Jlonatok

110 HaKazy MiHicTepcTBa OXOPOHH 370POB’ S
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBOI
MIOTIPABKHU JI0 MPOTOKOJIY KITHIYHOTO
BUIIPOOYBaHHS JIKapChKOTO 3ac00y,
MPU3HAYEHOTO JJIs 3A1MCHEHHS 3aXO0/IiB,
CIpSIMOBaHUX HA 3ar00iraHHs BUHUKHEHHIO
Ta MOIIMPEHHIO, JIOKAJI3AIIII0 Ta JIKBIIAIIIO
KopoHaBipycHoi xBopoou (COVID-19)»
17.07.2021 Ne 1474

InenTudikamis cyrreBoi
MONIPaBKU

OnHoBIeHUI TTPOTOKOJI KIIiHIYHOTO BUnpoOyBanHs MK-4482-002 3 iHkoprmopoBaHoro momnpaBkoro 03 Bix
22 uepBHsa 2021 poky, anrmiicbkoro MoBoro; Cekumis 2.6.2. «®apmakosnoris», Poszain «JlokminiuHi
(hapMakoJIoTiyHi Ta TOKCHUKOJIOTIYHI naHi» Jlocke nocmimkyBaHoro Jikapebkoro 3acody MK-4482, Bepcis
06CLKX Bim 17 TtpaBus 2021 poky, anriiiicbkoro mMoBoro; Cekuist 2.6.4. «Dapmakokinetuka» Jlocke
JOCITIKYBAHOTO JiKapchkoro 3aco0y MK-4482, Bepcist 06CLBB Big 05 TpaBust 2021 poky, aHTIIHCHKOO
MmoBoto; Cekuist 2.6.6. «Tokcuxonorisy, Po3ain «/loxiiHiuHi apMakoJOridHi Ta TOKCUKOJIOTIYHI JIaH1»
Hocbke nocaimxyBaHoro Jikapcbkoro 3aco0y MK-4482, sepcis 06CP8Q Bim 17 TpaBus 2021 poky,
anrmificekoro MoBor; Pozmin «2.3.P.8 STABILITY» Jlocke mocmimkKyBaHOTO IiKapChKOro 3acoly
MK-4482, sepcigs 06DQGK Big 22 uyepsns 2021 poky, aHrmiilicekoro MoBorw; Po3nin «P.8 STABILITY»
Jlocke nocmiKyBaHOro Jikapcbkoro 3aco0y Ilmane6o no MK-4482, Bepcis 06DQGK Bix 22 uepBHA
2021 poky, aHrmicbkor MoBOI; IloJOBXKEHHSI TepMiHYy NPUIATHOCTI JOCIIAKYBAHOTO JIIKapChKOIO
3aco0y MK-4482 Tta BiamoBigHoro 1uiane6o a0 24 MicsiiB; 3aqydeHHs JTOJaTKOBUX MICIb MPOBEICHHS
KJIIHIYHOTO BUNIPOOyBaHHs B YKpaiHi:

Ne I1.1.B. BiAIOBIAILHOTO HOCIITHUKA

n/m HazBa micus nmpoBeieHHs! KJITHIYHOTO BUITPOOYBaHHS

1. | n.M.H., 3aB. BigginenasaM Jlesuenko O.M.

KomyHnaneHe HekomepiiiiiHe mianpueMctBo «Onecbka obiacHa KiiHIUHA JikapHs» Onechbkoi
00Js1acHO1 paau, MOMKIiHIYHE BigAUIeHHs, M. Oneca

2. | n.m.u. Kosanb T.1L

Komynansne nianpuemctBo «llonTaBceka obnacHa kiiHiYHA 1H(ekiiiHa nikapHs [lonTtaBcbkoi

00nacHOi pany, TociiTanbHe BiaaiieHHs, M. [lonTaBa




2 MPOAOBKEHHS 10J]aTKa

Howmep Ta narta Hakazy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOT'O BUIIPOOYBaHHS

Ne 2532 Bix 06.11.2020

HasBa kjiHI4HOTO
BHIIPOOYBaHHS, KO/,
Bepcis Ta Jara

«PanmomizoBaHe, 11ae00-KOHTPOIBOBAHE, TIOIBIHHE CIIiNe KIIIHIYHE JOCTiKEeHHs ¢a3u 2/3 it OiHKU
e(heKTUBHOCTI, O6e3neyHocTi Ta hapmakokiHeTuku npenapaty MK-4482 y nopocinux Herocmitaai3oBaHHX
narientiB 3 COVID-19», MK-4482-002, 3 inkoprnopoBaHnoto noripaskoro 02 Big 14 kBiths 2021 poky

3asiBHUK, KpaiHa

ToBapucTBo 3 0OMexxeHo0 BignosiganpHicTIO «MCJ] YkpaiHa»

CnoHcop, kpaina

«Mepk Hlapn Ena Hoym Kopm.», nouipue mignpuemcto «Mepk Enn Ko., Tak.», CIIIA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTtHi
MaTepiaiu/mpenapari
CYNYTHBOI Teparii

B.o. resepanbHoro aupexkropa Jlupexkropary
(papmaneBTHYHOTrO 3a0€e3MeYeHHS IBan 3AZIBOPHUX




