KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA

1. HUME HA JJEKAPCTBEHHMS IPOAYKT | M3MBAHUTEAHA ATERLIUS N0 IEKAPCTBATA

. P Tipu 1
CMEKTA 3 g npax 3a nepopajiHa CycrieH3us l Wrm R %;M”;; e
SMECTA 3 g powder for oral suspension { KoM Pez. Ne .. M D 2

2. KAYECTBEH H KOJIMYECTBEH CHCTAB

| Paspeweriue Ne?,

V- 37937, ;p o4 /w/,r

] - -
Besko caue chabpika 3 g nuocmektHt (diosmectite* (DCF) ‘Ngobperue Ne U.D..HGDGA./13022‘JZD
ITomoluHH BelllecTBa ¢ H3BECTHO AEHCTBHE: ITFOKO3a, 3aXapo3a, €TaHOL.

Dioctahedralsmectite (1,4 nm phyllite):

*ToBa e ecTecTBeH JBOEH CHIMKAT Ha alyMHHHH M MarHesuii, KOMTO ce pa3MyaBa OT JAPYrHTe CHIIMKATH 110 CBOs
CMEKTHP Ha AH(PaKLMA Ha PEHTTEHOBUTE JibuH. JKeNsI30T0, MarHe3UAT U KaJLMAT YaCTHYHO 3aMECTBAT ATyMHHMA B
OKTaeIbpHHS CJIOH Ha allyMOKCH/IA. 3a ITh/IHKMS CITHCHK Ha MOMOIIHHTE BELIECTBAa BXK. To4Ka 6.1

3. JIEKAPCTBEHA ®OPMA
IIpax 3a nepopasiHa CycneH3Ms B calleTa.

JlekapCTBEeHHAT MpPOAYKT € Mpax ChC CHBO-OsT 10 OXpa LBST, C JieKa HANOMHALA Ha NMOPTOKaA MHPH3Ma MpH
TIPUTOTBAHE HA CYCMEH3MATA.

4. K/IMHUYHHU JAHHH
4.1 TepaneBTHYHH NOKA3AHHA

e JleueHHe Ha OCTpa AMApHs NPH Jeua > 2 roJuilHa Bb3PacT3aeHO C MEPOPaJIEH Pa3TBOp 3a PeXHapaTalius,
KaKTO U MPH Bb3PacTHH

¢ CHMNTOMaTHYHO JIeYeHHE Ha XPOHHYHA (YHKLIMOHAIHA AHAPHA NPH Bb3PACTHH
CHMNTOMAaTHYHO JedeHHe Ha Gonkarta, cBbp3aHa ¢ GyHKUHOHaTHMTE 3a00/sIBaHMS Ha 4YepBaTa MpH
BB3PacTHH

3a crneuManHUTe NpeaynpexXaeHHs W MepkH npH ynotpeba Bk paszaen 4.4. JleueHHeTo He H3KIIOYBA HYXKJaTa OT
pexuaparaiys, Korato ce H3WckBa. OOGeMbT Ha pexuapaTa M HAa4YWHBT Ha BbBEXJaHe (MEPOPaIHO HIH
MHTPABEHO3HO) Ce aJlanTHPa KbM BB3PacTTa M ChCTOAHHETO Ha NMALMEHTa H TEXKECTTa Ha IMapHATa.

4.2 Jo3npoBKa H HAUHH HA NPHJICKEHHE
e JleyenHe Ha ocTpa JHAPHA
Ipu nena oT ABe roaMiIHA BB3PacT::

6 rpama (2 calera) Ha JeH
Ta3u no3a Moxe Ja ce yBOH B HAYAJIOTO HA eMU30/a Ha OCTPa AHapHs

Bb3pacTHu
- 9 rpama (3 cawera) Ha JeH

- Tasu A03a MOXKE Jja C€ YIBOH B Ha4aJlOTO Ha €MH30/J1a Ha OCTpa AHapus
o JleueHHe npH IPYIH NOKA3aHUA

Bu3pactuu & \
CpenHo 9 rpama (TpH caiuera) I1HEBHO. ; i \ 2 \

HauuH Ha npuioxeHHe
Iepopanto npunoxeHue

CrabpixaHneTo Ha caieTo TpaOBa 1a ce CycrieHaHpa HEMIOCPEICTBEHO Npeau ynorpeba.



Heua
ChappKaHHETO Ha IUTMKYETO MOXKe 1a ce pa3TBOpH B OubepoH wiu 6ytuinka ¢ 50 ml Bosa v Aa ce 1aBa rpes IeHs HIH
Ia ce cMecH nobpe ¢ MonyTe4YHa XpaHa: Kaua, 3aJylieHH [U10/10Be, 3eJIeHYyKOBO mope 1 Gebemnka xpaHa.

