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Bristol-Myers Squibb Company /R2E5

Pharmaceutical Group
Material Saferv Data Sheet

i . e e

Code : CAS :Mixture Rev, date ; 04-Feb-94

Statue | 1% Group :Paren

Manufacturer : Bristol-Myers Squibb

Trade Name : Kenslog Injection {10 or 40 mg/ml)

Synonyms : Sterile Triameinolone Acetonide Suspension USP, Kenalog-10 Injection; Kenalog-40
Injection

Chemical Name : Not Applicable

OSHA Hazards : IRR, POTD, PTER, SEN, TO4, TO7
Exposure Control Class / Exposure Guideline :

CERCLA/SARA : Not Applicable

Physical State : Liquid

Vapor Pressure | Not Available

D(FT : Not Regulated EPA HW i Not Regulated

MSDS Image |
See page below,

HDRIN0SE
1. CHEMICAL PRODUCT AND COMPANY IDENTIFICATION

BRISTOL-MYERS SQUIBB FEBRUARY 2, 1994
PHARMACEUTICAL GROUP

p.0, BOX 191

NEW BRUNSWICK, NJ 08503

(908) §19-3843

Produet 1dentification Kenrlog Injection (10 or 40 mgm!)

Chemical Names (for active ingredient); Pregna-1 4-disne.3, 20-gione, 9-fluore-11-beta, 16-alpha | 7,21 -terahydrexyeyelic
16,1 7-acetal with acetone

Synonym: Sterile Triemeinclone Acetonide Suspension USP, Kenalog-10 Injection or Kenalog-dt Injection,

How Supplied: Kenalog Injection 15 provided in gless vigle ar 10 or $0 mg'ml.
Praduct Use: Relief of milammatory and provitic skin conditions
Chemical Family: Glucosorticolds.

Meiecular Formula: Active ingredien: (Trimmzicolons Acetonide).
C24H3106F

CAS NUMBER: Trismeinolone acetonide 76-25-5,

EMERGENCY CONTACTS
Hea'th: 508-519-3843 (Monday through Friday, daytime) ot other times coutact Chemtree or the local poison control center.

Transporietion; CHEMTHREC (8003424-9300
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EMERGENCY OVERVIEW: Kenalog Jnjection contsins the potent glucocorticoid, miameinolone acetonide, This drug may
be absorbed through the skin. Sec Health Effects section for edditions! informetion.

2, COMPORITION/ TINFORMATION ON INGREDIENTS

COMPONENTS BAZARDOUS CONCENTRATION CAS EXPOSURE
{Y/N) (wr 26) NUMBER GUIDELINE

Triasmeinclons Y 1-4 76-25-3 0.001mg'm3
Acetonide BMS-EG(1)

\arer for Infection W =1 7732-18-5 None
Lsp

Benzyl aleahol Y =] 100-51-6 None

Progentot < 1% or used fur pH r.i%umntn!:
%%q?}fruulhylmltuim'c lum, TMF USP: hydrochloric acid; sedium chloride; sodmum hydroxide; Tween 30 (Polysorbate

1 BMS-EG = Bristol-Myers Squibb Company Exposure Guideline (8-hour time-welghted average).
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3, HEALTH HAZARDS IDENTIFICATION
EFFECTS OF OVEREXFOSURE
Houtes of Entry:

1. Inhalstion: Under normal conditions exposure o this material by inhalation is no: u_?;:ecttd to aceur, However, ina
situation where the liquid would be aerosolized thers may be potenciel for inkalstion Triameinolone acetonids may be
nbsorbed after inhalation,

7. Skin contsct: Exposure may oecur vie skin conect if gloves and protective clothing are not wen, Triameinolone
seatonide which s a gluepcorticoid, mey be well absorbed pfer skin contact.

