Jopartok

«Mepenik NpoTOKONIB K/iHIYHUX BUMPOOYBaHb JiKaApPCbKUX 3aco6iB Ta CYTTEBUX MONPaBOK A0
NPOTOKOJ/IIB MDKHApPOAHUX OaraToOLEeHTPOBUX KNiHIYHMX BUNPOOGYBaHb JiKapCbKMX 3acob6iB Ans
NikyBaHHA Ta npoddinakTUKN KOpPOHaBipyCHOi xBopo6u (COVID-19) B YKpaiHi, pO3rnsiHyTUX Ha
3acigaHHax HEP Ne 27/COVID-19 Big 17.09.2021, HTP Ne 63/COVID-19 Big 17.09.2021, Ha siKi Gynu
OoTpUMaHi NO3UTUBHI BUCHOBKU eKcnepTiB»

1. «[opggitHe cnine, 6araToueHTpoBe, OaraToperioHasibHe, paHAOMi30BaHe, KOHTPO/IbOBaHE KJliHiYHEe
BMNpPO6YBaHHA ha3n 3 419 ouiHKK edhekTMBHOCTI Ta 6e3nedHocTi npenapaty CKD-314 y rocnitanizoBaHux
[opocnux nauieHTiB i3 giarHosom COVID-19», koa gocnigxeHHsa A108_02CVD2105 , rnobansbHa Bepcis 1.0
Big 03 uepsHAa 2021 p., cnoHcop - Chong Kun Dang Pharmaceutical Corp., Republic of Korea

®a3za - Il

3asaBHUK - TOB «CiHeoc Xenc YkpaiHa»

No M.1.6. BignoBigasibHOro AocnigHvkKa

n/n Ha3Ba Micug NpoBeAeHHSA K/1iHIYHOro BUNPOGYBaHHS

1 | k.M.H., 3aB. Big. Bnaxko B.I.

KomyHasibHe HekomepuiiHe nignpuemcTBo «Micbka KniHidHa nikapHsa Nel3» XapkiBCbKOT MiCbKOi
paau, NysibMOHONOrYHE BiaainieHHa No2, M. XapkiB

2 | nikap AsraiiTic C.C.

KomyHasibHe HekoMepLiiiHe NigNPUEMCTBO «XEepPCOHCbKa MiCbKa KAiHiYHa NikapHs iMeHi AdaHacis i
Onbrv TponiHMX» XepCOHCLKOT MICbKOT paaw, iHdekuiiiHe BigaineHHs Ne 4, M. XepCcoH

3 | 3aB. Bif. Yyxak H.€.

KomMyHanilbHEe HekomepujiiHe nianprMemMcTBo «Micbka KhiHiyHa nikapHa Nel IBaHO-®paHKIBCbKOI
MiCbKOT pagu», TepaneBTUYHe BiAaiIeHHs, M. IBaHO-PpaHKIBCbK

4 reHepasbHUin gupekTop SlaBptokosa C. A.

KomMyHanbHe HekoMepuinHe nignpnemMcTBo «MicbKa K/iHIYHa iHgIeKUiHa nikapHs» OaeCbKoT MiCbKOT
paaw, BigainexHHa Ne 10, m. Ogeca

5 | A.M.H., npod. Mpuwnsk O.4.

KomyHanbHe HekomepuiiHe nignpueMcTBo «lBaHO-®PpaHKiBCbka 06nacHa KfiHiYHa iHdekuinHa
nikapHs |BaHO-PpaHKIBCbKOI 061acHOT paam», BigaineHHs Ne3, M. IBaHO-PpaHKiBCbK

6 | K.Mepf.H, 3aB. BigdineHHAM HkoseHko O. K.

KomyHasbHe nignpuemMcTBo «BonuHcbKa obnacHa kiiHiuHa nikapHa» BonuHcbKoi o6nacHoi pagu,
iHpekuiliHe BiaaineHHs No2 | ceno Tapacose, Jlyubkuii paiioH, BosimHcbka 0671.

