Clontas’
Clopidogrel + Aspirin

Description

Clontas® is a fixed dose combination containing Clopidogrel
and Aspirin. Clopidogrel is an inhibitor of platelet
aggregation. Aspirin is also an antiplatelet agent.

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 GPIlIb/llla complex, the
major receptor fibrinogen present in the platelet surface.
Clopidogrel may antagonize the ADP induced inhibition of
atenylate cyclase possibly resulting in an elevated platelet
cyclic adenosine monophosphate level after stimulation by an
appropriate agonist. Aspirin is also an antiplatelet agent. It
acts by causing irreversible inhibition of the cyclo-oxygenase
enzyme, which leads to decreased formation of thromboxane
A2. Since platelets do not synthesize new enzyme, the action
of aspirin on platelet cyclo-oxygenase is permanent, lasting
for the life of the platelets (7-10 days).

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). After
oral administration, aspirin is rapidly absorbed from the
stomach and proximal small intestine. The gastric mucosa is
permeable to the nonionised form of aspirin, which passes
through the stomach wall by a passive diffusion process.
Aspirin is distributed throughout the most body fluids and
tissues. Concentrations in the brain are usually low and are
minimal in faeces, bile and sweat. Clopidogrel is a prodrug
and is extensively metabolised 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 the urine and faeces; after oral administration,
about 50% of a dose is recovered from the urine and about
46% from the faeces. Aspirin is rapidly hydrolyzed primarily
in the liver to salicylic acid, which is conjugated with glycine
and glucuronic acid and excreted largely in the urine. The
plasma half-life for aspirin is approximately 15 minutes.

Composition

Clontas® Tablet: Each film-coated tablet contains
Clopidogrel Bisulphate USP 97.860 mg equivalent to
Clopidogrel 75 mg and Aspirin BP 75 mg.

Indications

Clontas® is indicated for the prevention of atherosclerotic
events in patients with history of symptomatic atherosclerotic
disease (ischaemic stroke, myocardial infarction or acute
coronary syndrome).

Dosage & administration
The recommended dose is one tablet once daily.

Contraindications

Hypersensitivity to clopidogrel, aspirin and/or NSAIDs,
active pathological bleeding such as peptic ulcer or
intracranial haemorrhage or bleeding disorders like
haemophilia, recent history of gastrointestinal bleeding.

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

Use in pregnancy & lactation

Clontas® should be avoided during the last three months of
pregnancy. Clontas® is not recommended for use during
breast-feeding because of the possible risk of developing
Reye’s syndrome. Safety and efficacy in the paediatric
population have not been established.

Precautions

This combintion prolongs the bleeding time and therefore
should be used with caution in patients who may be at risk
of increased bleeding from trauma, surgery, or other
pathological conditions (particularly gastrointestinal and
intraocular). If a patient is to undergo elective surgery and
an anti-platelet effect is not desired, it should be
discontinued 5 days prior to surgery.

Due to the risk of bleeding and undesirable hematological
effects, blood cell count determination and/or other
appropriate testing should be promptly considered,
whenever such suspected clinical symptoms arise during
the course of treatment.

Drug interactions
Clopidogrel and Aspirin combination may enhance the effect
of anticoagulants.

Overdosage

Overdosage of 200 to 500 mg/kg is in the fatal range. Early
symptoms are CNS stimulation with vomiting, hyperpnea,
hyperactivity, and possibly convulsions. This progresses
quickly to depression, coma, respiratory failure, and
collapse. These symptoms are accompanied by severe
electrolyte disturbances.

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

Packaging: Clontas® Tablet: Each carton contains 21X2
tablets in blister pack.
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Manufactured by
Opsonin Pharma Limited
Opsonin Pharma Rupatali, Barishal, Bangladesh.
ldeas for healtheare ® Registered Trade Mark.