3. Ingestion: [ngestion of farge quentities of this material in an occupetions! senting would not be experted 1 nccur. [ngestian
of trace amounts of the materisl maght occur if matzrial contacts hands end hands are not washed prior to eating, drinking, or
smoking, Troameinolone acetonide may be ahsorbed 2fter ingestion.

Asute

Ingestion: The active drug, triamecinolone has low toxicity after acuts ingestion. Inadvert=nt ingesticn of trmce amounts of this
liquid would not be expected to result in harmfl) effests. Repeated ingestion of high dosss mighs result in symptoms such as
hoadache, dizziness, fatigue, fainmeass end endocrine sympioms.

Inhalstion: Acute inbalation of small doses of aerosclized material would not be expacted 1o result in symproms.

Skin Contact

8. Toxic: Material contelns 2 highly potent drug which 13 known to be absarpad through the skin. If there is sufficient anc
repeated skin contact with this material, some of the systemic effects described under acute ingestion and uader chronic
effects may be possible, particularly if matsrial contacts large ereas of the body, when the exposure periad is prolonged and
when contact ares is covered by an occlusive dressing or meterial,
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b. Irritation: Dermatological effects, sncluding surning, iiching, irritation, drying, cracking, or tighteaing of the skin; thinning
of the skin; acneiform enuption; eninemea. folliculitis; hypertrichosis; eliergic contact dermetitis and other skin disorders are
reported nfrequently when topical cortcosterolds are used therapeutically. These reactions may ocour more fraguently if
contact aren is covered by an occlusive materiel

¢, Senuitization. Rarely ocours.
Bye Contact: The potential for induction of eye irritation has not been evaluated

Chronic;

Exposure Guideline Summery: Trsmcmnelone acetonide (SQ 9,727) is o highly potent anii-inflammatory deug clasgified as &
glucozonicoid, An exposure guideline of 0.001 mg/m3 (8-hour TWA) in air has been established for werkplace expasure to
trarcinolone sceionide, Provided thet ingestion and skin contact are avoided, adherence to the exposure guideline wil
Egiure that o worker is not exposed to more thas 2% of the
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HEALTH HAZARDS IDENTIFICATION (CONTINUED)

Lowest recommended dose of Kenelog perosol anc should protect employzes who handle rinmenolone neetenlde from
experiencing phermacologlcsl effects of this drug Due to the high potency of (s drug and its potential for sbsorption
though the skin persons who nandle this drog should aveid skin anc eye contact, i well as Inhalagion of the drug.

Carelnogen Lists TARC: No NTP: Ne OSHA: No

Targe! Organs: Skin, lzns of eye, hones, neryous syktem, adrena! glands and immune systerm,

Medleal Conditions Apgraveied by Exposure; Therapeutic doses of glucocorticolds may aggravate systemlc fungal
infections, tuberculosis, peptic ulcers, diabetzs mellitus, erd ceraln pavchiatric conditions. Iz 1s recommen ced that drugs of
this type not be used in large amounts or for proloneed periods of time during pregnancy

Medical Survelllance Rmnmmnq;ﬁmiam Glucocorticoids mey nggravals diabetes, peptic ulcer diseuse and active

naberculosis, Prior 1o working with triamcinolone acelonide personne! should be questionad 10 determing whether they have a
history ot symploms of disbeics, peptic uleer or tuberctols 1f exposurss exceed the exposure guideline personnel should b
monitared for glucose tolerance tnd symploms of peplic ulcer and/or ruberculosis diszase

FOR MORE INFORMATION REFER TO SECTION 11: TOXICOLOGICAL INFORMATION

4. FIRST AID MEASURES
Ingestion: Get medicsl anention.

Inheletion: Remove sxposed person 10 Fresh 2ir, I person is not bresthing give anificial respiration. If breathing is diffisult
sdminster oxygen, Gel medical anention.

Siin Contact: Remove contamingted clotaing, Flueh with plenty of water for |5 minues,
Eye Contact: Hold eyelids apart and flush with plemy of water for 15 minutes. Getmedical armension immediately.

