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1. MME HA JEKAPCTBEHHUS POLYKT - ,g G/Hﬁh/ J“"??—?
076 Db 2{120

CMEKTA 3 g npax 3a nepopaiHa CyCneH3Ha
SMECTA 3 g powder for oral suspension

2. KAYECTBEH H KOJIMYECTBEH CbCTAB

Besko caute csanpxka 3 g auocmextar (diosmectite™ (DCF))
TToMOIIIEH peulecTBa ¢ H3BECTHO JIEACTBHE: [IIOKO3a, 34Xap03a, ETAHO.

Dioctahedralsmectite (1.4 nm phyllite):

*ToBa € eCTeCTBEH JBOCH CHJIMKAT HA AMYMMHEMH H MarHe3uii, KolTo ce pauiHyaBa oT
APYTHTE CHITKKATH MO CBOA CHEKTHP Ha AMdpakiud Ha peHTreHOBUTE b, Kenasoro,
MAarHe3HAT U KaTUHAT JaCTHHHO 3AMEeCTRAT ATYMHHHA B OKTaeABPHUA CJIOH Ha amyMOXCHAA.
3a nLIHMA COHCEK HA MOMOLJHMTE BELLECTBA B, Toqka 6.1

3. JEKAPCTBEHA ®OPMA

IIpax 3a nepopanta cycnensus B camera.

JlekapcTBeHMAT NPORYKT € Npax Cbe CHBO-0sn 1O OXpa LIBAT, € JIEKa HATIOMHAIIA HA
TIOPTOKAA MAPH3Ma NMPY OPUTOTBAHE HA CYCIEH3HATA.

4. KIMHAYHH JAHHHA

4.1 TepaneBTHYHA NOKA3AHES

® JleueHHe Ha OCTPa AHAPHA pH Aelia > 2 rOAHLIHA BB3PacT 386QHO C NepopancH
pasTBOp 33 PEXMAPATALHA, KAKTO H [IPH BL3PACTHH

¢ CHMNOTOMATHYHO JICYCHHE Ha XpoHMYHA QYHKIHOHANIHA JHAPHA NPU BB3PACTHH

® CHMNTOMATHYHO NedeHue Ha GONKaTa, CBbpaaHa ¢ QyHKUMOHATHUTE 2abonsBaHus Ha
yepBara npH BE3PAcTHH

3a cenManHUTe MpeqyNpexIeHHS H MEPKH npH yroTpeOa Biok paznen 4.4. JleueHneto He
H3KIIE04BA HY)KIaTa OT peXHIOpaTalyi, Korato ce H3uckea. O6eMBT Ha pexuaparta H HAYMHET
Ha BBbBEXaHe ([IepOPaTHO WK HHTPaBeHO3HO) ce afalTHPa KbM BB3PacTTa H ChCTOAHHETO
Ha NMallHCHTA U TEXKECTTA Ha JHADHATA.

4.2 ,lloénpomca H HATHH HA OPH/IOKERHE
e JleueHue HA OCTpa AHAPHS

ITpu nena ot ABE MOXMIIHA BBH3PACT:
6 rpama (2 cawera) Ha 1eH

Tasu mo3a Moxe Ia ce ¥YABOH B HAYAJIOTO Ha €MMM304a Ha oCTpa JHADHA

BrapacThu
- 9 rpama (3 caimera) ua feq

- Tasu 7033 MOXKeE Ja Ce YBOH B HAYAIOTO HA ETH30/a HA OCTpa AUapus




» Jleuenne npu Apyrd NOKAIAHAS

BrapacTau ‘
Cpeano 9 rpama (TpH cauleTa) AHEBHO.

HauuH Ha punoxkeHHe
Iepopanso npunoxenne

CeappaHBeTo Ha calrero TpabBa fa ce cyclleHAUpa HEMOCPEACTBEHO NpeaH yroTpeda.

Heua

ChanpxaHMETO Ha IUTHKUETO MOKE JIa C¢ pasTBOpH B 6H6epon wim 6yTHKa ¢ 50 ml Boaa u fa ce
JlaBa ITpe3 JeHA HWIH Aa Ce CMEeCH A00pe ¢ MoTyTeyHa XpaHa: Kala, 3aayilieHH TUIOACBE,
3eJIEHYYKOBO Imiope H Geberaka xpaua.

