IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

EHTEPOXKEPMIHA®
(ENTEROGERMINA°)
CKnao:

ditoua pevosuHa: 1 ¢pnakoH 1Mo 5 MJI MiCTUTE CIIOPU NMOJIiPpe3UCTEHTHOTO mTaMy Bacillus clausii - 2 x
10%

donomidicHa pevyosuHd: BOOa OYHUILEHA.

Jlikapcbka ¢popMma. CycrneH3isa opaibHa.

OcHosHi (¢i3uko-xiMiyHi 81acmusocmi: omaneciieHTHa pigrHa 0ilyBaToro Koibopy, SkKa MOXKe MaTu
XapaKTepHUH 3almax.

dapMmakoTepaneBTHYHA rpyna. AHTUiapeliHi MikpoOHi mpemapaT.

Kom ATX AO7 FA.

dapmakonoziuHi e1acmueocmi.
®apmakoduHamika.

IIpenapaT ExTepoxepmina’ - cycnensis cnop 4 mramis (SIN, O/C, T, N/R) Bacillus clausii, siki
3a3BUYall IPUCYTHI B KUIIEYHUKY Ta He MPOSBIISIOTh IaTOr€HHOI aKTUBHOCTI.

Cmopwu 3a CBOEIO TPUPOOOI0 3[MaTHI MEPEHOCUTH BUCOKY TeMIIepaTypy Ta IUIYHKOBY KUCIOTHICTD. Y
migTBepaKeHii Momeri in vitro cmopu Bacillus clausii mpogeMoHCTpyBanu 30aTHICTh BUKUBATH
B MOfei, 110 iMiTye cepemoBuine mnyHka (pH 1,4-1,5), mo 120 xBunuH (KoedillieHT
BUXKUBaHHA 96 %). Y Moperii, 110 iMiTye KUIIKOBE CepefoBuile (COIbOBUM PO3YUH KOBUI Ta
naHkpeaTuHy - pH 8), cnopu Bacillus clausii npogeMoHCTpyBau 30aTHICTE PO3MHOXKYBATHUCS
MTOPIBHSHO 3 ITOYATKOBOIO KiJIbKICTIO B CTATUCTUYHO 3HAUYIUYM Ccrocib (Bifg 10° mo 10*
KOJIOHieyTBOPIOBanbHUX oguHUIL (KYO)), mounHatouu 3 240 XBUIMH mmicns iHKyOatii. ¥ mocmimxeHHi,
sIKe IpoBoauiIocs 3a y4acTtio 20 ocib, 6yio Big3HaueHo, 110 y moauHu crnopu Bacillus clausii
IIOCTiMHO XKUBYTh V KUIIEUHUKY ¥ MOXKYTh OyTH BUSIBIIEHI B Kasli mpoTsaroM nepiony oo 12 mHiB micns
OJIHOPA30BOI'0 II€POPabHOT0 IPUUOMY.

3aBmsku mii Bacillus clausii mpenapat BimHOBIIIOE KUIIKOBY MiKpohIopy, 3MiHEHY y pe3yabTaTi
Teparii JIiKapChKUMU 3aC00aMH, SIKi IPU3BOASTH [0 gucOakTepiosy (TaKOXK BijoMoro sk mucbios),
SIKAW TaKOXK MoxKe OyTH OB’ si3aHu# 3i IITyHKOBO-KUIITKOBUMHU CHMIITOMAaM¥, TAKUMH SIK Tiapes,



Oistb v KMBOTi Ta METEOPU3M (3OYTTS KullewHUKY). Kpim Toro, 3aBasiku 3maTHOCTI Bacillus clausii
CUHTE3yBaTH Pi3Hi BiTaMinu, 0co6IMBO rpynu B, mpemapat crpusie KOpekKlii AuCBiTaMiHO3Yy,
CIIPUYMHEHOTO 3aCTOCYBaHHSIM aHTHOIOTUKIB a00 XiMioTepaneBTUYHUX IIperapaTiB. 3aBOsSKu
MeTabomiyHii akTuBHOCTI Bacillus clausii 3acToCyBaHHS IIperapaTy [03BOJISIE NOCITTH
Hecnelnu(piyHOr0 aHTUTE€HHOT'0 Ta @HTUTOKCUYHOTO e(eKTy.

