KPATKA XAPAKTEPHCTHKA HA IPOIYKTA 3 oo /53 wel |

1. MME HA JJEKAPCTBEHHUS IPOAYKT = .3 ¢ / /7/,7 /7 p-JGEr6
Enrepon 250 mg npax 3a nepopaiHa cycneHsus AL o .' ”1 ] 05?021 '
Enterol 250 mg powder for oral suspension g L

2, KAYECTBEH H KOJIMYECTBEH CbCTAB

Bcesko npaxye cbaspia Lyophilized Saccharomyces boulardii CNCM 745 250 mg.

IMomoiuu BemecTea ¢ W3BeCTHO AeiicTBHE 3a 1 caue:
JlakTo3a: 32,50 mg

®pykro3a: 471,90 mg

Cop6uron (E420) (ceabpxain ce B miogosus apomar): 0,1 mg
3a MBJIHKA CIIMCHK Ha TIOMOLIHHUTE BELECTBA, BHXKTE Touka 6.1.

3. JEKAPCTBEHA ®OPMA
ITpax 3a nepopanHa cycrneH3us

4. KJIHHAYHHU JAHHH

4.1 TepaneBTHYHH NOKA3aHUSA

- Jleuenue Ha ocTpa uHeKUMO3HA AHAPKA MPH BB3PACTHH M AeLa

- [TpodunakTika H NeueHHe Ha KOJIHT U AHAPUA, IPHYUHEHH OT AaHTHOHOTHLIH

- Karo nombiHeHHe KbM JieyeHHe ¢ BAHKOMHLIMH/METPOHHAA30]I 32 TIPeIOTBpaTABaHE Ha
peLuauB Ha 3abonsaBanus, npuukHeHH ot Clostridium difficile

- IMpodunakTrka Ha AHapus, BCAEACTBUE HA XPaHEHE ChC COHZIA

- Jleyenue na cunapoma Colon irritable

4.2 Ho34poBKa H HAYHH HA NPHJIOKEHHE

| unu 2 npaxuyera JHEBHO.

ChabpiKaHMETO Ha MPaX4eTo Ce pa3TBaps B MAIKO BOJa WM NojcnajieHa Oe3a/IKoXoHa HalHTKa,
pa3bbpkBa ce H ce u3nuBa. [IpaxbT MOXKe ChIIO Taka JIa Ce CMECBa H C XpaHa.

IMopanu pHCK OT BB3IYINEH IBT Ha KOHTAMHHHPAHE, CallleTaTa MM KarcysuTe He TpabBa Ja ce
OTBApAT B CTaM 3a nauueHTH. [To Bpeme Ha paboTa cBbp3aHa ¢ NPUIIOKEHHETO HAa NTPOOHOTHLIM,
MEIHULUMHCKHTE CNIELHAIHCTH TpAOBa 1a HOCAT PbKaBHLH, clie]] KOETO He3a0aBHO Ja MM U3XBBPJIAT H
no0pe na U3MHUAT phlETe cH (Bik. T. 4.4).

43 IIpoTHBONOKA3aHHUs

CBpBXUyCTBHTENHOCT KbM aKTHBHOTO BEILECTBO WIH KbM HAKOE OT MOMOILHHTE BELIECTBA.
H3BecTHa CBPBXYYBCTBUTENTHOCT KBM HAKOS OT ChCTABKHTE; ANEPTHsi KbM Masi, 0COOEHO KbM
Saccharomyces boulardii; mauueHTH ¢ LEHTpaNeH BEHO3€H KATEThP; KPUTHYHO GOTHH NaLMEHTH WIH
HMYHOKOMIPOMETHPAHH MalHEHTH, NIOpaan pHcK OT GyHremMus (Bx. T. 4.4).

4.4 CneusaJHH nNpelynpe:KaeHHs H NpeaNa3HH MePKH NpH ynoTpeba

EHnTepon cbabpika jJKMBH KNETKH. 3aTOBa TO3M JIEKApCTBEH NMPOAYKT He OMBa 1a ce CMecBa ¢ MHOTO
ropei (Haz 50°C), neneHy WM anKOXOJMHH HATIMTKH HIH XPaHH.
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JledeHueTo HE 3aMECTBA PEXHAPATALATE, KOTATO TOBA € HE0OX0AMMO. PexuapaTalyaTa H HeiiHHA
BT Ha BeBSxkAaHE (p.o. — IV) Tpa6pa fa ce ananThpa COpEN TEXECTTa Ha AMAPHATA, BB3pacTTa ¥
3APaBOCIIOBHOTO CHCTOAHHE HA [TALMEHTA.