Mote to poysiciens: Nooe,

5, FIRE FIGHTING MEASURES

Flesh oint. Not determined.

Autoignition Temperature: Not determined
Flammabilicy lmlts

LEL: Mol applicable,
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IJEL; Net applicable.
Cambustibility of Drasts: Mot appliceble.
Extinguishing Media: in cese of fire use water, carbon dioxide, foam, ar dry cheraical.

Firefighting Instructions; Firefighters should wear self-coniained broathing spparatus (SCHA), flame and chemical resiswnt
clothing, bows
855
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FIRE FIGHTING MEASURES (CONTINUED)

and gloves, Evaouate personne] 1o upwind direction, remove unnesded material and dool contalner(s) with water from
mexmmum distance,

Hezardous Combustion Products; CO, CO2, HF (small amount}, HCI

Unususl Hazards: See combustion products,

6, ACCIDENTAL RELEASE MEASURES

Spill/Clean-up: Wearing eultable protective clothing, sbsorb liquid onto mppropriste absorbent material and place infe a
cuntainer for disposnl. Impermeable gloves (Intex or nitrile) and eye prowection should be worn &s 2 minkmur precaution,
Additional protective clothing/equipment rnr.i be necced depending on the extent of the spill. The spill arca should be
ventiluied and deconteminsted after material has been picked up.

7. HANDLING AND STORAGE
Handling Precautions: Aveld skin end eye contact,
Contafner Reguirements, Glass vials as described in Section L.

Storage Conditians, Store produet et room temperemure (avoid temperarure extremes) and protect from Lght.

§, EXPOSURE CONTROLS AND PERSONAL PROTECTION

Ventilation Requirements: Keep alriorne concentration below exposure guldelines by eaclosure of processas or lozal exhaust
ventilation, s required.

Respirgtory Proteetion; Wher engineering controls =re not sufficient 1o contral exposure, wear NIOSH approved respiratory
protection to control employee exposire; self-contained breathing spparatis should 2e svzilable for emergency use,

Evs Protection: Wear safery goggles {ANSI Z87.1)
Protective Gloves: Wear impervious (letex er nitrfie) glovas if the potential exists for dermal contact
Special Clothing: Weer protective coveralls, whensver the potental for splashing or spraying of guld exists.

Hygiene: Wesh hands after handling compound and before esting, smoking, using lavatory, and at die end of the day,

9, PHYSICAL AND (HEMICAL PROPERTIES

Apperrance/Physical Stne/Color; White to off-white saqueous suspension.
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Boiling poine: A imstely 100 degrees C.
Eveporation rate: Not available.

Flagh point: Not av aliable.

Freezing polnt: Not aveilable.

];';Egﬂﬂg poiat; Approximately 0 degrees €.

Kenalog Injection Page 5 of 7
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PHYSICAL AND CHEMICAL PROPERTIES (CONTINUED)

Gremaneliwater pertition coefficient: Not available.
Odor (threshold): Not remarksble.

M 50w 1A,

olubility in weter: Soluble,

%pu:tﬁc previny: Approximately 1.02.

apor density (Alr = 1): 1f sdequite lemperatiires cpused the Kenalog liquid to velatlize, the toxio constiuents (TACA and

benzyl ulcobiol) are heavier then sir.
Vapor Pressure; Not evellable,

Viscosity, Approximate’y equal 1o water, Aqueous soluticn,

10 STABILITY AND REACTIVITY

Srability: Stable under normal conditions.

[ncompatibilities: Mo known hazardous meompotibilities,

Cemditlons of Repctivity: Hone known

Hezardous Decomposition Products: CO, €02, HF (small amount), HCL.

Hezardous Polymerization: Will not eccur.

Explosion data relative to mechanical Impact: Mot applicable.

