JIncroBka: undopmanus 3a norpeéurens

Enrtepon ®Mopre 500 mg npax 3a nepopaiHa cycrneH3us
JInopunuznpaun apoxau Saccharomyces boulardii CNCM I-745

Enterol Forte 500 mg powder for oral suspension
Lyophilized yeast Saccharomyces boulardii CNCM I-745

[IpoueTeTe BHHMATEIHO UAIATA JIHCTOBKA, NIPE/IH 12 3aN04YHeTe /12 IpHeMAaTe TOBA JeKAPCTBO, Thil KATO
TS Ch/IbPAKA BAHA 32 Bac nadopmanus.

Buuaru npuemaiite ToBa JIeKapcTBO TOHHO KAKTO € OMMCAHO B Ta3W JIMCTOBKA WK KakTo B e kazan
Baiuus nekap uam papmanesr.
- 3anazere Ta3u JTMcTOBKA. Moe J1a ce HAOXKH J1a S TPOYETETE OTHOBO.
- AKO ce Hy;KJaeTe OT J1OMbJIHUTEIHA HH(OPMaLMs UK ChBeT, nonuTaiiTe Bawus gapmauesr.
- AKO MOJIyYHTE HAKAKBH HEIKENAHH JICKAPCTBEHH PeakLMK, yBeaomeTe Balus nexap wiu apmaueBr.
Tosa BK/IIOYBA M BCHYKH Bb3MOIKHH HEXKEJIAaHW PeaklMH, HEOMMCAHH B Ta3H JIMCTOBKA. Buykre Touka 4.

- AKO He Cce uyBCTBaTE M10-100pe WK ChCTOAHHETO BH Co-BA0MITPIORA-A2-IOTHRCUTE ICKAPCKA [IOMO
U3IMbNIHUTENHA ATEHUNMA NO NEXKAPCTBATA

KakBo cbabpika Ta3n JIHCTOBKA Nucmotia - Mpurowerie 2

. Kakso npeacrasnssa Enurepon @opre u 3a KakBo ce M3MNqI3Ba M&M (3

2. Kakso Tpa6Ba j1a 3naere, npeau na npuemere Enrtepon dioy Po2. M ... AL ettt

3. Kak na npuemare Eurepon ®opre Pazspewerise Ne i

4. BB3MOXKHH HeKeaHH peakiliiu BG/MA/MP:(—ZL 16 y U9 -06- 2026
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6. ChIbpKaHHE Ha ONAKOBKATA H AOITHIHHTE/IHA uH(bopmaWM T e el oAss 0 sAAA L es . memmss oo snomns

1. Kakso npencrapasisa Entepo.1 u 3a kakBo ce u3noJussa

To3u nekapcTBeH Npo/yKT e U3110/13Ba 3a BH3PACTHH W J1€la HAJl 6 IOJIMIIHA BB3PAcT MpH:

- JleyeHHe Ha ocTpa HHpEKLMO3HA AHapHs

- MpO(UIAKTHKA H JICYEHHE HA KOJIUT H JIHapHs, NPHYMHEHH OT aHTHOMOTHLM

- KATO JOMbJIHEHHE KbM JIEYEHHE C BAHKOMMUMH/METPOHWA30] 3a Mpe/lIOTBPAaTABAHE HA pELMIHB Ha
3abonsaBanus, npuunnenu ot Clostridium difficile

- npothHIaKTHKA HA 1HAPHA, BCIIEACTBHE HA XPAHEHE CbC COHAA

- nevenue Ha cuuapoma Colon irritable

2. Kakso Tpu0Ba j1a 3uaere, npean aa npean aa npuemere Enrepoa ®opre

He npuemaiite Entepon ®opre ako cre:

- CBBLPBLXUYBCTBHTEIHH KbM AKTHBHOTO BELLECTBO MM KbM HAKOE OT OCTAHAIMTE MOMOLIHH BELLECTBA HA
Enrtepon dopre

- NALKHEHT ¢ UEHTpalleH BEHO3EH KaTeThp

- MMYHOKOMTIPOMETHPAHH WITH XOCTIHTAIM3HPAHH MAaLHEHTH (BCIEACTBHE HAa CEPHO3HO 3ab0siaBaHe WM
HapylieHa/ciaba HMyHHa cHCTeMa)

