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INFORMATIONS GENERALES
L< R Client : Beaufour IPSEN N° de dossier PAO : 210305 Date du BAT : 15/04/2021
Code article : 1068664 v2 Désignation : Smecta OR GR Annule et remplace :
P;"‘Cw& Grammage : 50 Recto | 2747
PHARPRINT Format ouvert (mm) : 180 X 210 Couleurs : Verso | 2747
Validation client INFORMATIONS SPECIFIQUES selon type de notice
(Date + nom + Visa) :
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Laize : 180 Format plié (mm) : X Pliage : Volets
Spotage : 210 Débord 2 mm : Oul NON  Rainage : NON SIMPLE DOUBLE distancés
Sens d’enroulement : 2 |Code barre visible : oul NON  Point de colle : oul NON mm

Informations diverses :

OYANO OAHFIQN XPHZHZ:
MAnpogopleg yia Tov XpHaTn

SMECTA,
KOVLG YLX TTOOLUO EVXLWPNUX OF
@OKEANLOKO, 39/ PAKEAALOKO
Diosmectite

AlxB&oTE TIPOOEKTIKK OAOKANPO &ULTO TO OO

0dNYLY XpHoNG TPV &pxioeTe V& TXipvETE ®UTO

TO @XPUOKO, OLOTL TIEPIAGUPRVEL ONUAVTLKEG

TANPOPOPLES YL TG,

TPETTEL TTAVTOTE VO TIKLPVETE KUTO TO (pé(pkako aKpLBUIG

OTIWG  TIEPLYPGPETAL  OTO  TIXPOV  (QUANO  0BNYLWV

XPAONG A OOUQUVK pE TLG 0dNYLEG TOUL YLATPOU N TOL

POPUKOTIOLOU TOG.

- GUAGETE oLTO To ONNO_odnyLdv xprong. ‘lowg
XPELXOTEL VO TO DLxBaioeTE EQVEX.

- ATreuBuvBeiTE OTOV PAPUAKOTIOL TG EGV XPELXOTETE
TIEPLOTOTEPEG TIANPOPOPIEG 1) TUMBOUAEC.

- EGv mopaTnpiioeTe kAol avermBOUNTY) evépyeln,
EVNUEPWOTE TOV YLATPG 1} TOV POPUAKOTIOL0 0AG. AuTO
LOXVEL KoL yLox kGO Tiaviy aveTTLBOpNTN evépyeLa TTou
BEV VRPEPETAL OTO TTXPOV PUANO 0dNnyLV Xprong.
BAéTTe Maxpdypaipo 4.

- MpétreL vax amreuBuvBeiTe ot YLaTpo ebv dev xloBbveaTe
KoAOTEPa 1 €&V aLoBGveaTe XeLpOTEPX PETG oTTO 3
NUEPEC OF TIEP(TITWON 0EEIXG DLEPPOLAC.

Tu TEPLEXEL TO TTRPOV PUANO 0BNYLWV

1. Tuelvai To SMECTA koL TroLa €(vait n xprom Tou

2. TuTtpémeL vax yvwp(Cete Tipv TrépeTe To SMECTA

3. Mg va TrépeTe To SMECTA

4. TBavég aveTrBOUNTEG evépyeteg

5. Mg var uldooete To SMECTA

6. NMeplexOpEVO TG GUTKELATLNG KoL AOLTTEG TIANPOOPIEG

1. Tt giva To SMECTA kaxt oL evext n Xpon Tou
To Smecta elval @UOKOG  KABXPLOWEVOG  KaL
TUTTOTTOLNPEVOG TTNAOG.

To Smecta keAOTITEL TO BAEVWOYOVO KL TOV TIPOGTATEDEL
auEbvovtag TV avtiotaon TG PAEwag  kal
deapebovTag Taboyova, BakTApLa, LOUG KL TOELVES.

