Hoparok 1

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Yxpainu «IIpo rposezieHHs K/IIHIYUHOTO
BUNPOOYBaHHS Ta 3aTBeP/)KEHHS CYTTEBUX
TI0IIPaBOK /IO IPOTOKOJIIB K/IiHIYUHUX
BUTIPOOYBaHb JIiKapChKUX 3ac00iB,
TIpU3HAYeHUX J/151 3[IMICHEeHHS 3aX0/iB,
CTIpPsIMOBAHKX Ha 3aro0iraHHsi BUHUKHEHHIO
Ta IOLLIKWPEHH!O, JIOKasi3allito Ta
JKBi/a1[if0 KOPOHABipyCHOI XBOPOOH
(COVID-19)»

12.12.2022 Ne 2229

Ha3sBa kjtiHiuyHOT 0
BUTIPOOYBaHHS, KO/,
BepCid Ta jlata

«PaHsioMi30BaHe, TMOABiMHe cJiinle, TUIAle00-KOHTPO/IbOBAHE MAOCHiKeHHS ¢da3u  1/2 [ OL[iHKH
inransuivinoro IBIO123 y mauieHTiB i3 3axBoptoBaHHAM Ha COVID-19 nerkoro ta cepefjHbOTO CTYIIeHs
TsDKKOCTI», Ko gocaigkeHHs: IBIO-INH-001, Bepcist 2.0 Big 22 kBiTHS 2022 poky

3asgBHUK, KpaiHa

ToBapHCTBO 3 0OMeXKeHO0 BifmoBianbHicTIO «Papmakci», YKpaiHa

CrioHCOp, KpaiHa

Im’toH Bariocomomins [HK. (Immune Biosolutions Inc.), Canada

[Tepenik gocmimKyBaHUX
MKapChKUX 3acobiB
nikapcbka ¢opMma,
[103yBaHHS, BUDOOHVK,
KpaiHa

IBIO123 (mopcbki pekoMmbiHaHTHI IgG MoHOKMoHanmbHI aHTUTia IBIO-1, IBIO-2 Ta IBIO-3); po3uuH Ajis
inramsmiit; 10 mr/mia; Immune Biosolutions, Canada;
[Tnaue6o go IBIO123, po3uuH Ajis iHrassiii; Immune Biosolutions, Canada

Bignosinaneuuii (i)
JIOC/TiIHUK (M) Ta MicLie
(s1) mpoBefeHHs
BUTIPOOYBaHHS B YKpaiHi

1) 3aB. Bia. Uyxak H.€.

KomyHanbHe HekoMepljiliHe MiAnpueMcTBO «Micbka KiiHiuHa jikapHs Nel IBaHO-®paHKiBCHKOI MiChKOT
pazn», TeparieBTUUHe BijzineHHs, M. IBaHO-DpaHKiBCbK

2) K.M.H. MapTtuHtok I".A.

KomyHanpHe HekoMmepLiiliHe MignpueMcTBO «lleHTpasbHa MicbKa JliKapHs» PIBHEHCBKOI MiCBKOI pajw,
OO6/1acHUM JTIKyBa/TbHO-Z[iarHOCTUYHHM TeraTo/IOTiYHUM 11eHTp, M. PiBHe

3) nikap Kobpunceka O.5.

KomyHanbHe HekoMmepliiiiHe MiAnpueMcTBO «lleHTpanbHa MichbKa KiiHiuHa JiikapHs IBaHO-®paHKiBCHKOI
MiCBbKOI paju», TepaneBTUUHe BifniieHHs Nel, M. IBaHO-PpaHKIBCHK




