Rabepes

Rabeprazole Sodium BP

COMPOSITION

Rabepes MUPS tablet: Each MUPS (Multiple Unit Pellet System) Tablet contains Rabeprazole Sodium enteric coated pellets Ph. Grade equivalent
to Rabeprazole Sodium BP 20 mg.

Rabepes M10 tablet: Each MUPS (Multiple Unit Pellet System) Tablet contains Rabeprazole Sodium enteric coated pellets Ph. Grade equivalent to
Rabeprazole Sodium BP 10 mg.

Rabepes Capsule: Each capsule contains Rabeprazole Sodium BP 20 mg (As Enteric Coated Pellets).

DESCRIPTION

Rabepes Capsule/ Rabepes MUPS/ Rabepes M10 is a specific inhibitor of the gastric enzyme, H*/K*-ATPase (the proton pump) which is responsible
for acid secretion by the parietal cells of the stomach. Besides, Rabeprazole Sodium stimulates gastric mucin production (main component of gastric
mucus which gives protection to stomach against gastric acid).

MUPS TECHNOLOGY
MUPS is the latest technology which combines the power of both tablets and pellet-filled capsules in one single dosage form.

CLINICAL ADVANTAGES OF RABEPRAZOLE SODIUM MUPS TABLET

+ Ensures greater bioavailability. + Ensures uniform drug release.

+ Once daily dosing. + Ensures lesser possibility of dose dumping.

+ Ensures lesser chance of localized irritation. + Ensures uniform emptying of micro pellets from stomach into small intestine

PHARMACODYNAMIC ADVANTAGES

+ MUPS ensure rapid and uniform gastric emptying and subsequently uniform drug dissolution of pellets in the gastrointestinal tract due to their
small size and larger surface, uniform drug absorption is facilitated which results in consistent and controlled pharmacological action.

+ A further reduction in inter-subject variability in drug absorption and clinical response is facilitated since the number of pellets per MUPS dosage
form is much more than a conventional pellet-filled capsule and possibility of dose dumping (in stomach) and incomplete drug release is further
minimized.

INDICATIONS

+ NSAID-induced gastric ulcer. + Duodenal ulcer.

+ GERD (Gastroesophageal Reflux Disease). + Reflux Oesophagitis.

+ Zollinger-Ellison Syndrome. + Eradication of H. pylori with appropriate antibiotics.

DOSAGE & ADMINISTRATION FOR RABEPES MUPS TABLET
Indication Dosage & Administration Duration
NSAID induced gastric ulcer 20 mg once daily 4-8 weeks.
Treatment of Active Duodenal Ulcer 20 mg once daily 4-8 weeks.
Benign Gastric Ulcer 40 mg once daily 4-8 weeks.
Treatment of Symptomatic GERD 20 mg once daily 4 weeks.

X X - 20 mg with Amoxicillin 1000 mg &

Helicobacter pylori eradication Clarithromycin 500 mg together twice daily 7 days.

Zollinger-Ellison syndrome 40-80 mg twice daily As long as clinically indicated by physician

Short-term treatment of symptomatic GERD

in adolescent patients 12 years of age and older 20 mg once daily 4-8 weeks.

Less than 15 kg: 5 mg Once daily with the option
symptomatic GERD in Children of 1 to 11 years to increase to 10 mg if inadequate response 12 weeks.
15 kg or more: 10 mg once a day

TAKE THE MUPS TABLET BEFORE OR AFTER MEAL:

= _[p

If the patients have trouble swallowing the
MUPS tablet, put it into a glass of water (Do
not use other liquids). Stir the preparation
until the MUPS tablet disintegrate. Then drink
the liquid within 30 minutes. Stir the mixture
just always before drinking.

Swallow the MUPS
tablet whole with a
glass of water. The
tablet must not be
chewed or crushed.

DOSAGE AND ADMINISTRATION FOR RABEPES CAPSULE:

Duodenal Ulcers

Adults : 20 mg/day for 4 weeks; additional therapy may be required for some patients.

Short-Term Treatment of GERD

Adults and children 12 years and older : 20 mg once daily for up to 8 weeks.

Erosive or Ulcerative GERD

Adults : 20 mg/day for 4 to 8 weeks; an additional 8 weeks may be considered for patients who do not heal. For the maintenance healing of GERD,
20 mg/day.

Pathological Hypersecretory Conditions

Adults : 60 mg/day. Adjust dose to individual patient needs. Doses up to 100 mg daily or 60 mg twice daily have been administered.

H. Pylori Eradication

Adults : Rabeprazole Sodium 20 mg plus Amoxicillin 1,000 mg plus Clarithromycin 500 mg twice daily for 7 days with morning and evening meals.
General Advice: Capsules should be swallowed whole; do not chew, crush or split. May take with or without food.

SIDE EFFECTS: Diarrhea, Nausea & Abdominal pain.

CONTRAINDICATION: Rabeprazole Sodium is contraindicated in those patients who have known hypersensitivity to any other components of the
formulation.

PRECAUTION: Rabeprazole Sodium should be used carefully if the patient has severe liver dysfunction and severe renal impairment.

USE IN PREGNANCY AND LACTATION

No data are available on administration of Rabeprazole Sodium to pregnant women. However this drug should be used during pregnancy, only if
clearly needed. There are no data on the excretion of Rabeprazole Sodium into the breast millk. A decision should be made whether to discontinue
nursing or to discontinue the drug, taking into account the benefit of the drug to the mother.

DRUG INTERACTION: Possible interaction with Warfarin, Cyclosporine, Ketoconazole, Iron Salts, Digoxin, Mycophenolate mofetil, Atazanavir,
Methotrexate.

Storage Conditions for Rabepes MUPS tablet: Store below 25°C and in dry place, away from light and moisture. Keep out of the reach of children.
Storage Conditions for Rabepes capsule: Store below 30° C and dry place, away from light. Keep out of the reach of children.

HOW SUPPLIED

Rabepes MUPS tablet: Each box contains 5 x 10’s tablets in Alu-Alu blister pack.

Rabepes M10 tablet: Each box contains 3 x 10’s tablets in Alu-Alu blister pack.

Rabepes Capsule: Each commercial box contains 5 X 10's capsules in Alu-Alu blister pack.

Manufactured By ®

BEACON

Pharmaceuticals PLC
Bhaluka, Mymensingh, Bangladesh
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