SAFETY DATA SHEET

SECTION 1- IDENTIFICATION OF THE SUBSTANCE/MIXTURE AND OF THE COMPANY/

UNDERTAKING

Contact information

General

Emer gency telephone
number

)PRAR

PHARMACEUTICAL

Par Sterile Products

870 Parkdale Road, Rochester, M.l. 48307
T: +1 (800) 828-9393

F: +1 (201) 829-9222

E-mail: drugsafety@parpharm.com

Chemtred24-hour availability):
+1 (800) 424-9300 (USA and Canada)
+1 (703) 527-3887 (International; collect calls gued)

Product identifier
Synonyms
Trade names
Chemical family

Relevant identified uses
of the substance or
mixture and uses
advised against

Note

Issue Date

Estradiol Valerate Injection, USP

Delestrogen

Delesrogefi

Mixture - contains estradiol valerate (hormone)

Bulk formulated pharmaceutical mixture/Formulaté@mnaceutical product
packaged in final form for patient use; indicatedthe treatment of moderate to
severe vasomotor symptoms and/or symptoms of vakdrvaginal atrophy
associated with menopause, hypoestrogenism, aratheeld androgen-dependent
carcinoma of the prostate.

The physical, chemical, toxicological and ecolobpraperties of this product/
mixture has not been fully characterized. This SBiEbe revisited as more data
become available.

16 October 2014

SECTION 2- HAZARDSIDENTIFICATION

Classification of the
substance or mixture

Drugsin thefinished state and intended for thefinal user are not subject to
labeling in the US, EU or Canada. Please consult the prescribing/packaging
information.The classification and labeling listed below isfor bulk Estradiol
Valerate I njection, USP.
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SECTION 2- HAZARDSIDENTIFICATION ...continued

Regulation (EC) 1272/
2008 [GHS]

Directive 67/548/EEC
or 1999/45/EC

Label e ements

CLP/GHS hazard
pictogram

CLP/GHS signal
word

CLP/GHS hazard
statements

CLP/IGHS
precautionary
statements

EU symbol/indication
of danger

Risk (R) Phrase(s)

Safety Advice

Reproductive Toxicity - Category 1A. CarcinogeniCategory 1A. Aquatic
toxicity (acute) - Category 1.

T: R45 (Carc. Cat. 1); R60 (Repr. Cat 1); R63 (R€at. 3); N: R50

S

Danger

H350 - May cause cancer. H360Fd - May damageifgrtiBuspected of
damaging the unborn child. H400 - Very toxic to atiglife.

P201 - Obtain special instructions before use. R2D@ not handle until all safety
precautions have been read and understood. P2v@8id felease to the
environment. P281 - Use personal protective equipmae required. P308 + P313 -
If exposed or concerned: get medical advice/attenP391 - Collect spillage.
P405 - Store locked up. P501 - Dispose of contemnsainer to location in
accordance with local/regional/national/internagibregulations.

N - Dangerous for the environment

R45 - May cause cancer. R50 - Very toxic to aquatimnisms. R60 - May impair
fertility. R63 - Possible risk of harm to the unbahild.

S36/37 - Wear suitable protective clothing and gfo\853 - Avoid exposure -
Obtain special instructions before use. S60 - Wagerial and its container must
be disposed of as hazardous waste. S61 - Avoidsel® the environment. Refer
to special instructions/safety data sheets.
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SECTION 2- HAZARDSIDENTIFICATION ...continued

Other hazards Estradiol valerate is an ester of a natural estrofj@-estradiol. Estrogens are
steroid hormones that are largely responsiblefferdevelopment and maintenance
of the female reproductive system and secondanyasekaracteristics. Adverse
effects associated with estrogen therapy inclu@aghs in genitourinary system
(e.g., changes in vaginal bleeding patterns, sgpttiaginitis); tenderness/pain/
enlargement of breasts, galactorrhea, cardiovasdigturbances (e.g., deep vain
thrombosis, pulmonary embolism, stroke, myocairidi@rction), gastrointestinal
disturbances (e.g., nausea, vomiting, abdominal)peash, unexpected hair loss or
growth, headache, dizziness, mood disturbancesgmtganchanges in libido, and
metabolic changes (e.g., weight gain or loss, hiygegia, reduced carbohydrate
tolerance). Estrogens are know to be human caremognd are associated with
the development of a number of cancers includireg$ty ovarian, and endometrial

cancers.
US Signal word Danger
USHazard overview Contains estradiol valerate, a steroid hormonebemayl benzoate. Cancer hazard

- Can cause cancer. Reproductive hazard- Can dansage fertility. Possible
developmental hazard - may cause damage the unbibdn Very toxic to aquatic
life.

