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The safety data sheets (SDS) in this packet apply to one or more components included in the
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PARTI What is the material and Vvhat do I need to know in an emergency? 

1. PRODUCT /DENT/FICA T/ON 
TRADE NAME/MATERIAL NAME: Gentamicin Sulfate Ointment 0.1% 

DESCRIPTION: 
NOC #: 
CHEMICAL NAME (for active ingredient) : 
CHEMICAL FAMILY (for active ingredient): 
HOW SUPPLIED: 
FORMULA (for active ingredient): 
PRODUCT USE: 
SUPPLIER/MANUFACTURER'S NAME: 
ADDRESS: 

BUSINESS PHONE/GENERAL MSDS INFORM AT/ON: 
EMERGENCY PHONE (U.S.!Canada!Puerto Rico) : 
EMERGENCY PHONE (OUTSIDE U.S.) : 

Gentamicin Sulfate Ointment 
0168-0078-15; 0168-0078-30 
Sulfate salts of Gentamicin C1, C2, and C1A 
Aminoglycos ide 
0.1% Ointment 
C21H43Ns0 1/C20H41N s01/C19H39Ns0 1 
Pharmaceutical for Human Use 
FOUGERA PHARMACEUTICALS, INC. 
60 Baylis Road 
Melville, NY11747 
1-631-454-7677 
1-800-424-9300 (24-hr) 
+ 1-631-454-7677 

NOTE: ALL United States Occupational Safety and Health Admon1s1ration Standard (29 CFR 1910.1200), U.S. State equivalent Standards , and Canadian WHMIS (Controlled 
Products Regulations I required information is included in appropriate sections based on the u .S. ANSI Z400.1-2004 f ormat. This product has been classif ied in accordance " i th 
the hazard criteria of the countries listed above. 

2. HAZARD /DENT/FICA TION 

EMERGENCY OVERVIEW: Product Description: This product is a white ointment with a petroleum jelly odor. Health 
Hazards: The chief health hazard associated with exposure during normal use and handling is the potential for irritation of 
contaminated sk in. Individuals who have had allergic reactions to products containing the active ingredient , Gentamicin 
Sulfate, Aminoglycosides, or any other components of this product may experience allergic reactions to this product. 
Flammability Hazards: This product is combustible. When in'AJlved in a fire, this material may decompose and produce 
irritating vapors and tox ic compounds (including carbon oxides , nitrogen oxides, and sulfur oxides). Reactivity Hazards: 
This product is not reacti\€. Environmental Hazards: This product has not been tested for environmental effects. 
Emergency Considerations: Emergency responders should wear appropriate protection for situation to which they 
respond. 

3. COMPOSITION and INFORMATION ON INGREDIENTS 
I CHEMICAL NAME I CAS # I %wlw 

Gentamicin Sulfate 1405-41-0 0. 1% 

Methy lparaben 99-76-3 Proprietary 

Propy lparaben 94-13-3 Proprietary 

White Petrolatum 8009-03-8 Balance 

PART II What should I do if a hazardous situation occurs? 

4 FIRST-AID MEASURES 

I 

Persons de\€loping hypersensitivity reactions should recei\€ medical attention. If breathing is difficult, gi\€ oxygen. If not 
breathing, gi\€ artificial respiration. Take a copy of label and MSDS to physician or health profess ional with the 
contaminated individual. 
SKIN EXPOSURE: If ad\€rse skin effects occur, discontinue use. Seek medical attention. 
EYE EXPOSURE: If this product contaminates the eyes, rinse eyes under gently running water. Use sufficient force to open 

eyelids and then "roll" eyes while flushing. Minimum flushing is for 20 minutes. The contaminated individual must seek 
medical attention if any ad\€rse effect continues after rinsing. 

INHALATION: If vapors of this product are inhaled, causing irritation, remo\€ victim to fresh air. If necessary, use artificial 
respiration to support vi tal functions. Seek medical attention if ad\€rse effect continues after removal to fresh air. 

INGESTION: If this product is swallowed, CALL PHYSICIAN OR POISON CONTROL CENTER FOR MOST CURRENT 
INFORMATION. If profess ional advice is not available, do not induce \A'.lmiting. Ne\€r induce \.Omiting or gi\€ diluents 
(milk or water) to someone who is unconscious. having conwlsions. or unable to swallow. If victim is conwlsing, maintain 
an open airway and obtain immediate medical attention. 

MEDICAL CONDITIONS AGGRAVATED BY EXPOSURE: Pre-exis ting skin conditions may be aggravated by repeated 
overexposures to this product. 

RECOMMENDATIONS TO PHYSICIANS: This product should only be gi\€n to patients by persons experienced in 
management of patients receiving the type of therapy intended for this product. Treat symptoms and eliminate exposure. 
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5. FIRE-FIGHTING MEASURES 
FLASH POINT: Not established. 
AUTOIGNITION TEMPERATURE: Not established. 
FLAMMABLE L/MffS (in air by volume,%): Not applicable. 
FIRE EXTINGUISHING MEDIA: Use extinguishing media appropriate for 

surrounding fire. 
UNSUITABLE FIRE EXTINGUISHING MEDIA: None known. 
SPECIAL FIRE AND EXPLOSION HAZARDS: This product contains 

potential skin and respiratory sensitizers and so presents a contact hazard to 
firefighters. This product is combustible. When imolved in a fire, this 
material may decompose and produce irritating vapors and toxic compounds 
(including carbon oxides, nitrogen oxides, and sulfur oxides). 
Explosion Sensitivity to Mechanical Impact: Not sensitive. 
Explosion Sensitivity to Static Dischame: Not sensitive. 

ADVICE TO FIRE-FIGHTERS: Incipient fire responders should wear eye 
protection. Structural firefighters must wear Self-Contained Breathing 

NFPARATING 
RAM MABILITY 

HEALTH INSTABILITY 

OTHER 

Hazard Scale: O = Minimal 1 = Slight 2 = rv1oderate 
3 = Serious 4 = Se11 ere 

Apparatus (SCBA) and full protective equipment. If protective equipment is contaminated by this product, it should be 
thoroughly washed with running water prior to removal of SCBA respiratory protection. Firefighters whose protective 
equipment becomes contaminated should thoroughly shower with warm, soapy water and should receive medical 
evaluation if they experience any adverse effects. 

6. ACCIDENTAL RELEASE MEASURES 
SPILL AND LEAK RESPONSE: Proper protective equipment should be used. In the event of a spill, clear the area and 

protect people. 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 19.5 percent oxygen before personnel can be allowed 
into the area without Self-Contained Breathing Apparatus (SCBA). 
Small Spills: Wear goggles and gloves while wiping up small spills of this product with polypad or sponge. 
Large Spills: Trained personnel following pre-planned procedures should handle non-incidental releases. Access to the spill areas 

should be restricted. Protective apparel should be used with a respirator when there is any danger of mists or sprays being 
generated. Minimum Personal Protective Equipment should be rubber gloves, rubber boots, face shield, and Tyvek suit. The 
dispersal of mists or sprays into surrounding air and the possibility of inhalation is a serious matter and should be treated as such. 
Minimum level of personal protective equipment for releases in which the level of oxygen is less than 19.5% or is unknown must be 
Level B: triple-gloves (rubber gloves and nitrile gloves over latex gloves), chemical resistant suit and boots, hard hat, and 
Self-Contained Breathing Apparatus. Absorb spilled liquid using polypads or other suitable absorbent material. Prevent material 
from entering sewer or confined spaces, waterways, soil or public waters. l\tlonitor area and confirm levels are bellow exposure limits 
given in Section 8 (Exposure Controls-Personal Protection), ifapplicable, before non-response personnel are allowed into the spill area. 

Decontaminate the area of the spill thoroughly using detergent and water. Place all spill residue in an appropriate 
container and seal. Dispose of in accordance with applicable Federal, State, and local procedures (see Section 13, 
Disposal Considerations). 

PART Ill How can I prevent hazardous situations from occurring? 

I 7. HANDLING and USE 
WORK PRACTICES AND HYGIENE PRACTICES: As with all chemicals, a\Oid getting this product ON YOU or IN YOU. 

Do not eat, drink, smoke, or apply cosmetics while handling this product. Wash hands thoroughly after handling this 
product or equipment and containers that contain this product. Follow SPECIFIC USE INSlRUCTIONS supplied with 
this product. Particular care in working with this product must be practiced in pharmacies and other preparation areas, 
during manufacture of this product, and during patient administration. 

STORAGE AND HANDLING PRACTICES: Employees must be trained to properly use this product. Use of this product 
should be performed in a designated area for working with drugs. Ensure product is properly labeled. Store this product 
away from incompatible materials. Store this product in original container. 

PRODUCT PREPARATION INSTRUCTIONS FOR MEDICAL PERSONNEL: Handle this material following standard 
medical practices and following the recommendations presented on the Package Insert. 

SPECIFIC USE(S): This product is a human pharmaceutical. Follow all industry standards for use of this product. 
PROTECTIVE PRACTICES DURING MAINTENANCE OF CONTAMINATED EQUIPMENT: When cleaning non-

disposable equipment, wear latex or butyl rubber (double gloving is recommended), goggles, and lab coat. Wash 
equipment with soap and water. Wipe equipment down with damp sponge or polypad. Collect all rinsates and dispos.e of 
according to applicable U.S. Federal, State, and local hazardous waste disposal regulations or waste disposal regulations 
of Canada. All disposable items contaminated with this product should be disposed of properly. 

