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 Nec02/COVID-19 Big 13.01.2021, Ha fiKi 6y/iM OTpUMaHi NO3UTUBHI
BMCHOBKMW €KCNepTiB»

1. OHOB/IEHUI NPOTOKOJ1 KNiHiYHOro BUuNnpo6yBaHHA MK-4482-002 3 iHkopnopoBaHoto nonpaskoto 01
Big 17 rpygHAa 2020 poKy, aHraiicbkoo MoBol; Bpowypa focnigHuka MK-4482 (EIDD-2801,
Molnupiravir), BugaHHa 4 Big 15 rpyaHsa 2020 poKy, aHrniicbKo MOBOK; 3MiHa Ha3BU ANA
[OCnigpKyBaHOro Jlikapcbkoro 3aco6y: oyno MK-4482 (EIDD-2801), ctano MK-4482 (EIDD-2801,
Molnupiravir (MonbHynipasBip)); YkpaiHa, MK-4482-002, Bepcia 1.00 Big 22 rpygHa 2020 p.,
YKpaiHCbKOI0 MOBOHO, IH(hopMauis Ta AOKYMeHT npo iHhopMoBaHy 3rofy ANA nauieHTa; YKpaiHa,
MK-4482-002, Bepcis 1.00 Big 22 rpyaHa 2020 p., pociiicbKolo MOBOIO, IHpopMmaLifi Ta AOKYMEHT Npo
iHbopmoBaHy 3rogy Ana nauieHta; Cekuia 2.6.2. «®Papmakonorisi», Po3gin «JOoKNiHiuHi
thapmakosioriyHi Ta TOKCUKONOriUHI AaHi» JOocCbe AOCNiAKYBaHOro fikapcbkoro 3acody MK-4482,
Bepciss 05NRA4T Big 14 rpyaHa 2020 poky, aHrnilicbkoro MoBoto; Cekuis 2.6.6. «Tokcukonoria», Posgin
«[JOK/MiHIYHI (papmMaKoNoriyHi Ta TOKCUKOMOriUHi gaHi» [locbe AOCNILKYBAHOIO J1iKApCbKOro 3acooy
MK-4482, Bepcisat 05N83S Bipg, 14 rpyaHsa 2020 poky, aHINilicbKo MoBO; Po3gin «2.3.P.8 STABILITY»
Aocbe pocnipkyBaHoro nikapcbkoro 3aco6y MK-4482, Bepcia 05NXRC Big 16 rpyaHs 2020 poky,
aHrniicokoto MoBoto; Po3gin «P.8 STABILITY» [locbe gocnigkyBaHOro nikapcbkoro 3aco6y MNnaye6o
Ao MK-4482, Bepcis 05NXRC Big 16 rpyaHsa 2020 poKy, aHrnilicbkolo MOBOLO; Mo0BXEeHHA TepPMiHy
NnpuUAATHOCTI AOCNiAKYyBaHOro slikapcbkoro 3acody MK-4482 ta BignoBigHoro nnaue6o go 12 micsauis
[0 NPOTOKONY KMiHIYHOro AochimpKeHHs «PaHaomizoBaHe, nialeb0-KOHTPoNboBaHe, NOABIHE cnine KNiHivHe
pocnimpkeHHa dasu 2/3 ans ouiHkM edpekTMBHOCTI, 6e3MneYHOCTi Ta hapmakokiHeTukn npenapaTy MK-4482 y
Jopocnux HerocniTanizoBaHux nauieHTisB 3 COVID-19», kog pocnigpxkeHHa MK-4482-002, sepcia 00 Big 14
BepecHs 2020 poky; cnoHcop - «Mepk Wapn EHg Joym Kopn.», AodipHe nignpuemcTteo «Mepk EHA, Ko., [HK.»,
CWA (Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

3asaBHUK - TOBApPUCTBO 3 0OMEXEHOI0 BiANoBiAasbHICTI0O «MC/], YKkpaiHa»



