TIHCTPYKIIIA

IJIs1 MEJUYIHOT 0 3aCTOCYBaHHSI JTIKaPCHKOT0 3aC00y

YPO-BAKCOM

(URO-VAXOM®)

Cknao:
ditoua pevosuHa: mizat 6akTepiit Escherichia coli;

1 karicymna MicTUTh nisaTy 6akTepiit Escherichia coli (mioginizoBaHoro) 6 Mmr;

donomidicHi peuoeunu: nmponinraiar (E 310), Harpiio rayramar, HaTpiio xJ1opufj,
MmoIoKcaMep, cuMmeTHKoH, MaHiT (E 421), KpoxMmajb npexkejIaTHHiI30BaHHH,
MarHilo cTeapar, XKeJIaTHH, 3aTi3a okcua 4yepsouui (E 172), 3ami3a okcun
xkoBTHH (E 172), TuTany miokcun (E171).

JIikapcbKa ¢opmMa. Kancynu.

OCHOBHI (i3uK0-XiMiUHI 81aCMUBOCMI: TBEPAi XKeNnaTHHOBI Kancynu. Kpuilledka opaHKeBOTro
KOJIbOPY, Hempo3opa. Kopmyc X0BTOT0 KOJIbOPY, HEIIPO30pui. BMICT KanCcynu - IOPOIIOK
CBiTJI0-0€2KEBOT'0 KOILOPY.

dapMakoTepaneBTHYHaA rpyna. 3acobu, siKi 3acTocoByioThCs B yposorii. Kog ATX G04B X.

dapmako102iuHi e racmueocmi.

®apmakoduHamika.

Ypo-Bakcom € iMyHOCTUMYTIOIOUUM areHTOM, SKUU YUHUTH HACTYIIHY [if0: CTUMYTOE T-miMbonuTy,
iHmyKye BUPOOHUIITBO €HIOTeHHOTO iHTepdepony Ta 30inbiye BMicT imyHornobyminy A (IgA), B Tomy
YUCIIl y ceul.

dapmaxoKiHemuxka.

IlaHni BigCyTHI.



Kniniuni xapakKTepuCTHKH.
Iloka3aHnHs.

[TpodinakTviKka penuauBiB XPOHIYHUX iHPEKITi HUKHIX ceuoBUBigHUX mIsxiB. KombiHoOBaHe
JIIKYBaHHSI TOCTPUX iH(MEKIIi! CeYOBUBIHUX IIJIIXIB.

IIpomunoka3aHHus.

[TigBuIleHa 4yTIUBICTh O KOMIIOHEHTIB IIpernapary.

B3aemodisn 3 inwumu nikapcoKumu 3acobamu ma iHwi eudu e3aemodiii.

HoTtemnep BifcyTHi Oyab-sKi maHi mo0q0 B3aeMofii Ypo-Bakcomy 3 iHIMMU HTiKapCchKUMU 3acob6aMu.

Oco06.1ueocmi 3acmocyeaHHsi.

[Tpu 3acTocyBaHHI Ypo-BakcoMy MOXyTh BUHUKATU peakllil Tinep4yTIUBOCTI, Taki K peakiiil 3 00Ky
IKipH, MigBUILEHHS TEMIIePaTypH Tijla yu HAaOPsK. Y pa3i BUHUKHEHHS TaKUX peakKlliii 3aCTOCYBaHHS
npenapary CIif IPUMUHUTH, OCKIJIbKY 1le MOoXe OyTH IIPOSIBOM ajIepriuHUX peakil.

IMyHOCYIIpecaHTH MOXKYTh I0C/TabmoBaTH a00 MOBHICTIO MPUTHIYYBATH MIil0 IpemapaTy Ypo-Bakcom.

3acmocysaHHA y nepiod sazimHocmi abo 200y8aHHsA 2py00to.
BazimHicmb

KinpxicTh maHUX 1100 3aCTOCYBaHH4 IIpelapaTy Ypo-BakCcoM BariTHUM XKiHKaM HeBEJIUKa.
[TpoBeneHO ofHE MMiIOTHE AOCTiAXKEHHS 3a Y4acTIO HeBEIMKOI IpynH (n = 62) BariTHUX XKiHOK 3
TOCTPUMHU iHGEKIIIAMYU CeUYOBHBITHUX LIUISAXIB, MIOYKMHA04M 3 II TpuMeCTpy BariTHOCTI i IO IOJIOTiB.
ocnimKeHHS 3aCTOCYBaHHS IIpernapaTy BariTHUM XKiHKaM IIPOTSATOM I TpMMeCTpPy BariTHOCTI He
npoBopunucs. [Ipu 3acTocyBaHHi nikapcbkoro 3acoby Ypo-BakcoM mim yac BariTHOCTI, 0c0611BO y I
TPHUMECTPI, CITifl OIL[iIHUTH KOPUCTH Biff 3aCTOCYBaHHS IIpelapaTy A BariTHOI Ta MOTEHIIINHNAN PU3UK
OJIS IIJI07a.