To Smecta xpnatpoToLe(TaL gtot T Beparela TG

- OZelng dLEPPOLKG T TIALOLK NALKLBG GV TWV 2 ETWV
€ GUVOLKOMO ME TIOOLUO DLEKALHG EVUBGTWONG, KAL
ge Evr’])\tksg

- Xpoviag  dukppolag  (Mokpoxpovia  dléppola) Oe
eVAALKEG

- MOVou TIou GUVOEETAL PE AELTOUPYLKEG VOTOUG TOU
EVTEPOL O EVANLKEG

Mpétel v PAOETE P Evav yLoTpo edv dev augBhveaTe
koNOTepa 1) €av awoBavBelte xepoTepx peTé omd 3
nuépeg ot mep(mTwaon o&elag SLxppoLaG.

MopaTeTapévn 1 emavetAnppévn xprjon Tou Smecta dev
TUVLOTHTAL XWPLG LXTPLKA TUHBOLAN.

2, Tu rpéTreL v YVwpiTeTe Tpv TTkpeTe To SMECTA

Mnv To Tr&peTE: i
-E&v elote aMhepyikol oTo  Diosmectite ot
0TIOL0BATIOTe GANO OTO T TUOTOTLKE AUTOU TOU

QAPHAKOL (XVAPEPOVTAL OTNV TIXPAYPRPO 6).

MpoeLdoTTOLOELG KL TIPOPUAKEELG
ATtevBuVBE(TE 0TO UPHAKOTIOL) TG, TIPLY GTTO TN ARYR
SMECTA:
- E&v éxeTe evnuepwBel a6 Tov yLaTpd oag OTL éxeTe
dUOBVEE(XH T KATTOLX TBKYAPQ ,
- Z& TIEPUTTTWON LOTOPLKOU GORKPHG BUTKOMOTNTAC.

Se Bpé(p% Kol TodLE nAkiog kéTw Twv 2 eTdov: To
SMECTA dev TIpETTEL vex XPNOLUOTIOLETAL.

S IdLE NAKLOG Gvew Twv 2 €Twv: To SMECTA Bax ipéTret
VX XpnowoTIoLelTal povo yio T Bepatreiac TNG 0&glng
BLAPPOLAC 0E TUVBLKTUO PE THV EYKaLpn XOprynan evog
OGO BLUAIPATOC evudATWONG (ORS). OTroLCdNTOTE
XpovLa xprom Tou SMECTA Bar TTpETTEL VX XTTOQEVYETAL.

SUMBOUAEVTELTE TOV YLOTPO TOG
-E&v oL dlatapoyéc dev TapépxovTal péoa of 3
NUEPEC YL TNV OFE(X Bit&ppoLa
- AV 0 TIOVOC GUVOdEDETAL &TTO LYNAA Beppokpaain
1 épeTo
AUTO TO PXPUKKO TIEPLEKEL UIKPEG TIOTOTNTEG GLBAVOANG
(0AKOOANQ), MikpdTEPEG 10 100 Mg avé npepnoLa doom.

NMoudLé ke é@npot

To SMECTA Ba mipémel vo XpnoLpoTIoLElTaL Povo o€
TS NAKIBG Gvw Twy 2 eTWv ywx Tn Beparreia
0gelog dLbippolag. Ze TTaLdLG, N 0Eela SL&ppoLa TTpéTTeL
V& OVTLHETWTTICETOL OF GUVOLAGHG ME TNV éyKaipn
XopAynon TOoLHOL SLXADHKTOC eVLBATWONG, YLK VK
ATTOQEVYETAL N APUIGTWAT.
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SopmAnpuwpaTikol dlanTnTiiol Kavoveg:

o EExo@alioTe TNV evuddTwan pe GpBova aApupd n
YAUKG TTOT, YLO VO GVTLOTROULOTEL N GTTIAELX LY PV
AOYw TNG BL&ppoLaG (1 péaN NUEPHTLX BViyKN OF VEPO
YLo TOV eVAALKG elvail 2 AiTpa)

o ALXTNPAGTE THY TIPOGANYN TPOPNG KXBOTOV ETTLHEVEL
n 8iéppo, aM& aToKAElOVTOG OPLOHEVES TPOWEC,
1B{wg WG AoXaVIKG KL polTa, TIPAaLV AaXaviKd,
TIKAVTIKG TILOTO KXBUWG KXL KATEYUYHEVK TPOPLUK N
TOT&

o MpoTIUNOTE YNT& KPEXTO KAL POTL

AN @éppake kot To SMECTA:

OL TIpOTPOPNTIKEG LOLOTNTEG GULTOU TOU TTPOIOVTOG
utopel v emnpe&oouv Toug puBPOUG aTTOPPOPNONG
GAWY 0uaLwY. QG €k TOUTOU, KAXVEVX GANO (PGPURKO
Bev TIPETTEL Vot XOPNYE(TOL TAUTOXPOVX e To diosmectite.
SOVIOTATOL évol OLGOTHUK 2 WpWV  PETRED TG
TPOOANYNG TOL Smecta KAl TWV GANWY QXPUGKWYV.
EVNUEPUOTE TOV YLOTPO 1} TOV PAPUAKOTIO0 TOG EGV
TIOPVETE 1 EXETE TTAPEL TIPOTOATO GANK (PEPUKKOL.
Konon kot ONAXOPOG KoL YOVLUOTHTR

To Smecta dev OUVLOTATOL KATG TN SLbpKeELx NG
EYKUUOTGVNG KAt TOL BNAaTHOO..

Edv eloTe éykuog 1§ BNAGTeTe, vouTete OTL pTropel var
eloTe €ykvog 1| OXEOLXTeTE VO KAVETE MWD, pWTHOTE
TOV YLATPO 1} TOV QXPUKKOTIOL0 OG YL GUUBOLAEG TTpLY
oTI0 TN AYN GuTOD TOL ERPUKKOU.

081ynon Ko XELPLOPOG UNXAVPKTWY

Agv £X0LV TIPAYHOTOTIOLNBEL HENETEG YL THY LKAVOTNTAX
0BNYNONG KL XELPLOKOU HNXAVNUATWY, WoTO00 dev
QVXUEVETOL ETTIdPAON.

To SMECTA Teptéxet YAUKOTN KoL 0okxpogn

EQv éxeTe evnuepwBel om6 Tov ylaTpo oG OTL éxeTe
BuoaVEE X T€ OPLOUEVR TRKXXPX, ETTLKOLVWVAGTE HE TOV
YLOTPO TG TIPLV TIRPETE KUTO TO PXPUKKEUTLKO TTPOLOV.
To SMECTA mepiéxet 0,679 g YAUKOTNG avé d6an. Auté
TIpETTEL Vo AnBel uTIOWn ot ooBevelg e oakxapwdn
BB,

3. Mwg va TkpeTe To SMECTA

Névtote v TaipveTe qUTO TO QEPHOKO GKPLBWG
dTrug, 00G EXEL TTEL O YLATPOG 1} 0 POPUAKOTIOLOG OOLG.
E&v exete ap@LBoMe, pwTAOTE TOV YlaTpd N Tov
PRPURKOTIOLO TOG.

Oepamela TG oEelog dippotac:

Se TadL& nAkiog avw Twv 2 eTWv: H ouvioTMpEVn
d60n elvat 6g TV npépa, N oTolx avTLOTOLXEL O€ 2
@OKENTKOUG TNV NUEPQ.

AuTH n docoAoyla pTopel Vo SUMAXOLXOTEL oTV &xpXh
TOU ETTELT0B{0V OEELG DLKPPOLAC.

S& eVAALKEG

H ouvioTwpevn 86on elval 9g Ty nuépa, n otrola
avTLoToXEL O€ 3 QakeNlokoug TV nuépa. TV Tp&En
n npepfiola 86om pmopel v SumhaotaoTel ko TV
£VapEn TG Bepaelag.

