CLOPINEXT

(usP specifications)
Clopidogrel as bisulfate 75mg

(usP specifications)

DESCRIPTION
Clopinext (Clopidogrel) i an inhibitor of ADPinduced platelet aggregation. t reduces the chance of

astroke. Chemicallyit
is methyl (+)-(5)-a-(2-chlorophenyl)-6,7- dihydrothieno|3,2-c]pyridine-5(4H)-acetate sulfate (1:1). The
molecular formula of 16HiECINO:S. H:50sand

formulais

nsa,

S

QUALITATIVE & QUANTITATIVE COMPOSITION Clopinext (Clopidogrel) is available for oral
‘administration as:

Clopinext Tablets 75mg Each film-coated tablet contains:

« q 5mg

CLINICALPHARMACOLOGY:

Action Clopidogrel thatis, a drug that inhibits the
ability of platelets to clump together as part of a blooddor It appearsto act by blocking the adenosine
phosphate (ADP) receptors, which prevents fibrinogen binding to the receptor. This decreases the
ability of platelet adhesion and Clopidogrelis a prodrug and

The
than ADI g icati latel
released ADP. Clopidogrel after requires hepatic bi
to an active metabolite. Hepatic activation is thought to be mediated by the CYP P450 1A subfamily.
The uncharacterized active metabolite is labile and highly reactive. Absorption: Following oral
administration, clopidogrel is rapidly absorbed. Absorption is at least 50% and is not significantly
affected by food. Peak plasma concentrations (roughly 3mg/L) of the primary circulating metabolite
©occur at about one hour following multiple dosing of 75mg/day. Plasma concentrations of the parent
drug are undetectable 2 hours after an oral dose. Distribution: Clopidogrel and the main circulating

Metabolism:
li i inthe iver.
derivative, and it has no effect on platelet aggregation. The active metabolite appears to be thiol
derivative but has not been identified in plasma. Elimination: Clopidogrel and its metabolites are
excreted about equally in urine and feces. The halflife of the carboxylic acid derivative is about 8 hours.
Special populations: Renal Insufficiency After repeated doses of 75mg clopidogrel per day, plasma
levels of the main circulating metabolite were lower in patients with severe renal impairment
(creatinine clearance from 5 to 15mL/min) (ompared to subjects with moderate renal impairment
30t 60mL/min) or jects However

imilar.
THERAPEUTIC INDICATIONS:

Clopinext (Clopidogrel) is indicated for the reduction of thrombotic events in patients with recent
nmyocardial infarction, recent stroke, or established peripheral artena\ disease. Clopinext (Clopidogrel)
isused in patients at risk of h as myocardial infarction,
peripheral arterial disease and stroke. ! Clopinext (Clopldogre\) is also indicated for acute coronary
syndrome (unstable angina/non-Q-wave MI)

DOSAGE AND ADMINISTRATION:

Clopinext (Clopidogrel) can be administered with or without food. Recent MI, recent stroke, or
established peripheral arterial disease: The recommended daily dose is one Clopinext tablet (75mg)
daily. Prophylactic use in patients at risk of thromboembolic disorders such as M, peripheral arterial
disease and stroke: The recommended daily dose is one Clopinext tablet (75mg) daily. Acute coronary
syndrome (unstable angina/non-Q-wave Mi): Dose should be initiated with a single 300mg loading

doseand it in75mg-
ADVERSE EFFECTS
Clopidogrel is generally well tolerated. However the following adverse effects have been reported

during treatment. Commor (Diarrhea, abdominal pain, indigestion and
nausea) and dermatological reactions (rash, pruritis). Less common: Chest pain, Nose bleeds. Rare:
Gastrointestinal bleeding, gastric ulcers, severe or

thrombotic thrombocytopenic purpura, aplastic anemia, membranous nephropathy with nephrotic
syndrome, loss of taste, acute arthritis.

'CONTRAINDICATIONS:

Clopidogrel is contraindicated in Patients who have shown hypersensitivity to the drug or any
component of the medication. Patients who suffer from active pathological bleeding such as peptic
ulcerorintracranial hemorrhage.

PRECAUTIONS:

General Clopidogrel should be used with caution in patients who may be at risk of increased bleeding
from trauma, surgery, or other pathological conditions. If a patient is to undergo elective surgery,
consideration should be given to stopping clopidogrel 5 days before surgery. Clopidogrel should be
used with caution in patients who have lesions with a propensity to bleed (such as ulcers). Drugs that
might induce such lesions should be used in caution in patients taking clopidogrel. Hematological
d not be

or thrombocytopenia, hemorrhagic diathesis or other hemorrhagic disorders associated with a
prolonged bleeding time. Full blood count should be performed before starting treatment and every
two weeks during the first three months of therapy. If copidogrel i discontinued during this period, a
full blood count should be performed within two weeks of stopping treatment. Hepatic Impaired

y

a i h patients. Patients Exp limited

in patients with severe renal impairment. Clopidogrel should be used with caution in such patients
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Pregnancy Clopidogrel has not been studied in pregnant women. I should be used during pregnancy
nh ly k. Because
many drugs are ex(reted in human milk, caution should be exercised when clopidogrel is given to a
nursing mother. Drug Interactions Aspirin: A pharmacodynamic interaction between clopidogrel and
aspirin is possible, leading to increased risk of bleeding. Therefore, concomitant use should be
However, aspirin have be ogether for up to
one year. Heparin: A pharmacodynamic interaction between clopidogrel and heparin is possible,
leading to increased risk of bleeding. Therefore, use should b
Warfarin: Because of the increased risk of bleeding, the concomitant administration of warfarin with
clopidogrel should be undertaken with caution. Nonsteroidal Anti-Inflammatory Drugs (NSAIDS): In
healthy
increased occult gastrointestinal blood loss. NSAIDs and clopidogrel should be co-administered with
‘caution.

At i 2¢9).
Accordingly, it may interfere with the metabolism of phenytoin, tamoxifen, tolbutamide, warfarin,
torsemide, fluvastatin, and many non-steroidal anti-inflammatory agents, but there are no data with

whichto predict these interactions. C when any of these drugs
is co-administered with clopidogrel.

STORAGE:

Store below 30° C. Protect &moisture. tothe product correctly
stored atthe required conditions.

HOW SUPPLIED Clopinext (Clopidogrel) 75mg packsof 10's

Keep out of reach of children.

Lactose and Gluten Free
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