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g Other side effects include:

Uncomman, affects 1 to 10 per 1,000 users

cough

low bload pressure

ghtheadedness

dehydration [with symptams of thirst, dry mouth and
tongue, infrequent urination, dark coloured urine, dry
skin]

muscle poin

firedness

g or numbness

blurred vision
noises [e.g. hi

g, buzzing) in ears,

Very rare, affects less than 1 per 10,000 users
+dizziness
+diarthoea
oint pain.

Frequency not known, according fo the available data
* breathing difficulty

+ severely decreased urine output

low level of sodium in the blood (which can trigger
tiredness, confusion, muscle twitching and/or
convulsions in severe cases)

low level of potassium in the blood (sometimes with
muscle weakness, muscle spasms, abnormal heart
thythm)

low level of white cells in the blood [with symptoms
such as fever, skin infections, sore throat or mouth
ulcers due Io infeclions, weakness)

the level of bilirubin increased in blood [which can, in
severe cases, irigger yellow skin and eyes)

the level of blood urea nitrogen and creatinine
increased in blood [which can indicate abnormal
kidney function)

the level of uric acid in blood increased [which can,
in severe cases, rigger goul|

syncope (fainting).

The following side effects have been reported with
products containing valsartan or
hydrochlorothiazide alone:

Valsartan

Uncommon, affects 1 to 10 per 1,000 users
* spinning sensation
= obdominal pain

Frequency not known, according to the available data
* blistering skin (sign of dermatitis bullous)

skin rash with or without itching together with some of
the following signs or symptoms: fever, joint pain,
muscle pain, swollen lymph nodes and/or flu-like
symptoms

rash, purplish-red spots, fever, itching (symptoms of
inflammation of blood vessels)

low level of blood platelets (sometimes with unusual
bleeding or bruising)

high level of potassium in the blood [sometimes with
muscle spasms, abnormal heart rhythm)

allergic reactions {with symptoms such as rash,
itching, hives, difficulty breathing or swallowing,
dizziness|

» swelling mainly of the face and throat; rash; itching
elevation of liver function values

the level of haemaglobin decreased and ithe
percentage of red cells decreased in the blood
(which both can, in severe coses, trigger an
anaemia)

kidney failure

low level of sodium in the blood [which can irigger
tiredness, confusion, muscle twitching and/or
convulsions in severe cases).

de

Very common, offects more than 1 per 10 users
* low level of potassium in the blood
* increase of lipids in the blood.

Hydrochlorof

Common, affects 1 to 10 per 100 vsers

* low level of sodium in the blood

* low level of magnesium in the blood

* high level of uric acid in the blood

* itchy rash and other types of rash s
* reduced appelite

+ mild nousea and vomiting

* dizziness, fainting on standing up

* inability 1o achieve or maintain erection.

Rare, affects 1 to 10 per 10,000 users
ering of the skin (due to increased

high level of calcium in the blood

high level of sugar in the blood

sugar in the urine

warsening of diabelic metabolic state

consfipation, diarrhoea, discomfort of the stomach or
bowels, liver disorders which can occur together with
yellow skin and eyes

iregular heart beat

headache

sleep disturbances

sad mood (depression]

low level of blood platelets {sometimes with bleeding
or bruising undemeath the skin)

* dizziness

* tingling or numbness

« vision disorder.

Very rare, affects less than 1 per 10,000 users

» inflammation of blood vessels with symptoms such as
hered spots, fever (vasculitis)

g, hives, difficulty breathing or swallowing,

severe skin disease that causes rash, red skin, blistering
of the lips, eyes or mouth, skin peeling, fever (toxic
epidermal necrolysis)

facial rash, joint pain, muscle disorder, fever (lupus
erythematosus)

severe upper stomach pain (pancreatitis)

difficulty breathing with fever, coughing, wheezing,
breothlessness (respiratory disiress including pneumon
ond pulmonary cedemal

fever, sore throol, more frequent infections
(agranulocytosis)

pole skin, firedness, breathlessness, dark urine
{hoemalytic anaemia)

fever, sore throat or mouth ulcers due to infections
{leucopenia)

canfusion, tiredness, muscle twitching and spasm, rapid
breathing {hypochloraemic alkalosis).

