JlucroBka: nHdopManus 3a noTpedbuTeNs

CMEKTA 3 g npax 3a nepopa/iHa cycneH3Hs
SMECTA 3 g powder for oral suspension
aHocMeKTHT (diosmectite)

IIpoyerere BHHMATEIHO USJIATA JIHCTOBKA, NPEAH Ja 3aN04HETe 1A IPHEMATe TOBA JIEKAPCTBO, Thil

KaTo TH ChAbPKa BakHa 3a Bac undopmanns.

— BwuHaru npuemaiite ToBa JIeKapCTBO TOYHO KaKTO € OMMCAHO B Ta3H JHMCTOBKA WIH KakTo Bu e kasan
Baimsa nekap unu papmanent. 3anazere Ta3u nucToBKa. Mojke 11a ce HaIOXKH J1a 1 MPOYETETE OTHOBO,

— AKo ce HyXKJaeTe OT JOITbJIHMTENHA HHYOPMALMA WIIH ChBET, Nonuraiite Bamus dapmauesrt.

—  AKO Noy4nTe HAIKAKBH HEKe/IaHW JIEKapCTBEHH peaklliy, yBeaoMeTe Baumua nekap uin dapmauesT.
Topa BKTIOYBa M BCHYKH BBb3MOKHH He)XKeJlaHH peakllii, HEOTTMCAHH B Ta3M JIMCTOBKA. Bikre Touka 4.

— Ako cnea 3 1HHM He ce MOYYBCTBaTe NMo-100pe WK cheTosHUEeTO By ce BiowH, TpabBa n1a norbpcure

JieKapcKa MoMoLI B ciTyyaii Ha OCTpa aHapus. .
¢ 13h NHIATENHA ATEHLIAA NO NEKAPCTBATA

£

KakBo chabpaa Tasn aucToBKA: e - (IpuAmeNUS 2

1. Kakso npencrasisea CMEKTA u 3a kakBo ce u3noassa ZO 5 /ﬁ

2. Kaxgo Tpsi6Ba 1a 3HaeTe, npean a npuemere CMEK TA®M Poz. [V A A A A e
3. Kak na npuemare CMEKTA g . / 4 -?59 5 ’/,.. 39,0 5 20
4. B13MOXKHH HEXKETaHH PeakilHH E PaIPOIBHUO NB \iuvtommsssiissisnes

5. Kak na coxpanseare CMEKTA \\ Q,[) 6‘5 " 12,0020 m
6. CobabpkaHue Ha ONAKOBKATa M JOITbIHUTENHA HHQ)OPJMEHUQ Mo Linnniresssonairnerased/saseseensras sdeesil)fer

1. Kakso npeacrasnsasa CMEKTA u 3a KakBo ce H30J13Ba
CMexTa e ecTecTBEHO NMpe4YHCTeH W CTAHAAPTHU3HPaH KileH.

CMeKTa NOKpHBa JIMraBULIATa M 5 3alliMTaBa, KATO MOBUILIABA YCTOHYMBOCTTA Ha CTy3Ta H KaTo Ce CBbP3Ba ¢
naToreHuTe, GaKTepHUTe, BUPYCHTE U TOKCHHHTE.

CmexTa ce H3MOJI3BA NIPH JIEYEHHETO Ha:

- Octpa nuapus npu Aeua Haa 2 rogdiiHa Bb3pacT B JONBJIHEHHE KBbM [EpOpajieH pasTBOp 3a
pexuapaTalus, KakTo H NMpH Bb3PacTHH;

- XpoHHuHa auapus (NpoABIDKUTETHA JUapHs) NPH Bb3PacTHH;

- bonka, cBbp3aHa ¢ pyHKUHOHaNHH 3a00159BaHUA Ha YepBaTa NMPH Bb3PacTHH

Axko cnen 3 nHM He ce yyBCTBaTe no-nobpe WiHM cheTosHMeTo BM ce Bnoww, TpsOBa 1a MOTbpCHTE
JieKapcKa NoMolLl B CJIy4ai Ha ocTpa AHapHs.

