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 Ne1/COVID-19 Big 06.01.2021, Ha siKi 6y/iM OoTpMMaHi NO3UTUBHI
BMCHOBKMW €KCNepTiB»

1. OHOBNEHUIA NPOTOKOJ1 KJliHiYHOro Bunpo6yBaHHA CT-P59 3.2, Bepcis 4.0, Big 14 rpypHa 2020 poky,
aHrniiicokoto moBoto; IHchopmauia gna naudieHta i Popma iHopmoBaHOI 3rogM Ha ydyacTb Yy
OCHOBHOMY AocnigkeHHi, ana YKpaiHu, sepcia 2.0 Big 15 rpyaHs 2020 poKy Ha OCHOBI MancTep-Bepcil
IHchbopmauii gna naugieHta i ®I3, Bepcia 4.0 Big 14 rpygHA 2020 poKy, aHIIACbLKOK Ta YKPAIiHCHKOO
moBamu; floaatok Ao IHchopmauii gna nagieHta i @opmu iHhOpMOBaHOI 3rogn Ha y4yacTb Y OCHOBHOMY
BocnifmKeHHi, ana YKkpaiHu, Bepcifa 2.0 Big 15 rpyaHa 2020 poky Ha OCHOBI MailicTep-Bepcii IHhopmauii
Ana nauieHTa i ®I3, Bepcia 4.0 Big 14 rpygHa 2020 poKy, aHFifiICbKOIKD Ta YKpaiHCbKOKO MOBaMu;
Bpowypa gocnigHuka CT-P59, Bepcis 3.0.A, Big 20 nuctonaga 2020 poky, aHriicbKOlo MOBOI0; [locbe
[ocnipKyBaHOro JlikapCcbKoro 3acooy Ha npenapart CT-P59 ta nnaue60, KOHUEHTpaT ANA PO3UUHY ANs
iHdpysiit, Bepcisa 3.0, Big 20 nuctonaga 2020 poky (gaTa AOKYMEHTY 3rafyeTbCA /iille B €/1IeKTPOHHIN
Ha3Bi [OKYMEHTY), aHIMINCbLKOID MOBOIK [0 TNPOTOKO/Y KAiHIYHOTO JdochipkeHHs «®asza  2/3,
paHAoMi30BaHe, y napasnenbHux rpynax, niauebo-KoHTpo/iboBaHe, NoABiiHE Crline [OCTIMKEHHS AN OLiHKA
edhekTBHOCTI | 6e3nedHocTi npenapaty CT-P59 y kombiHauii 3i cTaHAAPTHUM JliKyBaHHAM y amMbynaTtopHMX
NauieHTIB 3 TSHKKUM TOCTPUM PecnipaToOpHUM CUHAPOMOM Y 3B'SI3Ky 3 KOpPOHaBipycHow (SARS-CoV-2)
iHdhekuieto», ko, gocnimpkeHHs CT-P59 3.2, sepcis 3.1 Big 19 xoBTHA 2020 poky; cnoHcop - CEMITTPIOH,
IHK./CELLTRION, Inc., Republic of Korea (South Korea)

3asBHuK - TOB «<APEHCIA EKCIT/JTIOPATOPI MEAICIH», YkpaiHa

2. OHoBNEeHUii NPOTOKON KNiHiYHOro Bunpo6ysaHHA CT-P59 3.2, Bepcin 4.1, Big 16 rpyaHa 2020 poky,
aHrNificbKo MOBOIO [0 NPOTOKO/Y KAIHIYHOrO gochimkeHHs «dasa 2/3, paHAoMi3oBaHe, Yy napanesibHuX
rpynax, nnauebo-KOHTposiboBaHe, NoAgiiHe c/ine JOCAIMKEHHS AN OUIHKM e(eKTUBHOCTI i 6e3neYHOCTi
npenapaty CT-P59 y komb6iHauji 3i cTaHOAPTHUM NiKyBaHHAM Y aMOynaTopHUX NauiEHTIB 3 TSXKUM rOCTpUM
pecnipaTopHUM CUHAPOMOM Y 3B'AA3KY 3 KOpOHaBipycHow (SARS-CoV-2) iHdekuieto», ko aocnigxeHHa CT-
P59 3.2, Bepcia 3.1 Big 19 xoBTHA 2020 poky; cnoHcop - CEJINTPIOH, IHk./CELLTRION, Inc., Republic of
Korea (South Korea)