AMec evdelEelc:

T& eVNALKEG

H péon ouvioTwpevn S0om elvaw 9g TNV nuépa, N oTrola
AVTLOTOLXEL OF 3 PRKENTKOUG TV NHEPQ.

TPOMOZ KAI OAOX XOPHIHZHZ

STOMOTLKA 090C.

To TEpleXOMEVO  TOU  (@akeAlokou — TIpETEL Vi
AVOPELYVOETOL OF €V UYPO WOTE VX OXNUKTLOTEL EVax
abpnua, Ayo Tipwv T Xprion.

Se TG To TIEPLEXOMEVO TOU QakeAlOKOL pTTOpEL
Vo avapLxBel o€ éva ptrpmepd pe 50 ml vepol Ko va
dlveta katd dlaoTAHOTO 0N BLbipkelx TG NUEPAG,
1 var avopLxBel pe P npL-vypr Tpo@, OTrwg Twuo,
KOMTIOOT®, TIOUPE, TIRLOLKY TPO®N.

S& EVAALKEG: TO TIEPLEXOHEVO TOU POKENTKOU UTTOPEL VXX
avapLxBel o pLod moTrpL vepo.

Névtote v Ta{pveTe qUTO TO QEPUOKO GKPLBWC
OTIWG  TTEPLYPR@ETAL  OTO  TTAPOV  QUANO 08Nyl
XPAONG A COUQWVE HE TLG 0ONYLEG TOU YLATPOD 1 TOU
QapUOKOTIOLOL OTG. E&v EXETE apLBOLEG, pwTroTE TOV
YLOTPO H TOV PRPUAKOTIOL0 TKG.

E&v TrépeTe TEPLOOOTEPO SMECTA (X116 OTL TIpETTEL

H Muyn mépx TON) Smecta ptiopel Vo TIpOKoAETEL
duokoNOTHTA, H Suoko\oTTa ouvhBwG e€apavileTal
oTov N Beparelon SrakoTrel 1 pewwel n doam.

Edv EexdoeTe v hpeTe SMECTA

Mnv TIapeTe SUTTAR SO0N YLX V& GvaTTANpWoETE T HO0N
oV EEXKOQTE.

EGv éxeTe TIEPLOOOTEPEC €PWTAOELG OXETIKG Me TN
XPHON GUTOV TOL PAPUKKOL, PWTATTE TOV YLATPO 1 TOV
PRPUKOTIOL) OOG.

4, MBavég aveTOUPNTEG EVEPYELEG

‘Omwg OAX TO QAPUAKY, ETOL KAL GUTO TO (QAPHAKO

grrops[ VO TIPOKONEDEL QVETTILOOUNTEG EVEPYELEC, AV Kol
€V TIXPOUTLATOVTAL 0€ GAOUG TOUG GVOPWTIOUG.

OL avemBOUNTEG EVEPYELEG, TTOU ElvaL oLVABWG fTTieg
KoL OV dLXPKOOV YL TTOND KKLPO, TIEPINGUBAVOLV:

SuxVEg (PTropel v eTpedoouy éwg 1 ot 10 &Topa)
* AugKoLALOTN T

‘OxL ouxvég (umropel vat emnpedoovy éwg 1 oTOUG
100 avBpwTouC)
o EEGVONux

Imévieg (pmopel vo emnpekoovy éwg 1 oToug
1000 xvBpwTOUC)
o Kvidwon (eE&vOnua pe @ayolpx)

Mn vamég (n ougv(rrnw dev popel v ekTipunOel

oTrd Tox SLOéotpex dedopéver)

o SupmT@paTa  oMepylkig  avtidpaong  dmmwg
epuBPOTHTA  TOL  OEPURTOG, PAYOUPX, TTPAELHO,
duoKoAieg oTnv avatvon, AuoBupia iy kaTépevan.

