IHCTPYKIIA
JJIS1 MEIMYHOI'0 32aCTOCYBAHHS JIIKAPCHKOI0 32c00y

MYTA®JIOP

(MUTAFLOR)
Cknao:
oitoua peuosuna (biomaca)*: Escherichia coli mram NISSLE 1917,
1 M cycrensii MicTuTh GakTepianbHy KymbTypy 3 Escherichia coli mramy NISSLE 1917 108 KYO;
OONOMIJICHT peyosuHu™: HATPIIO XJIOPHUA, KA XJIOPHJ, MArHifo Cynb(ar TemnTariapar, KabI[ilo
XJIOPH/I, MarHIl0 XJIOPU reKcariipar, HaTpito rigpokcun, 32 % po3unn s goBeneHus pH 7.0, Boga
OUHIIIEHA.
*[Ipumirka. KutbkicTs OiomMacH 1 COJIbOBOTO pO34YHMHY 3a1€KUTh Bi KuibkocTi KYO B Giomaci.

Jlikapcbka ¢opma. CycrieHsist opajibHa.
OcHogni ¢hizuko-ximiuni énacmueocmi. 371erka 0exeBa, MOJIOUHOTO BIATIHKY, BOJSHUCTA PIAMHA 3
JIe1b COJIOHYBATUM MIPUCMAKOM 1 XapaKTEPHHUM 3alaxoM.

dapmakoTepaneBTHYHA IPyma.
AnTtuaiapeitai mikpoOHi npenapatu. Kog ATX AO7F A.

Dapmakonoiuni enacmueocmi.
Dapmaroouramixa.
AKTHBHOIO JIIFOY00 PEYOBHHOIO € IITaM HEMAaTOreHHHUX OakTepii, siki HanexxaTh 10 Escherichia coli
mram NISSLE 1917, y xwuBiii i 3matHiii g0 po3muoxenHs ¢opmi: E. Coli mrram NISSLE 1917,
Edextu npemapary Mytaduop (E. coli mrram NISSLE 1917) Oyi0 BH3HAa4YeHO B €KCIIEpHMEHTaX N
Vitro Ta in Vvivo, a TakoX y KIIHIYHUX JOCTDKEHHAX. By Bu3HaueHI Taki eeKTH Ta MEXaHI3MHU
il
AHTaroHi3M TpPOTH NATOTEHHUX Ta TOTEHIIHHO MATOT€HHHWX MIKPOOPTraHi3MIB Ta 3MIITHEHHS
KHIIIKOBOTO Oap'epy:
- E. coli mram NISSLE 1917 BupoOGnsie aHTUMIKpOOHI pPEUYOBHHH, SIKI BiIMOBITAIOTH 3a
AQHTArOHICTUYHY aKTUBHICTh MPOTH MATOTC€HHUX MIKPOOPTaHi3MiB.

3a 1OmMOMOroro cCremialbHUX aare3idHux opranen (¢pimOpii) mTam 37aTHUNW KPITUTUCA IO
MYIMHOBOTO WIAPY, SIKMH TOKPHBA€E CTIHKY TOBCTOI KHIIKH. lllTam € noOpe pyXJIMBHM 3aBISKA
JDKTYTHKaM, IO € MePEeBaroko sl KOJIOHI3aIlii TOBCTOT KUIIIKH.
- E. coli mram NISSLE 1917 ctumynioe B KIITHHaX KHIICYHWKY CHHTE3 1HIYIIMOEIbHHUX
aHTUMIKpOOHMX airounx nedensunis (HBD-2, HBD-3).
- B excnepumentax Ha TBapuHax E. coli mram NISSLE 1917 306inbpirye KOHIIEHTpAIO
KaJbIIPOTEKTUHY HA CTIHKaX KUIICYHUKY 1, TAKUM YMHOM, 3amoOirae mpsamiil aaresii 6akrepiii 110
eniTeNnialbHUX KIITHH CIM30BOT KUIICUYHUKY.
E. coli mmram NISSLE 1917 3amo6irae  mOTparisHHIO ~ €HTEPOIHBAa3MBHUX  IMaTOTCHHHUX
MIKpOOPraHi3MiB /10 emiTeNialbHUX KIITHH KUIICYHUKY.
E. coli mram NISSLE 1917 mae imyHOMO 1y 1H0FO41 BIACTUBOCTI:
ExcniepumeHTH in Vvitro Ta in vivo IpoJAEMOHCTPYBAJIH, 1[0 IMyHOMOMYJIIOI0U1 BIIACTUBOCTI LITaMy
E. coli mram NISSLE 1917 nitote sik Ha TyMOpAIbHY, Tak 1 Ha KIITUHHY IMYHHY CHUCTEMY
HOBOHApO/DKEHUX. In vivo 1i IMyHOMOJIYNIOIOYi C€HocoOW Aii 4iTKO BU3HAYAIOTHCS JIMIIE Y
CTepWJIBHUX MOCTITHUX TBApUH, HOBOHAPOXKEHUX YU XBOPUX TBAPUH a00 JItO/EH.
VY 310pOBHX TBapHH 1 JOAEH IMYHOMOAYIIOIOU BIACTUBOCTI MOXKHA CIIOCTEPIraTH JIMIIE JIOCUTh
cnabo.
1. BimuB Ha crienugiuHy IMyHHY CUCTEMY:
Y HeJOHOIIEHHX Ta JOHOLICHUX JITEH Micis KOJIOHI3allii (3aceNIeHHs) KUIIIEYHUKY OaKkTepisiMu
E. coli mrram NISSLE 1917 BusiBIsuIM paHHE MiABUINEHHS IMYHOKOMIIETCHIIIi, HA IO BKa3yBajo
CyTTeBe 3pocTaHHs piBHIB IgA Ta IgM y ¢inprparax BUNOPOXHEH Ta B CHpOBaTIi. Y
MPOTHJICKHICTh IIbOMY, 3pocTaHHs piBHA IgG y cupoBartui He BinOyBaeThes. OKpeMi T0CTiKEHHS
MIATBEPUKYIOTh 3pocTaHHs piBHA IgA y cnuHi. Byno BcTaHOBIEHO, 1110 TepopaibHUNA TpuiioM



