Size : 100 x 280 mm

Olmeben" @

Olmesartan Medoxomil USP

Composition:

Olmeben™ 20 Tablet: Each film coated tablet contains Olmesartan Medoxomil
USP 20 mg.

Olmeben™ 40 Tablet: Each film coated tablet contains Olmesartan Medoxomil
USP 40 mg.

Pharmacology:

Olmesartan Medoxomil is a selective angiotensin Il receptor antagonist (AT4
subtype). Olmesartan Medoxomil a prodrug, is hydrolyzed to Olmesartan during
absorption from the gastrointestinal tract.

Indication:
It is indicated for the treatment of hypertension. It may be used alone or in
combination with other antihypertensive agents.

Dose & Administration:

The usual starting dose of Olmesartan is 20 mg once daily. Dosing should be
individualized. Depending on the blood pressure response, the dose may be
increased after 2 weeks to 40 mg. Olmesartan may be administered with or
without food. No initial dosage adjustment is recommended for elderly patients, for
patients with moderate to marked renal impairment (creatinine clearance < 40
ml/min) or with moderate to marked hepatic dysfunction. If blood pressure is not
controlled by Olmesartan alone, a diuretic may be added. Olmsartan may be
administerd with other antihypertensive agents. Or as directed by the physician.

Contraindication:
Olmesartan is contraindicated in patients who are hypersensitive to any
component of this product.

Warning & Precaution:

As a consequence of inhibiting the renin angiotensin aldosterone system, changes
in renal function may be anticipated in susceptible individuals treated with
Olmesartan Medoxomil. In patients whose renal function may depend upon the
activity of the renin angiotensin aldosterone system (e.g. patients with severe
congestive heart failure), treatment with angiotensin converting enzyme inhibitors
and angiotensin receptor antagonists has been associated with oliguria and/or
progressive azotemia and (rarely) with acute renal failure and/or death. Similar
results may be anticipated in patients treated with Olmesartan Medoxomil.

Side Effects:

Treatment with Olmesartan was well tolerated, with an incidence of adverse
events similar to placebo. The following adverse events occurred in placebo-
controlled clinical trials at an incidence of more than 1% of patients treated with
Olmesartan, but also occurred at about the same or greater incidence in patients
receiving placebo: back pain, bronchitis, creatine phosphokinase increased,
diarrhoea, headache, hematuria, hyperglycemia, hypertriglyceridemia, influenza-
like symptoms, pharyngitis, rhinitis and sinusitis etc.

Use In Pregnancy & Lactation:

Pregnancy Category:

C (first trimester) and D (second and third trimesters).

Nursing Mothers:

It is not known whether Olmesartan is excreted in human milk, but Olmesartan is
secreted at low concentration in the milk of lactating rats. Because of the
potential for adverse effects on the nursing infant, a decision should be made
whether to discontinue nursing or discontinue the drug, taking into account the
importance of the drug to the mother.

Use in Children and Adolescents:
Safety and effectiveness in pediatric patients have not been established.

Drug Interaction:

No significant drug interaction were reported in studies in which Olmesartan
Medoxomil was co-administered with digoxin or warfarin in healthy volunteers.
Olmesartan Medoxomil is not metabolized by the cytochrome P450 system and
has no effects on P450 enzymes; thus, interactions with drugs that inhibit, induce
or are metabolized by those enzymes are not expected. The bioavailability of
Olmesartan is not significantly alter by the co-administration of antacids.

Overdose:

Limited data are available related to overdosage in humans. The most likely
manifestations of overdosage would be hypotension and tachycardia. Bradycardia
could be encountered if parasympathetic (vagal) stimulation occurs. If
symptomatic hypotension occurs, initiate supportive treatment.

Storage:
Store below 30° C, away from light & in a dry place. Keep out of the reach of
children.

Packing:
Olmeben™ 20 Tablet: Each box contains 3x10's tablet in Alu-Alu blister pack.
Olmeben™ 40 Tablet: Each box contains 3x10's tablet in Alu-Alu blister pack.

Manufactured by:
Navana Pharmaceuticals Ltd.
1073, Rupshi, Narayanganj, Bangladesh.
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