Toma'

Ketotifen BP Tablet & Syrup

Composition

Toma™ Tablet: Each tablet contains Ketotifen Fumarate BP equivalent to 1 mg
Ketotifen.

Toma™ Syrup: Each 5 ml syrup contains Ketotifen Fumarate BP equivalent to 1
mg Ketotifen.

Pharmacology

Ketotifen has anti-allergic properties. It is non-bronchodilator anti-asthmatic drug
which inhibits the effect of certain endogenous substances known to be
inflammatory mediator. It is a powerful and sustained non-competitive histamine
(H1) blocker and mast cell and basophil stabilizer.

Indication
« Prophylactic treatment of bronchial asthma.
« Allergic rhinitis ( seasonal and perennial).
« Allergic conjunctivitis.
« Allergic conditions such as hay fever, itchy rash.

Dose & Administration

Adult: 1 mg twice daily with food. If necessary the dose may be increased to 2
mg twice daily in severe cases.

Children above 2 years: 1 mg twice daily with food.
From 6 month to 2 years: 0.05mg (0.25 ml) per kg of body weight twice daily.
Use in elderly: Same as adult dose.

Missed dose: If a dose is missed, should be taken as soon as possible. If it is
almost time for the next dose, skip the missed dose and the regular dosing
schedule should be maintained. Dose should not be doubled in case of a missed
dose.

Patient's known to be easily sedated should begin treatment with 0.5 to 1 mg at
night for the first few days or as directed by the physician.

Contraindication

Areversible fall in the platelet count has been observed in a few patients receiving
Ketotifen concomitantly with oral anti-diabetic agent and it has been suggested that
this combination should therefore be avoided. Although there is no evidence of any
teratogenic effect, recommendations for Ketotifen in pregnancy or when breast
feeding can not be given.

Warning & Precaution

It is important to continue the previous treatment for a minimum of two weeks after
starting Toma™ to avoid the possibility of exacerbation of asthma. This applies
specially to systemic corticosteroids and ACTH because of the possible existence
of adrenocortical insufficiency in steroid dependent patients. If inter current infection
occurs, Toma™ treatment must be supplemented by specific antimicrobial
therapy. During the first day of treatment with Toma™, reactions may be impaired
and patients should be warned not to take charge of vehicle or machinery until the
effect of Toma™ treatment on the individual is known. Patient should be advised
to avoid alcoholic drinks. Toma™ may potentiate the effects of sedatives,
hyponotics, antihistamines and alcohol.

Side Effects
Drowsiness and in isolated cases dry mouth and slight dizziness may occur at the
beginning of treatment, but usually disappear spontaneously after a few days.

Use in Pregnancy and Lactation

Pregnancy: Although Ketotifen was without effect on pregnancy and on peri and
post-natal development at dose levels which were tolerated by the mother animals,
its safety in human pregnancy has not been established. Toma™ should therefore
be given to pregnant women only in compelling circumstances.

Lactation: It is assumed that this drug is also excreted in human breast milk, and
therefore mothers receiving Toma™ should not breast feed.

Use in Children & Adolescents
The safety and efficacy in children and adolescents less than 6 months have not
been established.

Drug Interaction

A reversible fall in the thrombocyte count in patients receiving Toma™
concomitantly with oral antidiabetic agents has been observed in rare cares.
Thrombocyte counts should therefore be carried out in patients taking oral
antidibetic agents concomitantly.

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

Overdose

The reported features of over dosage include confusion, drowsiness, nystagmus,
headache, disorientation, bradycardia and respiratory depression. Elimination of the
drug with gastric lavage or emesis is recommended, otherwise general supportive
treatment is all that is required shall be instituted.

Storage
Store below 30°C., away from light and in a dry place. Keep out of the reach of
children.

Packing

Toma™ Tablet: Each box contains 10X10 tablets in blister pack.
Toma™ 100 ml Syrup: 100 ml syrup in PET bottle with measuring spoon.
Toma™ 50 ml Syrup: 50 ml syrup in PET bottle with measuring spoon.

1073, Rupshi, Narayanganj, Bangladesh. JAHURUL ISLAM COMPANY

Manufactured by : eﬂ’
Navana Pharmaceuticals Ltd. i'Q NAVANA
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