JonaTtox 1

10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaian «I[Ipo npoBeaeHHs KIIIHIYHOTO
BUINIPOOYBAHHSI Ta 3aTBEPPKEHHS CYTTEBUX
MTONIPABOK J0 MPOTOKOJIIB KIIIHIYHUX
BUIIPOOYBaHb JIKAPCHKHUX 3aCO0iB,
NPU3HAYCHUX JUIS 3[{IHCHEHHS 3aXO0/iB,
CIPSIMOBAHUX Ha 3aM00IraHHsS BUHUKHEHHIO
Ta MOILIUPEHHIO, JOKaJi3aliio Ta
JKBIJAIII0 KOPOHABIPYCHOT XBOpOOHU
(COVID-19)»

Bix 06.10.2021 Ne 2164

Hassa xiiniyHOro
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«®Daza |ll, panmomizoBaHe, aKTMBHO KOHTPOJBOBAaHE, 3 MACKyBaHHSIM JaHUX BiJ crHocrepirada, B
napajgeNbHUX Tpynax, O0araToleHTpOBE JOCHIDKEHHS JUIS OI[IHKM IMYHOT@HHOCTI Ta Oe3leku
pexoMOiHaHTHOI BakMHU 3 HaHodacTuHKamu Oimka SK SARS-CoV-2, 3 nonaBaHHsAM B SIKOCTI aJ1 IOBaHTa
ASO03 (GBP510), y nopocnux y Bitti 18 pokiB i crapiey, ko gociimkenas GBP510 003, sepcist 1.1 Bix 21
s 2021

3asiBHUK, KpaiHa

IctXOPH Kuninikan Cepgicec In CII Jlimiten, Kinp

CrnioHcop, kpaiHa

«CK 6iocaenc Ko., JItn.» [SK bioscience Co., Ltd.], IliBnenna Kopes

[epenik nocmiaKyBaHUX
JKapChKUX 3ac001B
Jikapcbka opma,
J03yBaHHs1, BUPOOHUK,
KpaiHa

GBP510 (Recombinant Nanoparticle Corona Vaccine V) (HaHO4YacTOYKH, IO BUABIAIOTH noMeH RBD
kopoHaBipycy SARS-CoV-2, 25 mkr Ha oaHy 703y (0,5 M1 pa3om 3 TOMOMIKHOIO PEYOBHHOIO)); PO3UUH TSI
in’exiit (10 no3 Ha (makoH, B/M in’ekiis); 25 mxr/no3a; SK bioscience Co., LTD, Ilisaenna Kopes;

AS03 [ASO3A Adjuvant (SB62 250ul)] (imyHosoriuHa g0mOMiXKHA pEYOBHHA Ha OCHOBI CKBAJICHY); PO3UHH
nus in’exii (10 mo3 Ha dakon, B/M in’exiris); 0.25 mur; GlaxoSmithKline Biologicals SA, benbris; Corixa
Corporation d/b/a GlaxoSmithKline Vaccines, CIIIA; GlaxoSmithkline Biologicals SA, benbris

Bianosinanbawmii (i)
JOCITITHUK (1) Ta MicCIe
(s1) mpoBeeHHS
BUINIPOOYBaHHS B YKpaiHi

1) nikap Kapnenxko O.O.

Mennununii nentp «Ox!KiiHik+» TOBapucTBa 3 00MEXEHOI0 BIAMOBIAAIBHICTIO «MIXKHApOAHUM 1HCTUTYT
KIIHIYHUX JOCTIKEHBY, aMOYIaTOpHO-TIONIKIIiHIYHE BiaineHHs, M. KuiB

2) nixap FOpkiB T.b.

[TpuBaTHEe MiANPUEMCTBO MpHBaTHA BUPOOHWYA (ipMa «AIUHYC», JIIKYBaJIbHO-IIarHOCTUYHHNA LEHTP,
M. KponuBHHALIBKNI

3) n.m.H., npod bapua O.M.

MenuuHuil IEHTp TOBapUCTBa 3 0OMEXEHOIO BIINOBIAANBHICTIO «[IpeBeHTKIIIHIKa», KOHCYIHTaTHBHO-




2 MPOJOBXKEHHS A0/1aTKa |

JiarHoCcTHYHUH Bigaiia, M. Kuis

4) n.m.H., ipod. ['mpina O.M.