Bb3pacTH:

C'bﬂ'bp}KaHHeTO Ha call€To MOXKE [a Ce pa3TBOPH B MOJIOBHH 4alla BoJa.

4.3 IIporuBONOKA3aAHHSA
CBpBXYYBCTBHTEHOCT KbM aKTHBHOTO BELIECTBO WM KbM HAKOE OT MOMOIIHHTE BellecTsa, H3bpoeHH B Touka 6.1.

4.4 Crnennannm npexynpexxaeHAsi H NPeANa3HH MepKH NpH ynoTpeba

CrneuManHy npeaynpexaeHHs
Hanarar ce KOrato ¢ AHOCMEKTHT Ce JIEKYBaT MalMeHTH C MPEIMCTOPUA Ha TEXKbK XPOHHYEH 3areK.

IleanaTpHyHa nomynauus
Ilpu Gebeta u neua nox 2 roguinHa BB3pact, ynorpebara Ha CmekTa Tpabsa na ce u3barsa.

PedepeHTHOTO JleueHHe NpU OCTpa AuWapus ¢ nepopaieH pexuaparupain pastsop (IIPP). Ilpu neua newenuero Ha
aKyTHa IHapus ¢ AMOCMEKTHT TpAGBa Ja ce MpoBeXkaa B KOMOMHALIMA ¢ NPeIBapHUTE/IHA NepopaiHa pexHapaTHpaila
Tepanus, 3a a ce u3berHe AexuapaTaluaTa.

Ipoawmkurennara ynorpeba Ha Cmekra TpadBa aa ce u30arsa.

Ilpu BB3pacTHH pexupaTHpallla TEpanHa He € HeoOXoaKuMa, OCBEH B CreLHaIHH cirydad. [Ipoab/DKHTEIHOCTTa Ha
nepopajiHaTa MIIH HHTpaBeHO3Ha pexujpaTHpaiia Tepanus Tpsosa qa 6bae chobpaseHa ¢ xapakTepa (TexecTTa) Ha
3a60/19BaHETO, BH3PACTTa HA MALIMEHTA, a ChILO TaKa U C KIIMHWYHATA HCTOPHA Ha 3a00/19BaHETO.

[penna3xau Mepku npu ynorpeda
CwmexTa He TpsOBa 1a ce B3uMa OT MALWEHTH C PeJIKH HACIIEACTBEHH NPOOIEMH KaTo HEMOHOCHMOCT KBM (DpYyKTO3a,

noiua pe3opOLMs Ha rTIOKO03a M rajlakTo3a WIH HEOCTATBYHOCT Ha KOMIUIEKCHHA €H3HM 3aXapo3a-H30ManTosa.
Tosa nekapcTBO ChABbPIKA MAIKH KOJIMYECTBA eTaHo. (ankoxoi), no-Manko ot 100 mg 3a AHeBHa 103a.
45  BsammojaeiicTBHe C APYrH JleKapCTBEeHH NPOAYKTH H ApYTH GOpMH HA B3aHMOJEHCTBHE

Twii kaTo aGcopOupaliTe CBOHCTBA HA TO3M MPOLYKT MOTAT A NMOBJIUSAT CKOPOCTTA W/HIH HHBOTO Ha abcopbLma Ha
APYTH BEIIECTBA, MPENopbyBa Ce 1a He ce MpUJIaraT APYrH JieKapcTea eIHOBPEMEHHO cbe CMekTa.

4.6  ®eprHaHTeT, DpEeMEHHOCT H KbpPMeEHE

Deprunurer
Edexra Bppxy depruiamurera npy Xopa He € NpoyyeH.

BbpemenHocT
JIMncBaT WM MMa OrpaHMYeHH JaHHH (3a W3xoaa Ha no-mMaiko ot 300 cnyyas Ha GpeMeHHOCT) OT ynoTtpebaTa Ha

CmekTa npHu GpeMEeHHH JKeHH.
ITpoyuBanMATa NPH KHBOTHH Ca HEJOCTATHYHH M0 OTHOLIEHHE Ha PeNpPOIYKTHBHATA TOKCHYHOCT.
CMeKTa He ce npenopbYBa no BpeMe Ha GpeMeHHOCT.

Knpmene 7 A ip X
Hma orpannueny aaHHu 3a ynorpeGara Ha CMekTa 1o Bpeme Ha kbpmeHe.. CMekTa He c€ fipenopbuBa no BpEMe Ha
KbpPMEHe. (= Ny W

4.7 EdexTn BLpxy cnocob6nocrra 3a modupane u pabora ¢ MAIHAH i = ;



Hsama BinsHHe BbpXY criocobHocTTa 32 WwodupaHe ¥ paborta ¢ MawnHy. He ca nposexaaHy npoyysaHHs, HO He ce
04aKBaT HHKAKBH €(EKTH.

