20mg Capsules
O pzo 40mg Injection
(Omeprazole)
DESCRIPTION

Opzol (Omeprazole), a substituted benzimidazole, is a
proton pump inhibitor lh31 inhibits gastric acid secretion.
Chemically omeprazole is 5-methoxy-2-[[{4-methoxy-3, 5-
dimethyl-2-pyridinyl) methyl] sulfinyl]-1Hbenzimidazole. The
molecular formula 1s C17H1sN3038 and the structural formula
is:
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Omeprazole

QUALITATIVE & QUANTITATIVE COMPOSITION
Opzol (Omeprazole) is available for oral administration
as:

1. Opzol Capsule 20mg
Each capsule contains:
Omeprazole enteric coated pelletseq. to
OMEPrazole ................. mg
2. Opzol injection 40mg
Each vial contains
Omeprazole sodium eq. to omeprazole ........... 40mg

CLINICAL PHARMACOLOGY

Mechanism of Action

Omeprazole reduces gastric acld secretion through a unique

mechanism of action. Omeprazole belongs to a new class of
anti-secretory murﬂs the su zimidazoles that

do not exhibit a inergic or histamine antagonistic properties.

It Inhibits secretion of gastric acid by irreversibl: bludilng the
enzyme systam of hyd ium adenosine

(H+IK+ ATPass) the proton pump of the gastric parlahl cell.

s effect Is dose-related and Ieads 1o Inhibition of both basal
Ind shmulatad acid secretion irrespective of the stimulus.

Pharmacokinetics
Absorption/Distribution
Omeprazole is acid-labile and is administered orally as
enteric-coated pellets in capsules. Omeprazole is rapidly but
variably absorbed following oral adminisiration, with peak plasma
levels of omeprazole occurring within 0. 5103.5 hours. Absorption
of omeprazole Is not affected by food and also appears to be
dose dsg-ndﬂm. Increasing the dosage above 40mg has been
reported o increase plasma concentrations in a non-linsar
fashion because of saturable first pass metabolism.
is hlghar after ng-ierrn admlnlslrs‘llnn.

ility of P le is approximately
35% Aﬂerrepeamd once dail admlnlstraum. the bicavailability
increases to about 60%.The plasma protein binding is
approximately 95%.

Metabolism & Excretion

Following absorption, omeprazole is almost completely
metabolized in the liver, primarily by the cytochrome P450
isoenzyme CYP2C19 to form hydroxy-omeprazole and to a
small extent by CYP3A to form omeprazole sulfone. These
metabolities are inactive and excreted mostly in the urine and
to a lesser extent in the bile. The majority of the dose {about
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Speelnl Populations

Avallable data from children (1 year and older) suggest that the
pharmacokinetics within the recommended doses are similar
to those reported in adults. At steady state, lower plasma levels
of omeprazole were seen In some children.

Seriatri
The bicavailability of omeprazole Is not significantly altered in
atients with red n. Th

uced renal functio re dose adjustment
is not required.

Renal Insufficiency

The systemic bloavallablity of omeprazole Is not significantly
altered In patients with reduced renal function. Therefore dose
adjustment is not required.

Hepatic Insufficienc

Thesraaundu'ﬂ'nagaa'nau ion-time curve

in patients with impaired liver function, but no tendency to
accumulation of omeprazole has been found

THERAPEUTIC INDICATIONS

Opzoal (Omeprazole) Is Indicated for the treatment of:

1. Gastro -Esophageal Reflux Disease (GERD):

nt of erosive reflux esophagitis.

Long term management of patients with healed esophagitis
to prevent relapse. of

- Sym g ¥
(éEﬁD).

Gastric and duodenal ulcer.

. Treatment and of NSAID- ulceration.

. Eradication of Hshcaf:ac:.lsrpjdon infection associated with

peplic ulcer disease.

. Zollinger-Ellison Syndrome.

Dyspepsia.

Prophylaxis of acid aspiration.

DOSAGE & ADMINISTRATION

| (Omeprazole) capsule is given by mouth, which
should be swallowed whole and not crushed or chewed.

Symptomatic gastro-asophageal reflux disease (GERD) without
The recommended adult oral dose is 20mg daily for up 1o 4
weeks.

reflux disease

Noo mwn

Erosive itis:
Thhe rzcuramendad zu:lull.t| oral dose for the treatment of
patients with erosive esophagitis and accompanying sym

due to GERD is 20mg da?ly for 4 to 8 weeks.

Maintenance of healing of erosive e agitis:
The recommended adult oral dose is 20mg daily.
for chifdren in GERD:

In children, doses in the ranges 0.7 to 1.4mg per kg body weight
dalx. up to a maximum daily dose of 40mg have been given
for 4 to 12 weeks.

Gastric and duodenal uicer:

A single daily dose of 20mg by mouth or 40mg in severe cases
is given. Treatment is continued for 4 weeks for duodenal ulcer
and 8 weeks for gastric ulcer. Where appropriate, a dose of 10
to 20mg once daily may be given for maintenance.

