IHCTPYKIISA
JJ151 MEIMYHOT0 32CTOCYBAHHS JIIKAPCHKOI0 3aC00y

MYTA®JIOP

(MUTAFLOR)
Cknao:
ditoua peuosuna (6iomaca)*: Escherichia coli mramy NISSLE 1917,
1 mut cycrniensii micTnts GakTepianbHy KynbTypy 3 Escherichia coli mramy NISSLE 1917 108 KYO;
Oonomigicni pewosunu®: HaTPil0 XJIOPHJL, Kallilo XJIOPHJI, MATHIIO CyJIb(aT renTariapar, Kajbliilo XJIOpH/, MarHilo XJI0pu/l FeKcariipar, HaTpilo Tixpokcus, 32 % po3unn s nosenenns pH 7.0, Boja ounmena.
*[Ipumitka. Kinbkicts 6iomacu i conboBoro po3uuHy 3aiueskuthb i Kinskocti KYO B Giomaci.

Jlikapcbka popma. CycrieHsist opasibHa.
Ocnosni izuxko-ximiuni enacmugocmi. 3yerka 6exeBa, MOJIOYHOIO BiATIHKY, BOASHUCTA PiHHA 3 JieJb COJIOHYBATHM IIPHCMAKOM 1 XapaKTePHHM 3aIlaxOM.

®apmaKoTepaneBTHYHA rpyna. AHTHiapeiini MikpoOHi npenapati. Kox ATX AO7F A.

Dapmaxonoziuni enacmugocmi.

Dapmarodunamixa.

AKTHBHOIO JIil04010 PEUOBHHOIO € IIITaM HEMaTOreHHHX OakTepiil, siki Hanexarh 10 Buny Escherichia coli (E. coli) , y xwuBiii i 31aTHiii 1o po3mHoxeHHs hopmi: E. coli, mrram NISSLE 1917. 3a 1010OMOroo CrieliialbHiX aJre3MBHHX
opranen (tuiny F-1A, F- 1C ta «ky4epsiBux» GimMOpiii) mram Mae 3aTHICTh NPUKPIILUIFOBATHCS 10 CIM30BOI 000JOHKH TOBCTOT KULIKH Ta yTBOPIOBATH MIKPOKOJIOHIT Y BUTIIsii OiOMUIIBKY. 3aB/sSKH HAIBHOCTI JUKI'Y THKIB OaKTepisM
MpUTaMaHHA MOOLIBHICTS, 110 HAJA€ IM MepeBary MpH 3ace/ICHHI TOBCTOro kuie4Huky. Edexru npenapaty Mytaduiop ( E. coli mramy NISSLE 1917) 6yno BU3Ha4CHO B €KCIICPUMEHTAX I Vitro Ta in vivo, a TaKOXK y KIIHIYHUX
JloctipkeHHsX. Bynn Bu3HaueHi Taki eekTH Ta MexaHizMu Jii.

AHTHMiKPOOHI BiacTiBoCT (aHTarowism): E. coli, mram NISSLE 1917 dpopmye anTHMiKpoOHi cyGeTanii (MiKpoIMHK), sIKi, 3 0HOr0 GOKy, Bi/IIOBINAKOTh 3a NIPAMHIi aHTAarOHi3M IIPOTH MATOTCHIB, a TAKOXK 3a CTIMKIiCTh ITamy,
TPUBAIICTh AKOI IEPEBHILy€ TPUBAIIICTh BIACHE IIEPOPAIBHOIO NIPU3HAYeHHs npenapaty. Kpim Toro, mraM mMae iHriGyrounii BIUIMB Ha iHBA3i0 €HTEPOIHBA3HBHHUX [IATOICHIB Y CIIN30BY OOOJIOHKY TOBCTOIO KHILICYHHKY.