2. OHoBeHa Bepcisa npoTokony, Bepcis 2.11 Big 23 cepnHs 2021; OHoBneHa IHhopmaLia Ana nadieHTa
Ta ®dopma iHhopMmoBaHOI 3roau, Bepcia 2.2 Big 23 cepnHA 2021 p. Ha OCHOBI aHITOMOBHOI Bepcii 2.6
Biag 18 cepnHA 2021 (yKpaiHCbLKOKO Ta POCIiCbKOW MOBamu) A0 NPOTOKO/Y KAIHIYHOTO AOCIAKEHHS
«PaHpomizoBaHe, noAgiliHe cnine, nnaueb0-KOHTPO/IbOBAHE KNiHIYHE AO0CNIMKEHHS 2 dda3n 3 METOK OLLIHKM
6e3nekn Ta epekTMBHOCTI MaciTUHIOY, KOMGIHOBAHOrO 3 I30KBEPLETUHOM, Ta ONTMMasIbHOT NiATPUMYHOUOT
Tepanii y rocnitTaniaoBaHnx NaujieHTIB i3 cepefHiMm abo TskkMm cTyneHemM COVID-19», ko A0CHimKEHHS
AB20001, sepcis 2.1 Big 13.12.2020; cnoHcop - AB Science, ®paHuis

3aaBHUK - TOB «CiHepmpxu pynn YkpaiHa»

3. bpowypa pgocnigHuka ana EteceBimady, Bepcia 3.0 Big 18 uepBHs 2021 poky; 3aslyyeHHS1 Ha3BU
pocnipkyBaHoOro nikapcbkoro 3acooy «EteceBima6» gna JS016/ LY3832479 o npOTOKO/Y KAIHIYHOro
BMNpobyBaHHA «PaHgomizoBaHe, NoABiiiHe cnine, nnaueb0-KoOHTPoNbOBaHe KiHiuHe gocnigmxkeHHs 1b/Il dhasm
ONS OUiHKM MonepegHboi ehekTUBHOCTI, 6e3neyHoCTi, (hapMakoKiHETUYHOIO NPOQISIK0 Ta IMYHOr€HHOCTI
npenapaty JS016 (pekoMOGiHAHTHE JIACHKE MOHOK/IOHa/IbHE aHTUTINO anti-SARS-CoV-2) npu iAoro
BHYTPILLIHbOBEHHI iHQY3ii naujieHTaMm 3 KOpOHaBipyCHOK XBopo6ot (COVID-19) nerkoro ta cepefHboro
CTYMNeHs BaXXKOCTi abo naujeHTaMm 3 6e3cMMnTOMHUM nepebirom iHdekuii SARS-CoV-2», Kof, A0CAiAKEHHS
JS016-002-1b/ll, Bepcis 3.0 Big 04 6epe3Hsa 2021 poky; cnoHcop - LaHxaii ListoHbLi baiocaineHces Ko., /114,.,
Kutai / Shanghai Junshi Biosciences Co., Ltd., China

3asBHuK - TOB «MAPEKCEJ1 YkpaiHa»