Note This mixture is classified as dangerous/hazardoasrding to directive 1999/45/
EC, Regulation (EC) No 1272/2008 (EU CLP) and ajafilie US regulations. The
EU symbol/indicator of danger, R Phrases and S#fdtyce are based on
Directive 67/548/EEC or 1999/45/EC. The GHS classiions are based on
Regulation (EC) 1272/2008. See Section 16 fortéxt of EU and GHS
classifications.

SECTION 3- COMPOSITION/INFORMATION ON INGREDIENTS

Ingredient CAS # EINECS/ Amount EU Classification GHS
ELINCS# Classification
Benzyl benzoate 120-51-4 204-402-9 40-50%  Harfmul - Xn: ATO4: H302;
R22; Dang for AA1: H400
Env - N: R50
Estradiol valerate 979-32-8 213-559-2 1-4% Toxic - IBR  Carc. 1A: H350;

R60/63; Dang RT1A: H360Fd;
for Env - N: R51/ CA2: H411

53
Benzyl alcohol 100-51-6 202-859-9 1-3% Harmful - Xn: ATO4: H302;
R20/22 ATI4: H332
Note The ingredient(s) listed above are considered dangthazardous. The remaining

components are hon-dangerous/not hazardous arrésam at amounts below
reportable limits. See Section 16 for full texttdd and GHS classifications. The
EU classification is based on Directive 67/548/E&t(d the GHS classification is
based on Regulation (EC) 1272/2008.
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SECTION 4 - FIRST AID MEASURES

Description of first aid

measur es

Immediate M edical Yes

Attention Needed

Eye Contact If easy to do, remove contact lenses, if worn. &diately flush eyes with copious
quantities of water for at least 15 minutes. ifation occurs or persists, notify
medical personnel and supervisor.

Skin Contact Wash exposed area with soap and water and removancimated clothing/shoes.
If irritation occurs or persists, notify medicalrpennel and supervisor.

Inhalation Immediately move exposed subject to fresh airotfbreathing, give artificial
respiration. If breathing is labored, administeygen. Immediately notify medical
personnel and supervisor.

Ingestion Do not induce vomiting unless directed by medi@bkpnnel. Do not give

anything to drink unless directed by medical pensbn Never give anything by
mouth to an unconscious person. Notify medicalgrersl and supervisor.

Protection of first aid See Section 8 for Exposure Controls/Personal Rrotececommendations.
responders

Most important See Sections 2 and 11.
symptoms and effects,
both acute and delayed

Indication of immediate Contains estradiol valerate, steroid hormone. Madionditions aggravated by

medical attention and exposure: endometrial, breast, and ovarian caasexgell as fertility, and
special treatment menstrual and cardiovascular disorders. Treat symggically and supportively.
needed, if necessary If accidental exposure occurs to an individual wéalso taking one or more

concomitant medications, consult the respectivéaige or prescribing
information for potential drug interactions.

SECTION 5 - FIREFIGHTING MEASURES

Extinguishing media Use water spray (fog), foam, dry powder, or carbimxide, as appropriate for
surrounding fire and materials.
Specific hazardsarising No information identified. May emit fumes of carbomonoxide and carbon
from the substance or dioxide.
mixture
Flammability/ No specific information identified for the produvikture. Contains residual
Explosivity amounts of flammable materials. Keep away from,rezrks and flame.
Advicefor firefighters Wear full protective clothing and a self-contairedathing apparatus with a full

facepiece operated in the pressure demand or jptiséive pressure mode.
Decontaminate all equipment after use.
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SECTION 6 - ACCIDENTAL RELEASE MEASURES

Personal precautions, If product is released or spilled, take proper autions to minimize exposure by
protective equipment using appropriate personal protective equipmert §&tion 8). Area should be
and emer gency adequately ventilated. Do not breathe mist/spray.

procedures

Environmental Do not empty into drains. Avoid release to the ssunent.

precautions

Methods and material If vials are crushed or broken, DO NOT CAUSE MATERITO BECOME

for containment and AIRBORNE. For small spills, soak up material wéthsorbent, e.g., paper towels.
cleaning up For large spills, cordon off spill area and minienthe spreading of spilled

material. Soak up material with absorbent. Colpiied material, absorbent, and
rinse water into suitable containers for propepadsal in accordance with
applicable waste disposal regulations (see Set8yn Decontaminate the area
twice with an appropriate solvent (see Section 9).