HMa crobinenns 3a MHOTO PeAKH ciydad Ha $yHreMus (M KPLBHH KyJITYPH, [IOJIOKHTENHH KbM
mamoBe Ha Saccharomyces) 1 cencuc, NPeIHMHO [IPH NALMEHTH C USHTPATIEH BEHO3EH KaTCTEP,
KPHTHIHO GONHH HAH HMYHOKOMNIPOMETHPAHH NALMEHTH, Hali-4ecTo BOASION A0 NHpeKkcHs. B
TNIOBEYETO CITyYaH, pe3y/TATET € 3aI0BONHTENEH Cllell CTUpaHe Ha ieyeHueTo ¢ue Saccharomyces
boulardii, npunarane Ha NpOTHBOrEGHYHO NIEYEHHE M OTCTPAHABAHE HA KATETHPA, KOraTo €
HeobxoxuMo. PesynTatsT o6ade e daraneH npy HAKOH KPUTHYHO GonHu nauHeHTH (Bk. T.4.3 1 4.8).

KakTo NpH BCHYKH JIEKaPCTBEHHM NPOLYKTH, NPOU3BEISHH OT XHBH MUKpPOOPraHH3MH, TpAlBa 1a ce
o0LpHe cnenManHo BHHMAaHHE NpH paboTa ¢ NpoAyKTa B NPHCECTBHETO Ha NALMECHTH MABHO C
LEHTpaneH BEHO3CH KATETEP, KAKTO M HA NAIKEHTH ¢ nepudrepeH KaTeThp, JOPH H aKo HE Ce JIEKyBar
¢he Saccharomyces boulardii, 3a 1a ce w3berse BcAKO KOHTAMHHHPaHE 9pPE3 PHIE H/HIA

PasNpOCTPaHAEaHE Ha MHKPOOPTaHH3MH TIO BE3yXa (BX. T. 4.2).

Cne HIHH 34 JCK3) HHA NPOAYKT CHHHA:

¢ Topa nexapcTeo chabpika 32,50 mg makTo3a MOHOXHADAT HA Callle.
INaunenTy ¢ penku HacaeCTBEHH MPoGIeMH Ha HEMOHOCHMOCT KBM raaxTo3a, ofma naKkrazHa
HENOHOCHMOCT MJIH MIIOKO30-rajiakTo3Ha ManmabeopOis, He TpAOBa fa NpHEMAT TOBA JIEKapCTBO.

e Toga nexapcrso coabpia 471,90 mg ¢pykTo3a Ha caine.
TauneHTH ¢ peaKy HacAeICTBEHH NPoONeMH HA HEMMOHOCHMOCT KBM (pYKTO3a, HE TpAbBa Na npuemMar
TOBA NEKAPCTBO.

» Tosa nexapctro ceappaxka 0,1 mg copOuTOn Ha cae.

4.5 BaanmopaeiicTBHE © APYTH AeKAPCTBeRH NPOAYKTH H APYTH (popMH HA
B3aHMoAeHicTBHE

Teit kaTe EnTepon aMa re0H4eH npou3xon, He TpadBa fa ce NpHIara CLC CHCTEMHH HITH NIePOpanHy
dyHruUHAHA TEKaDCTESHH MPOXYKTH.

4.6 @epTHAHTET, GPEMEHHOCT H KLPMEHE

Hsama cHrypHH TepaTOr'€éHHH JaHHH IIPH XHBOTHH.

KomnigHo, 00 cera He € cboOllaBato 33 edexr Ha MandopManya, HHTO 33 HETOTOKCHYHH ACHCTBUA.
Benpekn Tora, HabmogeHAET0 Ha OpeMeHHH, TPHEMALIX TO3H NEKapPCTEeH NPOAYKT € AOCTATBYHO Ja
H3KMI0TH BCAKEKBB PHCK.