I 8. EXPOSURE CONTROLS - PERSONAL PROTECTION 
VENT/LA TION AND ENGINEERING CONTROLS: Use with adequate ventilation. Follow standard medical product 

handling procedures. During decontamination of work surfaces, workers should wear the same equipment 
recommended in Section 6 (Accidental Release Measures) of this MSDS. 
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8. EXPOSURE CONTROLS - PERSONAL PROTECTION (Continued) 
EXPOSURE LIMITS/GUIDELINES: 

CHEMICAL NAME CAS # EXPOSURE LIMITS IN AIR 

ACGIH-TLVs OSHA-PELs NIOSH-RELs NIOSH OTHER 

7WA STEL 7WA STEL 1WA STEL IDLH 

rrglnf rrglrrf rrglrrf rrglrrf rrglrrf rrglrrf rrg/nf rrglnf 

Gentamicin Sulfate 1405-41-0 NE NE NE NE NE NE NE NE 

Methy lparaben 99-76-3 NE NE NE NE NE NE NE NE 

Propy lparaben 94-13-3 NE NE NE NE NE NE NE NE 

White Petrolatum 8009-03-8 NE NE NE NE NE NE NE NE 
. . . 

NE= Not Establtshed. See Section 16 for Def1rnt1ons of Terms Used . 

The following information on appropriate Personal Protective Equipment is provided to assist employers in complying with OSHA 
regulations found in 29 CFR Subpart I (beginning at 1910.132) or equivalent standards of Canada (including CSA Standard Z94.4-02 
and CSA Standard Z94.3-07). Please reference applicable regulations and standards for relevant details. 
RESP/RA TORY PROTECTION: A respirator is not required for routine conditions of use of this product. If respiratory 

protection is needed, use only respiratory protection authorized in the U.S. Federal OSHA Respiratory Protection Standard 
(29 CFR 1910.134), equivalent U.S. State standards, or Canadian CSA Standard Z94.4-02. Oxygen lewls below 19.5% 
are considered IDLH by 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 OSHA's Respiratory Protection Standard 
(1910.134-1998). 

EYE PROTECTION: Not normally needed during normal use. If necessary, refer to U.S. OSHA 29 CFR 1910.133 or 
Canadian CSA Standard Z94.3-07. 

HAND PROTECTION: For situations in which prolonged skin contact is anticipated, double glow, using latex, nitrile, or 
rubber gloves. Check gloves for leaks. Wash hands before putting on glows and after remo~ng glows. Glows should 
cover the gown cuff. If necessary, refer to U.S. OSHA 29 CFR 1910.138 or appropriate standards of Canada. 

BODY PROTECTION: During patient administration, use of lightweight cotton gown or other medical attire is 
recommended. If a hazard of injury to the feet exists due to falling objects, rolling objects, where objects may pierce the 
soles of the feet or where employee's feet may be exposed to electrical hazards, use foot protection, as described in U.S. 
OSHA 29 CFR 1910.136 and the Canadian CSA Standard Z195-02, Protective Footv,,ear. 

9. PHYSICAL and CHEMICAL PROPERTIES 
BOILING POINT: 225°C (437°F). FREEZING/MELTING POINT: 48°C (118°F) 
EVAPORATION RA TE (nBuAc = 1): 0 SOLUBILITY IN WATER: Insoluble. 
VAPOR PRESSURE (air= 1): Not established. SPECIFIC GRAVITY (water = 1): 0.872 
ODOR THRESHOLD: Not established. pH: Not established. 
COEFFICIENT WA TERIOIL DISTRIBUTION: Not established. 
APPEARANCE AND COLOR: This product is a white ointment with a petroleum jelly odor. 
HOW TO DETECT THIS SUBSTANCE (warning properties): The appearance of this product can be a distinguishing 

characteristic to identify it in ewnt of accidental release. 

10. STABILITY and REACTIVITY 
REACTIVITY/CHEMICAL STABILITY: This product is stable. 
DECOMPOSITION PRODUCTS: Combustion: If exposed to extremely high temperatures, thermal decomposition may 

generate irritating fumes and toxic gases (e.g., carbon oxides, nitrogen oxides, and sulfur oxides). Hydrolysis: None known. 
MATERIALS WITH WHICH SUBSTANCE IS INCOMPA T/BLE: This product is generally compatible with other common 

materials in a medical facility. Acids, caustics, and other chemicals that could affect its performance should be a\()ided. 
HAZARDOUS POLYMERIZATION: Will not occur. 
CONDITIONS TO AVOID: A\Uid heat, light, and contact with incompatible chemicals. 

PART IV Is there any other useful information about this material? 

I 11. TOXICOLOGICAL INFORMATION 
SYMPTOMS OF OVEREXPOSURE BY ROUTE OF EXPOSURE: The health hazard information pro~ded below is 
pertinent to medical employees handling this product in an occupational setting. This product is designed for application on 
the skin. The following paragraphs describe the symptoms of exposure by route of exposure. 
/NHALA TION: Although unlikely, due to form of product, inhalation of vapors may slightly irritate the nose, throat, and 

lungs. Symptoms are generally alle~ated upon breathing fresh air. . 
CONTACT WITH SKIN or EYES: Skin contact may cause redness, itching, and acne-form eruptions. Eye contact may 

cause irritation, stinging, redness, tearing, and blurred ~sion. . . 
SKIN ABSORPTION: The components of this product are not known to be absorbed thro.ugh m~act skm. . . . 
INGESTION: Ingestion is not a significant route of occupational overexposure. Acute ingestion of large quant1t1~s of t~ts 

product or chronic ingestion caused by poor hygiene practices may cause. ~dverse sym~toms. Symptoms of ingestion 
owrexposure may include nausea, \Umiting, and diarrhea. Gentam1ctn Sulfate 1s poorly absorbed from the 
gastrointestinal tract. 
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11. TOXICOLOGICAL INFORMATION (Continued) 
INGESTION (continued): 
INJECTION: Though not anticipated to be a significant route of exposure for 

this product, injection (via punctures or lacerations by contaminated 
objects) may cause redness at the site of injection. Symptoms of 
intramuscular injection of Gentamicin Sulfate include vestibular damage, 
eye toxicity, hypersensitivity reactions, anemia, purple or brownish-red 
spots on the skin or mucous membranes, convulsions, increased serum 
aminotransferase values, increased serum-bilirubin concentrations, hair 
loss, blood disorders, electrolyte disturbances, kidney toxicity, 
neuromuscular blockade, neurotoxicity, psychosis, vertigo, ringing in the 
ears, hearing loss, allergic reactions, fever, numbness, skin tingling, 
muscle twitching, and roaring in the ears. 

GENERAL TOXICITY INFORMATION: Symptoms described in patients 
given therapeutic doses of this substance redness and itching .. 

IRRITANCY OF PRODUCT: This product may mildly to moderately irritate 
contaminated tissue. 

SENSITIZATION OF PRODUCT: Individuals who have had allergic 
reactions to products containing the active ingredient, Gentamicin Sulfate, 
Aminoglycosides, or any other components of this product may 
experience allergic reactions to this product. Due to the presence of 
Methylparaben, this product may cause respiratory sensitization in 
susceptible individuals; subsequent exposure to very small amounts may 
cause an asthma-like reaction in persons who have been sensitized. Due 
the presence of Methylparaben and Propylparaben, skin contact may 
cause an allergic reaction in sensitive individuals; subsequent exposure to 
very small amounts may cause an allergic reaction once sensitized, with 
symptoms of redness, itching, welts and irritation. 

HAZARDOUS MATERIAL IDENTIFICATION SYSTEM 

!HEALTH HAZARD (BLUE) 11 I 

I FLAMMABILITY HAZARD (RED) I 

PHYSICAL HAZARD (YELLOW) 0 

PROTECTIVE EQUIPMENT 

EYES RESPIRATORY HANDS BODY 

i SEE SECTION 8 t SEE SECTION 8 

For Routine Industrial Use and Handling Applications 

Hazard Scale: 0 ::: Minimal 1 ::: Slight 2 ::: Moderate 
3 ::: Serious 4 ::: Severe • ::: Chronic hazard 

HEALTH EFFECTS OR RISKS FROM EXPOSURE: An Explanation in Lay Terms. Overexposure to this product may 
cause the following health effects: 

Acute: The primary health effects that may be experienced by medical personnel exposed to this product is mild irritation of 
contaminated skin. Inhalation may irritate the respiratory system. Eye contact will cause irritation. 

Chronic: Rare allergic reactions after administration in the eyes of Gentamicin Sulfate products designed for the eyes have occurred. 
TARGET ORGANS: 

Acute: Occupational Exposure: Skin, eyes. Therapeutic Doses: Skin. 
Chronic: Occupational Exposure: Skin. Therapeutic Doses: Skin. 