AVaQop& oVETTLOOPNTWY EVEPYELWV

Edv mopatnpioeTe  k&Tolx overm@0unTn  evépyela,
EVNUEPWTTE TOV YLATPO N} TOV QAPUKKOTIOL0 0OG. AUTO
LOXUEL Kol Yiox k&Be TLBavr) aveTriBOUNTN EvépyeLar TTOL
BV VAPEPETAL OTO TIXPOV PONNO 0BNYLLY Xpriong.
MTTOpe(TE ETTIONG V& GVAQEPETE AVETILOVUNTEG EVEPYELEG
amevBelag, Péow Tou €BVIKOD TUOTAUATOG AVRPOPKG:

EBVLKOG OpyavLopog dappdkwy

Meooyelwy 284

GR-15562 XoAapyoc, ABrva

Tn\: + 30 21 32040380/337

®aE: + 30 21 06549585

loToTotog: http://www.eof.gr

METW TG avapOPAC QVETTLBOUNTWY EVEPYELWV UTTOPELTE
v BonBnoETe 0TI GUAOYN TIEPLOGOTEPWY TTAIPOQOPLIV
OXETIKK HE TNV XOPAAELX TOU TIXPOVTOG (PAPHAKOU.

5. Mg v puA&aoeTe To SMECTA )
To @&PUOKO QUTO TIPETEL VX (PUAKTOETAL OE UéPN TIOU
dev To PAETTOLY KoL BEV TO PBGVOLY T TTLOLAL.

Mnv XpnowoTroleite aUTO TO Q&PHOKO METG ThV
nuepopnvioe ARENG TTOL avVaYpG@ETAL OTO KOUTL METG
TV évdelgn EXP (AHZH). H nuepopnvia MjEng eivat n
TENELTO{X NUEPK TOU MAVE TIOU GVXPEPETAL EKEL.

To Smecta dev amaLTel LOLxiTEPEG TLVOAKEG PUAGENG.

Mnv TIET&TE QGPURKK OTO VEPO TNG KTTOXETELANG 1)
OTX OLKLXKG XTTOPPIUXTA. PWTAOTE TOV QRPUXKOTIOLO
O0G YLX TO TIWG VO TIETREETE TX OXPUAKA TTOU HeV
XPNOLHOTIOLETE TTLo. AT Tor péTpa Bax BonBrgouv aTnv
TPOCTAOLX TOU TTEPLBRANOVTOC,

6. Meplexdpeva TG  Ouokevooiog kat  Aoumég

TAnpo@opieg

Tu epLéxet To SMECTA

- H dpaoTiki ouoia elvat o Diosmectite (AtoopekTitng)

-To ékdoxa elva: povoDddpLk YAUKOTN, VATPLOUXOG
TOKKXPLVN, GPWHEK TIOPTOKGALY, Gpwia Baviktoc™

*20VBETN TOL XPWUATOG TIOPTOKGAL: MoATOdEETPivN,
ookxapOln, KOMML akak{og (E414), povo - Kol
BLOKETUAO TPUYLKOL €0TEPEC HOVO KaL SLyAUKEPLdIwY
ATaplv otéwv (E472e), dlokeldlo Tou Tupttion
(ES51), kpwHX TIOPTOKGAL.

**30vBean Tou apwuaTog Bavilia: MoATodeETpivn,
oaKkXOpOLN, TPLOLELKOG YAukepweaTépag (E1518),
dL0&eldlo Tou TupLTiov (E551), atBulikh &AkoOAn,
AekBivn ooyLag (E322), &pwua Bavila.

Eppévion  Tov SMECTA Kot TEPLEXOHEVX TNG
OUOKELOOLKG

To @GPUKKO KUTO EPPAVITETAL WG KOVLG YL TTOTLHO
EVOLWPNHX OF QAKENALTKO.

To Smecta elvat dixBéotpo o guokevaoieg Twv 30
QAKEANTKWV.

Ké&Toxog Adeixg KukAogoping
Ipsen Consumer HealthCare

65 Quai Georges Gorse

92100 Boulogne-Billancourt, FTaA\{x

KoTOKELXOTHG

Beaufour Ipsen Industrie, Rue Ethe Virton, 28100 Dreux,
ToAA .

