KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA

1. UME HA JIEKAPCTBEHMS ITPOAYKT

ExTtepon ®opre 500 mg npax 3a nepopanHa cycrneH3us
Enterol Forte 500 mg powder for oral suspension

2. KAYECTBEH H KOJIMMECTBEH CbCTAB

Besiko calie cbhabpika mnoduausupann apoxn (lyophilized yeast) Saccharomyces boulardii CNCM
[-745 500 mg.

[ToMolLHHM BeLlecTBA: JIAKTO3a MOHOXH/PAT, (hpyKTO3a, 6€3BOAEH KOMOHIECH CHITHLIMEB JIHOKCHL,
M008B apoMar (CbabprKall copOUTOIN).

3a MbJAHHA CIMCHK HA NOMOLLHHTE BELECTBA, BHIKTE TOYKA 6. 1.
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4.1 TepaneBTHYHH MOKA3AHHS

To3u nexapeTBeH NpoJLYKT ce U3M0JI3Ba 3a BL3PAaCTHH U 1ela Ha/l 6 roJiMLIHA BB3PacT, NPH:

- Jlewenue Ha ocTpa HHQEKLMO3HA 1UAPHS.

- [Tpodunakruka u neyeHue Ha KOJMT M AMAPHSA, IPHUHHEHH OT aHTUOHOTHLIM.

- Karo nonbiHenue KbM JieHeHHe ¢ BAHKOMHULIMH/METPOHUIA30J1 3 MPeAoTBpaTsBaHe Ha
peunauB Ha 3abonsBanus, npuunHenu ot Clostridium difficile.

- [Tpodmnakruka Ha aMapus, BCAEACTBHE Ha XPAHEHE CbC COHJIA.

- Jleuenune nHa cunapoma Colon irritable.

4.2 Jo3HpoBKa H HAYHH HA NPHJIOKEHHE
| caine AHEBHO 3a BL3PACTHH M Jela Hajl 6 roJIMiIIIHaA BB3pacT.

C'bjl'bp}l{aHHCTO Ha calleTo ce pa3TrBaps B MaJIKO BO/la WJIH rnoacjajcHa 0e3a/IkoX0JIHA HANMTKa,
pa’36prBa CC M CC MU3IMHBA. l'lpaxm MOMKE CbULO TaKa Jla ¢€ CMECBa U C XpaHa.

[Topasm pucK OT BB3IYILIEH MbT HA KOHTAMWHHUPaHE, callleTaTa W Kancyaure He TpadBa ja ce
OTBapAT B CTaM 3a nauueHTH. [1o Bpeme Ha paboTa cBbp3aHa ¢ NPUIIOKEHUETO HA MPOOHOTHIIH,
ME/IMLIMHCKHTE CreHanieT TpAdBa 1a HOCAT PbKaBHLM, clie/l KoeTo He3a0aBHO 1a MM H3XBBPJIAT H
a00pe 1a u3MUAT pblieTe cH (BxK. T. 4.4).

4.3 IIpoTnBonokazanusn

- AKO CT€ allepruuHi KbM aKTHBHOTO BELLECTBO HIIM KbM HAKOSA OT OCTAHAIMTE ChCTABKH Ha TOBa
JIEKapCTBO; aleprus KbM Mas:

- AKO CT€ NALMEHT C UEHTPaJIEH BEHO3EH KaTeTbp;
- IMYHOKOMITPOMETHPAHH HJIH XOCITUTAIH3UPaHH NALUMEHTH (BCIEICTBHE Ha CEPHO,
WK HapylueHa/cnaba HMYHHA CHCTEeMa) Mopajin pUCK OT GyHremMus (BXx. T. 4.4).

4.4 CpoeuuaJHH npeaynpe;RIeHHs H NPeANA3ZHA MEPKH NpH ynorpebda



Entepoa QopTe chabpska *KHBM KIETKH. 3aTOBA TO3H 1IEKAPCTBEH NPOAYKT He GHBa 1a ce cMecBa C
MHoro ropeutd (Hag 50°C), feneHu UK ANKOXONHH HAMUTKH WK XPaHU.

