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KPATKA XAPAKTEPUCTHKA HA ITPOIYKTA /0 qu Y

1. UME HA JIEKAPCTBEHHUA ITPOAYKT

6 3523 25 -09- 202

|

CMEKTA 3 g npax 3a nepopajiHa CyCrneH3us
SMECTA 3 g powder for oral suspension

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

Besko cawe coabpka 3 g nnocmekTHT (diosmectite® (DCF))
[lomMolLIIHK BelecTBa ¢ M3BECTHO AEMCTBUE: IIKOKO3a, 3aXap03a, €TaHOJI.

Dioctahedralsmectite (1.4 nm phyllite):

*ToBa e eCTeCTBEH JIBOEH CHJIMKAT Ha aJIYMMHUHA U MarHe3ui, KOMTO ce pa3ivyaBa oT
APYIrHTe CHJIMKATH MO CBOSA CMIEKTbP HA AXU(PpPaKLIUA HA PEHTI€HOBUTE JIbUH. JKensa3oTo,
MarHe3uAT U KaJILUAT YaCTUYHO 3aMECTBAT aJlyMUHHUA B OKTaeAbpHHUA CJIOH Ha aTyMOKCH/A.
3a MbJIHUA CITUCHK HA MOMOLIHUTE BEIeCTBa BXK. TO4uka 6.

3. JEKAPCTBEHA ®OPMA

[Ipax 3a nepopasiHa CyCrneH3Hs B callieTa.

JlekapCTBEHHMAT NPOAYKT € Mpax CbC CUBO-0sJ1 10 OXpa LUBAT, C JIeKa HANIOMHSALLA Ha
MOPTOKA MHUPHU3Ma TMPH MPHUIOTBAHE HA CYCIEH3HUATA.

4. KIUMHUYHU JAHHH

4.1 TepaneBTHYHH NOKA3aHHSA

® JleueHWe Ha ocTpa AHApPHA MPH Jela > 2 roaUiliHa Bb3pacT 3ae€/1HO C MepopasieH
pa3TBOp 3a pexuapaTalsa, KaKTO M MPH Bb3PacTHH

® (CHUMNTOMATHYHO JICYEHHE HA XPOHUYHA (PyHKLIMOHAJIHA JHAPHUA TTPU Bb3PacTHH

e (CuMnTOMaTHYHO JeYyeHHe Ha OoJikaTa, CBbp3aHa ¢ (yHKUHOHAITHUTE 3a00/19BaHUA Ha
yepBaTa MpH Bb3PacTHH

3a cneuHaIHUTE NpeaynpexaeH|s U MepKHy npu ynorpeba Buwxk pazaen 4.4. JleyeHuero He
M3KJII0YBA HY’K/1aTa OT pexuparalus, Koraro ce u3uckea. O0eMbT Ha pexuapaTa U HAUMHbBT
Ha BbBEXKJaHe (NepopaiHO HJIK HHTPABEHO3HO) C€ aarnTHpa KbM Bb3pPacTra U CbCTOAHHUETO
Ha MalMEHTa U TEXKECTTa Ha AHapHUATA.

4.2  /lo3MpOBKA H HAYHH HA NPHJIOKEHHE

® JleueHHne HA OCTpa AHAPHS

[Ipu aeua oT ABe roMiIHA Bb3PAacT:
6 rpama (2 cawera) Ha A€H
Ta3u 103a MOXKe 1a ce yIBOM B HAYaJIOTO HA €MK30/1a Ha OCTpa AUapus

Bb3pacTHu
- 9 rpama (3 cawera) Ha J1eH
- Ta3u no3a Moxe J1a ce yJIBOM B Ha4aJl0TO Ha €NU30/1a Ha OCTpa JAUapHs




¢+ Jleuense npn Apyrd NOKa3aHHA

Bb3pacTHH
CpenHo 9 rpama (Tpu caliera) AHEBHO.

HayuH Ha npuioKeHHe
[MepopanHo NpUNoOKEHHE
ChAbPAKAHHETO Ha CaleTo TpAOBa Ja ce CyCneHaAHpa HENoCpeACTBEHO NMpeaun ynorpeda.

Heua

ChabpKaHHETO Ha TUTHKYETO MOXKe Ja ce pa3Tsopu B 6nbepon unu Oytunka ¢ 50 ml Boaa u na ce
NaBa npe3 JeHs WIN Aa ce cMecH nobpe ¢ noayTevHa XpaHa: Kalia, 3aQyLlleHH U1040Be,
3eNeHYYKOBO Mmope U Oedeluka xpaHa.

