Omenil

Omeprazole

Composition:

Omehil 20 Capsule: Each capsule contains Omeprazole USP 20 mg as enteric-coated pellet.
Omehil 40 Capsule: Each capsule contains Omeprazole USP 40 mg as enteric-coated pellet.
Omehil 40 IV Injection: Each vial contains lyophilized Omeprazole Sodium BP equivalent to
Omeprazole 40 mg.

Pharmacology:

Omeprazole reduces gastric acid secretion through specific inhibition of the acid pump in the
parietal cell, where it is concentrated and converted to the active form in the acid environment of the
secretory canaliculi and inhibits the enzyme H'K*ATPase of the acid pump. The effect of the final
step of the gastric acid secretion is dose-dependent and provides for effective inhibition of both
basal and stimulated acid secretion. Food intake had no significant influence on the effect of
Omeprazole on intragastric acidity.

Indication:

Benign gastric and duodenal ulcers including those complicating NSAID therapy, erosive reflux
oesophagitis and for disorders associated with hypersecretion of gastric acid, such as the
Zollinger-Ellison syndrome.

Dosage and Administration:

Benign gastric and duodenal ulcers including those complicating NSAID therapy: 20 mg daily for 4
weeks in duodenal ulceration or 8 weeks in gastric ulceration. In severe cases the dose may be
increased up to 40 mg daily.

Healing of reflux oesophagitis: 20 mg daily for 4 weeks, followed by a further 4-8 weeks if not fully
healed; 40 mg daily has been given for 8 weeks in reflux oesophagitis refractory to other treatment;
may be continued at 20 mg daily.

Zollinger-Ellison syndrome: Initially 60 mg once daily; usual range 20-120 mg daily (above 80 mg in
2 divided doses). Larger doses of upto 180 mg daily in divided doses may be used or as prescribed
by physician.

Contraindication:

There are no known contraindications to the use of Omehil (Omeprazole).

Warning and Precautions:

Impaired Renal Function: Dose adjustment is not needed in patients with impaired renal function.
Impaired Hepatic Function: As plasma half-life of Omeprazole is increased in patients with impaired
hepatic function a daily dose of 10-20 mg may be sufficient.

When gastric ulcer is suspected, the possibility of malignancy should be excluded before treatment
with Omehil (Omeprazole) as treatment may alleviate symptoms and delay diagnosis.

Side Effects:

Omehil (Omeprazole) is well tolerated. Nausea, diarrhea, abdominal pain, pruritus, dizziness and
headache have been stated.

Use in Pregnancy and Lactation:

Pregnancy: There are no adequate and well-controlled studies on the use of Omeprazole in
pregnant women.

Lactation: Omeprazole is excreted in breast milk, but is not likely to influence the child when
therapeutic doses are used.

Use in Children & adolescents:

Elderly: Dose adjustment is not needed in the elderly patients.

Children: There is limited experience with Omeprazole IV Injection in children.

Drug Interaction:

Omeprazole can delay the elimination of Diazepam, Phenytoin and Warfarin. Reduction of Warfarin
or Phenytoin dose may be necessary when Omeprazole is added to treatment. There is no evidence
of an interaction with Theophyllin, Propranolol or Antacids.

Overdose:

There is limited information available on the effects of overdoses of Omeprazole in humans. The
rate of elimination was unchanged with increased doses.

Storage:

Store in a cool (below 30° C) and dry place, protect from light. Keep all medicines out of the reach
of children.

Packing:

Omehil 20 Capsule: Each box containing 10 x 10’s capsules in Alu-Alu blister pack.

Omehil 40 Capsule: Each box containing 3 x 10’s capsules in Alu-Alu blister pack.

Omehil 40 IV Injection: Each box contains one vial of lyophilized Omeprazole Sodium powder with

1 ampoule of 10 ml water for Injection BP, 10 ml disposable syringe, one first aid bandage and one
alcohol pad.

Manufactured by:
(=) Goodman Pharmaceuticals Ltd.
Better Health For All
Goodman Bhangnahati, Sreepur, Gazipur, Bangladesh
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