IHCTPYKIIA
JJIS1 MEIUYHOT0 32CTOCYBAHHA JIIKAPCHKOI0 3aC00y

EHTEPOKEPMIHA®
(ENTEROGERMINA®)

Cknao:

oitoua peuosuna: 1 Kamcymna MiCTUTh CyMilll criop nojipe3ucteHtTHoro mramy Bacillus clausii 2 x
10%;

OONOMIDICHI peyosuHu. TISTIOI03a MIKPOKPHUCTAJIIYHA, MarHII0 CTeapar;

Karcyna: xxenatus, Tutany maiokcun (E 171), Bona ouniena.

Jlikapcbka popma. Kancynu.
OcnosHi ¢hizuko-ximiuni eracmueocmi: TBEpHl OUIl KETATHMHOBI KaICyNH, SKI MICTATH JpiOHMIA
MOPOIIOK BiJl O17IyBaTOro KOJbOPY A0 KOJBOPY CIIOHOBOI KICTKH.

dapmakoTepaneBTHYHA rpyna. Autuaiapeitni mikpoOHi npenapatu. Kog ATX AO7F A.

Dapmakono2iuni enracmueocmi.
Dapmarxoounamixa.

[Ipemapar EHTepomepMiHa® — cycnensist crop 4 mrrami (SIN, O/C, T, N/R) Bacillus clausii, sixi
3a3BUYall MPUCYTHI B KUIICYHUKY Ta HE BUSBIISAIOTH IIATOTCHHOI aKTHBHOCTI.

Criopu 3a CBOEIO MPHUPOJIOIO 3/1aTHI MEPEHOCHTH BHCOKY TEMIIEpaTypy Ta HUTyHKOBY KHCJIOTHICTB.
VY miarBepmkeHiit momeni in vitro ciopu Bacillus clausii mpogemoncTpyBaiu 31aTHICTh BHOKUBATH B
Mojeni, mo iMitye cepenosunie nuryaka (pH 1,4-1,5), mo 120 xBunuH (koediieHT BHKUBAHHS
96 %). Y mMopeni, 1O iMITye KHIIKOBE CEpelOBUIIE (COMLOBUI PO3YMH KOBYI Ta MAHKPEATUHY,
pH 8), cnopu Bacillus clausii mpoaemMoHCTpyBanu 31aTHICTH PO3MHOXYBATHCSI IMOPIBHSAHO 3
MTOYaTKOBOIO KUJIBKICTIO B CTATUCTUYHO 3HAYYLIUI croci6 (BiA 10° 1o 10*2 KOJIOHIEYTBOPIOBAIBHUX
onuuunp (KYO)), mounnatouun 3 240 XBUIMHU michs 1HKYyOarii. Y JochiaKeHHi, sike MPOBOIUIOCS
3a yuacTio 20 oci0, Oyno Bia3HauyeHo, mo B smoaei cropu Bacillus clausii mocriiiHo xuByTH Y
KUIIEYHUKY ¥ MOXyTb OyTH BMSABIEHI B Kaii 70 12 1AHIB Micis OJHOPa30BOrO MEPOPATbHOTO
IpUHOMY.

3apasku aii Bacillus clausii mpenapar BiqHOBIIOE KHIIKOBY MiKpoQIopy, 3MiHEHY y pe3yibTati
JIKYBaHHSl JIKapChKUMHU 3aco0amu, sIKI NPU3BOJATH 10 AUCOaKTepiody (TakoX BIAOMOTO SIK
11c6i03), M0 TAaKOXK MOXKe OyTH MOB’SI3aHUH 31 IUTYHKOBO-KHIIKOBUMH CHUMIITOMaMH, TAKUMHU SIK
niapes, OUIb y JKMBOTI Ta 30UIbLIEHHS KIJIBKOCTI MOBITPS B KUIIEYHUKY. 3aBISKM METa0OJIUHIN
aktuBHocTi Bacillus clausii 3actocyBanns mpenapary nae MOXIHBICTh JOCSATTH HECHEHH(IYHOTO
AHTUTEHHOTO Ta AHTUTOKCUYHOTO €(PeKTy.