OTTYK, XaT0 peAna’Ha MIPKa, e 3a IpeanoIHTale aa ce H30ArBa ynoTpe0aTa Ha TO3M JIEKAPCTBEH
OPOAYKT MO BpeMe HA OPEMEHHOCT.

IIpn nxncara Ha AaHHM 3a OpeAmoYnTaHe € Aa ce H3bArea ynorpefata Ha TO3M JIEKAPCTBEH MPOAYKT
I10 BpeMe HA KbPMEHE.

4.7 EdexTH BBpXxY ¢nocofHOCTTA 32 ilodupane u paboTa ¢ MAIDHAR

HsmMa nipoy«Banns 3a edexTHTe BEPXY cOCOOHOCTTa 32 modHpane 1 paGoTa C MAMIHHH.

4.8 Hexenanu NeKapcTBEHE PeaKHH

Saccharomyces boulardii CNCM 1¥#43 e xun opraHuInM, K0T CE CBLP3BA C PHCKOBETE OT CHCTEMHA
reOHHa HEpEKLHA: cCBOOMABAHO € 33 MHOTO PEIKH CydaH Ha GYHTeMHA MPH XOCTIHTATH3MPaHH

MAUMEHTH B TEXKO ChCTOSHHE, Hati-gaecTo NOPaaH racTpo-HHTECTHHAIHO 3aBonaBane, ¢ HEHTpANCH
BCHO3CH KaTeThp.

ncTeMa'opraH IPeﬂK“ 'Mnoro pe}]lcll C HeH3 CTOTA
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CromainHo-4ypeBHM [Enuractpanta (B ropHara KoHcTHnauus
HapyILeHHA HacT Ha Kopema) Oonka

DyHremusi npH nauueHTH ¢ JCencuc Npu KpHTHYHO G0IHM

Hudexumn u LIEHTpasieH BEHO3EH [T HMYHOKOMIPOMETHPAHH
HHpecTaunu [KaTeTbp H KPUTHYHO OOJTHH [MALMEHTH (BK. TouKa 4.4)
HITH
MMYHOKOMIIPOMETHPAHH

rmaiueHTH (BXK. T. 4.4).

Hapywmenus Ha AHrHOeIeM

[koxkaTa u

MOIKOKHATA THKAH

Hapymennus na AHa(MIaKTHYHA peaKLs
JaMyHHaTa cucTema MM LIOK

CroblaBaHe HAa NO103MPAHH HEXETAHH PEAKLIMH
CrobiaBaHeTo Ha MoA03MPaHH HEXKENaHH PeaklMH Cliell paspelaBaHe 3a ynotpeba Ha neKapcTBEHHsA

NpoAYKT € BaxkHO. ToBa NMo3BoMsBa Aa NPOABIDKH HAOMIONEHHETO HA ChOTHOIIEHHETO MOJI3a/PHCK 33
NeKapcTBeHHs NpoaykT. OT MEAHLIMHCKHUTE CNELHATHCTH Ce H3MCKBA J1a Chob1aBaT BCAKa M0103HpaHa
HEXEeNaHa peakiHs Ypes:

H3nbJHATEIHA areHIHs N0 JeKapcTBaTa

Codmua 1303, yn. ,,Jlamsau I'pyes” 8

Ten.: +359 2 8903417

yebcaiit: www.bda.bg

4.9 [Ilpeno3upane

Hsma cbobluenus 3a cinyyan Ha npeao3upaHe.

5. PAPMAKOJIOTHYHHM CBOMCTBA

5.1 ®apmakogHHAMHYHH CBOICTBA

®dapmakoTepaneBTHYHa rpyna: AHTHAMapeiind mukpoopranmsmu, ATC kox: AO7FA 02

Ilo BpemMe Ha npeMHHaBAHETO Ha KH3HecrmocoOHata My (opMa Npe3 XpaHOCMMIIATENHHMA TpaKT,
Saccharomyces boulardii CNCM I-745 npenusukBa OHONOTrHYHH AEHCTBHA, CXOMHH JI0 3allHTHHTE
CBOIiCTBAa HAa HOpMaHaTa 4YpeBHa (Jopa.