Ilpoas/mkHTeHATa MM MHOrOKpaTHaTa ynotpeba Ha CMekTa He € npenopbuuTe/Ha 6e3 KOHCYITauus ¢
nekap.

2. Kaxso Tpsa0sa 1a 3naere, npean 1a npuemere CMEKTA

He npunemaiite CMEKTA:
— @Ko CTe aJIEpri4yH{ KbM JHOCMEKTHT MM KbM HAKOA OT OCTAHA/IMTE ChCTABKH HA TOBA JIEKAPCTBO
(n36poeHu B TOuKa 6).

Ipenynpexaenns 4 npeanasHl MEPKH

['oBopere ¢ Bamns nekap win ¢apmaiest, npeau 1a npuemere CMekTa:

- Axo Bawmmsr nekap Bu € kaza, 4e uMaTe HEMOHOCHMOCT KbM HAKOH 3aXapH -

— B CJy4Yad Ha aHAMHE3a 3a TeXKa KOHCTHIIALHS. 7
ITpu 6e6erta u neua nox 2 roguiiHa Be3pact: CMmekTa He TpabBa aa ce Hanonﬁa\\ / - ‘\ &7
[Tpu neua Han 2 rogunn: CMekTa TpaOBa Aa ce W3MOM3BA CaMO 3a JIEUEHHE HA ;&ﬁa nuapHs B\ ‘-\\
KOMOHHALIMA ¢ PaHHO NpHJIaraHe Ha NMepopajieH pa3TBOp 3a pexHapaTalus E =1 y

[IponsmkuTennara ynorpeba Ha Cmekra TpabBa 1a ce usbarsa. \ L\ e 7 . /i
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Koncynrupaiite ce ¢ Bamus nekap
— AKoO HapylIeHHATa BCJIEJICTBHE HA OCTPaTa AHapHs HE M34E€3HAT B PAMKHTE Ha 3 JIHHM.
— Axo Gonkara e npHAPY’KeHa OT BUCOKA TEMIEpaTypa HIIH MOBPbLIAHE.

To3u NeKapcTBEH NPOAYKT ChAbPHKA MAJIKH KOJIMYECTBA eTaHou (ankoxon), no-manko ot 100mg 3a
e/lHa Jo3a.

Jdena H IOHOIIH

Cmekra Tpsa6Ba 1a ce U3MOJ3Ba CaAMO MpPH Jelia Haa 2 roJMIIHA Bb3PacT 3a JieueHHe Ha ocTpa auapua.llpu
Jeuara ocrpara Auapus TpAOBRa Ja ce JieKyBa eJHOBPEMEHHO C paHHOTO NpUJlaraHe Ha rnepopaseH pasTBop
3a pexuapatauus (OPP), 3a na ce uzberte nexuaparauusTa.

JlonbJIHHTE/IHH NIPABHJIA 32 XpaHeHe:

e Ocurypere pexuaparalys ¢ MHOXECTBO COJIEHH WM CaJKH HAMMTKH 332 KOMIIEHCHpaHe Ha 3arybara
Ha TEYHOCT BCIeJCTBHE Ha AMapHsTa (CPeIHOJHEBHHAT NPUEM Ha BOJA TMpPH BB3pacTHUTE TpAOBa 1a
OBae 2 nuTpa);

o [lpoawbikasaiite ¢ npuema Ha XpaHa, OKAaTO MPOAB/IKABA IHAPUATA, HO C H3KIHOYEHHE HA HAKOM
XpaHH, 0COOEHO CYPOBH 3€/leHUYYLH M IUIONOBE, 3€J€HH 3€JIeHYYLH, MHUKAHTHH ACTHA, KaKTO H
3aMpa3eHH XpaHH WJIH HATTMTKH;

e 3a npeAnovHTaHE ca MECO Ha CKapa U OpH3

Jpyrn nexapcrea u CMEKTA
Hudopmupaiite Bawus nexap wiu papmaneBT, ako npueMare, HACKOPO CTe NPHEMAITH HIIH € BB3MOXKHO J1a
NpHEMeTe JPYTH JIEKapCTBa, BKIIOUMTENHO U TAKKUBA, OTITyckaHU 6e3 peuenTa.