3aBAsKM BHUCOKiM PE3UCTEHTHOCTI 10 XimiuHux 1 ¢ismunux arentiB cmnopu Bacillus clausii
MPOXOJATh HEYIIKOJUKEHUMH Kpi3b Oap’ep MIIYHKOBOTO COKY B KHIIEYHUK, JI€ BOHHU
MEPETBOPIOIOTHCS B META0O0JIIYHO aKTHBHI BETreTaTUBHI KIIITHHH.

VY ABOX BIAKPUTHX PAHIOMI30BaHMX KOHTPOJIbOBAHUX KIIHIYHUX JIOCIHIHKEHHSX JIKapChbKUM 3aciod
EHTCpO)KepMiHa® IPOIEMOHCTPYBAB 3HMKEHHSI TPUBAJIOCTI TOCTPOi Jiapei y JiTel BIKOM BiJ 6
MICSIIIIB.

3a yMmMOBM mpuiOMYy MiJ Yac JIIKyBaHHS aHTUOIOTMKaMM Ta MpOTAroM HacTynHux 7-10 nHiB
EHTCpO)KCpMiHa® MIPOJEMOHCTPYBaa 3HWKEHHSI 4aCTOTH OOJII0 B JKMBOTI Ta Jiapei, MOB’sA3aHUX 3
JIIKYBaHHSM aHTHO10THKAMH.

[ToBinomiieHi Hmk4ye 2 OCHOBHI MexaHi3Mu crpustoorh edekry Bacillus clausii y BimHOBIEeHHI
KHUIIIKOBOT OaKTepiasibHOI (hitopH.

Ineibyeannsa 3pocmannsa namozeHHux baxmepii

Tproma iimMoBipHUME MexaHi3Mamu il B. clausii €: xomoHi3allisi BiIbHUX €KOJOTIYHHX Hill, IO
pOOMTH HEMOXJIMBHM 3POCTaHHS IHIIMX MIKPOOPTaHi3MiB; KOHKYPEHLs 3a 3B’S30K 3
eniTeTiaTbHUMU KJIITHHAMH, 10 OCOOJMBO CTOCYETHCS CIIOP Yy MOYATKOBIM 1 NMPOMDKHIN (hazax



repMmiHariii; BHUpPOOJICHHS aHTHUOIOTHKIB 1/a00 ¢epMeHTIB, SKI CEKPETYIOThCS B KHIITKOBOMY
cepenoBuIi. Y mocmipkeHHi in vitro cnopu Bacillus clausii mpogemoncTpyBanu BupoOIeHHS
OakTepioNMHIB 1 aHTUOIOTHKIB, TaKWX SK KIJIAy3WH, 3 AHTArOHICTUYHOIO AaKTHUBHICTIO MPOTH
rpammo3utuBHEX Oaktepiit Staphylococcus aureus, Clostridium difficile, Enterococcus faecium.
ImyHomoOynoYa akmusHicme

Cnopu Bacillus clausii, 3acrocoBani mepopaibHO, y Mojensx In Vitro ta in vivo Ha mwuIinax
MPOJICMOHCTPYBAJIM CTUMYJIFOBaHHS BUPOOJIeHHS iHTep(depoHy-raMMa Ta 30UTbIIeHHS postideparii
CD4" T-nimMm¢pouwuris.

Dapmaxokinemuxa.

[Ipenapar He B3aeMozi€ 3 TAKUMH aHTUOIOTHKAMHU: TIEHIIIWJIIH MPY 3aCTOCYBAaHHI HE B KOMOIHAIIIT 3
iHTi0iTOpaMu OeTa-nakramasu, HedaroCIOpuHH (YaCTKOBA PE3UCTEHTHICTh Y OUIBIIOCTI BUMAJIKIB),
TETPAIMKIIIHA, MAaKPOJIiJIH, aMIHOTJIIKO3U/I (32 BUHATKOM I€HTaMIIMHY 1 aMiKalliHY), HOBOOI1OIIUH,
xyiopaMdenikoi, TiaMpeHIKOJI, JIHKOMIIUH, KIIHAAMIIMH, 130HIa3U[, [MUKJIOCEPUH, pUdaMITiiuH,
HaJIIIUKCOBA KHCJIOTA Ta IMNeMioBa KUCI0Ta (MPOMIKHA PE3UCTEHTHICTh ), METPOH1a301.

