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Each tablet/caplet contains Losartan potassium 12.5, 50, 100 mg
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Losardex 12.5

For the treatment of heart failure, when treatment with an ACE inhibitor is no longer considered
appropriate. Switching patients with heart failure who are stable on an ACE inhibitor to
Losardex 12.5 is not recommended.

Losardex 50, 100

Hypertension:

For the treatment of hypertension.

Heart failure:

For the treatment of heart failure, usually in addition to diuretics and/or digitalis, if use of an
ACE inhibitor is not appropriate.

Switching patients with heart failure who are stable on an ACE inhibitor to Losardex is not
recommended.

Renal protection in Type-2 diabetic patients with proteinuria:

To delay the progression of renal disease as measured by a reduction in the combined
incidence of doubling of serum creatinine, end stage renal disease (need for dialysis or renal
transplantation) or death; and to reduce proteinuria.

Reduction in the risk of cardiovascular morbidity and mortality in hypertensive patients with left
ventricular hypertrophy.

To reduce the risk of cardiovascular morbidity and mortality as measured by the combined
incidence of cardiovascular death, stroke, and myocardial infarction in hypertensive patients
with left ventricular hypertrophy.

The benefit of Losardex on the primary deposite endpoint was largely driven by reduction in
the risk of stroke.
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4.4  Special warnings and precautions for use

Electrolyte imbalances

Electrolyte imbalances are common in patients with renal impairment, with or without
diabetes, and should be addressed. In a clinical study conducted in type 2 diabetic
patients with nephropathy, the incidence of hyperkalemia was higher in the group
treated with losartan as compared to the placebo group (see section 4.8). Therefore, the
plasma concentrations of potassium as well as creatinine clearance values should be
closely monitored, especially patients with heart failure and a creatinine clearance
between 30-50 ml/ min should be closely monitored.

The concomitant use of potassium sparing diuretics, potassium supplements,
potassium-containing salt substitutes, or other drugs that may increase serum
potassium (e.g., trimethoprim-containing products) with losartan is not recommended
(see section 4.5).

4.5 Interaction with other medicinal products and other forms of interaction

As with other medicinal products that block angiotensin Il or its effects, concomitant use
of other medicinal products which retain potassium (e.g. potassium-sparing diuretics:
amiloride, triamterene, spironolactone) or may increase potassium levels (e.g. heparin,
trimethoprim-containing products), potassium supplements or salt substitutes containing
potassium may lead to increases in serum potassium. Co-medication is not advisable.
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