JleueHHeTO He 3aMECTBA PeXHAPATALMATA, KOraTo TOBa € HeoGx0aumMo. PexuaparanuaTa 1 HeiHuA
LT Ha BbBEXKAaHe (p.o. — [V) Tpabea na ce ananTupa cnopen TexecTTa Ha AHApHATA, BL3PacTTa 1
3IPABOCNOBHOTO CHCTOAHME HA NALMEHTA.

HmMa cboblueHns 3a MHOTO pesikK cny4aH Ha (hyHreMus (W KPLBRHH KYJITYPH, MONOKHTENHH KbM
wamoBe Ha Saccharomyces), W cencHc NPeAHMHO MPH NMaLWeHTH ¢ LUEHTpaieH BEHO3eH KaTeThp,
KPHTHYHO OONHM MM HMYHOKOMIAPOMETHPAHH MaLMEHTH, Hali-uecTo BOACLIM A0 MUpeKkcHa, B
IOBEUETO CTYYaH, Pe3YTATHT € 3aZ0BOJTHTENEH CE CNMPaHE Ha JICUEHHETO Che Saccharomyces
boulardii, npunarane Ha npoTHBOrEOMYHO eUEHHE H OTCTPAHARAHE HA KaTeThpa, KOraTo €
Heobxoaumo. PesyntatsT obade e pataneH npu HAKOH KPUTHYHO GonHH mauueHTH (B, T.4.3 u 4.8).

KakTo npu BCHHKH NleKkapcTBEHH TIPOAYKTH, MPOU3BECHH OT )KHBH MHKPOOPraHW3MH, Tpsabea 1a ce
00bpHe cneuranHo BHMMaHKe NpH paboTa ¢ NPOAYKTa B MPUCHCTBHETO Ha MALMEHTH MTABHO C
LEHTpaeH BEHO3EH KATETbP, KAKTO H HA NALMEHTH C Nepu(epeH KaTeTbp, A0PH H aKO HE ce NeKyBaT
cve Saccharomyces boulardii, 3a na ce n36erHe BCAKO KOHTAMHHHPAHE Upe3 pbLE H/HIH
pasnpoCTpaHABaHE HA MHKPOOPraHH3MHM No Bb3ayXa (Bx. T. 4.2).

C[Iegll!hlrl‘{lﬂl 3a JICKApCTBEHHA MPOAVET NPCAYNPDEKACHHNA:

e Toga nekapcTBO CHABPKA NAKTO3a MOHOXHIPAT.
[lanyenTH ¢ peaAKn HacNeICTBEHW ApobneMy Ha HEMOHOCHMOCT KbM rajlakTo3a, obwa nakrasta
HEMOHOCHMOCT MJIH [THOK030-TaflakTo3Ha Manabeopbums, He TpsOBa 1a npuemat ToBa NE€KapCTBO.

¢ ToBa nexkapcTBO cbABbpxKa pyKTO3a.
[TauneHTH ¢ peakH HaciencTBEHH MpobieMM Ha HEMOHOCHMOCT KbM (PPYKTO3a, He TpaOBa Ja npHeMar
TOBA JIEKAPCTBO.

¢ Tosa NekapcTBO ChIbpkKa copOuTo.

4.5 BsanmoneiicTeie ¢ ApYrH AekapcTBeHH NPOAYKTH M ApYrH gopmMH Ha
B3aHMOAEHCTBHE

Twit karo Exrepon ®opte uma rebuuen npousxon, He TpadBa aa ce nmpunara ¢be CHCTEMHH HITH
NEPOPATHU PYHTUUHIHY IEKAPCTBEHH NPOAYKTH.

4.6 Depruiaurer, GpeMeHHOCT H KbpMeHe

HsaAMa CHIypHH TepaTOreHHY AAHHH MPH HKHBOTHH.

KaunnyHo, 1o cera He e cbobluasaHo 3a edexT Ha mandopMauus, HUTO 3a HETOTOKCHYHH ederTH.
l'lopanu TOBA, HaGJ'llO,EleHHe'TO Ha GpeMeHHH, fIpUEMall TO3H JEKAPCTBCH NPOAYKT € A0CTAaTBYHO fa
H3KIHOYH BCAKAKDLB PHCK.