Crabini3zanis c1u30B0ro 6ap’epy TOBCTOTO KMUICYHUKY. B ekcrepuMeHTax Ha KIITHHHUX KyJIBTYpPax CHIiTElTIOLUTIB TOBCTOrO KuleuHuky  E. coli, mmram NISSLE 1917 npoaeMoHCTpyBaB 34aTHICTS cTablnizyBaTu 6ap’epHy QyHKLi0O
CMiTeNiio Ta HOPMaJIi3yBaTH MiJIBUILICHY NPOHUKHICTE CIN30BOi 000/10HKH KHIkn 3aranoM. Take 3mitHeHHs 6ap’epHoi QyHKILT € HacmiaKoM cTHMYISLIT cunTe3y (dikcytodoro npoteiny (ZO-2) ta hopmyBaHHi 3a fOro J0MoMorow
MillHUX MiKKIITHHHHX KOHTAKTiB.

E. coli wrramy NISSLE 1917 mMae iMyHOMO/1yJIt0104i BIIACTHBOCTI:

— y DOCIIIKEHHSIX [n Vitro Ta in vivo Gyl0 IPOJEMOHCTPOBAHO, IO IMyHOMO/YJIIOI0YA 31aTHICTD

E. coli mramy NISSLE 1917 cripaiboBye K Ha TyMOpPaIbHOMY, TaK i Ha KIIITHHHOMY PiBHi iMyHHOT CHCTEMH y HOBOHAPO/DKCHHX JIITCH M y XBOPMX JIIOJICH, Y BUIIA/IKAX 31 3J0DOBMMH iMyHOMO/TyJTIOIOUY C)CKTHBHICTD BUPAKEHO
JIHIIE B HE3HAYHIH Mip
1. Bruius Ha crienudivny iMyHHY CHCTEMY:

YV HE[OHOIICHHX Ta AOHOLICHHUX JITEH MiCI/Is KOJIOHI3ALIT (3aCEICHHS) KUILICYHUKY OaKTepisiMu

E. coli mramy NISSLE 1917 BUSBNIAIN paHHE MiJIBUIIICHHS iIMyHOKOMIICTEHIIIT, Ha 110 BKa3yBajo CYTTEBE 3pOCTaHHs piBHiB IgA Ta IgM y (inbTpaTax BUIOPOXKHEHB Ta B CHPOBATIIL. Y MPOTHIICKHICTB 1IbOMY, 3pOCTaHHs piBHs IgG
y cupoBaTili He BinOyBaeThcs. OKpeMi JOCTiKEHHS TiATBEP/KYIOTh 3pOCTaHHs piBHA IgA y cimHi. Byio BcTaHOBIICHO, 1110 IIepPOpaIbHUI IPpHHOM

E. coli wrramy NISSLE 1917 € Takox CTHMYJISITOPOM KJIiTHHHO-OIIOCEPEAKOBAHOT IMyHHOT BI/INOBI/ Y HEJOHOIICHUX [ITEH.

2. Bruus Ha Hecnienu$idHy IMyHHY CHCTEMY:

Jlociam in vitro Ta ex vivo BUSBHIIM CyTTEBE IiABHILICHHS CCKPCTOPHOI T IIMTOTOKCHYHOI aKTHBHOCTI Makpodaris. OKpiM TOro, — ex vivo Gyio MpoaeMOHCTPOBAHO MiIBUIICHHS INTOTOKCHYHHX BIACTHBOCTEH Makpodaris,
CIPSIMOBAHHUX MPOTH BHYTPIUIHBOK/IITHHHUX Tapa3UTiB, @ OTXKE, i CHIIbHIIINI 3aXHCT POTH BHYTPIIIHBOKIIITHHHUX 1HEKIIHHIX areHTiB.

In vivo IpOAEeMOHCTPOBAHO NPO(ITAKTHYHY AilO IPH CHCTEMHUX IH(EKIIsX.

YV He[OHOIICHHX HOBOHAPOKEHUX 3aBIISKH EpOpaibHOMY npuiiomy E. coli mram NISSLE 1917 Takox CrocTepiraaoch CTUMYTIOBAHHS HECIIELH(IYHOrO MPHPOAHOTO IMyHITETY.

