Rabenta

Rabeprazole Sodium

Composition
Rabenta 20 Capsule: Each delayed release capsule contains Rabeprazole Sodium
USP 20 mg in enteric coated pellets.

Pharmacology

Rabeprazole Sodium is an antiulcerant drug in the class of Proton Pump Inhibitor.
Rabeprazole suppresses gastric acid secretion by inhibiting the gastric H+/K+-ATPase
enzyme at the secretory surface of the gastric parietal cell. Rabeprazole is absorbed
and can be detected in plasma by 1 hour. The effects of food on the absorption of
Rabeprazole have not been evaluated. Rabeprazole is 96.3% bound to human plasma
proteins. Approximately 90% of Rabeprazole is eliminated through urine. The
remainder of the dose is excreted through feces.

Indications

+Healing of erosive or ulcerative Gastro Esophageal Reflux Disease (GERD)
Maintenance of healed erosive or ulcerative Gastro Esophageal Reflux Disease (GERD)
Treatment of symptomatic GERD

Healing of Gastric & Duodenal ulcers

Long-term treatment of pathological hypersecretory conditions, including Zollinger-
Ellison Syndrome

*  In combination with Amoxicillin and Clarithromycin to eradicate Helicobacter pylori

Dosage & Administration
The capsule should be swallowed whole with liquid. The capsule should not be
chewed or crushed and should be taken 30 minutes before or one hour after meal.

Dosage &
Frequency

Healing of erosive or 20 mg once | 4 to 8 weeks; patients who have
ulcerative Gastro daily not healed after 8 weeks of
Esophageal Reflux treatment, an additional 8 weeks
Disease (GERD) course may be considered

Diseases Treatment Duration

Maintenance of healed 20 mg once | Controlled studies do not extend
erosive or ulcerative GERD | daily beyond 12 months

Treatment of symptomatic 20 mg once | 4 weeks; if symptoms do not resolve
GERD daily completely after 4 weeks, an additional
course of treatment may be considered

Healing of Duodenal 20 mgonce | 4 weeks; if symptoms do not resolve
Ulcer daily completely after 4 weeks, an additional
course of treatment may be considered

Treatment of pathological 60 mg once | Doses should be adjusted to individual
Hypersecretory conditions, | daily patient needs and should continue for
including Zollinger-Ellison as long as clinically indicated

Syndrome

Contraindications
Rabeprazole is contraindicated in patients with known hypersensitivity to Rabeprazole,
substituted benzimidazoles or to any component of the formulation.

Precautions

Administration of Rabeprazole Sodium to patients with mild to moderate liver
impairment resulted in increased exposure and decreased elimination. Caution should
be exercised in patients with severe hepatic impairment.

Side Effects

In most of the patients, Rabeprazole are generally well tolerated. The observed
undesirable effects have been generally transient & mild/moderate in nature. The most
common adverse effects are headache, diarrhea, nausea, rash, dry mouth etc.

Pregnancy & Lactation

Rabeprazole should be used in pregnancy only if the potential benefit justifies the
potential risk to the fetus. There are no data on the excretion of Rabeprazole into the
breast milk. But as many medicines excreted through the breast milk, so precaution
must be taken during lactation period.

Drug Interactions

Rabeprazole is metabolized by the Cytochrome P-450 (CYP-450) drug metabolizing
enzyme system. Rabeprazole does not have clinically significant interactions with other
drugs metabolized by the CYP-450 system, such as Warfarin, Theophylline, Diazepam
and Phenytoin etc.

Overdose

There has been no experience with large overdoses with Rabeprazole. In the event of
overdose, treatment should be symptomatic and supportive.

Storage

Store in a dry place below 25°C, protected from light. Keep out of the reach of children.
How Supplied

Rabenta 20 Capsule (28’s): Each box contains 28 Capsules (7X4’s) in Alu-Alu Blister
pack in Alu pouch packaging.

Rabenta 20 Capsule (8’s): Each box contains 8 Capsules (2X4's) in Alu-Alu Blister
pack in Alu pouch packaging.

@g°  Manufactured by:
db DBL Pharmaceuticals Limited
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