3aBMSKM BUCOKiHM PE3UCTEHTHOCTI M0 XiMiuHUX i ¢isnyHux areHTiB cnopu Bacillus clausii TpoxonsaTh
HEeYIIKOMXKEeHNMHU Kpi3b 6ap’ep LITYHKOBOTO COKY B KUIIIEYHUU TPAKT, e BOHU IIePETBOPIOIOTHCS B
MeTabO0TiYHO aKTUBHI BeTeTaTUBHI KITITUHH.

Y nBOX BiKpUTHUX paHOOMi30BaHMX KOHTPOJIbOBAHUX KITIHIYHUX MOCTIAXKEHHSX JTiKapChKuM 3acio
EnTtepoxepMiHa® IPOIEMOHCTPYBaB 3HMXKEHHS TPUBAJIOCTI TOCTPOI Aiapel y fiTell BikoM Bif 6
MiCSIIiB.

3a yMOBU IIPUUOMY IIif 9ac JIiKyBaHHSA aHTUOIOTMKaMU Ta MPOTATOM HacTynHux 7-10 mHiB
EnTtepoxepMina® IpoeMOHCTPyBaJla 3HUKEHHs 4acTOTH GOJII0 B XKUBOTI Ta Aiapel, OB’ I3aHuX 3
TMiKyBaHHAM aHTUOIOTUKaMHU.

3a3HaueHi HUXKYe 2 OCHOBHI BIacTUBOCTI Bacillus clausii cipusiioTh BifTHOBIEHHIO KMIIKOBO1
OakTepianbHOI (GopH.

[H2ibyBaHHA 3pocmaHHsA namoz2eHHux bakmepit

Tpboma ¥MOBipHUMHK MexaHi3MaMu Ail B. clausii €: KOJIOHi3allig BiTbHUX €KOIOTiYHUX Hilll, 110
3anobirae 3poCTaHHIO iHINX MIKPOOPTraHi3MiB; KOHKYPEHIIiS 3a 3B'30K 3 eliTelliaTbHIMUI
KJIiITHHAMH, 1110 0COBIMBO CTOCYETHCS CIIOP Y TIOYATKOBIi i mMpoMixkHiN (a3ax repmiHaliii; BupoOiIeHHs
aHTUOIOTHKIB i/a60 (epMeHTIB, SKi CEKPETYIOThCSI B KAIITKOBOMY CEPeNOBHUII. Y OOCimXKeHHi in vitro
criopu Bacillus clausii mpofeMOHCTPYBanu BupobieHHs 6aKTepiolnHiB i aHTUOI0TUKIB, TAKUX SIK
KJIay3WH, 3 @HTAroHiCTUYHOIO aKTUBHICTIO IPOTY I'PaMIIO3UTUBHUX OakTepiit Staphylococcus aureus,
Clostridium difficile, Enterococcus faecium.

ImyHOMOOy 100U aKMuBHicMb

Coopu Bacillus clausii, 3acTocOBaHi IepopasnbHO, y MOAENSX in vitro Ta in vivo Ha MHIIaxX
IIPOJIEMOHCTPYBAJIA CTUMYJIIOBAHHS BUPOOIeHHS iHTephepoHy-raMMa Ta 306inbineHHs mpoidepartil
CDA4 T-nimdouurtis.

dapmaxoKiHemuxka.

Hewmae manux.

Kniniuni xapakKTepuCTHKH.
Iloka3aHHA.

JlikyBaHHS Ta npodinakThKa AuCcOaKTEPio3y KUIIEYHUKY Ta OB S3aHOTO 3 HUM €HIOTE€HHOTO
OVCBITaMIHO3Y.

Teparmis, cupsiMoBaHa Ha BiHOBJIEHHS HOPMAJIbHOI MiKpOoGhI0pH KUIIEYHUKY, 1IT0 MTOPYIIYETHCS IIif



4dac J'IiKy'BaHHH a"HTHbioTHKaMu abo XiMiOTepaHeBTI/I‘-IHI/IMI/I IpernapaTaMu.

[ocTpi Ta XpOHiUHI LIMYHKOBO-KUIITKOBI 3aXBOPIOBaHHS, 1IOB’g3aHi 3 iIHTOKCHKAIli€ abo
n1cbakTepio30M KHUIIEeYHUKY Ta JUCBITaMiHO30M, Y HEMOBJIAT, SKUX TOOYIOTh T'PYOHUM MOJIOKOM.

IIpomunoka3aHHA.

limepuyTnuBIiCTE O Hif040i pedyoBuHU ab0 [0 Oymb-sIKOi 3 JOMOMIiXKHUX PEYOBUH IIperapary.

