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Renexin®XR

Ranolazine INN

Description: Ranolazine is a new class of antianginal drugs and it is a selective late-sodium
current inhibitor.

Mode of Action: Ranolazine inhibits persistent or late inward sodium current (INa) in
heart muscle in a variety of voltage-gated sodium channels. Inhibiting that current leads to
reductions in intracellular calcium levels. This in turn leads to reduced tension in the heart
wall, leading to reduced oxygen requirements for the muscle and relief from myocardial
ischemia.

Pharmacokinetics: Absorption: After oral administration, peak plasma concentrations of
Ranolazine are reached between 2 and 5 hours. The bioavailability of Ranolazine is 76%.
The half-life of Ranolazine is 6-22 hours.

Distribution: Ranolazine is approximately 62% bound to human plasma proteins.
Metabolism and Elimination: Ranolazine is metabolized mainly by CYP3A and to a lesser
extent by CYP2D6. Approximately 75% of the dose is excreted in urine and 25% in feces.

Composition: Renexin® XR 500 mg tablet: Each extended release tablet contains
Ranolazine INN 500 mg.

Indications: Ranolazine is indicated for the treatment of chronic angina.

Dosage & Administration: The initial dose of Ranolazine is 500 mg twice daily and can
be increased up to 1000 mg twice daily as needed and based on clinical symptoms.
Ranlolazine can be taken with or without meals.

Contraindication: It is contraindicated in patients taking strong inhibitors of CYP3A and
with clinically significant hepatic impairment.

Side effects: Side effects include Headache, dizziness, constipation, nausea, vomiting,
asthenia, palpitations, vertigo, abdominal pain, dry mouth, peripheral edema, dyspnea,
bradycardia, hypotension, tremor, blurry vision etc.

Use in Pregnancy & Lactation: There are no available data on Ranolazine use in
pregnant women to inform any drug. Lactation: There are no data on the presence of
Ranolazine in human milk.

Precautions: Co-administration of Ranolazine with digoxin increases the plasma
concentrations of digoxin by approximately 1.5-fold and the dose of digoxin may have to
be reduced accordingly.

Drug Interactions: CYP3A Inhibitors: Should not use Ranolazine with strong CYP3A
inhibitors. With moderate CYP3A inhibitors (e.g. diltiazem, verapamil, and erythromycin)
limit the maximum dose of Ranolazine to 500 mg twice daily.

Over dosage: High oral doses of Ranolazine may produce dizziness, nausea, and
vomiting. High intravenous exposure also produces diplopia, paresthesia, and confusion.

Storage: Keep out of reach of children. Store in a dry place, below 25°C temperature and
protected from light.

Packaging: Renexin®XR 500 mg tablet: Each box contains 10X3 tablets in blister pack.

Manufactured by
Opsonin Pharma Limited
Opsonin Pharma Rupatali, Barishal, Bangladesh.
ldeas for healthcare ® Registered Trade Mark.
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