To T&pdv @UAAO 0BNYLLV XpoNG avaBewprOnKe yix
TeAevTaio popd oTig 03/2021.
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Package leaflet: Information for the user

SMECTA,
powder for oral suspension
in sachet
Diosmectite

Read all of this leaflet carefully before you
start taking this medicine because it contains
important information for you.

Always take this medicine exactly as described

in this leaflet or as your doctor, or pharmacist

have told you.

- Keep this leaflet. You may need to read it again.

- Ask your pharmacist if you need more information
or advice.

- If you get any side effects, talk to your doctor,
or pharmacist. This includes any possible side
effects not listed in this leaflet. See section 4.

- You must talk to a doctor if you do not feel
better or if you feel worse after 3 days in case
of acute diarrhoea.

What is in this leaflet

1. What SMECTA is and what it is used for

2. What you need to know before you take SMECTA
3. How to take SMECTA

4. Possible side effects

5. How to store SMECTA

6. Contents of the pack and other information

1. What SMECTA is and what it is used for
Smecta is natural purified and standardized clay.

Smecta covers the mucosa and protects it by
increasing the resistance of the mucus and by
binding to pathogens, bacteria, virus and toxins.

Smecta is used in the treatment of:

- Acute diarrhoea in children above 2 years in
addition to oral rehydration solution, and in
adults;

- Chronic diarrhoea (long-term diarrhoea) in
adults;

- Pain associated with functional bowel diseases
in adults

You must talk to a doctor if you do not feel better
or if you feel worse after 3 days in case of acute
diarrhoea.

Prolonged or repeated use of Smecta is not
recommended without medical advice.

2. What you need to know before you take
SMECTA

Do not take:
- if you are allergic to Diosmectite or any of
the other ingredients of this medicine (listed
in section 6).

Warnings and precautions
Talk to your doctor or, pharmacist before taking
SMECTA:
- If you have been told by your doctor that you
have an intolerance to some sugars
- in case of history of severe constipation.

In_infants and children below 2 years: SMECTA
should not be used.

In_children above 2 years: SMECTA should be
used only in the treatment of acute diarrhoea, in
association with early administration of an oral
rehydration solution (ORS). Any chronic use of
SMECTA should be avoided.

Consult your doctor
- If the disorders do not disappear within 3 days
for acute diarrhoea.
- If pain is associated with a high temperature
or vomiting.

This medicinal product contains small amounts
of ethanol (alcohol), less than 100 mg per dose.

Children and adolescents

SMECTA should be used only in children above
2 years in the treatment of acute diarrhoea. In
children, acute diarrhoea must be treated in
conjunction with early administration of an oral
rehydration solution (ORS), to avoid dehydration.
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Supplementary dietary rules:

o Ensure rehydration with plenty of salty or sweet
drinks, to compensate for fluid loss due to
diarrhoea (the average daily water requirement
in an adult is 2 litres);

e Maintain food intake while the diarrhoea
persists, but excluding some foods, especially
raw vegetables and fruit, green vegetables,
spicy dishes as well as frozen foods or drinks;

o Prefer grilled meat and rice

Other medicines and SMECTA:

The adsorbent properties of this product may
interfere with the rates of absorption of other
substances. Therefore, no other drug should be
administered at the same time as diosmectite.
A 2 hours interval between intake of Smecta
and other medicine is recommended. Tell your
doctor or pharmacist if you are taking or have
recently taken any other medicines.

Pregnancy and breast-feeding and fertility
Smecta is not recommended during pregnancy
and lactation.

If you are pregnant or breast-feeding, think you
may be pregnant or are planning to have a baby,
ask your doctor or pharmacist for advice before
taking this medicine.

Driving and using machines

No studies on the ability to drive and use
machines have been performed however no
effect is anticipated.

