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SAFETY DATA SHEET

Section 1: ldentification

Material

Vigabatrin for Oral Solution USP, 500mg

Other means of identification

Recommended use

Pharmaceutical product

Recommended restrictions

NA

Manufacturer

Annora Pharma Private Limited, Survey No. 261, Annaram
Village, Gummadidala Mandal, Sangareddy, Telangana 502313,
India (IND)

Distributor

Sectio

Hazard Classification:

Camber Pharmaceuticals, Inc., Piscataway, NJ 08854

n 2: Hazard(s) ldentification

Not Classified as Hazardous.

Label Elements

Hazard Statement

H302 - Harmful if swallowed
H332 - Harmful if inhaled

Precautionary statements

P102 - Keep out of reach of children
P103 - Read label before use

Active Ingredient

P201 - Obtain special instructions before use

Section 3: Composition/Information on Ingredients

Vigabatrin

CAS

Sec

60643-86-3

tion 4: First-Aid Measures

Product is not likely to present problems during normal handling, but in case of excessive exposure
the following measures may be required,

First-aid after

ingestion

measures

Never give anything by mouth to an unconscious person.Wash
out mouth with water.Do not induce vomiting unless directed by
medical personnel. Seek medical attention immediately

First-aid measures after skin
contact

Remove any contaminated clothing. Wash exposed area
thoroughly with soap and water. If irritation occurs or persists,
seek medical attention.

First-aid measures after eye
contact

Flush with water while holding eyelids open for at least 15
minutes. Seek medical attention immediately

First-aid measures after
inhalation

When symptoms occur: go into open air and ventilate suspected
area

First-aid measures general

Flush with water while holding eyelids open for at least 15
minutes. Seek medical attention immediately

Section 5: Fire-Fighting Measures

Suitable extinguishing media

Use carbon dioxide, dry chemical

Fire hazard

Flammable with air within explosion limits Indirect fire hazard
may be ignited by sparks Gas/vapour spreads at floor
level:ignition hazard.
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Explosion hazard

Not expected for the product, is

combustible.

although the packaging

Reactivity

General measures

Section 6: Accidental Release Measures

Product is not explosive

Keep upwind-Mark the danger area-Consider evacuation-Seal off
low-liing area-Close doors and windows of adjecent premiss.

Environmental precautions

No additional information available.

For containment

Absorb material with suitable materials such as clay absorbent or
absorbent pads for aqueous solutions.

Other information

Secti

Precautions for safe handling

Wash clothing and equipment after handling.

on 7: Handling and Storage

Gloves

Conditions for safe storage,
including any incompatibilities

Personal protective equipment

Section 8: Exposure Controls/Personal Protection

Recommended storage temperature: room temperature

Eye/face protection

Safety glasses

Skin / Body Protection

Protective clothing

Materials for protective clothing

Chloroprene rubber nitrile rubber.

Respiratory protection

Section 9:

Information on basic physical and

Gas mask with filter type A.

Physical and Chemical Properties

chemical properties

Appearance Powder for Oral Solution
Physical State Powder
Description Packets contains a white to off-white granular powder

Sectio

Reactivity

packages of 50 in Carton NDC 31722-009-50
n 10: Stability and Reactivity

Product is not explosive

Chemical stability

Stable under normal use and storage conditions.

Possibility of hazardous reactions

No data available

Conditions to avoid

No data available

Incompatible materials

No additional information available

Hazardous decomposition
products

Section

Acute toxicity

No data available

11: Toxicological Information

Not classified

Skin corrosion/irritation

Not classified

Serious eye damage/eye irritation

Not classified
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Respiratory or skin sensitization | Not classified

Germ cell mutagenicity Not classified
Carcinogenicity Not classified
Reproductive toxicity Not classified
Specific target organ toxicity - Not classified
single exposure

Specific target organ toxicity - Not classified
repeated exposure

Aspiration hazard Not classified

Section 12: Ecological Information

Ecology - general Sparingly soluble in water

Persistence and degradability % biodegradation

Bioaccumulative potential The substance has low potential for bioaccumulation
Mobility in soil The substance has moderate mobility in groundwater. The

substance has moderate mobility in soil.
Results of PBT and vPvB | No additional information available

assessment
Other adverse effects No data available.

Section 13: Disposal Considerations

Additional information Wash clothing and equipment after handling.
Ecology - waste materials Take up liquid spil into absorbent material-Scoop absorbed
substance into closing containers.

Section 14: Transport Information

No dangerous good in sense of transport regulations.

Section 15: Regulatory Information

U.S State regulations

Section 16: Other Information, including date of preparation or last revision
Issue Date: 29-01-2021

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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