SAFETY DATA SHEET
SECTION 1 - IDENTIFICATION

COMPANY NAME: SWISS PARENTERALS LTD

PRODUCT NAME : METHYLPREDNISOLONE SODIUM SUCCINATE FOR INJECTION USP 40MG

SECTION 2 - COMPOSITION, INFORMATION OF INGREDIENTS

Material Name Mif:l':al Role Theoretical qty per vial
METHYL PREDNISOLONE MPS03 API 40mg
SODIUM SUCCINATE

SECTION 3 - HAZARDS IDENTIFICATION

Signal Word: Danger
Physical Hazard: Combustible Dust

Other Hazards: An Occupational Exposure Value has been established for one or more of the ingredients.
Note: This document has been prepared in accordance with standards for
workplace safety, which requires the inclusion of all known hazards of
the product or its ingredients regardless of the potential risk. The
precautionary statements and warning included may not apply in all
cases. Your needs may vary depending upon the potential for exposure in
your workplace.

SECTION 4 - FIRST AID MEASURES

Description of First Aid Measures

Eye Contact: Flush with water while holding eyelids open for at least 15 minutes.
Seek medical attentionimmediately.
Skin Contact: Remove contaminated clothing. Flush area with large amounts of

water. Use soap. Seek medical attention.
Ingestion: Never give anything by mouth to an unconscious person. Wash out

mouth with water. Do notinduce vomiting unless directed by medical
personnel. Seek medical attention immediately.

Inhalation: Remove to fresh air and keep patient at rest. Seek medical attention
immediately.
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Extinguishing Media: Extinguish fires with CO2, extinguishing powder, foam, or water.
Special Hazards Arising from the Substance or Mixture

Hazardous CombustionProducts: formation of toxic gases is possible during heating or fire.
Fire / Explosion Hazards: Fine particles (such as dust and mists) may fuel fires/explosions.

Advice for Fire-Fighters
During all firefighting activities, wear appropriate protective equipment, including self-contained breaf
Apparatus.

Personal Precautions, Protective Equipment and Emergency Procedures
Personnel involved in clean-up should wear appropriate personal protective equipment
Minimize exposure.

Environmental Precautions:
Place waste in an appropriately labeled, sealed container for dlsposal Care should be
taken to avoid environmental release.

Methods and Material for Containment and Cleaning Up
Measures for Cleaning / Collecting:

Additional Consideration forLarge Spills: Contain the source of spill if it is safe to do so.
Collect spilled material by a method that controls dust generation. A damp cloth or a
filtered vacuum should be used to clean spills ofdry solids. Clean spill area thoroughly.

Non-essential personnel should be evacuated from affected area. Report emergency

situations immediately. Cleanup operations should only be undertaken by trained
personnel.

SECTION 7 - HANDLING AND STORAGE

Precautions for Safe Handling: Minimize dust generation and accumulation. Avoid
contact with eyes, skin and clothing. Avoid breathing dust. When handling, use
appropriate personal protective equipment. Wash thoroughly after handling. Releases to
the environment should be avoided. Review and implement appropriate technical and
procedural waste water and waste disposal measures to prevent occupational exposure or
environmental releases. Potential points of process emissions of this material to the
atmosphere should be controlled with dust collectors, HEPA filtration systems or other
equivalent controls,
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Conditions for Safe Storage, Including any Incompatibilities
Storage Conditions: Store as directed by product packaging.

Specific end use(s): Pharmaceutical drug product

SECTION 8 - EXPOSURE CONTROLS/PERSONAL PROTECTION

Exposure Controls

Material Name: Methylprednisolone Sodium Succinate for

Injection, USP

Exposure Controls

Engineering Controls: Engineering controls should be used as the primary means to
control exposures. General

room ventilation is adequate unless the process generates dust, mist or fumes. Keep
airborne contamination levels below the exposure limits listed above in this section.

Personal Protective

Equipment:

Refer to applicable national standards and regulations in the selection and use of personal
protective equipment (PPE). Contact your safety and health professional or safety equipment
supplier for assistance in selecting the correct protective clothing/equipment based on an
assessment of the workplace conditions, other chemicals used or present in the workplace
and specific operational processes.

Hands: Impervious gloves (e.g. Nitrile, etc.) are recommended if skin contact with drug
product is

possible and for bulk processing operations.

Eyes: Wear safety glasses or goggles if eye contact is possible.

Skin: Impervious protective clothing is recommended if skin contact with drug product is
possible and

For bulk processing operations.

Respiratory protection: Under normal conditions of use, if the applicable Occupational
Exposure Limit (OEL) is

Exceeded, wear an appropriate respirator with a protection factor sufficient to control
exposures ,

to below the OEL

SECTION 9 - PHYSICAL AND CHEMICAL PROPERTIES

Physical state: powder

Color: white

Odor: no data available

Water Solubility: No data available

Solubility: Soluble: Water

pH: No data available.

Melting/Freezing Point (°C): No data available
Boiling Point (°C): No data available.
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SECTION 10 -~ STABILITY AND REACTIVITY

Reactivity: No data available

Chemical Stability: Stable under normal conditions of use.

Possibility of Hazardous Reactions

Oxidizing Properties: No data available

Conditions to Avoid: Fine particles (such as dust and mists) may fuel fires/explosions.
Incompatible Materials: As a precautionary measure, keep away from strong oxidizers
Hazardous Decomposition

Products: No data available

SECTION 11 - TOXICOLOGICAL INFORMATION

Information on Toxicological Effects

General Information: The information included in this section describes the potential hazards of
various forms of the .

Active ingredients. The remaining information describes the potential hazards of the individual
Ingredients.

Short Term: May cause eye irritation (based on components). May be harmful if absorbed through
the skin.

Long Term: Repeat-dose studies in animals have shown a potential to cause adverse effects on blood
and

Blood forming organs.

Known Clinical Effects: Adverse clinical reactions include the development of hypersensitivity and/or
irritation leading to rashes, itching, and burning. Clinical use has resulted in hormonal alterations.
Drugs of this class may cause Cushing's syndrome, manifested by moon face, obesity, headache,
acne, thirst, increased urination, impotence, menstrual irregularities, facial hair growth, and mental
changes.

SECTION 12 — ECOLOGICAL INFORMATION

Environmental Overview: Environmental properties have not been investigated. Releases
to the environment should be avoided.

SECTION 13 — DISPOSAL CONSIDERATIONS

Waste Treatment Methods: Dispose of waste in accordance with all applicable laws and
regulations. Member State specific and Community specific provisions must be considered.
Considering the relevant known environmental and human health hazards of the material,
review and implement appropriate technical and procedural waste water and waste disposal
measures to prevent occupational exposure and environmental release. It is recommended
that waste minimization be practiced. The best available technology should be utilized to
prevent environmental releases. This may include destructive techniques for waste and
wastewater,

Page 4 of 5



SAFETY DATA SHEET

SECTION 14 - TRANSPORT INFORMATION

In Accordance with DOT
Proper Shipping Name: METHYLPREDNISOLONE SODIUM SUCCINATE FOR INJECTION USP
40MG

SECTION 15 - REGULATORY INFORMATION

Safety, Health and Environmental Regulations/Legislation Specific for the Substance or
Mixture

SECTION 16 — OTHER INFORMATION

For regulatory information contact: 62, 6 floor, titanium, corporate road,
Prahladnagar, Ahmedabad-380015,
Gujarat, INDIA.

Phone : +91-79-68219191
Email : web@swiss.in
Website T WWW.SWiss.in
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