IHCTPYKIISA

JJ151 MEIMYHOT0 32CTOCYBAHHS JIIKAPCHKOI0 3aC00y
MYTA®JIOP
(MUTAFLOR)

Cknao:

Oitoua pevosuna: Escherichia coli urram NISSLE 1917

CKJIa Ha | OJAMHHUINO JiKapchKoi hopMH:

Escherichia coli tram NISSLE 1917, 2,5-25x10 9 wuBux GakTepialbHUX KIITHH (KOJIOHIEyTBOPIOBAIBHUX OMHHIB, KYO);

00NOMIdICHI pevosuHu;  MATbTOACKCTPHUH, TalbK, KomomiMep (1:1) MeTakpuioBoi KHCIOTH —MeTUIMETaKpunaty, Mmakporosn (4000), TpuetninuTpat, riineput 85 %, tutany giokenn (E 171), 3amiza
oxcux yepBoHuit (E 172), sxenarus, BicK )OBTHIA, Bick KapHayOChKHIi, IIeJ1aK, BOJA OYHIICHA.

Jlikapcbka ¢opma.  Karicyiu racTpope3HCTeHTHI, TBEp/i.
OCHO6HI (Pi3UKO-XIMIUHI 61ACMUBOCMI: 6e36apBHi, TPO30Pi, HHIIHAPUYHOT (POPMU TBEP/I KaICYIIH, y YePBOHO-KOPHYHEBiH racTpOPe3UCTeHTHIH 0600, BMicTOM Kancyu € cBiTI0-0exeBHit
MOPOLIOK i3 XapaKTepHHUM 3araxoM. [TOBepXHs KarlCyJIn IIOBUHHA OYTH IMIaJKoK0 63 TPiluH.

®apmakoTepaneBTH4Ha rpyna. Kumkosi nporusananssi 3acodu . Kox ATX AO7E.

Dapmakonoziuni enacmusocmi.

Dapmaxoounamika.

AKTHBHOIO JIiF0Y00 PEYOBUHOIO € LITaM HEMTATOTeHHNUX OaKTepiil JIFOACHKOTO MOXOKEHHS, SIKi HaIe)KaTh 10 BULY Escherichia coli (E. coli) ,y xuBiii i 3natHiii 10 posMHOXKeHHs  Qopwmi: E. coli, mram
NISSLE 1917 . 3a 1onoMororo crerianbHux aare3suBHux opranen (tumy F-1A, F-  1C Ta «kydepsaBux» $iMOpiii) mram Mae 31aTHICTh PHKPITIIIOBATHCS JI0 CIM30BOi 000JIOHKH TOBCTOT KHIIKH Ta
YTBOPIOBATH MIKPOKOJIOHIT y BUTVISII GiOIUTIBKH. 3aBIAKN HAsIBHOCTI KTy THKIB GaKTepisM MpHTaMaHHa MOOIIBHICTB, 10 HA/Ia€ IM IepeBary IpH 3acelIeHHI TOBCTOTO KHUIICYHHUKY. Edexrn npenapaty
MYTA®IJIOP (E. coli mrramy NISSLE 1917) Gyno BU3Hau€HO B €KCIIEPUMEHTAX  in Vitro Ta in vivo , a TAKOX y KIHIYHHX JOCTI/UKeHHAX. Byiu BU3HaueHi Taki epekTH Ta MeXaHi3MH Ail:

AHTUMIKpOOHI BracTuBOCTi (aHTaroHism). E. coli, mrram NISSLE 1917 (dopmye anTHMiKpoOHi cyOcTaHIii (MIKpOLMHN) Ta YMCIICHHI 3a1i303 BA3yt0o4i cuctemu (cuaepodopu), siki, 3 0aHOro 60Ky,
BiJIOBIIA0TH 3a MPAMHIT AHTATOHI3M NMPOTH MATOTEHIB, a TAKOXK 32 CTIHKICTh IITaMy, TPHBANICTH SIKOT MIEPEBHII€ TPHBAIICTh BIACHE IEPOPATFHOTO IPpH3HAYeHH npenapary. Kpim Toro, mram Mae
iHriOyroUnii BIUIMB Ha IHBA3iI0 CHTEPOIHBA3UBHUX MATOICHIB Y CIIM30BY OOOJIOHKY TOBCTOTO KMIICUHHUKY.

Crabinizanist cin30Boro 6ap’epy TOBCTOrO KMIICYHHUKY. B ekcriepuMeHTax Ha KIITHMHHMX KyJIbTypax eMiTeNiONHUTIB TOBCTOrO KullleuHUKy E. coli, mram NISSLE 1917 mpoaeMOHCTPYBaB 3/1aTHICTh
crabimizyBaTu 6ap’epHy (QyHKILO eMiTelito Ta HOpMali3yBaTH HiJABHILECHY IIPOHUKHICT CIIM30BOI 000JIOHKH KHIIKH 3aranoM. Take 3MilHeHHs 6ap’epHOi QYHKIIT € HAC/IiIKOM CTHMYJIALIT CHHTE3Y
dikcyrodoro npoteiny (ZO-2) Ta popMmyBaHHs 3a HOro JOMOMOTrO0 MillHUX MIKKITITHHHUX KOHTAKTIB.