Referenceto other See Sections 8 and 13 for more information.
sections

SECTION 7 - HANDLING AND STORAGE

Precautionsfor safe If vials are opened, crushed or broken, follow repgendations for handling

handling potent pharmaceutical agents (i.e., use of engimgeontrols and/or other
personal protective equipment if needed).

Conditionsfor safe Store at controlled room temperature 20 to 25°rGtdet from light. Retain carton

storage including any until time of use.

incompatibilities

Specific end use(s) No information identified.

SECTION 8 - EXPOSURE CONTROL SSPERSONAL PROTECTION

Note Dispose of broken vials in a sharps container.

Control Parameters/
Occupational Exposure

Limit Values

Compound Issuer Type EL
Benzyl benzoate - - -

Estradiol valerate - - -
Benzyl alcohol AIHA TWA-8 HR 10 ppm

Bulgaria, TWA-8 HR 5 mg/m3
Latvia

Czech TWA-8 HR 40 mg/m3
Republic

Czech Ceiling 80 mg/m3
Republic

Lithuania TWA-8 HR 5 mg/m3 (skin)
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SECTION 8 - EXPOSURE CONTROL S/PERSONAL PROTECTION ...continued

Control Parameters/
Occupational Exposure
Limit Values ...continued

Compound Issuer Type OEL
Poland TWA-8 HR 240 mg/m?3
Exposure/Engineering If handling bulk product or if vials are openedkinad/broken: Control exposures
controls to below the OEL of the active pharmaceutical idggat. Otherwise, selection

and use of containment devices and personal pragesqiuipment should be based
on a risk assessment of exposure potential. Opedlihg should not be performed
when handling potent substances, or substanceskabwn toxicity. Material
should be handled inside a closed process, verdiltclosure, isolator or device
of equivalent or better control that is suitabledasts and/or aerosols.

Respiratory If handling bulk product or if vials are openedkinad/broken: Choice of

protection respiratory protection should be appropriate tatéis& and the level of existing
engineering controls. For routine handling tagksapproved and properly worn
powered air-purifying respirator equipped with agpiate HEPA filters or
combination filters should provide ancillary prdien based on the known or
foreseeable limitations of existing engineeringtoals. Use a positive-pressure air-
supplied respirator if there is any potential forumcontrolled release, when
exposure levels are not known, or in any othetuairstances where air purifying
respirators may not provide adequate protection.

Hand protection Wear nitrile or other impervious gloves if skin tact is possible. Double gloves
should be considered.

Skin protection Wear appropriate gloves, lab coat, or other prastecvergarment if skin contact
is likely. Base the choice of skin protection oa jbb activity, potential for skin
contact and solvents and reagents in use.

Eye/face protection Wear safety glasses with side shields, chemicakbpyoggles, or full face shield,
if necessary. Base the choice of protection ondahectivity and potential for
contact with eyes or face. An emergency eye wagltos should be available.

Environmental Avoid release to the environment and operate wittosed systems wherever

Exposure Controls practicable. Air and liquid emissions should lrected to appropriate pollution
control devices. In case of spill, do not releasdrains. Implement appropriate
and effective emergency response procedures temireslease or spread of
contamination and to prevent inadvertent contagidrgonnel.

Other protective Wash hands in the event of contact with this mixteispecially before eating,
measur es drinking or smoking. Protective equipment is nob&worn outside the work area
(e.g., in common areas or out-of-doors).

SECTION 9-PHYSICAL AND CHEMICAL PROPERTIES

Information on basic
physical and chemical
properties

Par #17 - Estradiol Valerate Injection, USP
Revision date: 16 October 2014, Version: 1.0.0 Page 6 of 13



SECTION 9- PHYSICAL AND CHEMICAL PROPERTIES ...continued

Appearance
Color

Odor

Odor threshold
pH

Melting point/
freezing point

Initial boiling point
and bailing range

Flash point
Evaporation rate

Flammability (solid,
gas)

Upper/lower
flammability or
explosive limits

Vapor pressure
Vapor density
Relative density
Water solubility
Solvent solubility

Partition coefficient
(n-octanol/water)

Auto-ignition
temperature

Decomposition
temperature

Viscosity

Explosive properties

Oxidizing properties
Other information

Molecular weight

Molecular formula

Liquid solution in pre-filled vial.