ANcopOLMOHHHTE CBOMCTBA HA TO3M MPOAYKT MOTraT Aa MOBJIHUSAAT Ha CKOPOCTTa Ha abcopOums Ha apyrH
BeuiecTsa. CreioBaTenHo He TpsAOBa Aa ce Npuiarat Jpyru JIeKapcTsa 3aeiHO ¢ AMocMeKTHT. [Ipenopbusa
Ce MHTepBal OT 2 4aca Mex 1y npuema Ha CMeKTa 1 pyTo JIeKapCTBo.

bpemennocT, KbpMeHe H pepTHIHTET

CMekTa He ce MpemopbYBa Mo BpeMe Ha OpeMEHHOCT M KbpMeHe. AKO cTe OpeMeHHa WIH KbpMHTE,
cMATaTe, Ye Moxke Ja cTe OpemeHHa WM riaHHMpate GpeMEHHOCT, NochBeTBaiTe ce ¢ Bawuna nekap wiu
tapmalieBT npe ynotpeGara Ha TOBa JIeKapCTBO.

Ilodupane u paboTa ¢ MAIIHHH
He ca nposexianu npoy4BaHus BbpXy cniocoOHOCTTA 3a modHpaHe H H3MON3BAHETO HAa MALIMHM, HO HE Ce
04YaKBaT eeKTH.

CMEKTA cbabp:ka riioKo3a | 3axapo3a

Axo BawmusT nexap Bu e kazan, ye iMaTe HENMOHOCHMOCT KbM HAKOM 3aXapH, ce cBbpikeTe ¢ Bauus nekap,
NpeaM a NpHeMeTe TO3H JIeKapcTBeH MPOAYKT.

CMEKTA cpabpxa 0,679 g rnokosa Ha no3a. Toea Tpabea na ce MMa npeaBH]L ITPH NMALMEHTH ChC 3aXapeH
auaber.

3. Kak na npaematre CMEKTA

Bunaru npuemaiite ToBa 1€KapcTBO TOYHO KAKTO € OIIHCAHO B Ta3H JIMCTOBKA HIH KakTo Bu e kazan Baiuus
nekap uiM (apmMaueBT. AKO He CTe CHIYPHH B Helllo, nonuraiite Bauus nekap HIIH cpipmaue,w )\

Jleyenue Ha ocTpa aAuapus

e [lpu neua van 2 ronuinHa BB3pacT M NoBeye: NPENOpBUHTENHATa 103a € 6 g l;m TieH, KOETo cm’m?ma%
Ha 2 cauleTa Ha JeH. ‘ ‘




Ta3u noza Moxe na ce YABOH B HA4aJIOTO Ha €MH304a Ha OCTpa AHApHA.

IIpu BB3pacTHH:
INpenoprumTennara no3a e 9 g Ha IeH, KOETO ChOTBETCTBA Ha 3 cauwleTa Ha JeH. Ha npakTrka nHesHata
11032 MOJK€E /1a C€ YIBOH B HA4aJIoTO Ha JIEUEHHETO.

,L[gym NMoxKasaHus

IIpu BB3pacTHH
Cpennara npenopbs4MTeNiHA 033 € 9 g Ha IeH, KOETO ChLOTBETCTBA Ha 3 calleTa AHEeBHO.

HauysH H 0BT HA NPHJIOKEHHE

[lepopanHo npunoxeHue.

TouHo npeau ynoTpeba chbAbpKAHHETO Ha calueTo TpAOBa Ja ce CMECH C TEYHOCT, 3a na ce (opmHpa
CyCHeH3us.

IMpu fena: chbaAbPXKAHMETO HA CALIETO MOXKE /1a CE€ CMECH ¢ Boza B wuMie ¢ 6udepo ot 50 ml u na ce nasa
Ha MHTEepBaJIM Mpe3 JeHs WIH Ja Ce CMECH C MOJyTe4yHa XpaHa KaTo OyJbOH, KOMMOT, mope, Oebelika
XpaHa.