TOXICITY DATA: The toxicity data available for the active component of this product are presented in this MSDS. 
Additional data are available for the excipient components of this product, but are not presented in this MSDS; Contact 
Fougera for more information. 
GENTA\11CIN SULFATE: 
TDLo (Intravenous-Woman) 45 mg/kg/1 weeks

intermittert: Nutritional and Gress Metabolic: changes 
in metals, not otherwise specified 

TD Lo (Intravenous-Man) 21 mg/kg/6 days-intermittent: 
Nutritional and Gross Metabolic: changes in met as, net 
otherwise specified 

LD50 (Oral-Rat)> 5 g/kg: Beha1iora: somnolence (genaa 
depressed activity): Skin and Appendages: hair 

LDso (Oral-Mouse) > 11,269 mglkg 
LD50 (lntraperitaieal-Rat) 630 mg'kg: Beha1ioral: muscle 

contraction or spasticity; Lungs, Thorax, or Respiration: 
other changes 

LD5o (lntraperitoneal-Mouse) 245 mg/kg: Behavioral: 
altered sleep time(includng chmge in righting reflex). 
convulsions or effect on seizure threshold; Lungs, 
Thorax, or Respiration: respiratory stimulation 

LD50 (Subcutaneous-Rat) 873 mg(base)/kg 
LD50 (Subcutaneous-Mouse) 478 mg/kg 
LD50 (Subcutaneous-Guinea Pig) 600 mg/kg 
LD50 (Intravenous-Rat) 96 mg/kg: Behavioral: altered 

sleep time (including change in righting reflex), 
convulsions or effect on seizure threshold; Lungs, 
Thorax, or Respiration: respiratory stimulation 

LD50 (Intravenous-Mouse) 47 mg/kg: Behavioral: 
somnolence (general depressed adivlty), convulsions 
or effect on seizure threshold; Lungs, Thorax, or 
Respiration: dyspnea 

L050 (Intramuscular-Rat) 384 mg/kg 
L0 50 (Intramuscular-Mouse) 250 mg/kg: Behavioral: 

altered sleep time(includng chmge in righting reflex); 
Lungs, Thorax. or Respiratiai: respiratory stimulation 

GENTAMICIN SULFATE OINTMENT a 1%M SDS 

GENTAMICIN SULFATE (continued): 
LD5o (lntracerebral-Mouse) 17,300 µg/kg: Peripheral 

Nerve and Sensation: sensory change involving 
peripheral nerve; Eye: ptosls; Beha1ioral: convulsions 
or effect on seizure threshold 

TDLo (Subcutaneous-Rat} 1200 mg/kg/15 days
intermittert: Kidney/Ureter/Blaci1er: changes in tubules 
(including acute rena failure. acute tubular necrosis), 
proteinuria; Biocl"emcal: Enzyme inhilltion, induction. 
or change in blood or tissue levels: dehydrogenases 

mLo (Subcutaneous-Rat) 200 mg/kg/5days-intermittert: 
Kidney/Ureter/Bladder: other changes in urine 
compositicn; Nutritioral and Gross Metabolic: changes 
in calcium; Biochemical: Eniyme inhibition, induction, 
or change in blood or tissue levels: other Enzymes 

mLo (Subcutaneous-Rat) 280 mg(base)/kg/7 days
intermittert: Kidney/Ureter/Bladder: other changes in 
urine composition, changes in calcium; Biochemical: 
Enzyme inhibition, induction, or change in blood or 
tissue levels: dehydrogenases 

TO Lo (Subcutaneous-Rat) 300 mg/kg/3days-intermittert: 
Kidney /Ureter/Bladder: other changes in urine 
compositicn, other ctenges, Metabolism (lntermediay~ 
other proteins 

mLo (Subcutaneous-Rat) 1200 mg/kg/3 days
intermitter1: Kidney/Ureter/Blaci1er: renal function tests 
depressed, otl"er changes; Biochemical: Metabolism 
(Intermediary): other proteins 

mLo (Subcutaneous-Rat) 660 mg/kg: female 10-15 
day (s) at ter conception: Reproductive: Specific 
Developmental Abnormalities: cardiovascular 
(circulatory) system, urogenital system 
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GENTAMICIN SULFATE (continued): 
TDLo (Subcutaneous-Rat) 660 mg/kg: female 15-20 

day(s) after conception: Reproductive: Effects on 
Ne'Nbom: biochemical and metabolic 

TO Lo (Subcutaneous-Cat) 1400 mg/kg/70 days
intermittert: Beha1ioral: altered sleep time (including 
change in righting reflex). ataxia; Related to Chronic 
Data: death 

TDLo (Subcutaneous-Cat) 1365 mg/kg/91 days
intermittert: Kidney/UreterJBlaci1er: changes in tubules 
(including acute renal failure. acute tubular necrosis): 
Blood: changes in serum compositbn (e.g. TP, bilinbh 
cholesterol); Related to Chronic Data: death 

mLo (Subcutaneous-Cat) 4200 mg/kg/30 weeks
intermittent: Ear: changes in cochlear structure or 
function; Behavioral: altered sleep time (including 
change in righting reflex); Kidney/Ureter/Bladder: 
changes in tubules (incll.ding arute renal faillJ'e, acute 
tubular necrosis) 

TDLo (Subcutaneous-Cat) 2700 mg/kg/27 days
intermittent: Behavioral: ataxia; Related to Chronic 
Data: death 

TD Lo (Subcutaneous-Gl.inea Pig) 6557 mg/kg/77 days
intermittert: Ear: change in acuity, chmges in cochlear 
structure or fuiclion; Beha1iora: mus de contraction or 
spasticity 

TO Lo (lntramusclJar-Rat) 240 mg/kg/6days-intermittent: 
Kidney /Ureter/Bladder: changes in tubules (including 
acute renal fa lure, acute tub.liar necrosis); Nutritional 
and Gross Metabolic:weightlossor decreased weight 
gain, changes in metals, not otherwise specified 

EFFECTIVE DATE: MAY 5, 2014 
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11. TOXICOLOGICAL INFORMATION (Continued) 
TOXICITY DA TA (continued): 

GENT;WICIN SULFATE (continued): GENT.AMICIN SULFATE (continued): 
TDLo (Intramuscular-Rat) 3840 mg/kg/4 weeks- TD Lo (Intramuscular-Dog) 2 gm/kg/50 days-irtermittent 

intermittent: Kidney /Ureter/Bladder: changes in Behavioral: ataxia; Kidney/Ureter/ Bladder: changes 
tubules (including acute renal failure, acute tubular in tubules {including acute renal faiure, acute tubular 
necrosis); Related to Chronic Data: death necrosis) 

TDLo (Intramuscular-Rat) 1890 mg/kg/21 days- TDLo (Intramuscular-Mammal) 100 mg/kg/10 days-
intermittert: Kidney/Ureter/Blad:ier: changes in both intermittent: Kidney /Ureter/Bladder: proteinuria 
tubules and glomeruli TDLo (lntraspinal-Rat) 13.36 µg/kg: Analgesia 

TDLo {lnlramuscuar-Rat) 480 mg/kg/6days-intermitta1: TD Lo {lntraperitoneal-Rat) 375 mg/kg: female 14-18 
Nutritional & Gross Metabolic: weight loss or day(s) after conception: Reproductive: Specific 
decreased weight gain. renal function tests Developmental Abnormalities: urogenital system; 
depressed. changes in tubues (indudhg acute renal Reproductwe: Effects on Newborn: growth statistics 
failure. acute tubular necrosis) (e.g.%, reduced weight gain) 

GENTAMICIN SULFATE (continued): 
TD lo (lntraperitoneal-Rat) 600 mg/kg/6 days

intermittent: Kidney /Ureter/Bladder: changes in 
tubules (including acute renal failure. acute tubular 
necrosis); Blood: changes in sErUmcompositi:m (e.g. 
TP, bilirubin, cholesterol); Biochemical: Enzyme 
inhibition, induction, or change in blood or tissue 
levels: multiple enzyme effects 

DNA Adduct (Bacteria-Escherichia coli) 5 mg/l 
DNA Damage(lntraperitoneal-Rat) 70 mg/kg/7 days

continuous 
Sperm Morphology (Unreported-Rat) 9600 µg/kg/8 days 

CARCINOGENIC INFORMATION: The components of this product are not found on the following lists: U.S. EPA, U.S. 
NTP, U.S. OSHA, U.S. NIOSH, GERMAN MAK, IARC, or ACGIH and therefore are neither considered to be nor 
suspected to be cancer-causing agents by these agencies. 

REPRODUCTIVE TOXICITY INFORMATION: The acti\/e component of this product, Gentamicin Sulfate, is rated as 
Pregnancy Category C (RISK CANNOT BE RULED OUT; Human evidence is lacking, but animal evidence is positive). 
Listed below is information concerning the effects of this compound on animal or human reproducti\/e systems. 
Mutagenicity: Arrinoglycoside antibiotics, such as Gentamicin Sulfate, have been found to be non-rrutagenic. 
Embrvotoxicitvfferatoqenicity: This product has not been tested for errbryotoxic or teratogenic effects. 
Reproductive Toxicity: Gentamcin has been shown to depress body weights, kidney weights, and rredian glorrerular counts in new born rats 

when adrrinistered systerrically to pregnant rats in daily does approxirretely 500 tirres the rrexirrum rec orrmended ophthalrric human 
dose. 

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

12. ECOLOGICAL INFORMATION 
ALL WORK PRACTICES MUST BE AIMED AT EL/MINA TING ENVIRONMENTAL CONTAMINATION. 
MOBILITY: This product has not been tested for soil absorption or mobility. 
PERSISTENCE AND BIODEGRADABILITY: This product has not been tested for persistence or biodegradability. 
BIOACCUMULATION: This product has not been tested for bioconcentration. 
ECOTOXICITY: No specific information is currently available on the effect of this product on plants or animals in the 

environment. This product may be harmful to contaminated terrestrial and aquatic plant and animal I ife, especially in 
large quantities. 

ENVIRONMENTAL EXPOSURE CONTROLS: Controls should be engineered to pre\ent release to the environment, 
including procedures to pre\/ent spills, atmospheric release and release to wateiways. 

OTHER ADVERSE EFFECTS: No component of this product is known to ha\/e ozone depletion potential. 

I 13. DISPOSAL CONSIDERATIONS 
DISPOSAL METHODS: 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 and/or disposed of. 
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 your local hazardous waste regulatory 
authority. Shipment of wastes must be done with appropriately permitted and registered transporters. 

DISPOSAL CONTAINERS: Waste materials must be placed in and shipped in appropriate 5-gallon or 55-gallon 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. 

PRECAUTIONS TO BE FOLLOWED DURING WASTE HANDLING: Wear proper protecti\e equipment when handling 
waste materials. 

