Ridiva

Ivabradine Hydrochloride INN Film Coated Tablet
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DESCRIPTION

Ridiva™ is a hyperpolarization activated cyclic nucleotide gated channel blocker that
reduces the spontaneous pacemaker activity of the cardiac sinus node by selectively
inhibiting the I(n Current, resulting in heart rate reduction with no effect on ventricular
repolarization and no effect on ventricular myocardial contractility.

INDICATIONS

To reduce the risk of hospitalization for worsening heart failure in adult patients with stable,
symptomatic chronic heart failure with reduced left ventricular ejection fraction.

For the treatment of stable symptomatic heart failure due to dilated cardiomyopathy in
pediatric patients ages 6 months and older.

DOSAGE AND ADMINISTRATION

Adult and pediatric patients greater than 40 kg:

Starting dose is 2.5 (pediatrics and vulnerable adults) or 5 mg twice daily with food. After

5 wleeks of treatment, adjust dose based on heart rate. The maximum dose is 7.5 mg twice
aily.

Pediatric patients less than 40 kg:

Starting dose is 0.05 mg/kg twice daily with food. Adjust dose at two-week intervals by 0.05

mg/kg based on heart rate. Maximum dose is 0.2 mg/kg (patients 6 months to less than

1-year-old) or 0.3 mg/kg (patients 1-year-old and older), up to a total of 7.5 mg twice daily.

CONTRAINDICATIONS

* Acute decompensated heart failure

* Clinically significant hypotension

« Sick sinus syndrome, sinoatrial block or 3rd degree AV block, unless a functioning
demand pacemaker is present

* Clinically significant bradycardia

* Severe hepatic impairment

* Heart rate maintained exclusively by the pacemaker

* In combination with strong cytochrome CYP3A4 inhibitors

SIDE EFFECTS
Bradycardia, hypertension, atrial fibrillation and luminous phenomena (phosphines).

PRECAUTIONS AND WARNINGS

Fetal toxicity: Females should use effective contraception.

Monitor patients for atrial fibrillation.

Monitor heart rate decreases and bradycardia symptoms during treatment.
Not recommended in patients with 2nd degree AV block

DRUG INTERACTION
Avoid CYP3A4 inhibitors or inducers
Negative chronotropes increase risk of bradycardia; monitor heart rate.

USE IN PREGNANCY AND LACTATION
Lactation: Breastfeeding not recommended.

PHARMACEUTICAL PRECAUTION

Sﬁplae below 30 °C temperature. Keep away from light and wet place. Keep out of reach of
children.

PACKAGING

Ridiva™ 5 mg Tablet:

Box containing 2 blisters of 10 tablets each. Each film coated tablet contains Ivabradine
Hydrochloride INN equivalent to lvabradine 5 mg.

Ridiva™ 7.5 mg Tablet:
Box containing 1 blister of 10 tablets. Each film coated tablet contains Ivabradine
Hydrochloride INN equivalent to Ivabradine 7.5 mg.
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