Bb3pacTHH:
ChaObpKaHHETO Ha CalleTO MOXKE 1a ¢€ pa3TBOPH B MOJIOBHH 4allia BOAA.

4.3 TlpornBonoxazanmns

CBpBXUYYBCTBHTEIHOCT KbM AKTHBHOTO BELIECTBO WIH KbM HAKOE OT MOMOIIHKTE BEILECTRA,
u3bpoeHy B Touka 6.1.

4.4 Crnensajnu npeaynpexieHns H Npeana3fH MEpKH NpH ynorpeda

CreumaiHu NpeaynpexIcHus
HanaraT ce Korato ¢ JHOCMEKTHT C€ JICKYBaT MALHEHTH C NPeAUCTOPHA Ha T€KbK XPOHHUYEH 3areK.

IlenyaTpuyHa nomyJaius
ITpu 6e6era ¥ Aeua noa 2 roAULIHA Bb3pacT, ynorpebara Ha CMekta TpabBa aa ce u30Arsa.

PedepeHTHOTO NleYeHHe MPH OCTPa Auapus € nepopasneH pexuaparupai pasteop (I1PP). Ilpu aeua
NEYEHHUETO Ha aKyTHa AMapHA C JMOCMEKTHT TpAOBa Aa Ce NpoBexJa B KOMOHHauus ¢
[pe/BAPHTENIHA NEPOPANHA peXHApaTHpallla Tepanys, 3a a ce u3bertHe nexuaparanmsTa.
IMpoasmxurennara ynorpeba Ha Cmekra TpabBa ga ce nibarea.

[py BB3pACTHH peXHApPATHpALLA TEPanHs HE € HEOOX0AMMA, OCBEH B CIIELIMANHH CTy4aH,
[TpoAB/DKHTENHOCTTA Ha NepopallHaTa WIH MHTPAaBEHO3HA pEXHApaTHpalla Tepanya Tpabea na Obae
cboOpa3sena ¢ xapakrepa (TexxecTra) Ha 3a60/19BAHETO, BB3PaCTTa HA NALKEHTA, a CHUIO TAKA H C
KJIMHUYHAaTa HCTOpHA Ha 3a00NsBaHeTO.

[Ipeana3nyn MepKH NpH ynorpeda
CmekTa He Tpa6Ba J1a ce B3UMa OT NALMEHTH ¢ PeAKH HACNEACTBEHH IIPODNEMH KaTO HEMOHOCHMOCT

KbM QpYKTO3a, JIoma pe3opOLps Ha MNIIOKO3a U ralakTo3a WM HEAOCTAThYHOCT Ha KOMIUICKCHHUA
€H3UM 33Xapo3a-Uu3OMasITo3a.

ToBa 1ekapcTBO CHABPKA MAJIKH KOTHUECTBa eTaHon {ajkoxon), no-Majnko ot 100 mg 3a a1HeBHa
Hﬂaa-

4.5 B3ammoaeiicTBHe ¢ APYIN JIeKAPCTBEHH NPOAYKTH H APYrH GOpPMH Ha B3aH

Twit kaTo abcopOHpalIHTE CBOACTBA HA TO3H MPOJYKT MOTAT a NMOBIHAAT CKO
Ha abcopbuua Ha ApyrH BeLUECTBA, IPENOPBYBA CE Ja HE Ce NMpWiarar ApyrH JeKa
€AHOBPEMEHHO cbC CMeEKTa.



4.6 DepTUHABTET, GPEMEHHOCT H KbPMeHe

PePTUINTET
Edekra BbpXy QepTHIHTETA NPH XOPA HE € MIPOYUEH.

bpeMeHBOCT

Jluncear iy MMa orpaHUMEHH JaHHH (3a H3Xxoza Ha no-manxo ot 300 ciyuyas Ha OpeMEHHOCT) OT
ynorpedara Ha CMeKTa npy OpeMeHHM XKEeHH.

[IpoyuBaHyuATa NPH XUBOTHH €8 HEAOCTATHYHM NO OTHOLIECHUE HA PENPOAYKTHBHATA TOKCHUHOCT.
CMeTka He ce nMpenopbyBa Mo BpeMe Ha OpeMEHHOCT.

Kspmene
HMma orpaHuueHH aaHHH 3a ynotpedara Ha CMeKTa no BpeMe Ha KbPMEHE.

CMekTa He ce npenopbLYBa 1o BpeMe Ha KbpMEHE.

4.7  EdexTtHn BbpXYy cniocofHOCTTA 32 Wodupane n pabora ¢ MAMINHA

Hsama BausHMe BbpXY cnocoOHOCTTA 3a Wodupade H paboTa ¢ MALIHHM.
He ca npoBexaaHu nMpoyyBaHHA, HO HE C€ OYaKBAT HHKAKBH e(eKTH.