Explosion dom relative to static discharge: Net applicable,

11, TOXIOOLOGICAL INFORMATION - for acuve ngredient,

RTECS NUMBER (US.):

TU3920000 { Trismeingloat aczionice)
ACUTE

LD g

Acute oral LD50 (mouse) = 5 gz,
Acvtz ip LD50 (mouse) = 105 mg/kg,
Asute re LDSO imnussj =132 mpREm
Acute s¢ LD50 (rat) = 13,1 mg'kg.

L 50; Mot appicable.
CHRONIC

Carcinogenicity: Triemcinolens sceonide has not been

testad for sercinogsnicnty.

Mutagenicity: This compound is not known to be mutsgenie. In some cell systems and sxperimertal animals, the compound

may decrease DNA synthasis.
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Teratogenicity: Glucocoriicoids, inc]ud.itnag cipmcinolone acetonide, are genera’ly teratogenic in experimental animals. When
riamcinolone acelonide was administered to rats by inhalation during days 6-13 of pregnancy an increased incidence of
lirters with maliormations was noted &t coses a8 low 88 0.02 mp/kg/day

There is no elear evidence of & eratogenic effect of glucoconicoids dunng human pregnancy 8l normal therapeutic doses, In
féi;ge insumnces where cleft
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TOXICOLOGICAL INFORMATION (CONTINUED)

palate wab reported the und:rt’t'mg medical disorder and other druge used may heve contriouted to the development of the
adverse outeome, This class of drugs edministered at therapeutic s may result (n growth retardation during childhood.

Reproductive Effects [t is not known whether topiesl gluzocorticolds affect fertiliry. Safe us= of wplcal steroids during
pregnarcy has not been esteblished.

Toxicological synerglstic producty Glueocorticolds interuct with enticholinesternse agenls such as ambenonlum,
neastigmine, and pyridostigmine and can produce severe weakness in patients. Qluccconico'ds may enhance potassium: loss
In individuals using potassium-depleting diurenics

12, ECOLOGICAL INFORMATION
Ecotoxleological Information; No information.

Chemical Fate Information: No information.

|3, DISPOSAL CONSIDERATIONS

Disposnl: Dispose of in secordance with Naticnal, State, Locsl and applicanle country regulztions.

t4, TRANSPORT INFORMATION

DOMESTIC

Hazerd Clzss (UN NUMBER): Not 8 D O.T. regulsted material
Proper shipping rame: Not zpplicable.

Label requirements: Not applicable.

Placerd reguirements: Not appliczble,

Limited Quantity Exempion: Mot spplicable.

INTERNATICRAL

Hazard Class (LN NUMBER or PIN NUMBER): Not 2 regulztzd meterial.
Proper shipping neme, Not applicable.

Label requirsments; Not applicsble,

Placard requirements: Not appliceblz,

Limited Quentity Exemptict: Not epaliceble.

15 REGULATORY/STATUTORY INFORMATION — not meant to be all inclusive.
115, Fecdernl: None noied.
International; None noted,

EC Labeling: None noted,
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16. OTHER INFORMATION

FE'Erunr}- 4, 1994: The MSDS of December 4, 1991 was revised using the new format
]
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OTHER INFORMATION (CONTINUED)

Therapeutic agents sre intended for use under direction of ¢ physician and/or under the conditions of use descrbed on the
label. As a general precaution, personnel who hendle drug substances should avoid contazt [ingestion, inhalation, skin and
gye contaet) with these substences.

This mexerlel sufety data sheet ls inlended for use by personnel who handle this material as part of thelr job responsibilities. It
does not address the therapeutic use of this moterial, Information conceming the therapeutic use of this drug substance
should be obtained from formulsted product packege insens and other appropriate referances.

The information eontained n this MSDS 18 believed 10 be acturae and represents the best infonnation available at the tme
af preparation. However, we meke no warranty, express o implied, with respect to such information, and we assume no
linbility from its use.
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