Clear

Slighlty fatty at room temperature.

No information identified.
4.8-5.2

No information identified.

No information identified.

No information identified.
No information identified.

Not applicable.

No information identified.

No information identified
No information identified.
No information identified.
Insoluble in water

No information identified.

No information identified.

No information identified.

No information identified.

No information identified.
No information identified.

No information identified.

Not applicable (Mixture)
Not applicable (Mixture)
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SECTION 10- STABILITY AND REACTIVITY

Reactivity No information identified.
Chemical stability Light sensitive

Possi_bility of hazardous No information identified.
reactions

Conditionsto avoid Avoid extreme temperatures.
Incompatible materials No information identified.
Hazardous No information identified.

decomposition products

SECTION 11 - TOXICOLOGICAL INFORMATION

Note No toxicology data for the product/mixturewereidentified. Thefollowing
data describe the active ingredient and/or theindividual ingredientswhere
applicable.

Information on
toxicological effects

Route of entry May be absorbed by inhalation, skin contact andstign.
Acutetoxicity
Compound Type Route Species Dose
Benzyl benzoate LBy Oral Rat 1700 mg/kg
LDs, Dermal Rat 4000 mg/kg
LD, Oral Rabbit 1680 mg/kg
LD, Dermal Rabbit 4000 mg/kg
LDs, Oral Mouse 1400 mg/kg
Estradiol valerate LB Oral Mouse > 3000 mg/kg
Benzyl alcohol LGy Inhalation Rat 8.8 mg/L/4 hours
LD, Oral Rat 1230 - 3100 mg/kg
LD, Dermal Rabbit 2000 mg/kg
LD, Oral Mouse 1150 - 1580 mg/kg
Irritation/Corrosion Benzyl alcohol was slightly irritating to rabbitiskand irritating to rabbit eyes.

17B-estradiol was not a skin irritant in rabbits.

Sensitization Benzyl alcohol and J3-estradiol are not skin sensitizers in guinea pigs.

STOT-singleexposure  No studies identified.

STOT-repeated No specific studies for estradiol valerate werentdied. Administration of
exposur e/Repeat- percutaneous 173-estradiol to female rats, at@ ofo8.5 g/animal/day for 13
dose toxicity weeks, resulted in the disappearance of a nornsaiabeycle after 4 weeks and

the appearance of a permanent oestrus after 12wadiigher dose of 2.5 g/
animal/day produced the disappearance of a noresatad cycle after 2 weeks and
the appearance of a permanent oestrus after 4 wHeg®strogenic stimulation
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SECTION 11 - TOXICOLOGICAL INFORMATION ...continued

STOT-repeated resulted in a slight decrease in ovarian weightasmynificant increase in uterine
exposur e/Repeat- weight. Histological examination of 19 organs rdgdano modification, which
dose toxicity would imply a toxic effect.

...continued

Reproductive toxicity No specific studies identified for estradiol vateraMulti-generational
reproductive study was carried out in rats withtatgadministration of 0.1, 0.7
and 4 pg/kg/day of ethinyl estradiol. Ethinyl edich accelerated puberty and
disrupted the estrous cycle in F1 and F2 femalesjraduced male mammary
gland hyperplasia g&horough F3) and mild mineralization of renal tsl§e1 and

F2).
Developmental Estradiol administration to pregnant rats at deaeging from 0.8-35 mg during
toxicity the 12th to 19th day of gestation resulted in feraition of the external genitalia

of male fetuses (further details not specified)mAmstration of estradiol to
pregnant mice resulted in congenital malformati@heft pate) and fetal toxicity
(ovarian hyperplasia in females and ovotestes rstngd-abdominal testes in males)

at 1 mg and=0.2 mg/kg/day, respectively, on gestation days 71.1-1

Administration of benzyl benzoate at dietary dage$o 10,000 ppm to pregnhant
rats from gestation through day 21 of lactationrut result in any fetal or
developmental toxicity.

Genotoxicity 17B-estradiol induced chromosomal abberations in huemaloryonic cells,
fibroblasts, and renal epithelial cells, but did maluced detectable chromosomal
abberationsn vivo (rat bone marrow micronucleus assay).

Benzyl benzoate was not genotoxic in the Ames battautagenicity assay.

Benzyl alcohol was negative in a batteryrofitro andin vivo genotoxicity
screening tests.