Frequency not known, according to the available dala
weakness, bruising and frequent infections (aplasic
anaemia)

severely decreased urine output {possible signs of renal
disorder or renal failure)

decrease in vision or pain in your eyes due fo high
pressure [possible signs of acute angle-closure
glaucomal)

rash, red skin, blistering of the lips, eyes or mouth, skin
peeling, fever [possible signs of erythema multiforme)
muscle spasm

fever (pyrexial

weakness {asthenig).

Reporting of side effects

If you get any side effects, talk to your doctor,
pharmacist o nurse. This includes any possible side
affecis not listed in this leaflet. You can also report side
effects direcily via HPRA Pharmacovigilance, Earlsfort
Terrace, IRL - Dublin 2; Tel: +353 1 6764971;

Fox: +353 1 6762517, Website: www.hpra.ie;

E-moil: medsafety@hpra.ie. By reporfing side effects you
can help provide more information on the safety of this
medicine.

u How to store Co-Vatan

* Keep this medicine out of the sight and reach of
children,

* Do nat use this medicine ofter the expiry date which is

stoted on the blister and carton. The expiry date refers

1o the last day of that manth,

Do not store above 30°C. Stare in the original

package in order fo protect from moisture.

+ Do not use any CoVatan pack that is damaged or

shows signs of tampering.

Do not throw away any medicines via waslewaler.

Ask your phormacist how to throw oway medicines

you no langer use, These measures will help protect

the environment.

.

.
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6 Contents of the pack
and other information

‘What Co-Vatan contains

* The active substances are valsarton and
hydrochlorothiazide.
Each tablet contains 80 mg of valsartan and 12.5 mg
of hydrochlorothiozide
Each tablet contains 160 mg of valsartan and
12.5 mg of hydrochlorothiazide
Each tablet contains 160 mg of valsartan and 25 mg
of hydrachlorothiozide
Each tablet contains 320 mg of valsartan and
12.5 mg of hydrachlorothiozide,
Each lablet contains 320 mg of valsarian and 25 mg
of hydrachlarothiozide.

+ The other ingredienis are:

Tablet care:

microcrystalline cellulose, crospovidene, magnesium
stearate, colloidal anhydrous

Coating:

hypromellose, macrogol 8000, tale, fitenium dioxide
red iron oxide (E172), yellow iron oxide,

Tablet core:

microcrystalline cellulose, crospovidone, magnesium
stearate, colloidal anhydrous
Coating:

hypromellase, macrogel 8000, fale, titanium dioxide
[E171), red iron oxide (E172).

[E171), red iron oxide (E172), yellow iron oxide
[E172), black iron oxide [E172).

hypromellose, macrogol 4000, tale, titanium dioxide
[E171), red iron oxide (E172), black iron oxide
[E172).

Toblet core:

microcrystalline cellulose, crospovidone, magnesium
stearale, colloidal anhydrous silica

Coaling:

hypremellose, macrogol 4000, tale, fitanium dioxide
[E171), yellow iron oxide (E172).

What Co-Vatan looks like and contents of the pack
Co-Valan 80 mg/12.5 mg film-cooted toblets

Film-coated tablet, light orange, avaloid, slightly convex
faces, imprinted (debossed) with “HGH" on one side
and "CG" on the reverse side

Co-Vatan 160 mg/12.5 mg film-coated fables
Im-coated tablet, dark red, ovaloid, slightly convex
faces, imprinted (debossed) with “HHH" on one side
and “CG" on the reverse side.

