS/ELINCS List

Listed
Listed
231·449-2

Sodium phosphate, dibaslc
CERCLAISARA Hazardous Substances
and their Reportable Quantities:
Inventory-United States TSCA· Sect. 8(b)
Australia (AICS):
EU EINECS/ELINCS List

2270 kg final RQ
5000 Ib final RQ
Listed
Listed
231-448·7

Methylprednisolone Sodium Succinate
Australia (AICS):
EU EINECS/ELINCS List

Listed
219·156·8

116. OTHER INFORMATION

Text of R phrases mentioned in Section 3

R61 - May cause harm to the unborn child.
R20/22 - Harmful by inhalation and if swallowed.
R48/22 • Harmful: danger of serious damage to health by prolonged exposure if swallowed.

Data Sources: Publicly available toxicity information. Pfizer proprietary drug development Information. Safety
data sheets for Individual Ingredients.

Updated Section 1 • Identification of the Substance/Preparation and the Company/Undertaking.
Updated Section 2 • Hazard Identification. Updated Section 3· Composition I Information on
Ingredients. Updated Section 4 • First Aid Measures. Updated Section 5 • FIre Fighting
Measures. Updated Section 7 • Handling and Storage. Updated Section 8 • Exposure Controls
I Personal Protection. Updated Section 13· Disposal Considerations.

Reasons for Revision:
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Prepared by: Toxicology and Hazard Communication
Pfizer Global EnvIronment, Health, and Safety Operations

Pfizer Inc believes that the information contained in this Materia! Safety Data Sheet is accurate, and while it Is provided in good faith, it
is without warranty of any kind, expressed or Implied. If data for a hazard are not Included in this document there is no known
information at this time.

End of Safety Data Sheet
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