Jopartok

«Mepenik cyTTeEBUX NOMNPaBOK A0 MNPOTOKOJIB KNIHIYHMX BUMNPOOYBaHb JfliKapCbKUX 3aco6iB Ans
NniKyBaHHA Ta nNpodiiNakTUKN KOpOHaBipycHOi XxBopo6u (COVID-19) B YKpaiHi, po3rnsiHyTux Ha
3acigaHHi HTP Ne 85/COVID-19 Big 24.12.2021, Ha Aiki 6y/1n OTpMaHi NO3UTUBHI BUCHOBKU €KCNepPTiB»

1. OHOBNEHWIA NPOTOKOJ KJliHiYHOro pgocnigxeHHsa GBP510_003, sepcia 1.2 Big 03 BepecHsa 2021 p.
POKy, aHrnificbKoo MoBo1o; IHhopMauiiHMi NCTOK NauieHTa 3 hopmoto iHchopmoBaHoi 3rogu (C1 Ab)
, Bepcia 1.2.1, Big 15 nuctonaga 2021 p. Ha OCHOBI OCHOBHOI hopmu iHchbopmoBaHoi 3rogu C1_Ab,
pepakuifa 1.2, Big 03 BepecHA 2021 p., YKPaiHCbKOIO Ta aHrNilicbkoo moBamu; IHthopMaLiiiHMi NNCTOK
nauieHTa 3 coopmoto iHchopmoBaHoi 3rogu (C1_CMI) Bepcis 1.2.1, Big 15 nuctonaga 2021 p. Ha OCHOBI
OCHOBHOI hopmu iHhopmoBaHoi 3rogn C1_CMI_peaakuin 1.2, Big 03 BepecHs 2021 p. yKpaiHCbKOIO Ta
aHrniicbkolo MoBamu; dopma iHpOpMOBaHOI 3rogu Ha fAOC/iAKEeHHA GionoriuHoro Mmarepiany
nroacbkoro noxomkeHHs (C1 Ab), Bepcia 1.2.1, Big 15 nuctonaga 2021 p. Ha OCHOBiI OCHOBHOI chopMu
iHhpopmoBaHoi 3roan C1_Ab, pepakuia 1.2, Big 03 BepecHA 2021 p., YKpPaiHCbKOIO Ta aHrAilicbKoo
MoBamu; dopma iH(POpPMOBaHOI 3roau Ha AOCNIMKEHHA O6ioNoriYHOro wmarepiany JIOACLKOro
noxomxeHHs Bepcisa 1.2.1, Big 15 nuctonaga 2021 p. Ha OCHOBI OCHOBHOI hopMu iH(hopMoBaHOT 3roau
C1_CMI, pepakuia 1.2, Big 03 BepecHs 2021 p., yKpalHCbKOIO Ta aHrniiicbkoo moBamu; LLlogeHHUK
nauieHTa, Bepcia 1.1, Big 15 nuctonaga 2021 p, yKpaiHCbKOIO Ta aHIMIiCbKOKD MOBamMu [0 NPOTOKO/Y
KMiHiYHOro BMNpobyBaHHa «da3sa lll, paHAoMi30BaHe, akTMBHO KOHTPOJSIbOBaHe, 3 MacKyBaHHAM LaHUX Bif
crocTepiraya, B napasiefNibHuX rpynax, 6aratoueHTpoBe AO0C/iMKEHHST 4151 OLiHKM iIMYHOreHHOCTI Ta 6e3neku
PEKOMOIHAHTHOT BaKLUHN 3 HaHoYacTnHKamMm 6inka SK SARS-CoV-2, 3 AoaaBaHHAM B KOCTi ag’toBaHTa AS03
(GBP510), y gopocnux y Biuj 18 pokiB i cTapLue», kog gocnimpkeHHs GBP510_003, sepcis 1.1 Big 21 nunHs
2021; cnoHcop - «CK 6iocaeHc Ko., /Ita.» [SK bioscience Co., Ltd.], MiBaeHHa Kopes

