Pidogrel "

Clopidogrel Bisulfate USP

Composition:
Pidogrel™ 75 mg Tablet: Each film coated tablet
contains Clopidogrel 75 mg as Clopidogrel
Bisulfate USP.

Pharmacology:

Clopidogrel is an inhibitor of platelet
aggregation. Clopidogrel selectively inhibits the
binding of adenosine diphosphate (ADP) to its
platelet receptor and the subsequent
ADP-mediated activation of the glycoprotein
GPlIb/llla complex, thereby inhibiting platelet
aggregation. Clopidogrel also inhibits platelet
aggregation induced by agonists other than ADP
by blocking the amplification of platelet
activation released by ADP.

Indication:
» Acute Coronary Syndrome (ACS).

- Patients with non-ST-segment elevation
ACS (unstable angina/ non-ST-elevation
myocardial infarction [NSTEMI]).

- Patients with ST-elevation myocardial
infarction (STEMI).

* Recent MI, recent stroke or established
peripheral arterial disease.

Dose & administration:

Acute coronary syndrome: Initial dose 300 mg
(as loading dose) and then continue at 75 mg
once daily.

Recent MI, recent stroke, or established
peripheral arterial disease: 75 mg once daily.

Route of administration: Oral. Pidogrel™ can be
taken with or without food or as directed by
physician.

Contraindication:

Clopidogrel is contraindicated in the following

conditions-

» Hypersensitivity to Clopidogrel or any
component of the product.

» Active pathological bleeding such as peptic
ulcer or intracranial hemorrhage.

Warning & precaution:

CYP2C19 inhibitors: Avoid concomitant use of
Omeprazole or Esomeprazole. Bleeding:
Clopidogrel increases risk of bleeding.
Discontinuation: Premature discontinuation
increases risk of cardiovascular events.
Discontinue 5 days prior to elective surgery that
has a major risk of bleeding. Thrombotic
thrombocytopenic purpura (TTP) &
cross-reactivity among thienopyridines has been
reported.

Side-effects:

Common: Diarrhoea, gastrointestinal discomfort,
haemorrhage, skin reactions.

Rare: Acquired haemophilia, agranulocytosis,
anaemia, angioedema, arthralgia, arthritis, bone
marrow disorder, fever, glomerulonephritis,
gynaecomastia, confusion, hallucination,
hepatic disorders, hypersensitivity, hypotension,
myalgia, neutropenia, pancreatitis, respiratory
disorders, severe cutaneous adverse reactions
(SCARs), stomatitis, taste altered, ulcerative
colitis, vasculitis, vertigo, wound haemorrhage.

Use in pregnancy & lactation:

There are no adequate & well controlled studies
in pregnant women. So, Clopidogrel should be
used in pregnancy only if clearly needed.
Clopidogrel should not be prescribed to nursing
mother unless absolutely necessary.

Use in renal & hepatic impaired patients:

No dosage adjustment required in patients with
hepatic impairment. Use in cautions with
moderate to severe renal impairment.

Use in children & adolescents:

Safety and effectiveness in children &
adolescents populations have not been
established.

Drug interactions:

With medicine: Opioids: Decreased exposure to
Clopidogrel. Nonsteroidal Anti-Inflammatory
Drugs (NSAIDs), Warfarin, Selective Serotonin
and Serotonin  Norepinephrine  Reuptake
Inhibitors (SSRIs, SNRIs): Increases risk of
bleeding. Repaglinide (CYP2C8 substrates):
Increases substrate plasma concentrations.

With food & others: Bioavailability and other
condition were not significantly observed with
food & other conditions.

Overdose:

Overdose following Clopidogrel administration
may result in bleeding complications.

Storage:

Do not store above 30°C, protect from light &
moisture.

Keep out of reach of children.

Packing:

Pidogrel™ 75 mg tablet: Each box contains
Alu-Alu blister pack of 40 (4x10's) film coated
tablets.
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