4.8 Hexenann 1ekapcTBeHH peaklHH

Haii-yecto crobinaBaHaTa HexeNlaHa peakilys MO BpeMe Ha JIYEHHETO € KOHCTHIIALIMATA, KOATO CE MOABABA MPH
npubnusurenHo 7% oOT BL3pacTHHTE H npubausuTenHo 1% ot aeuara. AKO Bb3HHKHE KOHCTHNALMA, MPHEMBT Ha
JAHOCMEKTHT TpAOBa na Oble NpekpaTeH M ako e HeoOXOAMMO Ja ce Bb30OHOBH MpH mo-manka josa. TaGnuuara
No-70/Ty TMOCOYBA HEXKE/IAHWTE JIEKAPCTBEHW pEeAaKLMH OT KIWHWYHM H3MHMTBAHHMA W OT MOCTMAapKETHHIOBH
M3TOYHHLIK. YecToTHTe ca onpesesieHH cb0Opa3HO C/IEAHOTO MPaBWIIO: MHOTO YecTH (= 1/10), yectn (= 1/100 no <
1/10), Hewectn (> 1/1 000 no < 1/100), peaxu (> 1/10 000 go < 1/1 000), maoro peaxu (< 1/10 000), HeusBecTHH (0T
HaJIMYHHTE JaHHH He MOxXKe J1a Obje HarnpaBeHa OLIeHKa).

HexenaHH ekapcTBEHH peaKkLHu, ONpeaeneHH OT KIHHHYHH W3NMUTBAHUA U OT MMOCTMAPKETHHIOBH W3TOYHHLIH

(CHCTEMHO-OpraHeH Kjiac YecToTa exKeJIaHA peakiHs

CToMalHO-4peBHM HapymeHus Yectn* OHCTHIALIUS

HapyiueHus Ha koxkaTta u Heuectu* O6puB

MOAKOKHATA ThKaH Penxn* Y prukapus
Hen3pecTHH AHTHOEIEM, TIPYPHTYC

Hapylienus Ha uMyHHaTa HewnzsecTHn CBpBXYYBCTBHTEIHOCT

cHcTeMa

*OueHkaTa € Hamnpas€Ha Bb3 OCHOBA Ha YECTOTHTE B KIIHHHYHHUTE H3MMHTBAHHA

CrobLiaBpaHe Ha 110/103HPAHU HEXKENAHH PeaKLHu

CrobiapaHeTo Ha MOJIO3MPAHH HEXeJaHHW peakLMH cilell paspelliaBaHe 3a ynorpeba Ha JIeKapCTBEHMA NPOAYKT €
BakHo. ToBa no3BonsABa /1a MPOAB/DKH HAaOMIOAEHHEeTO Ha CHOTHOIIEHHETO MOJI3a/PHCK 32 JIEKAPCTBEHHS MPOIYKT.
Ot MeaMLIMHCKHTE CIELMATHCTH Ce M3MCKBA /1a ChOOIIABAT BCAKA M0103WPaHa HeXKeNlaHa peakLms Ypes:
H3nbaHuTeNHA areHLMs 110 JieKapeTBaTa

yn. ,,Jlamsau ['pyes” Ne 8

1303 Codma

Ten.:+359 2 8903417

yebcaiiT: www.bda.bg

4.9 IIpeno3npane

Ilpeno3upaneTo MOKe /1a 0BeJe 10 TEXKBK 3aneK Wik Ge3oap.
5.  ®APMAKOJIOTMYHH CBOVMICTBA

5.1 ®apmaxkoqHHAMHYHH CBOlCTBa

®apmakoTepaneBTHYHA Tpymna: AHTHAHapH4HH ancopbentH; ATC koa: A07BCOS

Knunuuna dapmakonorus:

3a IHOCMEKTHT € NMOTBBPAEHO, Ye

- ajcopOHpa ra3soBsere B 4epBaTa MpU Bb3pPaCTHHUTE

- BB3CTAaHOBABAa HOpMajlHaTa MYKO3Ha NpPONyCKJIHWBOCT NMPH KIHHHYHO MpOYy4BaHE, H3BBPILUCHO MNpH aAcua ¢
racTPOEHTEPHT

BnarogapeHue Ha JIMCTOBM/IHATA CH CTPYKTYPa M BHCOKMS CH IUJIACTHYEH BHCKO3MTET CMEKTMTBT MMa MOLLHO
MNOKpHBaLIO CTOM&I.UHO-‘-IPCBHaTa JIHraBHLIa CBOMCTBO.
TokcHko-apMaKoIOrMuHKTe NPOYYBAHHUS IOKA3BAT, Ue TMOCMEKTHT: -

