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Reference:
United State Pharmacopoeia Drug Information
(2007 Edition)
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(EC Granules)

Generic name: Omeprazole

Description: Omeprasin® is EC granules in capsules

with white and blue color. Each capsule contains 20

mg of omeprazole as the active ingredient. Each

bottle contains 14, 28 and 56 capsules of Omeprasin®.

Category:

Gastric acid pump inhibitor, antiulcer agent.

Guidance for proper use:

This medicine has been prescribed for you

personally and you should not pass it on to others. It

may harm them, even if their symptoms are the
same as yours.

+ Read all of this leaflet carefully before you start
taking this medicine. Keep this leaflet, you may
need to read it again.

+ Before you take this drug consult your physician if:

1.Using any other medications, especially
anticoagulants, diazepam, phenytoin or warfarin.

2. Hypersensitivity to omeprazole or any other drugs.

3.Having any other medical problems, especially
chronic hepatic disease.

4 Pregnancy and breast-feeding.

+ If you have further questions, please ask your
physician or pharmacist.

Contraindications:

Do not take this medicine if you have a history of

hypersensitivity to omeprazole.

Pregnancy and breast-feeding:

» Pregnancy: Pregnancy Category C. This means that
adequate and well-controlled studies in humans
have not been done. Omeprazole should be used
during pregnancy only if the potential benefit to
?regnant women justifies the potential risk to the
etus.

» Breast-feeding: Because omeprazole is distributed
into human milk with the potential for serious
adverse reaction in nursing infants, and because of
the potential for tumorigenicity shown in the rat
carcinogenicity studies, a decision should be made
to discontinue nursing or to discontinue the drug,
taking into account the importance of the drug to
the mother.

Warnings and Precautions:

+ Chronic, current or history of Hepatic disease
(dosage reduction may be required due to
increased half-life in chronic hepatic disease)

+ Appropriate studies on the relationship of age to the
effects of omeprazole have not been performed in
the pediatric population. Safety and efficacy have
not been established in patients less than 18 years
of age.

+ No information is available on the relationship of
age to the effects of omeprazole in geriatric
patients. However, a somewhat decreased rate of
elimination and an increased bioavailability are
more likely to occur in geriatric patients taking
omeprazole.

+ Taking the capsule form of this medication
irnmlediately before a meal, preferably the moming
meal.

+ Swallowing capsule form of this medication whole;
not crushing, breaking, chewing, or opening the
capsule.

+ Compliance with full course of therapy

« Regular visits to physician to check progress.

+ Missed dose: Taking as soon as possible; not taking
if almost time for next dose; not doubling doses

+ Do not use the medicine after the expiry date stated
on the carton.

+ Keep the drug out of reach of children.
+ Close the bottle tightly immediately after each use.
Drug interactions:
Only specific interactions between omeprazole and
other medications have been identified in this
monograph. However, omeprazole, by increasing
gastric pH, has the potential to affect the bioavailabili-
ty of any medication for which absorption is pH
dependent. Also, omeprazole may prevent the
degradation of acid-abile drugs.

Omeprasin?2o
Omeprazole
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DAROU NO

SINA

\/IN

MAH: Sina Pishgam Darou Novin Co. Tehran - Iran.

www.sinapishgamdarou.com

« Ampicillin esters, Iron salts or Iltraconazole or
Ketoconazole:  omeprazole may increase
gastrointestinal  pH, concurrent use  with
omeprazole may result in a reduction in absorption
of ampicillin esters, iron salts, itraconazole or
ketoconazole.

<A

an additional four weeks of treatment is needed. In
patients requiring maintenance therapy, doses of
20 mg once a day for up to six months have been
used.
Usual pediatric dose:
Safety and efficacy have not been established.
i d

lants, in- or indandi
tive or Diazepam or Phenytoin or Warfarin: May
cause a decrease in the hepatic metabolism of
these medications, which may result in delayed
elimination and increased blood concentrations,
when these medications are used concurrently with
omeprazole.

. i or Cycl or Disulfiram:
Clinical repons of interaction with these drugs
metabolized via the cytochrome P-450 system;
patients should be monitored to determine
necessity of dose adjustments.

+ Born marrow depressants: Concurrent use of
omeprazole with these medications may increase
the leukopenic and/or thrombocytopenic effects of
both these medications; if concurrent use is
required, close observation for toxic effects should
be considered.

* Clarithromycin: Concomitant use has resulted in
plasma level increases of omeprazole, Clarithromy-
cin, and 14-hydroxy- Clarithromycin.

Indications:

The exact amount of medicine should be prescribed

by your physician. However usual adult dosing is

mentioned as follow:

+ Dyspepsia (treatment): Oral, 20 mg once a day for
four weeks. Some patients respond adequately to a
dose of 10 mg once a day

. | reflux d (prophylaxis and
treatment) Oral 20 mg once a day for the relief of
heartburn and regurgitation. Further investigation is
needed if symptom control is not achieved after
four weeks of treatment. The dosage may be
increased to 40 mg once a day for esophagitis
refractory to other treatment regimens. In patients
requiring maintenance therapy, doses of 10 mg
once a day have been used. If reflux esophagitis
recurs, the dose may be increased to 20 or 40 mg
once a day.