Kpim toro, 3aBnsku 3parHocti Bacillus clausii cunte3dyBaTu pi3Hi BitamiHu, ocoOimBO rpymnu B,
mpemnapaTr CHopusie KOpeKlii AMCBITaMiHO3Y, CHPUYHMHEHOrO 3acCTOCYBaHHSIM aHTHUOIOTHKIB abo
XIMIOTepaneBTHYHHX TPEnaparis.

Kuainiuni xapakrepucTuku.

Ilokazannus.

- JlikyBaHHs Ta mpo¢iTakTUKa TUCOAKTEePio3y KUIIEYHHKY Ta MOB’S3aHOTO 3 HUM €HIOT€HHOTO
JUCBITAaMiHO3Y.

- JlomomixkHa Tepartisi, ClipsIMOBaHa Ha BiJHOBJIEHHS HOPMAaJbHOI MIiKpO(IOPH KUIICYHHKY, II0
MOPYIIYEThCA 1] Yac JIKyBaHHS aHTUOI0TUKaMH a00 XiMiOTepaneBTUYHUMU MpernapaTamu.

Ilpomunokazanns.
- TimepuyTnuBicTh 10 110901 peYOBUHU 200 10 OyIb-SKO1 3 TOTOMIKHUX PEUOBHH.
- JluTsunii BiK 10 5 pOKiB BKIIFOUHO.

B3aemooia 3 inwiumu nikapcoKumu 3acodamu ma iHuii 6UOU 63AEMOOIlL.
Jlanux Tpo B3a€MOJIII0 MpenapaTy 3 IHIIUMU JIIKapCbKUMU 3aC00aMHi HEMAE.

Ocobnueocmi 3acmocyeans.

IIpenapar Mae BUCOKHI CTYMiHb I'€TE€POJIOTIYHOI PE3UCTEHTHOCTI O aHTUOIOTHKIB, IO JO3BOJISIE
3aCTOCOBYBAaTH MOro sIK JUIsi NPO(UIAKTUKH 3MIHM MIKPOQIJIOpH KHUIIEYHUKY, CHPUUYMHEHOI
CEJIEKTUBHOIO [i€l0 aHTHOIOTHKIB (0COONMBO aHTHOIOTHKIB HIMPOKOTO CHEKTpa Mii), Tak 1 s
BIIHOBJICHHS BXX€ MOPYIIEHOTO OalaHCy MIKPOMIOpH KUIIICUHUKY.

SIkmo mpenapaT MpU3HAYaTH OJHOYACHO 3 aHTMOIOTHKAaMH, HOro CIlijJi 3aCTOCOBYBAaTH MIX JBOMa
npuiioMaMu aHTHO10THKA.

Ieit nikapcekuit 3aci0 nMpU3HaAUSHUH BUHATKOBO ISl IEPOPATBHOTO 3aCTOCYBaHHs. 3a00pOHSIETHCS
BBOJIUTH TMpernapar iH eKUiHHUM a0o Oyb-IKUM 1HIIUM HUTsIXOM. HekopekTHe 3acToCyBaHHS 1IbOTO
JKapChKOro 3aco0y MPHU3BOAWIO 10 BUHUKHEHHS BAXKUX aHA(IMIAKTUUHUX peakiid, TakuxX sK
aHa(UTaKTUIHHUN TIOK.

baxkmepiemis ma cencuc

[TocTmMapKkeTHHTOBl BUMAAKK OakTepieMii, CENTHIEMIi Ta Cerncucy OyiM BHUSBIICHI Yy MAIlI€HTIB 3
ocia0IeHuM IMYHITETOM a00 y TSHDKKOXBOPHX MAIlI€HTIB, @ TAKOXK Y HEJIOHOIIEHUX JTTeH. Y NeIKux
XBOpUX y TSDKKOMY CTaHl pe3yibTar OyB JseraibHUM. [luM rpynam mnaumieHTiB cliJ YHUKaTH

3aCTOCYBaHHs Mpernapary EHTCpO)KepMiHa® (muB. po3nin «IloGivyHi peakiii»).

