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Enteric-coated Capsule

S-Omeprasin® 40

Esomeprazole

Generic name: Esomeprazole

1.Description:

S-Omeprasin® 40 are oral Enteric-coated granules in capsules. Each capsule
contains 40 mg of Esomeprazole (as Magnesium) as the active ingredient.
2.Category:

Proton-pump inhibitors, gastric acid pump inhibitor

3.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:

-Using any other medications.

-Hypersensitivity to esomeprazole, omeprazole or to substituted benzimidazoles.
-Having any other medical problems.

-Pregnancy and breast-feeding.

If you have further questions, please ask your doctor or pharmacist.
4.Contraindications:

Except under special circumstances with your physician approval, do not
take this medicine if you have a history of hypersensitivity to Esomeprazole,
omeprazole, substituted benzimidazoles and hepatic function impairment.
5.Warnings and Precautions:

-Compliance with therapy.

-Importance of taking at least 1 hour before a meal.

-Swallowing capsule whole without crushing, breaking, or chewing, however,
if patient cannot swallow whole, capsule may be opened and intact granules
may be dispersed in water, apple or orange juice and yogurt, and swallowed
immediately, granules should not be chewed or crushed.

-Switching from injectable to capsule form when directed by physician.
-Missed dose: Taking as soon as possible, not taking if almost time for next
dose, not doubling doses

-Regular visits to physician to check progress.

-Report any severe diarrhea during or following treatment with esomepra-
zole in combination with amoxicillin and clarithromycin.

-Keep the drug out of reach of children.

-Close the bottle tightly immediately after each use.

6.Drug interactions:

Only specific interactions between esomeprazole and other medications
have been identified in this monograph. However, esomeprazole, by
inhibiting gastric acid secretion, has the potential to affect the bioavailability
of any medication for which absorption is pH-dependent. However, inform
your physician of any usage of medication before taking esomeprazole.
-Amoxicillin or Clarithromycin: co-administration with esomeprazole may
result in increased plasma levels of esomeprazole and 14-hydroxyclarithro-
mycin.

-Ketoconazole, Iron salts or Digoxin: Esomeprazole may interfere with the
absorption of these agents as it increases gastrointestinal pH.

-Warfarin: Post-marketing reports of changes in prothrombin measures
with concomitant therapy, monitoring for increases in INR and prothrombin
time with concomitant use as these increases may lead to abnormal
bleeding and even death.

7.Pregnancy and Breast feeding:

Pregnancy: Pregnancy Category B. This means that adequate and
well-controlled studies in humans have not been done. Esomeprazole
should be used during pregnancy only if clearly needed.

Breast-feeding: It is not known whether esomeprazole is distributed into
human milk. As esomeprazole may be distributed into breast milk and may
cause potentially serious adverse effects in nursing infants, consult with a
physician before taking.

8.Dosage & administration:

The exact amount of medicine should be prescribed by your physician.
However usual adult dosing is mentioned as follow:

-Gastroesophageal reflux disease (GERD) (treatment): Oral, 20 or 40
mg once a day for four to eight weeks. For patients who have not healed
in the initial four to eight week treatment period, an additional four to
eight week course of therapy with esomeprazole may be considered.
-Maintenance of healed erosive esophagitis: Oral, 20 mg once a day.
-Symp ic gastr pl I reflux di (treatment): Oral, 20
mg once a day for four weeks. For patients whose symptoms have not

'SINA

PISHGAM
DAROU NOVIN

MAH: Sina Pishgam Darou Novin Co.| Tehran - Iran.
www.sinapishgamdarou.com

resolved completely after the four week treatment period, an additional
four week course of therapy with esomeprazole may be considered.
-Duodenal ulcer associated with Helicobacter pylori infection
(treatment): Oral, triple therapy regimen of esomeprazole 40 mg once a
day taken in combination with clarithromycin 500 mg twice a day and
1000 mg amoxicillin twice a day, for 10 days.

-Risk reduction of NSAID-associated gastric ulcer: Oral, 20 or 40 mg
once daily for up to 6 months.

9. Overdose:

In case of accidental 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, dry mouth,
flushing (redness of the face, neck, arms and occasionally upper chest),
headache, nausea, fast, pounding, or irregular heartbeat or pulse.

10. Side/adverse effects

Like all medicines, Esomeprazole 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.
Incidence not determined

Anaphylactic reaction (Cough, difficulty swallowing, dizziness, fast
heartbeat, hives, itching, puffiness or swelling of the eyelids or around the
eyes, face, lips or tongue, shortness of breath, skin rash, tightness in chest,
unusual tiredness or weakness, wheezing)

Dermatologicreactions including: Erythema multiforme, Stevens-John-
son syndrome, Toxic epidermal necrolysis (blistering, peeling, loosening
of skin, chills, cough, diarrhea, fever, itching, joint or muscle pain, red
irritated eyes, sore throat, sores, ulcers, or white spots in mouth or on lips,
unusual tiredness or weakness and red skin lesions, often with a purple
center (in toxic Stevens-Johnson syndrome and Toxic epidermal necrolysis)
Pancreatitis (bloating, chills, constipation, darkened urine, fast heartbeat,
fever, indigestion, loss of appetite, nausea, pains in stomach, side, or
abdomen, possibly radiating to the back, vomiting, yellow eyes or skin)
Those indicating need for medical attention only if they continue or
are bothersome:

Incidence more frequent:

Dyspepsia (acid or sour stomach, belching, heartburn, indigestion, stomach
discomfort, upset, or pain)

Incidence less frequent:

Constipation, diarrhea, dizziness, dryness of mouth, flatulence (gas), headache,
nausea, pruritus, respiratory infection (cough, fever, sneezing, sore throat),
sinusitis (pain or tenderness around eyes and cheekbones, fever, stuffy or runny
nose, headache, cough, shortness of breath or troubled breathing, tightness of
chest or wheezing)

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

11. Storage:

Store below 30°C. Keep away from light and moisture.

Keep out of the sight and reach of children.

Keep the bottle tightly closed.

12. Packaging:

Bottle of 14 or 28 Enteric-coated capsules in box

Reference:
United State Pharmacopoeia Drug Information (2007 Edition)
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