Annora

SAFETY DATA SHEET

Section 1: Identification

Material Oxcarbazepine Tablets
Recommended use Pharmaceutical product
Manufacturer Annora Pharma Private Limited, Survey No. 261, Annaram

Village, Gummadidala Mandal, Sangareddy, Telangana 502313,

India (IND)
Distributor Camber Pharmaceuticals, Inc., Piscataway, NJ 08854
Hazard statements Not classified
Precautionary statements Prevention: observe good industrial hygiene practices.

Response: wash hands after handling

Storage: store at 20-25°C (68-77°F) protect from moisture.
Disposal: Incineration of waste at an approva USEPA
incinerator is recommended.

Section 3: Composition/Information on Ingredients

Ingredients Oxcarbazepine
CAS 28721-07-5

Section 4: First-Aid Measures

Ingestion Rinse mouth. Get medical attention if symptoms occur. If

ingestion of a large amount does occur, call a poison control

center immediately.

Inhalation Get medical attention if symptoms occur.

Skin Contact Wash off with soap water .Get medical attention if irritation

develops and persists.

Eye Contact Rinse with water .Get medical attention if irritation develops and

persists.

Section 5: Fire-Fighting Measures

Special hazards arising from the | During fire, gases hazardous to health may be formed.

substance or mixture

Extinguishing Media Water fog. Foam. Dry chemical powder. Carbon dioxide(Co2)

Protective equipment Self-contaminated breathing apparatus and full protective clothing

must be worn in case of fire.
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Section 6: Accidental Release Measures

Protective Precautions, Protective

Equipment and Emergency Procedures:

Keep unnecessary personal away. Wear appropriate personal

protective equipment.

Environmental Precautions:

Avoid discharge into drains, water courses or onto the ground.

Methods and Material For Containment

and Cleaning Up:

Sweep up and place into a proper container for disposal .Minimize dust
generation and accumulation. Collect dust using a vacuum cleaner
equipped with HEPA filter. Following product recovery, flush areawith
water. Incineration of waste at an approved USEPA incinerator is

recommended.

Section 7: Handling and Storage

Per sonal protection equipment:

Handling: Avoid contact with eyes, skin, and clothing. Avoid breathing dust. Wash
hands thoroughly after handling.
Storage: Protect from moisture .Store between 68°F-77°F (20°C-25°C). Store

away from incompatible materials (Strong oxidizing agents).

Section 8: Exposure Controls/Personal Protection

General protective and hygienic
measur es

Always observe good personal hygiene measures, such as
washing after handling the material and before eating, drinking
and /or smoking. Routinely wash work clothing and protective

equipment to remove contaminants.

Respiratory protection

None required for consumer use. Respirators may be required for certain
laboratory and manufacturing tasks if engineering controls do not
maintain airborne concentrations bel ow recommended exposure
limits(where applicable) or to an acceptable level (where exposure limits
have not been established).workplace risk assessments should be

compl eted before specifying and implementing respiratory usage. All
respirators must conform to specifications for efficiency and
performance. In the united states of America, if respirators are used, a
program should be instituted to assure compliance with OSHA standard
29 CFR 1910.134Respirator type: Air-purifying respirator with an
appropriate, air-purifying filter, cartridge or canister. Contact a health

and safety professional or manufacturer for specific information.

Eye protection

None required for consumer use. In laboratory, medical or industrial
settings, safety glasses with side shields are recommended.The use of
googles or full face protection may be required depending on the
industrial exposure setting.Contact a health and safety professional for

specific information.
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Section 9: Physical and Chemical Properties

Physical Form

Solid

Colour

Brown colored

Description

Chemical stability

Oxcarbazepine Tablets, USP are provided as:

150 mg Film-Coated Tablets: Brown colored, oval shaped, biconvex,
film coated tablets debossed with 'V' on one side and '7* and '6' on

another side separated by a score line (functiona scoring) on both sides.

Bottle of 100 NDC 31722-023-01
Carton of 100 (10x10) unit-dose Tablets NDC 31722-023-31

300 mg Film-Coated Tablets: Brown colored, oval shaped, biconvex,
film coated tablets debossed with 'V' on one side and '7' and '7' on

another side separated by a score line (functiona scoring) on both sides.

Bottle of 100 NDC 31722-024-01
Carton of 100 (10x10) unit-dose Tablets NDC 31722-024-31

600 mg Film-Coated Tablets: Brown colored, oval shaped, biconvex,
film coated tablets debossed with 'V' on one side and '7' and '8' on

another side separated by a score line (functional scoring) on both sides.

Bottle of 100 NDC 31722-025-01
Carton of 100 (10x10) unit-dose Tablets NDC 31722-025-31

Section 10: Stability and Reactivity

Material is stable under normal conditions

Reactivity

The product is stable and non-reactive under normal conditions of use,

storage and transport.

Incompatible materials

Inhalation

Section

Incompatible materials

11: Toxicological Information

Not expected to be hazardous in fina pharmaceutical form. Mechanical
processing may generate dust. Inhalation of dust may cause respiratory

irritation.

Skin contact

Not expected to be hazardous in fina pharmaceutical form. Mechanical
processing may generate dust. Dust or powder may irritate the skin.

Eye contact

Not expected to be hazardous in fina pharmaceutical form. Mechanical
processing may generate dust. Dust or powder may irritate the skin.
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Section 12: Ecological Information

Ecotoxicity The product is not classified as environmentally hazardous.
M obility in soil The product isinsoluble in water and has alow mobility in the
environment.

Section 13: Disposal Considerations

Disposal instructions Collect and reclaim or dispose in sealed containers at licensed waste
disposal site.

L ocal disposal regulations Dispose in accordance with all applicable regulations.

Hazar dous waste code The waste code should be assigned in discussion between the user, the

producer and the waste disposal company.

Section 14: Transport Information

DOT Not regulated as dangerous goods
IATA Not regulated as dangerous goods
IMDG Not regulated as dangerous goods

Section 15: Regulatory Information

This material is not listed on the US TSCA inventory. Therefore, it can only be used for TSCA exempt purposes such as
R&D or drug use.

Section 16: Other Information

Issue Date : 16-03-2022
Version : 00

Further information
Revision date: New issue
Revision note: New issue

The information and recommendations in this safety data sheet are, to the best of our knowledge, accurate as
of the date of issue. Nothing herein shall be deemed to create any warranty, express or implied. It is the
responsibility of the user to determine the applicability of this information and the suitability of the material or

product for any particular purpose.

Annora Pharma Private Limited shall not be held liable for any damage resulting from handling or from contact

with the above product. Annora Pharma Private Limited reserves the right to revise this SDS.
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