E. coli mram NISSLE 1917 € Takox cTHMYJISTOPOM KIITHHHO-OTIOCEPEIKOBAHOT IMyHHOT BIIIOBII
y HEJIOHOIICHHX JIITeH.

2. BruuB Ha HecnienuigyHy IMYHHY CUCTEMY:

Jocuninum in  vitro Ta €X VIVO BUSIBWIM CYTTEBE IMIJBUIICHHS CEKPETOPHOI Ta LUTOTOKCHUYHOI
akTHBHOCTI  MakpogariB. OkpiM TOro, eX VIiVO Oyll0  NPOAEMOHCTPOBAHO  ITiBHILICHHS
UTOTOKCUYHUX BJACTUBOCTEH MakpodariB, CHOPSIMOBAHMX HPOTH BHYTPIIIHBOKIITUHHHX
MapasuTiB, a OTXKE, 1 CHIIbHIIINK 3aXUCT MPOTH BHYTPIIIHBOKIITUHHUX 1H(EKIIHHNX areHTiB.

In Vivo mpoeMOHCTpOBaHO MPOGUIAKTUYHY IO IIPH CUCTEMHHX IH(EKIIiAX.

VY HeIOHONICHUX HOBOHAPOKCHUX 3aBJSKU mepopanbHoMy mpuitomy E. coli mram NISSLE 1917
TaKOX CHOCTEPIraoch CTUMYJIIOBAaHHS Hecenn()igHOTO IPUPOJIHOTO IMYHITETY.

Hpoxkinernuni  BaactuBocti. E.  coli mrram NISSLE 1917 'y xomi  MeTaboiisMy — CHHTE3ye
KOPOTKOJIQHIIIOTOB1 JKUPHI KHUCJIOTH, SKI HEOOXiIHI Ui ONTHMAaJIbHOTO €HEPreTHYHOTo OallaHCy
CJIM30BOi 000JIOHKH TOBCTOI KUIIKHA. BOHU CTUMYITIOIOTH MOTOPHUKY KHUILIKH 1 KPOBOTIK Y 1i CJIM30BIH
1 TMOCUJIIOIOTh BCMOKTYBaHHSI 10HIB HaTpito Ta Xxjopy. CTHUMyInAlis MOTOPUKH, SKa, HMOBIPHO,
B1I0YBA€THCS MM JIEI0 OLITOBOI KUCIOTH OaKTepialbHOTO MOXO/DKEHHS, BIIITPAE BaXIUBY POJb Y
JIIKyBaHH1 XpOHIYHUX 3aIOPIB.

Brnus Ha metabonizm. Iltam, sskuii MicTuThes y penapati Myraduiop, 6epe ydacTb y YMCIEHHUX
MeTaboJIIYHUX TMpolecax 1 3JaTeH KaTaboii3yBaTH pi3HI BYIVIEBOJIW, I[YKPOBI CIHPTH,
aMIHOKHCIIOTH Ta 1HINI CyOCTpaTH, CIIOKHWBAIOYH MPU IIbOMY KHCEHb. AHAepOOHE CEepeOBHUIIE Y
MIPOCBITI TOBCTOT KWIIKH, CTBOPIOBAHE y Takui crociO, MIATPUMYETbCS TPUBAIUN yac, IO €
HaJ3BUYAITHO BaXJIMBUM ISl CTAOUTBHOCTI €KOCUCTEMH KUIIEYHUKY.

