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Treatment of essential hypertension.
Exforge is indicated for patients whose blood pressure is not adequately controlled
on monotherapy.
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Exforge 5 mg/80mg
Each film-coated tablet contains 5 mg of amlodipine (as amlodipine besylate) and
80 mg of valsartan.

Exforge 5 mg/160mg
Each film-coated tablet contains 5 mg of amlodipine (as amlodipine besylate) and
160 mg of valsartan.

Exforge 10 mg/160mg
Each film-coated tablet contains 10 mg of amlodipine (as amlodipine besylate) and
160 mg of valsartan.
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4.2 Posology and method of administration

Special population

Renal impairment

There are no available clinical data in severely renally impaired patients. No dose
adjustment is required for patients with mild to moderate renal impairment.
Monitoring of potassium levels and creatinine is advised in moderate renal

impairment.
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4.5 Interaction with other medicinal products and other forms of interaction
Interactions linked to amlodipine

Tacrolimus

There is a risk of increased tacrolimus blood levels when co-administered with
amlodipine. In order to avoid toxicity of tacrolimus, administration of amlodipine in a
patient treated with tacrolimus requires monitoring of tacrolimus blood levels and
dose adjustment of tacrolimus when appropriate.

4.8 Undesirable effects
Tabulated list of adverse reactions

MedDRA Adverse reactions Frequency

System organ Exforge Amlodipine | Valsartan

class

Mctaholism and | Asnerexia Laeonmsnen — —

nutrition Hapercalcasmia Locommen — —

disorders Hvperglycaemia - Very rare -
voeeling : T — —
Heupolkalasmia Commen — —
Hvponatraemia Uncommon - -
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