IHCTPYKIOIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

EHTEPOJI 250
(ENTEROL® 250)
CKnao:

Oitoua pevosuHa: 1 kamcyina MicTuTh caxapominetu Oynapai CNCM I-745 (miodinizoBaHi KimiTuHM)
250 mrT;

0ONOMIdiCHI peyosuHU: TAKTO3KW MOHOTIpAT, MarHito cTeapar.

JIikapcbka ¢opma. Kamncynmu.

OcHosHi (i3uko-xiMiyHi 81acmusocmi: HEIIPO30Pi KeTaTUHOBI Karcynu 6i70ro KONMbopy, SKi MiCTAThH
IIOPOLIOK CBITJIO-KOPUYHEBOTO KOJIbOPY 3i CIELU(pIYHUM 3armaxoM.

dapMakoTepaneBTHYHA rpymna. AHTUAiapelHi MikpoOHi npenapaTtu. CaxapomineTu Oymapmi.

Koxm ATX AO7F A02.

®Papmako102iuHi 8 1acmueocmi.
dapmakoOuHamika.

EnTepon 250 HOpMai3ye MiKpo(hIopy KHIIeYHUKaA 1 Ma€ BUPaKeHy eTionaTOTeHeTUYHY
aHTHufiaperny fmifo. [Tig yac mpoxoaKeHHS Yepes IUTYHKOBO-KUIIKOBHUM TPakT Saccharomyces
boulardii CNCM I-745

yuHATH 61070TiYHy 3aXUCHY [Iil0 BiTHOCHO HOPMAaJIbHOI KUIIKOBOI MiKpOGIOpH.
TonoBHi MexaHi3Mu gil Saccharomyces boulardii CNCM I-745:

- IPSIMUI @HTAroHi3M (aHTHMiKpOOHa [is), 3yMOBNIeHu# 3naTHicTIo Saccharomyces boulardii

CNCM I[-745 nipurHidyyBaT# pPiCT MaTOTE€HHUX ¥ YMOBHOIIATOT€HHUX MiKpOOpraHi3mis i rpubis, 1mo
OpYyIIyIOTh 6i0lleH03 KUIIeYHUKa, TaKux gK: Clostridium difficile, Clostridium pneumoniae,
Staphylococcus aureus, Pseudomonas aeruginosa, Candida krusei, Candida pseudotropical, Candida
albicans, Salmonella typhi, Salmonella enteritidis, Escherichia coli, Shigella dysenteriae, Shigella
flexneri, Klebsiella, Proteus, Vibrio cholerae, a Takox Enthamoeba hystolitica, Lambliae;
Enterovirus, Rotavirus;

- QHTUTOKCUYHA [is 3yMOBJIEHa [IPOAYKYBaHHAM [IPOTea3s, 110 PO3IIIIIJII0ITh TOKCHUH 1 JiI0Th Ha
pellenTop eHTEPOIUTA, 3 SKUM 3B'SI3YETHCS TOKCUH (0COOIMBO BiTHOCHO LUUTOTOKCUHY A, Clostridium



difficile);

- QHTUCEKPETOPHA [iigd 3yMOBJIeHa 3HUXeHHAM UAMO B eHTepouuTax, 110 IPU3BOAUTH [0
3MEHIIEHHS CEKpellil BOJU Ta HATPilo B MMPOCBIT KUIIEYHUKA;

- TiCUTIeHHS Heclleln(pigyHOro iIMyHHOT0 3aXUCTy 3a PaXyHOK IifABUINEHHS TPOAyKIil IgA Ta
CEKPETOPHUX KOMIIOHEHTIB iHINX iMyHOTI00yTiHiB;

- (hepMeHTaTUBHA [Iis 3yMOBJIEHA MiABUIIEHHSIM aKTMBHOCTI q¥CaXapyuaa3 TOHKOTO KUIIEUHUKY
(makTas3wu, caxapasy, MalbTa3H);

- TpodiuHUM eeKT BiTHOCHO CIIM30BOI 000JIOHKY TOHKOI KMIIKK CIIOCTEPITAETHCS 32 PaXyHOK
BU3BOJIEHHS CIIEPMiHY Ta CIIepMiguHY.

l'eHeTUYHO 3yMOBJI€Ha CTiMiKicTh Saccharomyces boulardii CNCM I-745 no aHTUO10THKIB
00I'PYHTOBY€E MOXKJIUBICTD iX OHHOYACHOTO 3aCTOCYBaHHS 3 aHTUOI0TUKAMU [IJISL 3aXUCTy HOPMAIbHOTO
6io1leHO3y TPABHOTO TPAKTY.

dapmakokiHemuxka.