Dapmaxokinemuxa.

Ockinpku aktuBHa fitoya cyOctaniis (E. coli mram NISSLE 1917) — komeHcan, BOHa 37aTHa
3aceNATH KHUILIEYHHK SIK (i3iosioriyHa OakTepisi, He BCMOKTYEThCS, HE METa00JII3y€EThCS 1 BUXOIUTh
13 KUIIICYHUKY PA30M 13 BUTIOPOKHECHHSIMH.

KuiniuHi XapakTepucTuKH.

Ilokazannus.

— Jns mpodinakTHKK MAaTOJOTIYHUX KOJIOHI3AIl y KHIIEYHWKY B HOBOHApO/DKEHHMX (Y T.d.
HEJIOHOIIICHHUX );

— JUIS MIBUILIEHHS IMYHITETY HOBOHAPOHKEHUX (Y T.4. HEJIOHOIICHHX);

— Jiapes y ATl TPyIHOIO Ta JOMIKUILHOTO BIKY, B TOMY YHCIII ITPH TOIyBaHHI Yepe3 30H1.

Ilpomunoka3zanns.
['imepuyTIMBICTB 1O IHTPEAIEHTIB Tpemapary.

B3aemooia 3 inwmumu nikapcoKumu 3acodvamu ma inuwii 6uou 63acmooiil.
AHTHOIOTHKHM, SKI TPU3HAYAIOTBCA 3 METOI0 BIUIMBY Ha TpaMHEraThBHI OakTepii, a TaKok
cynbhaHLIaMiIi MOXKYTh 3HUKYBAaTH €(peKTUBHICTh Ipenapary MyTtaduop.

Ocoobnueocmi 3acmocysanns.

ITpu nikyBaHHI TsKKUX ¢GopM aiapei cycnensiero Myraduop HEoOXiHO 3a0€e3MeUUTH JTO0CTATHE
HAQ/IXO/DKEHHS BOJM Ta EJIEKTPOJITIB 3 METOI NPOQUIAKTHUKH Ta MOMEPEIKEHHS EKCHUKO3Y
(3HEBO/IHEHHS).

Le#t nmikapcekuii 3aci6 mictuth 0,042-0,043 mmons (abo 0,93-0,97 mr)/no3y Hatpito. Cnig Oytu
00epe’)KHUM TP 3aCTOCYBaHHI MAIliEHTaM, sIKi 3aCTOCOBYIOTH TIETY 3 KOHTPOJIHOBAHMM BMICTOM
HaTpIlo.

Le#t nmikapcekuii 3aci6 mictuts 0,033-0,034 mmons (a6o 1,25-1,31 mr)/mo3y kamito. Cruig Oytu
00epeXHUM IPH 3aCTOCYBaHHI MAI[iEHTaM 31 3HWKEHOI0 (DYHKIII€}0 HUPOK a00 THUM, XTO 3aCTOCOBYE
J€Ty 3 KOHTPOJIbOBAaHUM BMICTOM KaJlilo.



3acmocysanns y nepiod eacimnocmi abo 200y8aHus 2pyooio.

Escherichia coli mram NISSLE 1917 — e OakTepis-KoMeHcall, siKa € y KAIICYHUKY JIFOJJMHU Ta HE
BCMOKTYEThCS, HE BIUIMBAE Ha Mepedir BariTHOCTI 1 epioj] ToyBaHHS TPYAII0, TOMY 3aCTEPEKEHb
II0JI0 3aCTOCYBAHHS Y 111 IEPio U HEMAE.

30amuicmy enausamu Ha WEUOKICMb pearkyii npu KepyeaHHi a8mMompaHcnopmom abo IHUUMU
MexanizMamu.
He BusBnena.

Cnoci6 3acmocysannsa ma 0o3u.

Ilepen 3actocyBanHsM 300BTatu! CycneHsilo MOKHa Hakamatd Oe3rnocepeqHbO B POT i3 aMITylH,
JUTSIM TPYAHOTO BIKY — Mepe MUTTAM, JITSAM JOLIKUIBHOTO BIKY — IICJIS NPUHOMY TKI.

Cycnensito Mo>KHa TaK0XK BBOJIUTH Yepe3 Ha30racTpaibHHUM 30H/I.

Jliig mpo¢UIaKTUKKM KOJIOHI3allli: HOBOHApOKeH] (y T.4. HeAoHomIeH]) — 1 M1 Ha 100y He MeHIe 5
JTHIB.

