DYRITON

DESCRIPTION CONTENT
DYRITON SYRUP 4MG/5ML Dose Form : SYRUP Each 5 ml Contains:
MAL19910170AZ Colour Yellow Chlorpheniramine Maleate ..................... 4 mg
Flavour ~ : Rose Preservatives:Methyl Paraben............. 0.1% w/v
Propyl Paraben........... 0.01% w/v
Sodium Benzoate .......... 0.1% w/v
DYRITON TABLET 4MG Dose Form : TABLET Each Tablet Contains:
Colour . Yellow Chlorpheniramine Maleate ..................... 4 mg
MAL19910162A2 Shape ¢ Round, Flat and Scored
PHARMACODYNAMICS:

Chlorpheniramine Maleate is an antihistamine which acts by competing with histamine for H1-receptor sites on effector cells. It
thereby prevents, but does not reverse, responses mediated by histamine alone. The antimuscarinic action provides a drying
effect on the nasal mucosa.

PHARMACOKINETICS:

Chlorpheniramine Maleate is readily absorbed after oral administration. After an oral dose, peak concentrations appear within 2
to 3 hours; the peak concentration after doses of up to 12 mg has been variously reported as between 20 ng/ml and about 200
ng/ml. Plasma half-life after administration, has been reported as 12 to 15 hours.

It is widely distributed throughout the body tissues and appears to be subject to enterohepatic circulation; protein binding,
about 70% bound to plasma proteins. It is extensively metabolised to form polar and non-polar metabolites; 2 metabolites have
been identified as a result of N-demethylation and these are mondesmethylchlorpheniramine and didesmethylchlorpheniramine.
About 35% of a dose is excreted in the urine in 48 hours; the excretion of unchanged drug accounts for about 3 to 10% of the
dose but is increased by an increase in urinary pH and urinary flow. Both demethylated metabolites are excreted in urine; less
than 1% of a dose is excreted in the faeces.

INDICATIONS:

For palliative treatment of hay-fever and vasomotor rhinitis; allergic conjunctivitis; mild, uncomplicated allergic skin
manifestations of urticaria and angioneurotic oedema; drug sensitisation reactions. For amelioration of allergic reactions to
blood or plasma, foreign proteins, insect bites and stings. For relief of congestion in the upper respiratory tract associated with
common cold or irritation arising from dry, dusty climatic conditions.

RECOMMENDED DOSE:

DYRITON SYRUP 4MG/5ML Adults : 3 teaspoonfuls (15 ml) daily in divided doses.
Children: 2 - 6 years: 1% teaspoonfuls (7.5 ml) daily in divided doses.
7 - 12 years: 1% to 3 teaspoonfuls (7.5 ml to 15 ml) daily in divided doses.

WARNING (When Used For Treatment of Cough and Cold):
1. Not to be used in children less than 2 years of age.
2. To be used with caution and doctor’s advice in children 2 to 6 years of age.

DYRITON TABLET 4MG Adults : 3 tablets daily in divided doses.
Children: 2 - 6 years: 1% tablets daily in divided doses.
7 - 12 years: 1% tablets to 3 tablets daily in divided doses.

PRECAUTIONS/WARNINGS:

It may cause drowsiness and dulling of mental alertness. Patients undergoing treatment with these drugs should not take charge
of vehicles or machinery. Patients should abstain from alcohol. It may enhance the sedative effect of CNS depressants including
alcohol, barbiturates, hypnotics, narcotic analgesics, sedatives and tranquillisers.

It should not be given to premature infants or neonates. It should be used with care in conditions such as narrow angle glaucoma,
urinary retention and prostatic hypertrophy. It is contraindicated during acute attacks of asthma.

DRUG INTERACTIONS:

Concurrent use of Chlorpheniramine and hynotics or anxiolytics may potentiate drowsiness.
Concurrent use of alcohol may have a similar effect.

Chlorpheniramine inhibits phenytoin metabolism and can lead to phenytoin toxicity.

The anticholinerguc effects of Chlorpheniramine are intensified by MAOIs.

PREGNANCY AND LACTATION:

There is inadequate evidence of safety in human pregnancy. Chlorpheniramine Maleate should only be used during pregnancy
when clearly needed and when the potential benefit outweighs the potential unknown risks to the foetus. Use during the third
trimester may result in reactions in neonates.

It is reasonable to assume that Chlorpheniramine Maleate may inhibit lactation and may be secreted in breast milk.

The use of Chlorpheniramine preparations in mother’s breast feeding their babies requires that the therapeutic benefits of the
drug should be weighed against the potential hazards to the mother and baby.



SIDE EFFECTS/ADVERSE REACTIONS:

Drowsiness, dizziness, muscular weakness, in-coordination. Gastrointestinal disturbances such as nausea, vomiting, diarrhoea or
constipation. It may also produce headache, blurred vision, tinnitus, elation or depression, irritability, nightmares, anorexia,
difficulty in micturation, dry mouth, tightness of the chest, tingling, heaviness, weakness of the hands, hypotension,
nervousness, tachycardia, insomnia, tremors and convulsions.

SYMPTOMS AND TREATMENT OF OVERDOSE:

Symptoms of overdosage include excitation, convulsions. In severe overdosage, the stomach should be emptied by aspiration and
lavage. Emetics should not be used. The patient should be kept quiet to minimise the excitation, which occurs particularly in
children. Convulsions may be controlled with diazepam given intravenously. Other general measures include maintaining
respiration with oxygen and assisted respiration provided if necessary.

PACKING/PACK SIZE(S): JAUHI UBAT DARIPADA KANAK-KANAK
DYRITON SYRUP 4MG/5ML - Plastic bottles of 60 ml and 120 ml. KEEP OUT OF REACH OF CHILDREN
DYRITON TABLET 4MG - Blister pack of 100x10’s. SHAKE WELL BEFORE USE
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