SOME P® 20mg, 40mg Capsules

(Esomeprazole)
DESCRIPTION:
SOMEP capsules are an enteric-coated pellet formulation of esomeprazole magnesium due to its acid labile nature. Esomeprazole
is the S-isomer of omeprzm\e, which inhibits gastric acid secretion more effectively than omeprazole. Chemically it s bis
y-2-1(5H dimethyl 1) magnesium tribydrate
AND

SOMEP (Esomeprazole) is available for ol sdmimstraton
1.5OMEP 20mg Capsule

Each capsule contains

Esomeprazole Magnesium Trihydrate equivalent to Esomeprazole ..... 20mg

(as enteric coated pellets)

(Product Specs.: USP)
2.SOMEP 40mg Capsule

Each capsule contains:

Esomeprazole Magnesium Trihydrate equivalent to Esomeprazole ...... 40mg

(as enteric coated pellets)

(Product Specs.: USP)
CLINICAL PHARMACOLOGY:
Mechanism of Action:

a weak base and tothe active form in the highly acidic environment of the
secretory canaliculi of the parietal cell, where it inhibits the enzyme H'K'-ATPase —the acid pump and inhibits both basal and
stimulated acid secretion.

Pharmacokinetics:
Absorption:
After oral administration peak plasma levels (C,,,) occur at approximately 1.5 hours (T,..). The C,,,increases
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Wealing of rosve Esophagits 2o e Dy for 410 B weeks
aomg
Symptomatic Gastroesophageal Reflux Disease 20mg Once Daily for 4 weeks

For patients with severe liver impairment (Child Pugh Class C), a dose of 20mg of SOMEP (Esomeprazole) should not be exceeded.

CONTRAINDICATIONS:

- Esomeprazole is contraindicated in patients with known hypersensitivity to Proton Pump Inhibitor or substituted benzimidazoles
or any excipient of the product.

not be used nelfinavir.

PRECAUTIONS:

General:

- Symptomatic response to therapy with Esomeprazole does not preclude the presence of gastric malignancy.

- Proton pump inhibitor may be associated with an increased risk of Clostridium difficile associated diarrhea, especially in
hospitalized patients.

- Proton pump inhibitor (PP1) therapy may be associated with an increased risk for osteoporosis-related fractures of the hip, wrist,
orspine. Patients should use the lowest dose and shortest duration of PPI therapy appropriate to the condition being treated.

- For patients expected to be on prolonged treatment or who take PPIs with medications such as digoxin or drugs that may cause
hypomagnesem(e &, diuretics), monitoring magnesium levels prior to initiation of PPI treatment and periodically is required.

Pres

Esomeuram\: should be used during pregnancy only if learly needed.

Nursing Mot}

Because esumeparazole is likely to be excreted in human milk a decision should be made whether to discontinue nursing or to

discontinue the drug.

DRUG INTERACTIONS:

the dose is increased, and there is a three-fold increase in the area under the plasma concentration-time curve (AUC) from 20 to
40mg. At repeated once-daily dosing with 40me, the systemic bioavailability is approximately 90% compared to 64% after a single
dose of 40mg.

Effect of food: Esomeprazole should be taken at least one hour before meals. Food delays and decreases the absorption of

Esomeprazole is 97% bound to plasma proteins. Plasma protein binding is constant over the concentration range of 2-20umol/L.

The apparent volume of distribution at steady state in healthy volunteers s approximately 16L.

Metabolism:

Esomeprazole s extensively metabolized in the liver by the cytochrome P40 (CYP) enzyme systerm

Excretion:

The plasma elimination half-life of esomeprazole is approximately 1-1.5 hours. Less than 1% of the parent drug is excreted in the

urine. Approximately 80% of an oral dose of esomeprazole is excreted as inactive metabolites in the urine, and the remainder is

found as inactive metabolites in the feces.

Special Populations:

Renal Dysfunction: No dosage adjustment is required in patients with renal dysfunction. However, patients with severe

renal dysfunction should be treated with caution.

Hepatic Dysfunction: No dosage adjustment is required except in patients with severe liver dysfunction where maximum

allowed daily dose is SOMEP capsule 20mg.

