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KPATKA XAPAKTEPHCTHK

1. UME HA JIEKAPCTBEHUA IMTPOAYKT
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O O00DEeH
Enrepon 250 mg TBbpAN KarcyJiu [ g00perie N

Enterol 250 mg capsules, hard

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

Bcesika TBbpaa kancyna ceabpxa Lyophilized Saccharomyces boulardii CNCM =745 282,50 mg
(exBuBasIeHTHH Ha 250 mg nuodunn3upanu kneTtku Ha Saccharomyces boulardii CNCM 1-745 n
32,50 mg lactose).

[ToMoI1IHH BelIECTBa ¢ U3BECTHO NelicTBHe 3a | kancyna:

Jlakro3a: 32,50 mg
3a MbJIHKUS CIMUCHK Ha MOMOIIHUTE BellleCTBa, BUXKTEe Touka 6. 1.

3. JIEKAPCTBEHA ®OPMA

T'Bbpaa kancyna

4. K/IMHUYHU JAHHH

4.1 TepaneBTHYHH MOKA3AHHSA

- JleueHne Ha ocTpa MH(EKLHUO3HA AUapHs MTPU Bb3PACTHU M Jeua

- [lpodunakTHka U J€YEHHE HA KOJIUT M AHAPHUSA, TPHYMHEHU OT aHTHOMOTHULIH

- KaTto nombiHeHHe KbM JIeYeHHE ¢ BAHKOMHLIMH/METPOHKA301 32 MPeI0TBpPaTABAHE HA PELIHIAMB Ha
3abonsBanud, npuuuHenu ot Clostiidium difficile

- [lpodunakTuka Ha aUMapUd, BCIEACTBUE HA XpaHEHE CbC COHJ1A

- Jleuenune Ha cunapoma Colon irritable

4.2 Jlo3MpoBKa H HAYHH HA NPHJIOKEHHE

| win 2 KancyJjiu JHEBHO.
Kancynure Morar aa ce npHeMaT ¢ MaJIKO BO/Jla WM Jia C€ OTBOPAT M ChAbPKAHUETO J1a C€ U3CHUIIE B

noacianeHa 6e3ajIkoX0JIHa HanmUTKa, BbpXY XpaHa.
[lpy mankure aeua noa 6 roaMHU HE € TNPENOPbYMTEIHO Ja C€ I'bJITAT KalcyJuTe (pPUCK OT
HeyCIreleH nacax).

[Topaau puck OoT Bb3AYLUEH ITbT HA KOHTAMMHHUPAHE, calleTaTa WK KancyJMTe He TpsaOBa aa ce
OTBapAT B CTaM 3a nauneHTu. [1o Bpeme Ha pabora cBbp3aHa ¢ MPUJIOKEHHUETO HA NMPOOHOTHLIH,
MEJIMLIMHCKHUTE CMNEeHaIUCTH TPAOBa 1a HOCAT pbKaBHLIM, CJieJ1 KOETO He3a0aBHO J1a T'H U3XBBLPJIAT

nobpe na u3MHAT pbLETE CH (BXK. T. 4.4).
4.3 IlpornBonokazaHus

CHp’bX'—l}’BCTBHTEJIHUCT KbM aKTHBHOTO BEHICCTBO HJIH KbM HAKOE OT NMOMOILIHHUTE BELICCTBA.

U3BecTHa CBPBXUYYBCTBUTEIHOCT KbM HSAKOS OT CBbCTABKHTE, ajleprus KbM M
Saccharomyces boulardii; NnauMeHTH ¢ LEHTPAJIEH BEHO3€H KaTETbpP; KPHTHYHO
MMYHOKOMITPOMETHPAHH MALMEHTH, NOpaaHu pPUCK OT pyHremus (Bx. T. 4.4).




4.4 CneuHajHH npeaynpexIeHns H Npeanasii MepKH npu ynorpedba

ExTepon chabpka j)KMBU KJIETKW. 3aTOBa TO3M JIEKAPCTBEH MPOJAYKT He OMBa /1a ce cMecBa C MHOTO
ropei (Han 50°C), 1e1eHN WK aJIKOXOJHW HANMUTKH WIH XPaHHU.