+ Gastric Hypersecretory conditions: Oral, 60 mg
once a day, the dosage being adjusted as needed,
and therapy continued for as long as clinically
indicated. Doses of up to 120 mg three times a day
have been used. If the total daily dose is greater
than 80 mg, it should be administered in divided
doses and given two times a day.

* Duodenal ulcer: Oral, 20 mg once a day. For
patients not healed after the initial course of
therapy (healing usually occurs within two weeks),
an additional two weeks of treatment is needed.
The dosage may be increased to 20 to 40 mg once
a day for duodenal ulcer refractory to other
treatment regimens.

« Gastric ulcer (treatment): Oral, 20 mg once a day.
For patients not healed after the initial course of
therapy (healing usually occurs within four weeks),
an additional four weeks of treatment is needed.
The dosage may be increased to 40 mg once a day
for gastric ulcer refractory to other treatment
regimens.

* Peptic ulcer d with H.pylori inf : Oral,
triple therapy regimens of omeprazole 20 mg, plus
clarithromycin 500 mg, plus amoxicillin 7000 mg or
omeprazole 20 mg, plus clarithromycin 250 mg,
plus metronidazole 500 mg, in which all three
medications are taken twice a day for seven days.
These regimens are followed by further treatment with
omeprazole, 20 mg once a day for up to three weeks
for active duodenal ulcer, and 20 to 40 mg once a day
for up to twelve weeks for active gastric ulcer.

* Peptic ulcer, nonsteroidal anti-inflammatory
drug-induced (treatment): Oral, 20 mg once a day.
For patients not healed after the initial course of
therapy (healing usually occurs within four weeks),

deriva

Usual lose:

See usual adult dose. The daily dose should not
exceed 20mg.

Onset of action:

Within one hour.

Duration of action:

Up to 72 hours or more (96 hours required for full
restoration of acid production).

Side/adverse effects:

Like all medicines, Omeprasin® may have side
effects. If you notice any side effects not mentioned
in this leaflet, or if any of the side effects become
serious, please inform your physician or pharmacist
immediately.

! rare: G
toxic epidermal necrolysis: blisters; chills; fever,
general feeling of discomfort or illness; muscle
aches; red or irritated eyes; redness; tenderness,
itching, burning, or peeling of skin; sore throat; sores
or ulcers on lips or in mouth; Stevens-Johnson
syndrome: bleeding or crusting; sores on lips; chills;
fever, muscle cramps; pain; skin rash or itching; sore
throat; sores, ulcers, or white spots on lips, in mouth,
or on genitals; Erythema Multiforme: blisters on
palms of hands and soles of feet; fever; general
feeling of discomfort or illness; joint pain; redness of
skin.  Hematologic abnormalities; specifically
anemia: unusual tiredness or weakness; Hemolytic
anemia: back, leg, or stomach pain; loss of appetite;
unusual tiredness or weakness. Pancytopenia or
Thrombocytopenia: unusual bleeding or bruising;
Hematuria: bloody urine; Proteinuria: Cloudy urine;
Urinary tract infection: bloody or cloudy urine;
difficult, burning, or painful urination; frequent urge to
urinate.

Those indicating need for medical
they continue or are bothersome:
Incidence more frequent:
Abdominal pain or colic

Incidence less frequent:

muscle pain; unusual tiredness; back pain; dizziness;
headache; unusual drowsiness; unusual tiredness;
chest pain; cough; gastrointestinal disturbances,
specifically acid regurgitation (heart bumn);
constipation; diarrhea or loose stools; flatulence; or
nausea and vomiting; skin rash or itching; Upper
respiratory  infection: ear congestion; nasal
congestion; chills; cough, fever, sneezing, or sore
throat; body aches or pain; headache; loss of voice;
runny nose; difficulty in breathing.

There is no need to worry about above mentioned side
effects. Most patients do not experience any of them.

only if

Over-dosage:
In case of intake of an accidental or voluntary
overdose, inform your physician immediately.

Supportive treatment should be adopted as required.
The following effects have been selected on the
basis of their potential clinical significance-not
necessarily inclusive:

Blurred vision; confusion; increased sweating;
drowsiness; dryness of mouth; flushing; headache;
general feeling of discomfort or illness; nausea; fast
or irregular heartbeat; vomiting.

Storage:

Store below 30°C.

Keep away from light and moisture.

Packaging:

Omeprasin® 20 is supplied in plastic bottles, each
containing 14, 28 and 56 capsules. Each bottle and a
leaflet are packed in one cardboard box.

Reference:
United State Pharmacopoeia Drug Information (2007
Edition)



