ZYNATEN SYRUP MAL19940359AZ

DESCRIPTION:
SYRUP

Colour : Colourless
Flavour : Cherry

CONTENT:

Each 5 ml Contains:

Ketotifen Fumarate Equivalent To Ketotifen................ 1mg

Preservatives: Methyl Paraben 0.1% w/v, Propyl Paraben 0.01% w/v & Sodium Benzoate 0.1% w/v.

PHARMACODYNAMICS:

Ketotifen has the properties of the antihistamines in additions on mast cells analogous to those of sodium cromoglycate. A review of
the pharmacology of Ketotifen and the conclusion that its anti-allergic action properties.

In addition to its antihistaminic action, inhibition of phosphodiasterases, blockade of calcium channels, inhibition of the release of the
mixture of leukotrienes, known as slow reacting substance of anaphylaxis (SRS-A), and functional antagonism of the effect of SRS-A has
been demonstrated, and there is now some evidence for an effect on beta-receptor mediated reactions.

PHARMACOKINETICS:

Ketotifen is readily absorbed from the gastrointestinal tract, metabolised in the liver, and excreted usually mainly as metabolites in
the urine. Maximal plasma concentration is reached within 2 to 4 hours. Protein binding is 75%. The pattern of metabolism for children
is the same as for adults but the clearance is higher in children. Therefore it is recommended that children above 3 years old require
the same dosage regimen as adult and those between 6 months to 3 years, half the adult dose. In the prevention of bronchial asthma it
may take several weeks of treatment to achieve the full effect.

INDICATION:
Indicated in the prophylactic treatment of asthma and in the treatment of allergic conditions such as rhinitis and conjunctivitis.

RECOMMENDED DOSAGE:

Adults: 1 teaspoonful (5 ml) twice daily with food, increased if necessary to 2 teaspoonfuls (10 ml) twice daily.

Children over 3 years: 1 teaspoonful (5 ml) twice daily.

Children from 6 months to 3 years: %2 teaspoonful (2.5 ml) twice daily.

Patients known to be easily sedated should begin treatment with %2 to 1 teaspoonful (2.5 ml to 5 ml) at night for the first few days.

ROUTE OF ADMINISTRATION:
FOR ORAL USE ONLY

CONTRAINDICATIONS:
Hypersensitivity to the drug.

WARNINGS AND PRECAUTIONS:

A reversible fall in the platelet count has been observed in patients receiving Ketotifen concomitantly with oral antidiabetic agents; it
has been suggested that this combination should therefore be avoided.

Since the action of Ketotifen is prophylactic, the symptoms of asthma will probably recur if it is withdrawn; it has been suggested that
withdrawal should be carried out gradually over a period of a week.

If intercurrent infection occurs Zynaten treatment must be supplemented by specific antimicrobial therapy.

During the first few days of treatment, the patient reactions may be impaired. Care should therefore be exercised when driving a
vehicle or operating machinery. Patient should be advised to avoid alcoholic drinks.

DRUG INTERACTIONS:
Zynaten may potentiate the effects of sedatives, hypnotics, antihistamines and alcohol. Do not take charge of vehicles or machinery
until the effect of Zynaten treatment is known.

PREGNANCY AND LACTATION:
Although there is no evidence of teratogenic effect, it should be given to pregnant and nursing women only under compelling
circumstances.

SIDE EFFECTS:
Sedation, tiredness, weight gain and dry mouth are the most common side effects. Other frequently reported side effects definitely or
probably related to Ketotifen are dizziness, nausea and headache, exacerbation of asthma, bronchospasms and status asthmatics.

SYMPTOMS AND TREATMENT OF OVERDOSE:

Symptoms of overdose include drowsiness, confusion, dyspnoea, bradycardia or tachycardia, disorientation and convulsions. Treatment
is by gastric lavage, and supportive and symptomatic treatment. Emetics may be tried if the patient is alert. Convulsions may be
controlled with diazepam given intravenously although it has been suggested that sedatives should be avoided. Forced diuresis is of
little value.

PACKING/PACK SIZE(S): JAUHI UBAT DARIPADA KANAK-KANAK
Plastic bottle of 60 ml. KEEP OUT OF REACH OF CHILDREN
SHAKE WELL BEFORE USE
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