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Losartan Potassium USP

Composition
Losart® 25 : Each film-coated tablet contains Losartan Potassium USP 25 mg.
Losart® 50 : Each film-coated tablet contains Losartan Potassium USP 50 mg.

Pharmacology

Losart® (Losartan Potassium) is the first orally active, long acting and specific inhibitor of
Angiotensin Il at its receptor site (type AT,). Angiotensin Il is the primary mediator of
renin-angiotensin-system and is involved in the blood pressure control at cellular, tissue
and organ integration levels. Losartan and its principal active metabolite block the
vasoconstrictor and aldosterone-secreting effects of Angiotensin Il by selectively blocking
the binding of Angiotensin |1 to the AT, receptor. Losart® is sitable for the patients who
are unable to tolerate ACE inhibitors because of persistent cough.

Indications
Losart® is indicated for the treatment of all grades of hypertension and congestive heart
failure. It may be used alone or in combination with other anti-hypertensive agents.

Dosage & Administration

Route of administration : Orall.

The usual dose is 50 mg once daily; if necessary increased after several weeks to 100
mg once daily. For elderly over 75 years, intravascular volume depletion and moderate to
severe renal impairment; initially 25 mg once daily is suggested.

OR AS DIRECTED BY THE PHYSICIAN.

Contraindications
It is contraindicated in patients who are hypersensitive to Losartan potassium or any
component of this product.

Warning & Precautions

Losartan should be used with caution in patients with known hypersensitivity to the drugs
that act through renin-angiotensin system. Special precaution should be taken for
patients with renal and hepatic impairment and a lower dose should be given. Safety and
effectiveness of Losartan in paediatric patients have not been established.

Side Effects

Common side effects : The incidence of adverse effects of Losartan is low and
comparable to placebo. The most common adverse events occurring with Losartan at a
rate of >1% above placebo were upper respiratory infection (7.9% vs 6.9%), insomnia
(1.4% vs 0.6%) and dyspepsia (1.3% vs 1.2%). Side effects like asthenia/fatigue,
abdominal pain, chest pain, nausea, headache, pharyngitis were also reported at a rate
of 1%. Angioedema including swelling of the larynx, face, lips and tongue has been
reported rarely in patients treated with Losartan. The incidence of cough is similar to
placebo.

Rare side effects : Low amount of Sodium in the blood, high levels of Potassium in the
blood, decreased blood platelets, inflammation of the blood vessels, a type of kidney
inflammation called intestinal nephritis.

Use in Pregnancy and Lactation

Losartan should not be used in pregnancy and it should be discontinued as soon as
possible when pregnancy is detected. It should not be prescribed during lactation, as
there is no information in human on the excretion of Losartan in breast milk.

Use in Children & Adolescents
Losartan is not recommended in pediatric patients less than 6 years of age or in pediatric
patients with glomerular filtration rate less than 30 mL/min/1.73 m2.

Drug interactions

With medicine : No drug interaction of clinical significance has been identified.
Compounds which have been studied in clinical pharmacokinetic trials include hydrochlo-
rothiazide, digoxin, warfarin, cimetidine, ketoconazole and phenobarbital.

With food & others: There is no established drug-food interaction.

Storage
Store below 30° C temperature & dry place, protected from light.
Keep all medicines out of reach of children.

Packing
Losart® 25 : Each box contains 5x10 tablets in blister strip.
Losart® 50 : Each box contains 5x10 tablets in blister strip.

* Further information is available on request.

07 1771/01

Manufactured by:

6[;2 ACME .,BaLuralories .,BIJ
Dhamrai, Dhaka, Bangladesh
For Health, Vigour and Happiness