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

3. OHOB/IEHUI NPOTOKOJ K/iHIYHOrO BUNpo6yBaHHA MK-4482-001 3 iHkopnopoBaHoto nonpaskoto 01
Bifg 17 rpygHa 2020 poky, aHrNilicbkoo MOBO; OHOBJIEHHS Ha3BU AOC/iAKYBAHOIO NiKapcbKoro
3acoby: MK-4482-001 (EIDD-2801) monHynipaBip; Bpowypa pocnigHuka MK-4482 (EIDD-2801),
BMAaHHA 4 Big 15 rpyaHAa 2020 poKy, aHrnificbkolo MOBOO; YKpaiHa, MK-4482-001, IHdopmauia Ta
[OKYMEHT npo iHpopmoBaHy 3rogy Ans nauieHta, sepcia 1.00 Big 23 rpyaHAa 2020 p. yKpaiHCbKOIO Ta
pociiicbkolo moBamu; YkpaiHa, MK-4482-001, IHdhopMauisa Ta JOKYMEHT Npo iHpopMoOBaHy 3rogy Ha
HeOoGOB’A3KOBUII hapmakOKiHETUUHMI aHani3, Bepcia 1.00 Big 23 rpyaHsa 2020p. ykpaiHCbKOKO Ta
pociiicbkolo moBamu; Cekuia 2.3.P.8 «CtaGinbHicTb» [locbe AOCNIAKYBAHOIO JliKapCbKOro 3acooy
MK-4482, Bepciss 05NXRC (05NQVG) Big 16 rpyaHa 2020p., aHrniicbKoo MOBOLO; MoA0BXEHHSA TEPMiHY
NpuAATHOCTI AOCNiQKYBAHOIO JliKapcbKoro 3acoby MK-4482, kancynu pnsa nepopasibHOro
3actocyBaHHa 200 mr a6o Mnaue6o 3 6 Ao 12 wmicauiB; Cekuia 2.6.2 (dPapmakonoris), Po3gin
«[OKNiHIYHI hapmaKonoriyHi Ta TOKCUMKOMOriUHi gaHi» [locbe AOCNigKYBaHOIO J1iKapCbKOro 3acooty
MK-4482, Bepcia 05NRA4T Big 14 rpyaHa 2020p., aHrniicbkoio MoBoOt; Cekuif 2.6.6 (Tokcukonoris)
Posain «[okniHi4yHi chapmakonoriyHi Ta TOKCUKONOTiYHi AaHi» Jocbe AOCNIMKYBaHOro NiKapcbKoro
3acoby MK-4482, Bepcis 05N83S Big 14 rpyaHs 2020p., aHrnificbKoo MOBO; BK/loueHHs [oaaTKoBUX
Miclb NpoBefEeHHA K/iHIYHOrO BUMNPOOYBaHHA B YKpaiHi [0 MNPOTOKO/Y KAiHIYHOINO [OCHiAKEHHSA
PaHgomizoBaHe, nauebo-KOHTPO/IbOBaHe, NOABiViHE chine KAiHiYHE AOCNiMKEHHS ha3n 2/3 Anst OuiHKK
edheKkTMBHOCTI, 06e3neyHocTi Ta hapMakokiHeTVku npenapaty MK-4482 y popocnvx rocnitasizoBaHux
nauieHTis 3 COVID-19, kop pocnimkeHHs MK-4482-001, sepcis 00 Big 14 BepecHs 2020 p; cnoHcop - «Mepk
LWapn EHg Joym Kopn.», fgovipHe nignpuemctso «Mepk EHA Ko., IHk.», CLUA (Merck Sharp & Dohme Corp., a
subsidiary of Merck & Co., Inc., USA)

3asBHUK - TOBApUCTBO 3 0OMEXEHOI0 BiAnoBigasbHICTI0O «MC/[, YKpaiHa»

Ne MN.L.B. BignoBiganbHOro gocnigHuka
n/n Has3Ba micusa npoBefeHHs KNiHIYHOro BUNPoGyBaHHA
K.M.H. BuluHuBeubKuii L.1.




KomyHanbHe nignpueMctBo «/likapHA Nel» XKUTOMUMPCBLKOT MiCbKOT pagu, BigaineHHa Tepanii,
M. XKXutomup

A.M.H. KoBasib T.I.
KomyHanbHe nianpueMcTBo «MontaBcbka o61acHa KiiHiuHa iHdekuiliHa nikapHA MonTaBcbKOT
061acHOI pagu», rocnitaJibHe BigaineHHAa, M. MNontaBa