HApyru aekapersa u Entepon @opre

Mons unpopmupaite Bawuns nekap uam (apmanesT, ako npueMaTe W HACKOPO CTE MPHEMANH APy TH
JIEKApCTBa, BKAKOYMTE/IHO W TAKHMBA, OTiyckaHu 6e3 peuenta. Tbii kato EHrepon Mopre uma ruOuuen npousxon,
He TpAdBA J1a ce NpUIIara ¢b¢ CHCTEMHH WK NEPOPaIHH NPOTHBOMbOHUHH JIEKAPCTBEHH NPOJYKTH.

1 a Entepon @ NHTKH eiA n.? N
[Ipnem na Entepon ®opre ¢ xpanu u na N 2
T031 nekapcTBeH NpoayKT He OMBa Ja ce cMecBa ¢ MHOTO ropetiu (Haa 50°C), neaeHmu, W N1
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Karo npeanaszna mMapka, 3a npeanoyunrase ¢ Aa ce u3darea ynorpefara Ha TO3H NEKapeTBEH NPOAYKT M0 BpeMe
Ha GpemeHHocCT.

[lopaan nuncaTta Ha AaHuUM, 3a MpeanoyUTaHe e 1a ce u3barsa ynorpebaTa Ha TO3W JEKAPCTEEH NPOAYKT No
BpEME Ha KbpMeHe.

Illogpupane u paboTa ¢ MALIHHK
Hsama npoyusanug 3a eekTHTE BbpXY cMocoOHOCTTa 3a wogupaHe ¥ paboTa ¢ MALIHHK,

Baxkna HHGpOpMaNHA OTHOCHO HAKOH OT cbeTaBKHTe HA EnTepon @opTre

To3u nexapcTBeH NPOAYKT cbABPAKA 65,0 mg NaKTO3a BHB BCAKO calle.

Ako Bauwuar nexap By e kazan, yue HMaTe HEMOHOCHMOCT KbM HAKOH 3aXapH, MOCHLBETBANTE CE C Hero, npean aa
B3EMETE TO3H NPOAYKT.

To3u nekapcTeeH NPOAYKT chabprxa 943,8 mg ¢pykTo3a BbB BCAKO callie (KOETO € €KBHBANEHTHO Ha 190
mg/ml).

AKO NIexapcTBOTO € B KOHTAKT CbC 3b0MTE (Hanp. nepopanHi TEYHOCTH, TaBNETKH 3a CMYHEHE UKW TabNeTKH 3a
ABLBYEHE) W € NPeHa3Ha4eHOo 3a NPOoaLILKKUTENHA ynoTpeba: OpykTo3aTa Moske Ja yepean 3ubuTe.

Tosa nekapcrso cpabpka 0,10 mg copOHTO BBB BCAKO caule.
3. Kax na npuemarte Entepon ®opre

Bunary npuemaite Entepon ®opre TouHo kakTo Bu e kaszan Bamuar nexap. AKO He CTe CHrypHH B HELLD,
nonuraiite Bainna nekap unum gapmauesT.

l'lpenoquHTenHaTa J03a 34 Bb3pacTHH W ella Haj 6 romuiliHa BB3pacT ¢ ! caie Ha ACH.

Entepon Mopte npax: CeabpskaHHETO Ha CALIETO Ce Pa3TBaps B MANKO BOAA WM foACNaieHa 6e3ankoxonHa
HanuTKa, pa3obpkea ce W ce u3nuea. [IpaxbT MOXeE CHLLO Aa ce CMECBA W C XpaHa.

AKo cTe cnpean npuema na Entepon ®opre
AKO WMaTe HAKAKBH JOMBLJIHHTEIHM BBNPOCH, CBbP3aHH ¢ ynoTpeGaTa Ha TO3M IPOLYKT, MONS NOMMTaiiTe
Bawus nexap unm gapmaliesr.

4, Bu3MOKHH HeXeAaAHH PeaKuHn
Kakro BcHuku nekapctea, Entepon @opre Moxe Ja NPeau3BHKA HEXKENaHW PEaKLHM, BBITPEKH Y€ HE BCEKH I'H
noJyvasa.