48  Hexenann 1eKapCTBEHH PEAKIHRA

Haji-yecto cvobluaBanaTa HeXelaHa peakLMs 110 BpEME Ha JIEYEHHETO € KOHCTUINALMATA, KOATO Ce
NnosBABa NMpH MPUOIUIUTENHO 7% OT BB3pacTHHTE U NpUOAN3HTENHO 1% OT neuara. AKO Bb3HHKHE
KOHCTMIMAUMA, MPUEMbT Ha AHOCMEKTHT TpAOBa Aa 6bje npekpaTeH U ako € HeobxoaAuMo aa ce
Bb30OHOBH npu f10-Manka go3a. Tabnuuara no-aony nocouBa HEXKENAHKTE JIEKAPCTBEHH PEAKLIMH OT
KIHHHYHH H3MHTBAHHKA H OT NOCTMAPKETHHIOBH H3TOYHHUM. HecTOoTHTE Cca onpeaeneHu csobpasHo
CII€IHOTO NPaBwio: MHOIO uecTd (= 1/10), yectn (= 1/100 oo < 1/10), neuectn (= 1/1 000 o <
1/100), peaku (= 1/10 000 o < 1/1 000), mroro peaxu (< 1/10 000), HenssecTHH (OT HANTHYHHTE
JaHHH HE Moxe aa Obae HarnpaBeHa OLEHKA).

Hexenann JICKAPCTBCHH PEaKLHH, OIIPEAECJICHH OT KIIHHHYHH U3ITHTBAHHA H OT NOCTMApKETHHI'OBH
A3ITOMHHILIH

CucTeMHO-OpraHeH

HecroTa Hexenana peaknns
KJIAC L
CToMaUIHO-YPEBHH KoscTHnatins
HapyYLICHHA

Hapywenns na koxara |Hewecru* |O6pws |

W NOAKOXKHATA TEKaH | Penxu* | Vprukapus
HeusBeCTHH | AHrHoeaeM, NpypuTyc

HapyuieHus Ha HeussectHu | CBpbX4YBCTBHTENHOCT
MMYHHATA CUCTEMA

* OueHKaTa € HaNpaBeHa Bb3 OCHOBA HA YECTOTHTE B KIMHUYHUTE HINMUTBAHUA

Croluiasane Ha MoAo3HpaHH HeXelaHH peakiHH
CholliaraHeTO Ha NOJO3UMPaHH HEXKENaHH peaklMK Clie] paspeliiasaHe 3a ynorpeda Ha
NEKapCTBEHUA NPOAYKT € BaXXHO. TOBa nNo3BONIABA Ja NPOABDKH HaOMOAEHHETO HA CHOTHOLUEHHETO
MON3a/PHCK 34 JIEKAPCTBEHHA NPOAYKT. OT MEAHLIHHCKHTE CNELMATMCTH C€ H3UCKBA Aa Cho0
BCAKA MOJO3HPAHA HEXKENaHA PeaKiMi upes:
H3nbasydTeHa areHUKA 1O JIEKapCTBaTa
yn. ,,Jlamsas I'pyes” Ne 8

1303 Codus

Ten.: +35 928903417
yebcait: www.bda.bg




4.9 Ilpenozupane
[Mpeno3upaHeTo MOXKE Aa AOBEAE A0 TEXKDBK 3anek win 6esoap.

5. OAPMAKOJOI'NYHH CBONCTBA

5.1 ®apmaxornHAMHYHH CBOHCTBA
dapmakoTepaneBTHYHA rpyna: ArTuauapuinu aacopbenTtn ; ATC koa: AO7BCO5

KnvHuyHa hpapMakonorus:

3a THOCMEKTHT € NMOTBEbPAEHO, Ue

- ancopbupa razoBeTe B YepBaTa NpH Bb3PACTHUTE

- BL3CTAHOBABA HOPMAJTHATA MYKO3Ha MPOMYCKIHBOCT MPH KNHHUYHO MPOYUBaHE, H3IBbPLIEHO MPH

fella ¢ FaCTPOEHTEPUT

braronapeHue Ha NHCTOBMIHATA CH CTPYKTYPa H BHCOKHA CH MIACTHUYEH BUCKO3ZUTET CMEKTHTLT HMA
MOLI{HO MOKPHBAIIO CTOMAIIHO-4YPEBHATA JIMTABHLIA CBOHCTEO.