ToBapuCTBO 3 OOMEKEHOI BiANOBIAAIBHICTIO «JIiKyBalbHO-IIarHOCTUYHUK TeHTp «AmoHic I[Lmrocy,
amOynaropue BinaiieHas, M. Kui

[Tpenapartu nmopiBasausA, | ChAdOx1-S (ChAdOXx1-S [recombinant] AZD1222) (10 go3 na ¢uaakon — 0,5 M Ha 103y, B/M iH’€KIis)
BUPOOHUK Ta KpaiHa (COVID-19 Vaccine AstraZeneca) (BAKIIMHA ACTPA3EHEKA TIPOTHU COVID-19; po3uun mis
in’exmiii (10 703 Ha duakon, B/M iH’ekiis); mo3a (0,5 M) mictuth: Bakiuay npota COVID-19 (ChAdOx1-
S* (*PexoMOiIHAaHTHUI a[ICHOBIPYCHHI BEKTOP MIMMIIAaH3€ 3 Ae(EKTOM peIuTiKaliii, o KoJaye cnaikoBuii (S)
rmikonporein  SARS-CoV-2.; BupoOneHuii B reHeTHYHO MOAM(IKOBAHMX KIITHHAX HHUPKH eMOpioHa
momuan  (HEK) 293. Ileiti mnpoxmykr MicTuTh TreHeTHYHO MoaudikoBani opranizmu (I'MO))
[pexomOinanTHyY]), He MeHIe 2,5 x 108 indexniitnux onunune (10), mo Bignosigae 5 x 10710 BipycHux
qacTok (B4); 25 mkr/no3a; SK bioscience Co., LTD, Ilinenna Kopes

CynyTtHi * ['onka nng in'exuiit JI3
MaTepianu/mpenaparu o Inpum aust 16’ exuiit JI3
CYIyTHBOI Teparii * ['onka juist 3minryBanHs JI3

* [IepenocHuii xonoaunbHux ais JI3

¢ [lInpun ans 3a00py KPOBi 3 TOIKOIO

* Kpio -maneposa kopoOka (9*9)

* 5 M1 BakyyMHHUH KoHTeliHep BD SST

* MikpoTpyOka 2 min

» TepmomeTp 3 30H710M - Omron - MC523

B.o. renepanbHoro nupekropa Jlupexkropary
dapmaneBTHYHOrO 3a0e3MeYeHHS IBan 3AZIBOPHUX




Jomarok 2

110 Haka3zy MiHicTepcTBa OXOPOHU 3710POB’ S
VYxpaiau «IIpo npoBeneHHs KIiHIYHOTO
BUNIPOOYBaHHS Ta 3aTBEP/KEHHS CYTTEBHX
MOTPABOK J0 MPOTOKOJIIB KIITHIYHIX
BHUIIPOOYBaHb JIIKAPCHKUX 3aCO0IB,
MPU3HAYCHUX JIJIS 3A1CHEHHS 3aXO/IiB,
CHPSIMOBAHUX Ha 3aNI00ITaHHS BAHUKHEHHIO
Ta MOILIUPEHHIO, JOKaJi3aliio Ta
JIKBIJAIiI0 KOPOHABIPYCHOT XBOpOOH
(COVID-19)»

Bix 06.10.2021 Ne 2164

InenTudikamis cyrreBoi
MOIPaBKU

BxitoueHHs JOAaTKOBOTO MICIIsl POBEJCHHS KITHIYHOTO BUITPOOYBaHHS:
No I1.1.b. BiAmIOBIMAILHOTO JOCHIIHUKA
n/m HasBa micus nmpoBeieHHs KIIIHIYHOTO BUIPOOYBaHHS

1 nikap [Tocton C.B.