TPO/IOB)KEHHS 0AaTKy 1

[TpemnapaTty MOpPiBHSAHHS,
BUPOOHUK Ta KpaiHa

CynyTHi
Marepianu/rpernaparu
CYMyTHBOI Tepariii

- JlTabopaTopHi Habopwu;
- Hebynaiizepu Aerogen Solo®

B.o. renepanbHOro JUpeKTopa
dapmManeBTHYHOT0 AUPEKTOPaTy

Isan 3A/IBOPHUX




Hoparok 2

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S

Yxpainu «IIpo rposezieHHs K/IIHIYUHOTO
BUNPOOYBaHHS Ta 3aTBeP/)KEHHS CYTTEBUX
TI0IIPaBOK /IO IPOTOKOJIIB K/IiHIYUHUX
BUTIPOOYBaHb JIiKapChKUX 3ac00iB,
TIpU3HAYeHUX J/151 3[IMICHEeHHS 3aX0/iB,

CIIPpAMOBAaHHUX Ha 3aro0iraHHsl BUHUKHEHHIO

Ta IOLLIKWPEHH!O, JIOKasi3allito Ta
JKBi/a1[if0 KOPOHABipyCHOI XBOPOOH
(COVID-19)»

12.12.2022 Ne 2229

InenTudikatiis cyTTeBoi
TIOTIPaBKU

OHOBNeHUM MPOTOKOJ K/IIHIYHOTO [OC/i[KeHHs1 3 monpaBkowo 4, Bepcis 8.0 Bixg 08 BepecHs 2022p.,
aHTJIiIMCbKOI0 MOBOMO; JloZlaTOK /10 OCHOBHOI iHdopMaliil Mpo [ociifkeHHs Ta (GopmMu iHbopmMoBaHOT
srogu, pedakuis gogatka 3.0 (pepakuis dopmu iHdopmosaHoi 3rogu Ne 4.0) Big 08 BepecHs 2022 p.,
aHTTINCHKOI0, YKPATHCHKOIO Ta POCiMChbKOI MoBaMu; Bpoiiypa gocsifHuKka jikapcbkoro 3aco0y CoV?2
preS dTM-AS03 adjuvanted vaccine, Bepcis Nel2 Biz 09 BepecHsi 2022p., aHTJIificbKol0 MOBOO; CeKilis
«CoV2 preS dTM Jlikapcbka cy6Ocraniisg. D614 Strain» gocke 6i0/0riyHOTO  1OCITiZIPKYBAaHOTO
nikapcbkoro 3acoby (Quality Documentation Concerning Biological Investigational Medicinal Product in
Clinical Trials - Drug Substance), Bepcis VV-QUAL-0728152, anrnilicbkoro MoBoto; Cekiiisi «CoV2 preS
dTM Jlikapcbka cy6ctaniiis. B.1.351» mocke 6io0rivHOTO AOCTIPKYBaHOTO TiKapchbKoro 3acoby (Quality
Documentation Concerning Biological Investigational Medicinal Product in Clinical Trials - Drug
Substance), Bepcis VV-QUAL-0712388, anrniiicbkoro moBoto; Cekijiss «CoV2 preS dTM JlikapcbKuii
3aci6. Monovalent D614» gocke 6GionoriuHoro JocCmipKyBaHOTO JiKapchkoro 3acoby (Quality
Documentation Concerning Biological Investigational Medicinal Product in Clinical Trials - Drug
Product), Bepcis VV-QUAL-0728824, anrniiicbkoro MoBoto; Cekiiist «CoV2 preS dTM Jlikapcbkuii 3aci6.
Monovalent B.1.351» focke 6io/oriyHOTO AOCTIHKYBaHOTO Jlikapchbkoro 3acoby (Quality Documentation
Concerning Biological Investigational Medicinal Product in Clinical Trials - Drug Product), Bepcis VV-
QUAL-0764849, anrmiiickkoro MoBow; Cekijissi  3.2.A.2 «OijiHka 6e3reku 1I0A0 CTOPOHHIX
Mikpooprani3miB. For Non-Viral and Viral Adventitious Agents» A0ocke 6iONIOTIYHOTO [JOC/Ti/IKYBaHOTO
nikapceKoro 3aco0y (Quality Documentation Concerning Biological Investigational Medicinal Product in
Clinical Trials - Adventitious Agents Safety Evaluation), Bepcis VV-QUAL-0627068, aHraiicbkoro
MOBOIO; 3pa30K MapKyBaHHs




