IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

EHTEPOKEPMIHA® ®OPTE

(ENTEROGERMINA® FORTE)

CKnao:
ditoya pevoB8uHaA: CIIOPH MOIipe3uCcTeHTHOTO 1rTamy Bacillus clausii;
1 ¢pnakoH 10 5 M MiCTHTH CIOPH HOJIipe3rucTenTHOro mramy Bacillus clausii 4 x 10°;

JonomidicHa pevosuHd: BOfa OYHINEHa.

JIlikapcbka ¢popma. CycreHsis opabHa.

OcHosHi (i3uko-xiMiyHi 8sacmusocmi: GimyBaTa omasecIieHTHa pPiguHa.

dapMakoTepaneBTHYHA rpyna. AHTHOiapeliHi MikpoOHi TpemnapaTi.

Kom ATX AO7F A.

®Papmako102iuHi 8 1acmueocmi.
®apmakoOuHamika.

IIpenapaT ExTepoxepmina’ ®opte - cycnensia crop 4 mramis (SIN, O/C, T, N/R) Bacillus clausii, ski
3a3BUYall MPHUCYTHI B KUIIEYHUKY Ta He IPOSBIAIOTh IaTOT€HHOl aKTUBHOCTI.

Cropu 3a CBOEIO IPUPOLOI0 3[aTHI MEPEHOCUTH BUCOKY TeMIIepaTypy Ta MUIYHKOBY KUCIOTHICTh. Y
nigTBEpAKEeHil Moperti in vitro cnopu Bacillus clausii TpogeMOHCTPYBalu 30aTHICTh BUKUBATH B
Mopei, 1o iMiTye cepepmoBuiie mnyHKa (pH 1,4-1,5), mo 120 xBunuH (KoedilieHT BuxkuBaHHS 96 %).
Y Mopeni, 1m0 iMiTy€e KHIIKOBE CepefoBUlIle (COIbOBUY PO3YUH KOBUYi Ta NaHKpeaTuHy - pH 8), ciopu
Bacillus clausii mpogeMOHCTPYBaJIX 30aTHICTh PO3MHOXKYBATHUCSA IIOPiBHIHO 3 II0YATKOBOIO KilIbKiCTIO
B CTAaTHCTUYHO 3Hauymuii croci6 (Big 10° mo 10" xomonieyTBoproBampaux oguHuIb (KVO0)),
nounHaouu 3 240 xBuIMH micnd iHKyOalil. Y mocmigxkeHHi, sike mpoBoguiocs 3a ydacTio 20 ocib,
OyJo Bif3HaueHo, 10 y IIoAuHY crnopH Bacillus clausii TOCTIAHO XKUBYTh Y KUIIEYHUKY 1 MOXYTh
OyTu BUSBJIEHI B KaJli MPOTATOM Iepiomy mo 12 gHiB miciss 0qHOPA30BOI0 MEPOPabHOT0 IPUMOMY.

3aBpsku mil Bacillus clausii mpenapat BifHOBIIOE KUIIKOBY MiKpo(Iopy, 3MiHEHY V Pe3ybTaTi
Teparii JiKkapcbKUMU 3aco0aMu, 110 IIPU3BOASTE 0 AuCOaKTePio3y (Takoxk Bimomoro sk auc6ios),
SKUM TaKOXK MOxKe OyTU ITOB’sI3aHUM 3i MITYHKOBO-KUIIKOBUMHU CUMIITOMaMU, TaKUMHU K fiapes, 6inb



y KUBOTi Ta MeTEOpU3M (3OyTTs KUIIeyHUKYy). Kpim Toro, 3aBasiku 3maTHOCTI Bacillus clausii
CUHTE3yBaTH Pi3Hi BiTaMinu, 0co6IMBO rpynu B, mpemapat crpusie KOpekKlii AuCBiTaMiHO3Yy,
CIIPUYMHEHOTO 3aCTOCYBaHHSIM aHTHOIOTUKIB a00 XiMioTepaneBTUYHUX IIperapaTiB. 3aBOsSKu
MeTabomiuHil akTuBHOCTI Bacillus clausii 3acToCyBaHHS IIperapary fia€ 3MOTY JOCATTH
HeCnelu)iYHOr0 aHTUTEHHOI0 Ta @HTUTOKCUYHOTO e(DexTy.

