IHCTPYKIIA

IJIsI MEJUYHOI 0 3aCTOCYBaHHS JIiKapChKOI'o 3aco0y

EHTEPO2KEPMIHA®

(ENTEROGERMINA®)

CKnao:

Oitoua peuosuHa: 1 Karcymaa MiCTHTb CyMilll CIIop mojtipe3ucTerTHoro mramy Bacillus clausii 2 x
10%

0onoMidicHI peyvosuHU: EJI0JI03a MiKPOKPUCTAJliuHa, MarHilo cTeapar;

KallCyJla: KejaTuH, TuTaHy piokcup (E 171), Boma ouuiieHa.

JIikapcbKa ¢opma. Kamcynu.

OcHosHi (pisuko-xiMiyHi 81acmusocmi: TBepAi Oiri xKenaTUHOBI KanCynu, SKi MiCTATh ApiOHUN
IIOPOLIOK Bif 6iTyBaTOr0 KOJIBLOPY 4O KOIBOPY CIOHOBOL KiCTKH.

®dapmakoTepaneBTHYHa Irpyna. Astuniapeisi MmikpoOHi npemapaTu. Kog ATX AQ7F A.

®apmako.102iuHi 8 1acmueocmi.
®apmakoOuHamika.

I[Ipenapat ExTepoxepmina® - cycnensia cnop 4 mramis (SIN, O/C, T, N/R) Bacillus clausii, sIKi
3a3BUYail IPUCYTHI B KUIIEYHUKY Ta HE BUABJISIOTh IIaTOT€HHOI aKTUBHOCTI.

Criopu 3a CBO€I IIPUPOIOI0 3[aTHI IePEHOCUTU BUCOKY TEMIIEPATYPy Ta ILUIYHKOBY KACJIOTHICTE. Y
HmigTBepIXKeHid Momeni in vitro cmopu Bacillus clausii npomeMoHCcTpyBamu 30aTHICTh BUXKHUBATH B
MopeJti, 1o imiTye cepemosuirie uutyHka (pH 1,4-1,5), mo 120 xBunuH (KoedilliEHT BUXKNBaHHSI
96 %). ¥ mogeni, 110 iMiTy€e KUIIIKOBE CEpenoBULe (COIbOBUYU PO3YUH XKOBYI Ta
naHkpeatury, pH 8), ciopu Bacillus clausii mpomeMoHCTpyBanu 30aTHICTh PO3MHOXKYBATHCS
TIOPIiBHSAHO 3 TOYATKOBOIO KiMIBKICTIO B CTaTHCTUYHO 3HAUyIuMi croci6 (sig 10° go 10"
KOJIOHieyTBOpIOBanmbHUX oguHuIlh (KYO)), mounHatouu 3 240 XBUIUHM Hicis iHKyOamii. ¥
IOCTiAKEeHH], siKe MpoBoAuiIocs 3a y4acTio 20 ocib, Oyso Bim3HadeHo, 110 B Nofei copu Bacillus
clausii TOCTI!HO XKUBYThH y KUIIEYHUKY ¥ MOXKYTh OyTH BUSBIEHI B Kani fo 12 gHIiB micna
OJHOPa30BOT0 IEPOPAILHOT0 IPUIOMY.

3aBpaku gil Bacillus clausii mpeniapat BifHOBIIOE KUIIKOBY MiKpodIiopy, 3MiHeHY y pe3ybTaTi



JiKyBaHHS JTIKAPChbKUMHU 3aco0aMH, SIKi MPU3BOASATh 00 OucOaKTepio3y (TaKoxK BimoMoro sK auc6ios),
III0 TAKOXK MOxKe OyTH IOB’SI3aHUM 3i IITYHKOBO-KUIIKOBUMY CUMIITOMaMM, TaKUMU K miapest, Oinb y
JKUBOTI Ta 36inbIIeHHS KiTbKOCTI OBITPS B KuineuHuky. Kpim Toro, 3aBasiku 3maTHOCTI Bacillus
clausii CMHTe3yBaTH Pi3Hi BiTamMiHu, 0c0GIMBO IPynu B, mpemapaT cupuse KOpeKIril
OUCBITaMiHO3Y, CIPUYMHEHOI'0 3aCTOCYBAHHSAM aHTHOI0THKIB a00 XiMioTepaneBTUYHUX
nmpernapariB. 3aBAsSKyA MeTaboIiuHil akKTUBHOCTI Bacillus clausii 3aCTOCYBaHHS IIpenapary Jfa€
MOZKJIMBICTh OOCATTH HeCHenu(iUYHOTO aHTUTEHHOTO Ta aHTUTOKCUYHOTO e(eKTYy.