4. Bpouwypa gocnigHuka ADG20, Bepcisa 5.0 Big 18 uepBHA 2021 poKy, aHIiicbKOl0 MOBOIO; JlucT-
nosicHeHHs Ne 3 Big 06 nunHa 2021 p. ao NMpotokony ADG20-TRMT-001, Bepcis 4.0 Big 06 TpaBHsA 2021
POKY, aHrnificbKoo MOBOIO; 3pPa3oK 300paXKeHHSA Ha €KpaHi e/IeKTPOHHOro NPUCTPOID A/ nauieHTa
(MEDIDATA PATIENT CLOUD App Android 2020 1.0/i0S 2020 1.0) gna YkpaiHu, Bepcia v2.2,
YKpPaiHCLKOI0O MOBOIO; 3pa3oK 300paXeHHA Ha eKpaHi €e/IeKTPOHHOro MPUCTPOI0 A1 nauieHTa
(MEDIDATA PATIENT CLOUD App Android 2020 1.0/i0S 2020 1.0) ana YkpaiHu, Bepcia v2.4,
pociiicbkolo MoBoto; 3pasok Adagio ADG20-TRMT-001 EneKTpoHHUiA woaeHHUK OCHOBHI yizionoriyvHi
nokasHuku, Bepcis 1.0 Big 26 kBiTHA 2021 p., 0OCTAaTOUHA, YKPAIHCLKOIO MOBOI0;3pa3ok EnekrpoHHoro
LWOAEHHUKA peecTpauil OCHOBHUX MNOKA3HUKIB XUTTELIANBHOCTI B pamKax gocnimkeHHsa ADG20-
TRMT-001 komnaHii «Agaxio», Bepcia 1.0 Big 26 kBiTHA 2021 poKy, OCTaTO4YHa, POCIAICLKOIO MOBOIO;
3pas3ok Adagio ADG20-TRMT-001 EnekTpoHHuii woaeHHUK Peakuisa B Micui iH’ekuii, Bepcia 1.0 Big 12
KBiTHA 2021 p., ocTaToO4yHa, YKPaiHCbKOK MOBOI; 3pa3oK ENeKTPOHHOro woAeHHUKa peectpauil
peakuii B micui BBefeHHs npenapaTy B pamkax gocnigpkeHHs ADG20-TRMT-001 komnaHii «Agaxio»,
Bepcia 1.0 Big 12 kBiTHA 2021 p., ocTaTtouHa, pociiicbKolo MoBoto; 3pa3ok Adagio ADG20-TRMT-001
EnekTpoHHuii wopeHHuK LWoaeHHMK cumntomie COVID-19, Bepcia 1.0 Big 12 kBiTHA 2021 p.,
OCTaToO4yHa, YKpPaiHCbKOK MOBOK; 3pa3ok ENeKTPOHHOro uwoAeHHUKa CUMNTOMIB KOPOHaBipyCHOI
xBopo6u COVID-19 B pamkax gocnigpxeHHa ADG20-TRMT-001, Bepcis 1.0 Big 12 KBiTHA, OCTaTOYHa,
pOCiicCbKOIO MOBOIO [0 MPOTOKOJY K/IHIYHOrO JocnigpkeHHs PaHgomizoBaHe, MoagiiHe-Chine, Mnaye6o-
KoHTponboBaHe JocnigxeHHa ®a3 2/3 ana OuiHoBaHHA EdekTnBHOCTI Ta BesneuHocTi MNMpenapaty ADG20 B
NikyBaHHi Am6ynaTopHux MauieHTiB 3 Covid-19 Jlerkoro a6o MomipHoro CtyneHs TshkkocTi (STAMP), kog
pocnipkeHHss ADG20-TRMT-001, Bepcis 4.0 Big 06 TpaBHs1 2021 poKy; cnoHcop - Agaxio TepanbhTike, IHK.
(Adagio Therapeutics, Inc.), CnonyueHi LUtatn AMepurku

3asaBHUK - ToBapncTBO 3 O6MEXeHO BignosiganbHICTIO «KOHTpakTHO-ocnigHnubka OpraHisauis IHHothapm-
YKkpaiHa»