Beapactau:
ChOBPXaHHETO HA CALIeTO MOKE a Ce pa3TBOPH B OMOBKH Yaila BOJA,

4.3 IIpoTuBONOKAAHEA

CRpPEXYYBCTBHTEIHOCT KBM SKTHBHOTO BEINECTBO MM KBM HAKOE OT NOMOLIHHTE BEIECTBA,
H3bpoeHH B Touka 6.1,

44 Cruenna/JHRE NpeAynpexneHds H KpeAna3Hd MepKd npH ynorpeba

ChnenHaiHy NpeaynpesKIcHus
Hanarar ce xorato ¢ JHOCMEKTHT ce JIEKYBAT NALMEHTH C NPeAKCTOPHA HA TEXCBK XPOHHUYEH 3arex.

[TennaTpuyHa nomynanyus

TIpu 6eGeTa u nena noA 2 roauIIHA Bb3pacT, ynoTpebara Ha CmexTa TpaGea aa ce usbarsa.
PedepeHTHOTO NI€UeHHE P OCTpa AMapHs € nepopaneH pexuapatupams pasreop ([IPP). Ipu gena
JICYUCHHETO Ha AKYTHA JHApHA ¢ JHOCMEKTHT TpaOBa Ja ce NpoBexKaa B KoMOHHALMA ¢
MpeABAPHTENHA HEPOPANIHA pexXUIpaTHPaINA Tepamud, 3a 1a ce H3berHe AeXMapaTalHATa.
ITponp/pkATENHATA yHoTpeOa Ha CMekTa TpAGBa da ce W3bArea.

Iipy BB3pacTHH PEXHAPATHPALIA TEPANHS He € HeoOXONMMa, OCBeH B CTIELMAITHH CITyyaHu.
TlpopbkHTenHOCTTa Ha NepopaTHaTa HiTH HHTPaReHO3HA PEXHAPaTHPaa Tepanis Tpabsa aa 6obae
chOOpa3eHa ¢ XapakTepa (Teskectra) Ha 3a00/1BaHETO, BH3PACTTA HA NMALKEHTA, 4 CBIIO TAKA U ¢
KNHHHYHATa HCTOpHA Ha 3abonABaHeTo.

IIpennasnu Mepkn npy ynotpeba
CmexTa He TpaGBa [a ce B3HMa OT MALMEHTH ¢ PEAKH HACTEACTBEHH MPOOIEMH KATO HEMOHOCHMOCT

KBM (pyKTO3a, Jowma pe3opOuua Ha IFOK03a U TalakTO3a WM HENOCTATEYHOCT HA KOMIIEKCHHSA
€H3HM 3aXapo3a-H30ManTo3a.

ToBa TeKapCTBO CHABPHE MATKH KOTHICCTBR €TAHOJ (8AKOX0M), No-Majko ot 100 mg 3a nuenna
ao3a.

4.5 BsaumopeiicTBHe ¢ APYTH JeKAPCTBEHH NPOAYKTH H ApyrH GopMM Ha BiaHMoneiicTBHe

Trii kato abcopOupanture cBOHCTBE HA TO3H IPORYKT MOTAT 3a NOBJHAAT CKAA
Ha aGcopOims Ha ApyTH BellecTBa, IPenophYBa Ce Aa He Ce NPYIATAT ApYY
eAHOBPEMEHHO B¢ CMekTa.



4.6 PepTHANRTET, GPEMEEEOCT H KbPMEHE

Oeprunurer
Edexta BRpXy deprinuteTa OpH Xopa He € APOYUEH.

Bpemennoct
JhumcBaT WTH HMa OTPAHHYEHH JaHHH (32 W3X04a Ha no-Manko oT 300 cayyas Ha GpeMeHHOCT) OT

ynorpebata Ha CMexra rpH GpeMeHHY XKeHH.
IIpoyusanusTa MPH KHBOTHH €4 HEJOCTATEYHH [0 OTHOLICHHE HAa PEIPOAYKTHBHATA TOKCHYHOCT.
CwMeTKa He ce NpenopsyBa no BpeMe Ha OpeMeHHOCT.

Krpmene
Hma orpaHiveHH nanHH 3a ynotpebara Ha CMeKTa 10 BpeMe HA KbpPMEHe.

CMexTa He ce NpenophyBa o BpeMe Ha KEPMEHE.

4.7 Ejexrn REpxy cnocofHoCTTA 32 mopupaHe H paora ¢ MAINHAH

Hsama BnnsgHue BEpXY crnoco6HocTTa 32 wogupaHe H paboTa ¢ MallluHH.
He ca npopexxnann npoy4saHus, HO HE Ce OYAKBAT HHKAKBH e(eKTH.

