CLOPEX

Film Coated Tablets Reva Pharma

Composition: Each Clopex Film coated Tablet contains:

Clopidogrel (as bisulfate) 75mg.

Mechanism of Action: Clopex (Clopidogrel) is a prodrug that is

metabolized by CYP450 enzymes to the active thiol derivative.

The active thiol derivative selectively and irreversibly binds to

the adenosine diphosphate (ADP) P2Y12 receptor on platelets.

This prevents ADP from binding and activating the glycoprotein

GPIIb/Illa complex, which is necessary for platelet aggregation.

This inhibition 1s u'reverslble and persists throughout the ife of the

platelet (7 to 10 da

Pharmacokinetic: After single or multiple oral doses of Clopex

75 mg/day, absorption is rapid and is at least 50%(dose-limited).

Clopidogrel has a half-] llfe of dppmxlmd(ely 6 hours.

Clopidogrel is extensivel d by two main p: :one

mediated by esterases and leading to hydrolysis into an inactive de-

rivative and one mediated by multiple cytochrome P450 enzymes
system into an intermediary metabolite, 2-oxo-clopidogrel, that is
subsequently hydrolyzed to the active thiol metabolite. Clopidogrel
and its metabolites are excreted in urine (50%) and in faces.

Indications: Clopex indicated for:

e Acute coronary syndrome:

- For patients with acute unstable coronary syndrome (ACS )
[unstable angina (UA)/non-ST-elevation myocardial infarction
(NSTEMI)], Clopex has been shown to reduce the rate of myocar-
dial infarction (MI) and stroke.

- For patients with ST-elevation myocardial infarction (STEMI),
Clopex has been shown to reduce the rate of MI and stroke.

@ Recent MI, recent stroke, or established peripheral arterial dis-
ease. Clopcx has been shown to reduce the rate of MI and stroke.

Contraindications: Clopex tablets are contraindicated in the

following cases:

- Hypersensitivity to Clopidogrel or any of the components of the
Product.

- severe hepatic impairment.

- In patients with active pathological bleeding such as peptic ulcer
or intracranial haemorrhage.

Warnings & Precautions: Clopex should be used with caution in

the following cases:

- The risk of bleeding (such as; stomach ulcers, serious injuries
and surgery).

- Patients with recent transient ischemic attack (if it occurred
within the last seven days).

- Take some medicines (see drug interactions).

- In the case of liver and kidney problems.

- In the event of an allergy or reaction to any drug used to treat
your illness.

- Thrombocytopenic purpura, which includes fever and bruising under

the skin, may appear as delicate red points, with or without severe ex-
treme fatigue, confusion, or yellowing of the skin or eyes (jaundice).

Pregnancy & Lactation:

Pregnancy: Category B. Use during pregnancy only if clearly

needed.

Lactation: It is unknown whether Clopex is excreted in human

breast milk. As a precautionary measure, breast-feeding should not

be continued during treatment with Clopidogrel.

Drug Interactions:

- Proton pump inhibitors: Concomitant use of omeprazole or es-
omeprazole (CYP2C19 inhibitors) should be avoided because they
reduce the effectiveness of the antiplatelet agents of Clopidogrel.

- Warfarin or heparin, NSAIDs, SSRIs: administration Clopidogrel
with these medicines increases the risk of gastrointestinal bleeding.

Side Effects: Bleeding is the most reporte:%adverse reaction. Other

common side effects includes: Bruising, diarrhea, abdominal pain,

dyspepsia. Uncommon side effects includes: thrombocytopenia,

Gastric ulcer and duodenal ulcer, vomiting, nausea, constipation,

flatulence, rash and pruritus.

Driving & using machine: Clopex is unlikely to affect your

ability to drive or to use machines.

Dosage & Administration: Always take this medicine exactly

as the doctor has prescribed it to you. Clopex can be used with or

without food.

® Acute coronary syndrome:

- The starting dose of Clopex is 300 mg taken Oral single dose and
then continue at 75 mg once daily

- Initiating Clopex without a loading dose will delay establishment
of an antiplatelet effect by several days.

® Recent MI, recent stroke, or established peripheral arterial dis-
ease: 75 mg once daily orally without a loading dose Clopidogrel
should not be used in children because of efficacy concerns.

Overdose: Platelet inhibition by Clopex is irreversible and will

last for the life of the platelet. Overdose following clopidogrel

administration may result in bleeding complications. A single oral
dose of clopidogrel at 1500 or 2000 mg/kg was lethal to mice and
to rats and at 3000 mg/kg to baboons. Symptoms of acute toxicity
were vomiting, difficult breathing, and gastrointestinal hemorrhage
in animals.

Based on biological plausibility, platelet transfusion may restore

clotting ability.

Storage: Keep medicine out of reach of children. Store below

30°C. Store in the original package.

Packaging: Each Clopex carton box contains 20 film coated

tablets in two Alu/Alu strips.
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