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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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4.4 Special warnings and precautions for use

Intestinal angioedema

Intestinal angioedema has been reported in patients treated with angiotensin II receptor antagonists,
including valsartan (see section 4.8). These patients presented with abdominal pain, nausea, vomiting
and diarrhoea. Symptoms resolved after discontinuation of angiotensin Il receptor antagonists. If
intestinal angioedema is diagnosed, valsartan should be discontinued and appropriate monitoring
should be initiated until complete resolution of symptoms has occurred.
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4.8 Undesirable effects
Tabulated list of adverse reactions

Gastrointestinal Abdominal discomfort, Uncommon | Common Uncommon

disorders abdominal pain upper
Change of bowel habit -- Uncommon | --
Constipation Uncommon | -- --
Diarrhoea Uncommon | Uncommon | --
Dry mouth Uncommon | Uncommon | --
Dyspepsia -- Uncommon | --
Gastritis -- Very rare --
Gingival hyperplasia -- Very rare --
Nausea Uncommon | Common --
Pancreatitis -- Very rare --
Vomiting -- Uncommon | --
Intestinal angioedema - - Very rare
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