JIyig migBUILIEHHS IMYHITETY HOBOHAPO/DKEHUX: |-I THKJIeHb KUTTA — 1 pa3 Ha 700y no 1 mur;

2 — 3-1 TIKICHB — 3 pa3u Ha TWXKJICHb 1Mo 1 MuT Ha 100y.

Jiapesi: AiTH TPyAHOTO Ta AOMIKUIBHOTO BIKY — 1o 1 Mi1 Ha 100y mpotsrom 1 — 3 nHIB.

[Ipu roctpiit niapei — mo 1 mu1 Ha 70Oy IPOTATOM 5 JHIB;

IIpH 3aTsDKHIN Alapei — mo 1 M Ha 100y 1o 15 nHiB.

Jiapes mpu royBaHH1 yepe3 30H/: JiTH IPYAHOIO Ta JOMIKUIBHOTO BIKY — 1 pa3 Ha 100y 1o
1-5wmm.

VY pasi ycminrHoro JIiKyBaHHSI 3aCTOCYBaHHSI IIpenapary Ciijl MPOJOBKYBAaTH MPOTATOM JIEKUIBKOX
THIB.

Himu.

Cycniensito Mytadiaop 3aCTOCOBYBaTH JITSIM TPYAHOTO Ta TOMIKUIBHOTO BIKY.

Ilepeoo3ysanns.
Jlanux mpo nepeo3yBaHHs MpernapaTy HEMaE.

Ilo6iuni peakuii.

Or1iHka 9acTOTH MOOIYHUX peakIliii 6a3zyBanacs Ha TAKHMX KPUTEPIIX:

Jyxe gacto (> 1/10)

Yacto (= 1/100 no <1/10)

HeuacTo (>1/1000 no <1/100)

Pigxo (= 1/10 000 mo 1/1000)

Hyxe pigko (<1/10 000), BKiIt0oYat0Yl MOOAUHOKI BUTIATKH.

[Ipenapat no6pe nepeHocuThess. MOKIIMBI BUMAAKU BUHUKHEHHS HeOakaHUX €(PEeKTIB.

3 60oky mpagHnozo mpaxmy: Ha MOYATKy TEparii 4acTo CHOCTEPIraeTbes 3MyTTS KUBOTA, 110 3aBKIU
BKa3ye Ha HaIMIpHY J103y (IIPOXOJUTH Bipasy Iiciig 3HWKEHHs 1031). Bkpail pinko cnocrepiraBcs
OUIb Yy )KUBOTI, Aiapes, Hy0Ta abo OIIOBaHHS.

3 60Ky wiKipu: MOXIIUBI aJIepriuHi peakilii, BKII0OYa0ul KPOIIUB SHKY, EpUTEMY, JIYLICHHS LIKIPH.
Ingpexyii: onrcaHl MOOAMHOKI BUIAJKKA PO3BUTKY CENCUCY Y JiTeH (Maca Tila IpU HapOJPKEHHI
<1000 r), sIKi HapOAUIIUCS B YK€ PaHHI TEPMIHH.

Tlosioomnenns npo nioo3posani nodiyHi peaxyii.

[ToBinomJieHHST MPO MiZO3pIOBaHI MOOIYHI peakiii, 10 BUHUKIM MICIS peecTparii JKapChbKOro
3aco0y, € Haa3BUYaiiHO BaxiIMBUMHU. lle nae 3MoOry MOCTIHHO crocrepiratd 3a OalaHcoM
KOPHUCTH/PU3UK 3aCTOCYBaHHS JIIKapChKOro 3aco0y. IIpalliBHHKIB CHCTEMH OXOpPOHHU 370pOB’S
IPOCATH MOBILIOMIIATH Tpo Oyb-sAKI MiJ03pIOBaHI MOOIUHI peakiii yepe3 Hal[lOHAIbHY CHUCTEMY
MOB1JIOMJICHb.



Tepmin npuoamnocmi. 10 Micsiis.

YmoBu 30epiranns.
36epiratu npu Temmeparypi 2—8 °C B MiCIISIX, HSOCTYITHUX JJIsl TITCH.

YnakoBka.

[Momiernnenosi ammynu mo 1 My, o 5 aMmiyn BKIaaaoTh y camre. Came 3 5 amIiyaMu BKJIAJA0OTh
B YIIAKOBIIL.

ITo 25 ammyin o 1 mut B yrakoBiii.

Kareropis Bigmycky.
3a perenTom.

BupooOHuk.
Apneiipapm I'm6X. / Ardeypharm GmbH.

Micue3HaxoakeHHs1 BHMPOOHMKA Ta ajpeca Micus NPOBaJKeHHsl WHOro AifVIbLHOCTI.
JIropdensamrpacce, 20, 58313 Xepaexe, Himeuuuna. / Loerfeldstrasse 20, 58313 Herdecke,
Germany.
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