- IeHCTBa KATO CIly3eH CTaGHIM3ATOP M LIMTONPOTEKTOP Ha CTOMAUIHO-4PEBHATA MraBHLA cpetu,y arpecnmm are}{m
KaToO COJIHa KHCCJIHHA, AKIBbYHH KHCEIIHHH, COJIH U APYTH OPa3HHTEIH, \ 1

- JIEMOHCTPHMPA BUCOK KAMNALMTET Ha afcopOLus cpelily eHTepPOTOKCHHH, GaKTepHH U BHPYCH, £
- moacwiBa Gapuepara Ha UpeBHATA JIMraBHIIA, x> I
- JMOCMEKTHT Bb3CTaHOBABA Ae)eKTa B enuTeNHaTa GapHepa, NpeAH3BHKaH OT npoundmamampeu l.lHTOKPIH



TNF-c (yyacTBaL B HAKO/IKO YPEBHH HAPYLIEHHA: HHOEKLHO3HA qHapHs, Bb3NaIMTEHH 3a00/11BaHHA Ha yepBara H
XpaHHTeJIHA aJIeprus).

52  ®dapmakoKHHETHYHH CBOiicTBa
Ilpu npuem CmekTa ce orpaHMuaBa [0 JyMHHaJIHaTa CTpaHa Ha enurtena (HMTO ce abcopbupa, HMTO ce
meTaboau3upa).[JHOCMEKTHT ce OT/JeNs B U3NPaXKHEHHUATA Upe3 Mpolieca Ha HOPMATHHS YPEBEH TPAH3HT.

53 IMpeaknuHanYHYE AaHHM 332 6e30IaCHOCT
HekIMHHYHM NaHHH MOKAa3BaT, 4Ye HAMAa KOHKPETHAa OMacHOCT 3a XOpaTra, KOMTO JaHHH ca OasvpaHH Ha
KOHBEHIIHOHAIHH MPOYYBaHHUA HA OCTPATa H MHOTOKPaTHA TOKCHYHOCT H FT€HOTOKCHYHOCT.

6. PAPMAINEBTHYHH JAHHHA
6.1 ChnuchbK Ha IOMOIIHHTE BelIeCTBAa

['moko3a MOHOXHIpAT,
3axapuH HaTpHii,
Banunoe Bkyc*,
IMoprokano Bkyc**

* CbCTaB Ha BAHWIOBHSA BKYC:
Manrtonekctpus, rauuepun tpuauerar (E1518), cunuuuer auokeua (ES51), etunos ankoxon, coes neuutut (E322),

apoMaT Ha BaHHJIHA.

*CbCTaB HA NOPTOKANOBHA BKYC:
ManronekcTpuH, 3axapo3a, akauueB Kied, MOHO- W JMALETWIOB €CTep Ha BHMHEHATa KHMCE/IMHA M MOHO H
JMITTHUEPHAX Ha MacsieHuTe kucenunu(E472e), cunmumes anokeua(ES51), moprokanos apomar.

6.2 HecbBMecTHMOCTH
He ca u3BecTHH

6.3 Cpok Ha roguoct
3 roguHu
6.4 CnennajHu yc/10BHA HA ChXpaHeHHE

HsiMa cneuMaiHHi yCloBHSA 3a ChXpaHEHHE.
6.5 BHa B chbABbpKaHHE HA ONAKOBKATA

Cawera (xaprus Kraft, anymunueBo ¢onuo/PE), ceabpakamu 3,760 g npax 3a nepopajiHa CyCrieH3us.
Kapronenu onakoek# ¢ 30 u 60 cauiera.

6.6 CnenHanHH NpeAna3HH MepKH NPH H3XBbpJisHe H paboTa

Ilpenn na ce U3XBBPIIH ChAbPIKAHHETO Ha caleTo TpsAbBa na ce pa3dbpKa ¢ BO/Ia H 1a ce H3lee.

7. TIPHTEXATEJI HA PASPEHIEHHMETO 3A YIIOTPEBA
IPSEN PHARMA 65, quai Georges Gorse 92100, Boulogne Billancourt, ®paxuus

8. NPUTEXATEJ HA PASPEHIEHUETO 3A ITAPAJIEJIEH BHOC i
“@apmaneiik bearapus” OOJL, yn. Kpym INonos 44, etax 1, 1421 Codus, buarapus - ‘ [

R N

/ NGAN
9. HOMEP(A) HA PASPEHIEHHUETO 3A YIIOTPEBA tedr \ o |\
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10. IATA HA ITBPBO PA3PEIIABAHE/TIOJHOBSIBAHE HA PA3PEIIEHHETO 3A YIIOTPEBA
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Jlata Ha mbpBo paspeiuasate: 20.06.2002
Jlara Ha mocneHo noaHoBABaHe: 21.12.2007

11. TATA HA AKTYAJIM3UPAHE HA TEKCTA



