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Gap®
Omeprazole BP
Presentation
Gap® 20 : Each Capsule contains enteric coated Omeprazole pellets equivalent to 20
mg Omeprazole BP.
Gap® 40 : Each Capsule contains enteric coated Omeprazole pellets equivalent to 40
mg Omeprazole BP.

Description

Gap® is a substituted benzimidazole that suppress gastric acid secretion by specific
inhibition of the gastric acid proton pump (H+/K+ ATP ase enzyme system) at the
secretary surface of the gastric parietal cell. It blocks the final step of acid production.
After oral administration, the onset of the antisecretory effects of omeprazole occurs with
in one hour,with the maximum effects occuring within two hours and the duration of
inhibition lasts up to 72 hours. The antisecretory effect lasts far longer than would be
expected from the very short (less than one hour) plasma half life, apparently due to
binding to the parietal H+/K+ ATPase enzyme. Following absorption, Omeprazole is
almost completely metabolized and rapidly eliminated mostly through urine.

Indication

Gap® is indicated in the treatment of the followings; Heartburn. Excessive secretion
of stomach acid due to a tumour or enlargement of the pancreas (Zollinger-Ellison
syndrome). Gastro-oesophageal reflux disease. Indigestion symptoms related to excess
stomach acid. Ulcers in the stomach and upper part of the intestine. Ulcers caused by
infection with bacteria called Helicobacter pylori. Peptic ulcers or erosions associated
with non-steroidal anti-inflammatory drugs.

Dosage & Administration

Benign gastric and duodenal ulcers: 20mg once daily for 4 weeks in duodenal ulceration
or 8 weeks in gastric ulceration; in severe or recurrent cases increase to 40 mg daily,,
maintenance for recurrent duodenal ulcer; 20mg once daily;prevention of relapse in
duodenal ulcer. Reduction of risk of upper Gl bleeding in critically ill patients. NSAIDs
associated duodenal or gastric ulcer and gastro duodenal erosion: 20mg once daily for 4
weeks, followed by a further 4 weeks if not fully healed; prophylaxis in patients with a
history of NSAIDs associated duodenal or gastric ulcers, gastro duodenal lesions, or
dyspeptic symptoms who require continued NSAIDs treatment, 20mg once daily.
Duodenal ulcer associated with Helicobacter pylori : 20mg twice daily. Benign gastric
ulcer with H. pylori: omeprazole 40mg daily in 1-2 divided doses (plus amoxicillin 0.75-1
g twice daily) for 2 weeks. Zollinger- Ellison syndrome: initially 60mg once daily; usual
range 20-120mg daily (about 80mg in 2 divided doses). Gastroesophageal reflux
disease (GERD): 20mg once daily for 4 weeks, followed by a further 4-8 weeks if not
fully healed; 40 mg once daily has been given for 8 weeks in Gastroesophageal reflux
disease refractory to other treatment; may be continued at 20mg once daily. Acid reflux
disease (long term management): 10mg daily increasing to 20mg once daily if
symptoms return. Acid related dyspepsia: 10-20 once daily for 2-4 weeks according to
response. Child: Not recommended.

Side effects

Gap® is well tolerated. Sife-effects may include diarrhoea, constipation, nausea,
vomiting or abdominal pain, flatulence, headache, skin rashes, dizziness, myalgia,
vertigo, paraesthesia, itching, sleepiness, arthritic symptoms.

Warning

Treatment with this medicine may lead to a slightly increased risk of stomach infections
such as infection by salmonella, due to the decreased acidity in the stomach. This
medicine can mask the symptoms of stomach cancer and therefore delay diagnosis of
this condition, the presence of gastric malignancy should be excluded before treatment.
Contraindication

Gap® is contraindicated in patients with known hypersensitivity to any compound of
the formulation.

Use in Pregnancy and Breastfeeding

The safety of this medicine for use during pregnancy has not been established. It is not
recommended for use in pregnancy unless considered essential by your doctor. As there
is no safety information available for use when breastfeeding. Alternatively, if this
medicine must be used, the mother should not breastfeed because it is excreted in
human milk.

Drug interaction

Gap® can prolong the elimination of Diazepam, Warfarin, Phenytoin, and other
vitamin K antagonists. No interaction with Theophylline or Propanolol was found. There
have been clinical reports of interaction with other drugs metabolized via the
Cytochrome P-450 systems e.g. Cyclosporin, Disulfiram, Benzodiazepine. Patients
should be monitored to determine if it is necessary to adjust the dosage of these drugs
when taken concomitantly with Omeprazole.

Storage

Store in a cool and dry place, between 15°C and 30°C Keep all medicines out of the
reach of children.

Commercial supply

Gap® 20 : Each Box containing 6 x 10 Capsules in Alu-Alu blister strips.
Gap® 40 : Each Box containing 10 x 4 Capsules in Alu-Alu blister strips.

E Manufactured by
troJ EURO Pharma Ltd. ®Regd. Trademark
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