IHCTPYKIIA
AJIS1 MEUYHOI'0 32CTOCYBAHHS JIKAPCbKOIo 3aco0y

EHTEPOKEPMIHA® ®OPTE
(ENTEROGERMINA® FORTE)

Cknao:
Oiroua pevosuna: ciopu nojipesuctentHoro mramy Bacillus clausii;

1 ¢makoH 1o 5 Mu1 MIiCTHTB criopu moJtipesucteHtTHoro mwrtamy Bacillus clausii 4 x 10°%;
O00ONoOMIdHCHA pevosuHa: BOJA OYHIICHA.

Jlikapcbka ¢opma. CycrieHsis opajibHa.
OcHosHi izuxo-ximiuni enacmugocmi: OLUTyBaTa OIaJeCIEHTHA PiAUHA.

dapmakoTepaneBTHYHA rpyna. AHTHAIapeiH1 MiKpOOH1 penaparu.
Koz ATX AO7F A.

dapmakonoziuni eracmueocmi.

Dapmaroouramixa.

[Tpenapat Entepoxxepmina® dopre — cycnensis crop 4 mramis (SIN, O/C, T, N/R) Bacillus clausii, sixi
3a3BMYall MPHUCYTHI B KUIICYHUKY Ta HE MPOSBIISIOTH MATOT€HHOT aKTHBHOCTI.

Criopu 3a CBOEH MPUPOJIOI0 3/IaTHI TMEPEHOCUTH BHUCOKY TEMIIEPATypy Ta HUTYHKOBY KHCIOTHICTh. Y
ninaTBepKeHidn mogmeni in vitro cmopu Bacillus clausii nmpopemoncTpyBanu 31aTHICTH BHIXKHBATH B
Mozedi, 1o iMitye cepenonuine nurynka (pH 1,4-1,5), no 120 xBuiuH (koediuieHT BUkuBaHHA 96 %). YV
MOJIeNI, IO IMITY€ KHIIKOBE CEpeAOBHINE (COJbOBUM PO3YMH >KOBUI Ta MmaHkpeatuHy — pH 8), cropu
Bacillus clausii mpoaemMoHcTpyBaiy 31aTHICTE PO3MHOKYBATHCS MMOPIBHAHO 3 MOYATKOBOIO KUTBKICTIO B

CTATUCTUYHO 3HAYYIIUH CI1OCiO (Bif 10° pi (o) 102 KOJIOHIEyTBOpIOBaIbHUX oauHUIB (KYO)), mounnatoun
3 240 xBWIMHM Ticis 1HKYyOarii. Y JoCIipKeHH], IKe TPOBOMIOCS 3a ydacTio 20 ocib, Oyso BiI3HAYEHO,
mo y moaunau ciopu Bacillus clausii mocTiiiHo *HMBYTH y KHIICUHUKY i MOXYTh OyTH BHSIBJICHI B Kaji
MPOTATOM Tepioay 10 12 AHIB MiCIst 0THOPA30BOTO MEPOPATHLHOTO IPUHOMY.

3apmsaku aii Bacillus clausii mpemapar BinHOBIIIOE KUIIKOBY MIKpO(MIOpY, 3MiHEHY Y pe3yJbTari Teparii
JIKapChKUMHU 3aco0aMH, 110 MPU3BOAATH A0 JUCOAKTEPio3y (TaKOXK BiAOMOTO SIK AUCOi03), SIKUHA TaKOX
MOXxe OyTH TOB’SI3aHHMM 31 IUTYHKOBO-KHIIKOBUMH CHUMIITOMaMH, TAKUMH sIK Jiapes, OUTb y KHMBOTI Ta
MeTeopusM (3ayrTs kumiedHuky). Kpim Ttoro, 3aBmsku 3matHocti Bacillus clausii cunaresyBatu pisHi
BiTaMiHH, 0COOIMBO TpynH B, mpemnapar cripusie KOpekiii TMCBITaMiHO3Y, CIPUYNHEHOTO 3aCTOCYBaHHIM
aHTHOIOTHKIB ab0 XiMiOTepaneBTUYHMX IMpemapariB. 3aBasku Metaboriunii aktusHocti Bacillus clausii
3aCTOCYBaHHs IpernapaTy Ja€ 3MOTy JAOCSITTH Heclelu(IYHOT0 aHTUI'CHHOTO Ta AHTUTOKCUYHOTO €(eKTYy.
3aB/SKH BHCOKIH PE3MCTEHTHOCTI M0 XiMiuHMX 1 ¢i3uuHux areHtiB cropu Bacillus clausii nmpoxoasrs
HEYIIKO/DKCHUMHU Kpi3b 0ap’e€p NUTYHKOBOTO COKY B KHUIICYHHW TPAKT, JIe BOHH IEPETBOPIOIOTHCS B
MeTabOoIIYHO aKTUBHI BEr€TaTUBHI KIITHHH.

Y BOX BIAKPUTHX PaHIOMI30BaHMX KOHTPOJIbOBAHMX KIIHIYHHUX JOCHIDKCHHSAX JIKAPChKUM 3aci0
EHTepO)KepMiHa® dopTe MpoAEMOHCTPYBaB 3HMWKEHHS TPUBAIOCTI rocTpoi aiapei y IiTeld BIKOM Bif
6 micsLiB.

3a ymMOBM mpuiloMy IMiJ Yac JIKyBaHHS AaHTHOIOTMKaMM Ta MpoOTAroM HacTtynHux 7-10 nHiB
EHTepO)KepMiHa® dopTe MpPOoAEeMOHCTpYBaAIa 3HIKEHHS 4acTOTH OOJIt0 B *KUBOTI Ta Jiapel, MOB’sI3aHUX
13 3aCTOCYBaHHSAM aHTUOIOTHKIB.

J1o IpOCTEKTUBHOTO 00CePBALIITHOTO GAraTOLEHTPOBOTO JOCIIKEHH 0yI0 3anmydeHo 261 marienTa uist
OLIIHKH 3acTocyBaHHs npobioTrka Bacillus clausii B peanbHHX yMOBax Mpu TaKMX CUMIITOMAX, SIK Jliapest,
OUTb y JKUBOTI, 3AYyTTS >KUBOTA, METEOpPHU3M, 3amop Ta abJoMiHanbHUK auckomMdopt. OrliHka
MPOBOJMIIACS HA OCHOBI aHKETYBaHHS TMAIlI€HTIB, SKe 3/IMCHIOBANM (apMaleBTH Tepe]] MOYaTKOM
npuiioMy npenapaty Ta yepe3 30 AHIB micis HOoro 3acTOCyBaHHS.



[TamienTH MOBiIOMIIIHM, L0 MPUAMAIK Mperapar NepeBaXHO JUIA JiKyBaHHs fiapei (56,7 % mallieHTiB);
abmominansHOTO 600 (13,41 %) Ta 3ayTTs *KMBOTa (12,64 %).

CepenHst TpUBAJICTh JIiKyBaHHS cTaHoBuia 7,1 mHs. TlokpaleHHS CHMMITOMIB MAIliEHTH BiA3HAYald B
CepeHhOMY dYepe3 TPU JIHI 3aCTOCYBaHHs JiKapcbkoro 3acoOy. Ilicns 3aBepmieHHs JikyBaHHS 95 %
MAIi€eHTIB BIA3HAYMIN 3MEHILIEeHH fiapei, a 97 % — nocnabieHHs aboMiHaIBHOTO O0ITIO.

3a3HaueHi HWx4e 2 ocHOBHI BnactuBocti Bacillus clausii cnpusitoTh BITHOBJICHHIO KHIIKOBOT
OakTepianbHOI (IIopH.

Ineibysanmsa 3pocmanms namoeenHux baxmepiil

Tproma iimMoBipHUMEH MexaHi3Mamu il B. clausii e: kojoHi3amis BUIBHMX EKOJIOTIYHUX HIlI, IO
3armo0irae 3pOCTaHHIO IHIIWX MIKPOOPTaHI3MIB; KOHKYPEHIIIS 3a 3B’S30K 3 CMiTeTiaIbHUMH KITITHHAMU,
10 OCOOJTMBO CTOCYETHCS CHOP y MOYATKOBIN 1 MPOMDKHIN (pa3ax repmiHaiii; BUpoOIeHHS! aHTHOIOTHKIB
i/a00 (hepMeHTIB, SIKi CEKPETYIOThCS B KHIIIKOBOMY CEpelOBHIIL. Y aociimpKeHHi in vitro cniopu Bacillus
clausii mpomeMoHCTpyBasd BHUPOOJICHHS OAaKTEPIONMHIB 1 AHTHOIOTHKIB, TaKWX SK KIay3WH, 3
AQHTArOHICTUYHOI0 aKTHUBHICTIO MPOTH Tpammo3uTHBHUX Oakrtepiii Staphylococcus aureus, Clostridium
difficile, Enterococcus faecium.

ImyHoMmOOynI0I0Ya AKMUBHICMb

Crnopu Bacillus clausii, 3acrocoBani mepopainbHO, y Mozensx Iin Vitro Ta in Vvivo Ha wMwuInax
MIPOJIEMOHCTPYBAJIM CTUMYIJIOBaHHS BUPOOJIEHHs 1HTepdepoHy-ramMma Ta 30ulbLIEeHHS mpoJideparii
CD4* T-nim¢pouuTis.

dapmakoKkiHemuka.

[IpemapaT He B3aeMoji€ 3 TaKMMH AaHTHUOIOTMKAaMU: MEHILMJIIH MPH 3aCTOCYBaHHI HE B KOMOIHamii 3
iHridiTopamMu Oera-inakTamasu, HeQaJOCIOPHUHHM (YaCTKOBA PE3UCTEHTHICTh y OUIBIIOCTI BHIAJKIB),
TETPAIMKIIIHA, MAKPOJIIIM, aMIHOTIIIKO3UIN (32 BUHATKOM T€HTaMIIUHY 1 aMiKaIluHy), XJopampeHiko,
TiaM(EHIKOJ, JIHKOMIIWH, KIHIAMIIWH, 130HIA3UJ, UHUKJIOCEPHUH, HOBOOIOIWH, pHUdaMIIIINH,
HaJIIIMKCOBA KUCJIOTA 1 MIMEMiToBa KHCIOTa (MPOMDKHA PE3UCTEHTHICTH), METPOHIIA301.

KuiniuHi XapakTepucTUKH.

Ilokazannsa.

JlixyBanHss Ta mnpodiTakTHKa AUCOAKTEPIO3y KHUIIEYHUKY Ta TIOB’SI3aHOTO 3 HUM EHJOTEHHOTO
JUCBITaMIHO3Y.

JlomoMikHa Teparrisi, CHpsSMOBaHA Ha BIAHOBICHHS HOPMaIbHOI MIKpO(DIOpH KHIIEYHUKY, IO
MOPYITYEThCS i1 Yac JIIKyBaHHS aHTHOIOTUKaMH a00 XIMIOTeparieBTHYHUMU TIperapaTaMHy.

l'ocTpi Ta XpOHIUHI HITYHKOBO-KUIIKOBI 3aXBOPIOBAHHS Y HEMOBJIAT, MOB’SI3aHI 3 IHTOKCHKAIlIED a0o0
TUCOAKTEPI030M KHUIIICUYHUKY Ta JUCBITAMIHO30M. _

Ilpomunokazanns.
lNnepuyTnuBicTh 10 Ai0YOT pe4OBUHU 200 A0 OYyAb-SKOi 3 JOMIOMDBKHUX PEYOBHH Ipernapary.

B3aemodia 3 inmumu nikapcoKumu 3acovamu ma iHuii 6uou 83acmooiil.
Jocnimkens B3aeMO/Il He TPOBOAMIIOCS.

Ocoonueocmi 3acmocyéanns.

V ¢uakonax 3 npemaparom EnTepokepmina® Popre MOKIMBA HAsBHICTh BUIMMHX YacCTOYOK, MIO
YTBOPIOKOThCSL BHACHiIOK arperaii ciop Bacillus clausii Ta e cBimuaTh mpo Te, mio mpenapar 3a3HaB
OyIb-SIKUX 3MiH.

Ilepen 3acTocyBaHHIM (PIIaKOH CIIif CTPYCUTH.

[Ipemapat Mae BUCOKMH CTYIIHb T'€TE€POJIOTIYHOI PE3UCTEHTHOCTI A0 aHTHOIOTHKIB, LIO /A€ 3MOTY
3aCTOCOBYBATH HOTO SIK JUIs MPO(DUIAKTUKY 3MIHH MIKpPO(DIOPH KUILIEYHUKY, CIIPUYNHEHOT CEIEeKTUBHOIO
Ji€r0 aHTHOIOTHKIB (0COOIMBO AHTHUOIOTHKIB IIMPOKOTO CHEKTpa Jii), Tak 1 JJig BIAHOBIEHHS BXKe
MOPYIIEHOTO OanaHcy MIKpO(hIOpH KUIISUYHUKY.

SIkimo mpemapar NpU3HAYaTH OJHOYACHO 3 AHTUOIOTHMKAaMH, HOro Ciifl 3acTOCOBYBaTH MDK JIBOMa
npuiioMaMu aHTHOIOTHKA.



Le#t nmikapchkuid 3aci0 NMPU3HAYCHHWH BHKIIOYHO IS MEPOPATBHOTO 3aCTOCYBaHHS. 3a00POHSETHCS
BBOJMTHU Tpemnapar iH €KUifHUM abo OyIp-SKMM IHIIUM HOUIIXOM. HekopekTHe 3acTOCyBaHHS IOTO
JKapChbKOTO 3aco0y MPU3BOIWIO 1O BUHUKHEHHS TSKKAX aHAQUIAKTUYHUX pEaKI[iid, Takux 5K
aHa(UIAKTHYHUH TIOK.

baxmepiemis ma cencuc

[ToctMapkeTHHTOBI BHINAAKH OakTepieMmii, cemTuuemii Ta cermcucy Oyilu BHSBIEHI y TMalli€HTIB 3
ocnalieHuM IMyHITeTOM a00 y TSDKKOXBOPHX MAIIEHTIB, @ TaKOX y HEJIOHOLICHHUX IITeH. Y NeSIKUX
XBOPHX Y TSDKKOMY CTaHi pe3ynbraT OyB JseranbHUM. LluM rpymaM mamieHTiB CIiJ YHHKaTd

3aCTOCYBaHHS Ipenapary EHTepomepMiHa® ®opte (nuB. po3ain «I1o6iuHi peakiiin).

3acmocyeanns y nepioo eazimmocmi abo 200y8anHs 2pyooro.

Bazimuicme. JlocTynHi AaHi1 11010 3aCTOCYBaHHS Ipenapary EHTepomepMiHa® ®dopTe BariTHUM KiHKaM,
€ 0OMEXeHUMH, TOMY He MOHa 3pOOUTH BHCHOBOK HIOJ0 OE3MEKM 3aCTOCYBAaHHS Mpernapary Iij yac
BariTHOCTI.

IIpenapar EHTepomepMiHa® @dopTre MOKHa 3aCTOCOBYBATH IIiJ] Yac BariTHOCT1 JMIIE Yy pa3i, KOJU
MOTEHIIIHA KOPUCTD ISl BariTHOI EPEBUILYE MOTEHIIIMH] PU3UKH, BKJIFOYHO 3 PU3HKaMH JUIS IJI0/1A.

Ilepioo 200yeanus 2pyoodr. JIocTymnH1 JaH1 MIOA0 3aCTOCYBAaHHS Iperapary EHTepomepMiHa® dopre B
nepioJ; roJyBaHHS TPYIII0, a caMe IM0J0 HAasBHOCTI Ipernapary y IpyAHOMY MOJIOI Ta BIUIUBY Ha
HEMOBJISI, € 0OMEXEHUMH, TOMY HE MOXHa 3pO0OMTH BUCHOBKH L1010 O€3MEeKH 3aCTOCYBaHHS Ipenapary B
MepioJ1 TOAYBaHHS TPYIIIO.

[Ipenapar EHTepomepMiHa® dopTre MOXKHaA 3aCTOCOBYBATH B MEPIOJ TOTYBAHHS TPYAIIO, JIUIIE SIKIIO
MOTEHIIIHA KOPUCTD Ul MaTepi MepeBUIILYe MOTEHIIIHI pU3HKH, BKIIOYHO 3 PU3UKAMU JJIsl AUTUHH, SKa
nepe0yBa€e Ha IpyIHOMY BUTOJIOBYBaHHI. _

Depmunvricme. JlaHUX 1MIOJ0 BIUIUBY JIKAPCHKOTO 3aco0y EHTepomepMiHa® dopre Ha PEePTUITBHICTH
JIOIMHU HEMAE.

30amuicmv  enaueamu Ha WEUOKICMb pearkyii npu Kepy8awHi ABMOMPAHCNOPMOM aO0 [HWUMU
MEXaAHIZMAMU.

. ® .
EnTepoxxepmina DopTe He BILIMBAE Ha 3JaTHICTh KEPYBATH TPAHCIIOPTHUMH 3aCO0AMHM Ta MPAIFOBATH 3
IHIITUMHA MEXaHI3MaMH.

Cnocio 3acmocysannusa ma 003u.

BwmicT ¢urakona mpuiimMaroTe 06€3 po3BeACHHS ab0 PO3BOAATH Y BOJI YM IHIIMX HAMOSX (HAPUKIAA Y
MoJioli, 4ai abo B aneabCHHOBOMY COKY). Llel nmikapchkuit 3aci0 mpu3HAYEHUH JIMIIE JUIS TIEPOPaTLHOTO
3acTocyBaHHs. He BBOAUTH MapeHTepaIbHO 1 HE 3aCTOCOBYBATH 1HILIMM CIIOCOOOM.

Jo3za nns nopocnux — 5 mi (1 ¢uakon) Ha 100y.

Himu. IlpenapaT MOXHa 3aCTOCOBYBATH JiTAM BikoM Bia 28 aHiB. [Ipenapar 3acToCOBYIOTh HEMOBIISITAM
1 mitaM y 1031 5 M (1 dmakon) Ha 100y.

TepMin JiKyBaHHS BCTaHOBIIIOE JIIKap 3aJI€XKHO BiJl CTaHY MAIli€EHTa Ta Mepediry 3aXBOPIOBAHHS:

- JIKyBaHHS Ta MNpoQuIaKTHKa JUCOAKTepio3y KUILIEYHUKY Ta IOB’S3aHOTO 3 HHUM EHAOTE€HHOTO
JUCBITaMIHO3Y — 5—7 JHIB;

- JIOTIOMDKHA Teparis, CHpsAMOBaHa Ha BIAHOBJIEHHS HOPMaJIbHOI MIKPO(IOPH KHILIEYHUKY, IO
MOPYUIYEThCA M1/ Yac JIIKyBaHHS aHTHOIOTHKaMHU a00 XIMIOTepaneBTUYHUMHU MpenapaTaMyu — MPOTATOM
a"Tu6ioTHKOTEpamnii (y cepenabomy 5—10 nHiB);

- TOCTpi Ta XPOHIYHI IITYHKOBO-KHIIKOBI 3aXBOPIOBAHHS y HEMOBJIAT, IIOB’S3aH1 3 IHTOKCHKAIli€l0 abo
IMCcOaKTEePiO30M KUIIEUYHHUKY Ta JUCBITAMIHO30M: TOCTp1 — 5—7 IHIB, XpoHidyHi — 10 30 JHIB.

Ilepeoosysanna.
[Ipo Bunaaku nepesgo3yBaHHS HE MOBITOMIISIIOCS.

Hob6iuni peakuii.



[To6iuHi peaxifii, MOBIAOMJIEHHS TMpo sKi OyJI0 OTPUMAHO IIiJ dYac 3acCTOCYBaHHS Ipenapary

EHTepomepMiHa® dopre, mepepaxoBaHO HWKYE BIIMNOBIIHO OO KJIacy CHUCTEM OpraHiB 1 4YacTOTH
BUHHUKHEHHS: JyxKe gacti (> 1/10); gacti (> 1/100, < 1/10); mewacri (> 1/1000, < 1/100); pigkicai (> 1/10
000, < 1/1000); myxe pimkicai (< 1/10 000); gacroTa HeBioMa (HEMOXJIMBO OIIIHUTH 32 HASIBHUMH
JTAaHUMHU).

Po3znaou 3 6oky wikipu ma niowKipHux mxKaHuH

Yacrora HeBijoMa: peakii TiMepUyTIMBOCTI, B TOMY 4YHCII BHCHUIAHHA, KpOIWB SHKA Ta
AQHTIOHEBPOTUYHUN HAOPSK.

Ingpexyiiini ma napazumapmi 3ax60pPIOEAHHSL

YacroTa HeBioMa: OakTepieMis, cenTUIEeMis Ta cerncuc (y MaIieHTiB 3 OCIA0JICHUM IMYHITETOM a0o y
TSHKKOXBOPHUX MAli€HTIB) (AuB. po3/in «OcoOIMBOCTI 3aCTOCYBAHHSY).

[loBiOMJIEHHS TPO Mi03PIOBaH1 NOOIYH1 peakiii

[ToBinoMieHHs mpo NMOOIUHI peakiii Micas peecTparllii JIKapchKoro 3aco0y Mae BaxJivBe 3HaueHHs. Lle
Ja€ 3MOTY TMPOBOJUTH MOHITOPUHI CIHIBBIJHOLIEHHS KOPUCTH/PU3MK TPU 3aCTOCYBaHHI IOTO
JiKapchkoro 3acol0y. MemuunuMm Ta (apMaleBTUUYHUM TMpalliBHUKAaM, a TaKOX MaiieHTaM abo ix
3aKOHHUM IIpEJICTaBHUKAM CIIiJ MOBIIOMIIATH PO yCl1 BUMAJIKU M1I03PIOBAHUX MOOIYHUX peakiiil Ta
BIJICYTHOCTI €(EKTUBHOCTI JIKapChbKOTO 3aco0y uepe3 ABTOMATH30BaHy I1HQOpMaIliiHy cUCTEMY 3
(dhapmakoHarisaay 3a mocusanuaM: https://aisf.dec.gov.ua.

Tepmin npuoamnocmi. 2 poxu.

YmoBu 30epiranns.
30epiraTu y HEAOCTYIHOMY Ui JiTel micii mpu temnepaTypi Huxkde 30 °C.
[Io6 yHukHYyTH 3a0pyAHEHHS CYCIICH31i, HE CIIi BIAKpUBATH (PIIaKOH 3a37aJeTi/Ib.

YnakoBka.

Ne 5: o 5 mn y dnakoHi; o 5 ¢urakoHiB, 3’ €THAHUX MK COOOFO TIOJIIETUIICHOBOIO MTEPEMHUYKOIO, Y KaceTi
B KapTOHHINA KOPOOTIIi.

No 10; Ne 20 (10 x 2): mo 5 mn y dnakoni; mo 10 ¢rmakoHiB, 3’€IHAHUX MK COOOO TOJIIETUICHOBOIO
MePEMUYKOI0, y KaceTi; 1o 1 abo 2 KaceTn B KapTOHHINA KOPOOIT.

Kareropis Binnycky. be3s penenra.

Bupoonuk.
Omnemna Xenckea Itani C.p.i.

Micue3naxoa:KeHHsI BAPOOHHUKA Ta MO0 aapeca Micusi NPOBa/sKeHHS JislJIbHOCTI.
Bosie Eypona, 11 — 21040 Opimxbo (VA), ITamnis.

3asiBHMK.
TOB «Onenna Xenckea Ykpaina», Ykpaina.

Micue3Haxo/:KeHHs 3asiBHMKA Ta HOro aJpeca Micusi NPOBAa/KeHHS AislVIbHOCTI.
Vkpaina, 01033, m. Kuis, Byn. XKunsHceka, 48-50A.