JleueHneTo He 3aMecTBa pexuapauusTa, Korato ToBa € He00XoaumMo. Pexuapauusara 1 HEHHUA BT HA
BbBex1aHe (p.o -1V) TpAbBa aa ce ananTvpa criope/l TeXecTra Ha AnapuaTa, Bb3pacTra u
3/IpaBOCJIOBHOTO CbCTOSSHHE HA MaLMEHTA.

Mma cboOlieHns 3a MHOTO PeIKH cliyyau Ha QyHreMus (M KpbBHH KYJITYPH, MOJIOKHUTETHH KbM
iamoBe Ha Saccharomyces) U cencuc,, NpeAMMHO NMPHU NALMEHTH C LUEHTPAJIEH BEHO3€H KaTeThp,
KPUTHYHO OOJIHW MJIH HMYHOKOMITIPOMETHPAHH NMaLHEeHTH, Hal-4eCcTo BOJEIN 10 nupeKkcus. B
MOBEYETO Cy4YaH, pe3yaTarbT € 3aJI0BOJIMTENIEH ClIe/l CIIHpaHe Ha JIEYEHHETO Cbe Saccharomyces
boulardii, npunarase Ha NPOTHBOrbOMYHO JIEYEHHE M OTCTPAHsABAHE HA KAaTETbpa, KOrarTo €
HeoOxoauMo. PesynitaTsbT 00aue e datasieH npu HAKOW KPUTHYHO OONTHU naumeHTH (BXK. T.4.3 1 4.8).

KakTo npu BCHYKH JIEKAPCTBEHH NMPOAYKTH, MPOHU3BEJAEHH OT )KHBH MHKPOOpPraHH3MH, TpsOBa J1a ce
0o0BbpHE cnenuanHo BHUMaHKe Nnpu padboTra ¢ NpojyKTa B MPUCHCTBHETO HA MALMEHTH INIABHO €
LIEHTpaJIeH BEHO3€H KaTeTbp, KAaKTO W HA NMALMEHTH ¢ nepH(pepeH KaTeTnbp, 10pH H aKO HE Ce JIEKyBaT
cbe Saccharomyces boulardii, 3a n1a ce n36ersHe BCAKO KOHTAMHHHpaHE Ype3 pblie W/ HIH
pa3npoCTpaHsBaHe HAa MUKPOOPraHU3MH 110 Bb3/yXa (BK. T. 4.2).

CrneunHYHH 32 IEKAPCTBEHUS NMPOAYKT NMPEayNPEkKACHHUS:
Coabpxka 32,50 mg 1akTo3a Ha KarcyJia.

[TanMeHTH ¢ peIKU HaCAeACTBEHH MPOoOJIEMH HAa HETOHOCHMOCT KbM rajlakTo3a, ITbJIEH JIaKTa3eH
ne(ULUT MK IIIHOKO30-rajlakTo3Ha MaiabcopOLus He TpsOBa 1a NpUeMar TOBa JIEKapCTBO.

4.5 B3aumoaeiicTBHe C APYIH JIeKAPCTBEHH NPOAYKTH H APYIrH pOpMH Ha
B3aHMo/elcTBHE

Twit karo EHTepon uma reOMuYeH npou3xo/, He TpsaOBa Ja ce npujara CbC CHCTEMHH WJIH NMEepOpaTHH
(GYHIMUMIHM JIEKApCTBEHH NMPOAYKTH.

4.6 ®epruanTer, PEeMEHHOCT H KbpPMeEHe

Hsima curypHu TepaToreHHu JaHHH MpH )KUBOTHH.
KnanHanuHo, 10 cera He € cboO1aBaHo 3a edexkT Ha MaihopMaLms, HUTO 3a (ETOTOKCHYHH JEHCTBHS.

Bbnpeku ToBa, Hab0AEHHETO HA OpeMEHHH, MPHUEMALLIH TO3H JIEKAPCTBEH MPOAYKT, € 10CTaTb4YHO Aa

H3KJIKOYH BCAKAKBB PHUCK.
(}['T}’l{, KaTo rnpearna3sHa MApKa, € 3a NnpearnovyruTaHe Jid cC n30srBea yﬂﬂmﬁﬂ’]ﬂ Ha TO3H JICKAPCTBCH

NPOAYKT 10 BpemMe Ha OpeMEHHOCT.