Ipokineruuni Bnactusocti. E. coli mramy NISSLE 1917 y xoi MeTaboi1i3My CHHTE3ye KOPOTKOJIAHIIFOTOBI JKMPHi KMCIIOTH, SIKi HCOOXIJIHI /U1l ONTHMAJILHOTO CHEPTETHYHOTO OalaHCy CM30B0i 0O0TOHKH TOBCTOI KMIIKK. BoHu
CTHMYJIFOKOTh MOTOPHKY KHMIIIKH i KDOBOIUIHH Y il CIIN30Biii i MOCHIIFOIOTH BCMOKTYBAHHSI iOHIB HAaTpito Ta Xy1opy. CTHMYJIAIA MOTOPHKH, siKa, iIMOBIPHO, BiIOYBa€THCS MiJL 1i€f0 OTOBOI KMCIOTH GaKTepiabHOrO MOXO/UKEHHS,
Bi/lirpae BaJIMBY pOJib Y JIIKyBaHHI XPOHIYHHX 3aIOPiB.

Bruue Ha metabomism. [ltam, sikuit mictutbes y npenapari Mytaduiop, 6epe y4actb y 4uCIeHHHX MeTabOIIYHUX MpoLecax i 31aTeH KaTabou1i3yBaTH pi3Hi BYIJICBOAH, IyKPOBI CIIMPTH, aMIHOKUCIIOTH Ta iHII cyOcTparH,
CIIOJKHBAIOYH TPH [IbOMY KHCCHb. AHACPOOHE CCPEIOBHIIE Y MPOCBITI TOBCTOT KHIIKH, CTBOPIOBAHE Y TAKMIl CIIOCIO, MiATPHMYEThCS TPHBATTHIA Yac, 1110 € HA3BUYAIHO BAKITMBHM IS CTAOLTBHOCT] CKOCHCTEMH KHIICUHHKY.
Dapmaroxinemuxa.

Ockilbky akTHBHA Jitoda cy6eraniis ( E. coli mramy NISSLE 1917) koMIieHcall, BOHA 3/1aTHA 3aceIsTH KUIICYHHUK K (izionoriuna Gakrepis, He BOMOKTYEThCS, HE METabO0Ii3yeThest i BUXOUTD i3 KHIICYHNKY Pa3oM i3
BHIIOPOKHCHHSMH.

Kainiuni xapakrepucrnku.

Ilokasanns.

— IpodinakTrka NaToIOriYHMUX KOJIOHI3ALIN y KMIICYHUKY B HOBOHAPOKCHUX (Y T.4. HEJOHOIICHUX);
— Hi/IBULICHHS IMyHITETY HOBOHAPO/UKEHHX (Y T.4. HEJIOHOIICHNX);

— Aiapest y AiTei IPyHOTO Ta JOIMIKIJIBHOTO BiKy, B TOMY YHCIIi IIPH FOlyBaHHi Yepe3 30H/.

IIpomunokazanna.l'inepuyTanBiCTh 10 IHIPEIEHTIB IpEMapary.

B3aemooin 3 inwumu nikapcoKumu 3acobamu ma inwi 6uou 63acmoditAHTHOIOTHKH, SIKi IIPH3HAYAIOTHCS 3 METOIO BIUIMBY HA IPaMHEraTHBHi GakTepii, a Takox cyiibhaHiIaMiin MOXYTh 3HIKYBaTH e()EKTHBHICTb Npernapary
Myradiop.

Ocobnugocmi 3acmocysannsa. Tpy nikyBanHi TSHKKHX (OpM Jiapei cycnensiero MyTadiop HeoOXiIHO MPOBOIUTH AOCTATHIO PEriIpaTallilo 3 METOI NPO(BiNaKTHKH Ta NIONEPE/KCHHS eKCHKO3Y (3HCBOJIHEHHS).