3aBMSKM BUCOKiHM PE3UCTEHTHOCTI M0 XiMiuHUX i ¢isnyHux areHTiB cnopu Bacillus clausii TpoxonsaTh
HEeYIIKOMXKEeHNMHU Kpi3b 6ap’ep LITYHKOBOTO COKY B KUIIIEYHUU TPAKT, e BOHU IIePETBOPIOIOTHCS B
MeTabO0TiYHO aKTUBHI BeTeTaTUBHI KITITUHH.

Y nBOX BiKpUTHUX paHOOMi30BaHMX KOHTPOJIbOBAHUX KITIHIYHUX MOCTIAXKEHHSX JTiKapChKuM 3acio
EnrtepoxepMina® ®opTe IPOAEeMOHCTPYBaB 3HUKEHHS TPUBAJIOCTI TOCTPOI fiapel y miTeil BiKOM Bif
6 MicsIIiB.

3a yMOBY IIpUIOMY Mif 4ac JiKyBaHHS aHTHOIOTUKAMU Ta NPOTATOM HacTynHux 7-10 gHiB
EnTepoxepMina® ®opTe IpoieMOHCTpYBala 3HMXEHHS 9acTOTH GO0 B KMBOTI Ta miapei,
TIOB’SI3aHUX i3 3aCTOCYBaHHAM aHTUOIOTHKIB.

3a3HaueHi HUXKYe 2 OCHOBHI BIacTUBOCTI Bacillus clausii cipusiioTh BifTHOBIEHHIO KMIIKOBO1
OakTepianbHOI (GopH.

[H2ibyBaHHA 3pocmaHHsA namoz2eHHux bakmepit

Tpboma ¥MOBipHUMHK MexaHi3MaMu Ail B. clausii €: KOJIOHi3allig BiTbHUX €KOIOTiYHUX Hilll, 110
3anobirae 3poCTaHHIO iHINX MIKPOOPTraHi3MiB; KOHKYPEHIIiS 3a 3B'30K 3 eliTelliaTbHIMUI
KJIiITHHAMH, 1110 0COBIMBO CTOCYETHCS CIIOP Y TIOYATKOBIi i mMpoMixkHiN (a3ax repmiHaliii; BupoOiIeHHs
aHTUOIOTHKIB i/a60 (epMeHTIB, SKi CEKPETYIOThCSI B KAIITKOBOMY CEPeNOBHUII. Y OOCimXKeHHi in vitro
criopu Bacillus clausii mpofeMOHCTPYBanu BupobieHHs 6aKTepiolnHiB i aHTUOI0TUKIB, TAKUX SIK
KJIay3WH, 3 @HTAroHiCTUYHOIO aKTUBHICTIO IPOTY I'PaMIIO3UTUBHUX OakTepiit Staphylococcus aureus,
Clostridium difficile, Enterococcus faecium.

ImyHOMOOy 100U aKMuBHicMb

Coopu Bacillus clausii, 3acTocOBaHi IepopasnbHO, y MOAENSX in vitro Ta in vivo Ha MHIIaxX
IIPOJIEMOHCTPYBAJIA CTUMYJIIOBAHHS BUPOOIeHHS iHTephepoHy-raMMa Ta 306inbineHHs mpoidepartil
CD4 T-nimdouuris.

dapmaxoKiHemuxka.

[TpemapaT He B3a€MOfIi€ 3 TAKUMU aHTUOIOTUKAMU: TTEHIIUIIIH IPK 3aCTOCYBaHHi He B KOMOiHaIlil 3
inribiTopamu OeTa-nmakTaMmasy, 11edanoCopuHy (YaCTKOBa PE3UCTEHTHICTH V GiNIbIIOCTI BUMIAMKIB),
TeTPaLUKIIiHY, MAKPOJIiAY, aMiHOTJIIKO3UAY (3a BUHATKOM I'eHTaMillMHYy i aMiKaluHy),
xsiopambeHniko, TiaMdeHiKo, TIHKOMILMH, KITiHIaMIillMH, i30Hia3U, IUKIIOCEPUH, HOBOOIOIINH,
pudaMITinmH, HaligfuKCcoBa KHCIIOTa i IminmeMifgoBa KUCIIOTa (MMPOMiXKHa PE3UCTEHTHICTD),
METPOHIAa307I.

KriniuHi xapaKTepUCTHKH.

IToka3auns.



JlikyBaHHS Ta npo(dinakThKa AUCOaKTEePio3y KUIIEYHUKY Ta IIOB I3aHOTO 3 HUM €HIOTE€HHOTO
OUCBiTaMiHO3Yy.

