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Diovan 40mg, 80mg, 160mg:

Diovan is indicated for the treatment of heart failure (NYHA class II-IV) in patients who are intolerant of
angiotensin converting enzyme inhibitors.

In a controlled clinical trial Diovan significantly reduced hospitalisations for heart failure.

There is no evidence that Diovan provides added benefits when it is used with an adequate dose of an
ACE inhibitor.

Diovan is indicated to improve survival following myocardial infarction in clinically stable patients with
signs symptoms or radiological evidence of left ventricular failure and /or with left ventricular systolic
dysfunction.

Diovan 80mg, 160mg:
For treatment of hypertension.
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4.4 Special warnings and precautions for use

Intestinal angioedema

Intestinal angioedema has been reported in patients treated with angiotensin |l
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.

4.8 Undesirable effects

Adverse Drug reactions
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Hypertension

Blood and lymphatic system disorders

Not known

Decrease in haemoglobin, Decrease in
haematocrit, Neutropenia,
Thrombocytopenia

Immune system disorders

Not known

| Hypersensitivity including serum sickness

Metabolism and nutrition disorders

Not known

Increase of serum potassium,
hyponatraemia

Ear and labyrinth disorders

Uncommon | Vertigo

Vascular disorders

Not known | Vasculitis

Respiratory, thoracic and mediastinal disorders

Uncommon | Cough

Gastrointestinal disorders

Uncommon Abdominal pain

Very rare Intestinal angioedema
Hepato-biliary disorders

Not known Elevation of liver function values

including increase of serum bilirubin

Skin and subcutaneous tissue disorders

Not known

Angioedema, Dermatitis bullous, Rash,
Pruritus

Musculoskeletal and connective tissue disorders

Not known | Myalgia
Renal and urinary disorders
Not known Renal failure and impairment, Elevation

of serum creatinine

General disorders and administration site conditions

Uncommon

| Fatigue
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