3aaBHUK - IcTXOPH KniHikan Cepsicec |1 CllI flimiTes, Kinp

2. MNopoBxeHHA TepMiHY NpuaaTHOCTI AocAimKyBaHOro siikapcbkoro sacooy ADG20, Po3uuH ans
iH’ekuiin, 100 mr / mn 3 mn | pnakoH, napTii 20201102, 20210101, 20210102 a0 18 micauiB; CKpiHWOTH
Platform Science 37, Bepcia 3.3 Big 12 cepnHAa 2021 p. ykpalHCbKOO MOBOW; IHhopmauis woao
3axopfiB 3 HabGopy pgocnigKyBaHuX (matepianin iHpopmauiAiHOrO Ta PEeK/IaMHOro XapakTepy, AKi
BUKOPUCTOBYBaTUMYTbLCA AJ1S 3a/Ty4eHHS AOCiAKyBaHUX A0 KMiHIYHOro BUNpo6yBaHHsA)_ Bepcia 1.1
Big 02 uepBHA 2021 PpOCINCLKOKD MOBOIK [0 MNPOTOKO/Y KAIHIYHOrO BuUNpPo6yBaHHA "dasza 2/3,
paHAomi3oBaHe, MoABiHe cnine, nnauebo KOHTPOSIbOBaHEe AOCNIMKEHHS AN OUiHKM eddeKTUBHOCTI Ta
6e3neyHocTi 3acTocyBaHHA npenapaty ADG20 ana npodiinaktnkn COVID 19", kog gocnimkeHHsa ADG20-
PREV-001, Bepcis 3.0 Big 11 uepBHAa 2021 p.; cnoHcop - «Afaxio TepanbioTike, IHK.» [Adagio Therapeutics,
Inc.], USA

3asaBHuK - TOB «APEHCIA EKCIMIOPATOPI MEAICIH», YkpaiHa

3. Bpouwypa pgocnigHuka gna ®asum lll KniHiuHOro gocnimkeHHA BakuuHU Npotu SARS-CoV-2 (kniTuHm
Vero), iHakTMBOBaHa, (hiHanizoBaHa Bepcis 3.0 Big 20 TpaBHA 2021 poKy, aHIMIACbKOID MOBOK [0
MPOTOKOMY  K/IHIYHOrO  JocnifpkeHHs «MbkHapogHe, paHgoMi3oBaHe, MOABiiHE cnine, nnaueb6o-
KOHTPOJIbOBaHe KJliHiYHe aocnimkeHHs 3 dpasu 415 ouiHkM epekTUBHOCTI, 6e3nekun Ta iMyHOreHHoCTi BakuyuHu
npotn SARS-CoV-2 (BMpoLLeHa 3 BUKOPUCTaAHHAM KiTUH Vero), IHakTuBoBaHoT A/1a npoduinaktukyn COVID-19
y 300pPOBUX JOPOCANX NaUieHTIB y BiLi 18 pokiB i cTaplue», Koa gocnimxkeHHs 2021L001, sepcia gnsa YkpaiHi
1.0, Big 09 xoBTHA 2021, Ha ocHOBI MaiicTep Bepcii npoTokony 2.1 Big 12 nunHsa 2021; cnoHcop - LieHbYxeHb
Kanrtaii bionogpkukan Mpogaktc Ko., /ITa. (Shenzhen Kangtai Biological Products Co., Ltd.), Kutaii

3asaBHUK - Onepa KoHTpakT Picepy OpraHiseiiwH CPJ1, PymyHisi/Opera Contract Research Organization SRL,
Romania

3. BKnoyeHHs fo[aTKoBOro Micus NpoBeAeHHs KNiHIYHOro BUNPoGyBaHHA B YKpaiHi [0 NPOTOKO/Y
KiHiYHOrO BMNpobyBaHHA «BaratoueHTpoBe, paHAOMi30BaHe, NoABiliHe-chine, nnaue60-KOHTPOboBaHe
pocnimpkeHHs 3 dhasu 3 MeToH OLiHKM edheKTUBHOCTI Ta 6e3neyHocTi MK-4482 ans 3anobiraHHs COVID-19
(nabopatopHo niaTBepAxeHo! iHekyii SARS-CoV-2 i3 HasaBHUMN CUMITOMaMN) y IOPOCNX, SKi NPOXUBAKOTb
i3 oco6oto 3 COVID-19», koa gocnigxkeHHs MK-4482-013, 3 iHkopriopoBaHoto nonpaskoto 01 Big 23 cepnHs
2021 poky; cnoHcop - «Mepk Wapn EHAg Joym Kopn.», godipHe nignpnemcteo «Mepk EHA Ko., IHK.», CLUA
(Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