Oco0.1uei 3axo0u 6e3nexu.

V ¢pnakonax 3 npenapatoM EHTepoxkepMiHa’ MOXK/IMBa HasBHICTh BUAMMUX YACTOYOK, 10
YTBOPIOIOTLCS BHACIIOK arperatiil cnop Bacillus clausii Ta, BignoBifHO, He CBigYaTh PO Te, 10
npernapar 3a3HaB Oyab-IKUX 3MiH.

[Tepern 3acTocyBaHHSIM (PIIAKOH CJIifi CTPYCUTH.

[TpemapaT Ma€ BUCOKHUI CTYIIiHb F€TEPOJIOTiYHOl PE3UCTEHTHOCTI 10 aHTUOIOTHKIB, 10 Ja€ 3MOT'y
3aCTOCOBYBATH MOTO SIK IJ1s MPOGiNakTUKY 3MiHU MiKPO(JIOPH KUIIEUHUKY, CIPUYHUHEHO1
CEeJIeKTUBHOIO Ii€0 aHTHOIOTHKIB (0cO0IMBO aHTUOIOTHKIB IMMPOKOT0 CIIeKTpa Mil), Tak i mis
BiIHOBJIEHHS BXKe NOPYIIEeHOro 0amaHCcy MiKpohIopy KUIIEYHUKY.

[Tpenapat He B3a€EMOfi€ 3 TAKUMU aHTUOIOTHKaMU: NEHIIUIIIH IPX 3aCTOCYBaHHI He B KOMOiHarii 3
inribiTopamu OeTa-nakTamasy, 11edanoCcropuHy (4aCTKOBa PE3UCTEHTHICTH Y OINIBIIIOCTI BUMIAAKIB),
TeTPaLUKIIiHY, MaKPOJIiA¥, aMiHOTJIIKO3UAY (3a BUHATKOM I'eHTaMillMHY i aMiKaluHy),
xsiopambeHniko, TiaMmdeHiko, THKOMILIWH, KITiHIaMIlIMH, i30Hia3UI, IUKITOCEPUH, HOBOOIOITUH,
pudaMITiiiMH, HaligfuKCcoBa KHCJIOTa i IminmeMigoBa KUCIIOTa (MMPOMiXKHa PE3UCTEHTHICTH),
MEeTPOHIAa30J1.

fAKmo mpenapar Npr3Ha4yalTh OMHOYACHO 3 aHTMOI0THKAMHU, MOT0 CJIiff 3aCTOCOBYBaTH MiX ABOMA
npuiioMaMu aHTUOIOTHKA.

Lleit mikapchKui 3acib mpru3HaYeHUWH BUHSATKOBO [IJIsS IIEPOPAIbHOT0 3aCTOCYBaHHS. 3a00POHSIETHCS
BBOJUTH IIpenapar in’eKIinHuM abo Oyab-sIKUM iHIIUM IIIsIxoM. HeKOpeKTHe 3aCTOCYBaHHS I1bOTO
JiKapChKOT0 3ac0o0y MPU3BOAUIO 00 BUHUKHEHHS TSIXKKUX aHaiTaKTUUHUX Peakllii, TaKuX SIK
aHadiTaKTUYHUM ITIOK.

B3aemodisn 3 iHwumu snikapcoKumu 3acobamu ma iHwi eudu e3aemodiii.

IaHuX Ipo B3a€MOii0 IpenapaTy 3 iHIIMMU TiKapChKUMU 3acobaMu HeMaE.

Oco6.1ueocmi 3acmocyeaHHsi.
3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHA 2py0010.

[TpoTunokasaHs 100 3aCTOCYBaHHS IIperapary y mepion BariTHOCTi abo rogyBaHHS I'PYAII0 HEMaE.



30amuicmb 8niusamu Ha weudKicmbe peakyii npu KepysaHHi aBmompaHcnopmom abo iHwumu
MexaHiamamu.

He BrinuBae.

Cnoci6 3acmocyeaHHss ma do3u.

HopocnuMm - 1o 1 ¢rmakony 2-3 pa3u Ha goO0y; miTaM BikoM Bif 28 gHiB 1o 18 pokis - no 1 ¢pnakony
1-2 pasu Ha g00y.

TepMmiH NiKyBaHHS BCTAHOBIIIOE JIiKap 3aJIe’KHO Bifl CTaHy NallieHTa Ta Iepebiry 3aXxBopioBaHHS.