IMyHHO-CTUMYITIOIOUI BIACTUBOCTI. JIOCTIAH in Vitro MPOSBUIM IMyHHO-MOJy OO BiacTuBocTi  E.coli mramy NISSLE 1917. 3actocyBanHs npenapaTy MpH 3aMabHUX 3aXBOPIOBAHHAX KHUIICYHHKY
3HIKY€E PiBEHb Mirpallii B ocepeiok 3amnajieHHs HOBHX aKTHBOBAaHHX T-IiM(oIuTiB.

IporusanansHi Bractusocti. MYTA®JIOP mae nporusanaieHy fito. IIpoTnsananshi BnactuBocti  E.coli mramy NISSLE 1917 Gynu BusiBiIeHi sIK y Jocigax in vitro 3 eMiTENONUTaMH JIFOUHH, a
TaKOXK In vivo .

IIpokinernuni pnactusocti. E. coli mramy NISSLE 1917 B xoai MeTabomi3My CHHTE3y€ KOPOTKOIAHIIIOTOBI )UPHI KMCIOTH, SIKi HEOOXiAHI UIs ONITUMAIBHOTO EHEPreTHYHOro GanaHcy CIu30BOT
0GOJIOHKU TOBCTOI KMIIKH. BOHH CTUMYJTIOI0TH MOTOPHKY TOBCTOI KHIIKH i KPOBOTIK Y 1i CJIM30BIi i MOCHITIOIOTH BCMOKTYBAaHHS i0HIB HATPItO Ta Xy10py. CTHMYIISIIisA MOTOPHKH, SKa, HMOBIpHO,
BiOYBAETHCS MMiJT Ji€I0 OLTOBOI KUCIOTH OAaKTEPiaJbHOTO MOXODKEHHS, TPae BXKIUBY POJIb Y JIKyBaHHI XPOHIYHUX 3aIOpiB.

Bruue Ha metabonizm. 1lltam, sikuii mictutbest y npenapati MYTA®JIOP, Gepe yyacTs y YHCICHHHX METaOOMIYHHX Mpolecax i 3/aTeH KaTaboi3yBaTi pi3Hi BYIJIEBOIH, LIyKPOBI CIMPTH, aMiHOKHCIOTH

Ta iHIi cyOCTpaTH, CIIOKUBAIOYH MPH LbOMY KHCEHb. AHacpOOHE CepeIoBHILE y MPOCBITI TOBCTOI KHIIKH, CTBOPIOBAHE Y TaKHil CIIOCIO, MiATPUMY€EThCS TPHUBAIIMIA Yac, IO € HAA3BUYANHO BAXIIMBUM JUIS
cTabiIbHOCTI €KOCHCTEMHU KHIICYHHKY.

Dapmakokinemuxa.

3aB/sku cBoiit 060s10HLI Kancynn MYTA®DJIOP e crilikumu 10 Jii ITyHKOBOTO COKY Ta HE PO3YMHSIIOTECS aX JI0 TEPMiHAIBHOTO BiJ1iTy TOHKOT KKy, OCKiIbKY aKTHBHA Jliroya cyOcTaHIis ( E. coli
mramy NISSLE 1917) — koMeHca, BOHA IBU/IKO 3aCesi€ TOBCTHI KHIICYHHK, HE BCMOKTYIOUHCh Ta HE METa00i3ylo4nch. BOHa BUXOAUTH i3 KHIIEYHHKY Pa30M i3 BHITOPOKHEHHIMU.

Kainiuni xapakrepucTuku.

Ilokasanns.

XponiuHi 3amopu.

Hecnermdivnmii BUpa3KoBHil KOJIT y cTafii pemicii.

IIpomunoxazanna. T'inepdyTianBiCTh 0 IHIPEAIEHTIB pemnapary.

B3aemo0in 3 inwumu nikapcyKumu 3acobamu ma inwi 6uou ¢3aemo0diti.  AHTHOIOTHKH, SIKi IPU3HAYAIOTHCS 3 METOIO BIUTMBY Ha IPaMHEraTHBHI OakTepil, a TaKOX CyIbhaHiIaMim MOXKyTh 3HIKYBAaTH
edexruBHicTh npenapaty MYTADJIOP .

0Ocoo. i 3acmocy He mae.