[lomoMixkHa Teparis, CpsMOBaHa Ha BiTHOBJIEHHS HOPMaJIbHOI MiKPO(IOpH KHAIIEYHUKY, 110
MIOPYIIYETHLCA TIif Yac NiKyBaHHS aHTUOioTHKaMu abo XiMioTeparneBTUUHUMU IIperapaTaMi.

[ocTpi Ta XpOHiUHI MITYHKOBO-KUIIIKOBI 3aXBOPIOBAHHS Y HEMOBJISAT, OB’ sI3aHi 3 iIHTOKCHKaIIi€lo abo
ncbakTepio3oM KUIIeYHUKY Ta JUCBITaMiHO30M,

IIpomunoka3saHnus.

limepuyTnuBiCTh O Hif040i pedyoBHUHU ab0 [0 Oymb-sIKOi 3 JOMOMiXKHUX PEYOBUH IIpemapary.

B3aemodisn 3 iHwumu snikapceKumu 3acobamu ma iHwi eudu e3aemoditi.

HocigxkeHb B3a€MOIii He TPOBOMKUIIOCS.

Oco06.1ueocmi 3acmocyeaHHsi.

V ¢prnakonax 3 npemnapatoM EHTepoxepMina’ ®opTe MOK/IMBA HasBHICTh BUAMMHUX YACTOYOK, II10
YTBOPIOIOTLCSA BHACIOK arperatiil cnop Bacillus clausii Ta He CBig4aTh IIPO Te, 110 IpenapaT 3a3HaB
Oynb-sIKUX 3MiH.

I[Tepen 3acTocyBaHHSAM (PJIAKOH CIIifi CTPYCUTH.

[TpemapaT Ma€ BUCOKMUI CTYIIiHb I€TEPOJIOTiYHOI PE3UCTEHTHOCTI 10 aHTUOIOTHKIB, 10 Ja€ 3MOT'Y
3aCTOCOBYBATH MOTO 5K OJ1s MPOoGinakTAKU 3MiHKA MiKPO(IIOpH KUIIEUHUKY, CIPUYHUHEHO]
CeNeKTHUBHOMO [iet0 aHTHOiI0THKIB (0COOIMBO aHTUOIOTUKIB IITMPOKOT0 CIIEKTPa Ail), Tak i mjist
BiTHOBJIEHHS BXKE IOPYILIEHOT0 6amaHCy MiKpodIopy KUIIIEUHUKY.

fAKIo mpemnapar npr3HaYaTy OOHOYACHO 3 aHTHOIOTHKaMu, HOT0 CIIif 3aCTOCOBYBATH MiXK [IBOMa
IpuioMaMu aHTHUOIOTHKA.

Lleit mikapchbKu¥ 3acib Mpru3HaYeHU BUKIIIOYHO [AJIS TepPOPabHOTO 3aCTOCYyBaHHS. 3a00pOHSAETHCS
BBOJIUTHU IIpemnapar iH eKIiHuM abo Oygb-IKuUM iHIMKUM HiisixoM. HeKopeKTHe 3aCTOCyBaHHS IbOT0
niKapchKOro 3aco0y IMPU3BOAUIIO OO0 BUHUKHEHHS TSXKKUX aHabiTaKTUUHUX peaklid, TaKuX K
aHa(iTaKTUYHUY IIIOK.

Bakmepiemia ma cencuc

[TocTMapKeTHHTOBI BuagKu OakTepieMii, cenmTuiieMii Ta cemcucy Oyiu BUSBIEHI y MAI[iEHTIB 3
ocnabieHuM iMyHiTETOM 260 y TSIXKKOXBOPUX MAI[IEHTIB, @ TAKOXK y HEIOHOIIEHUX [iTel. Y mesKux
XBOPUX Yy TSIXKKOMY CTaHi pe3ynbraT OyB AeTanbHUM. LIM IpynaMm MaiieHTiB CIlif yHUKATH
3aCToCyBaHHA npenapaty EnTepoxepmina® ®opre (qus. po3min «I1o6idHi peakiii»).

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHsA 2py00to.



Bazimuicmy. JIoCTyIHi faHi IoKo0 3acTocyBaHHs Kancynl EnTepoxepmina® ®opTe BariTHUM XKiHKaM,
€ 00MeXeHUMH, TOMy He MOXKHa 3p00UTH BUCHOBOK IOA0 Oe3MeKU 3aCTOCYBaHHSA IIpelapary Iif 4ac
BariTHOCTI.

