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Alembic Pharmaceuticals Limited

Safety Data Sheet
According to Regulation (EC) No. 1907/2006
Updated on 25-08-2023

1. IDENTIFICATION OF THE SUBSTANCE/PREPARATION AND OF THE COMPANY/UNDERTAKING

Product name : Fluorouracil Injection
CAS No. : -
Identified uses : Fluorouracil is a nucleoside metabolic inhibitor indicated for the treatment of

patients with

- Adenocarcinoma of the Colon and Rectum.
- Adenocarcinoma of the Breast.

- Gastric Adenocarcinoma.

- Pancreatic Adenocarcinoma.

Company : Alembic Pharmaceuticals Limited

Alembic Road, Vadodara, Gujarat, INDIA-390 003
Telephone : +91 - 265 - 228 0550
Fax : +91-265-228 1508

Emergency Phone # : -

2. HAZARDS IDENTIFICATION
Fire and Explosion : No data available
Environment No information is available about the potential of this product to produce adverse environmental effects.

Non Clinical Toxicology: Carcinogenesis, Mutagenesis, Impairment of Fertility

WARNINGS
Increased Risk of Serious or Fatal Adverse Reactions in Patients with Low or Absent Dipyrimidine Dehydrogenase

Activity: Withhold or permanently discontinue fluorouracil in patients with evidence of acute early-onset or unusually
severe toxicity, which may indicate near complete or total absence of dipyrimidine dehydrogenase (DPD) activity.
No fluorouracil dose has been proven safe in patients with absent DPD activity.

3. COMPOSITION/INFORMATION ON INGREDIENTS
Synonyms 5-fluoro-2,4 (1H,3H)-pyrimidinedione

Chemical Name CAS No: Concentration
Sodium hydroxide 1310-73-2 --
Fluorouracil 51-21-8 --

4. FIRST AID MEASURES

Description of first aid measures
General advice - Consult a physician. Show this safety data sheet to the doctor in attendance.

Eye Contact

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

Remove contaminated clothing. Flush area with large amounts of water. Use soap. Seek medical attention.
Inhalation

Remove to fresh air and keep patient at rest. Seek medical attention immediately.

Ingestion
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.
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5. FIRE-FIGHTING MEASURES

Extinguishing Media: Use dry chemical, CO,, water spray (fog).

Special Hazards Arising from the Substance or Mixture

Hazardous thermal decomposition products:

Decomposition products may include the following materials:

Carbon dioxide

Carbon monoxide

Nitrogen oxides

Fluorine compounds

Fire / Explosion Hazards: No specific fire or explosion hazard.

Advice for Fire-Fighters: Fire-fighters should wear appropriate protective equipment and self-contained breathing
apparatus (SCBA) with a full face-piece operated in positive pressure mode.

6. ACCIDENTAL RELEASE MEASURES

Personal Precautions, Protective Equipment and Emergency Procedures
Wear respiratory protection. Avoid dust formation. Avoid breathing vapours, mist or gas. Ensure adequate ventilation.
Evacuate personnel to safe areas. Avoid breathing dust.

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

Methods and Material for Containment and Cleaning Up
Measures for Cleaning / Collecting:
Contain the source of spill if it is safe to do so. Collect spill with absorbent material. Clean spill area thoroughly.

7. HANDLING AND STORAGE

Handling:

Fluorouracil injection, USP is supplied in a pharmacy bulk package available in a box containing one vial, as follows:
NDC 62332-779-31: one box with one vial, containing 5 g/100 mL (50 mg/mL) fluorouracil.

Note: Although Fluorouracil solution may discolor slightly during storage, the potency and safety are not adversely
affected.

Storage
Store at 20°C to 25°C (68°F to 77°F). DO NOT FREEZE. Protect from light. Retain in carton until time of use.

8. EXPOSURE CONTROLS/PERSONAL PROTECTION

Occupational Exposure: Contains no components with established occupational exposure limits.

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:
Wear appropriate clothing to avoid skin contact. Wash hands and arms thoroughly after handling.

9. PHYSICAL AND CHEMICAL PROPERTIES

Fluorouracil injection, a nucleoside metabolic inhibitor, is a colorless to faint yellow, aqueous, sterile, nonpyrogenic
injectable solution available in 100 mL pharmacy bulk package, a sterile preparation that contains doses for multiple
patients for intravenous administration. Each mL contains 50 mg fluorouracil in water for injection.

10. STABILITY AND REACTIVITY

Reactivity: No data available

Chemical Stability: No data available.

Possibility of Hazardous Reactions

Oxidizing Properties: No data available

Incompatible Materials: As a precautionary measure, keep away from strong oxidizers
Hazardous Decomposition Products: No data available
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11. TOXICOLOGICAL INFORMATION

Carcinogenicity studies have not been performed with fluorouracil. Fluorouracil was mutagenic in vitro in the
bacterial reverse mutation (Ames) assay and induced chromosomal aberrations in hamster fibroblasts in vitro and in
mouse bone marrow in the in vivo mouse micronucleus assay.

Administration of fluorouracil intraperitoneally to male rats at dose levels equal to or greater than 1.7-fold the human
dose of 12 mg/kg induced chromosomal aberrations in spermatogonia and inhibition of spermatogonia
differentiation resulting in transient infertility. In female rats, intraperitoneal administration of fluorouracil during the
pre-ovulatory phases of oogenesis at dose levels equal to or greater than 0.33 times a human dose of 12 mg/kg
resulted in decreased incidence of fertile matings, increased pre-implantation loss, and fetotoxicity.

12. ECOLOGICAL INFORMATION

Toxicity
No data available

Persistence and degradability
No data available

Bio accumulative potential
No data available

Mobility in soil

No data available

Results of PBT and vPvB assessment
No data available

Other adverse effects
No data available

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.

14. TRANSPORT INFORMATION

The following refers to all modes of transportation unless specified below.
Packing group- NA

Environmental Hazards- NA

Transportation- NA

Special precautions- Not available

DOT: Not regulated

ICAO/IATA: Not regulated
IMDG: Not regulated

15. REGULATORY INFORMATION

This safety datasheet complies with the requirements of Regulation (EC) No. 1907/2006.

16. OTHER INFORMATION

Further information
The above information is believed to be correct but does not purport to be all inclusive and shall be used only as a guide

for technically qualified personnel. The information in this document is based on the present state of our knowledge and
is applicable to the product with regard to appropriate safety precautions. It does not represent any guarantee of the
properties of the product. Alembic Pharmaceuticals Ltd. extends no warranties, makes no representations and assumes
no responsibility as to the accuracy, completeness or suitability of this data for any third party use & shall not be held
liable for any damage resulting from handling or from contact with the above product. See reverse side of invoice or
packing slip for additional terms and conditions of sale.
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