MATERIAL SAFETY DATA SHEET
King Pharmaceuticals, Inc.

Cortisporin® Otic Solution Sterile 1% 10ml 501 Fifth Street
Bristol, TN 37620

800.776.3637

Date Prepared: 10-29-97 Rev: 05/15/07

The statements contained herein were developed by qualified experts within Monarch Pharmaceuticals, Incorporated and are offered

for informational purposes only. We believe that the information contained herein is current as of the date of this MSDS. Since conditions
and manner of use of this information and this product are outside our control, it is the user’s obligation to determine the conditions of the
safe use of this product, and we make no warranties, expressed or implied, and assume no liability in connection with any use of

this information.

SECTION I - IDENTITY
NDC Number: 61570-034-10
Product Class: Pharmaceutical, anti-infective, anti-inflammatory, EENT preparation
Description: Sterile antimicrobial and anti-inflammatory solution for otic use
Active Ingredients: Polymyxin B Sulfate, Neomycin Sulfate, Hydrocortisone, Hydrocortisone Acetate

SECTION II - PHYSICAL AND CHEMICAL CHARACTERISTICS
Appearance/Odor: Clear, colorless to very slightly yellow, slightly viscous solution, with a light characteristic odor of sulfur
dioxide
Specific Gravity: 1.134 - 1.50
Acid/Alkaline (pH): 2.0
Solubility in Water: ND*
Melting Point: ND
Evaporation Point: ND
Boiling Point: NA
Vapor Pressure: ND
Vapor Density: NA**

SECTION Il - FIRE/EXPLOSION DATA
Flash Point: (Method Used): ND
LEL/UEL: ND
Extinguishing Media: Use agent appropriate to the nature of the fire and other materials involved.
Special Fire Fighting Precautions: Self-contained breathing apparatus.

SECTION IV - REACTIVITY DATA
Stability: ND
Hazardous Decomposition or Byproducts: None known
Hazardous Polymerization: None known
Conditions to Avoid: None known

Cortisporin Otic Solution
Page 1 of 2



SECTION V - HEALTH HAZARD DATA

SECTION V - HEALTH HAZARD DATA
Route of Entry: Otic
Health Hazard: Not generally considered an occupational hazard
Toxicity (toxicology): This information pertains to the following ingredients individually. Emphasis should be placed on the
potential effects that may occur with the occupational handling (by inhalation, dermal, or ocular contact) of this product.
Effects of Overexposure: ND
Medical Conditions Aggravated by Exposure: ND
Emergency First Aid -
Eyes: Not intended for use in eyes, flush with water.
Inhalation: Remove person to fresh air, rest and keep warm. Use artificial respiration if breathing stops. Contact physician.
Ingestion: Wash out mouth. Give plenty of water or bland fluids. Contact physician. Unless vomiting is copious, lavage
should be carried out.
Skin: Remove all contaminated clothing. Wash off skin with plenty of water. Contact physician if contact produces irritation.
Regulated Exposure Limits: No specific

SECTION VI - PRECAUTIONS FOR SAFE HANDLING
Spill/Leakage Procedures: Wipe or mop up spilled material. Wash all contaminated surfaces with soap and water. Place
waste in appropriate container for disposal.
Waste Disposal: Comply with federal, state, and local regulations regarding disposal of medicinal waste.
Handling and Storage Precautions: Store in original container tightly closed.
Other Precautions: Avoid skin and excessive eye contact. Should such contact occur, wash exposed area promptly.

SECTION VIl - CONTROL MEASURES

Ventilation: General ventilation is adequate
Personal Protective Equipment:

Clothing: NA

Gloves: Latex

Eye Protection: Customary use

Respiratory Protection: None necessary
Work Practices: NA
Hygienic Practices: NA

ND-Not Determined NA-Not Applicable

The information provided in this Material Safety Data Sheet has been compiled from our experience and the data presented in various technical
publications. It is the user’s responsibility to determine the suitability of this information for the adoption of safety precautions as may be necessary. We
reserve the right to revise the Material Safety Data Sheets from time to time as new information becomes available. The user has the responsibility to
contact the company to make sure the sheet is the latest one issued.
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