Honatok 1

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
VYkpainu «IIpo 3aTBepaKeHHs CYyTTEBOL
MIOTIPABKH JI0 MTPOTOKOITY KJIIHIYHOTO
BUINPOOYBAHHS JIIKAPCHKOTO 3ac00Y,
MIPU3HAYCHOTO /IS 3IHCHEHHS 3aXO/iB,
CHpPSIMOBaHUX HA 3a100IraHHs BUHUKHEHHIO
Ta MOIINPEHHIO, JIOKAJII3aIiI0 Ta JIKBIJAIi0
KopoHaBipycHoi xBopoou (COVID-19)»
22.06.2021 No 1257

Inentudikaris cyrreBoi
MOTIPaBKH

Bpomrypa mocnignuka MK-4482 (EIDD-2801) monnymipaBip, Bumgands 5 Big 19 tpasus 2021 poky,
AHTITICHKOI0 MOBOIO

Howmep ta nata Hakasy
MO3 110110 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 2532 Bix 06.11.2020

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«PangomizoBaHne, miane00-KOHTPOILOBAHE, MMOJIBIMHE CIIINe KIIHIYHE TOCHiKeHHs (a3 2/3 1j1s OIiHKU
eeKTUBHOCTI, Oe3nedHocTi Ta (papmakokiHeTuku npenapaty MK-4482 y nopociamx rocmiTanizoBaHUX
narieaTiB 3 COVID-19», MK-4482-001, 3 inkopmopoBanoro nonpaskoro 01 Big 17 rpymaas 2020 poky

3asiBHUK, KpaiHa

ToBapuctBo 3 0OMexeHoro BianoBinanbHicTIO «MCJl Ykpaina»

CrnoHcop, kpaina

«Mepk lapn Enn JJoym Kopn.», nouipre nianpuemctso «Mepk Enpg Ko., Hk.», CIIA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTHi
MaTtepiaiu/mpenapaTi
CYIyTHBOI Tepamii

B.o. renepasbHoro nupexropa Jlupekropary
(papmaneBTHYHOrO 3a0e3MeYeHHS Isan 3AZIBOPHUX




HonaToxk 2
10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYxpainu «[Ipo 3aTBepaKeHHS CyTTEBOL
MIOTIPABKH JI0 MTPOTOKOITY KJIIHIYHOTO
BHITPOOYBAaHHS JIIKAPCHKOTO 3ac00Y,
MPU3HAYCHOTO /IS 3/{IHCHEHHS 3aXO0/IiB,
CHPSIMOBAHUX Ha 3aNI00IraHHs BAHUKHEHHIO
Ta MOIIKMPEHHIO, JIOKAJII3aIlII0 Ta
JKBIJAIII0 KOPOHABIPYCHOI XBOPOOH
(COVID-19)»

22.06.2021 No 1257

Ha3ssa xiiniunoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta gaTta

AnantuBHE, paHIOMIi30BaHe, MoABIHHe-ciine, $ha3u 2/3, miane0o-KOHTPOILOBAHE TOCHIKEHHS BUBUCHHS
3acTocyBaHHs MOHOKIOHambHOTO antuTina SCTAO1 mporu Bipycy SARS CoV-2 y marieHTiB 3 BaXKUM
nepedirom COVID-19, sxi notpelyroTh CTalioOHAPHOTO JIIKYBaHHS y BiJAUICHHI IHTEHCUBHOI Tepamii abo
peanimaii (nocmimkenas MASP3), kox nocnimkenns SCTA01-C301, sepcis 1.0 Big 01 mororo 2021 poky.

3asiBHUK, KpaiHa

TOB «ITAPEKCEJI Ykpaina»

CrnoHcop, kpaina

CinoCenrex JItna., Kuraii / SinoCelltech Ltd., China

[lepenik 1ocaiaKyBaHUX
JIKapChKUX 3aCc001B
Jikapcbka opma,
J03yBaHHs1, BUPOOHUK,
KpaiHa

pEeKOMOIHAHTHE MOHOKJIOHAJIbHE aHTUTLIO 10 craiikoBoro Oiunka SARS-CoV-2 (SCTAO1; pexoMmOiHaHTHE
MOHOKJIOHQJIbHE aHTHUTUIO 10 craiikoBoro Oinka SARS-CoOV-2); PozumH s BHYTpIIIHROBEHHUX (B/B)
1HOYy31H; 25 mr/ma (minmirpam/mininitp); Fisher Clinical Services (Beijing) Co., Ltd., Kuraif; SinoCellTech
Ltd., Kuraii

[Tnane6o 10 pekoMOiHAaHTHE MOHOKIIOHAJIbHE aHTUTLIO A0 craiikoBoro Oinka SARS-CoV-2; Po3zuun s
BHYTpilTHbOBEHHUX (B/B) 1HPY31i; Fisher Clinical Services (Beijing) Co., Ltd., Kuraii; SinoCellTech Ltd.,
Kuraii

Bianosinanbawmii (i)
JOCITITHUK (M) Ta MicCIIe
(s1) mpoBeeHHS
BUINIPOOYBaHHS B YKpaiHi

1) nikap Kapnenko O.O.

KomynansHe HekoMepiiiHe nianpueMcTBo «KuiBchbka MichbKa KiliHIuHA JiikapHS Nel» BUKOHaBUOro opraHy
KuiBchkoi Micbkoi pamu (KuiBchbkoi MiIChKOi Jep:kaBHOI aJIMiHICTparlii), TepaneBTUYHE BiaiieHHs No2,
M. KuiB

2) nikap Kosanp T.1.

Komynansne minnpuemctBo «llonraBcbka obnacHa kimiHiuHA iHGekuidHa mikapHs [lonraBcbkoi oOiacHOT
paauy, rocmitaiabHe BiaaineHHs, M. [lontasa

[IpenapaT mopiBHSAHHS,
BUPOOHMK Ta KpaiHa




2 MPOJOBXKEHHS 10/1aTKa 2

CynytHi —/—
MaTtepiaiu/mpenaparu
CyIyTHBOI Tepamii

B.o. renepanbnoro nupexropa Jlupexkropary
dapmaneBTHYHOIrO 3a0€e3MeYeHHs IBan 3A/IBOPHHUX




