JopaTtok

«Mepenik cyTTeBMX MOMNpPaBOK A0 TMPOTOKO/NIB MIDKHAPOAHUX OaraTOLEeHTPOBUX KAiHIYHUX
BUNPOGYBaHb NiKapCbKUX 3ac06iB A/1A JliKkyBaHHA KOPOHaBipycHoI xBopo6u (COVID-19) B YkKpaiHi,
po3rnsiHyTMX Ha 3acigaHHi HTP Ne08/COVID-19 Big 10.02.2021, Ha siKi 6ynuM oTpuMMaHi NO3UTUBHI
BMCHOBKMW €KCNepTiB»

1. YkpaiHa, MK-4482-002, Bepcis 1.01 Big 28 ciuHa 2021 p., yKpalHCbKOIO MOBOO, IHpopmauisa Ta
JOKYMEHT npo iHhopmoBaHy 3roay AN nauieHTa; YKpaiHa, MK-4482-002, Bepcis 1.01 Big 28 ciuHsa 2021
p., pocilicbkolo MoBOIO, IH(hopMaLis Ta AOKYMEHT Npo iHhopmoBaHy 3roay ANA nayieHTa 40 NPOToKoy
KNiHiYHOro gocnimkeHHs «PaHgomisoBaHe, nnauebo-KoOHTPOIbOBaHe, NOABINHE cine KAiHiYHe AOCAiMKEHHS
dhasn 2/3 Ans ouiHkM edeKkTUBHOCTI, 6e3neyYHOCTi Ta (hapmakokiHeTukn npenapaty MK-4482 y gopocnux
HerocniTanizosaHux nayjieHTis 3 COVID-19», koa pocnigpkeHHsa MK-4482-002, 3 iHKOPNopoBaHo0 MonpaBKoo
01 Big, 17 rpyaHsa 2020 poky; cnoHcop - «Mepk Wapn EHA Joym Kopn.», aodipHe nignpnemctso «Mepk EHg Ko.,
IHK.», CLUA (Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

3asBHUK - TOBapMCTBO 3 06MEXEHO BiAnoBigasbHicTio «MC/L YkpaiHa»

2. YkpaiHa, MK-4482-001, IHchopmaLiisi Ta AOKYMEHT npo iHpopmoBaHy 3roay ANA nauieHTa, sepcia 1.01
Big 22 ciuHA 2021p., yKpalHCbKOI Ta poCilicbKoio moBamu; YKkpaiHa, MK-4482-001, IHcopmauis ta
[OKYMEHT npo iHhopmoBaHy 3rogy Ha HeOGOB’sAA3KOBUIA (hapMaKOoKiHETUUHMIA aHani3, Bepcia 1.01 Big,
27 ciuHA 2021p. YKpaAiHCbKOK Ta POCIACbKOID MOBaMM [0 MPOTOKO/Y KAIHIMHOTO AOCAIMKEHHS
«PaHgomizoBaHe, nnauebo-KoOHTPOIbOBaHe, NOABIMHE chine KNiHiYHe AoCAimKeHHA dasu 2/3 Ana OuiHKM
edheKTMBHOCTI, 6e3neyHoCcTi Ta hapMakokiHeTMku npenapaty MK-4482 y popocnmx rocniTaniaoBaHux
nauieHTiB 3 COVID-19», kog gocnigpkeHHs MK-4482-001, 3 iHkoprnopoBaHoto nonpaskoto 01 Big 17 rpyaHs
2020 poky; cnoHcop - «Mepk LWapn EHA Joym Kopn.», godipHe nignpnemctBo «Mepk EHA Ko., IHK.», CLUA
(Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

3aaBHUK - TOBapUCTBO 3 0OMEXEHOI0 BiAnoBigasbHicTio «MC/L YkpaiHa»

3. OHOB/EHUIA NPOTOKOJ KAiHIYHOro BMnNpo6yBaHHa CT-P59 3.2, Bepcis 5.0, Big 08 ciuHa 2021 poky,
aHrniicbkolo MoBOW; IHcopmauis pgna nadieHta i Popma iHOpMOBaHOI 3rogM Ha y4yacTb Yy
OCHOBHOMY AOCHNiMpKEeHHI, Ana YkpaiHu, Bepcis 3.0 Big 01 notoro 2021 poky Ha OCHOBI MaiicTep-Bepcii
IHchopmauil ana nauieHTa i ®PI3, Bepcia 6.0 — WO cTocyeTbcA YacTuHM 2 AOCNiMKEHHS, Big 29 ciuHA
2021 poOKy, aHriiCbKOK Ta YKpaiHCbKOl moBamu; [lopgaTok o IHcpopmauii gns naudieHta i dopmu
iHcbopMoOBaHOI 3rogu Ha yuyacTb Y OCHOBHOMY AOCAigKeHHi, ana YKpaiHu, Bepcia 3.0 Big 01 ntotoro
2021 poKy Ha OCHOBI maiicTtep-Bepcii IHchopmauii ana nauieHTa i PI3, Bepcia 6.0 — WO cTOCYETLCA
YacTuHM 2 gocnigkeHHs, Big 29 ciuHa 2021 poKy, aHrlilicbKol Ta YKpaiHCbKO MoBamMu; Bpolypa
pocnigHuka ana npenapaty CT-P59, Bepcia 4.0.A Big 28 ciuHA 2021 poky, aHrNificbKOK MOBOIO;
LLloaeHHUK nawieHTa, Wwo MicTuTb ONuTyBanbHUK 1 Ta ONUTyBaNbHUK 2, Bepcis 3.0, Big 11 ciuHa 2021
POKY, aHrNificbKol Ta YKPaAiHCbKOK MOBaMM [0 MPOTOKO/Y K/IHIYHOTO AocnigpkeHHsa «®dasza 2/3,
paHAoMi30BaHe, y napasnefnibHuX rpynax, njiauebo-KoHTpo/iboBaHe, NoABIiHE Crline AOCiAKEHHS AN OLiHKA
edpekTBHOCTI i 6e3neyHocTi npenapaty CT-P59 y komb6iHauil 3i cTaHAapTHUM JliKyBaHHAM Yy aMbynaTtopHMX
NauieHTiB 3 TSXKUM TOCTPUM pecnipaTopHUM CUHAPOMOM Y 3B'A3KY 3 KOpoOHaBipycHow (SARS-CoV-2)
iHdbekuieto», Ko pocnimkeHHA CT-P59 3.2, Bepcia 4.1, Big 16 rpyaHa 2020 poky; cnoHcop - CENNITPIOH,
IHK./CELLTRION, Inc., Republic of Korea (South Korea)

3anBHuK - TOB «APEHCIA EKCIMN/IOPATOPI MEAICIH», YkpaiHa



