Hopatok 1
Jlo Haka3y MiHicTepcTBa OXOPOHHM 30pPOB’S
Ykpainu «I1po nipoBefieHHs K/IiHIYHOTO
BUTIPOOYBaHHS JTiKapCbKOT0 3aco0y Ta
3aTBep/yKeHHs CyTTEBOI MOINPaBKU /10
TIPOTOKOJTY K/IiHIUHOTO BUITPOOYBaHHSI
NiKapChKOTO 3aco0y, MpU3HAueHoro /1Jist
3[iiICHEHHS 3aXO0ZiB, CIIPSIMOBAHUX Ha
3aro0iraHHsi BAHUKHEHHIO Ta TOLITHUPEeHH}O,
JIOKaJTi3aLito Ta JIKBiJaLiro
KopoHaBipycHoi xBopo6u (COVID-19)»
24.05.2021 Ne 1011

Ha3sBa kniniuHoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

«ApanTuBHe, paHJ0Mi30BaHe, Mo/BitiHe-cJiTe, (a3u 2/3, rarebo-KOHTPOILOBaHe AOCTiIKeHHST BUBUEHHS
3acTocyBaHHSI MOHOK/IOHanbHOTO aHtuTina SCTAO1 mporu Bipycy SARS-CoV-2 y ambynatopHHUX
nawji€eHTiB rpynd BUCOKOro pusuky 3 COVID-19 (mocnimxenns MAOP3)», kop gocnimkennss SCTAO1-
A301, Bepcis 2.0 Big 01 6epe3nss 2021 poky

3asgBHUK, KpaiHa

TOB «I[TAPEKCEJI YkpaiHa»

CrioHCOp, KpaiHa

CinoCenrek JITa., Kurati / SinoCelltech Ltd., China

[Tepetik goC/iIyKyBaHUX
nKapChbKUX 3acobiB
Jlikapcbka dopMma,
ZI03yBaHHSI, BUPOOHUK,
KpaiHa

pekoMbiHaHTHE MOHOK/JOHa/bHE aHTUTLIO [0 crhaMkoBoro 6inky SARS-CoV-2; Po3uuH s
BHYTpilIHbOBeHHUX (B/B) iHQYy3iil; 25 mr/mna (minirpam/mininitp); Fisher Clinical Services (Beijing) Co.,
Ltd., Kuraii; SinoCellTech Ltd., Kuraii;

[Tnare6o 10 pekombiHaHTHe MOHOKJIOHA/bHE aHTHUTLIO /0 criaiikoBoro 0inky SARS-CoV-2, Po3uun gjis
BHyTpiliHboBeHHUX (B/B) iH(y3ii; Fisher Clinical Services (Beijing) Co., Ltd., Kutaii; SinoCellTech Ltd.,
Kuraii




2 MPOJOBXKeHHA JojaTtka 1

Bignosigansuuii (i) 1) nikap Kapnenko O.O.
JIOCJTiTHYK (1) Ta Miclie KomyHanbHe HekoMepLiikiHe mianpueMcTBo «KuiBcbka Michbka KiliHiuHa jikapHs Nel» BUKOHAaBYOTrO OpraHy
(s1) mpoBejeHHS KuiBcekoi Micbkoi pagu (KuiBcbKOi MiCbKOI [iepskaBHOI ajMmiHicTpallii), TeparneBTUYHe BiffineHHs Ne2,

BUTIpOOyBaHHS B YKpaiHi | M. KuiB

2) nikap binotkau O.Y.

MenuyHuii 1IEHTP TOBApUCTBa 3 00OMe)KeHOIO BizmnoBizanbHicTIO «EmenbBeiic Megikce», JiKyBalbHO-
nipodilaKTUYHUM MTipo3ain, M. Kuis

3) A.M.H., npo@d. Amieynosa T.B.

