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Co-Diovan 80mg/12.5mg is indicated for the treatment of hypertension for patients in whom
combination therapy is appropriate.

Co-Diovan 160mg/12.5mg, 160mg/25mg is indicated for the treatment of hypertension in
patients whose blood pressure is not adequately controlled by monotherapy. These fixed dose
combinations should be used as second-line therapy.
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Co-Diovan 80 mg/12.5 mg each film-coated tablet contains 80 mg of valsartan and 12.5 mg of
hydrochlorothiazide.

Co-Diovan 160 mg/12.5 mg each film-coated tablet contains 160 mg of valsartan and 12.5 mg
of hydrochlorothiazide

Co-Diovan 160 mg/25 mg each film-coated tablet contains 160 mg of valsartan and 25 mg of
hydrochlorothiazide.
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4.4 Special warnings and precautions for use
Primary hyperaldosteronism

Patients with primary hyperaldosteronism should not be treated with Co-Diovan as their
renin-angiotensin system is not activated.

Choroidal effusion, acute myopia and secondary acute Angle-Closure Glaucoma:
Hydrochlorothiazide, a sulfonamide, has been associated with an idiosyncratic reaction
resulting in choroidal effusion with visual field defect, acute transient myopia and acute
angle-closure glaucoma. Symptoms include acute onset of decreased visual acuity or ocular
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pain and typically occur within hours to weeks of a drug initiation. Untreated acute-angle
closure glaucoma can lead to permanent vision loss.

Acute respiratory toxicity

Very rare severe cases of acute respiratory toxicity, including acute respiratory distress
syndrome (ARDS), have been reported after taking hydrochlorothiazide. Pulmonary oedema
typically develops within minutes to hours after hydrochlorothiazide intake. At the onset,
symptoms include dyspnoea, fever, pulmonary deterioration and hypotension. If diagnosis of
ARDS is suspected, co-Diovan should be withdrawn, and appropriate treatment given.
Hydrochlorothiazide should not be administered to patients who previously experienced
ARDS following hydrochlorothiazide intake.

4.8 Undesirable effects
Table 2. Frequency of adverse reactions with valsartan:

Eye disorders- Not known- Choroidal effusion, acute angle-closure

Respiratory, thoracic and mediastinal disorders- Very rare- Acute respiratory distress
syndrome (ARDS) (see section 4.4), respiratory distress including pneumonitis and
pulmonary oedema

7. REGISTRATION HOLDER AND IMPORTER:

Novartis Israel Ltd.,
P.0.B. 7126, Tel Aviv, Israel.
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