3acmocysanns y nepiod eacimuocmi abo 200y8anHsa 2pyooro.

Bacimnicme. JlocTymnHi AaHi 100 3aCTOCYBaHHS KariCys EHTepO)KepMiHa® BariTHUM JKIHKaM, €
00MEXEeHUMH, TOMY HE MOHa 3pOOWTH BUCHOBOK 11010 O€3MEKH 3aCTOCYBaHHSI Ipemapary mij 9ac
BariTHOCTI.



IIpenapat EHTeponcepMiHa® MO’KHA 3aCTOCOBYBATH IiJI 4ac BariTHOCTI JuIIe Yy pasi, KOJIU
MOTEHIIHHA KOPHUCTh IS BariTHOI TEPEBUINYE TOTCHINNHI PU3UKH, BKIIOYHO 3 PU3MKAMHU IS
Ioaa.

Ilepioo co0dysanns epy0doio. JIoCTyHI qaHi MO0 3aCTOCYBAHHSI KaTCyJl EHTGpO)KGpMiHEl@ B IepioJ
TOAYBaHHS TPYIJI0, a caMe IIOJ0 HAsSBHOCTI Ipernapary y TIpyJHOMY MOJIONI Ta BIUIMBY Ha
HEMOBJISI, € OOMEXKCHHMH, TOMY HE MOKHa 3pPOOUTH BHUCHOBKU IIOJO OE3MEKH 3aCTOCYBaHHS
npernapary B epioJl TOAYBaHHS TPYIIO.

[Tpenapat EHTeponcepMiHa® MOJKHAa 3aCTOCOBYBATH B IEPiOJ] TOAYBaHHS TPYIJIO, JIMIIC SKIIO

NOTEHIIHHA KOPUCTh Ui Marepi MEpeBHUINye MOTCHLINHI PU3UKH, BKIIOYHO 3 PU3UKAMH IS
IUTHHY, KA Iepe0yBae Ha TPYAHOMY BUTO/I0BYBaHHI.

. . . ® .
@epmunvbnicmy. JlaHUX 100 BIUIUBY JKapchbkoro 3aco0y EHTepoxepmiHa Ha (epTHIBHICTH
JIOAMHU HEMAE.

30amuicms enausamu Ha WBUOKICMb peaxyii npu Kepy8aHHi A8MOMpAHCNOpmom abo iHUUMU

mexanizmamu. EHTepoxxepMiHa ~ HE BIUIMBa€ Ha IIBUAKICTH peakiii T0pU KepyBaHHI
aBTOTPAHCTIOPTOM a00 POOOTI 3 IHITUMH MEXaHI3MaMHU.

Cnoci6 3acmocysannsa ma 0o3u. JJopocnuMm — 1o 2—3 Karcyiu Ha J100y;

JITSAM BIKOM BiJ 5 pokiB — o 1-2 xancymnau Ha 100y.

Karcynu koBTaTH 1iiMMu, 3aliiBal0Yy HEBEJIIMKOO KUTBKICTIO BOAM 200 1HIIOTO HATIOH0.

SIKI10 marieHTy BaXXKO KOBTAaTH TBepJi Karcynu (0COOIMBO SIKIIO 1€ TUTHHA PAHHBOTO BIKY),
Kpalie BXKUTH CYCIIEH3I0 [T IIEPOPATBHOTO 3aCTOCYBaHHS.

TpuBamicTe 3acTocyBaHHS BH3HAYa€ JKap 3aleXHO BiJ CTaHy [alieHTa Ta Tmepeodiry
3aXBOPIOBAHHSI.

Himu. Ilpenapar 3aCTOCOBYBATH JiTSIM BIKOM BiJ] 5 pOKiB.
JiTsam BikoM 10 5 pOKiB mpemapar npu3HadyaTd y ¢opMi CycrneHsii A NepopaTbHOro
3aCTOCYBaHHI.