Carcinogenicity Benzyl alcohol was not carcinogenic to rats anceroi@lly treated with up to 400
and 200 mg/kg/day, respectively, for 5 days/week2fyears. Long-term
continuous administration of natural and synthesitogens in certain animal
species increases the frequency of carcinoma dirdesst, cervix, vagina, and
liver. Estorgens are classified as group 1 car@nedy IARC and as known
human carcinogens by NTP. No other componentsegptbduct present at levels
greater than or equal to 0.1% are listed by NTRRTAACGIH or OSHA as a

carcinogen.
Aspiration hazard No data available.
Human health data See Section 2 - "Other hazards"
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SECTION 12 - ECOLOGICAL INFORMATION

Toxicity

Compound
Benzyl benzoate

Estradiol valerate

Benzyl alcohol

Persistence and
Degradability

Bioaccumulative
potential

Mobility in soil

Resultsof PBT and
vPvB assessment

Other adver se effects
Note

Type
Lg/96h

EC/72h
LCsy/24h

LCsy/96h
E{g24h
LCsy/72h
EC5,/48h
ECsy/19 days
LGy/48h

LCsy/96h
ECyy/48h

EC./48h

Species
Danio rerio (zebra fish)

Algae

Gammarus fasciatus (fresh
water shrimp)

Gammarus fasciatus (fresh
water shrimp)

Daphnia magna

Concentration

1.34 mg/L
0.475 mg/L
9.8 mg/L

4.8 mg/L

1.5 mg/L (1B-
estradiol)

Oryzias latipes (Japanese ricg8.5 mg/L (1B-

fish)
Daphnia magna

Fathead minnow

Leuciscusidus (freshwater
fish)

Fathead minnow
Daphnia magna

Bacteria E.coli)

estradiol)

2.87 mg/L (1B-
estradiol)

0.00012 mg/L (13-
estradiol)

646 mg/L

460 mg/L
>100-360 mg/L
1000 mg/L

Benzyl alcohol is readily biodegradable under aerahd anaerobic conditions.

The potential for bioaccumulation for estardiobiquatic organisms is high,
provided the compound is not metabolized by thewisms. Benzyl alcohol is not
expected to bioaccumulate.

Estradiol is expected to be immobile in soil.

Not performed.

No data identified.

The environmental characteristics of this mixtuagdnnot been fully investigated.
The above data are for the active ingredient aratigrother ingredient(s) where
applicable. Releases to the environment shoulvbiled.

SECTION 13 - DISPOSAL CONSIDERATIONS

Waste tr eatment
methods

Dispose of wastes in accordance to prescribeddédstate, and local guidelines,
e.g., appropriately permitted chemical waste ineitee. Do not send down the
drain or flush down the toilet. All wastes contamthe material should be
properly labeled. Rinse waters resulting fronil steanups should be discharged
in an environmentally safe manner, e.g., appraggigtermitted municipal or on-
site wastewater treatment facility.
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SECTION 14 - TRANSPORT INFORMATION

Transport

UN number

UN proper shipping
name

Transport hazard
classes and packing

group
Environmental hazards

Special precautionsfor
users

Transport in bulk
according to Annex Il of
MARPOL 73/78 and the
IBC Code

Based on the available data, this product/mixtsiregulated as a hazardous
material/dangerous good under EU ADR/RID, US DOan&la TDG, IATA, or
IMDG.

3077

Environmentally Hazardous Substance, liquid, N@aostains Lamotrigine)

Hazard Class - 9; Packing Group lII.

Based on the available data, this product/mixtsiregulated as an environmental
hazard or a marine pollutant.

Avoid release to the environment.

Not applicable.

SECTION 15 - REGULATORY INFORMATION

Safety, health and
environmental
regulations/legislation
specific for the
substance or mixture

Chemical safety
assessment

OSHA Hazardous

WHMI S classification

TSCA status
SARA section 313
California proposition 65

Additional information

This SDS complies with the requirements under U$aBd GHS (EU CLP -
Regulation EC No 1272/2008) guidelines. Consuliryocal/regional authorities
for more information.

Not conducted.

Danger. Contains estradiol valerate, a steroid bagvand benzyl benzoate.
Cancer hazard - Can cause cancer. Reproductivedhd@an cause damage
fertility. Possible developmental hazard - may ead@mage the unborn child.
Very toxic to aquatic life.