3

¥ nepioo eazil i abo 200y 2pyooro. Escherichia coli mram NISSLE 1917 — nie 6akTepisi-KOMEHCAJ, KA € y KHIICYHUKY JIOJUHH Ta HE BCMOKTYEThCS, HE BILTHBAE HA Mepebir BariTHOCTI i mepios rogyBaHHs
IPyYJUII0, TOMY 3aCTEpPEKEHb 11010 3aCTOCYBAHHS Y 1l EPio/in HeMae.

abo inwumu mexani: H

30ammuicmy ennusamu na weuOKicmy peaxyii npu Kepy BUSIBJICHA.
Cnoci6 3acmocysanns ma 0ozu. Ilepen 3acrocyBaHHAM 360BTaTi! CycrieH3ilo MOKXHa HaKanaTH 6e3M0CepeIHbO B POT i3 aMITyJIH, AiTSAM IPYJIHOTO BiKy — NepeJi TUTTAM, JTAM JOMKIIbHOTrO BiKy — Iicis npuiioMy ixi.

CycCreH3iio MOJKHA TAKOXK BBOJAUTH Yepe3 HA30racTPaIbHUN 30H/.

TpodinakTika KojI0HI3aNil: HOBOHAPOLKEHI (Y T.4. HEJIOHOMIEH] ) — | M Ha 100y IPOTATOM, K MiHIMyM, 5 HIB.

TTifBUIICHHS IMyHITETy HOBOHAPO/DKCHHX: 1-i THXIEHB UTTA — | pa3 Ha 00y 1o 1 mur; 2-3-if THKACHB — 3 pa3u Ha THKJICHD 1O | M1 Ha 100y.

Jliapesi: AiTH rPyAHOrO Ta AOMWIKLUILHOTO BiKy — 110 1 Mi1 Ha 100y npotsirom 1-3 jHiB.

TIpu rocrpiii aiapei — no 1 i Ha 100y npotsirom 5 HiB;

Npy 3aTsDKHid giapel — mo 1 ma Ha 106y 1o 15 His.

Jliapesi mpu rojtyBaHHi Yepe3 30H: AiTH TPYAHOTO Ta JIOMIKIIBHOrO Biky — 1 pa3 Ha 100y mo 1-5 mu1, 10 5 AHIB 3a1eXkHO Bij nepiofy aiapei. ITicas ROCATHEHHs MO3UTHBHUX PE3ybTaTiB JTiKyBaHHs CIIiJl MPOIOBIKYBATH IIC ACKiIbKa
JUHIB.

Aimu. Cycnensiio Myradyiop 3acToCOBYBaTH JIiTSM IPYHOTO Ta JOMUIKLIBHOTO BiKy.
Ilepedosysanna. JJaHux 1po nepeio3yBaHHs IpernapaTy HeMae.

Hobiuni peaxyii.Tlpenapat 100pe NepeHOCHTHCS. MOMKIHBI BUMAJKH BHHUKHEHHS HeOaKaHHUX e(eKTiB.

3 60Ky mpasnozo mpaxny: Ha MOYATKy TEPaIii 4acTO CIIOCTEPIracThesl 34y TTA KHBOTA, 1110, AK HPABHIIO, IPOXOJUTH Bilpasy micis 3HmKeHHs Jo3u. Bkpaii pinko cnocrepirases Gitb y %MBOTI, Hy10Ta a60 GiIOBAHHS.
3 60Ky wiKkipu: MOXJINBI alepridHi peakiil, BKIOYAUH KPOIHB IHKY, CPUTEMY, JIYILCHHS IIKIPH.

Ingbexyii: onwucani MOOMHOKI BUNAJIKM PO3BUTKY CENICUCY Y HEJIOHOMICHUX JIITEH, IKi HAPOJMIIUCS B JTy/KE PaHHI TEPMiHH.

Tepmin npudamnocmi.10 Mmicsuis.

‘YmoBu 36epirannsi. 36epirati npu remneparypi 2-8 °C B MiCIIsIX HEAOCTYITHUX JUIS TiTSH.
Ynaxoska. ITonierunerosi ammysu no 1 mi1. ITo 5 a6o 25 ammysn o 1 mi.

Kareropis Bixmycky. 3a perenrrom.

Bupobunk. Apzeiipapm I'M6X. / Ardeypharm GmbH.

Mi Ta ioro ajgpeca micus npoBaKeHHs AisabHocti. JIbopdensamrpacce, 20, 58313 Xepaeke, Himeuunna. / Loerfeldstrasse 20, 58313 Herdecke, Germany.