KomyHansHe HekoMepliliHe miAnprueMcTBO «Micbka KiliHiuHa jikapHs Ne 13» XapKiBCbKOi MiCbKOi paju,
TOpaKaJbHO-XiIPYpriuHe BiffijieHHs, M. XapKiB

IIpenapatu NOpiBHAHHS, —
BUPOOHUK Ta KpaiHa

CymnyTHi —
Marepianu/npernapaTy
CYyNyTHBOI Tepartii

I'eHepanbHMi AUpeKTOp /lupeKkTopaTy
(apmaneBTHYHOTO 3a0e3meUeHHs Onekcanap KOMAPIJJA




Hopatok 2

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo rnposezieHHs K/IIHIYHOTO
BUTIPOOYBaHHS J1iKapChbKOTO 3aco0y Ta
3aTBep/ KeHHs CYTTEBOI MOMPABKU [0
TIPOTOKOJTy KJ/IiHIYHOTO BUITPOOYBaHHS
JiKapChKOTOo 3aco0y, MPU3HAYEHOTO /st
3/1iliCHeHHsI 3aX0/1iB, CIIPSIMOBAHUX Ha
3aro0biraHHsl BHHUKHEHHIO Ta MOLIUPEHHIO,
JIOKaJti3allito Ta JiKBiJjaliifto KOpOHaBipyCHOL
xBopobu (COVID-19)»

24.05.2021 Ne 1011

Inentudikatiis cyrreBoi
TIOTIPaBKU

BK/TIOUeHHsT ZI0JJaTKOBOT'O MiClisl TTIPOBe/IeHHS K/IIHIYHOTO BUTTPOOYBAHHS

Ne [1.I.b. BignoBizasbHOrO AOC/IIIHUKA
n/n Has3Ba micuis mpoBeieHHS K/TiHIYHOTO BUTIPOOYBaHHS
1 | a.m.H., npoc. Mopos JI.B.

KoMyHanbHe HeKoMepLiiiiHe MiANpUeEMCTBO «BiHHHMIIbKA MicbKa KiiHiuHa JjikapHs Nelw,
indekuiiiHe BiggineHHs, BiHHMLIbKUI HalliOHaTBHUM MeJWYHUM yHiBepcUTeT iMeHi
M.I. TTuporosa, kadeapa iHbeKI[iHHIX XBOPOO 3 KypCcoM erifieMiosiorii, M. BiHHUILIS

Howmep ta faTa Hakasy
MO3 mono
3aTBepyKeHHs K/IIHIUHOT0
BUTIPOOYBAHHS

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«AjanTuBHe, paHJOMi30BaHe, Mo/BiliHe-cJiTe, (a3u 2/3, rarebo-KOHTPOILOBaHe AOCTiIyKeHHS] BUBUEHHS
3acTocyBaHHsI MOHOK/OHanbHOTO aHtutina SCTAO1 mporu Bipycy SARS-CoV-2 y amOynatopHHUX
nawui€eHTiB rpyny Bucokoro pusuky 3 COVID-19 (gocnimxennss MAOP3)», SCTA01-A301, Bepcis 2.0 Bif,
01 6epe3nst 2021 poky

3asgBHUK, KpaiHa

TOB «ITAPEKCEJI YkpaiHa»




2 MPOJOBXKEeHHA J0oJaTKa 2

CnoHcop, KpaiHa CinoCenrek JITa., Kuraii / SinoCelltech Ltd., China

CynyTHi —
Marepianu/mpenapaTu
CYTyTHBOI Tepamnii

I'enepanbHuil AUpeKTOp /lUpeKkTopaTry
(apmaneBTHUYHOTO 3a0e3neueHHs Onekcanap KOMAPIJA