SMECTA contains glucose and sucrose

If you have been told by your doctor, that you
have intolerance to some sugars, contact your
doctor before taking this medicinal product.
SMECTA contains 0.679 g glucose per dose. This
should be taken into account in patients with
diabetes mellitus

3. How to take SMECTA

Always take this medicine exactly as your doctor
or pharmacist has told you. Check with your
doctor or pharmacist if you are not sure.

Treatment of acute diarrhoea:

In children above 2 years : The recommended
dose is 6g per day, which corresponds to 2
sachets per day.

This dosing maybe doubled at the beginning of
acute diarrhoea episode

In adults: The recommended dose is 99 per
day, which corresponds to 3 sachets per day.
In practice the daily dose can be doubled at the
start of treatment.

Other indications:

In adults

The average recommended dose is 9g per day,
which corresponds to3 sachets per day.

Method and route of administration

Oral route.

The contents of the sachet must be mixed into
a liquid to form a suspension, just before use.

In children: The content of the sachet can be
mixed in a feeding bottle of 50 ml of water to be
given at intervals during the day, or mixed with a
semi-liquid food, such as broth, compote, puree,
baby food....

In adults: the contents of the sachet can be
mixed into half a glass of water.

Always take this medicine exactly as described in
this leaflet or as your doctor, or pharmacist have
told you. Check with your doctor or pharmacist if
you are not sure.

If you take more SMECTA than you should
Taking too much Smecta may cause constipation.
The constipation usually disappears when
treatment is stopped or the dose reduced

If you forget to take SMECTA
Do not take a double dose to make up for a
forgotten dose.

If you have any further questions on the use of
this medicine, ask your doctor, or pharmacist.

4. Possible side effects
Like all medicines, this medicine can cause side
effects, although not everybody gets them.

The side effects that are usually mild and do not
last long include:

Common (may affect up to 1 in 10 people)
« Constipation

Uncommon (may affect up to 1 in 100 people)
¢ Rash

Rare (may affect up to 1 in 1000 people)
o Hives (itchy rash)

Not known (frequency cannot be estimated

from available data)

o Symptoms of an allergic reaction such as
skin redness, itching, swelling, breathing
difficulties, faintness or collapse

Reporting of side effects

If you get any side effects, talk to your doctor
or pharmacist. This includes any possible side
effects not listed in this leaflet. You can also
report side effects directly via the national
reporting system:

National Organization for Medicines
284 Mesogeion Av.,

GR-15562 Xolargos, Athens

Tel center : +30 213 2040 200

Fax : +30 210 65 45 535

Website: http://www.eof.gr

By reporting side effects you can help provide
more information on the safety of this medicine.

5. How to store SMECTA
Keep this medicine out of the sight and reach
of children.

Do not use this medicine after the expiry date
which is stated on the carton after EXP.The
expiry date refers to the last day of that month.

Smecta does not require any special storage
conditions.

Do not throw away any medicines via wastewater
or household waste. Ask your pharmacist how to
throw away medicines you no longer use. These
measures will help protect the environment.

6. Contents of the pack and other information

What SMECTA contains

- The active substance is Diosmectite

- The other excipients are: Glucose monohydrate
, sodium saccharine, orange flavour* , vanilla
flavour**

*Composition of orange flavour: maltodextrin,
sucrose, acacia gum (E414), mono- and dia-
cetyl tartric esters of mono and diglycerides
of fatty acids (E472e), silicon dioxide (E551),
orange flavour.

**Composition of vanilla flavour: maltodextrin,
sucrose, glyceryl triacetate (E1518), silicon
dioxide (E551), ethyl alcohol, soya lecithin
(E322), vanilla flavour.
What SMECTA looks like and contents of the
pack
This medicine is presented as a powder for oral
suspension in sachet.

Smecta is available in packs of 30 sachets.

Marketing Authorisation Holder
Ipsen Consumer HealthCare

65 Quai Georges Gorse

92100 Boulogne-Billancourt, France
Manufacturer

Beaufour Ipsen Industrie

Rue Ethe Virton

28100 Dreux

France

This leaflet was last revised in 03/2021.
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