OrTyk, KaTO NpeAna3Ha Mapka, € 3a IpeAnovxTane ga ce u3barsa ynorpebarta Ha TO3M JieKapcTBeH
IPOAYKT TO BpeMe Ha GpeMeHHoCT.

[1px nuncara Ha 2aHHM 33 NPEANOYMTAHE € Aa ce H30Area ynorpedaTa Ha TO3M NEKAPCTBEH MPOAYKT
[O BpPEME Ha KbpMeEHe.

4.7 EdjexTa BLpXy cnocoGHocTTa 3a Wodgupane u padoTa ¢ MAITHHH

Hama npoyusaHus 3a edeKTHTE BBPXY cnocobHOCTTa 32 WodHpane 1 paGora ¢ Mall
4.8 Hexenanu JekapcTBeHH peakuHH

Saccharomyces boulardii CNCM 1-745 e k1B opraHuabM, KOHTO ¢e CBbLP3BA ¢ pH
cHcTeMHa rbOHuHa HHEeKUHS: ¢HOBLLABAHO € 38 MHOTO PEIKH CNyYaH Ha PyHreMHU



XOCNHTANU3IHPAHH NAUHNCHTH B TEXKKO CbCTOAHHE, Hal-uecTo nopaiv raCTpo-HHTECTHHANHO

3360J'I$IB3.HC, ¢ LUEHTPANICH BC

HO3CH KAaTETHP.

CHCTEME*OPI‘RH KJaac

IPBIIKH

MHuoro penxn

IC HEeH3IBECTHA 4eCTOTAa

CTOMAaLLHO-4pEBHH
HapyLUeHHA

HMudekunu u
MHpECTAlNY

Enuractpanya (B
ropHaTa YacT Ha Kopema)
Gonka

(DyHreMHA MpH NaUHeHTH
C LIEHTpaieH BEHO3EH
KATETbP H KPUTHYHO
OONHH HAK
HMYHOKOMIIPOMETHPAHH
NAaLKeHTH (Bx. T. 4.4).

KoucTHnaums

Cerncue npH KPUTHYHO BONHKM Mk
HMYHOKOMIPOMETHPAHH MaLHEHT
(BxkK. TOUKa 4.4)

Hapywenusa Ha koxaTa H
MOAKOAKHATA THKaH

IAHIHOEAEM

HapyleHus Ha UMyHHaTa
cHCTEMa

AHabHTaKTHUHA peakumns
MM [OK

Crobiasane HA NOA03HPA

HH HE&XEIAHU PeaKIHH

CroblaraHeTo Ha MOJO3UPAHH HeXKeTaH| PEaKLMH Cliell pa3pelaBaHe 3a ynotpeba Ha nekapcTBeHHS
NpoAyKT e BaxxHO. ToBa MO3BONABA Aa NPOAL/KY HAONIOAEHHETO HA CLOTHOILUEHHETO MON3a/PUCK 34
NekapcTBeHna npoAyKT. OT MEAMLMHCKHUTE CIIELIHANHCTH C€ H3MCKBA Aa Cho01uaBaT BCAKA MOZ03IMPaHa

HeXenaHa peakuHs 1pes:

H3nbaHHTe/IHA areHIHA N0 JeKapeTeaTa

yi. Jamad I'pyes™ 8, Codu
Ten.: +359 2 8903417

yebcaitT: www.bda.bg

4.9 Tpeaosnpane

1 1303

Hsma crhobwenus 3a ciiyuad Ha npenosupane.

5. PAPMAKOJIOTHYHU CBONCTBA

5.1 GapmakoaHHAMHYHH CBOHCTBA




dapmaroTepaneETHHa rpyna: Anruanapeiiny Mukpoopranusmi, ATC koa: AO7FA 02

Ilo Bpeme Ha npeMHHaBaHeTO Ha MMU3HecnocoOHara My ¢opMa mpe3 XpaHOCMMNATENHHA TPakKT,
Saccharomyces boulardii CNCM 1-745 npeavssukBa 6MonoruyHy aeicTems, CXOAHK 0 3ALUMTHHTE
cBOMHCTBa Ha HOpManHaTa 4peBHa dnopa.