NSAID-associated ulceration:
Doses of 20mg dally are used in the treatment of NSAID-
A dose of 20mg dally may also be used

77%) is eliminated in the urine and the remainder,
in the feces. The elimination halfdife from plasma is reported
to be about 0.5 to 3 hours.

laxis in patients with a previous history of
ISAID treatment.

for proph:
gasfroduodenal lesions require continued Ni



Helicobacter pylori eradica

For the eradication of H. pyfarrln peptic ulceration ome razzdo
40mg daily may be combined with antibaclerials in dual th

or omeprazole 20mg twice daig may be combined witl
antibacterials in triple therapy. mapraznls alone may be
continued for a further 2 to 8 weeks.

Z ~Ellison

The initial recommended dosags is 60mg by mouth once daily,

ad]ustad as required. The majority of patients are effectively

conirolled by doses in the range 20 to 120mg dallﬁabut doses

ug to 120mg three times daily have been used. ily doses
ove 80mg should be administered in divided doses.

Dyspepsia:
For the relief of acid-related d a omeprazole is given in
usual doses of 10 or 20mg daily by mouth for 2 to 4 weeks.

Prophylaxis of acid aspiration:

Omeprazole is also used for the prophylaxis of acld aspiration
during general anesthesia, in a dose of 40mg the evening
before surgery and a further 40mg two to six hours before the
procedure.

e for Hepatic Impaired Patients:
A maximum daily dose of 20mg is recommended for palients
with impaired hepatic function.

ADVERSE EFFECTS
Omeprazole Is well tolerated and the adverse reactions have
generally been mild and reversible,

‘Common
Central and peripheral nervous system: Headache.
Gastrointestinal: Diarrhea, constipation, abdominal pain,

nausea/vomiting and flatulence.
Uncommon
Central and eral nervous - Dizziness, paresthesia,

periph
somnolence, insomnia and vertl
lepatic: Increased liver enzymes.
Skin: Rash and/or pruritis, urticaria.
Other: Malaise.

re
Central and pe! gheral nervous sysrem. Reversible mental

confusion, ag aggression, depression and hallucinations,
%radomlnantly In severely Il patients.
ndocrine: Gynecoma

Pregnancy:

There are no adequate or well-controlled studies in pregnant
women. Omeprazole should be used dunn? pregnancy only if
the potential benefit justifies the potential risk to the fetus.

Nursing Mothers:

It is not known whether omeprazole is excreted in human milk.
Because many drugs are excreted in human milk and because
of the potential for serious adverse reactions in nursing infants
from omeprazole, a decisionshould be made whether, 1o
discontinue nursing or to discontinue thedrug, taking into
account the importance of the drug to the mother.

Dmyfnl;emcborm
In common with the use of other inhibitors of acid secretion
or antacids, the absorption of ketoconazole, and
itraconazole can decreaseduring treatment with
omeprazole due to decreased intragastricacidity
during treatment with omeprazole.

- Omeprazole is metabolized by CYP2C19. Thus, when
omeprazole is combined withdrugs metabolized by
CYP2C19, such as diazepam, citalopram, impiramine,
clomipramine, phenytoin etc., the plasma concentrations
o these drugs may be increased and a dose reduction could

e needed,

STORAG|
Store below 30°C.
Protect from sunlight and molsture.

The expiration date refers to the product comrectly stored at the
required conditions.

HOW SUPPLIED

Opzol (omeprazole} 20mg capsulers are avallable in 14’s and
10x10’s blister packs size.

Opzol (or le} 40mg injection are ilabla in

blister packs size of 1's.

Keep out of reach of children.

To be sold on prescription of a registered medical
practitioner only.

a.
Gastrointestinal: Dry mouth, stomatitis and gastroil
candidiasis.
Hematological: Leukopenia,
agranulocytosis and pancytopenia.

Gastro-duodenal cardinoids have been reported in patients with
Zollinger-Ellison syndrome on long-term treatment with
omeprazole.

CONTRAINDICATIONS

Omeprazole is contraindicated in patients with known

hypersensitivity to any component of the formulation or to
substituted benzimidazoles.

PREGAUTIONS
General.

- When gastric ulcer is suspected, the possibility of
malignancy should be excluded as treatment may alleviate
gmmnms and delay diagnosis.

- or to initiation of dual or friple theraPY. the physician
should consider the patient with known hypersensitivity

reactions to penicillin, macrolides and other antibiotics.

Hepatic impairment:

Consideration should be given to reducing the dose of
omeprazole in patients with impaired hepatic function as
bicavailability and half-ife can increase.

thrombocytopenia,

Please read the contents carefully before use.
This package Insert Is continually updated from time to time,
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‘M Manufactured by:

JSK Medica (Pvt) Ltd.

J s Plot # 144, Nowshera Industrial Estate,
Risalpur, Kpk - Pakistan
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