3aBIOsKM BUCOKilM Pe3UCTEHTHOCTI IO XiMiuHUX i GisnyHuX areHTiB cnopu Bacillus clausii TpoXoasaTh
HEeYIIKOMXKEeHUMHU Kpi3b 6ap’ep LITYHKOBOTO COKY B KUIIIEYHUK, Ie BOHU IIEPETBOPIOIOTLCS B
MeTab0TiYHO aKTUBHiI BereTaTUBHI KITiTUHU.

Y nBOX BiKpUTHUX paHOOMi30BaHMX KOHTPOJIbOBAHUX KITIHIYHUX JOCTiAXKEHHSX JTiKapChKuM 3acio
EnTtepoxepMina® IpOIEeMOHCTPYBaB 3HMXKEHHS TPUBAJIOCTI FOCTPOI Aiapel y fmiTel BiKoM Bif 6
MiCSIIIiB.

3a yMOBU IIpUUOMY IIif 9ac JIiKyBaHHSA aHTUOIOTHKaMU Ta NPOTATOM HacTynHux 7-10 gHiB
EnTepoxepMina® IpoIeMOHCTPyBaJla 3HUKEHHs 4acTOTH GOJII0 B XKUBOTI Ta Aiapel, OB’ I3aHKX 3
JiKyBaHHAM aHTUOIOTUKaMHU.

[ToBimomiieHi HUXKYe 2 OCHOBHI MeXxaHi3Mu cupusioTh ebexty Bacillus clausii y BifTHOBIEHHI
KHUIITKOBOI OaKTepiaibHOI (IiopH.

IHe2ibyBaHHA 3pocmaHHA namoz2eHHux bakmepitl

Tphoma MMOBipHUMY MexaHi3MaMu Ail B. clausii €: KOJIOHi3allig BiTbHUX €KOJIOTIYHUX HIIll, 110 POOUTH
HeMOXKJIMBUM 3POCTaHHA IHIIUX MiKpPOOPTaHi3MiB; KOHKYPEHIIS 3a 3B'130K 3 eliTellialbHUMHI
KJIITUHAMH, 1110 0COOIMBO CTOCYETHCS CIIOP Y MOYATKOBiH i mMpoMixkHil ¢a3ax repMiHaliii; BUpoOIeHHs
aHTUbiOTHKIB i/ab60 (hepMeHTIB, IKi CEKPETYIOThCSI B KAIIIKOBOMY CEPEeNOBHUII. Y OOCTimXKeHHi in vitro
criopu Bacillus clausii mpofeMOHCTPYBaiu BUpobieHHs 6aKTepiolKHiB i aHTUOI0THKIB, TAKUX SIK
KJIay3WH, 3 @HTAroHiCTUYHOIO aKTUBHICTIO IPOTY I'PaMIIO3UTHBHUX OakTepiit Staphylococcus aureus,
Clostridium difficile, Enterococcus faecium.

ImMyHOMOOy 11010Ua aKMuBHiCcMb

Coopu Bacillus clausii, 3acTocoBaHi mepopasbHO, y MOAENX in vitro Ta in vivo Ha MUIIaxX
IIPOJIEMOHCTPYBAJIM CTUMYJIIOBAHHS BUPOOIeHHS iHTephepoHy-raMMa Ta 306inbineHHs mpoidepartii
CD4 T-nimdo1uTiB.

dapmakoKiHemuxka.

Hewmae maHux.

KitiniyHi XapaKTepHUCTHKH.
Iloka3aHnHus.

- HiKYBaHHH Ta HpO(l)iHaKTI/IKa JII/IC6aKTepiO3y KHUIIEYHUKY Ta TI0B’SI3aHOTO0 3 HUM €HOOT€HHOI'0



OVCBiTaMiHO3Y.

- IomoMixHa Teparis, CIpsMoBaHa Ha BifHOBJIEHHS HOpMaJIbHOI MiKpo(dIopy KUIIEYHUKY, 1110
IOPYIIYETHLCA TIif Yac JiKyBaHHS aHTUOiOTHKaMu abo XiMioTepaneBTUUHUMU IIpelapaTaMi.

IIpomunoka3aHHA.
- linep4yyTnuBiCTh [0 AiI040l peY0OBMHU ab0 [0 Oyab-IKOl 3 OMOMIXKHUX PEYOBUH.

- [IuTA49uy BiK J0 S5 POKiB BKJIIOUHO.

B3aemodisn 3 inwumu snikapcoKumu 3acobamu ma iHwi eudu e3aemoditi.

IaHux Ipo B3a€EMOZii0 IpenapaTy 3 iHIMMMU JTiKapChKUMU 3acobaMu HeMaE.

Oco6 1ueocmi 3acmocyeaHHsi.

