
Name

Gasec - 2 Gastrocaps

Composition

Gasec-20 Gastrocaps

Each Gastrocaps contains:

Omeprazole 20 mg

(in the form of enteric-coated pellets)

Properties, effects

Proton Pump Inhibitor

 

Omeprazole belongs to the group of proton pump inhibitors, and inhibits both the basal and

stimulated secretion of stomach acid and reduces the amount of pepsin. The duration of effect for

stimulated and non-stimulated acid secretion is at least 24 hours.

Reduction in acid secretion excludes a major aggressive factor in the pathogenesis of peptic

ulcers and other gastrointestinal disorders, leading to relief of pain and to accelerated healing of

the mucous membrane defect.

Pharmacokinetics

Gasec-20 Gastrocaps contain an enteric-coated pellet formulation of omeprazole (because

omeprazole is acid-labile, so that absorption of omeprazole only begins after the pellets leave the

stomach. Absorption is rapid after oral intake on an empty stomach), with peak plasma levels

occurring within 0.5 to 3.5 hours. Absorption may be delayed by food.

The plasma half-life is 0.5 to 1 hour. Omeprazole has a limited volume of distribution of 0.3-0.4 l/kg

and is initially confined to extracellular fluids; plasma protein binding is approximately 95%.

Following absorption, omeprazole is almost completely metabolized in the liver and rapidly

eliminated, mostly in the urine. Although the elimination half-life from plasma is short reported to

be about 0.5 to 3 hours, its duration of action with regard to acid secretion is much longer, allowing

it to be used in single daily doses.

Distribution is rapid, and by 4 hours is limited to gastric mucosa, liver and gallbladder. After 48

hours, omeprazole remains only in the gastric mucosa. Passage across the blood-brain barrier

appears to be limited.

Following single-dose oral administration, the major part of the dose (about 77%) is eliminated in

urine as at least six metabolites. Two have been identified as hydroxymeprazole and the

corresponding carboxylic acid. The remainder of the dose is recoverable in faeces. This implies

considerable biliary excretion of the metabolites of omeprazole. Three metabolites have been

identified in plasma - the sulphide and sulphone derivatives of omeprazole. These metabolites

have little or no antisecretory activity.

In patients with chronic hepatic disease, the bioavailability increases to approximately 100%

compared to an IV dose, reflecting decreased first-pass effect, and the plasma half-life of the drug

increases to nearly 3 hours compared to the half-life in normal subjects of 0.5-1 hour.

In patients with chronic renal impairment, there is a slight increase in bioavailability. Because

urinary excretion is a primary route of omeprazole metabolites, their elimination slows in proportion

to the decreased creatinine clearance and their concentration increases.



Indications

Gasac-20 is used in conditions in which acid reduction is appropriate, with once-daily

administration:

- Gastroduodenal ulceration: peptic ulcer; duodenal ulcer, benign stomach ulcer, relapsing ulcer,

including NSAID-induced peptic ulcer; peptic ulcer after surgery; duodenal ulcer associated with

Helicobacter pylori.

- Gastritis

- Hyper acidic, irritable stomach

- Gastroesophageal reflux

- Bleeding from ulcerations or erosions in the oesophagus, stomach or duodenum.

- Prophylaxis against ulceration and bleeding in the upper gastrointestinal tract in risk patients.

- Acute mucosal stress ulceration.

- Aspiration syndrome.

- Zollinger-Ellison Syndrome.

Dosage, application usual dosage

 Duodenal ulcers, benign gastric ulcers, postoperative ulcers, recurring ulcers:

 

- For short-term management the normal daily dose is 20 mg increasing to 40 mg once daily in

severe or refractory cases. A single daily dose of 20 mg before breakfast or before the evening

meal produces effective gastric suppression for 16 to 18 hours. This dose can be doubled when

the response is not satisfactory.

 

- Duration of treatment

. Duodenal ulcer: at least 4 weeks.

. Gastric ulcer: at least 6-8 weeks

 

 Duodenal ulcer associated with Helicobacter pylori:

 

The usual dose is 40 mg daily with amoxycillin 1.5 g (750 mg b.d.) for 2 weeks. Up to 2 g/day of

amoxycillin has been used in clinical trials.

 

 Gastroesophageal reflux / erosive oesophagitis:

 

- Usual daily dosage: 20 mg to 40 mg. depending on the severity of the lesion.

 

- Duration of treatment: 4 to 8 weeks, depending on the severity of the lesion.

 

At the beginning of treatment, and in case of continuing pain, antacids may be prescribed.

