KPATKA XAPAKTEPUCTHUKA HA ITIPOAYKTA
1. UME HA JIEKAPCTBEHMA TPOAYKT

CMEKTA 3 g mpax 3a nepopajHa CyCleH3Hs
SMECTA 3 g powder for oral suspension

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

Bcesixo camre chabspika 3 g muocMektut (diosmectite (DCF))
[oMoIIHY BellecTBa ¢ U3BECTHO JICHCTBHUE: TIIOK03a, 3aXap03a, €TaHOI.

Dioctahedralsmectite (1,4 nm phyllite):

*ToBa € eCTeCTBEH IBOCH CHJIMKAT Ha aIYMUHUN U Mare3nii, KOUTO ce pa3jndaBa OT
JIPYTHUTE CHIIMKATH TI0 CBOSI CIIEKTHP Ha AU(PAKIUI Ha PEHTTeHOBUTE JIb4H. JKensa30To,
MarHe3usT U KaJIUAT YJaCTHIHO 3aMECTBAT aIyMHUHIS B OKTaeIbPHUS CJIOH Ha alTlyMOKCH/IA.
3a BIHUSA CIUCHK HA TIOMOITHUTE BEIIECTBA BXK. TOUKa 6.1

3. JJEKAPCTBEHA ®OPMA

[Tpax 3a mepopaiiHa CyCIIeH3Us B callleTa.

JlekapCTBEHUAT MPOIYKT € TIPax ChC CHBO-05J1 IO OXpa LBIT, ¢ JeKa HAITOMHSIIIA Ha
MOPTOKAJ MUPHU3Ma IIPU IPUTOTBSIHE HA CYCIEH3HSTA.

4. KIMHNYHHU JAHHHN

4.1 TepaneBTHYHH MOKA3AHUS

e Jleuenue Ha 0OCTpa Auapud npu aeua >2 roauviiHa Bb3pacT 3a€AHO C MIEPOpaJICH
Pa3TBOp 3a pexuapaTanua, KaKToO U IpHU Bb3PaCTHU

e (CHUMIITOMAaTUYHO JICYCHHUE HA XpOHHUYHA (bYHKLII/IOHaJ'IHa Auapus 1pu Bb3pacTHU

e (CHMIITOMAaTUYHO JICYCHHUE HA 6OHKaTa, CBbp3aHa C (I)YHKI_II/IOHaJ'IHI/ITe 3a00IISIBaHHS Ha
4ycpBaTa Ipu Bb3paCTHU

3a crienuanHuTe MPeaynpexaeHNs U MEpKH IIpH ynoTpeba Bk pazaen 4.4. Jledennero He
M3KJII0UBa HyXJaTa OT peXuapaTanus, Korato ce n3ucksa. O0eMbT Ha pexuapara i HAUUHBT
Ha BbBEXJaHe (MepopaIHo UM MHTPABEHO3HO) C€ aJalTupa KbM Bb3pacTTa U ChCTOSHUETO
Ha NAIMEHTa U TeXeCTTa Ha IUapusTa.

4.2 Jl03MpOBKA W HAYHH HA MPUJIOKEHUE
e JleyeHue Ha ocTpa AUApPUA

Ilpu nena oT ABE TOJIUIIIHA Bh3PACT:
6 rpama (2 camera) Ha JieH

Ta3u mo03a Moxe 11a ce YABOU B HAYAJIOTO Ha €IIM304a Ha OCTpa Auapusd

Bn3pactau
- 9 rpama (3 camrera) Ha JieH

- Ta3m go3a MOXKe J1a ce YABOU B HAYAJIOTO Ha €MMU30/ia Ha OCTpa Auapus



¢ JleyeHHe NpH APYru NOKa3aHUs

Bwipactaun
Cpenno 9 rpama (Tpu cariera) JHEBHO.

Hauun Ha npuioxeHue
IlepopanHo npunoxenue
ChIppKaHUETO Ha CallleToO TPOBA J1a Ce CYCIICHAMpPa HEMOCPEACTBEHO MIPEIU YIoTpeoa.

Hena

ChIappKaHUETO Ha TUIMKYETO MOJXKE J1a Ce pa3TBOpHU B OnbepoH wiu Oytuika ¢ 50 ml Boga u 1a ce
JlaBa mpe3 JICHs WK JIa ce CMECH JIoOpe C MOMyTevHa XpaHa: Kaia, 3a1yIeHH IJI0/0Be,
3eJIEHYYKOBO IMIOpe 1 Oedemka XpaHa.

Bw3pacthu:
ChIbp:KaHHUETO Ha CAIlIETO MOXE /1a €€ PA3TBOPHU B MOJIOBUH Yallla BOJA.

4.3 IporuBONOKAa3aHUS

CBpPBX4IyBCTBUTEIHOCT KbM aKTHBHOTO BEIIIECTBO MM KbM HSIKOE OT OMOIIHKTE BEIIECTBA,
n30poeHu B Touka 6.1.

4.4 CrenmaJHu npeaynpexIeHns 1 MpeAnasHl MepKH NIPH ynoTpeda

CHGQI/I&HHI/I OPpEAYNPCIKACHUA
Hamarat ce xorato ¢ IMOCMEKTHUT Ce JICKYBAT MAalIUCHTHU C MPECAUCTOPHUA HAa TCIKBK XPOHUYCH 3aIlCK.

IlenuarpuyHa nomnyaanus
ITpu Gebera u nera moxa 2 rouIllHA Bh3pacT, yrnorpedara Ha CMekTa TpsOBa 1a ce u30sraa.

PedepenTHOTO NEeueHme npu ocTpa auapus € nepopaieH pexunparupaii pasrsop (I1PP). ITpu nena
JICYCHUETO Ha aKyTHa AUApHUs C JUOCMEKTHUT TpsiOBa Jla ce MPOBEXkK/1a B KOMOMHAIIHS C
npeABapUTeIHa IepopaiHa pexuapaTHpalla Tepamnus, 3a Aa ce n30erHe qexuapaTanusra.
[poxwsmxurennara ynotpeda Ha CMmekTa TpsiOBa 1a ce u30sraa.

[pu BB3pACTHHU pexupaTHpaiia Tepanus He € He0OX0JMa, OCBCH B CIICIIUATHH CITyYau.
ITpoabmKUTETHOCTTA Ha TIEpOpaIHATa WM MHTPABSHO3HA PeXUapaTHpaliia Tepanus TpsoBa 1a Obie
cro0pa3eHa ¢ Xxapakrepa (TexxecTTa) Ha 3a00JIIBaHETO, Bh3PacTTa Ha MAIlMEHTa, a ChII0 Taka U ¢
KIIMHUYHATA UCTOPUS Ha 3a00JIIBAHETO.

H[ZGQHEBHI/I MCPKU IIpU ynome6a
CMekTa He Tpi[6Ba Aa C€ B3uMa OT MalqUCHTU C PCAKU HACJIICACTBCHU HpO6J’IeMI/I KaTO HCIIOHOCHUMOCT

KbM (PYKTO3a, JIOIIa pe30pOIHs Ha TIIFOK03a U TajJaKTO3a WM HEJOCTAThYHOCT Ha KOMIUIEKCHHS
€H3UM 3aXap03a-u30MajTo3a.

ToBa JICKApCTBO CHABPIKA MAJIKU KOJIMYCCTBA €TAHOJ (aJ'IKOXOJ'I), mo-manko ot 100 mg 3a THCBHA
J03a.

4.5 B3aumojeiicTBHE C IPYrH JIEKAPCTBEHH MPOAYKTH U APYru popmu HA B3auMoeilicTBHE
Toii kKaTo abcopOupaIMTe CBOWCTBA HA TO3U MPOAYKT MOTAT JIa MOBJIHUASAT CKOPOCTTA U/WUIIA HUBOTO

Ha a0copOIMs Ha JPYTH BEIECTBA, IPETIOPHYBA ce a HE Ce MpHiiaraT JpyTH JeKapCTBa
€THOBpPEeMEHHO ¢bc CMeEKTa.



4.6 @epTHaMTET, OPEMEHHOCT U KbpPMEHe

Deprunurer
Edexkra Bppxy depTrnnTeTa Ipy X0pa He € MPOyYeH.

bpemenHoct
Jlurcear wim UMa OrpaHUYEHH JaHHU (32 u3X0/a Ha mo-mManko oT 300 cirydas Ha OpeMEeHHOCT) OT

ymoTpebaTta Ha CMeKTa Ipu OpeMEeHHHU KEHHU.
HpOY‘IBaHPIiITa IIpHU )XUBOTHU Ca HCJOCTATHbYHU 1O OTHOLICHUEC HA PCIPOAYKTUBHATA TOKCHUYHOCT.
CMeTka He ce MpernopbhYBa 1Mo BpeMe Ha OpeMeHHOCT.

Kspmene
Nwma orpannyenu qanHu 3a ynorpedara Ha CMeKTa 1o BpeMe Ha KbpMEHE.

CMekTa He ce npenopbiBa O BpEME Ha KbpPMCHC.

4.7 EdexTu BHpXy cioco6HocTTa 32 iopHpaHe u padoTa ¢ MAIIMHA

Hsma BivsiHue BHpXY CIIOCOOHOCTTA 32 Io(UpaHe U paboTa ¢ MaITUHH,
He ca npoBexxaanu NpoyyYBaHusl, HO HE CE OUAKBAT HUKAKBH €(ECKTH.