PREPARING WASTES FOR DISPOSAL: Waste disposal must be in accordance with appropriate U.S. Federal, State, and 
local regulations or with regulations of Canada. This product, if unaltered by handling, may be disposed of by treatment 
at a permitted facility or as advised by your local hazardous waste regulatory auth?rity. All ~owns, glo\es, a~d 
disposable materials used in the preparation or handling of this drug should be disposed of m accordance with 
established hazardous waste disposal procedures. Handle as if capable of transmitting infectious agents. Incineration is 
recommended. Reusable equipment should be cleaned with soap and water. 

U.S. EPA WASTE NUMBER: Not applicable to wastes consisting only of this product. 

I 14. TRANSPORTATION INFORMATION . . 
U.S. DEPARTMENT OF TRANSPORTATION SHIPPING REGULATIONS: This product ts not classified as hazardous 

under regulations of U.S. DOT 49 CFR 172.101. 
TRANSPORT CANADA TRANSPORTATION OF DANGEROUS GOODS REGULATIONS: This product is not classified 

as Dangerous Goods, per regulations of Transport Canada. 
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15. REGULATORY INFORMATION 
UNITED STA TES REGULATIONS: 
U.S. SA~ REPORTING REQUIREMENTS: The components of this product are not subject to the reporting requirements 

of Sections 302, 304, and 313 of litle Ill of the Superfund Amendments and Reauthorization Act. 
U.S. SARA THRESHOLD PLANNING QUANTITY: There are no specific Threshold Planning Quantities for any component 

of this product. The default Federal MSDS submission and inventory requirement filing threshold of 10,000 lb (4,540 kg) 
therefore applies, per 40 CFR 370.20. 

U.S. CERCLA REPORTABLE QUANTITIES (RQ): Not applicable. 
U.S. TSCA INVENTORY STATUS: This product is regulated by the Food and Drug Administration; it is not subject to 

requirements under TSCA. 
OTHER U.S. FEDERAL REGULATIONS: Not applicable. 
CALIFORNIA SAFE DRINKING WATER AND TOXIC ENFORCEMENT ACT (PROPOSITION 65): Aminoglycosides, 

such as Gentamicin Sulfate, are on the California Proposition 65 lists. WARNING! The product contains a substance 
known to the State of California to cause reproductive toxicity. 

CANADIAN REGULATIONS: 
CANADIAN DSUNDSL INVENTORY STATUS: This product regulated by the Therapeutic Products Programme (TPP) of 

Health Canada and so it is exempt from requirements of the DSUNDSL Inventory. 
CANADIAN ENVIRONMENTAL PROTECTION ACT (CEPA) PRIORITIES SUBSTANCES LISTS: The components of this 

product are not on the CEPA Priorities Substances Lists. 
CANADIAN WHMIS CLASS/FICA TION AND SYMBOLS: The WHMIS Requirements of the Hazardous Products Act 

does not apply in respect of the advertising, sale or importation of any cosmetic, de\Ace, drug or food within the meaning 
of the Food and Drugs Act. 

16. OTHER INFORMATION 
ANSI LABELING (Based on 129.1, Provided to Summarize Occupational Exposure Hazards): CAUTION! MAY 

CAUSE ALLERGIC REACTION. MAY CAUSE SKIN AND EYE IRRITATION. A\.Oid contact with skin, eyes, and clothing. 
Wash thoroughly after handling. Wear gloves, goggles, and appropriate body protection during handling or administration. 
FIRST-AID: In case of contact, flush skin or eyes with plenty of water. If adverse respiratory reaction occurs from allergic 
reaction, give oxygen and seek immediate medical attention. If ingested, DO NOT induce \.Omiting-seek immediate 
medical attention. IN CASE OF FIRE: Use water fog, dry chemical, C02, or "alcohol" foam. IN CASE OF SPILL: Wipe up 
spilled product. Place residual in appropriate container and seal. Dispose of according to applicable regulations. Consult 
Material Safety Data Sheet for additional information. 

This Material Safety Data Sheet is offered pursuant to OSHA's Hazard Comrunication Standard, 29 CFR, 1910.1200. Other gowrnmant regulations rrust be rll'wiev.ed for applicability to this product. To 
the best or Fougera·s mcmedge, the inforrration contained herein is reliable and accurate as or this date; l"K7MM!r, accuracy, suitability ex COO'l>leteness are not guaranteed and no warranties or any 
!)pe. either e~ess or i/l1)1led, are pr<Nded. The information contained herein relates only to this specific product. If this product is corrbined IMth other materials, all COl'11)0nef1t properties rrust be 
considered. Data rray be changed from time to time. Be sure to consult tho latest edition. 

PREPARED BY: CHEMICAL SAFETY ASSOCIATES, Inc.• PO Box 1961, Hilo, HI 96721 • 800/441-3365 • 808/969-4846 
DATE OF PR/NTING:May 5, 2014 

DEFINITION OF TERMS 
A large number of abbreviations and acronyms appear on a MSDS. Some of these. which are commonly used, include the following: 
CPS #: This is the Chemical Abstract Service Number that uniquely identifies each EXPOSURE LIM ITS IN AIR (continued): 
constituent. LOQ: Limit of Ouantitation. 
EXPOSURE LIM ITS IN AIR: MAK: Federal Republic of Germany Maximum Concentration Values in the workplace. 
CEILING LEVEL: The concentration that shall not be exceeded during any part of the NE: Not Estatjished. When no exposure guidelines are established, an enby of NE is made 
v.<>rking exposure. for reference. 
DFG MAK Germ Cell Mutagen Categories: 1: Germ cell mutagensthatha.ie been shown NIC: Notice of Intended Change. . 
to increase the ml.tart frequency in the progeny a exposed humans. 2: Germ cell mutagens NIOSH CEILING: The exposure that shall not be exceeded dunng a~ part of the 'MJrkday. 
that have been shown to increase the mutant frequency in the progeny of exposed If instartamousmoritor~g is notf~~sible, the ceiling shall be asslJT\ed as a 1~-mim.te_lWA 
mammals. 3A: Substances that ha.re been stown to induce genetic damage in germ eels d exposure (unless otherwtse specif 1ed) that shall not be exceeded at any time dunng a 
human of animals, or which proouce mutageric Etfects in sanatic cells d mammals in vivo 'Mlrkday. . . 
andhavebeenshowntoreachthegermcellsinanacwe form. 38: Substances that are NIOSH RELs: NIOSH's Recommended Exposure L1m1ts. 
suspected a being germ eel mutagens because of their genotoxic eff eels in mammalian PEL: OSHA's Per~~ble Exposure Limits. This expcsure valu~ m_eans exact¥ th~ ~meas 
somatic cell in vivo; in excer;1ioral cases, substarces forwhich there are no in vivo data. blt a TL V, except that 1t 1s ertorceable by OSHA. :nie OSH~ Perm1ssable Exposure L.1m1ts are 
that are clearly mltagenic in vitro and structural~ related to kno.vn in vivo mutagens. 4: Not based in the 1989 PE Ls and the June, 1993 Air Contamnants Rule (Federal Re~1st.er: 58: 
applicable (Categ>ry 4 ca"ciiogenic slbstances are those with non-genotoxic mechanisms 35338-35351 and 58: 40191 ). B~t.h the current PELs and the vacated PELs are indicated. 
of action. By dEiinition. germ cell mutagens are genotoxc. Therefae, a C aeg:>ry 4 for germ The phrase. "Vacated 1989 ~EL 1s placed next to the PEL that was va:ated by Cou1 OrcB'. 
cell mutagenscannotapp¥.At some ti'nein the future, it is oonoewable that a Category 4 SKIN: Used when a there 1s a.d~nger of cutaneou~ abs~rptlon •. 
could be established for gerotoxic substances with primary targets other than o NA [e.g. STEL: Short Term Exposure L1m1t, usually ~ 15-m~nute t1me-we19hted_ average (T~ ~) 
purely aneugenic subitanoes) l research results make this seem sensible.) 5: Germ cell e~p?sure that should not be exceeded at a~ time dunng a 'M>rkday • even if the 8-hr TW 6 