TI'odyeaHHA 2pydoio.

BipcyTHi maHi 1010 3aCTOCYBaHH IIpelnapaTty y nepion rogyBaHHs rpynnio. [Ipu 3acTocyBanHi
nikapchKOro 3acob6y Ypo-BakcoM mig yac romyBaHHS TPYAAIO CITif OLIHUTYH KOPUCTD Bifl 3aCTOCYBaHHS
nmpenaparty [AJig MaTepi Ta MOTEeHI[IMHUYN PU3UK OIS TUTUHU.

30amHicmb eniueamu Ha weudKicme peakuyii npu KepysaHHi asmompaHcnopmom abo iHwumu
MexaHizmamu.



HocmimxeHHs BiIcyTHi. Mano#MOBipHO, 110 JTiIKapChbKUM 3acCi0 BIINTMBA€E Ha MIBUIKICTh peakliil mpu
KepyBaHHI aBTOTPAHCIIOPTOM 4YM iHIIUMHU MeXaHi3MaMH.

Cnoci6 3acmocyeaHHsi ma do3u.

IIpodinakTHKa: mo 1 Kancysii ImoaeHHo,
BpaHIIi HaTIe mpoTAroM 3 MiCHAIIiB.

JIiKkyBaHHS IOCTPHUX CTaHIiB: 0 1 KamcCyJi moaeHHO, BpaHIll HaTIlle IK JOOaTKOBe JIiKyBaHHS
IIpY IPOBEeMIeHHI aHTUMIKPOOHOI Teparil o 3HUKHEHHSI CUMIITOMIB, ajie He MeHIIe Hik
npotsarom 10 gHiB.

Y pa3si, SIKI0 JUTHHI BaKKO IIPOKOBTHYTH
KaIlCyJ1y, KaIICyJIy CJIiJ BiTIKPUTH Ta 3MilllaTH

il BMicCT i3 piguHo0 (ppyKkTOBHH CiK, BOoma).

Himu.

[TpemapaT mpu3HavyaoTh OiTIM BiKOM Bif 4 POKiB.

Ilepedo3yeanns.

He Oyso 3apeecTpoBaHO KOOHUX BUIQIKiB ITepefo3yBaHHS.

ITo6iuni peakuii.

HaBepeni Huxk4e mo6iyHi peakiil K1acuQiKyOThCSA 3a CHCTEMaMU OpPraHiB Ta 3a YaCTOTOI0
BUHUKHEHHS BiIMTOBIMHO MAHUX KJTIHIYHUX JOCiIXKeHb Ta/a00 3aCTOCYBAHHS y MiCIsSpeECTPpaLlinHUM
mepioq.

YacTto: <1/10 - =21/100; sevacTo: <1/100 - =1/1000; pigko: <1/1000 - =1/10000; myxe pigko:
<1/10000, BKNMI04Ya04y OKPEMi BUIIAIKH.

3 60Ky iMyHHOI cucmemu
HeuacTo: peaxkiiii rinepyyTIuBOCTi.
Iyxe pigko: HaOpSIK POTOBOI TOPOKHUHM.

3 60Ky Hepsosoi cucmemu

YacTo: roioBHUH Oifb.



3 60Ky mpasHoi cucmemMu

YacTo: HynoTa, fiapesi, LITyHKOBUM AUCKOMGOPT, AUCIIEICi.

Heuacro: 6inb y KUBOTI.

3 6OKY LIKipK Ta HifIKipHOi KIITKOBUHU

HewacTo: BucumaHHs, cBepOixK.
Iyxe pigko: anonenis.

3aranbHi po3nagy Ta 3MiHU B MiCIli BBEIEHHS

Heuacro: rapdd4ka.

Iyxe pigko: mepudepryHnuil HaOpPSK.

TepMmiH nmpugaTHOCTI. 5 POKIB.
YMoBH 30epiraHHs. 36epiraté y HeJOCTYIIHOMY [JIsI MiTEH MiCIIi.

30epiratu npu TemnepaTtypi He Buiie 25 °C.

YnakoBka. [1o 10 kKancyn y 6micTepi; mo 3 6micTepu y KapTOHHIM KOPOOLIi.

KaTteropis Bigmycky. 3a penenTtom.

Bupo6uuk. OM ®apma CA, [Ieiinapisi/OM Pharma SA, Switzerland.
Micue3HaxoaKeHHsI BHPOOHHKA Ta MOr'o ajJpeca MicCIsi IPOBaJKeHHsI Tis/IbHOCTI.

Byn. gto bya-[l1o-JIaH, 22, 1217 Meiipus, [IBetiapis/22, rue du Bois-du-Lan, 1217 Meyrin,
Switzerland.

3asBHUK. OM ®apma CA, IlIsenapis/OM Pharma SA, Switzerland.

Micue3HaxomxeHHs 3asiBHUKa. Byn. aio bya-[l10-JlaH, 22, 1217 Meupus, IlIBenuapis/22, rue du
Bois-du-Lan, 1217 Meyrin, Switzerland.