[Ticns npuiioMy npemnaparty IMIBUAKO AOCATAEThCS BUCOKA KOHIEeHTpalia Saccharomyces boulardii
CNCM [-745 y TOBCTOMY KHIIIEUHUKY, IKa MiATPUMY€EThCA IpoTsaroM 24 roguH. Saccharomyces
boulardii

CNCM I-745 He IpOHUKAIOTh y CHCTEMHUM KPOBOTIK i Me3eHTepiasbHi niMpaTtuyHi By3nu. [licns
3aKiH4eHH$ NiKyBaHHS Saccharomyces boulardii CNCM I-745 n0BHICTIO BUBOAATHCS 3 KAJIOM
IIPOTATOM

3-5 mHiB.

KriniyHi xapaKTepUCTHKH.

Iloka3anHus.

[TpodinakTrKa Ta IiKyBaHHS KOJITIB i miapei, MOB’I3aHUX 3 MPUHOMOM aHTHOIOTHUKIB.
[1c6io3 KUIIeYHNKa.

T'ocTpa Ta xpoHiyHa OaKTepianbHa giapes.

l'octpa BipycHa fiapes.

CHHIOpPOM IOAPa3HEHOro KHIIeYHHUKA.

[liapest MaHPiBHUKA.



[TceBmomMeMOpaHO3HUY KOMIT i 3axBopioBaHHs, 3yMoBieHi Clostridium difficile.

[liapes, 1oB’A3aHa 3 JOBIOCTPOKOBUM €HTEPAJIbHUM Xap4yyBaHHIM.

IIpomunoka3aHHs.

linepuyTnuBicTh 70 OyAb-IKOT0 KOMIIOHEHTA IIpemnapaTy. [IpenapaT npoTuoka3aHui namieHTam 3i
BCTAHOBJIEHUM IIeHTPaIbHUM ab0 nepudepruyHrM BEeHO3HUM KaTeTepoM; allieHTaM Y KPpUTUUHOMY
CTaHi Ta mamieHTaM 3 ociabieHuM iMyHITETOM Yepe3 pusuk ¢pyHreMii (muB. po3nin «Ocobausi 3axodu
6e3neku»); malieHTaM, siKi mepeOyBalOTh Ha JIiKyBaHHi y BigmineHHi iHTeHCUBHOI Tepartii;
iMyHOKOMIIDOMETOBaHUM TallieHTaM, TakuM sK: BIJI-indikoBaHi, OHKONOTiYHi XBODI, 3
TPaAHCIJIaHTOBAHUM OpPraHOM, SKi OTPUMYIOTh XiMio- Ta/ab0 IPOMeHeBy Tepariio Ta/abo TpuBao
BHCOKI 03U KOPTUKOCTEPOIAiB.

Oco061uei 3axo0u 6e3nexu.

SKII0 CHMIITOMY 3aXBOPIOBaHHS CIIOCTEPIraloThCs MPOTATOM Oifblilie 2-X OHIB MiKyBaHHS IIpH
3BMYaliHOMY [03yBaHHi, HeoOXiflHa KOHCY/IbTAallis JTiKaps ¥ KOpeKllis o3yBaHHS IIpemapary.

EnTtepon 250 micTuth XuBy KynbTypy. OTKe, IpenapaT He CIIifi 3MilIyBaTU 3 OyXkKe rapadyuMu

(monap 50 °C) a60 X0IOOHUMH HAIOSMHU, PifMHAMH, 1[0 MIiCTSTh aJIKOT0JIb, 3 IyKe rapsioio abo
XOJIOOHOIO IKel0.

JIikyBaHHSI He 3aMiHIO€ perifmparaliil, Konu BoHa HeobximHa. O6’eM perimpaTallil Ta IUISXU BBEOEHHS
pimuHY (MepopaibHUM/BHYTPIIHEOBEHHMI) TOBUHHI BiTIOBigaTH TAXKKOCTI giapel, BiKy i
3arajabHOMY CTaHY Ialli€HTa.

