ANTIHIST SYRUP

DESCRIPTION:
A Clear, Orange liquid.

COMPOSITION:
Each 5 ml contains 4 mg Chlorpheniramine Maleate BP.

PHARMACODYNAMICS:
Chlorphenamine is a potent antihistamine (H;-antagonist).

Antihistamines diminish or abolish the actions of histamine in the body by competative reversible blockade
of histamine H;-receptor sites on tissues. Chlorphenamine also has anticholinergic activity.

Antihistamines act to prevent the release of histamine, prostaglandins and leukotrines and have been shown
to prevent the migration of inflammatory mediators. The actions of chlorphenmine include inhibition of
histamine on smooth muscle, cappillary permeability and hence reduction of oedema and wheal in
hypersensitivity reactions such as allergy and anaphylaxis.

PHARMACOKINETICS:

Chlorphenamine is well absorbed from the gastro-intestinal tract, following oral administration. The effects
develop within 30 minutes, are maximal within | to 2 hours and last 4 to 6 hours. The plasma half-life has
been estimated to be 12 to 15 hours.

Chlorphenamine is metabolised to the monodesmethyl and didesmethyl derivatives. About 22% of an oral
dose is excreted unchanged in the urine.

INDICATIONS:

Antihist Syrup (Chlorpheniramine Maleate) is a member of the alkylamine group of antihistamines,
which are among the most active histamine antagonists available. It has a wide safety margin and a very
low incidence of side-effects such as drowsiness and dizziness.

Symptomatic control of all allergic conditions responsive to antihistamines including: Hay fever,
vasomotor rhinitis, urticaria, angioneurotic oedema, food allergy, drug and serum reactions, pruritisani et
vulvae and insect bites.

WARNING:

Not suitable to be used in children below 2 years old.

For children between 2 to 6 years old — use with caution and follow the advice given by the doctoror
pharmacist.

PRECAUTIONS:

All antihistamines, given in effective dosage, may cause dizziness or drowsiness. In consequence, until
the effect of the treatment is known, patients treated with Antihist Syrup should be warned notto take
charge of vehicles or machinery. The sedative action of alcohol may be potentiated by antihistamines so
that drowsiness can occur in patients not otherwise subject to it if alcohol is taken.

INTERACTIONS WITH OTHER MEDICAMENTS:
Concurrent use of chlorphenamine and hypnotics or anxiolytics may cause an increase in sedative effects,
concurrent use of alcohol may have a similar effect therefore medical advice should be sought before taking
chlorphenamine concurrently with these medicines.

Chlorphenamine inhibits phenytoin metabolism and can lead to phenytoin toxicity.

The anticholinergic effects of chlorphenamine are intensified by MAOIs (see Contra-indications).

CONTRAINDICATIONS:
Contra-indicated in patients who are hypersensitive to antihistamines or to any of the syrup ingredients.



The anticholinergic properties of chlorphenamine are intensified by monoamine oxidase inhibitors
(MAOIs). therefore contra-indicated in patients who have been treated with MAOIs within the last fourteen
days.

PREGNANCY AND LACTATION:
Pregnancy

There are no adequate data from the use of chlorphenamine in pregnant women. The potential risk for
humans is unknown, Use during the third trimester may result in reactions in the newborn or premature
neonates. Not to be used during pregnancy unless considered essential by a physician.

Lactation

Chlorphenamine maleate and other antihistamines may inhibit lactation and may be secreted in breast milk.
Not to be used during lactation unless considered essential by a physician.

EFFECTS ON ABILITY TO DRIVE AND USE MACHINE
The anticholinergic properties of chlorphenamine may cause drowsiness, dizziness, blurred vision and
psychomotor impairment, which can seriously hamper the patients' ability to drive and use machinery

ADVERSE REACTIONS
Drowsiness and dizziness may occur

DOSAGE AND ADMINISTRATIONS

Adults and children over 12 years of age : 1 teaspoon (5 ml) three or four times a day.

Children 6 to 12 years of age : 2 t0 1 teaspoonful (2.5 to 5 ml) three or four times a day.
Children 2 to 6 years of age : Yato Y2 teaspoonful (1.25 to 2.5 ml) three or four times a day.

ROUTE OF ADMINISTRATION:
Oral administration

OVERDOSAGE

The estimated lethal dose of Antihist Syrup is 25 - 50 mg per kg body-weight. Treatment should include
gastric lavage if massive overdosage has been by oral route. In the event of convulsions sedate with
intramuscular paraldehyde. Severe respiratory depression may necessitate mechanicalventilation. Severe
hypotension may require fluid replacement.

STORAGE CONDITION:
Store below 30°C.

Keep container tightly closed.
Protect from light.

PRESENTATION
Bottles of 60m1 and 120m1.

MANUFACTURED BY:

Noripharma Sdn. Bhd. 200701034604 (792633-A)
Lot 5030, JIn Teratai,

5 1/2 Mile off Jalan Meru,

41050 Klang, Selangor Darul Ehsan.
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