mutagens, the potency cl which is oonsideredto be so low that. provided the MAK value is within the TLV-~A: PEL-TWA o~ REL-TWA. . 
observed thei' contribution to genetic risk for humans is expected not to be significant. TL V: Threshold Limit Value. An airborne concentration of a substance that represents 
DFG MAK Pregnancy Risk Group Classlflcatlon: Group /j:, A risk of damage to the conditions _underwhid'l it is gererally believ_ed that nearly all ~rke~ may _be repe~tedl~ 
developing embryo or fetus has been uneCJ,1wocally derronstrated. Exposure of pregnant exposed without acN'erse effed. The duration mus~ be considered'. including the 8 hou · 
women can lead to damage of the developing organism, even when MAK and BAT TWA: TimeWeightedAver~eexpos1.1"0concentrationforacornentional 8-hr(TlV, PB.)a 
(Biological Tolerance Value for Wakirg Materials) values are ~bserved. Group B: Currentt up to a. 10-hr (REL) ~rkday ~~ 4o-hr r.°~7ek ·th AIHA. 
available information indcates a risk of damage to the developng emtryoor fetus must be WEEL · Workplace Ernirormen posure llTll ran e 
considered to be probabe. Damage to the developirg organism cannot be excluded when HAZARDOUS MATERIALS IDe.l'TIACATION ~YST~ HAZA~ 
pregnant women are exposed, evenwhen MAK and BATv alues are observed. Group C: RATINGS: This rating system was developed by the National Paint _and Coating 
There is no reason to f ecr a risk of damage to the developing embryo or fetus when MAK Association and has been adopted by indLBby to identify the degree of chemical hazards. 
and BAT values are obse-ved. Group D: aassficati:m in one of the groups A-C is not yet HEAL TH HAZARD: o Minimal Hazard: Nosignlicant health risk. irritation of skin or eyes not 
possible because, althoi.gh the data a.-ailablemay indicae a trend, they are not sufficient anticipated. Skin lrritEtion Essentially non-irritatirg. Mechanical irritaticn ~ax occur. Pll or 
for final evaluation. . . Draize = o. Eye /rritaticn: Essentialy non-irritatng, minimal Elfects cleanng in< 24 hours. 
IDLH: lrrrnediate¥ Dangerous to Lie and Health. This level represenls a concentration f1tm Mechanical irritation may occur. Draize = 0. 
which one can escape within 30-mnutes wit ha.it sufferirg escape-prwenting or permanent 
injury. 
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DEFINITION OF TERMS (Continued) 
HAZARDOUS MATERIALS IDENTIFICATION SYSTBVI HAZARD HAZARDOUS MATERIALS IDENTIRCATION SYSTENI HAZARD 
RATINGS (continued): RATINGS (continued): 
HEAL TH HAZARD Ccontinuedl: 0 (continued) Oral ToxidtyLDso Rat:> 5000 mg/kg. De!TT"Bf PHYSICAL HAZAAD: 2 (continued): Liquids: any material that exhibits a mean pressure 
Toxicity LDsa Rat or Rabbit: > 2000 mg'kg. lnhalaion Toxidty4-hrs LC50 Rat: > 20 mg/L. 1 rise time less than or equal to the pressure rise of a 1: 1 aqwous sodium chlorate solution 
Slight Hazard: Minor reversible injury may occur; may irritate tt-e stomach if swallowed; may (40%)/cellulose mixture and the criteria for Packing Group I are not met. Reactives: 
def at the skin and exacerbate existing dermatitis. Skh Irritation: Slightly or mildly irritating. Substances that may polymerize, decompose, condense, or self -react at ambient 
Pll or Draize > 0 < 5. Eye lrritaton: Slight~ to mild~ irritairg, but reversible within 7 days. temperature and/or pressure, but have a low potential (or low risk) for significant heat 
Draize > 0 :s 25. Oral Toxicity LDso Rat: > 500-5000 mg/kg. Demel Toxicity LD.o Rat or generation or explosbn. Substances that readily form peroxides upon exposure to air or 
Rabbit:> 1000-2000 mglkg. lnhaatiai ToxidtyLC50 4-hrs Rat: > 2-20 mg/L. 2 Moderate oxygen at room temperature. 3 Water Reactivity: Materials that may form explosive 
Hazard: Temporary or trcnsitory injury may ocx:ur; prolorged exposure may afedthe CNS. reactions with water. Organic Peroxides: Materials that are capable of detonation or 
Skin Irritation: Moderate~ irritating; primary irritant; sensitizer. Pll or Draize i!: 5, with no explosive reaction, but require a strong initiating source or must be heated under 
destruction of dermal tissue. Eye Irritation: l'v1oderately to severely irritating; reversible confinement before initiaion; or maerials that react explosively with water. Explosives: 
corneal opacity; corneal invowementor irritation clearing in 8-21 days. Draize = 26-100, Division 1.3 explosives. Exposive substan:::es that have a fire hazard and either a minor 
with reversible effects. Oral Toxicity LD50 Rat: > 50-500 mg' kg. Derrra/ Toxicity LD~o Rat or blast hazard or a minor projection hazard or both, but do not have a mass exposion hazard. 
Rabbit:> 200-1000 mg/kg. Inhalation Toxicity LC50 4-hrs Rat: > 0.5-2 mg/L. 3 Serious Conpressed Gases: Pressl.l'e ~ 514.7psi absolute at 21.1°C (70°F)[500 psig). Pyrophats: 
Hazard: Major injury likely' unless prompt action is taken and medical treament is given: ttjl No Rating. Oxidizers: Packing Group I oxidizers. Solids: any material that. in either 
level of toxicity: carosive. Skin Irritation: SevErely irritating and/or corrosive; may cause concentration tested, exhibits a mean burring time less than themeanbuming timed a 3:2 
destruction of dermal tissue, skin bums, and dermal necrosis. Pll or Draize > 5-8, with potassium branate/cellulose mb<ture. Liquids: any material thatspaitaneous~ ignites when 
destruction of tissue. Eye Irritation: Corrosive. irreversible destruction of ocular tissue; mixed with cellulose in a 1: 1 ratio, or whichexhitits a mean pressure rise time less than the 
corneal inv owement or irritation persisting for more than 21 days. Draize > 80 with effects pressure rise time of a 1 :1 perchloric acid (50%)/cellulose mixture. Unstable Reactives: 
irreversible in 21 days. Oral ToxicityLD5() Rat:> 1-50 mg/kg. Demel Toxicity LD~o Rat or Substances that may polymerize, decompose, condense, or self-react at ambient 
Rabbrl.: > 20-200 mg/kg. Inhalation Toxicity LCso 4-hrs Rat: > 0.05-0.5 mg/L. 4 Severe temperature and/or pressure and ha1e a moderate potential (or moderate risk) to cause 
Hazard: lif e-threaering; major or permanent damage may result from single or repeated signif leant hea generatiai or explosion. 4 Water Reactivity: Materels that react expbsively 
exposures; extremett toxic; irreversible injury may result from brief contact. Skin Irritation: with water without requiring heat or confinement. Organic Peroxides: Materials that are 
Not appropriate. Do not rate as a 4, based on skin irritation alone. Eye Irritation: Not readily capable of detonation or explosive decomposition at normal temperature and 
appropriate. Do not rate as a 4, based on eye irritation alone. Oral Toxicity LD5c Rat: s 1 pressures. Explosives: Division 1.1 & 1.2 explosives. Explosive substances that have a 
mg/kg. Derrre/ Toxicity LD~o Rat or Rabbit: s 20 mglkg. lnhaatiai Toxicity LC5() 4-hrs Rat: s mass explosion hazard or ha1e a projediai hazard. A mass explosion is one that aff eels 
0.05 mg/L. almost the entire load instartanoously. Conpressed Gases: No Rating. Pyrcphorics. Actt to 
F LAMMA81 LITY HAZARD: 0 Minimal Hazard: Materials that will not burn in air when the def initiai of F emmatility 4. Oxidizers: No 4 ratirg. UnstableReactives: Substan:::es tha 
exposure to a temperature d 815.S"C (1500°F)for a period d 5 minutes. 1 Slight Hazard: may polymerize, decompose, condense, or self-react at ambient temperature and/or 
Materials that must be pre-heated beore ignition can occur. Materel requires considerable pressure and have a high potential (or high risk) to cause significant heat generation or 
pre-healing, under all ambient temperaure condlions before ignition and combustion can explosion. 
occur. This usual~ includes the following: Materials that will burn in air when exposed to a NATIONAL FIRE PROTECTION ASSOCIATION HAZARD RA TINGS: 
temperature ct 815.5°C (1500°F) for a period of 5 minutes or less: Liquids, solids and HEALTH HAZARD: o Matenalsthat undEremergency conditions, would offer no hazard 
semisolids having a flash point at or above93.3°C (200° F)(i.e. OSHA aass 1118); and Most beyond that of ordinary rombustible materials. Gases and vapors Vv'ith an LC 50 for acute 
ordinary combustble maerials (e.g. wood, paper, etc.). 2 Moderate Hazard: Materials that inhalation toxicity greater than 10,000 ppm. Dusts and mists with an LC50 for acute inhalam 
must be moderately' heated or exposed to re lat iv ely high ambient temperatures before toxicity greater than 200 mg/L. Materials with an LDsa for aclJe dermal toxi:::ity greater than 
ignition can occur. Materials in this degree would not, under normal conditions, form 2000 mg/kg. Materials with an LDso for acute oral toxicity greater than 2000 mgt1<g. Materials 
hazardous atmosi:tieres in air. but under high ambiert temperatures or moderate heating essentially non-irrilati'lg to the respiratory tract, eyes, and skin. 1 Materials that, under 
may release vapor in slifident quantities to produce hazardous atmospheres with air. This emergency caiditions, ccn cause signlicantirrilation. Gases and vapors with an LC so for 
usually indudes the following: Liquids havhg a flash-poht at or above 37 .8°C (1 oo· F); Solid acute inhalation toxicity greaer than 5,000 ppm but less than or equal to 10,000 ppm. Dusts 
materials in the form d course dusts that l1l9f bum rapid~ but that generally do not form and mists with an LCso for acl.te inhalatbn toxicity greater than 10 mg/L but less than or 
explosive atmospheres: Solid materials in a f brous or shrectted form that may burn rapidly equal to 200 mg/L. Materials with an LD 50 for acute dermal toxicity greaer than 1000 mg/kg 
and create flash fre hazards (e.g. cotton, sisal, hemp); and Solids and semisolids (e.g. but less than or equal to 2000 mg/kg. Materials that slightly to moderately irritate the 
viscous and sbw flo'Ning as asphalt) that readily give off flammable vapors. 3 Serious respiratory trcct. eyes and skin. Materials with an LD50 for acute ora toxicity greater thanfOO 
Hazard: Liquids and solids that can be ignited under almost all ambient temperature mg/kg but less then or equal to 2000 mg/kg. 2 Materels that. under emergency conditions, 
conditions. Materials in this degree prcxluce hazardous atmospheres with air under almost can cause temporary incapacitation or residual injury. Gases with an LC 50 for acute 
all ambient temperatl.l'es. or, unaffedoo by ambient temperatuie, are readily ignited under inhalation toxicity greater then 3,000 ppm but less than or equal to 5,000 ppm. Any liquid 
almost all conditions. This usual¥ inch.des the fdlowing: Liquids havirg a flash point below whose saturated vapor concentratiai at 2o·c (68"F) is equal to or greater than one-fifth its 
22.8°C (73°F) and ha.-ing a boiling point at or aba1e 38°C (100° F)and those liquids havi'g LCso for acute inhalation toxicity, if its LCso is less than or equal to5000 ppm and that does 
a flash point at or above 22.8°C (73°F) and below 37.S"C (100"F) (i.e. OSHA Class 18 and not meet the criteria for eithErdegree a hazard 3 or degree of hazard 4. Dusts and mists 
IC); Materials that on account of their physical form or environmental conditions can form with an LCso for acute inhalation toxi::itygreater than 2 mg/L but less than or equal to 10 
explosive mixtures with air and are readi~ dispersed in air (e.g., dusts of combustible sdids, mg/L. Materials with an LDso for acl.te dermal toxicity greater than 200 mgt1<g but less than 
mists or droplets d flammable liquas ); and Matenals that burn extremely rapid~. usually by or equal to 1000 mg/kg. Compressed liqueiedgases with boiling points between -30°C (
reason of sef-conlained oxygen (e.g. dry nitrocellulose and many organic peroxides). 4 22"F) and -55"C (-66.S°F) that cause severe tissue damage, depending on duration of 
Severe Hazard: Materials that will rapid¥ or complete¥ vaporize at atmospheric pressure exposure. Materials that are respiraory irritants. Materials that cause se.<ere. but reversible 
and normal ambient temperature or that are readily dispersed in air, and that will bum irritation to the eyes or are lachrymators. Materials that are primary skin irritants or 
readily. This usually includes the following: Flammable gases; Flammable cryogenic sensitizers. MaterialswhoseLD50 for acute oral toxicity is greater than 50 mg/kg but less 
materials; Ant liquid or gaseous maenal that is liquidwhile under pressure and has a flash than or equal to 500 mg/kg. 3 Materials that, under emergency conditions, can cause 
point below 22.8°C (73°F)and a boiling point below 37.8°C (100° F) (i.e. OSHA Class IA); serious or permanent injury. Gases with an LCso for acute inhalation toxicity greater than 
and Materials that ignite spaitareou~ when exposed to air at a temperature of 54.4°C 1,000 ppm but less than or equal to 3,000 ppm. Any liquid whose saturated vapor 
(130"F) or below (pyrophoric). concentration at 2o·c (68"F) is equal to or greater its LCso for acl.te inhalatiai toxicity, if its 
PHYSICAL HAZAAD:O Water Reactivity: Materials that do not react with water. Organic LCi.o is less than or equal to 3000 ppm and that does not meet the criteria for degree of 
Peroxides: Materials thatare normally stal:je, even under fire conditions and will not react hazard 4. Dusts and mists with an LC so for aclJe inhalatiai toxicity greater then 0.5 mg/L tu 
with water. Explosives: Substances that are Non-Exposive. Conpressed Gases: No Rctirg. less than or equal to 2 mg/L. Materials with an LD50 for acute dermal toxicity greater than 40 
Pyrophorics: No Ratirg. Oxidizers: No 0 rating. UnstableReactives: Substarces that will net mg/kg but less then or equal to 200 mg/kg. Materials that are corrosive to the respiratory 
polymerize, decompa;e, cordense, or sef-react.). 1 Water Reactivity: Materials that change tract. Materials that are rorrosN'e to the eyes or cause irre.tersible corneal opacity. Materials 
or decompose upon exposure to moisture. Organic Peroxides: Materials that are normally corrosive to tt-e skin. Cryogenic gases that cause frostbite and i~ersible tissue damage. 
stable, but can become unstable at high temperatures and pressures. These materials may Compressoo liquEtied gases with boiling points below-55°C (-66.5°F) that cause frostbite 
react with water, but will not release energy violently. Explosives: Div is ion 1.5 & 1.6 and irrev ersibe tissue damage. Materials with an LDso for arute ora toxicity greater than 5 
explosives. Substances that are very insensitive explosives or that do not have a mass mg/kg but less then or equal to 50 mg/kg. 4 Materials that, under emergen:::y corditiCJ1s, can 
explosion hazard. Conpressed Gases: Pressure bebwOSHA definition. Pyrophorics: No be lethal. Gases withan LC 50 foracute inhalation toxicity less than or equal to 1,000 ppm. 
Rating. Oxidizers: Packaging Group Ill oxidizers: Solids: any material that in either Any liquid whose saturated vapor concentratiai at 20°C (68°F) is equal to or greater than 
concentration tested, exhibits a mean burring time less than or equal to the mean burning ten times its LCso for acute inhalaiontoxicity, fits LC&o is less than or equal to 1000 ppm. 
time of a 3:7 potassillTl bromate/cellulose mixture and the criteria for Packing Group I and II Dusts and mists whose LC 50 for aclJe inhabtiai toxicity is less than or equal to 0.5 mg/L. 
are not met. Liquids: ant ma ere I that ex ti bits a mean pressure rise tme less than or equal Materials whose LD&o for arute dermal toxicity is less than or equal to 40 mg/kg. Materials 
to the pressure rise time of a 1:1 nitric acid (65%)/cellulose mixture and the criteria for whose LDso for acute oral toxicity is less than or equal to 5 mg/kg. 
Packing Group I and II are not met. Unstable Reactives: Substances that may decompose FLAMMABILITY HAZARD: o Materials that will not bum under typical fire conditio~s. 
condense, or sef-react but on~ under corditbns of high tempErature and/or pressure and including intrinsicaltt noncombustil:je materias su::h as con:::rete, stone, and sard. Materials 
have little or no potential to cause significant heat generation or explosion hazard. that will not bum in airwhen exposed to a temperature d 816°C (1500°F) for a period of 5 
Substances that readily' undergo hazardous polymerization in the absence of inhibitors. minutes in aca>rding with Annex D of NFPA 704. 1 Materials that must be preheated before 
Substances that readi~ undergo hazardous polymerization in the absence of inhibitors. 2 ignition can occur. Materials in this degree require consi_derable preheating, ~nder all 
water Reactivity. Materials that may read violent¥ with water. Organt Peroxides: Materias ambient temperature corditbns, beore ignition and a>mbust1on can occ~r. Maten~ls th~t 
that. in themsewes, are normal¥ unstal:>le and will readiV undergo violentchErnical change, will bum in airwhen exposed to a temperaureof 816°C (1500"F) for a penod of 5 m1~ n 
but will not detonate. These materials may also react violently with water. Explosives: according with Annex D of NFPA 704. Liqlids, saids, and semisoli:is ha.-ing a flash pont at 
Division 1.4 explosives. Explosive substances where the explosive effects are largely or above 93.4"C (200°F)(i.e. Class 1118 liqlids~ Liquids with a flash poht greaertha~ 35"C 
confined to the package and no projection of fragments of appreciable size or range are (95°F) that do not sustain combustion when te~ted using the Method of !estmg for 
expected. An external fire must notcaLSe virtualv instantaneous explosion of almost the Sustained Corrt:Justibility, per 49 CFR 173, Apperd1x H or the UN Recormsndat1ons on the 
entire contents of the package. Conpressed Gases: Pressuized and meet OSHA deinition Transport of Dangerous Gocxls, Mcxlel Regulations (cunent ~dition} and the related Man_ual 
but< 514. 7 psi absolute at 21.1•c (70"F) (500 psig). Pyrophorics: No .Rating. Oxidi~~s: of Tests and Criteria (currenteditiai). Liqlidswith a flash pomtg~tE'."t~an 3~-C (95"F) n a 
Packing Group II oxidizers. Solos: ant material that, eitt-er in ~onC!3ntration tested, exh1~1ts water-miscible solution or dispersion with a water non-combustible hquid/sohd content of 
a mean burning time of less than or equal to the mean burning time of a 2:3 potassium more than 85% by weight. 
bromatelcellulose mixture and the criteria for Packing Group I are not met. 
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DEFINITION OF TERMS (Continued) 
NATIONAL FIRE PROTECTION ASSOCIATION HAZARD RA TINGS NATIONAL FIRE PROTECTION ASSOCIATION HAZARD RA TINGS 
(continued): (continued): 
FLAMMABILITY HAZARD (continued): 1 (continued): Liqlids lhathave no fire point when INSTABILl1Y HAlARD{cortinued):4 Materials that in themselves are readily capable of 
tested by ASTM D 92, Standard Test Met rod for Rash and Fire Points by Oeveland Open detonation or explosive decanposition or explosive reaction at normal temperatures and 
Cup, up to the boiling point of tl"e liquid or up to a temperature at which the sample being pressures. Materials that are sensiwe to localized thermal or mechanical shock at normal 
tested shows an obvious physic al change. Combustible pellets with a representative temperatures and pressi..res. Matenals that have an est mated instantmeous power density 
diameter of greater than 2 mm (10 mesh). Most ordinary combustible materials. Solids (product of heat d reaction and reaction rate) at 250"C (482"F) of 1000 W/mL or greater. 
containing greaterthan 0.5% l>,t weight of a flSTima~e or combustible sowert are rated by FLAMMABILITY LIM ITS IN AIR: 
the closed cup flash poirt dthe sot.lent. 2 Materials that must be moderately heated or Much of the information related to fire and explosion is derived from the National Fire 
exposed to relatwe~ high ambient temperalwes bEtore ignition can occur. Materials in this Protection Association (NFPA). Flash Poirt: Minimum temperature at which a liquid gves elf 
degree would not under normal coroitbns form hazardous atmospheres with air, but under sufficient vapa to form an ignitable mixture with air near the surf ace of the liquid or within 
high ambient temperatures or under moderate heating could release vapor in sufficient the test vessel used. Autoignition Temoerature: Minimum temperature of a solid, liquid, or 
quantities to prodlCe hazardous atmospheres with air. Liquids having a flash point at or gas required to initiate or cause sef-sustained combustion in air with no other source of 
above 37.8°C ( 1 OO'F) and below 93.4 ·c (200°F)(i.e. Class II and Class II IA liquids.) Solid ignition. LEL: Lowest concertrationof a flammable vapor or gas/air mixture that will ignite 
materials in the tam d powders or coarse dusts of representative diameter between 420 and burn with aflame. UEL: H igiest caicmtratiai of a flammable vapor or gas/air mixture 
microns (40 mesh) and 2 mm (10 mesh) that bum rapidly but that generally do not form that will ignite and bum with a flame. 
explosive mixtures with air. Soli:I materials in fibrous or shredded form thct burn rapd~ and TOXICOLOGICAL INFORMATION: 
create flash fire hazards, such as cottai, sisal and hemp. Solids and semisolids tha readi~ Human and Pnimal Toxicology: Possible health hazards as derived from human data. 
give off flammable vapors. Solids containirg greater than 0.5% ~weight d a flammable or animal studies, or fran tl"e resuts of studies with similar compounds are presented. ~: 
combustibe sot.lent are rated by tl"e closed ci.p flash point of the solvent. 3 liquids and Lethal Dose (solids & liquids) that kills 50% of the exposed animals. LC so: Lethal 
solids that can be ignited under almost all amtlent temperature conditions. Materials in this Concentration (gases) that kills 50% d the exposed animals. I!e!!!: Concentration expressa:I 
degree produce hazardous atmosj11eres with air under almost all ambient temperatures or, in parts of material per million parts of air or water. mg/m3 : Concentration expressed in 
though unaffected by ambient temperaures, are readi~ ignited under almost all conditions. weight of substance per volume of air. !!lll'.m: Quantity of material, by weight, administered 
Liquids having a flashpoint below 22.a·c (73"F) and having a boiling point at or above to a test subject, based on theirbodf weight in kg. TD Lo: Lowest dose to cause a symptom. 
37.8°C (100°F) and these liqlids having a feshpoint at or above22.8"C (73°F) and below TC Lo: Lowest concentration to cause a symptom.!Q.Q, LDlo, and LDo, or TC,~. LC Lo, 
37.8°C (100°F) (i.e. Gess IB and IC liql.ids). Materials that on account of tl"eir plljsical fam ancrlco: Lowest dose (or concentration) to cause lethal or toxic effects. Cancer 
or env ironmertal conditions can form expbswe mixtures with air and are readly dispersed n Information: IARC: lntematiorel Agency for Research on Cancer. NTP: Natbnal Toxicd::qf 
air. Flammable or combustible dusts with representative diameter less than 420 miaons (40 Program. RTE CS: Registry of Toxic Bf eels d Chemical Substances. ~ARC a.nd NTP rate 
mesh). Materials that burn with extreme rapidity, usual¥ by reason of sef-cortained oxygen chemicals on a scale of decreasing potential to ca.Jsehumm cancerwrth rari<1ngs from 1 to 
(e.g. dry nitrocellulose and mallf organic peroxides). Solids containing greater than 0.5% t1,t 4. Subrankings (2A, 28, etc.) are also used. Other Information:~: ACGIH Biological 
weight of a flammableor combustit:je sowentare rated by tl"e closed cup flash point of the Exposure Indices, represent the levels of determinartswhich are most likely to be obssved 
solv enL 4 Materials ti-at will rapid~ or completely vaporize at atmospheric pressure and in specimens oollected from a healthy worker who has been exposed to chemicals to the 
normal ambient temperature or that are readily dispersed in air and will burn readily. same extent as a ~rker with inhalation exposure to the TLV. 
Flammable gases. Femmable cryogeric materials. Allf liquid or gaseous materials that is ON 
liquid>Mlile under pressure and has a flash point below 22.a·c (73°F) and a boiling point REPRODUCTIVE TOXICITY INFORMATI : 
below 37.8"C (100° F) (i.e. Class IA liqui:ls ). Materials that ignite when exposed to air, Solids A mutagen is a chemicaltha causes per~nen.t changes togenfiic ~terial (D~) such that 