[Tpenapat Mae BUCOKMIi CTYIiHb F€TEPOJIOTiYHOI PE3UCTEHTHOCTI N0 aHTUOIOTHUKIB, 1110 TO3BOJISE
3aCTOCOBYBATHU MOTO SIK [JI MPOQiTakKTUKN 3MiHU MIKPO(IOpY KAIIEYHUKY, CIPAYUHEHO]
CeJIeKTHUBHOIO [Ii€t0 aHTHOiI0THKIB (0C0GIMBO aHTUOIOTUKIB IITUPOKOI0 CIEKTPa Mil), Tak i mis
BiIHOBJIEHHS BXKe MOPYIIeHOro 0amaHcy MiKpodIopyu KUIIEYHUKY .

ITpenapam He 83aemo0ie 3 makuMu aHmubiomukamu: NeHiyuaiH, uedasocnopuHu, mempayukaiHu,
MaKpoiou, amiHo2aiko3udu, Ho8obioUuH, XxA0pampeHikoa, miamgpeHikoa, AiHKOMIYUH, i30Hia3uo,
UUK/I0CepUH, pupamniuuH, Hasidukcoea Kucsoma ma ninemidoea Kucsioma.

fAKI1o mpemnapar nNpr3HaYaTy OOHOYACHO 3 aHTHOI0THKaMu, HOT0 CITif] 3aCTOCOBYBATH MiXK [IBOMa
mpuiioMaMu aHTHOiIOTHKA.

Lleit mikapchKu¥ 3acib mpru3HaYeHU BUHATKOBO [JI IIEPOPaIbHOT0 3aCTOCYBaHHSI. 3a00POHSIETHCS
BBOJIUTHU NIpemnapar iH eKIiitHuM abo Oyap-IKuM iHIKUM HIsixoM. HeKopeKTHe 3aCTOCyBaHHS IbOT0
niKapchKOro 3aco0y MPU3BOAUIIO [0 BUHUKHEHHS BaXXKUX aHadiaKTUYHUX peaklii, TaKuX K
aHabiTaKTUYHUH ITIOK.

Baxkmepiemia ma cencuc

[TocTMapKeTUHTOBI Bullafiku OaKTepieMii, cenTuiieMii Ta cercucy O6yau BUSBIEHI y MaI[iEHTIiB 3
ociabreHuM iMyHiTEeTOM @60 ¥ TSKKOXBOPUX MAIliEHTIB, @ TAKOXK Y HEIOHOLIEHUX [iTel. Y nesKux
XBOPHX Yy TSIKKOMY CTaHi pe3ynbTaT OyB neTanbHUM. LlM rpynaM maiieHTiB CIlifi yHUKaTH
3aCTOCyBaHHs Ipenapary EHTepoxepMina® (mus. po3fin «[To6iuHi peakiii»).

3acmocysaHHs y nepiod sazimHocmi abo 200y8aHHs 2py001o.

Bazimnicme. [JoCTyIHI gaHi momo 3acToCyBaHHS Kancyn EHTepoxepMiHa® BariTHUM XiHKaM, €
00MexXeHUMH, TOMY He MOXHa 3p00KUTH BUCHOBOK 1100 0€3MMeKH 3aCTOCYBaHHS IIperapary



Iig Yac BaTriTHOCTI.

I[IpenapaT EHTepoxepMina® MOXKHa 3aCTOCOBYBATH IIif] Yac BariTHOCTI JIAIIE Y pa3i, Kolu
IIOTEHIIiiHA KOPUCTH [AJIS BariTHOI ITePEBUINYE MOTEHIIINHI pU3UKH, BKIIOYHO 3 PU3UKAMU [JId IIJI0fa.

Iepiod 200ysarHHs 2py0dro. [IOCTYIIHI HaHi 100 3aCTOCYBaHHs Kancyn EdTepoxepMida® B mepiof
TOMyBaHHS PYM/II0, @ CaMe IIOfI0 HasiBHOCTI IIpernapary y TPYIHOMY MOJIOL Ta BIIJIMBY Ha HEMOBIIS, €
00MeXXeHUMH, TOMY He MOXKHA 3pOOMTH BUCHOBKH 11010 O€3MeKK 3aCTOCYBaHHS IpernapaTy B mepiof
TOMyBaHHS T'PYIIIO.

[Tpemapat EHTepO}KepMiHa® MO2KHa 3aCTOCOBYBAaTH B MEPiOA rOAyBaHHSA I'PYAII0, TUIIE SKILIO
MIOTeHLIiiiHa KOPUCTh AJIS MaTepi IepeBully€e OTEHILIMHI pU3UKHU, BKIIOYHO 3 PU3UKAMU [JI QUTUHH,
siKa mmepebyBa€ Ha IPYOHOMY BUTOOBYBaHHi.

