Cipla

SAFETY DATA SHEET

Product : Diclofenac sodium topical gel 1%w/w
Date of Issue : 05.04.2018 Revision No. : 01

IDENTIFICATION OF THE SUBSTANCE

Trade Name : Diclofenac sodium topical gel 1%w/w

Company : CIPLA

Telephone : +91 832 2889320 / 2889313 Fax :NA

E-mail : kiran.rege@Cipla.com Web site : http://cipla.com/

Emergency Contact : +91 832 2889000

HAZARD IDENTIFICATION

Classification as per EC  : No data available
Physical : No data available
Health : No data available
Environmental : No data available

Label in accordance with : No data available

EC

Signal word : No data available
Contains-

Hazard statement(s) : Toxic if swallowed

Causes skin irritation

Precautionary statement(s) :

. Use only outdoors or in a well-ventilated area.
. Do not eat, drink or smoke when using this product.
. Wear protective gloves/protective clothing/eye protection/face protection.
. Avoid breathing dust/fumes
Supplemental Hazard : No data available

Statements

COMPOSITION / INFORMATION ON INGREDIENTS
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SAFETY DATA SHEET

Product : Diclofenac sodium topical gel 1%w/w
Date of Issue : 05.04.2018 Revision No. : 01

Chemical name : C14-H11-CI2-N-O2. Na

Molecular Formula : No data available
Molecular Weight : No data available

CAS No. : 15307-79-6
UN No. : No data available
EC No. : No data available

FIRST-AID MEASURES

General advice : Consult a physician.

Inhalation : Inhalation causes severe irritation to the respiratory tract. Symptoms
of overexposure include headache, dizziness, nausea, shortness of
breath.

Skin Contact : Causes severe irritation to the skin. Symptoms
include redness and severe pain. Absorption through the skin may

occur, resulting in toxic effects similar to inhalation

Eye Contact : Rinse thoroughly with plenty of water for at least 15.

Ingestion : Toxic effects parallel those of inhalation. May be fatal if swallowed.
NOTES TO HEALTH PROFESSIONALS:

Medical Treatment : Treat symptomatically

Medical conditions caused : stomach pain,
Antidote : No data available

FIRE FIGHTING MEASURES

Fire and Explosion hazard : Alert emergency responders and tell them location and nature of

hazard. Wear full body protective clothing with breathing apparatus.

Use firefighting procedures suitable for surrounding area.

Extinguishing media : Dry chemical powder, carbon dioxide,

Special firefighting : Wear full bunker gear, including self-contained breathing apparatus.
procedure

Hazardous combustion : No data available

products.

ACCIDENTAL RELEASE MEASURES

Personal precautions : Wear self-contained breathing apparatus, rubber boots and heavy

rubber gloves.
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Product : Diclofenac sodium topical gel 1%w/w
Date of Issue : 05.04.2018 Revision No. : 01

00000

Environmental precautions : Do not let product enter drains.

Clean - up procedure : No data available
Decontamination : No data available
procedure.

HANDLING AND STORAGE

Handling

» Avoid all personal contact, including inhalation.

o Wear protective clothing when risk of exposure occurs.

¢ Use in a well-ventilated area.

¢ Prevent concentration in hollows and sumps.

« DO NOT enter confined spaces until atmosphere has been checked.

o DO NOT allow material to contact humans, exposed food or food utensils.

¢ Avoid contact with incompatible materials.

¢ When handling, DO NOT eat, drink or smoke.

o Keep containers securely sealed when not in use.

¢ Avoid physical damage to containers.

¢ Always wash hands with soap and water after handling.

« Work clothes should be laundered separately. Launder contaminated clothing
before re-use.

¢ Use good occupational work practice.

Storage

Keep containers securely sealed.

Store in a cool, dry, well-ventilated area.

Store away from incompatible materials and foodstuff containers.

Protect containers against physical damage and check regularly for leaks.