HpH BB3PACTHH: CBABPXKAHHUETO HA CallleTO MOXKE 1a C€ CMECH C MOJIOBHH Yallla BOJa.

Bunaru npuemaiite ToBa IeKapcTBO TOYHO KAKTO € MPeANHCcaHo WK KakTo Bu e kazan Bawmuar nexap wiu
(apmalieBT. AKO He CTe CHTYPHH B HELlO, monuTaiite Baiius nexap wiu dapmaiesr.

AKO cTe IIpHe/IH IOBeYe 0T HeoOxoaumaTa go3a CMEKTA
[TprembT Ha TBBpAE rOMAMO KOJNHYeCTBO CMEKTa MOMe 1a NMpWuYMHH KoHcTHnauuA. KoHcTHnauusTa
H34e3Ba OOMKHOBEHO KOraTo Ce Crpe J€4YSeHHETO WK Ce€ HaMaJlH 103aTa

Axo cre nponycnaan a npuemere CMEKTA
He B3emaiite aBO#iHA 1034, 3a 1a KOMNEHCHpaTe MPONyCcHaTaTa A03a.

AKO WMaTe HAKAaKBH [OMbJHHMTE/HH BBIIPOCH, CBbp3aHM ¢ ynorpebara Ha TOBa JIEKAPCTBO, MOJs
nonuraire Bamusa nexap unu papmauesr.

4. BB3MOKHE HexKeJIAHH PeaKUHH

KakTto BcHYKH leKapcTBa, TOBa JIEKAPCTBO MOJKE J1a MPeAU3BHKA HE)KEeNaHH PEaKLMH, BEIPEKH Y€ HE BCEKH
r'd Nony4asa.
HexcenaHure peakuuu, KOUTO OOMKHOBEHO Ca JIEKM W He MPOXb/KABaT IbJr0, BKJIKOYBAT:

YecTn (Moxe aa 3acernar a0 1 na 10 qymmn)
e Kouncrunauus

Heuectn (Mozke 1a 3acernar o 1 na 100 xymn)
e O6pur

Peaxn (Moxe ga 3acernar go 1 sa 1 000 gymmn)
o KonpusHa Tpecka (cbpbsauy o6puB)

C Hen3BecTHA 4ecTOTA (OT HAJTHYHHTE AaHHH He MOzKe 1a Ob/Jle HANpaBeHa ouemca)f —
e CHMNTOMHM Ha allepriH4yHa peakLus KaTo 3a4epBsBaHe Ha Koxara, %pﬁe}x uornynane ‘Jdpr,q
JHLIaHe, PUMATABaHe WIH NPUNaabLH &/ s

Cro0mapane Ha HeXKeJIaHH PeaKIHH I 2 |




AKO MOJTyYHTE HAKAKBH HEXENaHH JIEKapCTBEHH peakLuy, ysejomere Bawuns nexkap win papmanest. Tosa
BKJIlOYBA BCHYKH BB3IMOXHH HEONMHCAHH B Ta3H JIMCTOBKA HEXKEJIAaHH peakKuHH. MoskeTe CBIIO MHa
C']:OﬁU.lHTB HEXEJIaHH peaKlIHH OJHPEKTHO 4pe3:

HanbiHMTeIHA areHLMs 1o JeKapcTaTa
yi. ,,Jlaman I'pyeB" Ne 8

1303 Codpus

Ten.:+359 2 8903417

yebcaiiT: www.bda.bg

Kato crhofliaBaTe HeenaHd peaklHH, MOKETe [a JajieTe CBOS MNPHHOC 3a MOJy4YaBaHe Ha MOBedYe
HHpOpPMAaLIHA OTHOCHO 6E30TIacHOCTTa Ha TOBA JIEKapCTBO.

S Kak na cexpansBate CMEKTA

Jla ce cbXpaHsiBa Ha MACTO, HEJOCTBITHO 3a Jielia.