[ToBimoMISANIOCH PO OY2Ke PifKi BUMlafiKW BUHUKHEHHS (QyHreMil (Ta IO3UTUBHUX MIOCIBiB KPOBi Ha
mTaMu Saccharomyces), a TaKOXK CEICHCY IIepeBaXkHO y MAIiEHTIB 3 I[eHTPaJIbHUM BEHO3HUM
KaTeTepoM, TSIKKOXBOPUX MallieHTiB a0o maIieHTiB 3 ocmabieHuM iMyHiTeTOM. BusBiIeHi BUutagKu
HaWyacTille TPU3BOAUIN 10 mipeKcii. ¥ GinbiiocTi BunagkiB pe3ynbTat JIikyBaHHS OyB 3aI0BiITbHUM
micyis MpUIMHEHHS BBefeHHs Saccharomyces boulardii, mpoBenenHs npoTurpuOKOBOI Teparii Ta B
pasi moTpebu BunameHHS KaTeTepa. Y OesKuX TIKKOXBOPHUX IMAIlieHTiB GyHTeMis Masia JieTaabHUAN
Hachimok. (muB. po3minu «[IpoTunoka3aHHs» Ta «I1o0iuHI peakiii»).

4K i mpu 3acToCyBaHHI BCiX JTiKapChKUX 3ac00iB, BUTOTOBJIEHUX 3 KHBUX MiKpPOOpPTraHi3MiB, peTenbHy
yBary HeoOXifHO IPUAINATY MOBOMAXKEHHIO 3 IipenapatoM Saccharomyces boulardii CNCM 1-745 B
TIPUCYTHOCTI MalieHTiB, 0COBIUBO Malli€HTIB 3 IIEHTPaIbHIUM BEHO3HUM KaTETEPOM, ajle TaKoX i 3
nepuepuyHUM KaTeTepoM, HaBiTh MO0 THX, XTO He OTpUMYyE IikKyBaHHS Saccharomyces boulardii
CNCM 1-745, m00 yHUKHYTH Oyab-sIKOT0 3a0pynHEHHS Yyepe3 PYKH i/ abo momupeHHs
MiKpPOOPraHi3MiB IIOBITPSAM.

[IpenapaT MiCTUTh 1AKTO3y, TOMY ITalliEHTaM 3 PigKiCHUMU CIIagfKOBUMHU (POpMaMu HETIEPEHOCUMOCTI
rajlakTo3H, HeIOCTAaTHICTIO TaKTa3u ab0 CUHAPOMOM TJII0OK030-TalaKTO3HOo1 Mamkabcopoiii He cif
3aCTOCOBYBaTH IIpemnapar.



B3aemodina 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu é3aemodiii.

He npuiiMaTy OMHOYACHO 3 @aHTUTPUOKOBUMU 3aco0aMu IpHU iX epopasbHOMy ab0 KOMITJIEKCHOMY
3aCTOCYyBaHHI.

Oco06.1ueocmi 3acmocy8aHHs1.
3acmocyeanns y nepiod eazimHocmi abo 200yeanHs 2pydoio.
Ha ganwuii 9ac KIiHIYHO 3HAUYLIMX Malb(OpPMaTUBHUX i HETOTOKCUYHUX €(PEeKTiB He BUSBIIEHO.

MOHITOPUHT BariTHOCTI y XKiHOK, sIKi MpUAMal0Th L[ed IpemnaparT, He € JOCTaTHIM, 1100 BUKITIOUUTH
Oymb-

SKUH PU3UK. TaKUM YUHOM, SIK 3amo0iKHUM 3axin 6akaHO YHUKATH 3aCTOCYBaHHS IIperapary
IPOTSITOM

nepiony BariTHOCTI.

HpOTFIl"OM Hepiony TOAOYBaHHA I'PYAOIO IIpellapaT MO2XKHA 3aCTOCOBYBATH HiI[ MEeOUYHUM HalJIdaooM.

30amnicmb eniueamu Ha weudKicmsb peakuii npu KkepyeaHHi asmompaHcnopmom a6o
iHwumu mexaHizmamu. He BnuBae.

Cnocid 3acmocyeaHHsi ma do3u.

HopocnuM i miTsaM BikoM Bif 6 pokiB 3acTocoByBaTH 1o 1-2 Kamcynu 1-2 pa3u Ha fo0y. MakcumasnbHa
no6oBa f103a - 4 KalcyJu.