Hopatok 3

[lo HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’ s
Ykpainu «IIpo npoBefeHHs KIiHIUHOTO
BUTPOOYBaHHS JTiKapCbKOTO 3aco0y Ta
3aTBep/I’)KeHHS CYyTTEBO] ITONIPAaBKU /10
TIPOTOKOJTY K/TiHIUHOTO BUITPOOYBaHHS
NiKapchbKOro 3aco0y, MpU3HaYeHoro A/st
3[|iiCHEHHS 3aXO0/iB, CIIPSIMOBaHUX Ha
3anobiraHHsl BAHMKHEHHIO Ta TIOIIMPEHHIO,
JIOKasi3allito Ta JIKBi/jallit0 KOPOHaBipyCHOI
xBopobu (COVID-19)»

24.05.2021 Ne 1011

Inentudikariis cyrreBoi
TIOTIPaBKU

OnHoBneHni TIPOTOKOJ KiiHiUHOro AochigkeHHss D8851C00001, Bepcis 6.0 Big 21 kBitHA 2021 poky;
AZ TACKLE Ilopennuk asd nayieHTiB, Mooaiie 60 pokiB, YKpaiHCbKOO MOBOO, Bepcid 1.6.0 Bizg 20
kBiTHAA 2021 poky; AZ TACKLE loneHHuK /1 natjieHTiB, 60 poKiB Ta cTaplie, yKpaiHCbKOK MOBOIO,
Bepcid 1.6.0 Big 20 kBiTHA 2021 poky; AZ TACKLE TpeHiHroBi Martepianu zJis NaLji€HTIiB, YKPaiHCbKOIO
MoBO1O, Bepcig 1.6.0 Big 20 kBitTHa 2021 poky;

3alyyeHHd [J0JATKOBOIO MiCLl MPOBe/eHHs

BUTIPOOYBaHHSI.
No I1.I.b. BiAmOBia/ILHOTO AOC/IIJHHUKA
/1 HasBa Mmiclist ipoBe/ieHHsT K/TiHIYHOTO BUTMPOOYBaHHS

1 | nikap Kobpuncbka O 4.

KomyHaneHe HekoMmepLiliHe mianpueMcTBO «LleHTpanbHa MiCbKa K/liHiUHa JliKapHsa IBaHO-
@PpaHKiBCbKOI MiCbKOI pajin», TeparieBTUuHe BiagisieHHs: Nol, M. IBaHO-PpaHKiIBCbK

Howmep ta faTa Hakasy
MO3 1100 3aTBep/KeHHS
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 907 Big 12.05.2021




2 TPOJIOBXKEHHA J0JaTKa 3

Ha3sBa kniniuHoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

«PanziomizoBaHe, ToABiliHe ciime, M1alle00-KOHTPO/IbOBaHe, OaraTolleHTpoBe mgociimkeHHs da3u 111 3
MeTOl0 BH3HaueHHs Oe3neku Ta edektuBHOCTi AZD7442 pnsi nikyBanHs COVID-19 y popociux
TAaLli€HTIB, 1[0 He MOTPeOyIOTh rocmiTaizarii» , D8851C00001, Bepcis 5.0 Big 31 6epesns 2021

3asiBHUK, KpaiHa

TOB «<ACTPA3EHEKA YKPATHA»

CrioHcop, KpaiHa

AstraZeneca AB, Sweden

CynyTHi
Marepianu/mpenapaTy
CYTIyTHKOI Tepamnii

I'eHepanibHMH JUpeKTOP JJMpeKkTopaTry
(apmaneBTHYHOTO 3a0e3meueHHs Onekcanap KOMAPIJA




Hopartok 4

[lo HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’ s
Ykpainu «IIpo npoBefeHHs KIiHIUHOTO
BUTPOOYBaHHS JTiKapCbKOTO 3aco0y Ta
3aTBep/I’)KeHHS CYyTTEBO] ITONIPAaBKU /10
TIPOTOKOJTY K/TiHIUHOTO BUITPOOYBaHHS
NiKapchbKOro 3aco0y, MPU3HAYEHOTo /IS
3[|iiCHEHHS 3aXO0/iB, CIIPSIMOBaHUX Ha
3anobiraHHsl BAHMKHEHHIO Ta TIOIIMPEHHIO,
JIOKasi3allito Ta JIKBi/jallit0 KOPOHaBipyCHOI
xBopobu (COVID-19)»

