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Indication

contraindications

Atacand Plus is contraindicated in patients with severe hepatic impairment Atacand Plus is should not be used in patients

Posology, dosage &
and/or cholestasis.

with severe hepatic impairment and/or administration

cholestasis.
Atacand Plus is contraindicated in patients with severe hepatic impairment

and/or cholestasis. Atacand Plus should not be used in patients with

severe hepatic impairment and/or cholestasis.




If dual blockade therapy is considered absolutely necessary, this should
only occur under specialist supervision and the patient should be subject to
regular close monitoring of renal function, electrolytes and blood pressure.
ACE inhibitors and angiotensin Il receptor blockers should not be used
concomitantly in patients with diabetic nephropathy._

Intravascular volume depletion

In patients with intravascular volume and/or sodium depletion symptomatic
hypotension may occur, as described for other agents acting on the renin-

angiotensin-aldosterone system. Therefore, the use of

Atacand Plus is not recommended until this condition has been corrected.

Based on experience with the use of other drugs that affect the renin-
angiotensin-aldosterone system, concomitant use of Atacand Plus and ACE
inhibitors, aliskiren, potassium-sparing diuretics, potassium supplements or
salt substitutes or other drugs that may increase serum potassium levels (e.g.
heparin sodium, co-trimoxazole) may lead to increases in serum potassium.
Monitoring of potassium should be undertaken as appropriate.

Photosensitivity

Cases of photosensitivity reactions have been reported during use of
thiazide diuretics (see section 4.8). If a photosensitivity reaction occurs, it is
recommended to stop treatment. If re-administration of treatment is
essential, it is recommended to protect areas exposed to the sun or to
artificial UVA radiation.

Special Warnings and
Special Precautions
for Use

Based on experience with the use of other drugs that affect the renin-
angiotensin-aldosterone system, concomitant use of Atacand Plus and
potassium-sparing diuretics, potassium supplements or salt substitutes or
other drugs that may increase serum potassium levels (e.g. heparin sodium)
may lead to increases in serum potassium. Monitoring of potassium levels
should be undertaken as appropriate (see section 4.4).

Interaction with
Other Medicaments
and Other Forms of

Interaction




Diuretic-induced hypokalaemia and hypomagnesaemia predisposes to the
potential cardiotoxic effects of digitalis glycosides and antiarrhythmics.
Periodic monitoring of serum potassium is recommended when Atacand Plus
is administered with such medicinal products, and with the following
medicinal products that could induce torsades de pointes:

e Class la antiarrhythmics (e.g. quinidine, hydroquinidine,
disopyramide)

e Class lll antiarrhythmics (e.g. amiodarone, sotalol, dofetilide,
ibutilide)

e Some antipsychotics (e.g. thioridazine, chlorpromazine,
levomepromazine, trifluoperazine,
cyamemazine, sulpiride, sultopride, amisulpride, tiapride, pimozide,
haloperidol, droperiodol)

e Others (e.g. bepridil, cisapride, diphemanil, erythromycin iv,
halofantrin, ketanserin,
mizolastin, pentamidine, sparfloxacine, terfenadine, vincamine iv)

Reversible increases in serum lithium concentrations and toxicity have been
reported during concomitant administration of lithium with Angiotensin
Converting Enzyme (ACE) inhibitors or hydrochlorothiazide. A similar effect
has also been reported with AlIRAs. Use of candesartan and
hydrochlorothiazide with lithium is not recommended. If the combination
proves necessary, careful monitoring of serum lithium levels is
recommended.

Concomitant treatment with cyclosporine may increase the risk of
hyperuricaemia and gout-type complications

The effect of Atacand Plus on the ability to drive and use machines has not
been studied, When driving vehicles or operating machines, it should be
taken into account that occasionally dizziness or weariness may occur during

The effect of Atacand Plus on the ability to drive
and use machines has not been studied, but based
on its pharmacodynamic properties Atacand Plus
is unlikely to affect this ability. When driving

Effects on ability to
drive and use
machines




treatment of Atacand Plus ..

vehicles or operating machines, it should be
taken into account that occasionally dizziness or
weariness may occur during treatment of

hypertension.

Cough- Very rare
Respiratory infection- Common

Hyperglycaemia, hyperuricaemia, electrolyte imbalance (including
hyponatraemia and hypokalaemia)- Common

Acute myopia, acute angle-closure glaucoma

Cough- Unknown

Xanthopsia

Adverse events

19989 oy

MYP1IANHD MIMINHN

vIn vopo

N VOPY

1oya P9

YN ANt 519705 Mynynn NRAN MONNN NNX DX Y01 "N DX e
07T
590" ,5M9%Ix -nd) ACE prraxn "aoyn o
n"YD1 NND10 N1Pyan Y210 )10 ox TNna (MM
21725 710%™ Xx91M PN At npna aliskiren porhx

nnM DTN YNY ,"NMY0N TPSN -0°R2AN DY TTAN NX 10N
.DT2 (D1POXRLID -XNANTY) DVONLVPYRN

YN NN NYA 11y2 1IN MNa 01Na2 515y 0199 TIpLUR

myanin MTn"Nn NNNTR
TMPLUXA YINY2A

NPO YR MYDNN MOINN LKL NN -DT YN NTNND MODINN e

nMnx NMOnN np1'> NNKX OX




ook a0 ACE  omkn aovm Topuxet  aliskiren

oMM 5910y HMo09p
PN DINTA 219700 M9INN NP DY 210 IR TONNID e
21TXOPINNXD101 DMDINNMU

POWRN MM DY YOwNY M%1byn MP0UID 0D "VIX MOIN
.0

X OPMa MYNN2 7190 Mmnwnn M9NN) NY0p1ap e
(non YSna oD

NONYN NKY 5NN NMNTY NNwnn N91N) P90 e
(DM

NN N2 52105 N%5Y oN5'01 WX MDD MONNN e
amifostine (DM NDIN ND1N) 1919pPXA -IND DTN YRS

.NN™M0N N1"VIDM0D "VIX MOINM (JUID2 19705 NDINN)

N191 NONNNN NX NNPY pODN ,NTNI" N MON™NN MA™NNN NMY9IN
“T'n XONNO

915y 71°0 Jon NXYIND .0M2%0 DTN RN NNN2 DT DAY Y15V TIpLNR
NIpPN2A 01N X MPYT ,MO™Y 2NN 12N™ 0NN M9 TRy NN MY
.DT MpP T2 VIR"aY XO1NN DY TN Wwp RO Oy At

N"NN MNS Sy My*5wn) M2ANp DNYY My ,MNDY KN NysIn
:(10 )n X

X N"DD N1"YA 1% w0 OX TN1PNA ,DTA AOW/KRN NINNA AT IR Dy
,APON . NMO™MY M 12N 7NN XN M1wN DX Q% NPRO0 K
215011 MPT NRANN IR 250 %P2 My1on

:(1000 11 TNX NN MINS Sy My*dswn) NN RN NyoIN
MYN Y MOP IR NPMO5Y DY ,0NN NUWONNN NP NNMD - e

INNY MYNIN




.19 NPMBHYY NYOIN IR
T XD NMINMORA "RNY My 1IN
,DINY DMAN "A0YX 2¥N 1NT) NPNY1T NPNUDO 0191 NONN- e
,ININTR XLANND DYDY NMIY NNMI91 D'PIDNA DX
(Mya nreawan 915p ,mmoby




