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Diuretic for the treatment of hypertension and fluid retention.
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4.3 Contraindications
e Hypersensitivity to ..... Sulphonamide derivatives or to .....
o Recentcerebrovascularaccident

4.4 Special warnings and precautions for use:

Special warnings:

When liver function is impaired, thiazide-related diuretics may cause hepatic encephalopathy, particularly in
case of electrolyte imbalance. Administration of the diuretic must be stopped immediately if this occurs or
there are signs of renal insufficiency.

A slight weight loss has been reported in some patients taking Indapamide.

Special precautions for use:

e Choroidal effusion, acute myopia and secondary angle-closure glaucoma:
Sulfonamide or sulfonamide derivative drugs can cause an idiosyncratic reaction resulting in choroidal
effusion with visual field defect, transient myopia and acute angle-closure glaucoma. Symptoms include acute
onset of decreased visual acuity or ocular pain and typically occur within hours to weeks of drug initiation.
Untreated acute angle-closure glaucoma can lead to permanent vision loss. The primary treatment is to
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discontinue drug intake as rapidly as possible. Prompt medical or surgical

treatments may need to be considered if the intraocular pressure remains
uncontrolled. Risk factors for developing acute angle-closure glaucoma may include a history of sulfonamide
or penicillin allergy

4.5 Interaction with other medicinal products and other forms of interaction
Combinations requiring precautions for use
Torsades de pointes-inducing drugs

.. Bretylium...

Combinations requiring special care:

Allopurinol:

Concomitant treatment with indapamide may increase the incidence of hypersensitivity reactions to
allopurinol.

4.6 Fertility, pregnancy and lactation

Pregnancy:

There are no or limited amount of data (less than 300 pregnancy outcomes) from the use of indapamide in
pregnant women. Prolonged exposure to thiazide during the third trimester of pregnancy can reduce
maternal plasma volume as well as uteroplacental blood flow, which may cause a foeto-placental ischaemia
and growth retardation.

Animal studies do not indicate direct or indirect harmful effects with respect to reproductive toxicity (see

section 5.3).

As a precautlonarv measure, it is preferable to avoid the use of Indapamlde durlnq pregnancy.

Breast-feeding:

There is insufficient information on the excretion of indapamide/metabolites in human milk. Hypersensitivity
to sulfonamide-derived medicines and hypokalaemia might occur. A risk to the newborns/infants cannot be
excluded.

Indapamide is closely related to thiazide diuretics which have been associated, during breast-feeding, with
decreased or even suppression of milk lactation.

Indapamlde should not be used during breast feedlnq

Fertility:
Reproductive toxicity studies showed no effect on fertility in female and male rats

(see section 5.3). No effects on human fertility are anticipated.

4.8 Undesirable Effects

MedDRA Undesirable Effects Frequency
System Organ Class
Eye disorders Myopia Not known
Blurred vision Not known
Visual impairment Not known
Choroidal effusion Not known

.Preclinical safety data 5.3 qwoai Pharmacokinetic properties 5.2 q'woa yTnn [pTvnn ,q0m




:D'N2N D'9'Y0A 1WY] [1XY |17V DRIDTYAN

N9NNA Yin'vin 1947 2
:0OX N9NN2 Ynnwa'? 'N !

YW NNV MINNKRT e

N9NNA YIN'YY NIyann niTnirm nnatx !
N"7IF01N N2OWA 07712 NNAVYN 7V D'MON NI'N7 071! 17X .0™M1'WA ANI IX 2'N12 2T Y7 v

N7'0IN VAV TV NIYY JINA UNINDY7 0'712'Y .11 3NN YN 'y IR ("7T'RN1D 0'79N) 'y v
D'21'78 17 DN'n OX NI' NI )27 [1D'0N LWIAR N'R JTAX? DNA7 710! 12T ,719'0 0 TVNA . T'RD
.T'XAIDTZI0 IX ['7'X1197 NnTIR

NI'MSINN |'2 NN /NIXERIVAR !