24.05.2021 Ne 1011

Inentudikariis cyrreBoi
TIOTIPaBKU

OHoB/ieHU# TIPOTOKOJT KitiHiuHOro BUnpoOyBaHHs MK-4482-002 3 iHKopriopoBaHOrO TorpaBkow 02 Bif
14 kBiTHs 2021 poky, aHI/IiKMCBKO MOBOR; YKpaiHa, MK-4482-002, Bepcis 2.00 Big 21 kBiTHs 2021 p.,
yKpaiHCbKOIO MOBOMO, IH(opmallisi Ta Ao0KymMeHT mpo iHdbopMoOBaHy 3roAy [/s MaijieHTa; YkpaiHa, MK-
4482-002, Bepcisi 2.00 Bix 21 keiTHa 2021 p., pociiicbkkoro MoBow, IHdopmallisi Ta JOKyMeHT Tpo
iHbopMoBaHy 3roay [Ans mailieHTa; YkpaiHa, MK-4482-002, Bepcis 00 Bixg 21 kBitHa 2021 p.,
yKpailHCbKOI0 MOBOO, [H(dopMmaliliHuii JMCTOK i [JOKyMeHT Mpo iH(GOpPMOBaHy 3rofly Ha MaiOyTHE
OiomeamuHe mocmimKeHHs; YKpaiHa, MK-4482-002, sepcis 00 Bix 21 keiTHs 2021 p., poCiiiCbKOI0 MOBOIO,
IHdhopmariifiHuii IMCTOK i JOKyMEeHT TIpo iHpOPMOBaHy 3rofly Ha MalilOyTHE GioMeiuHe JOCTiPKeHHST

Howmep ta faTa Hakasy
MO3 oo 3aTBepKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 2532 Biz 06.11.2020

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PaHgomi3oBaHe, 11alle60-KOHTPO/IbOBaHe, TO/BiMHe ciiire KaiHiuHe AocmimpkeHHs $ha3u 2/3 As OL[iHKA
edeKTHUBHOCTI, Oe3meyHoCTi Ta GapmakokiHeTuku nperiapaty MK-4482 y mopociux HerocriTamizoBaHUX
nawienTis 3 COVID-19», MK-4482-002, 3 inkopriopoBaHoto rorpaBkoro 01 Big 17 rpygus 2020 poky

3asgBHUK, KpaiHa

ToBapucTBO 3 00MeXXeHOI0 BifimoBigampHiCTIO « MCJ] YKpaiHa»




2 TPOJIOBXKEHHS ojaTKa 4

CrioHcop, KpaiHa «Mepk Hlapn Exp Joym Kopr.», nouipue nianpuemctBo «Mepk Eng Ko., Ink.», CIIIA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CymnyTHi —

Marepianu/npernapaTy

CYyNyTHBOI Tepariii

I'enepanbHMil AUpeKTOp /lUpeKkTOopaTy
(apmareBTHUHOTO 3a0e3MeueHHsA Onexkcangp KOMAPIJA




Hopatok Ne 5
[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Yxpainu «IIpo rnposezieHHs K/IIHIYHOTO
BUTIPOOYBaHHS J1iKapChbKOTO 3aco0y Ta
3aTBep/ KeHHs CYTTEBOI MOMPABKU [0
TIPOTOKOJTY K/TIHIYHOT'O BUIPOOYBaHHS
JiKapChKOTOo 3aco0y, MPU3HAYEHOTO /st
3/1iliCHeHHsI 3aX0/1iB, CIIPSIMOBAHUX Ha
3aro0biraHHsl BHHUKHEHHIO Ta MOLIUPEHHIO,