3acmocysanna y nepioo sazi 'mi abo 200y 7 2pyooio. Escherichia coli tram NISSLE 1917 — ne 6aktepisi-KoMeHcal, sika € y KHIICYHUKY JTIOANHH Ta HE BCMOKTY€ETHCS, HE BIUTMBAE Ha Tepedir

BAriTHOCTI i MepPiof royBaHHs IPY/UII0, TOMY 3aCTEPEKEHb LIOJ0 3aCTOCYBAHHS HEMAE.
30amnuicme énnusamu na wiguOKicmy peaxkyii npu Kepysanui agmMompancnopmom avo inwumu mexanizmamu. He BusBicHa.
Cnoci6 3acmocysanns ma 0o3u. Bcio 1060By 103y C1iji BXKUBATH IMiJ{ 4ac ki, GaaHO Mijl Yac CHiIaHKY, 3alMBAIOYH JOCTATHBOKO KiIbKICTIO pisuay. Karcynu He po3KoByBaru.

Jlopociti i JiTh BiKOM Bif 15 pokiB:

Tpu supaskosomy Koaimi  : IPOTATOM rnepiunx 4 guiB | — kancyna Ha 100y, gaii — o 2 kancynd  Ha g100y. Jlist 3ano6iranss penuansaM Bipaskosoro koiity MYTA®JIOP ciiy 3actocoByBath
TpuBauMii yac. JIOCBiZ 3acTOCYBaHHS Mpenapary moHaj 12 MicsiiiB mpu BUPa3KOBOMY KOIITi BiCYTHIM.

IIpu xpomiunux 3anopax: 'y nepiui 4 aui —no | kancym  Ha 100y, 3 5-ro aus — o 2 kancynan  Ha 100y. I1pu xponiunux 3amopax MYTA®JIOP moxHa npuiiMaTH yIpoaoBxK 6 TIKHIB. MakcHMaibHa
J103a — 4 Karcysu Ha 100y. Y BUIA/KY, SKIIO 3aXBOPIOBAHHS IPUCYTHI B aHaMHe3i  mpoTsirom Garatbox pokis, MYTA®JIOP MoxHa 3aCTOCOBYBATH MEPIOJIUYHO SIK MPOQiNakTHIHHUH 3aci6.

Jimu. 3actocoByBatH IiTM BikoM Bia 15 pokiB.

Ilepeoosysanna. Jlanux npo nepeao3yBaHHs Npenapary Hemae.

Ho6iuni peaxy
000, [11/100), pizko (>1/10 000, 11/1 000), xyxe pimko (<1/10 000), BKIFOUa09H OKPEMi MOBITOMICHHS.

3 60Ky uLIynKo60-KUWK068020 mpaxkmy : Ha Movatky Teparii nommpeni (>1 /100, <1/10) 3gyrrs xuBota. [yxe piako (<1/10000)  cnocrepiranics 3MiHH y KOHCHCTEHIIIT BHITOPOXKHEHD YH iXHBOT
YacTOTH, Oilb y JKMBOTi, METEOPH3M, Aiapest, Hy0Ta abo GIIFOBaHHS.

3 6oky wikipu : gyxe pigko nommupeti (<1/10000)  BucHI, epuTeMa Ta JTyIIEHHs IIKIPH, aleprivHi peaKiiii.

3 boky yenmpanvHoi Hepeosoi cucmemu: € OOAUHOKI ITOBIJOMJICHHS PO BUHUKHEHHS TOJIOBHOTO GOIIIO.

Ipemnapat no6pe nepenocutbest. Hebaxani edexTn 3a 4acTOTOI0 BHHHKHEHHS KIaCH(iKyIOTh 3a TAKIMHE KaTeropisiMu: ayxe dacto (> 1/10), wacto (> 1/100, 11/10), mewacto (> 1/1

Tepmin npudamnocmi. 12 MicsiB.

‘VYmoBu 36epiranns. 36epirati npu temmneparypi 2-8 oC y MicIsx, HSJOCTYIHHX JUIS Teil.
He 3acTocoByBatH miciist 3aKiHUEHHS TEPMiHY MPUAATHOCTI, 3a3HAYEHOTO Ha YMAKOBIIi.

YnakoBka. 2 6rictepu o 10 karcyn y KapToHHIit KOpoOLli pa3oM 3 IHCTPYKIIEIO TSt MEANYHOTO 3aCTOCYBaHHSL.
Brictep: MIaCTHHKY 3 9anIonoJiOHUMHU BUIMKaMu, BUroToBIeHi 3 jticTkiB [IBX/TIB/IX, 3aKkynopeHi alfoMiHi€BUM JIHCTOM, LIO TBEPAHE [IPH HAarpiBaHHI.

Kareropis Binmycky. 3a pernentom.
Bupo6uuk. Aprneiipapm I'm6X / Ardeypharm GmbH.

Micue3Haxo/X:keHHs] BAPOGHHKA Ta iioro aapeca Micus nposajukeHHs aisiasHocti.  JIbopdenpamrpacce, 20, 58313 Xepaeke, Himeuunna. / Loerfeldstrasse 20, 58313 Herdecke, Germany.



