Torsem®
Torsemide USP

Description: Torsem® is the preparation of Torsemide, a high-ceiling loop diuretic which acts on the thick
ascending limb of the loop of Henle to promote rapid and marked excretion of water, sodium and chloride.

Mode of action: Torsemide causes excretion of sodium chloride and water by inhibiting sodium and
chloride reabsorption in the ascending loop of Henle and distal collecting tubule. The effect is caused by
blocking the chloride-binding site of the Na*/K*/2CI" cotransport mechanism.

Pharmacokinetics: Serum concentration of Torsemide is reached its peak (Cmax) within 1 hour after oral
administration. Torsemide is extensively metabolized in the liver and only 20% of the dose remains
unchanged and it is recovered in the urine. Metabolized via the hepatic CYP2C8 and CYP2C9 mainly by
reactions of hydroxylation, oxidation and reduction to its metabolites.

Composition:
Torsem® 5 mg Tablet: Each tablet contains Torsemide USP 5 mg.
Torsem® 20 mg Tablet: Each tablet contains Torsemide USP 20 mg.

Indications: Hypertension & Edema associated with heart failure, renal disease & liver disease.

Dosage and Administration: Hypertension: Initial dose is 5 mg once daily. After 4-6 weeks, as per
requirement the dose can be increased up to 10 mg once daily. Edema associated with heart failure: Initial
dose is 10/20 mg once daily. Edema associated with chronic renal failure: Initial dose is 20 mg once daily.
Edema associated with hepatic cirrhosis: Initial dose is 5/10 mg once daily, administered together with an
aldosterone antagonist or a potassium-sparing diuretic. If the diuretic response is inadequate, titrate
upward by approximately doubling until the desired diuretic response is obtained.

Contraindications: Torsemide is contraindicated in patients with known hypersensitivity to Torsemide or to
povidone. It is contraindicated in patients who are anuric or with hepatic coma.

Side effects: Potentially symptomatic blood volume reduction or hypotension, hypokalemia, hyponatremia,
hypomagnesemia, hypocalcemia and hypochloremic alkalosis.

Use in pregnancy and Lactation: Pregnancy: Pregnancy Category B. Lactation: It is not known whether
Torsemide is excreted in human milk. Because many drugs are excreted in human milk, caution should be
exercised when Torsemide is administered to a nursing woman.

Precautions: Hypotension and Worsening Renal Function: Excessive diuresis may cause potentially
symptomatic dehydration, blood volume reduction and hypotension and worsening renal function.
Electrolyte and Metabolic Abnormalities: Torsemide can cause potentially symptomatic hypokalemia,
hyponatremia, hypomagnesemia, hypocalcemia and hypochloremic alkalosis.

Drug interactions: Digoxin: Co-administration of digoxin is reported to increase the AUC for Torsemide by
50%, but dose adjustment of Torsemide is not necessary. Spironolactone: In healthy subjects, co-adminis-
tration of torsemide was associated with significant reduction in the renal clearance of spironolactone, with
corresponding increases in the AUC.

Overdosage: There is no human experience of overdoses of Torsemide. The signs and symptoms of
overdosage can be anticipated to include those of excessive pharmacologic effect: dehydration,
hypovolemia, hypotension, hyponatremia, hypokalemia, hypochloremic alkalosis and hemoconcentration.
Treatment of overdosage should consist of fluid and electrolyte replacement.

Storage: Keep out of reach of children. Store in a dry place, below 25° C temperature and protected from
light.

Packaging:

Torsem® 5 mg Tablet: Each Carton contains 14x3 tablets in blister pack.

Torsem® 20 mg Tablet: Each Carton contains 14x3 tablets in blister pack.

Manufactured by
Opsonin Pharma Limited
Opsonin Pharma Rupatgli, Barishal, Bangladesh
[deas for healthcare ® Registered Trade Mark.
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