PexomeHOo8aHUl mepMiH NiKy8aAHHA

- roctpa miapes: 3-5 mi0;

- nikyBaHHS Oruc0io3y, XPOHIYHOTO AiapeHHOr0 CUHAPOMY, CHHIPOMY IIOJPa3HEHOTo KHUIIeYHUKa:
10-14 mi6;

- mpo(ilakTvKa Ta JIiKyBaHHSA aHTUOIOTUKO-aCcoIlifioBaHOl fiapel i IceBqoMeMOPaHO3HOT0 KOJITY:
Entepon 250 npuiiMaT#l y cxeMax pa3oM 3 aHTUOIOTMKOM 3 MepIIOoro OHS 3aCTOCYBaHHS [0 KiHIIS
TiKyBaHHS aHTHOIOTUKOM;

- miapest MaHAPiBHMUKA: II0OYATOK 3aCTOCYBAHHS: 3a 5 OHIB g0 mpubyTTs 1Mo 1 Kamcysi Ha moby
IIPOTSITOM YCi€l MOIOPoKi; 3aKiHYEHHS 3aCTOCYBAHHS: B IeHb IPUOYTTS 3 KpaiHM 3[iCHEHHS
nopopoxi. [Ipenmapar ciifi 3aCTOCOBYBaTH IIOPaHKY HaTIeceple. MakcuManbHUN TEPMiH
3acrocyBaHHS - 30 mHiB.

Kancynn PEKOMEHOYETHCA 3aIllMBATU BOOOIO.

Yepes pu3uK KOHTaMiHallil TOBITPS KalCy/lIu He CIIif BiIKpHMBAaTH B ajlaTax A MalieHTiB. MeouyHi
IpalliBHUKY ITOBHHHI OfSITaTy OOHOPA30Bi pyKaBUYKM IIifl Yac IPUTOTYBAHHS MPOGIOTUKIB TS



BBEEHHS, IIOTIM IIBHOKO 3HATH Ta HAJIEXKHUM YMHOM BUMHUTH PYKH (OuB. po3min «OcobIuBi 3axoqu
Oe3MeKn»).

Himu. 3acToCOByBaTH AiTSAM BiKOM Bif 6 poKiB. [17151 #iTed g0 6 POKiB peKOMeHOOBaHUM IIPUUOM
EnTtepony 250 y BUTISAi IOPOIIKY JTi0(ini30BaHOT0 AJIS TEPOPaIbHOI0 3aCTOCYBaHHS.

ITepedo3yeanns. He onucase.

ITo6iuni peakuii.

B oci6 3 iHmMBigyanbHOI HEIIEPeHOCUMICTIO 10 OyIb-IKOT0 KOMIIOHEHTa IIpelapaTy MOXKJIIKBI peakilii
rinepyyTNMBOCTI, BKITIOYAIOUM IIKipPHI BUCUIIaHHS, CBEPOiXK, eK3aHTEMY, KPOIIUB'SHKY,
aHa(dinakTHYHI peakilii, aHTiIOHEBPOTUYHUM HAOPSK, aHadiTaKTUYHUH 10K, 3aI0p 3 HEBU3HAYEHOIO
YaCTOTOI0, METEOPU3M, TUCKOMMOPT B emiractpii. [lyxKe pigko MoXmuBUl pusuk ¢pyHreMii a6o
CEIICUCY 3 HEeBiJOMOIO YaCTOTOI0 Y TOCIiTaIi30BaHUX MAlli€HTIB 3 IIeHTPaIbHUM ab0 nepudepuaHuM
BEHO3HUM KaTETepOM, Y TSIKKOXBOPUX MallieHTiB abo NalieHTiB i3 ocnabneHuM iMyHiTeTOM (IUB.
po3min «OcobmuBi 3axoqu Oe3MeKn»).

TepMiH npumaTHOCTi. 3 POKH.

YmoBu 30epiranns. 30epiraTi B OpuriHaibHii yIIaKOBI B HEIOCTYITHOMY 151 OiTel MicIli mpu
TeMIiepaTypi He Buie 25 °C.

Ynakoeka. [1o 10 a6o mo 20, a6o no 30, a6o mo 50 Karncyn y Ml CKIsSHiN 3
II0JIIeTUIEHOBOIO KPUIIKOIO 3 [IBX MIiBKOIO 171 KOHTPOIIIO IIEPIIOro BiIKPUTTS; MO 1 I
CKJISIHIM Y KapTOHHIN KOpOoO1Ii;

o 5 Karcyn y 6mictepi; mo 2 abo o 4, abo mo 6 6/1icTepiB y KapTOHHIN KOpOoOI1Ii;
1o 6 kKarcyn y 6mictepi; mo 5 61icTepiB y KapTOHHIN KOPOOITi.

Kareropis Bignycky. bes penenra.

EBHpOGHnK.

BIOKOJIEKC.

Micue3HaxoaKeHHsI BHPOOHHKA Ta afjpeca MicCIsi IPOBaIKeHHs HOro Jis/IbHOCTI.



Anpeca BupoOuunTBa: 1 Aenio bne3 ITackans, 60000 Bose, ®pantisi/1 avenue Blaise Pascal, 60000
Beauvais, France.