IIpenapaT ExTepoxepmina® ®opTe MOKHa 3aCTOCOBYBATH IIif] Yac BAriTHOCTI JIMIIE y pasi, KOIH
IIOTEHIIiiHA KOPUCTH [AJISI BaTiTHOI ITePEBUINYE MOTEHIIINHI pU3UKH, BKIIOYHO 3 PU3UKAMU [JIs IIJIOfa.

Iepiod 200ysarHHs 2py00r0. IOCTYNHI faHi 0RO 3aCTOCyBaHHs Kancyn ExTepoxepmina® ®opTe B
nepion romyBaHHS TPYAAI0, @ caMe 100 HasBHOCTI IIpernapary y TpygHOMY MOJIOL Ta BIUIMBY Ha
HEMOBJISI, € 00MeXXeHUMHU, TOMY He MOXKHa 3p0OUTH BUCHOBKY II010 Oe3MeKy 3aCTOCYBaHHS
IIperapaTy B epiof rOAyBaHHS TPYATIO.

I[Ipenapat ExTepoxepmina® ®opTe MoXHa 3aCTOCOBYBATHU B IIepiof] FONyBaHHS TPY/A/II0, JIKIIE SKIIO
IIOTEHLiiHa KOPUCTh AJIS1 MaTepi IepeBully€e IOTEHLIMHI PU3UKHU, BKIIOYHO 3 PU3UKAMU [JI QUTUHU,
sgKa mepebyBae Ha I'PyAHOMY BUTOJOBYBaHHi.

@epmuabHicme. JJaHKX IIOKO BILUIMBY JIiKapchkoro 3aco0y ExTepoxepMina® ®opre Ha PepTUNLHICTD
JIIONVHYU HEMaAE.

30amuicmb eniueamu Ha weudKicme peakuii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexXaHizMamu.

EntepoxepMina® ®opTe He BINIMBa€ Ha 3[aTHICTb KepyBaTH TPAHCIIOPTHUMH 3aco0aMu Ta
[IPAIflOBaTH 3 iHIMMH MEeXaHi3MaMu.

Cnoci6 3acmocyeaHHsi ma do3u.

Bumict ¢rmakona npuiitMaioTh 6€3 po3BefeHHS a00 PO3BOAATH V BOAL UM iHIIKWX HANOAX (HalpUKIag y
MoJIoI1i, 4ai abo B anenbCUHOBOMY COKY). Llel miKapchkuit 3aci0 mpu3HauyeHUN JUllle A7
IIepopajbHOTO 3aCTOCyBaHHS. He BBOOUTH IapeHTepabHO i He 3aCTOCOBYBATH iHIIKM CIIOCOGOM.

Hoza gnst mopociux - 5 mi (1 ¢pnakoH) Ha g00y.

Jimu. Ilpenapat MOXXHa 3aCTOCOBYBaTH HIiTAM BiKOM Bif 28 AHiB. [IpenapaTt 3aCTOCOBYIOTh
HEMOBJIATaM i miTam y no3i 5 mn (1 ¢hmakoH) Ha o0y .

TepMmiH JniKyBaHHS BCTAHOBIIIOE JIiKap 3aJieXKHO Bifl CTaHY IMallieHTa Ta Iepebiry 3aXxBOpIOBaHHS:

- nikyBaHHS Ta npodinakTrKa Arc6aKTepio3y KUIIEYHUKY Ta OB’ I3aHOTO 3 HUM €HIOT€HHOTO
OVCBITaMiHO3Y - 5-7 [HIB;

- IONOMiXKHa Teparisi, CIpsMOBaHa Ha BiTHOBJIEHHS HOPMaIbHOI MiKpO(IOpY KUIIEYHUKY, 10
TIOPYIIYETHCA TIifl Yac JiKyBaHHS aHTUOioTHKaMu abo XiMioTepamneBTUYHUMHE IIpellapaTaMu -
npoTsaroM aHtubioTuKoTEparmii (y cepegaromy 5-10 mHiB);

- TOCTPi Ta XPOHiYHI IITYHKOBO-KHUIIIKOBI 3aXBOPIOBAHHS Y HEMOBJISIT, ITOB’I3aHi 3 iHTOKCHKAIli€ abo
ncbakTepio3oM KHMIIeYHUKY Ta AUCBiTaMiHO30M: TOCTPi - 5-7 OHiB, XpoHiuHi - go 30 fHIB.



Ilepedo3yeanHs.

[po BuMagKy mepemno3yBaHHS He MOBiTOMIISITIOCS.

ITo6iuni peakuii.