He u3nonspaiite ToBa JiekapcTBO clies] cpoKa Ha rOAHOCT, 0TOeNA3aH BbPXY KapTOHEHaTa OMNAKOBKa H
cawero caea ,,J'oneH n0:". CpokbT Ha rOAHOCT OTrOBaps Ha MOCIEAHHMA JeH OT nocoyeHus Meceu. He
H3M0/13BaHTE TOBA JIEKAPCTBO, aKo 3a0enexuTe BUAMMH Oene3d Ha HapyllaBaHe Ha LEJIOCTTa Ha CalleTo.
CMeKTa He M3MCKBa CMeLIMalHH YCIIOBHS Ha ChXPaHEHHE.

He u3xsbpasiiTe nekapcTBaTa B KaHa/M3alMATa WIH B KOHTeliHepa 3a JoMallHd otnaabuM. [Nonuraiite
Bawns ¢apmauneBT Kak fa M3XBBPJIATE JIeKapcTBaTa, KOMTO Beve He H3noiassate. Te3n Mepkd Lie
CMOMOTrHAT 3a Ola3BaHe Ha OKOJIHATA cpefa.

6. ChabpianHe HA ONAKOBKATA H J0NbJHHTETHA HHPOpPMANHA

Kakso coappxa CMEKTA

—  AKTHBHOTO BEIIECTBO € JHOCMEKTHT
— Jlpyrure ChCTaBKH ca: IJIIOKO3a MOHOXHMJIPAT, 3aXapHH HATPHH, MMOPTOKAIOB BKYC*, BaHWJIOB
BKyC**

*CbCcTaB Ha MOPTOKANOBHA BKYC: MAJITONEKCTPHH, 3aXapo3a, akauuepa ryma (E414), ecrepu Ha MOHO- H
JHALETH BUHEHA KUCEIHHA C MOHO- M JUIVTHLIEPHIM Ha MacTHH KHuceauHu (E472e), cHIMUMEB IHOKCHA
(ES551), noprokanos apomar.

**CbcTaB Ha BAaHWIOBMA BKYC: ManTOJEKCTPHH, 3axapo3a, rivuepua Tpuauerar (E1518), cunmumes
auokcua (E551), eruno ankoxon, coes neuutdH (E322), BaHWioB apomar.

Kak n3rnexaa CMEKTA 1 kakBo cbAbpka 0nakoBKaTa
Topa nexapcTBO NpescTaBisBa Npax 3a nepopaiHa CyCTieH3Hs B calleTa.

CMeKTa e HaTHYHA B KApTOHEHH onakoBkH no 30 u 60 camera.
He BcHuky BHAOBE OMAKOBKH MOraT 1a ObaT MycHaTH B npoaaxoda.

IIpuTeskaren Ha paspenieHHeTO 3a ynorpeba:
IPSEN PHARMA 65, quai Georges Gorse 92 100, Boulogne Billancourt, ®panuus

Ipoun3BoauTes: : 1
Beaufour Ipsen Industrie, Rue d’Ethe Virton, 28100 Dreux, ®panuus '," 7 \ 9, \

Ipon3soanTe.1, 0cBOGOAM IAPTHAATA 32 CTPAHATA, OT KOATO € BHECEH JIEKAPCTBEHHS npo.uync'r, |
Beaufour Ipsen Industrie, Rue d’Ethe Virton, 28100 Dreux, ®panuus # )



HpOH:JBOJIIITEJI, OTTOBOPEH 3a NIpeonaKoBaHe H ocB0o0OKIABAHETO HA napnmu caen
npeonaKoBaHe:

“Bera ®apma” AJl, yn. “/Ibnra neka” 32, 5000 Benuko TepHoBO, Bbarapus
“Anucan ®apma” EOO/, yn. ,,Hensnka lllunesa™ Ne 31, 4023 Inoeaus, buarapus

IIpHTe:kaTeN HA pa3pelIeHHETO 32 napaJjie/ieH BHOC:
“Mapmaneiik bearapusa” OO/, yn. Kpym [Monos 44, etax 1, 1421 Codus, bbarapus

I[a'ra Ha NOCJIEAHO Ipepa3rJiekJaHe Ha JIHCTOBKaTa:



