IHCTPYKIIA

AJIA MEAUTHOI'0 3aCTOCYBAHHA HiKapCBKOFO 3ac06y

MYTA®JIOP

(MUTAFLOR)
Cknao:
oiroua peuosuna: Escherichia coli mrram NISSLE 1917,
cKiaa Ha | OIMHUIIO JKapChKo1 hopmu:
Escherichia coli mTam NISSLE 1917 — 25 — 25x10° sxuBux G6akTepialbHUX KIiTHH
(KOJIOHIEYTBOPIOBATILHUX OAMHUIE, KYO);
OONOMIJHCHI peuo8uUHU: MAJIbTOJEKCTPUH, TaibK, Komosimep (1:1) MeTakpwioBoi KHCIOTH —
MeTuiIMeTakpuiary, makporod (4000), Tpuetnnuurpat, riaiuepuH 85 %, tutany giokeun (E 171),
3anmiza okcup uepBoHuid (E 172), xenaTuH, BICK XOBTHMM, BICK KapHayOChKMi, IIeNak, Boja
OUHIIICHA.

Jlikapcbka ¢opma. Kancynu racTpope3sucTeHTHI, TBEPL.

OcHosHi @izuko-ximiuni enacmusocmi: 6€30apBHi, IPO30P1, MITHAPUIHOT HOPMU TBEP/1 KarCyinu
Yy UYepBOHO-KOPHYHEBIM TacCTPOPE3UCTEHTHIA 000JoHII. BwmicTomM Kamcynum € CBiTI0-0exeBUi
MOPOIIOK 13 XapakTepHUM 3anaxoM. [loBepxHs Karcynu riajka, 6e3 TpiliuH.

dapMmakoTepaneBTHYHA rpyna.
AHTHA1apeiiH1, KUIIKOBI MIPOTH3anaibH1 Ta aHTUIH(EKL1HH1 JTIKapChKi 3aCO0U.
KumkoBi mpotuzanaineHi Jikapceski 3acoou. Kog ATX AO7E.

Dapmakonoziuni 61acmueocmi.

Dapmaroounamixa.

AKTHBHOIO JIFOYOI0 PEYOBHHOIO € INTaM HEMAaTOTeHHUX OaKTepid JIFOJCHKOTO TIOXO/KEHHS, SKi
Haexartsb 10 Buay Escherichia coli (E. coli), y sxuBiit i 3matHii 10 po3mHoxenHs (opwmi: E. coli
mram NISSLE 1917. 3a momomororo cremiaabHuUX aare3uBHux opranen (tumy F-1A, F-1C Ta
«KyudepsBuX» (piMOpii) mTaM Mae 3MaTHICTh MPUKPIILIIOBATHCS JI0 CIU30BOI OOOJIOHKH TOBCTOI
KHUIIKA Ta YTBOPIOBATH MIKPOKOJIOHIT Yy BHUIUISAI OIOTUTIBKU. 3aBASKM HAsSBHOCTI JDKTYTHKIB
OakTepisiM mpUTaMaHHAa MOOUIBHICTB, IO HAJa€ M IMepeBary MpH 3acelieHHI TOBCTOTO KUIICYHUKY.
Ebexktn mpemapary MYTA®JIOP (E. coli mramy NISSLE 1917) Oyimo Bu3HaueHO B
eKCIiepruMenTax in Vitro Ta in vivo, a Takok y KIIHIYHUAX JOCTIHKEHHX.

AHTUMIKpOOHi BiactuBocti (aHtaroHidm): E. coli mram NISSLE 1917 ¢opmye aHTHMIiKpOOHi
cyOcTaHIIil (MIKpOLIMHHU) Ta YMCJICHHI 3al1i303B’s13yI041 cucTeMu (cuaepodopu), gKi, 3 0HOTO OOKY,
BIJIMOBIAaI0Th 32 MPSIMHI aHTAaroHi3M MPOTH MATOTEHIB, a TAKOX 3a CTIMKICTh IITaMmy, TPUBAJICTb
SIKOi TICPEBUIIYE TPHUBAIICTh BIACHE MEPOPAIBHOrO 3aCTOCYBaHHS mpemapary. Kpim Toro, mram
Mae HTi0yIOoUYMil BILUTMB Ha 1HBA31I0 €HTEPOIHBA3MBHUX MATOTCHIB Y CIM30BY OOOJIOHKY TOBCTOTO
KUIICYHUKY.

Cra0inizalist _cIu30Boro 6ap’epa y TOBCTOrO KMIIEYHUKY. B excnepuMeHTax Ha KIITHHHHX
KyJIbTypax emiTemiouuTis ToBctoro kumiednuky E. coli mram NISSLE 1917 nponemoHcTpyBaB
3JIaTHICTh cTabiuIi3yBaTu Oap’epHy (YHKIIIO EHiTeNilo Ta HOpMali3yBaTH MiJBUILEHY NPOHUKHICT
CJIN30BO1 OOOJIOHKM KHUILIKHU 3arajoM. Take 3MilfHEHHs Oap’epHOI QYHKIIT € HACTIAKOM CTUMYJISIIT
cuHTe3y (ikcyrouoro mpoteiny (ZO-2) Ta dopMyBaHHS 32 HOTO JOMOMOTOK MIITHMX MDKKITITHHHHX
KOHTAKTIB.

IMYHOCTHMYVITIOIOYi BIaCTUBOCTI:

BniiuB Ha rymMopanbHy IMYHHY PEaKIIio

VY JI0AMHU Y HOBOHAPOPKSHUX ITICIIS 3aCelieHHs KUlleuHuKy Oakrepismu E. coli mramy NISSLE 1917
BUSIBJISUTM 3HauHe 3pocTaHHs piBHIB IJA Ta IgM y ¢inbTpaTi BUNOPOXKHEHb Ta CHPOBATIi KPOBL. Y
PLAKMX BUMNAJAKAaX OMHMCAaHO 3pocTaHHs piBHA IQA y ciauni. Y TBapuH y cTepuiibHOro (6e3 HasiBHOT
MiKpo(I0pH) HOBOHAPOIKEHOr0 MOTOMCTBA TepopanbHe 3actocyBanHs E. coli mramy NISSLE 1917




CIPUYUHIOBAIO CTUMYJISIII0 PO3BUTKY IMyHOKOMIIETEHTHUX KJIITHH KUIIKOBOI iMyHHOT cuctemu (IgA-
ta 1gG-nponykyrodi TiMGONMUTH, KIITHHHU, IO EKCIPECYIOTh Ha CBOIM IMOBEpPXHI OUTKH TOJIOBHOTO
KoMmIuiekcy ricrocymicHocti kiacy |l (MHC-II)) 1 npu npomMy He BHUSIBISUTUCS O3HAKHU 3arajieHHs (He
OyI10 Mirpailii rpaHyJIOIUTIB).

BriuB Ha KIITUHHY IMYHHY PEAKILiIO

Jocmimu in vitro BusiBun imyHomoayioodi BiactuBocti E. coli mramy NISSLE 1917. Tak, 6ymo
BUSIBJICHO MIJIBUICHHS CEKPETOPHOI akTMBHOCTI MakpodariB mumii (iHTepiaeikin-6 [IL-6], ¢akrop
HEKpO3y IYXJIMH, KUCHEBI paJiuKain) Ta JIIOJCHBKUX MOHOHYKJICAPHUX KIIITHUH 3 NepuepudHOi KpOBI
(iaTeprneiikin-10). TIpote migBUIIEHHS PiBHS Cekpelii Gakropa HEKPO3y MyXJIHH HE MATBEPAUIOCS Y
Aociigax in Vivo Ha MUIIax Ta iHIIKX TBapHHAX.

OxkpiM TOrO, €X VIVO OYJ10 MPOAEMOHCTPOBAHO MIIBHILCHHS [ATOTOKCHYHHUX BIACTHBOCTEH Makpodaris
MHUIlL, CHOPSIMOBAHUX MPOTH BHYTPILIHBOKIITUHHHUX IAPa3UTIB, a OTXKE, 1 CWIBHIMNN 3aXUCT BiA
BHYTPIIIHbOKIITUHHUX 1H()EKIIHHUX areHTiB.

Escherichia coli mram NISSLE 1917 Takox CrpHyYMHIOBaB MPHUTHIYYBAIBHUN BIUIMB HAa KIITHHHHUN
UK 1 npomidepanio moackkux T-mimdouuTiB y nepudepuuHiii kposi, ane He Ha T-mimdorurn
KUIICYHHKY.

OTxe, mpU 3amajJbHUX 3aXBOPIOBAHHAX KHUIIEYHUKY MOXKHA TAaKMM UYMHOM 3aro0irty Mmirpanii B
0CepeIOK 3amajeHHs] HOBUX aKTUBOBaHUX T- MiMQOIUTIB.

BruvB Ha BpODKEHHUH IMYHITET

E. coli mram NISSLE 1917 crumynioe CHUHTE3 aHTHUMIKpOOHMX NENTHIIB. 30KpeMa, CTUMYIIOE
MPOAYKIIiFO Ae()EH3UHIB EMITETIONMTaAMH TOBCTOI KUIIKH JIFOJUHH IN VItr0, a TaKOK KaJbIIPOTEKTHHY IN
VIVO y KHIIEYHHUKY CTEPUIIBHOTO HOBOHAPOKCHOr0 TIMOTOMCTBA TBapHH MICIs TEPOPATBLHOrO
3aCTOCYBaHHS TIperapary. Y JIOJMHH Y HOBOHAPO/DKEHHX (HEIOHONIEHWX) HEMOBIIAT HEepOpaTbHUI
npuiiom npernapaty MYTA®JIOP TakoX NO3UTHUBHO BIUIMBAE HA BPOUKEHY Ta AJAaNTUBHY IMYHHY
peaxItiro.

[poTtuzananeHi BaacTuBOCTi. MYTA®JIOP uywnute mnpotuzananpHy mgiro. I[IpoTusananbHi
BaactuBocti E. coli mramy NISSLE 1917 6yno BusBiICHO y gocmifax in Vitro 3 emiremionuramMu
JIFOJIMHHM, a TAKOX 1N ViVO.

pokinernuni BaactuBocTi. E. coli mram NISSLE 1917 B xomi MeTaboii3My CHHTE3Yy€
KOPOTKOJIAHITIOTOB1 JKUPHI KHCJIOTH, HEOOXITHI MJIs ONTHMAJBbHOTO €HEPreTHYHOTO OanaHCy
CM30BO1 000JIOHKH TOBCTOT KUIIKKA. BOHM CTUMYITIOIOTHh MOTOPUKY TOBCTOT KHIIIKK Ta KPOBOTIK Y ii
CIIM30BId 1 MOCHJIIOIOTh BCMOKTYBaHHS IOHIB HaTpito Ta Xjopy. CTUMyINAIisT MOTOPHKH, SKa,
HWMOBIPHO, BiIOYBA€ETHCS MiJ JIEI0 OITOBOI KMCIOTH OAaKTEPIadbHOTO MOXOKEHHS, I'PA€ BAXKIIUBY
pOJIb Y JIIKyBaHH1 XPOHIYHUX 3aIOPIB.

Brume na meraGosizm. Illtam, sikuii Mmictuthest y mnpenapari MYTA®JIOP, Gepe ydvacth y
YUCJICHHUX METa0OJIYHUX Mpollecax 1 3AaTeH KaTaboji3yBaTH pi3HI BYIJIEBOJHM, ITyKPOB1 CIIUPTH,
aMIHOKHCIIOTH Ta 1HIII CyOCTpaTH, CIIOKWBAIOYM NMPU IIBOMY KHCEHb. AHaepoOHE CepelOBUIIC Y
MPOCBITI TOBCTOI KHIIKH, CTBOPIOBAHE y TaKWUW CIOCIO, MINTPUMYEThCS TPUBAIMA yac, L0 €
HAJ3BUYAITHO BaXKJIMBUM [T CTA0UTEHOCTI €KOCUCTEMH KUIICYHUKY.

DapmakoKiHemuka.

3aBnsaku cBoiit ob6ononHni kancynu MYTA®JIOP e crifikumu g0 Ail HUTYHKOBOTO COKY Ta HeE
PO3YHHSIIOTHCS aX 10 TEPMIHAIBHOTO BiAUTY TOHKOT KUIIKUA. OCKUTbKY aKTHBHA JIit04a CyOCTaHIis
(E. coli mram NISSLE 1917) — koMeHcajJ, BOHA IIBHJIKO 3aCelii€ TOBCTHH KHINCYHUK, HE
BCMOKTYIOUHCH Ta HE METa00I3YIOUHCh, 1 BUXOUTH 13 KUIIEUHUKY PAa30M 13 BUTIOPOKHEHHSIMH.

Kuiniuni XapakTepucTHKH.

Ilokazannsa.

XpOHIYHI 3a1I0pH.

Hecneuu¢iunuit BUpa3koBUid KOJIT y cTajii peMicii.

IIpomunokaszanna.
['imepuyTinMBICTh A0 IHTPEIIEHTIB Ipenapary.



B3aecmooia 3 inwumu nikapcoKumu 3acodamu ma iHuii 6UOU 63acMo0ill.
AHTHOIOTHKH, SKI MPHU3HAYAIOTHCS 3 METOI0 BIUIMBY Ha TpaMHEraTHBHI OakTepii, a Takox
cynb(aHiIaMiIn MOXYTh 3HIKYBAaTH eekTuBHICTh npenapaty MYTADIIOP.

Ocobnueocmi 3acmocyanns.
He mae.

3acmocyeanns y nepioo éazimmocmi abo 200y8anHs 2pyooro.

Escherichia coli mrram NISSLE 1917 — nie 0akrepisi-koMeHcall, sSiKa € y KHIICYHUKY JIFOJJMHU Ta HE
BCMOKTYETHCSI, HE BIUIMBA€ Ha (DEePTUIIBHICTH, MEpedir BariTHOCTI 1 MEepioj TOJXyBaHHS TPYIIIO,
TOMY 3aCTEPEXEHb II0JI0 3aCTOCYBAHHS HEMAE.

30amuicmv énausamu Ha WUOKICMb pearyii npu KepyeaHHi a8mMompaHcnopmom ado iHuuMu
MexanizmMamu.
He BusBnena.

Cnoci6 3acmocysannsa ma 0o3u.

Bcro 1000By 103y citiji BXKUBATH Mija 4ac iau, 0a)kaHo i Yac CHITAHKY, 3alMBAlOYH JIOCTATHBOIO
KUTbKicTIO piauHu. Kancynu He po3:koByBaTu.

SIKIIO pO3BUBAETHCS 3MYTTSA KUBOTa ab0 SIKIIO BXKUTO TOYATKOBY 03y, OUTBINY 3a CTaHAAPTHY
PEKOMEHI0OBaHYy, IOJICHHA 1032 MOXE OYTH PO3MoJIieHa MK BCiMa TOOOBUMU MPUHOMaMH TKI.

Jlopocii i MITiTKy.

CrannmapTHa JJ03a: 3 TMEPIIOTO0 TO YETBEPTHH JEeHb NpUMOMYy — MO 1 Kamcyni mpemnapary
MVYTA®JIOP na nens, gani — no 2 karncynu npernapaty MYTA®IJIOP Ha nensp.

VY pa3i TpuBajoro 3amnopy J03y MOXKHa MiABUIIUTH 10 4 kancyn npenapatry MYTA®JIOP monHs.

Ilpu eupaszxoeomy xonimi. JIOCBiT BHUKOPHUCTAHHS TpemapaTy BIOPOJOBXK 12 MicAIIB TpH
BHPA3KOBOMY KOJIITI IPYHTYETHCSI HA pe3yJibTaTax MPOBEIEHUX KOHTPOJIbOBAHUX JOCTIDKEHb. [l
3ano0iraHHs peruanBaM Bupa3koBoro Koty MY TA®JIOP cnix npuitmaTu 6e3mepepBHO.

Ilpu  xponiunux 3anopax. MYTA®JIOP wmoxxHa mnpuiimMaTd ynpoaoBXk 6 TKHIB. SKio
3aXBOpIOBaHHS HasBHE BIPOJAOBXK Oaratbox pokiB, MYTA®DJIOP wmoxxHa po3rismatd sk
3arajibHO3MIIHIOBAJIbHUI 3acid, a TOMy Tepamilo i3 HOro BHUKOPHUCTAHHSM CIi TEpioJaUYHO
MTOBTOPIOBATH.

Himu.

3acToCOBYBATH AITAM BiKOM Bin 15 pokiB.

Ilepeoosysanns.
JlaHuX Ipo mepeo3yBaHHs MpenapaTy HEMae.



I06iuni peakuii.

[Ipemapar moOpe nepeHocutbes. Hebakani eekTH 3a YaCTOTOI BUHUKHEHHS KIACH(DIKYIOTh 32
TAaKUMH KaTeropissMu: ayxe gacto (> 1/10), wacto (> 1/100, < 1/10), mewacro (> 1/1 000, < 1/100),
piako (> 1/10 000, < 1/1 000), myxe pinko (<1/10 000), BKIrOYar0un OKpeMi MOBIAOMIICHHS.

3 60Ky WIYHKOBO-KUWKO6020 mpakmy:. Ha TovaTky Teparii nommupene (>1/100, <1/10) 3ayrrs
xuBoTa. Jyxe pigko (<1/10000) cmocrepiramics 3MiHH y KOHCUCTEHIIII BUIIOPOKHEHb Y IXHIH
9acToTi, OUTh y XKHUBOTI, METEOPHU3M, Jiapesi, BIMIyTTsI OypuaHHs B )KUBOTI, HyI0Ta a00 OJFOBaHHS.
3 6oky wkipu: nmyxe pinko nomupeni (<1/10000) Bucumn, epuTema Ta JIYIIEHHS IIKIPH, aTepPridHi
peaxitii.

3 6oxy yenmpanbhoi Hepeo6oi cucmemu: € TOOJUHOKI TIOBIIOMJICHHS TIPO BUHUKHEHHS TOJIOBHOTO
6010.

Tepmin npuoamnocmi. 12 MicsiB.

YmoBu 30epiranns.
30epiratu pu Temiieparypi 2 — 8 °C y MicIsix, HETOCTYITHUX JUTST JTITCH.
He 3acTocoByBaTH micis 3aKiHUEHHS! TEPMIHY NPUAATHOCTI, 3a3HAYEHOTO Ha YIaKOBIIL.

YnakoBka.

2 Onicrepu o 10 karcyn y KapTOHHIN KOpOOIT.

brmicrep: mmactuHKM 3 damomnomiOHWMu BuUiMKamu, BurotoBieHi 3 JsmcTkiB [IBX/TIBJIX,
3aKyIMOPEH1 aTIOMIHIEBUM JINCTOM, 1110 TBEpJHE MPH HArpiBaHHI.

Kareropis Binnmycky.
3a penenTom.

BupooHuk.
Apneiidapm I'm6X / Ardeypharm GmbH.

Micue3naxoa:keHHsI BHPOOHHKA Ta ajpeca Micusi MNPOBAIKEHHHA WOro AisVIbHOCTI.
JIsopdensamrpacce, 20, 58313 Xepnmexe, Himeuumna. / Loerfeldstrasse 20, 58313 Herdecke,
Germany.
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