4.8 Hexes1aHu JIeKaApCTBEHH pPeakiuu

Haii-yecto cphobOlIaBaHaTa HeXeENaHa pPEakiys 10 BpeMe Ha JICYEHUETO € KOHCTHITAIUATA, KOSITO Ce
NOSIBABA NP NPHOIHU3UTENHO 7% OT BB3pacTHUTE U Npubam3uTento 1% ot genarta. AKO Bb3HUKHE
KOHCTHUIALUs, IPUEMBT Ha JUOCMEKTUT TpsiOBa J1a ObJie MPEeKpaTeH U aKo € HEOOXOIUMO J1a ce
BBH300HOBH IIPH [TO-MaJIKa j103a. TabnuiaTa mo-10iry mocouBa HeXeJlaHUTE JICKAPCTBEHN PEAKIUH OT
KJIMHAYHU U3MUTBAHUS U OT IOCTMapKETHHIOBY U3TOYHUIM. YecToTuTe ca onpeaeseHn cbo0pasHo
CJIETHOTO MPaBWIIO: MHOTO YecTH (> 1/10), wectu (> 1/100 mo < 1/10), vewectu (> 1/1 000 mo <
1/100), peaxu (> 1/10 000 no < 1/1 000), mHorO penku (< 1/10 000), HeM3BeCTHU (OT HATUYHUTE
JaHHU HE MOXe Ja ObJic HalpaBeHa OLCHKA).

Hesxenanu nexapcTBEHH peakLUM, ONpeaesieHH OT KIMHUYHU U3MUTBAHHUA U OT MOCTMapKETHHIOBU

WU3TOYHUITN
CucreMHO-OpraneH |1[
aac ecToTa Hexenana peakuust
CroMaurHo-4peBHU UecTn™ [Konctunaus
HapyIIECHHUS
Hapymenns va koxxata |[Hewectn™ O6puB
Y IIOJIKO)KHATA ThKaH Penxu* Yprukapus

HewusBectHu |AHrHOEmeM, NpypuTyc

Hapymienus na HeusBectHu  |CBpBXUYyBCTBUTEITHOCT
MMYyHHAaTa CUCTEMaA

* OI_ICHKaTa € HallpaB€Ha Bb3 OCHOBA HAa YECTOTUTE B KIIMHUYHUTE U3ITUTBAHUA

Cpo011aBane Ha MOAO3UPAHN HEXKEITAHW PEAKIINN
Cp0o0I1aBaHeTo HA MOIO3UPAHN HEXKEITAHH PEAKIIMH CIIE]l pa3peliaBane 3a ynotpeda Ha

JICKapCTBEHUS MPOJYKT ¢ Ba)KHO. TOBa MO3BOJISIBA J1a TIPOIBIKU HAOJIOJICHUETO Ha ChOTHOIICHHETO
MOJI3a/PUCK 32 JIEKAPCTBEHUS MPOAYKT. OT METUIIMHCKUTE CICIMAINCTH CE U3UCKBA J1a ChOOIIaBaT
BCSIKa TTOI03UpaHa HEXKENaHa peakiys Ypes:

W3mbIHUTETHA areHIIHS 110 JIEKapCcTBaTa

yi1. ,,Jdamsta ['pyeB” Ne 8

1303 Codus

Ten.: +35 928903417

yebcaiiT: www.bda.bg



4.9 Tlpexo3upane
[Ipeno3upaneTo MOKE J1a JOBEIE [0 TEXBK 3arek uin 6e30ap.
5. ®APMAKOJIOTUYHHA CBOVMICTBA

5.1 dapmakoaMHAMUYHU CBOWCTBA
®dapmakoTepaneBTHUHA Tpyna: AHTHAHapuyHH aacopoentu ; ATC xox: AO7BCOS

Kiunuyna dapmakonorus:

3a TUOCMEKTUT € MOTBBPAEHO, e

- azicopOupa ra3oBere B YepBaTa IIpU Bb3PaCTHUTE

- Bb3CTAaHOBSIBA HOPMAJIHATa MyKO3HA [IPOILY CKJIIMBOCT IIPYU KIIMHUYHO IIPOYYBAaHE, U3BBPIIEHO IIpU
Jiera ¢ TacTpOEHTEPUT

brnarogapenue Ha TMCTOBHIHATA CU CTPYKTYpa M BUCOKHUS CH IJIACTHYEH BUCKO3UTET CMEKTUTHT UMa
MOII[HO MOKPHBAII0 CTOMAIIIHO-UYpPEBHATA JINTaBUIa CBOMCTBO.