[1pu nuncara Ha JaHHU 3a PEANOYMTaHE € J1a ce n30area yrnorpedara Ha TO3M JIEKApCTBEH MPOLYKT
10 BpeMe Ha KbpMEHE.

4.7 EdexkTn BbpXy cnocobHocTTa 32 WogupaHe U pabora ¢ MALLIHHH

Hsma npoyuBaHus 3a epekTuTe BbpXYy CriocoOHOCTTa 3a wodupaHe U padora ¢ MallMHH.

4.8 Hexenanu JieKapCTBEHH peaKkUHH

Saccharomyces boulardii CNCM [-745 e 1B opraiu3bM, KOHTO c€ CBbpP3Ba C PUCKOBETE OT
crcTeMHa rbOMuHa MHGeKUns: cboOlIaBaHO € 32 MHOIO peIKU Ciiyyau Ha (pyHreMus rnpH

XOCMUTAJIN3HPAHH NMALMEHTH B TEXKKO ChCTOSHHE, Hall-4eCcTO NMopaau racTpo-uHTECTH
3a00JI9BaHe, C LEHTPAJICH BEHO3EH KaTeThp.




ﬁnc*rema—opran Penxu MHoOro peaku IC HEeH3BECTHA 4eCcTOTA

J1ac
CromaiuHo-upeBHH [Enuractpaina (B ropHara KoHcTrnaums
HapyLLIEHHS YacT Ha Kopema) OoJika

DyHreMHs npu nauueHTH ¢ [Cencuc npu KpUTHYHO OOJTHH

Nudexkuuu 1 LIEHTpaJIEeH BEHO3€EH HJIH HUMYHOKOMITPOMETHPAHH
HH(ecTaluu KaTeTbp U KPUTHYHO OOJIHM [MAUMEHTH (BXK. TOUKa 4.4)
WJTH
HMYHOKOMITPOMETHPaHH

NaLMUeHTH (BXK. T. 4.4).

Hapyiexnus Ha AHruoezaemM

KOKara u

MOJKOXHaTa ThKaH

HapyiueHus Ha AHa(UIaKTHYHA peaKLIus
MMYHHATa CUCTEMA MJTH LLIOK

CoboO1iaBaHe Ha NOA03HPaHH HEXEJIaHW peakKLHu

CpoOlaBaHETO HA MOAO3MPAHH HEXEJIaHH peakLMM clell pa3pellaBaHe 3a ynorpeda Ha JIeKapCTBEHHS
MPOAYKT € BaXHO. ToBa Mo3BoJisiBa Ja NpoAb/KH HaOMOAEHHETO HAa ChbOTHOLUEHHETO MOJI3a/pPUCK 32
NeKapcTBeHUss MNpoAyYKT. OT MeIMUMHCKHTE CMNeLMaTUCTH C€ H3MCKBA Ja cbhoOllaBaT BCsKa
[10103MpaHa HeXKeJlaHa peakLus Ypes:

M3nbaHHTEIHA areHlHs Mo JIeKapcTBaTa

Codusa 1303, yiu. ,,Jlamsx ['pye™ 8

Ten.: +359 2 8903417

yeOcaiit: www.bda.bg

4.9 Ilpenosupane
HsMa cb0oO1eHHs 3a ciyyad Ha npeaos3upaHe.

S. ®APMAKOJIOTUYHHU CBOUCTBA
5.1 ®apmMakoaAHHAMHYHH CBOICTBA

QapmakorepaneBTH4Ha rpyna: AHTuanapeitHu mukpoopraiusmMu, ATC koa: AO7FA02

[To BpeMe Ha NpeMHHABAHETO Ha )HU3HecnocoOHara My ¢opma rnpe3 XpaHOCMHUJIATeTHHS
TpakT, Saccharomyces boulardit CNCM 1-745 npeaun3BukBa OMOIOrHYHH 1€HCTBHUS, CXOAHH
110 3allUTHUTE CBOMCTBA HA HOpMaJiHaTa YpeBHa (iopa.

