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Manufactured by

PHARMA

Ziska Pharmaceuticals Ltd.
Kaliakoir, Gazipur, Bangladesh

Each film-coated tablet contains Favipiravir INN 200 mg.

Description

The mechanism of action of Favipiravir is the selective inhibition of RNA polymerase by Favipiravir RTP
formed by cellular enzymes in the influenza virus leading to antiviral activity. This is because purine nucleic
acid reduced the antiviral activity of Favipiravir and Favipiravir was found to have lower inhibitory effects
against human-derived polymerases and against cell growth compared with the comparator (Ribavirin).

Indication
Treatment of novel or re-emerging pandemic influenza virus infections (limited to cases in which other
influenza antiviral drugs are ineffective or not sufficiently effective).

Dosage & Administration
The usual adult dose is 1600 mg of Favipiravir administered orally twice daily on Day 1, followed by 600 mg
orally twice daily from Day 2 to Day 5. The total treatment duration should be 5 days.

Contraindications
« Women known or suspected to be pregnant
« Patients with a history of hypersensitivity to any ingredient of the drug

Warnings & Precautions

« Since early embryonic deaths and teratogenicity have been observed in animal studies for Favipiravir, do
not administer the drug to women known or suspected to be pregnant.

* When administering Favipiravir to women of child-bearing potential, confirm a negative pregnancy test
result before starting the treatment. If pregnancy is suspected during the treatment, instruct to discontinue
the treatment immediately and to consult a doctor.

« Favipiravir is distributed in sperm. When administering the drug to male patients, explain fully the risks and
instruct thoroughly to use most effective contraceptive methods in sexual intercourse during and for 7
days after the end of the treatment (men must wear a condom). In addition, instruct not to have sexual
intercourse with pregnant women.

« Prior to the treatment, explain thoroughly the efficacy and risks in writing to patients or their family members
and obtain their written consent

« Examine carefully the necessity of Favipiravir before use.

Adverse Reactions

Shock, anaphylaxis, pneumonia, hepatitis fulminant, hepatic dysfunction, jaundice, toxic epidermal
necrolysis, oculomucocutaneous syndrome, renal failure acute, white blood cell count decreased, neutrophil
count decreased, platelet count decreased, neurological and psychiatric symptoms (consciousness
disturbed, abnormal behavior, deliria, hallucination, delusion, convulsion etc.) & Colitis haemorrhagic.

Use in Specific Populations

Use during Pregnancy, Delivery or Lactation
« Do not administer Favipiravir to women known or suspected to be pregnant
« When administering Favipiravir to lactating women, instruct to stop lactating

Use in the Elderly
Since the elderly often have reduced physiological functions, Favipiravir should be administered with care to
them by monitoring their general conditions.

Pediatric Use
Favipiravir has not been administered to children.

Drug Interaction

Favipiravir is not metabolized by cytochrome P-450 (CYP), mostly metabolized by aldehyde oxidase and
partly metabolized by xanthine oxidase (XO). The drug inhibits aldehyde oxidase and CYP2C8, but does not
induce CYP.

Storage
Do not store above 30°C. Protect from light & keep in a dry place. Keep away from the reach of children.

Commercial Pack
Each box contains 5X8's tablets in blister pack.
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