- Crobasano € 3a peaky ciyvaM Ha €MUracTpaiHH (B ropHarta 4acT Ha Kopema) GONKHM, KOMTO He ca
HaJIOXKHH CNIHUPAHE HA JIEYEHHETO.

- MHoro pellku: NpoHHKBaHe Ha APOX M B KPbBTa ((hyHreMHs).

- MHOro peakM:; aHrHoeaeM.

- MHoro penku: aHauIakTUMHA peakiya K UOK.

- C Heu3BeCTHA YecToTa: 3anex.

- C HeM3BECTHA HECTOTA: CEPHO3HA MH(EKLIMSA HA KPbBTa (Cercuc).

AKO HAKOA OT HEXEAHHMTE JIEKAPCTBEHH PEakLMK CTAHE CEPHO3HA WiN 3a0ene)uTe APYTH, HEOMUCAHH B TA3W
JINCTOBKA HEKENAHH peaKUHH, MONA yeeaomete Bawua nekap unu papmaueer.

CrofmaBane HA He)XKeJJAHH PEAKIHH
AKO NOJMyuHTE HAKAKBH HEXKENaHW NEKAapcTBEHW peakund, yBeaomere Bawmns n
BKJIIOYBA BCHUYKH Bb3MOXHM HEONMHCAHW B Ta3W JIMCTOBKA HEXENAHH PEaKlMH,
HeXeNaHW peakuuy AHPEKTHO ypes:
H3nenHUTENHA areHUus 10 NekapeTeaTa
yn. ,Jamsu I'pyes* 8, Codua 1303
Ten.: +359 2 8903417




yebcaiiT: www.bda.bg

Karo chobulapare HexenaHH peakUuuH, MOXKCTE a AadCTC CBOA NPHHOC 3a NoJlyyaBaHE Ha NOBEHE HH(bOpMaLlHFI
OTHOCHO Oe30MacHOCTTa Ha TOBA NeKapcTBO.

5. Kak na cuxpanssate Entepon ®opre

CwxpanspaiiTe Ha MACTO, HEZOCTBITHO 34 Jeua.
He u3nonssaiite Entepon Qopre cnea cpoka Ha FroAHOCT 0TOeNA3aH BLPXY KAPTOHEHATA ONAKOBKA H CAWeTo.
CpoxbT Ha FOQHOCT OTrOBAPS HA NOC/EAHHUA AeH OT NOCOUEHHS MECEL,

He ce n3ncksa CrieHaiHH yCJIOBHA HA CBXPAHCHHE,
JlexapCTBaTa HE TpﬂﬁBa 4 C€ H3XBLPAAT B KAHANTH3AaUHATA UJIH B KOHTEﬁHcpa 34 JOMALUHH OTNAABILA.

TMonuTalite Bawns ¢apMaueBT Kak Aa YHHULLOXKHTE HeHyxHuTe By ekapcTBa. Te3an Mepku Liie CNOMOrHAT 3a
OMna3BaHe Ha OKOJIHATa cpena.

6. CbabpkaHHe HA ONAKOBKATA H JONBIHHTETHA HHGOpPMARHA

Kakgso ceabpixa Enrepoa ®@opre 500 mg npax 3a nepopa;THa CyClneH3nn

AKTHBHOTO BELECTBO € THodmnusupann Saccharomyces boulardii CNCM I743.

- Besiko cawe cpavpxa 500 mg nnodunusupany aposkau Saccharomyces boulardii CNCM 1745,
- HpyruTe ChCTaBKH ca: 1AKTO3a MOHOXHAPAT, PpyKTO3a, OE3BONCH KONOHAEH CHIHLMEB NHOKCH/, MIOA0R
apomar (ceabpiall copburon).

Kak n3rsiexna Enrepon ®oprte 500 mg npax 3a nepopajina CyCneH3Hs # KAKBO CLALPKA 0NAKOBKATA
[lpax ¢ Gexos usat. Onakoskara ceabprka 10, 14 unn 20 cawera 8 KAPTOHEHA KYTHS.

He Bcuuky BUAOBE OMaKoBkW MOraT a GbaaT MycHaTH Ha nasapa.