Co-Vatan 160 mg/25 mg filmcoated tablets

Film-coated tablet, brown orange, ovaloid, slightly
convex faces, imprinted (debossed] with “"HXH" on one
side and “NVR" on the reverse side

Co-Vatan 320 mg/12.5 mg film-coated tablefs
Film-coated tablet, pink, ovaloid shaped, bevelled edge,
imprinted (debossed] with “NVR” on one side and
“HIL" on the reverse side

CoVaian 320 mg/25 mg film-coated tablets

Yellow, ovaloid shaped, bevelled edge, film coaled
tablet, imprinted {debossed] with “NVR" on one side
and “CTI" on the reverse side

Pack sizes: one pack contains 7, 10, 14, 15, 20, 28,
30, 50, 50x1, 56, 60, 84, 90, 98, 100 or 280 film-

coated tablets.

Not all pack sizes may be marketed.

Marketing Authorisation Holder and
Manufacturers

Marketing Autherisation Holder
Rowex Ltd., Bontry, Co. Cork, Ireland,

Manvufacturers
Salutas Pharma GmbH, Otto-von-Guericke-Allee 1,
39179 Barleben, Germany.

Lek S.A., Ul. Domaniewska 50 C, 02-672 Warszawa,
Poland.

Lek Phormaceuticals d.d., Verovikova 57, 1526
Ljubljana, Slovenia.
Lek Pharmaceuticals d.d., Trimlini 2 D, 9220 Lendava,
Slovenia.

Novartis Farma S.p.A., Via Provinciale Schito 131,
B0058 Torre Annunziata, ltaly.

Novartis Pharma GmbH, Roonstrasse 25, 90429
Nuremberg, Germany.
S.C.Sandoz SR.L, §

Mures, Romanio.

Livezeni nr. 7A, 540472 Targu-

This medicinal product is authorised in the Member
States of the EEA under the following names:
Sweden: CoVoton BOmg/12,5 mg
filmdragerad tablett
CoVatan 160mg/12,5 mg
filmdragerad tablett
CoVatan 160mg/25 mg
filmdragerad tablett
CoVatan 320mg/12,5 mg
mdragerad lablelt
CoVatan 320mg/25 mg
filmdragerad ablett

Vasortan/HCT Hexal B0 mg/12,5
mg - Filmtabletten

Valsartan/HCT Hexal 160
mg/12,5 mg - Filmtabletien
Valsarten/HCT Hexal 160 mg/25
mg - Filmiableten

Valsartan/HCT Hexal 320
mg/12,5 mg - Filmtabletien
Valsartan/HCT Hexal 320 mg/25
mg - Filmiabletien

Austria:

Valsarian HEXAL comp
80mg/12,5mg Filmiabletten
Valsartan HEXAL comp
12,5mg Filmtabletten
Valsartan HEXAL comp
160mg/25mg Filmtabletten
Valsartan HEXAL comp
320mg/12,5mg Filmtabletten
Valsartan HEXAL comp
320mg/25mg Filmiabletien

Velsartan Hidrocloritinzida Bexal
80/12,5 mg comprimidos recu
con peliculo EFG

Valsartan Hidrocloritiazida Bexal
160/12,5 mg comprimidos recubiertos
con peliculo EFG

Valsartan Hidrocloritiazida Bexal
160/25 mg comprimidos recubiertos con
pelicula EFG

Valsartan Hidrocloritiozida Bexal
320/12,5 mg comprimidos recubiertos
con peliculo EFG
Valsartan Hidroclor
320/25 mg compri
recubierlos con p

CoVatan 80 mg/12.5 mg Film-
coated tablets

Co-Vatan 160 mg/12.5 mg Film-
coated tablets

CoVatan 160 mg/25 mg Film-
coated lablels

CoVatan 320 mg/12.5 mg Film-
coated lablets

CoVatan 320 mg/25 mg Film-
coaled lablels

Valsartan HEXAL comp
80mg/12,5mg Filmtabletien
Valsartan HEXAL comp
160mg/12,5mg Filmtabletten
Valsartan HEXAL comp
160mg/25mg Filmtabletten
Valsartan HEXAL comp
320mg/12,5mg Filmiabletien
Valsartan HEXAL comp
320mg/25mg Filmtabletten

This leaflet was last revised in 09/2016.

Germony:

Spain:

Ireland:

Luxemburg:

LM, L Ta0 0316
Arbcle no
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