Geriatric Patients: No dose adjustment s required

Paediatric Use: Safety and effectiveness in paediatric patients have not been established.

THERAPEUTIC INDICATIONS:

SOMEP (Esomeprazole) is indicated for:

1.Treatment of Gastroesophageal Reflux Disease (GERD)

- Healing of Erosive Esophagitis.

- Maintenance of Healing of Erosive Esophagitis.

- Symptomatic Gastroesophageal Reflu Disease.

2.Risk Reduction of NSAID-Associated Gastric Ulcer

3.H.pylori Eradication to Reduce the Risk of Duodenal Ulcer Recurrence

- As a triple therapy (Esomeprazole plus amoxicillin and clarithromycin) is indicated for the treatment of patients with H.pylori
infection and duodenal ulcer disease to eradicate H.pylori Eradication of H.pylori has been shown to reduce the risk of duodenal
ulcer recurrence.

Note: In patients who fail therapy, susceptibility testing should be done. f resistance to clarithromycin is demonstrated or

susceptibiliy testing is not possible, alternative antimicrobial therapy should be instituted

4.Pathological Including Zoll Jlison Syndror

DOSAGE AND ADMINISTRATION:

The recommended dosages are outlined in the table below. SOMEP

taken at least one hour before meals.

capsules should be swal ole and
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- of atazanavir with proton hibitors is expected to atazanavir plasma
concentrationsand may resultn alossof therapeutic efect an the development o drug reistance.

- Co-administration of saquinavir with Dromn pump inhibitors is expected to increase saquinavir concentrations, which may
increase toxicity and require dose reduc
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nt with to decreased i ity during treatment with esomeprazole.

- EcomeprazoleInbits CYP2CLS, themajo esomeprazole metabolising enayme. Thus, when esomeprazole is combined with
drugsmetabolised by CYP2C19, such as diazepam, citalopram, imipramine, clomipramine, phenytoin etc, the plasma
concentrationsof these drugs may b incresed and a dose reduction coud be needed.

d decrease in gastric in like cell hyperplasia and increased Chromogranin A levels
which with tumors

- Concomitant administration of esomeprazole and tacrolimus may increase the serum levels of tacrolimus

- Co-administration of esomeprazole, clarithromycin, and amaxicilin has resulted in increases in the plasma levels of
esomeprazole and 14-hydroxyclarithromycin.

- Avoid concomitant use of Esomeprazole with clopidogrel, St.John's Wort, or rifampin

- Concomitant administration of PPIs and methotrexate may elevate and prolong serum levels of methotrexate and/or its
metabolitehydroxymethotrexate.

ADVERSE REACTIONS:

The following adverse drug reactions have been reported during therapy of esomeprazole.

Common: Headache, abdominal pain, constipation, diarrhea, flatulence and nausea/vomiting.

Uncommon: , insomnia, dizziness, thesia, somnolence, vertigo, dry mouth, increased liver enzymes,

dermatitis, pruritus, rash, urticaria, fracture of the hip and wrist or spine.

Rare: Leukopenia, thrombocytopenia, hypersensitivity reactions e.g. fever, angioedema and anaphylactic reaction/shock,

hyponatremia, agitation, confusion, depression, blurred vision, bronchospasm, hepatitis with or without jaundice, alopecia,

photosensitivity, arthralgia, myalgia, malaise, increased sweating, stomatitis and gastrointestinal candidiasis.

OVERDOSAGE

Treatment:

tidote for is known. Sinc nsively protein bound, it is not expected to be
removed bvdla\vs\s in theevenloleverﬂosage weatment should hesymmomah:and supportive.

INSTRUCTIONS:

- Store below 30°C.

- Protect from light & moisture.

~Keep out of reach of children

To be sold tion of a regis i itic y.

HOW SUPPLI

SOMEP (Esomeprazole) 20mg Capsules are available in pack of 14's

SOMEP (Esomeprazole) 40mg Capsules are available in pack of 14's.
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Manufactured by: E-50, North Western

NIy SIGMA PHARMA Industrial Zone,
ILIVLTY International (Pvt.) Ltd. Port Qasim Authority,
www.sigmapharma.com.pk Karachi, Pakistan.
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