INpuHIMNHEATE HAYMHK Ha OelicTBrHe HAa Saccharomyces boulardii CNCM [-745 npu npodunaxktuka 1
NeYeHHE Ha CHMITTOMHTE Ha AHapHs ca:

- NOTHCKAHE HA NATOrCHETHYHNTE AEHCTBHA HA HAKOW MHKPOOPraHH3MH H/HIIH TEXHHTE
TOKCHHH, ocobeno Clostridium difficile, NpUHIMNHO OpraHW3MHU NPUYMHATENH HA AHAPHA, CBbP3aHa C
aHTHOHOTHLM M Vibrio cholerae, THMMYHO 3a TOKCHH-NPOAYLMpaHaTa GakTepus, OTrOBOPHA 32
CEeKpeTopHa JuapHs.

- TPO(GHYHH H HMYHOCTHMYJIHPAIUH edeKTH HAa HHTECTHHAHNA TPAKT, BKJIIOYBALIH
3a0enexMMO H 3HAUMTETHO NOBHIIEHHE Ha LATIOCTHATA M crieliHyHa AKTHBHOCT Ha YPEBHUTE
Aucaxapujasu (Cykpasa, Ma/Tasa M JIakTasa) U ABHO yBeJIHYeHHe Ha ceKxpeTopHHTe IgA
KOHLIEHTPALIMK HAa YPEBHATA TEYHOCT.

5.2 dapmMakoKHHEeTHYHH CBOIiCTBa
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Criezt IOBTOPHH nepopasity 1034, Saccharomyces boulardii CNCM [-745 npemunasa npes
XPaHOCMHUJIATENIHUA TPAKT, Oe3 3acenBaHe, ObP30 AOCTHIa 3HAYHMMH HHTECTHHAIIHM KOHLIEHTPALIMH,
KOMTO ce MOAAbPXKAT KAaTo MOCTOSHHO HUBO Npe3 nepHoja Ha npuiokeHue. Saccharomyces boulardii
CNCM [-745 ne ce oTkpuBa BbB (pekanuuTe 2 10 5 AHH Cle CIIHPAHE Ha JIEYEHHETO.

5.3 Ilpeax HHMYHM AaHHH 32 G€30MACHOCT

HsMa TOKCHYHOCT IPH MHBOTHH.

6. ®APMAIEBTHYHH JAHHH

6.1 CnucbK Ha NOMOIIHHTE BellecTBA

JlakTo3a 32,50 mg
DOpykTo3a 471,90 mg
be3BoneH KononaeH CHITHIMEB THOKCH] 6,25 mg
ITnonos apomat 4,35mg

6.2 HecnbBmMecTHMOCTH

Henpunoxumo.

6.3 Cpok Ha rogHocT

3 ronuHH

6.4 ChnenunajHH ycJIOBHSI HA CbXpaHeHHe

[a ce cexpansga noa 30°C.
CobxpaHsBaiiTe cauleTara B OpHrHHAIHATA OMAKOBKA, 3a [1a Ce MpeanasaT OT CBeTIHHA H Blara.

6.5 Bua H chbaAbpKaHHEe HA ONAKOBKATA

KapTroHeHH KyTHH, ChbABpKalIM camiera ot XxapThs-AL-polyethylene namunar. Onakoska o 6, 10 u 20
camera.

He BcHukH BHIOBE ONaKoBKH Morat Aa ObaaT nycHaTH B nponaxoa.
6.6 CnennajHH NpeANa3sHH MepKH NPH H3XBbp.siHe H paboTa
Hsama cnenmanHu H3MCKBaHHUS.

7. NPUTEXATEJ HA PASPELIEHHETO 3A YIIOTPEBA

BIOCODEX
7 avenue Gallieni, 94250 Gentilly,
DpaHuHsg

8. HOMEP HA PA3SPEILIEHHETO 3A YIIOTPEBA
Peructpauponen Homep: 9600193

9. JIATA HA ITBbPBO PAPEHIABAHE/INIOJHOBSIBAHE HA
PAPELIEHHETO 3A YIIOTPEBA

Jlara Ha mepBo paspeasane: 21 asryct 1996
Jlata Ha mocneqHO NOJHOBABAHE HA paspelueHHeTo 3a ynorpeda: 17 cenTeMBpH




10. JATA HA AKTYAJIH3HPAHE HA TEKCTA
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