Ilepeoo3ysanns.
Jlorenep He Oyi0 KOJHUX MOBIAOMIICHB PO KIIIHIYHI MPOSBU MEPE03yBaHHS IIUM MTPETapaToM.

Ilo6iuni peaxuii.

[To61uH1 peaxitii, sIKi criocTepiraaucs Mij 4ac 3aCTOCYyBaHHS JIIKapChKOTO 3ac00y EHTCpO)KCpMiHa®,
NepepaxoBaHO HUXKYE BIAMOBIAHO 10 KiIacudikalii CUCTEM OpraHiB 1 YaCTOTH BUHUKHEHHS: J1yXKe
gacti (= 1/10); gacti (= 1/100, < 1/10); neuacti (= 1/1000, < 1/100); piakicui (= 1/10 000, <
1/1000); myxe pinkicHi (< 1/10 000); gactoTa HeBigoMa (HEMOMJIHMBO OI[IHUTH 32 HAasBHUMHU
JTAHUMHU ).

3 60Ky wiKipu ma niOWKIpHUX MKAHUH

YacroTa HeBiJOMa: peakuli TiNepyymIMBOCTI, B TOMY YHCII BHUCHIAHHS Ta KpPOIMB SHKA,
aQHT1OHEBPOTUYHUHN HAOPSK.

Inghexyitini ma napasumapmi 3ax60pro6anHHs

YacToTa HeBiJloMa: OaKkTepieMis, CENTUIEMIs Ta cercuc (Y MaIi€HTIB 3 0CIa0JIeHUM IMYHITETOM 200
Y TSHDKKOXBOPHUX TAII€HTIB) (UB. po3/ia «OCOOIMBOCTI 3aCTOCYBAHHS»).

[ToBiAOMJIEHHS PO MiI03PIOBaH1 NOOIYHI peakiii

[ToBinomieHHs Mpo MOOIUHI peakiii micas peecTpallii JiKapCbKOro 3aco0y Mae Ba)JIMBE 3HAYCHHS.
Ile mae 3Mory nmpoBOJUTH MOHITOPHHI CIIBBIJHOUIEHHS KOPUCTH/PU3UK IMPU 3aCTOCYBaHHI LIbOTO
JiKapcbKoro 3acody. MeanyauM Ta ¢apManeBTUYHUM MpalliBHUKaM, a TaKOX MalieHTaM abo ix
3aKOHHUM IPEJICTaBHUKAM CJIiJl MOBIIOMJIATH MPO yC1 BUNAAKHU MiJO3PIOBAHUX MOOIYHUX peaxiii
Ta BIZICYTHOCTI €()EeKTHBHOCTI JIIKAPCHKOTO 3ac00y uepe3 ABTOMATH30BaHy 1HPOPMALIHHY CUCTEMY
3 (papMakoHarJsAIy 3a mocwiIanHsIM: https://aisf.dec.gov.ua.




Tepmin npuoamnocmi. 3 poku.

YmoBHu 36epiranns. 30epiratu y HeIOCTYITHOMY ISl TITEH MICII.
30epiratu npu Temmneparypi He Bute 30 °C.

YnakoBka. Ne 12, Ne 24 (12 x 2): mo 12 kamncyn y Omicrepi, mo 1 aGo 2 Guictepu B KapTOHHIN
KopoOrIi.

Kareropis Binmycky. be3 penernra.

BupooHuk.
Onemna Xenckea Irani C.p.o.

Micue3HaxoakeHHsI BHPOOHHKA Ta HOro agpeca Micusi MPOBaAKeHHs AislJIbHOCTI.
Besine Eypoma, 11 — 21040 Opimkso (VA), Itamis.

3asiBHUK.
TOB «Omnemna Xenckea Ykpaina», Ykpaina.

Micue3naxo/:KeHHs 3asiBHMKA Ta HOro ajpeca Micusi NPOBa/zKeHHS TisIbHOCTI.
Vkpaina, 01033, m. Kuis, Byin. XKunsuceka, 48-50A.