(D22 719'07) 710571m12077

T'N9'07I D'T'TN'N ... TI0NA .....[12d DINYN
D'T'TIR'2AI T IR | T2

(270 2¥j7a niy1oNa 719'07) rO7'oPNl TIRPIO LI'RPITY
TN (NN 'X'ANNNIX 210N NR'0IM'0IN

(0T YN7 "N 719'0Y7) 'oImo

['9TATORIN [1AD N'097'OXA 719'07 NIDINN

(n'wo niynona 719'07) 2IT'0N01 TN 1D NIFVID'OD'VIX NIDINN
(pTarwa 71910%7) mMI917N

(o"n"™oo DMIN'TA 719'0%7) 2 'XVIDNX

['¥XO?179190

1Tl ANl vIn'y !
NI N7T IX N7 NYT DATHIENMIF DRIM'X NIDIN 227 JNIK NNY X9NNY DN .X91NN NI'NIN INK AIRY7 W'

(D'TI9N ymI D'RIN'Y ,0'YAI'A 0'9'TY N1 [1A2) [A7WUNIA D'Y'YY NIRITA 7W NI7ITA NI'NDIA7WUK '90IN

NIMIsI nn L, jiMn

NN DTN XONN DX VYT'7 W' AWOKRN 720 DTRZIA 917N 719'07 11aY7 W' . NINNYT 12N IX [N 7W n0pna

.NNN7 N11DNN X [INNA

A PIDAA-IN-DF I AN AR WARURT R

.NFINA WIN'Y? NX70m NI'X N9NNN .OX 27N w191 7'von ninn

X117 niyoin .4

NN ANX OX 0'™71IND N 7Y [1'Y IX X911Y7 T'n N119Y1 VIn'yn DX 7'0907 Ut

..... I NNTRINIX
NN q17' ,NI'NIS7Y ,JIMN TIA 9120 722 Iy 7w NN ,NTY NN NI2YY7 11y NNMN NRN
JDINNK NIANYR NN X (]1021°2 012'00 MINON) DM DMNPN 7w NP7T JIwn 7w

.NAI0 X7 TN NWANA NI7A1 2221 (V22 M ARYY7 DNA7 217V WK 27T 271Y
(7125 N'MOI79¥IX) T2O2 N7NNN NN NN N7NNn




T NPT e
NIANY7 001 DY 0791002 ANND 12D ,NIMIY IPYA NIRATIR NIARN e
JI'ONNONRI NIMANTR

:NI0Nn 'NiI'7 NIYSIN
(100 yinn o'wnnwn 1-10 2 niy'smw Niyoin) (Common) NIN'DY 'Kil7 NIY9IN
(nN2amM NNITR NNMI9) NN719917170 NN @
LD DYWINT DNAT D7D DT DM R7YUR D
10,000 yinn o'wnnwn 1-10 2 niy'simy nsin (rare) NiN' 'KRil7 NIYsIn
A ... o
Ao s e B OIS RS I UGN TR Smin PUGSIER D Hates b s papg
10,000 1M TNX WNNwnn NIN9A NIY'SINY NIYSIN (Very rare) TIXn NIN'T 'XI'7 NIYOIN

(RIrIAH933 INOI NOARAT- AW IR AT |

:(NYA1 DIV NINDYY NIYOIN) DYIT DI'R NINDYY 'K NIYDIN
(norm) 'R X e
NI YILYL e
DRI NP7 e
['VD 7¥ N"717010 N2OWA 07T NINQVYNYT7 D'WOKX 0'IN'0) NIAA YN'7 27V D'1'WA AN IXN 'R DT e
(N®N N'NT-NNIR0 NNIRIRZA IR ("7T'RNID 079N)
PHAR- U ADUAN- TN THRDAR AYADA) T THADITDIN T HDI0R- BT 7WD-3w-axyna
{PHOPIRN IR HARA- TR PHRIRG——
e
PR INAY B PN RAD—

http://lwww.health.gov.il nixMAN TIwn ANXAY NISNNN 1AXA DI0NDY7 IN7W1 DRDTIVAN DII7VN
09-7626323 ,;nwn TIn 4 wann 'n1 ,n"ya XD NNANY NS T 7Y 0'09TIN 0YAR7 N1

,N211]
T'OIN |I7X
namn npn

n"ya nimo NI'vyn vxd