[ToGiyHi peakiiii, mOBimOMIEHHS PO SIKi 6y7I0 OTPUMAHO IIifl Yac 3aCTOCYBaHHS IIpernapaTty
Enrtepoxepmina® ®opTe, HepepaxoBaHO HUKYeE BifIIOBIMHO 10 KJIaCy CUCTEM OpTraHiB i 4acTOTH
BUHUKHEHHS: Ayxke 4dacTi (= 1/10); gacti (= 1/100, < 1/10); HeuacrTi (= 1/1000, < 1/100); pigkicHi (=
1/10 000, < 1/1000); omyxe pigkicHi (< 1/10 000); yacToTa HeBifoMa (HEMOXKJIMBO OLIIHUTH 3a
HasIBHUMU JaHUMH).

Posaadu 3 60Ky wkipu ma niOwKipHUX MKAHUH

YacToTa HeBioMa: peakxiiil TiepuyTINBOCTi, B TOMYy YHCJIi BUCUIIaHHS, KPOIIUB THKA Ta
AHTiIOHEBPOTUYHUM HaOPSK.

IHpeKuiliHi ma napa3umapHi 3axeo0pPOBaAHHA

YacToTa HeBifoMa: OaKTepieMisi, CENTUIEMis Ta cemncuc (y malieHTiB 3 ocinabieHuM iMyHiTeTOM ab0 y
TSI2KKOXBOPHUX TallieHTiB) (AuB. po3min «Oco0IMBOCTI 3aCTOCYBAHHS»).

[ToBigoMIIeHHS PO Mimo3pIoBaHi mo6ivHi peakirii

[ToBimomneHHs mpo 1mob6iuHi peakiril micis peecTpaltlii TikapchbKoro 3aco0y Ma€ BaXK/IuBe 3HAYEHHS.
LTe nae 3MOry IpOBOAUTYA MOHITOPUHT CIIIBBiIHOIIEHHS KOPUCTH/PU3UK IIPU 3aCTOCYBaHHI IIbOTO
JIiKapCchKOro 3aco0y. MeguuHUM Ta (apMalleBTUYHUM IIpalliBHUKAM, a TaKOX IallienTaM abo ix
3aKOHHUM IIPeCTaBHUKAM CJIif IOBiTOMJISITH IIPO YCi BUMTAAKHK MMi03PI0BAHUX MOOIYHUX Peakilii Ta
BiicyTHOCTI e(heKTHUBHOCTI JIikapchKOT0 3aco0y Yyepe3 ABTOMaTH30BaHy iHpopMaliiiHy cucteMy 3
(dapMmakoHarisAmy 3a nocuinaHHAM: https://aisf.dec.gov.ua.

Tepmin npudamHocmi. 2 POKH.

YmoBH 30epiranss.
30epiratu y HegOCTYIIHOMY OJIs OiTel Mici npu Temnepatypi Hux4de 30 °C.

[ITo6 yHuKHYTH 3a0pyaHEHHS CyCIieH3il, He CJIif BiTKpuBaTH (pIaKoH 3a3[aeriib.

VnaxoBka.

Ne 5: mo 5 mMn y ¢rakosi; mo 5 ¢pakoHiB, 3’efHaHUX MiX 0000 TOJIETUIEHOBOIO IEPEMUYKOIO, Y
KaceTi B KapTOHHi# KOPOOIIi.



Ne 10; Ne 20 (10 x 2): mo 5 My y ¢rakoni; mo 10 dhakoHiB, 3'emHaHUX MiX Cc00010 MOTiETUIIEHOBOIO
nepeMuyYKoIo, y KaceTi; mo 1 abo 2 KaceTu B KAPTOHHiN KOpoOiIi.

Kareropis Bignycky. bes penenra.

BupoOHHUK.

Omnenna Xenckea Itami C.p.m.

Micue3HaxoIKeHHsI BUPOOHHKA Ta MOr0 ajJpeca MicCIisi IPOBaAKeHHsI Tis/IbHOCTI.

Brsane Eypoma, 11 - 21040 Opigxzo (VA), Itamis.

3asIBHHUK.

TOB «Omnenna Xenckea YkpaiHa», YKpailHa.

MiCI.l;e3HaXOJ];}Ke}IH5[ 3asiBHHKA Ta MOro0 aapeca MiC].lﬂ MPOBAIKEHHs JIiSIJ'ILHOCTi.

Vkpaina, 01033, m. Kuis, Byn. 2Kunsinceka, 48-50A.



