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KETIFEN

Ketotifen (as Fumarate)

Composition :

Each 5 ml contains :  Ketotifen Fumarate equivalent to Ketotifen 1 mg

Product Description :

Sweet, clear, almost colorless liquid with pear flavor.

Pharmacodynamics :

Pharmacological actions:

KETIFEN (Ketotifen) is effective in preventing asthmatic attacks and is also highly effective in allergic
rhinitis and allergic skin conditions.

Mechanism of action:

Ketotifen acts as histamine antagonism, inhibition of phosphodiesterase, blockade of calcium channels,
in addition to the inhibition of mediator release and functional antagonism of slow reacting substance of
anaphylaxis (SRS-A).

Pharmacokinetics :

Ketotifen Fumarate is almost completely absorbed from the gastro-intestinal tract after oral administration.
Time to peak plasma concentrations are reached within 2-4 hours.

Distribution:

Protein-binding is 75%

Elimination:

Ketotifen is eliminated biphasically with a short half-life of 3-5 hours and a longer one of 21 hours.
About 1% of the drug is excreted unchanged within 48 hours and 60-70% as metabolites. The main
metabolite is glucuronide-conjugated form of ketotifen.

Indications :

KETIFEN (Ketotifen) is indicated in the prophylactic treatment of bronchial asthma (all forms) in allergic
bronchitis, asthmatic symptoms associated with hay fever and is indicated in prevention and treatment
of allergic rhinitis and allergic skin reactions.

Recommended Dose :

Children:

3 years and above: 5 ml twice daily.

6 months-3 years: 2.5 ml twice daily.

Route of Administration :

Oral

Pregnancy and Lactation :

The safety in pregnant women has not been established.

KETIFEN should be given to pregnant women only in compelling circumstances.

Ketotifen is excreted in breast milk; therefore, mothers receiving KETIFEN should not breastfeed.
Side effects :

Sedation dry mouth and slight dizziness may occur.

Precautions :

KETIFEN (Ketotifen) should be given to pregnant and nursing women only under compelling circumstance.
Contraindications :

Hypersensitivity to Ketifen or any other components of KETIFEN.

Drug interactions :

Ketotifen may potentiate the effects of sedatives, hypnotics, antihistamines and alcohol.

Symptoms and Treatment of Overdose :

Symptoms of acute overdosage include drowsiness to severe sedation, confusion and disorientation,
tachycardia and hypotension. Symptomatic and supportive treatment should be employed. The stomach
should be emptied if the drug has been taken recently. Monitoring of the cardiovascular system, excitation
and convulsions, if necessary.

Storage conditions :

Store at temperature not exceeding 30°C. Protect from light and excessive heat.

Supply :

Bottle of 60 ml
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