Toxcuko-thapMakoIOrHYHUTE NPOYYBAHUA NOKAIBAT, Y€ JHOCMEKTHT:

- AeHCTBA KaTo CTy3¢H CTaOWIM3aTOp H UMTONPOTEKTOP HA CTOMALIHO-YPEBHATA JIMraBULIA CPELLY
arpecHBHH areHTH KaTo COJIHA KHCEJIHHA, XTbYHH KUCEIHHH, COJIH H APYTH Jpa3sHHUTEIH,

- IEMOHCTPHpPa BHCOK KalalMTeT Ha ancopOLus cpelly eHTepOTOKCHHH, DaKTEpHH H BUDYCH,

- noacuiea SapHepaTa Ha YpeBHaTa JIMrasula,

- NHOCMEKTHT Bb3CTaHOBsABA AedekTa B enuTenHara 6aprepa, npeau3BHKaH OT NPOHH(PIAMATOPEH
UHTOKHH TNF-0 (yuacTBalll B HAKOJNIKO YPEBHH HAPYLICHUA: HH(EKLIHO3HA AHAPUSA, BBINATIHTEIHY
3a0011BaHUA HA YEPBATA U XPAHHTENIHA AJIEPrus).

5.2 OapMaKoKHRHETHYHR CBONCTBA

[Tpu npuem CmekTa ce orpaHUYaBa 0 JIyMHHANHATa CTpaHa Ha enuTeia (HuTo ce abcopbupa, HUTO ce
meTabonusupa).
IIMOCMEKTHUT ce OTAENA B H3NPAXKHEHHATA YPE3 NPOLIECa HA HOPMAHHA YPEBEH TPaH3HT,

5.3 Ipeaxnunnmunu fanuu 3a 6ezonacHoct
HexIMHUYHH JaHHH NOKA3BaT, Ye HAMA KOHKPETHA ONacHOCT 3a XOpaTa, KOMTO JaHHH ca Da3upaHu Ha
KOHBEHLIMOHAIHH TIPOYYBAHHA HA OCTPATA 1 MHOTOKPAaTHA TOKCHYHOCT H TéHOTOKCHYHOCT.

6. ®APMALEBTHMHH JAHHU

6.1 CnHchk HA NOMOIIHHTE BEHIECTBA

['1roKk03a MOHOXHAPAT,
3axapuH HATPH,
Banunos Bkyc*,
IlopTokanos Bkyc**

* CueTaB Ha BAHWIOBUA BKYC:
ManTtoaekcTpHH, rimuucpun tpuauerat (E1518), cunuuues auokeua (E551), etunos ankoxon,

coeB neunTHH (E322), apoMaT Ha BaHWINA.

*CheTaB Ha MOPTOKATOBHA BKYC

MantoaekcTpHH, 3axapo3a, akalHeB KJICH, MOHO- U IHALIETHIOB ECTED HA BHHEHAT)
MOHO M JHIIHLEepUad Ha MacneHHTe kucennHu(E472e), cunuumer anokeua(ES51
apomar.

6.2 HechLBMECTHMOCTH
He ca u3BeCcTHH




6.3 Cpoxk na roasoct
3 ronHHHK

6.4 Chneunajann ycJI0BHS Ba CbXpaHeHHe
HsaMma cnenHaniy ycnoBrA 3a CbXpaHEHHE.

6.5 Buau chaAbLpKAHAE HA ONAKOBKATA

Cauiera (xapTus Kraft, amymuauneso ¢onuo/PE), coabpxkaiun 3,760 g npax 3a nepopanta
CYCMNEH3HA.
Kapronenu onakoeki ¢ 10, 30 # 60 cawrera.

6.6 CnenHanHA NpeANa3HE MEPKH NPE H3XBbpasHe H pabota

[Ipeau na ce H3XBBLPIM CHABPAKAHHETO HA calieTo TpAOBA [a ce pa3dbpKa ¢ BOAA U Aa ce H3Jee.

7. INPUTEXATEJI HA PABPEIIEHHETO 3A YIIOTPEBA

MAYOLY PHARMA FRANCE
3 Place Renault

92500 Rueil-Malmaison
GPAHIINUA

8. HOMEP(A) HA PAZPEIHEHHETO 3A YIIOTPEBA

20020513

9. JAATA HA ITBPBO PA3PEIIABAHE/TIOJHOBSABAHE HA PAIPEHIEHHETO
3A YIIOTPEBA

JlaTa Ha mepeo paspeiuaBane: 20.06.2002
Iata Ha nocneqHo noaHoBABaHe: 21.12.2007

10. JATA HA AKTYA/INIHUPAHE HA TEKCTA: 08/2025