TIpuTeKaTEN1 HA paspelieHHETO 3a ynoTpesa H NPOH3BOAKTEN

IpuTexkaTeN Ha pa3peLIeHHeTo 34 ynoTpeda:

BIOCODEX
22 rue des Aqueducs 94250 Gentilly
Opanuus

[poussoauTen:
BIOCODEX

| avenue Blaise Pascal
60000 Beauvais
OpaHuna

3a pombauuTenHa HHGOPMALIMA OTHOCHO TOBA JIEKAPCTBO, MOJIS CBBLPXKETE Ce ¢ JIOKAAHMA NpeACTABUTEN Ha
TIPHTEKATENS HA pa3pelleHHeTO 3a yioTpeba:

Marna®apm Bunrapus EAJT

Ten. 02/810 39 64

Jata Ha nocieaHo npepasriexaane Ha JHcToBkaTa: 01/2026




yebcaiiT: www.bda.bg

Kato ¢hobuiaBare HexenaHu peaKUHH, MOXKETE 1a 1aACTE CBOA MPHHOC 3a NnoJiy4aBaHE Ha MoBEYe HHCl)OpMaLIHFI
OTHOCHO ©e301acHOCTTa Ha TOBA JICKApCTBO.

5. Kak na cexpausBarte Enrepon ®opre

CobxpaHsBaiiTe Ha MACTO, HELOCTBITHO 3a JleLa.

He usnonssaiite Entepon @opre ciie cpoka Ha rogHocT othes1s13aH BbpXy KapTOHeHaTa ONakoBKa M calleTo.
CpoKbT Ha FOAHOCT OTrOBaps HA MOC/EHUS 1eH OT NOCOUEHHs Mecell.

He ce u3nckBa cneumanty ycaoBus Ha CbXpaHeHHe.

JlekapcTsara He TpAGBa /1a ce M3XBBLPJIAT B KAHAIM3ALMATA WM B KOHTEHHEpA 3a JOMALLHH OTNA/bLIH.
[Tonuraiite Baiusa dapmalieBT kak 1a yHHILOKHTE HeHykHUTe Bu nekapersa. Te3n MepkH Lie cnoMorHar 3a

Oona3BaHe€ Ha OKOJIHaTa cpeja.

6. CL}JB[)?K‘AHHE HA ONAKOBKATA H 1I0NILJIHHTEJ/IHA HH(IJOpMaIIHfI

Kaxso ebabpaxa Entepon ®opre 500 mg npax 3a nepopaJina cycnensus

AKTHBHOTO BELLECTBO € IMohHIu3upanu Saccharomyces boulardii CNCM [-745.

- Besiko cawe cbabpika 500 mg nnodunusupanu apoxkan Saccharomyces boulardii CNCM 1-745.
- Jpyrure cheTaBKM ca: 1akTo3a MOHOXHMApAT, PPyKTO3a, Ge3BO/ICH KOJOWAEH CHITMLIMEB JIMOKCHL, 1110108
apoMar (cbabprKalll copouTon).

Kak usrsexna Enrepon ®@opre 500 mg npax 3a nepopajina cycneH3usi H KAKBO CbAbP/Ka ONAKOBKATA
[pax ¢ Gexon ussat. Onakokara chabpika 10, 14 uam 20 caiiera B KaApTOHEHa KyTHS.

He BCHUKH BHIOBE ONAKOBKH MOTrart na Obaar IMYCHAaTH Ha nasapa.

[IpuTexkaren Ha pa3penieHHeTO 32 ynorpeda H NPOH3BOANTE

[Ipureskates Ha pa3peuieHreTo 3a yrnorpeda:

BIOCODEX
22 rue des Aqueducs 94250 Gentilly
OpaHuus

[Ipoussoauren:
BIOCODEX

| avenue Blaise Pascal
60000 Beauvais
DpaHuus

3a ponbaHKHTEIHA MHAOPMALKS OTHOCHO TOBA JIGKAPCTBO, MOJIS CBbPIKETE CE€ C NOKAIHMA NPEACTABMTEN Ha
MPUTEKATE/S HA pa3pelleHHeTo 3a ynoTtpeba:

Marna®apm buarapus EAJ]

Test. 02/810 39 64

Jlata na nocJjieino npepasriexiane Ha Jucroskara: 01/2026
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