4.8 Hexenann neKapcTBeHH PeakmuM

Haii-yecTo chobimasanaTa HexelNana peakiiyd 1o Bpeme Ha JIe4eHHETO € KOHCTHIIALHMATE, KOSTO ce
noseARa npu npubnuzurenHo 7% oOT BE3pacTHUTE B OpHOMH3IHTENHO 1% OT Jemata. Ako BE3HHKHE
KOHCTHITALMA, MPUeMET HA JHOCMEKTHT Tpabsa Ja 6nae npekpareH H ako ¢ HeobXoauMo Ja ce
BE300HOBH NpH MO-Manka xoza. TaGauiaTa no-Aoy nocovBa HEXKENAHHTE JIEKAPCTREHH PeaKIHH OT
KJIMHHYHE H3ITATRBAHUA H OT HOCTMAPKETHHrOBH H3TOUHULM. YecTOTHTE ca onpeneneHu csobpazHo
CIEAHOTO TPABHIO: MHOro uecTH (= 1/10), wectu (= 1/100 mo < 1/10), Hewectn (= 1/1 000 mo <
1/100), peaxu (= 1/10 000 go < 1/1 000), MHoro peaxu (< 1/10 000), HewsBecTHH (OT HATMYHHTE
JaHHK He MOXe Na Ob/le HanpapeHa OLeHKa),

Hexemanu iekapcTBeHH peakiiyH, OnpeJeieHH OT KIHHHYHH H3MTMTRAHMA H OT [IOCTMAPKETHHTOBH
H3TOUHULY

CHCTeMHO-OPTaHeH
YeeToTa He:xenana peaxknas
KIac
CToMallHO-YpeBHH Yecu* Konctinanus
HAPYIIeHHA
Hapymenus Ha koxxara | Heuectn* O6pue
H ODOJKOXKHATA TEKAH Penxn* VpTHKapHA
HemnspecTHH | AHrsoeneM, Mpypuryc
Hapymrenns Ha Hemspecton | CBPBEXYYBCTBHTENHOCT
HMYHHATa CHCTEMA

* OueHxkara ¢ HanpaecHa Bb3 OCHOBA HA YCCTOTHTE B KITHHHYHHMTE HIITHTBAHUSA

CrofmaBaHe Ha NONO3HPAHHN HEKENAHH PEAKIIHE
CroblIaBaHeTo Ha NOAO3KMpaHH HEXeEaHH PeakLilH ClIe] paspellaBaHe 3a ynorpeba Ha

NeKapCcTREeHHS NPOAYKT € BakHO. ToBa Mo3Bondsa Aa MpoAb/DKY HaGMoNeHHETO HA CHOTHOWICHUETO
TI0JT3a/PUCK 33 JIEKAPCTBEHHA NPOAYKT. OT MEAHIMHCKUTE CIIELIMATINCTH C& H3MCKBA a ChoOIaBaT
BCAKa MOJO3HPaHa HeXeNaHa peaKkLys upes:
H3nenHMTENHE areHIHS MO JISKapCTBaTa
yn. ,Jamau U'pyen” Ne 8

1303 Codnus

Ten.: +35 928903417

yebcaliT: www.bda.bg




4.9 Ipeposmpane
[Ipeno3upaneTo Moxke Aa JOBEAE [0 TEKDK 3amek wiu Gezoap.
5. PAPMAKOJIOTHYHH CBOUCTBA

5.1 PapMaKogEBAMHIHH (BOHCTBA
(apMakoTepaneBTHUHA Ipyna: AHTHIMapU4Hu afcopbenru ; ATC kon: A07TBCOS5

Knunudna papMakosoris;

3a THOCMEKTHT € NOTRHP/EHO, 4e

- aacopOupa razosere B YepBaTA MPH BL3PACTHHTE

- BE3CTAHOBABA HOPMAJTHATA MYKO3HA POIYCKITHROCT MPH KJIIHHAYHO NIPOYYRaHE, U3BBPIISHO NpH
JeLIa ¢ TaCTPOEHTEPHT

Bnaronapense Ha IHCTOBH/IHATA CH CTPYKTYPA M BHCOKHS CH IL1aCTH4eH BHCKO3HTeT CMEKTHTHLT HMA
MOIIHO TIOKPHBAILIO CTOMALIHO-YPEBHATA TUTABHLIA CBOMCTRO.

