W00 X506 -9415

NaviX Plus

Clopidogrel USP 75 mg & Aspirin BP 75 mg

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

Pharmacology:

Clopidogrel selectively inhibits the binding of adenosine diphosphate
(ADP) to its platelet receptor and the subsequent ADP-mediated activation
of the glycoprotein GPIlIb/llla complex, thereby inhibiting platelet
aggregation. Clopidogrel also inhibits platelet aggregation induced by
agonists other than ADP by blocking the amplification of platelet activation
by released ADP. Clopidogrel does not inhibit phosphodiesterase activity.
Aspirin inhibits platelet aggregation by irreversible inhibition of platelet
cyclooxygenase and thus inhibits the generation of thromboxane Ay, a
powerful inducer of platelet aggregation and vasoconstriction.

Indication:
The preparation is used for the prevention of ischemic events, myocardial
infarction, stroke and cardiovascular death in patients with acute coronary
syndrome.

Dosage & Administration:
The recommended dose is once daily or as directed by the physician.

Contraindication:

It is contraindicated in patients with hypersensitivity to clopidogrel and
aspirin and/or NSAIDs and recent history such as peptic ulcer or
intracranial haemorrhage or bleeding disorder like hemophilia.

Warnings & Precautions:

Warning: Thrombotic Thrombocytopenic Purpura (TTP): TTP has been
reported rarely following use of Navix™ Plus, sometimes after a short
exposure (<2 weeks). It is characterized by thrombocytopenia,
microangiopathic haemolytic anemia, neurological findings, renal
dysfunction and fever.

Alcohol Warning: Patients who consume three or more alcoholic drinks
every day should be counseled about the bleeding risks involved with
chronic, heavy alcohol use while taking aspirin.

Peptic Ulcer Disease: Patients with a history of active peptic ulcer disease
should avoid using aspirin, which can cause gastric mucosal irritation and
bleeding.

Precaution: As with other antiplatelet agents this combination should be
used with caution in patients who may be at risk of increased bleeding
from trauma, surgery or other pathological condition. If a patient is to
undergo elective surgery and an antiplatelet is not desired, drug should be
discontinued seven days prior to surgery. It should be avoided in patients
with impaired hepatic and renal function. Aspirin causes sodium and water
retention in patients with renal impairment and increases the risk of
gastrointestinal bleeding.

Side Effects:

The drug is generally well tolerated. Sometimes the following side effects
have been reported- abdominal pain, dyspepsia, gastritis, diarrhoea,
nausea, vomiting, constipation, gastrointestinal hemorrhage, ulceration,
neutropenia, rash, palpitation, syncope, drowsiness, asthenia, neuralgia,
paresthesia, vertigo and pruritis.

Use in Pregnancy & Lactation:

Following chronic ingestion of aspirin, adverse effects are increased in the
mother and faetus. Because of possible adverse effects on the neonate
and the potential for increased maternal blood loss, this preparation should
be avoided in nursing mothers because of possible risk of developing
Reye's syndrome. Regular use of high doses of aspirin could impair
platelet function and may cause hyperprothrombinemia in infants if
neonatal vitamin K levels are low.

Use in Children & Adolescents:
Safety and efficacy in paediatric groups have not been established.

Drug Interactions:

Non-Steroidal Anti-Inflammatory Drugs (NSAIDs): In healthy volunteers
receiving naproxen, concomitant administration of Clopidogrel is
associated with increased occult gastrointestinal blood loss.

Warfarin: Because of the increased risk of bleeding, the concomitant
administration of warfarin with Navix™ Plus should be undertaken with
caution.

Other Concomitant Therapy: At high concentrations in vitro, Clopidogrel
inhibits P450. Accordingly, it may interfere with the metabolism of
phenytoin, tamoxifen, tolbutamide, warfarin, torsemide, fluvastatin, and
many non-steroidal anti-inflammatory agents.

Overdose:
Overdose for following Clopidogrel and aspirin administration may lead to
prolonged bleeding time and subsequent bleeding complications.

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

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

Manufactured by:
Navana Pharmaceuticals Ltd.
Rupshi, Rupganj, Narayanganj, Bangladesh
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