Clont®
Clopidogrel

Description: Clopidogrel is an inhibitor of platelet
aggregation. Clopidogrel selectively inhibits the
binding of adenosine diphosphate (ADP) to its platelet
receptor and the subsequent ADP mediated activation
of the glycoprotein GPlIb/llla complex, thereby
inhibiting platelet aggregation.

Mode of action: Clopidogrel is a thienopyridine
derivative that interferes with the platelet activation
cascade. It blocks the adenosine diphosphate (ADP)
receptor selectively and irreversibly and thus inhibiting
the activation of the GPlIb/llla complex, the major
receptor fibrinogen present in the platelet surface.
Clopidogrel may antagonize the ADP induced
inhibition of adenyl cyclase possibly resulting in an
elevated platelet cyclic adenosine monophosphate
level after stimulation by an appropriate agonist.

Pharmacokinetics: The absorption of clopidogrel is
>50% and is rapid after oral administration.
Bioavailability is unaffected by food. Both the parent
compound and the main metabolite bind reversibly
in-vitro to plasma protein (98% and 94%
respectively).

Clopidogrel is a prodrug and is extensively
metabolized in the liver, mainly to the inactive
carboxylic acid derivative. The active metabolite
appears to be a thiol derivative but has not been
identified in plasma. Clopidogrel and the carboxylic
acid derivative are highly protein bound. Clopidogrel
and its metabolites are excreted in urine and in
faeces; after oral administration, about 50% of a dose
is recovered from the urine and about 46% from the
faeces.

Composition: Clont® 75 mg Tablet: Each film-coated
tablet contains Clopidogrel Bisulphate USP 97.860 mg
equivalent to Clopidogrel 75 mg.

Indications: Clopidogrel is indicated for prevention of
atherosclerotic events in patients with history of
symptomatic atherosclerotic disease (ischemic stroke,
myocardial infarction or established peripheral arterial
disease).

Dosage & administration: Adults and elderly : The
recommended dose is 75 mg once daily.
For the prophylaxis of thromboembolic events, the

usual dose is 75 mg once daily. In the management
of acute coronary syndromes, including unstable
angina and non-Q wave myocardial infarction,
clopidogrel is given as a single 300 mg loading dose,
followed by 75 mg once daily.

Contraindications: The use of clopidogrel is
contraindicated in the following conditions:

a. Hypersensitivity to the drug or any component of
the formulation.

b. Active pathological bleeding such as peptic ulcer or
intracranial haemorrhage.

Side effects: The drug is generally well tolerated.
Side effects that have been reported include
abdominal pain, bleeding disorders (including
gastro-intestinal and intracranial), nausea, vomiting,
diarrhoea, constipation, gastric and duodenal
ulceration; gastrointestinal haemorrhage, headache,
dizziness, vertigo, neuralgia, paresthesia, rash,
pruritus.

Use in pregnancy & lactation: There are no
adequate studies of clopidogrel in pregnant women.
Clopidogrel is not recommended for use during
breast-feeding.

Precautions: Clopidogrel should be used with
caution in patients who may be at risk of increased
bleeding from trauma, surgery or other pathological
conditions.

Drug interactions: Clopidogrel increases the risk of
bleeding with NSAIDs and other antiplatelet drugs. It
also enhances the effect of anticoagulants.

Overdosage: No adverse events were reported after
single oral administration of 600 mg (equivalent to 8
standard 75 mg tablet) of clopidogrel to healthy
subjects. The bleeding time was prolonged by a
factor of 1.7 which is similar to that typically observed
with the therapeutic dose of 75 mg/day. No antidote
to the pharmacological activity of clopidogrel has
been found.

Storage: Keep out of reach of children. Store in a dry
place, below 25°C temperature and protected from
light.

Packaging: Clont® 75 mg Tablet: Each carton
contains 21X2 tablets in blister pack.
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Manufactured by
Opsonin Pharma Limited
Opsonin Pharma Rupatali, Barishal, Bangladesh.
ideas for healthcare ® Registered Trade Mark.