EXPOSURE CONTROLS / PERSONAL PROTECTION

Pictogram

Respiratory protection : Use respirators and components tested and approved under
appropriate government standards such as NIOHS/MHSA.
use full-face particle respirator type P1(EN 143).

Hand Protection : Use of chemical resistant gloves.
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Cipla

Product

Date of Issue

: 05.04.2018

: Diclofenac sodium topical gel 1%w/w

Revision No.

: 01

10

1"

Eye protection

Skin protection

: Face shield and safety glasses.

: Handle with gloves, complete body suit.

Exposure control ventilation: A self contained breathing apparatus should be used.

Hygiene measures

: Handle in accordance with good industrial hygiene and safety

practice. Wash hands before work and at the end of workday.

PHYSICAL AND CHEMICAL PROPERTIES

Appearance : No data available

Vapour pressure : No data available

Flash point : No data available
Melting point 1 283-285
Specific gravity : No data available

Relative density : No data available

Solubility : Partly miscible

STABILITY AND REACTIVITY

Stability
contribute to instability
Incompatibilities / : No data available

Hazardous : No data available
Decomposition

products
Hazardous reactions : No data available

Hazardous polymerization : Will not occur.

TOXICOLOGICAL INFORMATION

: No data available
: Oral (rat) LD50: 53 mg/kg
: No data available
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Inhalation Toxicity
Oral Toxicity

Carcinogenecity

Vapour density
Viscosity
Boiling point
Auto-lgnition

Flammability

: No data available
: No data available
: No data available
: No data available

: No data available

: Stable under ordinary conditions of use and storage.

(1035-T-0014/F1/1)



Cipla
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Product : Diclofenac sodium topical gel 1%w/w
Date of Issue : 05.04.2018 Revision No. : 01
Genetic toxicity : No data available
Skin effects : May be harmful if absorbed through skin. Causes skin irritation.
Eye effects : Slightly irritant
Reproductive effects : No data available.
Target organ effects : May cause respiratory irritation.
Toxicity data : No data available

12
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ENVIRONMENTAL / ECOLOGICAL INFORMATION
Summary : No information is available about the potential of this product to

produce adverse environmental effects.
Ecotoxicity : Do not allow spilled material to enter sewers or waterways.

Degradability : No data available.

DISPOSAL CONSIDERATION

Disposal recommendations: Waste Disposal Considerations: Dispose of material according to
federal, state and local disposal regulations or company operating
procedures. Disposal by incineration is recommended.

Regulatory requirements  : Waste must be disposed off in accordance with federal, state and

local environmental control regulations.

TRANSPORT INFORMATION (UN Classification and Labeling)

UN No- No data available
UN Proper shipping name- No data available

ADR Packing Group- No data available
ADR Class- No data available
IATA Not regulated as a dangerous good.

REGULATORY INFORMATION

Labeling according to EEC directives: No data available=

National legislation / regulations: No data available

Any other regulatory information:
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Cipla
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Product : Diclofenac sodium topical gel 1%w/w
Date of Issue : 05.04.2018 Revision No. : 01

EU Risk and safety phrases- No data available

16 OTHER INFORMATION

Therapeutic category of material: Non-steroidal anti- inflammatory drug.

Reference: Internet/chemwatch

The information contained herein is based on the present state of our knowledge and does not
therefore guarantee certain properties. The information given was obtained from sources which we
believe are reliable. The information and recommendations given are to the best of our knowledge,
accurate as of the date of issue. Noting herein shall be deemed to create any warranty, express or
implied. Recipients of material must take responsibility for observing existing laws, regulations and
suitability of material for handling, transport and any particular purpose. We do not assume
responsibility and expressly disclaim liability for loss, damage and expenses arising out of or in any
way connected with the handling, storage, use and disposal of the product. Information mentioned
in this document relates only to the specific material designated and may not be valid for such

material used in combination with other material or in any process.
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