Size: 85 x 145 mm

Ometac’

Omeprazole BP

Composition

Ometac™ 20: Each capsule contains Omeprazole BP 20 mg.

Ometac™ 40: Each capsule contains Omeprazole BP 40 mg.

Pharmacology

Ometac™ is a brand name of omeprazole,which is an inhibitor of gastric acid
secretion by blocking the hydrogen-potassium-adenosine triphosphatase enzyme
system called proton pump of the gastric parietal cell. Omeprazole is absorbed
rapidly and almost completely metabolized and eliminated mostly in urine.
Indications

It is used for the treatment of oesophageal reflux disease, duodenal and benign
gastric ulcer including those complicating NSAID therapy, Zollinger Ellison
syndrome.

Dose & Administration

Reflux Oesophagitis : The usual dose is 20 mg once daily for 4 weeks. For
those patients not fully healed after the initial course ,a further 4-8 weeks
treatment may require.

Or as directed by the physician.

Zollinger Ellison syndrome : Recommended initial dose is 60 mg once daily
which is to be adjusted individually. More than 90% of patients with severe
disease and inadequate response to other therapies,have been effectively
controlled on doses of 20 mg to 120 mg daily.With doses above 80 mg, dose
should be divided and given twice daily.

Duodenal & Benign Gastric Ulcer

The usual dose is 20 mg once daily. The majority of patients with duodenal ulcer
are healed after 4 weeks. For gastric ulcer the treatment should be continued for
8 weeks. In severe cases, the dose may be increased to 40 mg once daily. Long
term therapy for patients with a history of recurrent duodenal ulcer is
recommended at a dose of 20 mg once daily.

Elderly : No doses adjustment is required.

Children : No experience in using the drug.

Dose adjustment is not required in renal impairment, but in liver impaired
patients, dose adjustment is required and recommended maximum daily dose is
20 mg. Prevention of relapse in duodenal ulcer 10 mg daily which may be
increased to 20 mg daily.

Contraindication

Not known, when gastric ulcer is suspected, the possibility of malignancy should
be excluded before treatment with omeprazole is instituted, as treatment may
alleviate symptoms and delay diagnosis.

Warnings and Precautions

Avoid concomitant use of clopidogrel and omeprazole as the pharmacological
activity of clopidogrel is reduced if given concomitantly. Observational studies
suggest that proton pump inhibitor (PPI) therapy may be associated with an
increased risk for osteoporosis- related fractures of the hip, wrist, or spine.
Atrophic gastritis has been noted occasionally in gastric corpus biopsies from
patients treated long-term with omeprazole. Concomitant use of PPIs with
methotrexate may lead to methotrexate toxicities.

Side Effects

Ometac™ is well tolerated and adverse reactions have generally been mild and
reversible. Among them skin rash, urticaria, pruritus have been reported, usually
resolving after discontinuation of treatment. In addition, Bullous eruption,
Erythema multiforme, Angioedema, Fever, Bronchospasm, Photosensitivity,
Interstitial nephritis, Somnolence, Insomnia, Gynaecomastia, Rarely impotence,
Intestinal Candidiasts, Nausea, Vomiting. Systemic effect of Ometac™ in the
CNS, Cardiovascular and Respiratory system have not been found.

Use In Pregnancy & Lactation

It is wise to avoid in pregnancy, unless there is no safer alternative. There is no
information available on the passage of omeprazole into the breast milk or its
effects on the neonate. Breast feeding should therefore be discontinued if the use
of Ometac™ is considered essential. Sporadic reports have been received of
congenital abnormalities occurring infants born to woman who have received
Ometac™ during pregnancy.

Use In Children & Adolescents

Safety and effectiveness of Omeprazole have not been established in pediatric
patients less than 18 years of age.

Drug interactions

Omeprazole can delay elimination of Diazepam, Phenytoin and Warfarin.
Monitoring and doses reduction is required in those who are taking above drugs,
No interaction with Theophylline, Propanolol, Metoprolol, Lidocaine, Amoxicillin
or Antacid. Absorption is not impaired by alcohol or food.

Overdose

Doses ranged up to 2400 mg (120 times the usual recommended clinical dose).
The symptoms include confusion, drowsiness, blurred vision, tachycardia,
nausea, vomiting, diaphoresis, flushing, headache and dry mouth.

Storage

Store below 30°C, protected from light & in a dry place. Keep all medicine out of
the reach of children.

Packing

Ometac™ 20: Each box contains 10 X 10 capsules in Alu-Alu blister pack and an
insert.

Ometac™ 40: Each box contains 6 X 4 capsules in Alu-Alu blister pack and an
insert.
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