Not required. Drugs are not subject to WHMIS. sTiioduct has been classified
in accordance with the hazard criteria of the Guleld Products Regulations and
the SDS contains all of the information requiredhnyse regulations. If this
product/mixture were not a drug, it would be clfisdias: D2B - Toxic -
Materials causing other toxic effects.

Drugs are exempt from TSCA.
Not listed.
Estradiol is listed as a carcinogen.

No other information identified.

Par #17 - Estradiol Valerate Injection, USP

Revision date: 16 October 2014, Version: 1.0.0

Page 11 of 13



SECTION 16 - OTHER INFORMATION

Full text of R phrases Xn - Harmful. R20/22 - Harmful by inhalation andsifvallowed. R22 - Harmful if

and EU Classifications swallowed. T - Toxic. Carc. Cat. 1 - Carcinogenatégory 1. R45 - May cause
cancer. Repr. Cat. 1 - Toxic for reproduction Catgd.. R60 - May impair
fertility. R63 - Possible risk of harm to the unbahild. N - Dangerous for the
Environment. R50 - Very toxic to aquatic organisiRS1/53 - Toxic to aquatic
organisms, may cause long-term adverse effecteiadquatic environment.

Full text of H phrases, P ATO4 - Acute Toxicity (Oral) Category 4. H302 - Haful if swallowed. ATI4 -

phrasesand GHS Acute Toxicity (Inhalation) Category 4. H332 - Hduhif inhaled. Carcl -

classification Carcinogenicity Category 1 (1A). H350 - May cauaacaer. RT1A - Reproductive
toxicity Category 1A. H360Fd - May damage fertilitpuspected of damaging the
unborn child. H336 - May cause drowsiness or dizzén AA1- Acute aquatic
toxicity Category 1. H400 - Very toxic to aquatiel CA2 - Chronic Aquatic
Toxicity Category 2. H411 - Toxic to aquatic lifétlwlong lasting effects.

Sources of data Information from published literature and internampany data.

Abbreviations ACGIH - American Conference of Governmental Indiastdygienists; ADR/RID -
European Agreement Concerning the Internationaii&ge of Dangerous Goods
by Road/Rail; AIHA - American Industrial Hygiene gaciation; CAS# - Chemical

Abstract Services Number; DNEL - Derived No Effeevel; DOT - Department
of Transportation; EINECS - European Inventory efiNand Existing Chemical
Substances; ELINCS - European List of Notified ClianSubstances; EU -
European Union; GHS - Globally Harmonized Systerttlassification and
Labeling of Chemicals; IARC - International Agerfoy Research on Cancer;
IDLH - Immediately Dangerous to Life or Health; IAT International Air
Transport Association; IMDG - International MarignDangerous Goods; LOEL -
Lowest Observed Effect Level; LOAEL - Lowest ObsmhAdverse Effect Level;
NIOSH - The National Institute for Occupational &gsfand Health; NOEL - No
Observed Effect Level; NOAEL - No Observed Advdestect Level; NTP -
National Toxicology Program; OEL - Occupational Bspre Limit; OSHA -
Occupational Safety and Health Administration; PNBZedicted No Effect
Concentration; SARA - Superfund Amendments and Beaization Act; STEL -
Short Term Exposure Limit; TDG - TransportationDEngerous Goods; TSCA -
Toxic Substances Control Act; TWA - Time Weightedefage; WHMIS -
Workplace Hazardous Materials Information System

Revisions This is the first version of this SDS.

Disclaimer The above information is based on data availablestand is believed to be
correct. Since the information may be applied urdaditions beyond our
control and with which we may be unfamiliar, werdai assume any responsibility
for the results of its use and all persons recgiitimust make their own
determination of the effects, properties and ptaias which pertain to their
particular conditions.

No representation, warranty, or guarantee, exmnessplied (including a warranty
of fitness or merchantability for a particular posp), is made with respect to the
materials, the accuracy of this information, theutts to be obtained from the use
thereof, or the hazards connected with the uskefrtaterial. Caution should be
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SECTION 16 - OTHER INFORMATION ...continued

Disclaimer ...continued used in the handling and use of the niaht®ecause it is a potent pharmaceutical
product. The above information is offered in gdaith and with the belief that it
is accurate. As of the date of issuance, we aréding all information relevant to
the foreseeable handling of the material. Howewahe event of an adverse
incident associated with this product, this Safe#ya Sheet is not, and is not
intended to be, a substitute for consultation \&jipropriately trained personnel.
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