~ ·b w d b the changes will propagate thrwghgenerationllnes. An embrvotoxin1s a chEmcal that cases 
containing greaterthan 0.5% t1,t weight of a flSTima e or combusti le so ert are rate y damage to a dewelopng embyo (i.e. witlin the firsteigtt weeks d pregnancy in humans), but 
the closed cup flash point of the solvent. · h · I th t 
INSTABIL11Y HAZARD: 0 Materials that in themsewes are normaly stable, even under fire the damage does not prq>agate across generational lines. A teratoaen is a c em1ca . a 
conditions. Materials that have an instantanews power density (product a heat of reaction causes damage to a developng fetus, but tl"e damage does not prop:igate across generational 
and reaction rate) at 250°C (482"F) below 0.01 W/ml. Materials that do not exhibit an lines. A reprcx:luctWe toxin is allf substance that interferes in 8 1¥ way with the reproductive 
exotherm at ternperatures less than or equal to 500°C (932° F) when tested by differential process. 
scanning calorimetry. 1 Materials that in themselves are normally stable, but that can ECOLOGICAL INFORMATION: 
become unstable at elevated temperatures and pressures. Materials that have an EC: Effect concertralion in wate-. BCF: Bioooncentralion Factor, which is used to determine 
instantaneous power density (prodLCt of heat of reaction and react on rate) at 25o·c (482'F) if a substance will concertrae in life forms that consume contaminated plant or animal 
at or above 0.01 W/mL and below 10 Wfml. 2 Materials that readily undergo violent matter. Tlm:Medianthresh::>ld liml.~or~: CoetficiertdOil/WaterDistribution 
chemical change at elevated temperatures and pressures. Materials that have an is used toassess a substance's behavior in the environment. 
instantaneous power density (prodLCtof heat of reaction and readbn rate) at 250"C (482'F) REGULATORY INFORMATION: 
at or above 10W/mland below 100W/ml. 3 Materials that in themselves are capable of U.S.: 
detonation or explosive decomposition or explosive reaction, but that require a strong EPA: U.S. Environmental Protection Agency. ACGIH: American Conference of 
initiating source or that must be heated under cortinernent before initiation. Materials that Governmental Industrial Hygierists, a prdessional association that establishes exposure 
have an estimated instartaneous power density (product of heat of reaction and reaction limits. OSHA: U.S. Ooci.patbnal Safety and Health Administration. NIOSH: Nationallnsth1e 
rate) at 2so·c (482"F)at or above 100 W/ml and below 1000 W/ml. Materials that are of Occupational Safety and Health, which is the research arm of OSHA. DOT: U.S. 
sens it iv e to thermal or mechanical shock at elevated temperatures and pressures. Department of Transportatiai. TC: Transport Canada SARA: Superfund Amendments ~nd 