IpuHUMNHKTE HAYUHK Ha AeiicTBue Ha Saccharomyces boulardii CNCM 1-745 npu npodunaktika u
JieyeHHe Ha CHMIITOMHTE Ha AHapHA ca:

- MOTUCKAHE HA NATOreHETHUHUTE ePeKTH Ha HAKOH MHKPOOPTaHH3MH H/UITH TEXHHTE TOKCHHH,
ocobeno Clostridium difficile, opraHuamMu npM4HHKTENY Ha AHapHA, CBbp3aHa ¢ ynotpebara Ha
aHTHOHOTHLM U Vibrio cholerae, THIMUHA GakTepHsA, MPOM3BEXK/A1IA TOKCHHH, OTTOBOPHA 32
CeKpeTopHaTa AHaApHS.

- TPOPUUHH H UMYHOCTUMYAHPALLM eeKTH BbPXY HHTECTHHATHHS TPAKT, BKJTFOUBALLH
3a6e1eXHMO H 3HAUMTE/IHO NOBHLIEHUE HA LAIOCTHATA M cnelythHYHA AKTHBHOCT Ha YPEBHHUTE
Avcaxapuaasd (Cykpasa, ManTasa M 1akTasa) M ABHO YBEJHYEHHE Ha CEKPETOPHHTE IgA
KOHLIEHTPALMH HA UPEBHATA TEUHOCT.

5.2 QapMaKOKHHETHYHH CBOiicTBA

Cnen nosTophm nepopannu a03u, Saccharomyces boulardii CNCM [-745 npemunasa npes
XPaHOCMHUNATENHNA TPAKT, Oe3 3acensade, 6bP30 4OCTHra 3HAYHMH HHTECTHHATHH KOHLEHTPaLMH,
KOHTO ¢& NOAXLPKAT KATO NOCTOAHHO HHBO NPE3 NEPUOJA Ha NpHIoKeHUe. Saccharomyces boulardii
CNCM 1-745 He ce oTkpHBa BbB PEKANHKTE 2 10 5 IHH Cliell CMPAEHe HA JIEYEHHETO.

5.3 TlpeakJAWHHYHH 1AHAH 3a 0e30MacCHOCT

Hsama ToxcudHoCT MPH 2KHBOTHH,

6. ®APMALEBTHYHU JAHHH

6.1 CnMchK Ha NOMOLIHHTE BellecTBA

Jlaktoza Mmonoxuapar

OpykTo3a

Be3Bonen konoWaeH CHITHLMHERB JHOKCH]

[lnonos apomar (ceabpekai copGHTON).

6.2 HecbBmMecTHMOCTH

Henpunoxnmo.

6.3 Cpok ua rogHoct

3 roauHn

6.4 CoennajiAH yC/I0BHA HA ChLXpaHeHHe

He ce H3KMCKBAT CeLHATHM YCHIOBHUA HA CbXPAaHCHHE,

6.5 Buan cbALPIKAHHE HA ONAKOBKATA

20 camera.

He BCHUKH BHIOBE ONAKOBKKH MoraT na 6baar ITyCHATH Ha na3apa.

6.6 Cnennannu npeanasHs# MEPKH NpH HIXBLPJAHE H paboTa




Hama cnenHanHl H3HCKBAHMA,

7. INMPUTEXATEJ HA PASPEINEHHUETO 3A YIIOTPEBA

BIOCODEX
22 rue des Aqueducs, 94250 Gentilly
Dpanuus

8. HOMEP HA PASPEIIEHHETO 3A YIIOTPEBA
PerucrpaunoHen Homep: 20210175

9. JATA HA II'bPBO PA3PEIIABAHE/IOAHOBSABAHE HA
PASPELHIEHHETO 3A YIIOTPEBA

Jata Ha nupeo pazpeinasane: 30.06.2021
Jara Ha nocienHO NOAHOBABAHE:

10. JATA HA AKTYAJIU3BUPAHE HA TEKCTA

01/2026




