Pidogrel” Plus

Clopidogrel Bisulfate USP and Aspirin USP

Composition:

Pidogrel™ Plus 75 mg/75 mg Tablet: Each fim
coated tablet contains Clopidogrel 75 mg as
Clopidogrel Bisulfate USP and Aspirin USP 75 mg.

Pharmacology:

Pidogrel™ Plus is a fixed-dose combination drug
containing Clopidogrel and Aspirin. 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. Aspirin is also an
antiplatelet agent. Aspirin acts by causing
irreversible inhibition of the cyclooxygenase
enzyme, which leads to decreased formation of
thromboxane A2 and ultimate inhibition of platelet
aggregation.

Indication:
Pidogrel™ Plus is a fixed-dose combination
medicinal  product for  continuation  of
atherothrombotic events in-
* 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:
The recommended dose is one tablet once daily.

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

Contraindication:

Hypersensitivity to Clopidogrel, Aspirin and/or
non-steroidal anti-inflammatory agents, recent
history of gastrointestinal bleeding, active
pathological bleeding such as peptic ulcer or
intracranial hemorrhage or bleeding disorders like
hemophilia.

Warning & precaution:

Bleeding and haematological disorders, thrombotic
thrombocytopenic purpura, acquired haemophilia,
recent transient ischaemic attack or stroke, poor
metabolisers of CYP2C19, CYP2C8 substrates,
cross-reactions among thienopyridines,
gastrointestinal disorders, sensitivity of aspirin due
to asthma or allergic disorders, gout, reye’s
syndrome, risk of haemolysis, gastrointestinal injury.

Renal & hepatic impaired patients: Combination of
this drug must not be used in patients with severe
renal & hepatic impaired patients.

Side-effects:

Common: Bruising, bleeding, gastrointestinal
haemorrhage, diarrhoea, abdominal pain,
dyspepsia haematoma, epistaxis.

Rare: Fever, edema, arthritis, arthralgia, myalgia,
vertigo, taste disturbances, ageusia, hallucinations,
confusion, hypoglycaemia, hearing loss, respiratory
tract bleeding, neutropenia, gynaecomastia,
retroperitoneal haemorrhage, thrombotic
thrombocytopenic etc.

Use in pregnancy & lactation:

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

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

Drug interactions:

With medicine: Safety & efficacy of chronic
concomitant administration of Oral anticoagulants,
Glycoprotein IIb/llla inhibitors, Heparin,
Thrombolytics, NSAIDs (Naproxen), Metamizole,
SSRIs, Proton Pump Inhibitors (Omeprazole,
Esomeprazole), Boosted anti-retroviral therapy,
Uricosurics, Methotrexate, Valproic acid, Nicorandil
has not been established yet.

With food & others: Food does not affect the
bioavailability of Clopidogrel and Aspirin.

Overdose:

Combination of Clopidogrel & Aspirin fixed-dose
combination may be associated with increased
bleeding and subsequent bleeding complications.

Storage:

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

Keep out of reach of children.

Packing:

Pidogrel™ Plus 75 mg/75 mg Tablet: Each box
contains Alu-Alu blister pack of 40 (4x10’s) film
coated tablets.
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