GENTAM/CIN SULFATE OINTMENT Q 1%M SDS 

Reauthorization Ad. lSCA: U.S. Toxic Substance Control Acl ~: Comprehens1v e 
Environmental Response, Compensation. and Liability Act. Marin~ Polluta.nt stat.us 
according to the DOT; CERClAor Superfund; and variws state regulations. This sec.t1~n 
also includes information on the precautionary warnings that appear on the matenal s 
package label. 
CPN/IDA:. . 
WHMIS: Cana:fian Workplace Hazardous Materials Information System. TC: Transport 
Canada. OSUNOSL: Canadian Domestic/Non-Domestic Substances List. 
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Date 

May 5, 2014 

December 12,2011 

REVISION HISTORY 
Changes 
Add NOC# for 30-gram size 

Company name change correction. Change of heading text, Section 5. Review and up-date of exposure 
limits to current, Section 8. Change text on Reproductive Toxicity, Section 11. Revision to Definition of 
Terms. Up-date Section 12. Revise Canadian WHMIS status. Move ANSI Labeling to Section 16. Add 
revision historysection. 
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SAFETY DATA SHEET 

 
 
1.  IDENTIFICATION 
 
Product identifier:  Gentamycin Sulfate Cream USP, 0.1% 
Synonym: 1A5 
 
Manufacturer Name: 
Address: 
 
 
Telephone number: 

Perrigo Company 
515 Eastern Avenue 
Allegan, MI 49010   USA 
 
269-673-8451 

 
Emergency phone number: 
 
 
Email Address: 

888-464-2986 (U.S. calls) 
+1 760-476-3962 Code 333304   (International calls) 
 
SDSRequest@perrigo.com 

 
Recommended use: Human drug – topical antibiotic 
Restrictions on use: Use only as directed.  
 
Date of Preparation:  January 10, 2015 
 
2.  HAZARD(S) IDENTIFICATION 
 
Classification:  
 
Physical  Health 
Not hazardous Skin Sensitization Category 1 

Reproductive Toxicity Category 2 
 
Label Elements:  
Warning! 
 
 
Hazard statement(s) Precautionary statement(s) 

May cause an allergic skin reaction. 
Suspected of damaging fertility or the unborn 
child. 
 
Precautionary statement(s) 
Obtain special instructions before use. 
Do not handle until all safety precautions have 
been read and understood. 
Avoid breathing mists. 
 

Contaminated clothing must not be allowed out of the 
workplace. 
Wear protective clothing and gloves. 
IF on skin: wash with plenty of soap and water. If skin 
irritation or rash occurs: Get medical attention. Wash 
contaminated clothing before reuse. 
IF exposed or concerned: Get medical attention. 
Store locked up. 
Dispose in accordance with local and national regulations. 

