teva

2024

N/9223) H/NPYY , N/ R

PYONN HY RINY 1IT¥2) 1998Y 1YY DINAN DNITYN JY NYTIN YavL NN

Kaluril Tablets mMPYav INYP

Contains: :9O99N 9NN MN oY

Amiloride (as Hydrochloride anhydrous) 5 mg
Hydrochlorothiazide 50 mg
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Hypertension:
Kaluril is indicated in the management of hypertension either as the sole therapeutic agent or to
enhance the effectiveness of other antihypertensive drugs in the more severe forms of the disease.

Edema:
Edema associated with congestive heart failure and hepatic cirrhosis.
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Posology and method of administration

[.]
Paediatric population:

Kaluril Tablets are-netrecommendedfor is contraindicated in children under 18 years of age
because safety and efficacy have not been established (see section 4.3).

[...]
Contraindications

[.]

e The safety of amiloride hydrochloride for use in children under 18 years of age
has not been established. Kaluril is contraindicated in children. For “use in
pregnancy” and “use in breast-feeding mothers”, see section 4.6 (Pregnancy and
lactation).

Special warnings and precautions for use

Hyperkalaemia has been observed in patients receiving amiloride hydrochloride,
either alone or with other diuretics, particularly in the aged and in diabetics. It has
been reported in seriously ill hospital patients with hepatic cirrhosis or congestive
heart failure with renal impairment, or were undergoing vigorous diuretic therapy.

Such patients should be carefully observed for clinical, laboratory and ECG
evidence of hyperkalaemia (not always associated with an abnormal ECG). Some
deaths have been reported in this group of patients.

Due to the risk of hyperkalemia, use with caution and monitor serum potassium
levels frequently, if concomitant use with any other medicinal product known to
cause elevated potassium levels is indicated.
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