Aopatok 2

«Mepenik cyTTEBMX MonNpaBoOK A0 MPOTOKOMIB KNiHIYHUX BUMNPOOYBaHb, PO3rNAHYTUX Ha 3acifiaHHi
HTP Ne 12 Big 05.05.2022, 3HATO 3 po3rnsgy 3a 6akaHHAM 3aABHUKa»

1. OHOBEHMIA NPOTOKON KNiHiYHOro BUnpo6yBaHHs TP0006 3 nonpaBkoto 3 Big 06 rpyaHa 2021 poky;
IHchopmauia ana ydyacHuka pocnimxeHHs i Popma iH(popMOBaHOI 3roaM Ha yvyacTb Yy AOCAIOKEHHi
TP0006 (myOpportuniTy 2), Mmogenb gns YkpaiHu, Bepcia 5.0 Big 09 rpyaHsa 2021 poKy, YKpaiHCbKOIO Ta
pocilicbkolo moBamu; IH(hopMauis gna ydyacHuka gocnimpkeHHA i dopma iHhopmMoBaHOiI 3rogu Ha
yyactb Yy apMakOreHOMHOMY JAOC/iMHKEeHHIi B paMKax OCHOBHOro pocnigpkeHHa TP0006
(myOpportuniITy 2), mogenb ana YkpaiHu, Bepcia 2.0 Big 09 rpygHa 2021 poKy, YKpaiHCbKOK Ta
pocilicbkoto moBamu; Matepianu ans nauieHTiB: KapTka yuacHuKa KniHiuHoro gocnigxeHHs (Patient ID
Card), Bepcia 2.0 Big 07 rpygHa 2021 poky, aata nepeknagy 12 ciuHa 2022 poky, YKpaiHCbKOIO Ta
pociiicbkolo MoBaMu; JINCTOK-BK/1aAKa B YNaKOBKY 3 BakuuHoto Bekcepo, Homep gocnigxeHHa TP0003
| TP0006, gaTa OCTaHHLOro OHOBMEeHHA 10 nuctonaga 2021 poKy, YKpPaiHCbKOIO Ta POCi/AiCbKOIO
MoBamu; JIMCTOK-BKaAKa B yNakoBKy 3 BakuuHoto MNMpeseHap 13 (Prevenar 13), Homep pgocnigkeHHs:
TP0003 / TP0006, paTa OCTAaHHLOTO OHOBJIEHHS 26 XOBTHA 2021 pOKy, YKPAiHCbKOIO Ta POCIACbKOLO
MoBamu; 306iNbLIEHHA KiJIbKOCTi MauwieHTiB, AKi NPUiAMaloTb yyacTb y K/iHIMHOMY BUNPOGYBaHHI Ha
TepuTopii YkpaiHu, 3 12 go 36 oci6 [0 NpOTOKOY KAiHIYHOro BUNpobyBaHHA «BbaraToueHTpoBe, noagiliHe
cnine, paHOoOMi30BaHe, nNNauebo-KOHTPO/IbOBaHe AOCAiMKEHHA 3 da3nm ANna OuiHKM  edIEKTMBHOCTI,
6e3neyvyHoCTi Ta MepeHOCMMOCTi npenapaty pPO3aHOMIKCi3ymad Yy [A0pOCANX YYaCHUKIB AOCAIMKEHHSA 3
NepPCUCTYHOHO abo XPOHIYHOK NEPBNHHOK IMyHHOK TpoMbouuToneHieto (ITM)», kog gocnigpkeHHst TP0006, 3
nonpaskoto 2 Big 08 rpyaHs 2020 poky; cnoHcop - KOCibi biochapma ECApEN, Benbrisi / UCB Biopharma SRL,
Belgium

3asBHuK - TOB «MAPEKCEJ YkpaiHa»

2. fopaHHA chopMu BUNYCKY NiKAPCbKOro 3aco6y (BaKuuHW), WO He € AO0CAiAKYBaHUM JliKAPCbKUM
3aco6om: NMHeBMOBaKc 23, po3unH A1 iH’ €KL y nonepeaHbO 3anoBHEHOMY wnpuui, 0,5 mn; 3pasku
MapKyBaHHS1 YKPAIHCbKOIO MOBOIO NEPBUHHOI Ta BTOPUHHOT YNaKOBKMX NiKaApCbKOro 3acoty (BaKLuuHW),
O He € AOCifKyBaHUM JliKapCbKMM 3aco6om: NMHeBMOBaKc 23, po3uuH ANA iH’€KLili y nonepegHbO
3anoBHeHoMy wnpuyi, 0,5 M, BakyMHa MHEBMOKOKOBAa MoJjlicaxapuaHa [0 MPOTOKO/Y K/IiHIYHOro
JocnipkeHHn «baraTtoueHTpoBe, NnoAgiliHe chine, paH4oMi3oBaHe, Nnaueb0-KOHTPOIbOBaHe AOC/IAKEHHS 3
hasm 411 ouiHKM edheKTUBHOCTI, 6E3NEeYHOCTI Ta NEPEHOCUMOCTI MpenapaTy Po3aHoJIiKcisymab y 4opoC/inx
YYaCHUKIB JOC/IIKEHHS 3 NEPCUCTYIOHO ab0 XPOHIYHOK MEPBUMHHOK iIMYHHOK TpombouwuToneHieto (ITM)»,
koA pocnimkerHsa TP0006, 3 nonpaskoto 2 Bifg 08 rpyaHa 2020 poky; crnioHcop - KOCibi biothapma EcApER,
Benbris / UCB Biopharma SRL, Belgium
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