MenuyHuii 1EHTp TOBapucTBa 3 OOMEXKEHOI0 BianoBimanpHICTIO «Menoyn-Kiiniky,
JTIKyBaJIbHO-NPOQIaKTUYHUHN mipo3aii, M. KuiB

Howmep Ta nara Hakazy
MO3 1moz10 3aTBEPIKEHHS
KJIIHIYHOT'O BUNTPOOYBaHHS

Ne 1919 Big 10.09.2021

Ha3ssa xiiniuHoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta naTa

«[loxBiitHe crine, paHIOMi30BaHE, KOHTPOJbOBAaHE JOCTIKEHHS ¢a3u 3 1 OLiHKM Oe3MeYHOCTi i
IMYHOTE€HHOCT] BaKIMHHM, IO MICTUTh PEKOMOIHaHTHY TpUMIipHY cyboauuuiio S-6inmka SARS-CoV-2 ta
CpG 1018/amominiii B sikocti an’roBanTa (SCB-2019), B oci6 Bikom Big 18 pokiB i3 XpOHIYHUMU
IMYHOOTIOCEPEIKOBAHUMH  3anallbHUMK  3axBoproBaHHsMI», CLO-SCB-2019-005, Bepcis 1.0 Big 11
tpaBHs 2021 p.

3asiBHUK, KpaiHa

TOB «Cineoc Xenc Ykpaina»




2 MIPOJIOBXKEHHS JT01aTKa 2

CrnioHcop, kpaina Kinosep biodhapmacerotikanc AKOC IIti JIta, Asctpanis (Clover Biopharmaceuticals AUS Pty Ltd )

CynytHi —
Marepiaiau/mpenaparu
CYIYyTHBOI Tepartii

B.o. renepanbHoro nupexropa Jlupexkropary
dapmaneBTHYHOrO 3a0€e3MeYeHHs IBan 3A/IBOPHUX




JonaTtox 3

10 HaKa3zy MiHicTepcTBa OXOPOHU 370POB’ s
VYkpaian «I[Ipo npoBeaeHHs KIIIHIYHOTO
BUINIPOOYBAHHSI Ta 3aTBEPPKEHHS CYTTEBUX
MTONIPABOK J0 MPOTOKOJIIB KIIIHIYHUX
BUIIPOOYBaHb JIKAPCHKHUX 3aCO0iB,
NPU3HAYCHUX JUIS 3[{IHCHEHHS 3aXO0/iB,
CIPSIMOBAHUX Ha 3aM00IraHHsS BUHUKHEHHIO
Ta MOILIUPEHHIO, JOKaJi3aliio Ta
JKBIJAIII0 KOPOHABIPYCHOT XBOpOOHU
(COVID-19)»

Bix 06.10.2021 Ne 2164

Inentudikaris cyrreBoi
MOTIPaBKH

301IbIIeHHS KITBKOCTI MAIlIEHTIB JIJIsl BKIIOYEHHS Y KJIiHIYHE BUNIpoOyBaHHs B Ykpaini 3 103 1o 235 ocil.

Howmep ta nata Hakasy
MO3 11010 3aTBEPIKEHHS
KJIIHIYHOTO BUIIPOOYBAHHS

Ne 1775 Bin 20.08.2021

HasBa xiriHiyHOTO
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«[loxBiitHe ciine iHTepBeHIIHE nocmikeHHs (a3u 2/3 y 2 rpynax 1040 OLiHIOBaHHS €(eKTUBHOCTI Ta
0e3neku nepopaibHOro 3acrocyBaHHs mpenapaty PF-07321332/putoHaBip, MOpiBHSHO 3 Iutanebo, JUis
JKyBaHHS HETOCITITATI30BaHUX JOpocinX marienTiB i3 cumnromamu COVID-19, ski MaroTh miIBAIIICHUIA
PU3UK MpOrpecyBaHHs TsDKKOI (opMu 3axBoproBaHHs», C4671005, ¢inanbHa Bepcis MPOTOKONY 3
1HKOpriopoBaHoto nornpaskoro 1 Big 02 nunas 2021 p.

3asiBHUK, KpaiHa

Iaiizep [uk., CIIA

CrnoHcop, kpaina

[¢aiizep Iuk., CILIA

CynyTHi
MaTepiaau/npenapaTu
CYNyTHBOI Teparii

B.o. renepanbHoro nupexropa Jlupexkropary
dapmaneBTHYHOrO 3a0e3MeYeHHS IBan 3AJIBOPHUX




