JopaTok 2

«Mepenik cyTTeBMX MOMNpPaBOK A0 TMPOTOKO/IB MIDKHAPOAHUX OGaraTOLEeHTPOBUX KAiHIYHUX
BUNPOGYBaHb NiKapCbKUX 3aco6iB ANA NiKyBaHHA KOpPOHaBipycHoi xBopo6u (COVID-19) B YkKpaiHi,
po3rnsiHyTMXx Ha 3acigaHHi HTP Ne 60/COVID-19 Big 06.09.2021, Ha siKi 6y/iM OTpUMaHi NO3UTUBHI
BMCHOBKMW €KCNepTiB»

1. Po3gin «Drug Substance» (3 nigposginamu: «S.1 GENERAL INFORMATION», «S.2 MANUFACTURE»,
«S.3 CHARACTERIZATION», «S.4 CONTROL OF DRUG SUBSTANCE», «S.5 REFERENCE STANDARDS
OR MATERIALS», «S.6 CONTAINER CLOSURE SYSTEM», «S.7 STABILITY») [locbe aocnigxyBaHoOro
nikapcbkoro 3acody MK-4482, Bepcia 06FGXS Big 28 nunHa 2021 poKy, aHriiCbKOKO MOBOIO [0
NPOTOKONY KAIHIYHOro AoChigXeHHa «PaHaomisoBaHe, nnauebo-KoHTPOsIboBaHe, MOABIHE chine KAiHiYHe
pocnimpkeHHa dasu 2/3 ans ouiHkM edpekTMBHOCTI, 6e3MneYHOCTi Ta hapmakokiHeTukn npenapaTty MK-4482 y
Jopocnvx HerocnitTanizoBaHWx nauieHTis 3 COVID-19», kog pgocnigxeHHs MK-4482-002, 3 iHKOPNopoBaHoto
nonpaskoto 03 Big 22 yepBHA 2021 poky; cnoHcop - «Mepk LWapn EHA Joym Kopr.», fAo4YipHE NigNpUeMCTBO
«Mepk EHZ Ko., IHk.», CLUA (Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

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

2. OHoBneHunii MpoTokon KniHiuHoro pgocnigkeHHa AZ-NICL-COV-1, Bepcisa 3.0 Big 30 nunHa 2021 p.,
aHrniicbKko MOBOLO; 3MiHa agpecu crnoHcopa KiiHiuHOro BunpooyBaHHA «A3yp Ap. Ikc. Biocapma,
IHK.» (AzurRx BioPharma, Inc.), CLUA; IHhopmauisa gna nauieHta Ta ¢popma iHhopmoBaHoOI 3roaum,
pocnipkeHHa AZ-NICL-COV-1, ana YKpaiHu, aHrniiicbKkoto moBoto, Bepcis 7.0 Big 09 cepnHa 2021 p.;
IHhopmauia ana naugieHta Ta cdopma iHpopmoBaHoi 3rogu, pgocnigpkeHHA AZ-NICL-COV-1, ansa
YKpaiHu, yKpaiHCbKOI MOBOIO, Bepcisa 7.0 Big 09 cepnHa 2021 p.; IHchopmauis ana naugieHta ta hopma
iHbopmoBaHoi 3roau, gocnimkeHHAa AZ-NICL-COV-1, ansa YKpaiHu, pociiicbkolo MOBOIo, Bepcif 7.0 Big
09 cepnHsa 2021 p.; 3pa3ok KapTKM nNauieHTa AnAa YkpaiHu, Bepcia 2.0.0 Big 10 cepnua 2021 p.,
aHrnificbKkoro MOBOIO; 3pa3oK KapTKM nauieHTa Anasa YkpaiHu, Bepcisa 2.0.0 Big 10 cepnHa 2021 p.,
YKpaiHCbKOI0 MOBOIO; 3pa30K KapTKu nauieHTa AnAa YkpaiHu, Bepcis 2.0.0 Big 10 cepnHsa 2021 p.,
pOCiicbKOl0 MOBOIO; 3pa3oK IHCTPYKLUii 3i 36MpaHHA 3paska Kasly A/1s aHanisy Ha peKanbHui
Ka/IbNPOTEKTUH BiAg 22 nunHa 2021 p., aHriACbKOIO MOBOIO; 3pa3oK IHCTPYKLii 3i 30MpaHHsA 3paska
KaJly A1 aHai3y Ha (peKaNbHUI KabNPOTEKTUH Bif 22 nunHsa 2021 p., yKpaiHCbKOK MOBOIO; 3pa3ok
iHCTPYKUIT 3i 36MpaHHA 3pa3Ka Kasly A1 aHanisy Ha (heKasibHUi KasibNPOTEKTUH Big 22 nunHa 2021 p.,
pOCilicbKkol0 MOBOLO; JIUCT 3 iHCTPYKLUiAMKU (JINCT — HaGip ANns 30MpaHHA 3paskiB Kasy) Bif, 22 NUNHsA
2021 p., aHrniiicbKko MOBOIO; JIUCT 3 iIHCTPYKLUiAMKU (JTuCT — Habip anA 30MpaHHA 3pas3kKiB Kany) Big, 22
nmnHA 2021 p., YKpaiHCbKOK MOBORO; JIUCT 3 iIHCTPYKUissmuy (JTucT — HaGip ansa 30MpaHHA 3paskKiB Kany)
Bif, 22 nunHA 2021 p., pPOCIlicbKOO MOBOK [0 NPOTOKO/Y KAIHIYHOrO A0CAigpKeHHs «PaHAoMi3oBaHe
noagiiHe cnine nnaueb0-kOHTPO/IbOBaHe AocC/iAxeHHA dasn |l 3 2 yacTuH i 2 rpyn Oas BU3HAYEHHS
6e3neyHOoCTi 1 edPeKTUBHOCTI Hiknosamigy y nauieHTiB i3 COVID-19 i W1yHKOBO-KULLIKOBOI iHGDEKLIED», KO
pocnipkeHHa AZ-NICL-COV-1, Bepcia 1.4 Big 28 kBiTHA 2021 poky; cnoHcop - «A3yp Ap. Ikc. Biodhapma, IHK.»
(AzurRx BioPharma, Inc.), CLUA

3asaBHUK - ToBapncTeo 3 O6MexeHoto BignosiganbHicTio «kKoOHTpakTHO-JocnigHuuska OpraHisauis IHHodhapM-
YkpaiHa»
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