Ne MN.L.B. BignoBiganbHOro gocnigHuKa

n/n HasBa micusa npoBeAeHHs K/NiHIYHOro BUNPOGyBaHHS

reH. gupekrtop Isocimona C.B.

KomMmyHanbHe HeKomepLiiiHe NignpueMcTBO «OeCbKnii 06/1aCHUI LIEHTP colia/ibHO 3HAUYLMX
XBOpP0O» OfecbKOi 06/1aCHOT pagun, amGynaTopHO-NoJiKAiHiYHe BigaineHHsa, M. Ogeca
3asBHUK - TOBApUCTBO 3 0OMEXEHOI0 BiAnoBigasbHICTI0O «MC/[, YKpaiHa»




4. OHoOBEeHWi NPOTOKOJ1 K/iHIYHOrO BunNpoGyBaHHA C4671005, diiHanbHa Bepcia npoTokony,
MonpaBka 3 Big 26 »0oBTHA 2021 pOKy, aHININCbKOO MOBOK; OHOBJ/IEHUIA MPOTOKON KAiHiYHOro
BUNpoGyBaHHA C4671005, chiHanbHa Bepcis npotokosny, Monpaeka 4 Big 20 nuctonaga 2021 poky,
aHrNificbKo MOBOIO [0 NPOTOKO/Y K/iHIYHOTO AocnigpkeHHs «lMoagiliHe cnine iHTepBeHLUiliHe AOCiAXEeHHS
hasn 2/3 y 2 rpynax woao OuiHIBaHHA epeKTUBHOCTI Ta 6e3nekn nepopasibHOro 3acTocyBaHHA npenapary
PF-07321332/putoHasip, NOpPiBHAHO 3 niauebo, Ana NikyBaHHS HEerocnitaiisoBaHnx 4OPOCANX NALEHTIB i3
cumnTomamy COVID-19, ki matoTb NigBULLEHWI PU3UK MPOrPECYBaHHSA TSHXKKOT DOPMY 3aXBOPIOBaHHSA», KOZ
pocnipkeHHs C4671005, dhiHanbHa Bepcisa npoTokosny, Monpaska 2 Big 02 cepnHA 2021 poky; CNoOHCOop -
Mdpaiizep IHk., CLUA

3asaBHUK - Mdcpaiizep IHK., CLUA

5. OHOB/EeHMI NPOTOKONA KiiHIYHOro BUNpoGyBaHHA C4671002, ciHanbHa Bepcis NpPoOTOKoNy,
MonpaBka 4 Big 23 nuctonaga 2021 poKy, aHrNiNCbKO MOBOK A0 NPOTOKOJY KAIHIYHOrO AOCAiAKEHHS
«[lMopgiliHe cnine iHTepBeHLiliHe AocnimpkeHHs da3n 2/3 y 2 rpynax WoA[o0 OuiHoBaHHA e(eKTUBHOCTI Ta
6e3neku nepopasibHOro 3actocyBaHHs npenapaTy PF-07321332/putoHaBip, MopiBHAHO 3 nnauebo, Ans
NiKyBaHHA HerocnitTanizoBaHux AOPOC/ANX nauieHTis i3 cumntomamm COVID-19 3a yMOBW HU3BKOTO PU3UKY
nporpecyBaHHsA TSXKOT (DOPMU 3axXBOPHOBaHHA», KO AocnimpkeHHs C4671002, chiHasibHa Bepcist NpoTOKoANY,
Monpaska 3 Big 03 cepnHa 2021 poky; cnoHcop - MNdpaiizep IHk., CLUA

3anBHuK - Mdoansep IHk., CLUA