3.  COMPOSITION / INFORMATION ON INGREDIENTS 
 

Chemical name CAS No.  Concentration  
Gentamicin Sulfate 1405-41-0 0.167% 
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Water 7732-18-5 Proprietary 
Propylene Glycol Monostearate 1323-39-3 Proprietary 
Propylene Glycol 57-55-6 Proprietary 
Sorbitol 50-70-4 Proprietary 
Isopropyl Myristate 110-27-0 Proprietary 
Tween 40 (Polysorbate 40) 9005-66-7 Proprietary 
Methylparaben 99-76-3 Proprietary 
Butylparaben 94-26-8 Proprietary 
 
The exact percentage (concentration) of composition has been withheld as a trade secret. 
 
4.  FIRST-AID MEASURES 
 
Inhalation:  Remove person to fresh air. If irritation occurs or symptoms develop, get medical attention.  
Skin contact:  This product is intended for use on the skin. If unintended contact occurs, remove contaminated 
clothing. Wash skin with soap and water.  If irritation or rash develops, get medical attention.  Launder clothing 
before reuse.  
Eye contact:  Immediately flush eyes with water while lifting the upper and lower lids. Get medical attention if 
irritation persists. 
Ingestion:  Rinse mouth with water.  Do not induce vomiting unless directed to do so by medical personnel.  
Never give anything by mouth to a person who is unconscious or convulsing.  Get medical attention.  
 
Most important symptoms/effects, acute and delayed: May cause mild eye irritation.  May cause an allergic 
skin reaction in sensitized people. Ingestion may cause gastrointestinal upset. 
 
Indication of immediate medical attention and special treatment, if necessary: Immediate medical attention 
is not generally required. 
 
5.  FIRE-FIGHTING MEASURES 
 
Extinguishing media:  Use dry chemical, carbon dioxide, foam or water spray.  
 
Specific hazards arising from the chemical: Product is not flammable or combustible.  
 
Special protective equipment and precautions for fire-fighters:  Firefighters should wear positive pressure 
self-contained breathing apparatus and full protective clothing for all fires involving chemicals.   
 
6.  ACCIDENTAL RELEASE MEASURES 
 
Personal precautions, protective equipment, and emergency procedures: Wear appropriate protective 
clothing and equipment as described in Section 8. 
 
Environmental Precautions:  Prevent spill from entering sewers and water courses. Report releases as required 
by local and national authorities. 
 
Methods and materials for containment and cleaning up:  Contain and collect with an inert absorbent 
material. Place in appropriate container for disposal. Clean area thoroughly. 
 
7.  HANDLING AND STORAGE 
 
Precautions for safe handling:  Avoid the generation of mists. Avoid unintended skin contact. Avoid contact 
with eyes and clothing. Wash thoroughly with soap and water after handling.  
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Conditions for safe storage, including any incompatibilities:  Store as indicated on product packaging. 
 
 
8.  EXPOSURE CONTROLS / PERSONAL PROTECTION 
 
Exposure guidelines:    
 
Gentamicin Sulfate 100 ug/m3 TWA PERRIGO OEL 
Water None Established 
Propylene Glycol Monostearate None Established 
Propylene Glycol None Established 
Sorbitol None Established 
Isopropyl Myristate None Established 
Tween 40 (Polysorbate 40) None Established 
Methylparaben 500 ug/m3 TWA PERRIGO OEL 
Butylparaben None Established 
 
Appropriate engineering controls: Use with adequate general or local exhaust ventilation to minimize 
exposures levels.  
 
Individual protection measures: 
Respiratory protection: None needed under normal use conditions.  If exposure levels are excessive and 
irritation is experienced, a NIOSH approved organic vapor/particulate respirator is recommended.  Selection of 
respiratory protection depends on the contaminant type, form and concentration.  Select in accordance with 
OSHA 1910.134 and good Industrial Hygiene practice.  
Skin protection:  Impervious gloves recommended if needed to avoid unintended contact.  
Eye protection:  Chemical safety goggles recommended if needed to avoid eye contact. 
Other:  None known. 
 
9.  PHYSICAL AND CHEMICAL PROPERTIES 
 
Appearance (physical state, color, etc.): White cream. 
Odor: Odorless 
 
Odor threshold:  Not applicable pH:  Not determined 
Melting point/freezing point:  Not determined Boiling Point:  No data available 
Flash point:  None Evaporation rate:  Same was water 
Flammability (solid, gas):  Not applicable VOC: Not determined 
Flammable limits: LEL: None UEL:  None 
Vapor pressure:  Same was water Vapor density: Same was water 
Relative density: Not determined Solubility(ies): Soluble in water 
Partition coefficient: n-octanol/water:  Not available Auto-ignition temperature: Not available 
Decomposition temperature: Not determined Viscosity:  Not determined 
 
10.  STABILITY AND REACTIVITY 
 
Reactivity:  Not reactive under normal conditions of use.  
Chemical stability:  Stable.  
Possibility of hazardous reactions:  None known.  
Conditions to avoid:  None known.  
Incompatible materials: Avoid oxidizing agents. 
 Page 3 of 5 

Obtained by Global Safety Management, www.globalsafetynet.com, (877) 683-7460



 Gentamycin Sulfate Cream USP, 0.1%
 1A5 

Hazardous decomposition products:  Thermal decomposition may yield carbon, sulfur and nitrogen oxides. 
   
11.  TOXICOLOGICAL INFORMATION 
 
Acute effects of exposure: 
Inhalation:  Inhalation of mists may cause minor irritation of the mucous membranes and upper respiratory 
tract.  
Ingestion:  Swallowing may cause gastrointestinal upset. 
Skin contact:  No adverse effects are expected. Minor irritation is possible.  
Eye contact:  Contact may cause slight irritation with redness and tearing.  
Chronic Effects:  Clinical use of gentamicin sulfate has had adverse effects on the kidneys. 
Sensitization: Gentamicin sulfate is a skin sensitizer in some individuals. 

Germ Cell Mutagenicity: None of the components have been shown to cause germ cell mutagenicity. 
Aminoglycoside antibiotics have been found to be non-mutagenic. 
 
Reproductive Toxicity:  Gentamicin has been shown to depress body weights, kidney weights, and median 
glomerular counts in newborn rats when administered systemically to pregnant rats. Aminoglycosides can cause 
fetal harm when administered to a pregnant woman. Aminoglycoside antibiotics cross the placenta, and there 
have been several reports of total irreversible bilateral congenital deafness in children whose mothers received 
streptomycin during pregnancy. Serious side effects to mother, fetus or newborn have not been reported in the 
treatment of pregnant women with other aminoglycosides. Animal reproduction studies conducted on rats and 
rabbits did not reveal evidence of impaired fertility or harm to the fetus due to gentamicin sulfate. 

Carcinogenicity:  No carcinogenicity studies have been performed with gentamicin sulfate. None of the 
components present at 0.1% or greater are listed as carcinogens by IARC, NTP or OSHA. 
 
Acute Toxicity Values:  Ingredients are not acutely toxic. 
Gentamicin Sulfate: Oral rat LD50 >5000 mg/kg 
 
12.  ECOLOGICAL INFORMATION 
 
Ecotoxicity values:  No data is available 
Persistence and degradability: No data is available  
Bioaccumulative potential:  No data is available  
Mobility in soil: No data is available.  
Other adverse effects:  None known.  
 
13.  DISPOSAL CONSIDERATIONS 
 
Dispose in accordance with all local, state and federal regulations. No specific disposal method is recommended.  
 
14.  TRANSPORT INFORMATION 
 
 UN Number Proper shipping name Hazard 

Class 
Packing 
Group 

Environmental 
Hazard 

DOT  Not Regulated    
TDG  Not Regulated    
IMDG  Not Regulated    
IATA  Not Regulated    
 
Transport in bulk (according to Annex II of MARPOL 73/78 and the IBC Code): Not applicable – product 
is transported only in packaged form. 
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Special precautions: None known.  
 
15.  REGULATORY INFORMATION 
 
Safety, health, and environmental regulations specific for the product in question. 
 
CERCLA: This product is not subject to CERCLA release reporting.  Many states have more stringent release 
reporting requirements.  Report spills as required under federal, state and local regulations. 
 
SARA Hazard Category (311/312):  Acute Health, Chronic Health 
EPA SARA 313:  This product contains the following chemicals regulated under SARA Title III, section 313:   
 None 
 
EPA TSCA Inventory:  This product is a drug and not subject to TSCA. 
CANADA: 
Canadian CEPA:  This product is a drug and not subject to CEPA regulations. 
Canadian WHMIS Classification:  Drugs are exempt from WHMIS 
This product has been classified under the CPR and this SDS discloses information elements required by the 
CPR. 
 
16.  OTHER INFORMATION 
 
NFPA Rating:  Health = 1 Flammability = 0 Instability = 0 
HMIS Rating:  Health = 1* Flammability =  0 Physical Hazard = 0 
 
SDS Revision History: New SDS 
Date of preparation: January 10, 2015 
Date of last revision: New SDS 
 
Disclaimer: This SDS has been prepared for occupational exposure. Consumers: Refer to the package insert or product label for 
appropriate consumer-specific information about this product when used according to manufacturer’s directions. Although reasonable 
care has been taken in the preparation of this document, we extend no warranties and make no representations as to the accuracy of the 
information contained therein, and assume no responsibility regarding the suitability of this information for the user’s intended purposes 
or for the consequence of its use. Each individual should make a determination as to the suitability of the information for their particular 
purpose(s). 
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