[lppHUMNIHUTE HAYMHK Ha AeicTBUe Ha Saccharomyces boulardiit CNCM 1-745 npwu
Npo(uIaKTHKA M JIEYEHHE HA CHMIITOMUTE HA JHapus ca:

- MOTUCKAHE HA NAaTOreHeTUYHHUTE ACHCTBUSA HA HAKOU MUKPOOPraHUW3MH W/HIIH
TEXHUTE TOKCHHU, 0c00eHO Clostridium difficile, npUHUMNHO OPraHU3MHU NMPUUNHUTESIH HA
IHapus, CBbp3aHa ¢ aHTHOMOTULIM U Vibrio cholerae, TANNYHO 3a TOKCHUH-TIPOAYLIMPAH
OakTepHs, OTTOBOPHA 3a CEKPETOpHA AHapHs.

- TPOPUYHH U UMYHOCTUMYJIHPALLH €(DEKTH HA UHTECTHHAJIHUSA Tpa




BKJIFOYBAIIH 3a0€Ie)KHMMO H 3HAYMTEIHO MOBUILEHHE HA LIAJIOCTHATA U cneunduyHa
AKTMBHOCT Ha YPEBHHUTE AW3axapuaa3M (Cykpasa, MajiTas3a M JiakTasa) U IBHO YBEJIHUEHHE Ha
CEKpPETOpPHUTE IgA KOHLIEHTpPALMK HA YpEBHATA TEYHOCT.

5.2 ®apMakoOKHHEeTHYHH CBOlCTBA

Cnen NoOBTOPHHU NepopanHu A03M, Saccharomyces boulardii CNCM [-745 npemuHasa npe3
XPpaHOCMHJIATE/IHUS TPaKT, 0e3 3acenBaHe, ObpP30 AOCTHra 3HAYMMHU HHTECTHHAJIHH
KOHLIEHTPAllM1, KOUTO C€ MOAABbPKAT KaTO MOCTOSHHO HUBO Ipe3 NEPHO/1a Ha NMPHIIOKEHHE,
Saccharomyces boulardii CNCM 1-745 He ce oTkpuBa BbB (eKkanuuTe 2 10 S THU criel
CMIMPAHE Ha JIEYEHHETO.

5.3 Ilpeak/HHHYHH JaHHH 32 0€30MACHOCT

HsMa TOKCHYHOCT MPH KUBOTHH.

6. OAPMALEBTHYHH JAHHHU

6.1 CnuchLK HA NOMOULIHHTE BelllecTBA

JlakTo3a 32,50 mg
MarHe3ueB creapar 2.85 mg
XenaTtuu 82,32 mg
TuranoB 1HOKCH] 1,96 mg

6.2 HecnbBMeCTHMOCTH

Henpuioxumo.
6.3 Cpok Ha roaHocTt
3 ronuHH

6.4 CneunajHH yCJIOBHSI HA CbXPaHEeHHe

Jla ce cbxpansBa noa 30°C.
CobxpaHsBaiiTe KancyjauTe B OpUriHajiHaTa ONaKoBKa, 3a /1a Ce NpeaAnassT OT CBET/IMHA H
BJIara.

6.5 Bua H cbabpkKaHHE HA ONAKOBKATA

CTbKJIEHO LIMLIE C MTOJIMeTHIIEHOBA Kanayka, B kapToHeHa KyTus. OnakoBka no 10, 20 1
50 kancyJu.

Onakoska, ceabpxkaiua 12, 20 u 30 Opos kancyau B Al/Al 6i1mcrepun, noctaBeHH! B
KapTOHEHA KYTHS.

He BCHYKH BHAOBE ONMAaKOBKH Morar jia Obaar nycHaTH B npoaaxoa.

6.6 ChneunajHy npeanasHy MEepPKH NPH HIXBLPJIAHE H paboTa

Hsama cneuuaiHi H3UCKBaAHUA.

7. MIPUTEXATEJI HA PABPELILEHHUETO 3A YIIOTPEBA

BIOCODEX




22 rue des Aqueducs
94250 Gentilly
OpaHums

8. HOMEP HA PABPELLEHHETO 3A YIIOTPEBA
Perucrpaunonen Homep: 9600192

9. JATA HA ITBPBO PA3PELUABAHE/TIOAHOBABAHE HA
PASPELLIEHHUETO 3A YIIOTPEBA

JlaTa Ha mbpBO pa3pewiaBaHe: 21 asryct 1996
JlaTa Ha nocieaHO MOJHOBABAHE Ha pa3pelleHueTo 3a ynorpeda: 17 cenremepu 2009

10. JATA HA AKTYAJIUBUPAHE HA TEKCTA

07/2024