30amHicmb 8nausamu Ha weudkicme peakuii npu kepysaHHi asamompaHcnopmom abo iHwumu
MmexaHismamu. EHTepoxepMiHa® He BIUIMBAE Ha IIBUAKICTh Peakllii Ipy KepyBaHHi aBTOTPAHCIOPTOM
ab0 po6oTi 3 iHMKUMY MeXaHi3MaMH.

Cnoci6 3acmocyeaHnsi ma do3u. [JopociuM - 110 2-3 KaIncyu Ha fo0y;
IiTsIM BiKOM Bifl 5 pOKiB - o 1-2 Kancynu Ha mo6y.
Karmcynu KoBTaTH LiMUMU, 3allMBal0Yy HEBEJIMKOIO KiNIbKICTIO Bomu abo iHIIIOro HaIoo.

fIKIII0 malieHTy BaXKKO KOBTATH TBepP[i Karcymau (0co6IuBO SIKIIO Ile JUTHHA PAHHLOTO BiKYy), Kpaile
BXKUTH CYCIIEH3iI0 [IJIs IepopaIbHOTO 3aCTOCYBaHHS.

TpI/IBaHiCTB 3daCTOCYBAHHS BU3HAYaA€ niKap 3aJIEZKHO BiJI CTaHy maifieHTa Ta Hepeﬁiry 3aXBOPIOBAHHI.

Limu. TIpenapat 3aCTOCOBYBaTH AiTAM BIKOM Bifj 5 POKIB.

HiTssM BiKOM [I0 5 pOKiB IpenapaT npu3HadaTy y GopMi cycreHsil A1t mepopaabHOT0 3aCTOCYBaHHS.

Ilepedo3yeanHs.

HoTemnep He Oyy0 XKOOHUX MTOBiIOMJIEHD PO KITiHIYHI MPOSBY Iepefo3yBaHHs UM IIperapaToM.

Io6iuni peakuii.
3 6oky wkipu ma niOwWKipHUX MKAHUH

YacToTa HeBioMa: peakilil rimepuyTIUBOCTi, B TOMYy YMCJIi BUCUIIAHHS Ta KPOIIKB'STHKA,
aHTiOHEBPOTUYHUY HaOpIK.



IHpeKuiliHi ma napa3umapHi 3axeo0pPHOBaAHHA

YacroTa HeBimoMa: GakTepiemis, cemTuiieMis Ta cerncuc (y MallieHTiB 3 oclableHuM iMyHITETOM
ab0 y TSIKKOXBOPHUX TAIli€HTIB) (muB. po3min «OcoBGIUBOCTI 3aCTOCYBAHHS»).

[ToBigoMIIeHHS MIPO Mimo3pioBaHi mo6ivHi peakirii

Iy»Ke BazKJIMBO MOBIIOMIATH IIPO Migo3poBaHi mo0iYHi peakiiii, 1110 BUHUKIIU IIiCJIg peecTparii
Impenaparty, OCKINIbKY 1ie la€ 3MOT'y IIOCTIMHO BifjCTeXXyBaTH CIiBBIAHOIIEHHS KOPUCTL/PU3UK
3aCTOCyBaHHS I[bOTO JIIKapChKOro 3aco0y. Megu4yHUX IMpalliBHUKIB 3000B’43yI0Th MTOBiIOMJIIATH IIPO
Oyob-gKi migo3pioBaHi HeOaxKaHi peakilil yepe3 HallilOHaJIbHY CUCTEMY (hapMaKOHAT sy .

Tepmin npudamHocmi. 3 POKH.

YMoBH 30epiraHHs. 36epiraTé y HeJOCTYIIHOMY [JIsI MiT€H MiCIIi.

36epiratu npu Temmepartypi He Buiie 30 °C.

YnakoBka. Ne 12, Ne 24 (12 x 2): mo 12 kancyn y 6mictepi, mo 1 abo 2 6micTepu B KapTOHHIX KOPOOIIi.

Kareropis Bignycky. bes penenra.

BupoOHHUK.

Canodi C.p.n., ITamis.

Micue3HaxoKeHHsI BHPOOHHKA Ta MOro aJpeca MicCIsi IPOBaJKeHHsI Tis/IbHOCTI.

Brsane Eypomna, 11, Opigxso (VA), 21040, Itanis.

3asiBHHUK.

TOB «Omnenna Xenckea YkpaiHa», YKpaiHa.

Micue3HaxoKeHHsI 3asiBHHKa Ta MO0 aJpeca MiClsl IPoBaJKeHHsI Tis/IbHOCTi.



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



