Hoparok 1

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «I1po 3aTBepaKeHHsI CyTTE€BOL
TI0IIpaBKy 10 IPOTOKOJIY K/IIHIYHOTO
BUTIPOOYBaHHS JTiIKapChKOTO 3aco0y,
TIPU3HAYEeHOT O ZIJIs 3[iMICHeHHS 3aXO0/iB,
CTPSIMOBAHUX Ha 3aro0iraHHss BAHUKHEHHIO
Ta MOIIMPEHH!I0, JIOKaJIi3allito Ta JIiKBiJaL[it0
KopoHaBipycHoi xBopobu (COVID-19)»
22.06.2021 Ne 1257

InenTudikatiist cyrreBoi
TIOTIPaBKU

bpouypa pocnignuka MK-4482 (EIDD-2801) monnymipaBip, BuzianHa 5 Bifg 19 TtpaBHa 2021 poky,
aHT/1iMICbKOI0 MOBOKO

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 2532 Bip 06.11.2020

Has3sBa kiiHiuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta zaTa

«PanpomizoBaHe, 1aieb60-KOHTPOIbOBaHe, TMOABiMHe Cirne KIiHiuHe AOCTipKeHHs (ha3u 2/3 A/is OLiHKH
eeKTUBHOCTI, Oe3reuHoCTi Ta (hapMakoKiHeTHKH Tiperiapaty MK-4482 y mopociux rocriiTami3oBaHUX
narientis 3 COVID-19», MK-4482-001, 3 inkoprioposaHoto norpaskoro 01 Bix 17 rpygusa 2020 poky

3asiBHUK, KpaiHa

ToBapucTBO 3 0OMeEXXeHOI0 BifnoBifampHicTIO «MCJ] YKpaiHa»

CnoHcop, KpaiHa

«Mepk Hlapn Exp Joym Kopr.», gouipue nianpuemctBo «Mepk Eng Ko., Ink.», CIIIA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTHi
Marepianu/npernapaTy
CYNyTHBOI Tepariii

B.o. renepanbHoro gupexkropa /Ilupekropary
(apmareBTHUHOTO 3a0e3MeueHHsA IBan 3A/IBOPHUX




Hopartoxk 2

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S

Yxpainu «IIpo 3aTBepzKeHHsI CyTTEBOI
TI0IpaBKU 10 NIPOTOKOJY K/IIHIYHOTO
BUTIPOOYBaHHS JTiKapCbKOTO 3aco0y,
TIPU3HAUEHOT O ISl 3iiCHeHHST 3aXO0/iB,
CTIPSIMOBAHWX Ha 3arobiraHHss BHHUKHEHHIO
Ta MOLIMPEHHIO, JIOKasIi3aLlito Ta
MKBi/a11it0 KOPOHaBipyCHOI XBOpOOH
(COVID-19)»

22.06.2021 Ne 1257

Ha3sBa kniniuHoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

ApantuBHe, paH/OMi30BaHe, TIO/BilHe-cirne, dasu 2/3, mareb0-KOHTPOIbOBAHE AOCTiPKEHHSI BUBUEHHS
3acTocyBaHHs1 MOHOK/IOHaIbHOro aHturina SCTAO1 npotu Bipycy SARS CoV-2 y nanji€eHTiB 3 BaXKUM
nepebirom COVID-19, siki moTpeOyOTh CTal[ioHapHOTO JTiIKYBaHHS y Biffi/seHHi iHTeHCHBHOI Teparii abo
peanimariii (gocnimkenHss MASP3), kog pocrimkenHs SCTA01-C301, Bepcis 1.0 Big 01 yirotoro 2021 poky.

3asgBHUK, KpaiHa

TOB «I[TAPEKCEJI YkpaiHa»

CnioHCOp, KpaiHa

CinoCenrek JITa., Kuraii / SinoCelltech Ltd., China

[Tepetik goC/iIyKyBaHUX
niKapChbKUX 3acobiB
Jlikapcbka dopMma,
ZI03yBaHHSI, BUPOOHUK,
KpaiHa

pekoMbiHaHTHe MOHOK/IOHa/IbHE aHTHUTL/IO Ao criaiikoBoro Oinka SARS-CoV-2 (SCTAO1; pekombiHaHTHe
MOHOK/IOHA/IbHE aHTHUT/IO A0 craiikoBoro 6Oinka SARS-CoV-2); Po3uuH 715 BHYTPIllIHbOBEHHUX (B/B)
indys3ii; 25 mr/ma (minirpam/mininitp); Fisher Clinical Services (Beijing) Co., Ltd., Kuraii; SinoCellTech
Ltd., Kuraii

[Tnarebo 0 pekoMOiHaHTHe MOHOKJIOHA/bHE aHTHUTINO [0 craiikoBoro Oinka SARS-CoV-2; Po3uun gis
BHYTpillTHbOBeHHUX (B/B) iHPy3iii; Fisher Clinical Services (Beijing) Co., Ltd., Kuraii; SinoCellTech Ltd.,
Kuraii

BianosigansHuii (i)
JNOCTIIHYK (1) Ta MicLie
(s1) mpoBefieHHS
BUMPOOYBaHHsA B YKpaiHi

1) nikap Kapnenko O.0.

KomyHnanbHe HekoMepLiliHe niAnpueMcTBo «KuiBcbka MichbKa KiliHiuHa jiKapHs Nel» BUKOHaBYOIrO OpraHy
KuiBcbkoi Micbkoi pagu (KuiBcbkoi MicbKOI Jlep>kaBHOI agMiHicTpallii), TeparieBTUuHe BiffineHHs Ne2,
M. KuiB

2) nikap Kosasb T.I.

KomyHanbHe mignpuemMctBo «IlontaBchbka obsiacHa KiiHiuHa iHdekijifiHa ikapHsi [TonTtaBchKoi 06/1acHOI
pajiy», TOCIiTa/lbHe BifziieHHs, M. [TonTaBa

[TpenapaTy MOpiBHSHHS,
BUPOOHUK Ta KpaiHa




2 MPOJOBXKEeHHA J0oJaTKa 2

CymnyTHi —/—
MaTepianv/mpernapaTi
CYNyTHBOI Tepariii

B.o. renepanbHoOro jupexkropa /lupexkropary
(apMmareBTUUHOTrO 3a0e3MeueHHA IBan 3A/IBOPHUX