JIOKaJti3allito Ta JiKBiJjaliifto KOpOHaBipyCHOL

xBopobu (COVID-19)»
24.05.2021 Ne 1011

InenTudikaris cyTreBoi
TIOTIPaBKU

3pa30oK JiMCTa-HarpaBieHHs Ao fikapsi, Bepcis 1.0 Big 11 6epe3nst 2021 poky, A1 YKpaiHd, yKpaiHCHKOO
MOBOI0; 3pa30K JIMCTa-HarpaB/ieHHs1 Ao Jiikapsi, Bepcis 1.0 Bixg 11 Gepesns 2021 poky, A YKpaiHwu,
pOCiicbKOI0 MOBOIO; 3pa30K JMcTa o maijiedTta, Bepcis 1.0 Big 11 Gepesns 2021 poky, s YKpaiHy,
YKpalHCBKOI MOBOI0O; 3pa3oK JIMCTa /0 maiieHTa, Bepcis 1.0 Big 11 6epe3ns 2021 poky, Ans YKpaiHu,
POCiliCbKOI0 MOBOIO; 3pa3oK MocTepa [ijis 3aayueHHs naijieHTis, Bepcis 1.0 Big 06 kBiTHa 2021 poky, f/s
YKpaiHu, yKpalHCbKOI MOBORO; 3pa3OK IOCTepa [Jis 3alyuyeHHs TmaljieHTiB, Bepcig 1.0 Bix 06 KBiTHA
2021 poky, a/is YKpaiHu, pocCiicbKOH MOBOM; 3pa3oK BipTyasbHOI peksamu, Bepcisi 1.0 Big 16 Gepe3sHs
2021 poky, ans YKpaiHu, yKpaiHCbKOI0 MOBOIO; 3pa3oK BipTyanbHOI pekiamu, Bepcis 1.0 Big 16 6epe3Hs
2021 poky, ans YKpaiHu, pociiicbkkoro MoBo; 3pa3ok IllozeHHuka cumntomiB COVID-19 (paHoK),
Bepcis 1.0 Bix 08 ciuns 2021 poky, A/ YKpaiHH, yKpaiHCbKOK MOBOR; 3pa3ok LllozeHHMKa cUMIITOMIB
COVID-19 (nepep cHom), Bepcist 1.0 Big 08 ciung 2021 poky, A1 YKpaiHW, yKpaiHCbKOK MOBORO; 3pa3oK
[Mopennuka cumnroMiB COVID-19 (octanni 24 rogunu), Bepcig 1.0 Bix 08 ciuns 2021 poky, ans
YKpaiHy, yKpalHCbKOK MOBOIO; 3pa3sOK OMUTYBa/lbHUKA «3arajbHe Bpa)kKeHHs IMaljieHTa PO TSKKICTh
CUMNTOMIB»(Zi/11 3aroBHeHHs Tmepes, cHoM), Bepcig 1.0 Bim 08 ciuna 2021 poky, s YkpaiHy,
YKpaiHCBKOI MOBOFO; 3pa3ok iHdopmaliii, 110 OyZie BHUjaHa Malli€eHTy Ha eJIeKTPOHHOMY Hocii «Subject
Facing Screen report», Bepcis 1 Big 03 6epe3ns 2021 poky, A1 YKpaiHH, YKpaiHCbKOIO MOBOO; 3pa30K
Kopotkoro poBignuka i3 TrialMax App, sikhid A0JAaTKOBO MICTUTh HACTYIHI 3pa3ku MarepianiB s
nauieHTiB: JKypHan Temneparypu, LLlogeHHUK pUiiMaHH JIiKiB MPOTATOM AOC/TipKeHHs], [Tam’aTKa JiKiB
IUTsL TiosieTiieHHs], onuTyBasibHUK EQ-5D-5L, Bepcisi 11 Big 03 OGepesnst 2021 poky, i YKpaiHu,
YKpalHCHKOI0 MOBOIO; 3pa30K €THKETKH [Ijisl eJIEKTPOHHOTO HOCis, 1110 Oy/le BUIaBaTUCS MAaLli€HTY, BepCis
1 Big 04 muctomaza 2020 poky, A/ YKpaiHM, YKpaiHCHKOK MOBOR; BK/HOUEHHSI [OJAaTKOBUX MiCLb
TpOBe/IeHHS KiHIYHOTO BUTIPOOYBaHHS