Tokcuko-papMakoIOrHIHUTE MPOYUBAHUSA JOKA3BAT, Y& JHOCMEKTHT:

- JeHCTBa KaTo ciy3eH cTabHIM3aTOP H IMTOIMPOTEKTOP HA CTOMAIIHO-UPEBHATA JIMraBHLA CpEeuLy
arpeCHBHM ar¢HTH KATO COMHA KMCENHKA, dKTEYHH KUCETHHH, CONY H APYTH Apa3HHUTENH,

- IEMOHCTPHPA BHCOK KanauMTeT Ha aacopOLud cpenty eHTepOTOKCHHY, GaKTepuH M BUPYCH,

- moacHnea 6aprepaTa Ha UPEBHATA JIMTaBHIIA,

- AHOCMEKTHT BB3CTaHOBABA NiedeKTa B enHTeHAaTa OapHepa, NpeaH3BHKAH OT MPOHH(IAMATOPEH
uutokHH TNF-a (y4acTBain B HAKOJIKO 4peBHH HapyLIeHHs: MH{eKMo3Ha JHAPHA, BB3ATHTEHU
3a0onABaHHA Ha UEpPBATa H XPaHWTENIHA aJleprus).

5.2  ®apmakoKkHHeTRYHH cBOHCTBA

I[lpu npuem CmexTa ce orpaHuHasa 10 TyMHHAMHATA CTPaHA Ha emuTeNna (HUTO ce abcopbupa, HHTO ce
MeTalomu3upa).

JIHOCMEKTHT ce OTAENA B M3MPAKHEHAATA Upe3 MPOoueca Ha HOPMANHIA YPEBEH TPAH3HT,

5.3 Ilpeax1HHHYHEE AAHHH 34 (e30nacHOCT
HexmuHHIHN JaHHK NOKA3BaT, 4e HAMA KOHKpeTHA ONACHOCT 33 XOPaTa, KOMTO JaHHH ca 6a3upaHH Ha
KOHBEHIHOHATHH IIPOYYBaHHA HA OCTPATA H MHOTOKPATHA TOKCHYHOCT M N'eHOTOKCHUHOCT.

6. PAPMANIEBTUYHH JAHHHU

6.1 CnuchK BA MOMOI{HATE BeIEeCTBA

I'moko3a Mmonoxuapar,
3axapuH HaTpHii,
Baxmnnos Bkyc*,
TTopTokanos skyc**

* CreTaB HA_BAHKIOBHS BKVC!
ManTtonekctpus, rnuuephn tpuauerat (E1518), cunummer aunokena (E551), erunos ankoxon,
coep JeIMTHE {E322), apomar Ha BaHWIHS.

*CpeTap Ha NOPTOKAJIOBHS BKYC
ManrogexcTpuH, 3axaposa, aKauyes Kielf, MOHO- H JHALCTHIIOB €CTEp Ha Bj
MOHO H JUTAHLEPUIH Ha MaclieHHTe kucenuuu(E472¢), cUNULIHER JHOKS
apoMAar,

6.2 HechBMECTHMOCTH
He ca w3pecTan



6.3 Cpox Ha roggoct
3 roquaK

6.4 Coenua/iHs YC/IOBHS Ha ChbXpaHeHHe
HsimMa cniermanHi ycaoBus 3a CbXpaHEHHE.

6.5  Buan chabpXKAHAE HA ONAKOBKATA

Camera (xapmaa Kraft, amymunueso domio/PE), chaspixamn 3,760 g npax 3a nepopanHa
CYCIIEH3HA.
Kapronenu omakoekH ¢ 10, 30 i 60 camera.

6.6 CoenmaTHE npeANa3HA MepPKH OPH HIXBLPJIARE H paboTa

Hpenu fa ce HIXBBPIH ChIBPKAHHETO HA cauleTo TpabBa aa ce pa3Ghpka ¢ BOAA U Ja ce H3ee.
7. IDPATEXATEJ HA PASPEHIEHUETO 3A YIIOTPEBA

IPSEN Consumer HealthCare
65,quai Georges Gorse

92 100, Boulogne Billancourt
GPAHLIUA

8. HOMEP(A) HA PASPEHIEHHETO 3A YIIOTPEBA
20020513

9. JATA HA IThbPBO PAZPEIIABAHE/TIOJHOBSIBAHE HA PASPENIEHHUETO
3A YIIOTPEBA

Jata Ha mLpBo paspemasane: 20.06.2002
JHara Ha nocnegHo moaHoBssane: 21.12.2007

10. JJATA HA AKTYAJIM3APABE HA TEKCTA