Tokcuko-(hapMaKoIOrHIHUTE MPOYYBAHNS MTOKA3BAT, Y€ THOCMEKTHT:

- JieiicTBa KaTo CIy3eH CTaOMIM3aToOp M HUTONPOTEKTOP HA CTOMAIIHO-YPEBHATA JIMTaBUIA CPELTY
arpeCUBHH arcHTH KaTO COJIHA KUCENIHNHA, )KITbYHHU KUCEINHH, COJIN U IPYTH JPa3HUTEIH,

- IEMOHCTpHpPA BUCOK KallallUTeT Ha aACOPOLHs CPELly EeHTEPOTOKCHHHU, OaKTEpUU U BUPYCH,

- mojicuiBa OaprepaTa Ha YpeBHATA JIMT'ABHIIA,

- TMOCMEKTHUT Bb3CTAHOBSBA e(eKTa B EMHUTEIHATA Oaprepa, IpeAn3BHKaH OT MPOUHQIaMaTopeH
utokuH TNF-o (yuacTBam B HIKOJIKO YpEBHU HApyIICHHUS: HHPEKINO3HA JHAPHS, BH3IATUTEITHN
3a00JIsIBaHUS HA UE€pPBATa M XPAHUTEITHA aJepTHs).

5.2 DapMaKOKMHETHYHH CBOMCTBA

ITpu mpuem CmekTa ce orpaHnYaBa 10 JyMUHAIHATa CTpaHa Ha enuTelna (HUTo ce abcopOupa, HUTO
ce MeTaboIu3npa).

JIMOCMEKTHUT ce OTAeIs B U3NPAKHEHUATA YPE3 NMPOLeca Ha HOPMAJIHUS YPEBEH TPAH3UT.

5.3 IpeakiauMHu4HH JaHHH 32 §€30MACHOCT
HexnuHu4HM 1aHHM IIOKa3BaT, Y€ HAMA KOHKPETHA OIIACHOCT 3a XOpaTra, KOMTO JaHHU ca 0a3upaHu
Ha KOHBCHIIMOHAJIHU IMPOYYBAHUA HA OCTpaTa 1 MHOT'OKpAaTHAa TOKCUYHOCT U TCHOTOKCHUYHOCT.

6. OAPMAIEBTUYHU JAHHU

6.1 CnuchbK HAa IOMOIHHUTE BelecTBa

I'mroxo3a MOHOXUIPAT,
3axapHH HaTpuH,
Banunos Bxyc*,
[HopTokanoB BKyc**

* CbcTaB Ha BAHUIIOBUS BKYC:
ManronekctpuH, riutepr Tpuaretar (E1518), cunmmnmes nuokenn (E551), eTrimoB ankoxour,

coeB sienutrH (E322), apoMar Ha BaHWIHSL.

*ChbCTaB HA MMOPTOKAIIOBUS BKYC
ManToJIeKCTpHH, 3aXapo3a, akalieB K, MOHO- U UAICTUIIOR eCTep Ha BUHCHATA KHCENUHA U

MOHO W TUTJIMICPUAN Ha MacieHuTe kuceauHu(E472e), cummnueB muokcun(ES551), mopTokanos
apomar.

6.2 HecbBMeCTHMOCTH
He ca uzBectuu



6.3 CpoK HA rOIHOCT
3 roguHU

6.4 CrnenuajaHu yCJI0BHSl HA ChXpaHeHHe
Hsima crieraiiu yciioBust 3a ChbXpaHeHHe.

6.5 Bua u chIbpKaHHe HA ONMAKOBKATa

Camrera (xaptus Kraft, amymunueso ¢omno/PE), cpabpxanu 3,760 g nmpax 3a nepopaiHa
CyCIIeH3Usl.
Kapronenn onakosku ¢ 10, 30 u 60 camera.

6.6 CnenuaaHy npeana3Hyu MepKHU NP U3XBBPJIsiHE H padoTa

[Ipenu na ce U3XBBPIM CHIBPXKAHUETO HA CaIIeTo TPsAOBa Ia ce pa3dbpKa ¢ BOAa U J1a ce U3Jee.
7. HHPUTEXATEJI HA PASPEHIEHUETO 3A YIIOTPEBA

IPSEN Consumer HealthCare
65,quai Georges Gorse

92 100, Boulogne Billancourt
OPAHILIUA

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

9. JATA HA TBbPBO PA3PEIIABAHE/TIOJJHOBABAHE HA PABPEIIEHUETO
3A YIIOTPEBA

Hata Ha mepBo pazpemanane: 20.06.2002
Jata Ha mocnexano noanoBsBane: 21.12.2007

10. JATA HA AKTYAJIMBUPAHE HA TEKCTA: 06/2020
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