Cycrienaito HeoOXiHO IpUMaTH Yepe3 OMHAKOBI MpoMixkKHu yacy (3-4 rogunu). [Tepen
3aCTOCYBaHHSIM BMiCT (plaKOHA CTPYCUTH i MpUiiMaTH HePo3BeeHUM ab0 PO3BECTH Y BOMi UM iHIIIiH
piguHi (Moo, 4al, aneJIbCUHOBOMY COKY).

HasiBHiCTh BUAMMUX 9aCTOK y (1aKOHi (BHACIIMOK arperatil Ciop) He BIIJIUBA€ Ha SIKiCTh IIpelapary.

Lle#t mikapcbkuil 3acib mpu3HayeHUi TUIIe A7 TepopaIbHOro 3acTocyBaHHs. He MoXKHa BBOTUTHU
Mioro y BUrJIAfi iH'ekuiit abo AKUM-HeOyOb iHITNM CIIOCOOOM.

Himu.

[TpemapaT MO2KHa 3aCTOCOBYBATH AiTSIM BiKOM Bif 28 mHIB.

IIepedo3yeanHsi.

HoTenep He Oyn0 XKOTHUX OBIJOMJIEHD PO KITiHIYHI TPOSBY IEPENO3yBaHHS UM IIPENapaToM.

ITo6iuni peakuii.
Po3nadu 3 60Ky wKipu ma niOwKipHUX MKAHUH

YacToTa HeBijoMa: peakilil TimepuyTIUBOCTi, B TOMYy YMCJIi BUCUIIaHHS, KPOTIUB SHKA Ta
aQHTiIOHEBPOTUYHUYN HaOPSK.

IH¢pexuitiHi ma napa3umapHi 3ax80PHBAHHA

YacToTa HeBioma: OakTepieMis (y maiieHTiB 3 ocabieHUM iMyHiTETOM).

[ToBimomneHHs PO Migo3poBaHi Mo6iYHI peakirii

IyKe BazKJIMBO MOBiIOMIISTH PO Migo3poBaHi mo0iyHi peaxiiii, 1110 BUHUKIIU IIiCJIT peecTparii



nmpernapary, OCKIJIbKY 1ie fa€ 3MOT'y IIOCTIMHO BifjCTeKyBaTH CIIiBBIAHOIIEHHS KOPUCTh/PU3UK
3aCTOCYBaHHS IIhOT0O JTiKapChKOTo 3aco0y. Meau4HUX MPaliBHUKIB 3000B’A3yI0Th MTOBIIOMIISITH IIPO
Oynb-aKi mimo3pioBaHi HebaxkaHi peakilil uepe3 HallloHANIbHY CUCTeMY (apMaKOHarJIAIy.

Tepmin npudamHocmi. 2 POKH.

YMoBH 30epiraHHs.
30epiratu y HegOCTYIIHOMY OJIs1 giTel Miclli npu TeMmepaTypi He Buine 30 °C.

[ITo6 yHuKHYTH 3a0pyaHEHHS CYyCIleH3il, He MOXKHa BiIKpuBaTH (JIaKOH 3a3[aerifib.

YnakoBka.

Ne 10; Ne 20 (10 x 2): mo 5 mn y ¢rakosni; mo 10 dhnakoHiB, 3'€mHAaHUX MiXK c000I0 MOTieTUIEHOBOIO
TIepEMUYKOI0, ¥ KaceTi; mo 1 a6o 2 KaceTu B KapTOHHi# KOpoOIIi.

Kareropis Bignycky. bes peiernra.

BupoOHHK.
JIABOPATOPII IOHITEP, ®panis.
abo

Omnenna Xenckea Itani C.p.n., ITamis.

Micne3HaxomKeHHsI BAPOOHUKIB Ta aJpecH Micllb MPOBAIXKeHHS iX TisI/TLHOCTI.
3i me na 'epi 50211, KYTAHC Cegnekc, ®paniis.
abo

Brsane Eypora, 11 - 21040 Opigxso (VA), ITanmis.

3asABHHK.

TOB «Omnenna Xenckea YkpaiHa», YKpaiHa.



Micue3HaxoaKeHHsI 3asiBHHKa Ta MOro aJgpeca Miclsl IpPOBaaKeHHsI Jis/IbHOCTi.

Vkpaina, 01033, m. Kuis, Byn. 2Kunsinceka, 48-50A.