 

Both in recurrent peptic ulcer and chronic gastroesophageal reflux, pulsed maintenance treatment

giving 20 mg of omeprazole for 3 days each week, instead of continuous H2-blocker maintenance

therapy, is a promising alternative.



 

 Gastritis, hyperacidity:

 

- The current recommended adult dosage is 20-40 mg twice a day.

 

- Duration of treatment: 1-2 weeks is usually sufficient.

 

 Aspiration syndrome:

 

40 mg given the night before and again on the morning of elective caesarian section effectively

increases gastric pH and reduces gastric volume.

 

 Zollinger-Ellison Syndrome:

 

Daily dosage 60 mg. Dosages should be adjusted to individual patient needs and should continue

as long as clinically indicated. A dosage range of 20 mg to 120 mg/day may be employed

depending on the severity of the disease. Dosages of up to 360 mg/day have been employed in

patients with severe disease. With doses in excess of 80 mg daily, the dose should be equally

divided and given twice daily.

 

 Special dosage Instructions

 

Gasec-20 will be most effective when taken with or shortly before meals; effectiveness is likely to

be significantly compromised if taken during a prolonged fasting period.

 

Gasec-20 should not be co-administered with another antisecretory agent. Higher dosages or

more frequent administration is indicated if greater antisecretory effectiveness is required.

 

 Renal impairment:

 

No dose adjustment is needed.

 

 Hepatic impairment:

 

The dose should be adjusted; maximum daily dose is 20 mg. In most subjects, the 20 mg dosage

will not become fully effective until after about four days of therapy. Continuing H2-blockers will be

counter-productive. In the elderly, safety and efficacy appear similar to those of younger age.

Restrictions of use / Contraindications

There are no known contraindications to the use of Gasec-20.

Precautions

(1) Stomach ulcers: it is advisable to establish the benign nature of the ulcer before any treatment.

Complaints caused by carcinoma of the stomach can be alleviated by omeprazole, and non-



diagnosed carcinomas, in particular early carcinomas, may appear to heal initially with omeprazole

therapy. Therefore, the diagnosis and healing of a stomach ulcer must be checked endoscopically

and by biopsy.

 

(2) Helicobacter pylori is associated with hyperacidity and peptic ulcer disease, contributing to

gastritis and ulcer recurrence. In patients known to be allergic to amoxycillin, clarithromycin may

be a useful alternative in dual therapy. Omeprazole 40 mg daily, amoxycillin 1500 mg daily and

metronidazole 1200 mg daily for 14 days achieved an overall Helicobacter eradication rate of 89%

to 96%.

 

(3) Pregnancy, lactation. There are no adequate or well-controlled studies in pregnant women and

Gasec-20 should only be used when potential benefits outweigh the potential hazards to the fetus.

It is not known whether omeprazole is excreted in human milk. Because of the potential for serious

adverse reactions in nursing infants from omeprazole, and because of the potential for

tumorigenicity shown for omeprazole in rat carcinogenicity studies, patients taking omeprazole

should not breast feed.

 

(4) Paediatric use: Safety and effectiveness in children have not been established.

Side effects

Gasec-20 is a drug with a very low incidence of minor side effects and is generally well tolerated.

Occasionally, nausea, vomiting, diarrhoea, constipation, flatulence, abdominal pain, skin

disorders, have been reported. These events have been transient and usually mild. Liver enzyme

changes, haematological changes, angioedema, fatigue, paraesthesia, insomnia, muscle and joint

pains, have also been reported, but are rare, and there has been no consistent relationship with

treatment.

Interactions

Gasec-20 can prolong the elimination of diazepam, phenytoin and warfarin, drugs that are

metabolized by oxidation in the liver by subsets of the cytochrome P-450 enzyme system. This

effect is minor at clinically relevant doses. However, monitoring of patients also receiving warfarin

or phenytoin is recommended and a reduction of dose of phenytoin and warfarin may be

necessary.

No interaction with propranolol or theophylline has been found, but interactions with other drugs

also metabolized via the cytochrome P-450 enzyme system cannot be excluded. No interaction

with concomitantly administered antacids has been found.

Storage

Store dry below 30? C.

Keep out of reach of children.

Presentation

Packings of 7 and 14 Gastrocaps.

Company

Manufactured by: Medical Union Pharmaceuticals (MUP), Abu Sultan - Ismailia - Egypt

In Cooperation with: Mepha Pharma Egypt S.A.E.



Under Supervision of: Mepha Ltd, Basel - Switzerland


