Size: W-95XL-270 mm

Clopidogrel USP 75 mg

Composition:
Navix™ Tablet: Each film coated tablet contains Clopidogrel Bisulfate USP
equivalent to 75 mg Clopidogrel.

Pharmacology:

Clopidogrel is a thienopyridine derivative that interferes with the platelet
activation cascade. It blocks the activation of platelets by ADP receptor
selectively and irreversibly inhibiting the binding of the GP lIb-llla complex, the
major receptor for fibrinogen present in the platelet surface.

Indication:

Clopidogrel is indicated for the reduction of atherosclerotic events (myocardial
infarction, stroke and vascular death) and in patient with atherosclerosis
documented recent stroke, recent myocardial infarction or established
peripheral arterial disease (PAD).

Dosage & Administration:

The recommended dose of Clopidogrel is 75 mg once daily with or without
food. No dosage adjustment is required for elderly patients or patients with
renal disease or as directed by the physician.

Contraindication:

Contraindicated in patients with hypersensitivity to this drug or any component
of this product and active pathological bleeding such as peptic ulcer or
intracranial haemorrhage.

Warning & Precaution:

With other antiplatelet agents Clopidogrel may be contraindicated. If a patient
is to undergo elective surgery and an antiplatelet effect is not desired,
Clopidogrel should be discontinued 7 days prior to surgery. It prolongs the
bleeding time. So it should be used with caution in patients who have lesions
with a propensity to bleed. Other NSAIDs should be used with caution, in
patients taking Clopidogrel and with severe hepatic disease. Patients should
be informed that it may take longer time than usual to stop bleeding when they
take this drug and they should report any unusual bleeding to the physicians.
Avoid for first few days after myocardial infraction and for 7 days after ischemic
stroke, coronary artery bypass grafting & percutaneous transluminal coronary
angioplasty.

Side Effects:

Adverse effects occurred during the course of treatment with Clopidogrel are
gastrointestinal hemorrhage in 2.0% and required hospitalization in 0.7%,
intracranial haemorrhage in 0.4%. Besides abdominal pain, dyspepsia,
gastritis, constipation in 27.1%, gastric or duodenal ulcer in 0.7% & diarrhoea
in 4.5% which is rare, skin rash and appendage disorder in 15.8% patients,
fatigue, dizziness, headache, nausea may occur. Although the risk of
myelotoxicity with Clopidogrel appears to low, the possibility should be
considered when a patient is receiving Clopidogrel of fever or other sign of
infection.

Use in Pregnancy & Lactation:

As there are no adequate and well controlled studies in pregnant woman, it
should be used during pregnancy only if the potential benefits outweigh the risk
of using the drug. If it is known that it appears in human milk, a decision should
be made whether to discontinue nursing or to discontinue the drug, taking into
account the importance of the drug to the nursing women.

Use in Children & Adolescents:
Safety and effectiveness in the paediatric population have not been
established.

Drug Interactions:

Aspirin does not modify the Clopidogrel mediated inhibition of ADP-induced
platelet aggregration. Clopidogrel should be used with caution in patients
receiving other drugs such as anticoagulants and antiplatelet that may
increase the risk of bleeding. NSAID and Clopidogrel should be
coadministered with caution. No clinically significant interactions have been
observed when Clopidogrel is coadministered with Atenolol, Nifedipine or both
Atenolol and Nifedipine.

Overdose:

Platelet inhibition by Clopidogrel is irreversible. Overdose following Clopidogrel
administration may result in bleeding complications. Based on biological
plausibility, platelet transfusion may restore clotting ability.

Storage:
Store below 30°C, protected from light & in a dry place. Keep all medicines out
of the reach of children.

Packing:
Navix™ Tablet: Each box contains 3 X 10 tablets in blister pack and an insert.

Manufactured by:

Navana Pharmaceuticals Ltd.
Rupshi, Rupganj, Narayanganj, Bangladesh
NCLT0549_03-21_02
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