2 TPOJIOBXKEHHA 0JaTKa 5

No I1.I.b. BiAmOBiJa/ILHOTO AOC/IIJHHUKA
/1 HasBa MmicList ipoBe/ieHHsT K/TiHIYHOTO BUIMPOOYBaHHS

1 K.M.H. briaxkko B.I.
KomyHaneHe HekoMmepLjiliHe mignpuemMcTBo «Micbka kiliHiuHa sikapHsi Nel3» XapkiBCBbKOI
MICBKOI pajiy, IyJ/IbMOHOJIOTiuHe BiffiseHHs Ne2, M. XapkiB

2 nikap Jloronpa I1.1.
LleHTp MeguUHMX TOCAYr Ta peabisitariii /lep>kaBHOi aKI[iOHEPHOI XOJAWHIOBOI KOMIaHil
«ApTem», BiJIIJIEeHHS IEHHOT'O CTAI[iOHApy MOJIIK/IiHIKA, M. K1iB

3 I.M.H., npod. PoxioHosa B.B.

KomyHanbHe HekoMmepiitiHe mianpueMcTBO «Micbka KiiHiuHa jikapHs Ned» JIHINPOBCHKOI
MiCbKOI pafid, MiCbKul LIeHTp TI0 JIiKyBaHHIO MpodeciiHUX 3aXBOpIOBaHb, JHIMPOBCHKUI
Jlep>KaBHUI MeJUUHHN yHiBepcHuTeT, Kadezapa npodeciiiHux xBopob Ta KmiHIUHOI iMyHOJIOTII,
M. [THinpo

4 K.M.H. CamomoB A.C.
KomyHanbHe HekoMepiiitiHe mianpueMcTBo «MickKa nikapHsi Ne7» 3ariopi3bkoi MiCbKOI pajy,
TeparieBTUYHe BiffisieHHs, M. 3ariopixKs

5 K.M.H. 3akopzoHelp JI.B.

MeUHUH 1IeHTP TOBAPUCTBA 3 0OMEXKEHOI0 Bi/INOBilabHICTIO «["apMoHist Kpacu», M. KuiB

Howmep ta faTa Hakasy
MO3 oo 3aTBepyKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 907 Big 12.05.2021

Has3ssa kiiHiyHoro
BUTIPOOYBaHHS, KO/,
BepCid Ta zjaTa

BATATOLIEHTPOBE, PAHIIOMI3OBAHE, IIOABIMHE-CJIIIIE, TIAITEBO-KOHTPOJIbOBAHE
JOCJIIDKEHHSA ®A3U 111 /I OLIHKU EGEKTUBHOCTI, BE3IIEUHOCTI 11 ITPOTUBIPY CHOI
AKTHVBHOCTI I[TPEITAPATY RO7496998 (AT-527) Y AMBYJIATOPHIX ITALIIEHTIB 3 COVID-19
JIEI'KOI'O ABO ITOMIPHOI'O CTYIIEHA TAXKOCTI, CV43043, Bepcis 1 Big 12 motoro 2021 poky




3 TPOJIOBXKEHHA 0JaTKa 5

3asiBHUK, KpaiHa ToBapuctBo 3 O6MmexkeHow BianorizanpHicTio «KoHTpakTHO-Iocnignuipka Opranizaris IHHOdapm-
YKpaiHa»

CnoHcop, KpaiHa @. Xobdmanu-JIs Por JIta, [Betitapis (F. Hoffmann-La Roche Ltd, Switzerland)

CynyTHi —

Marepianu/nperiapaTty

CYTyTHBOI Tepamnii

I'enepanbHuil AUpeKTOp /lUpeKkTopaTry
(apmaneBTHYHOTO 3a0e3MeUeHHs Onekcanap KOMAPIJA