5. OHOB/IEHNIA NPOTOKON K/liHiYHOrO BUNpo6yBaHHA MK-4482-013 3 iHkopnopoBaHoto nonpaskoto 01
BiA 23 cepnHA 2021 poKy, aHrNilicbKoo MOBOLO; YKpaiHa, MK-4482-013, IHchopmaLia Ta JOKYMEHT Npo
iHhopMoOBaHy 3roay A/sl HOCcis 3axBoploBaHHs, Bepcia 1.00 Big 01 BepecHs 2021 p., yKpalHCbLKOIO Ta
pociiicbkoto moBamu; YkpaiHa, MK-4482-013, IHchopmaLis Ta AOKYMEHT Npo iHpopmoBaHy 3rogy Ans
oco6u, fika NPoXXMBae i3 HOCiEM 3axBOpIOBaHHS, Bepcis 1.00 Big 01 BepecHA 2021 p., yKpaiHCLKOIO Ta
pociiicbkolo MoBamu; Kaptka npusHadyeHHAa (MK4482-013_Appointment Card_V1_25JUN2021),
YKpPAiHCbKOIO Ta pociiicbkolo moBamu; MK4482-013 OCHOBHi KpuTepii BK/IIOUEHHS1 i BUK/IOYEHHSA
(MK4482-013_Mini IE Card_V1_25JUN2021), yKpaiHCbKOI Ta pOCiiiCbKOl0 MoBamu; JIMCT nauieHTy
WwoAo ydacti B KhiHiuHOMy pgocnimkeHHi (MK4482-013_Now Enrolling Letter_V1_25JUN2021),
YKpaiHCbKOK Ta pocilicbkolo mMoBamu; Bpowypa wopo HaGopy nauieHTiB (MK4482-013_Patient
Recruitment Brochure_V1_25JUN2021), ykpaiHCbKOIO Ta pociiicbkolo moBamu; dnaep wono Haéopy
nauieHTiB (MK4482-013_Patient Recruitment Flyer V1_25JUN2021), yKpaiHCbKOIO Ta pPOCiliCbKOLO
moBamu; MocTtep wono Ha6opy nauieHTiB (MK4482-013_Patient Recruitment Poster_V1_25JUN2021),
YKpPaiHCbKOIO Ta poCiiicbkolo mMoBaMu; JINCT-3BepPHEHHS BiANOBiAa/ILHOIO AOCNigHUKA A0 Koner 3
MeTOI0 3as1lyyeHHs nauieHTiB (MK4482-013_Physician Referral Letter_V1_13JUL2021), ykpaiHCbKOIO Ta
pociiicbkolo MoBamu; [OBigHUK i3 BIi3UTIB [NA y4yacHUKIB KiiHiuHOro pgocnigpxeHHa (MKA4482-
013_Study Visit Calendar_V1_25JUN2021), ykpaiHCbKOIO Ta pOCilicbkolo MoBamu; JIucT-nogakn gns
y4YyacHUKIB KniHiyHoro aocnimkeHHs (MK4482-013_Thank You Card_V1_25JUN2021), ykpaiHCbKOIO Ta
pocilicbkolo moBamu; IH(hopMaLiiiHMIA NINCTOK WO A0 yyacTi y K/iHiYHOMY gocnigxeHHi MOVe-AHEAD,
Bepcia 1.0, gata Bepcii: 13 nunHA 2021, yKpaiHCbKOIO Ta POCINCbLKOK MOBaMM 10 MPOTOKO/Y KAiHIYHOro
BMNpO6YyBaHHSA «bararoueHTpoBe, paHaoMi3oBaHe, NoABiliHe-crine, nnauebo-KOHTPosIboBaHe AOCNIMKEHHS 3
hasn 3 MeToK OLiHKM edpeKTUBHOCTI Ta 6e3nedHocTi MK-4482 ansa 3anobiraHHsa COVID-19 (nabopaTtopHo
nigTeepmpKeHol iHdekuii SARS-CoV-2 i3 HassBHUMW CUMNTOMaMK) Y AOPOC/UX, K MPOXMBatOThb i3 006010 3
COVID-19», koa gocnimxkeHHs MK-4482-013, sepcis 00 Big 14 yepsHA 2021 poky; cnoHcop - «Mepk LWapn EHa
Joywm Kopn.», godipHe nignpuemctso «Mepk EHg Ko., IHk.», CLUA (Merck Sharp & Dohme Corp., a subsidiary of
Merck & Co., Inc., USA)

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



