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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

Intestinal angioedema

Intestinal angioedema has been reported in patients treated with angiotensin 11
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
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Adverse Drug reactions

Table 2. Frequency of adverse reactions with valsartan

Blood and lymphatic system disorders
Not known

Immune system disorders
Not known

Metabolism and nutrition disorders
Not known

Ear and labyrinth disorders
Uncommon

Vascular disorders

Not known

Gastrointestinal disorders
Uncommon

Very rare

Hepatobiliary disorders

Not known

Skin and subcutaneous tissue disorders
Not known

Renal and urinary disorders

Not known

Decrease in haemoglobin, decrease in haematocrit,
thrombocytopenia

Other hypersensitivity/allergic reactions including
serum sickness

Increase of serum potassium, hyponatraemia
Vertigo
Vasculitis

Abdominal pain
Intestinal angioedema

Elevation of liver function values
Angioedema, dermatitis bullous, rash, pruritus

Renal failure

2% 17va ondTY

N9NN1 YIn'wn 1949 .2

NONNA YIN'YY NIvana NITNI'm NNATX

17w X9NN L IXAI'T-1Z N'7'01 INXT7 D'71YW7Y IR DIXED ,NI7'NA L[V "AXD DIIN DNN DX ©

JnXY NYT 7V XA -1 7107 2'09N X .719'0n Jwnn W v'IN!

INXII7 NIyoIn 4

ITI912 TTNTNIDNTA IR [VY0Y1 D'7'ONA DMINK DMIXINA INHT NINAA 'R NIYOIN

(v Raley]|

(0'wnnwn 10,000 Jimn 1 7Y niy'sin) TIXA DN 'XIY DIYSIN

NIXED ,NI7'NA L]V 'AXD 11D 0'2'NON DY NY'9IND 'VAQ NIN'OI I'VNd NATNI'AIN @
.0'"71v7vI

Novartis Israel Ltd.
6 Tozeret Haretz St., Tel-Aviv
Tel-Aviv, Israel

Tel: 972-3-9201111

7Y HRIY OOV

IAN-DN L6 NIND NINHIN NI
6744129,2>a8-o1
03-9201111 : N9aYL



) NOVARTIS

JNNNNN DI'RY 0'901 D*N'Y [ DdMY *1'Y 0'771D DX X9N7 DY

.07 'V YT'NA D7910UNN DX DTY? X1 ,0117V0 DIN 7D DX [I'Ya XY Ynin

.DWOIN HYAY N9 YT-DY DXOITIN DYAPD NN, NMINIAN TIVH INNRIY MNIND NN DI INDVI DMNOYN

,M5722

YHONIM NNMNAT

NN NP

N7Y2 HNIYW DXV

Novartis Israel Ltd. 2072 HNIY DOV
_?_ 'I;():gretIHar(altz St., Tel-Aviv DAN-97 ,6 XIND DININ "N
el-Avly, lsrae 6744129,2>aN-51

Tel: 972-3-9201111 03-9201111 : N9aYL