2 TPOJOBXKEHHS 10JaTKy 2

BTOPMHHOI YTaKOBKU [OC/i/)KyBaHOro Jiikapcbkoro 3acoby (Recombinant COVID19 Vaccine or
Placebo)*, Bepcis Bizg 05.04.2022 poky, aHT/IiliCbKOKO MOBOIO; 3pa30K MapKyBaHHS MepBHUHHOI yIaKOBKU
(¢nakona) Recombinant COVID19 Bivalent Vaccine, Bepcis Big 05.04.2022 poKy, aHTJIiiCbKOIO MOBOIO;
3pa3oK MapKyBaHHsSI TlepBUHHOI ymakoBKu (¢iakoHa) Adjuvant AS03, Bepcisi Big 05.04.2022 poky,
aHTTiCbKOI0 MOBOIO; 3pa30K MapKyBaHHs TepBMHHOI ymakoBKu (¢rakoHa) Placebo, Bepcisi Bif
05.04.2022 poky, aHrjiiicbkoro MoBow; BumpobysBanHs VATO00008 — Ilam’satka. Ilam’stka pmst
Tesle)OHHOTO KOHTAKTy depe3 _ MICSLIiB MoJja/ibIioro criocrepexkeHHsi, Bepcis 1.0 Big 12 kBitHsa 2022 p.,
yKpaiHCBKOI MOBO0; BuripobyBanus VAT00008 — [Tam’sitka. T1am’siTka 17151 TesiehOHHOTO [13BiHKA yepe3
_ MiCAIL[iB B paMKax Mo/anbIIoro crocrepexkeHHs1, Bepcist 1.0 Big 12 kBiTHs 2022 p., poCiliCbKOKO MOBOIO;
BunpobyBanas VAT00008 — 1jo/ileHHUK Talli€eHTa /i/1s1 TiepexpecHoi/0ycTepHoi yactuau Ne__, Bepcist 1.0
Bif, 14 kBiTHa 2022 p., ykpaiHCbKOoro MoOBOw0; BumnpobyBanus VATO00008 - 1jofileHHUK, SIKWMN
3aTIOBHIOETHCS TIPU TepexXpecHOMY Tepexo/ii/BBefieHHi OyctepHux 103 Ne_ , Bepcis 1.0 Big 14 kBiTHS
2022 p., pOCiCBKOK MOBOO

Howmep Ta fara Haka3zy Ne 2352 Big 27.10.2021
MO3 oo 3aTBepAKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Hasga kj1iHiuHOrO «baraToeranHe, mogudikoBaHe TO/BiliHe cjine mocmimkeHHS ¢da3ud 3, 1[0 MPOBOJUTHCS B OaraThox

BUTIPOOYBaHHS, KO/, rapajie/lbHUX TpyMax AJisi OLiHKK e(eKTUBHOCTi, Oe3rmeuHoCTi W iMyHOTeHHOCTi [BOX aj’FOBAaHTHHUX

BepCisi Ta jara pPeKOMOiHaHTHMX OiNIKOBUX BakIMH (MOHOBa/ieHTHOI Ta OiBaseHTHOI) mpotu SARS-CoV-2 s
3anobiranust COVID-19 y mopociux Bikom 18 pokiB i crapmie», VAT00008, 3 momnpaBkoro 01, Bepcist 5.0
Biz 08 BepecHs 2021 poky

3asiBHUK, KpaiHa TOB «Canodi-ABeHTic YKpaiHa»

CrioHcop, KpaiHa Sanofi Pasteur Inc., USA (Canodi [Tactep k., CIIIA)

CymnyTHi —

Marepianu/rperiapaTu

CYMyTHBOI Tepariii

B.o. reHepanbHOro JjUpeKTopa
dapMaleBTUYHOI0 JUPEKTOPaTy Isan 3A/IBOPHUX




HonaTok 3

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S

Yxpainu «IIpo rposezieHHs K/IIHIYUHOTO
BUNPOOYBaHHS Ta 3aTBeP/)KEHHS CYTTEBUX
TI0IIPaBOK /IO IPOTOKOJIIB K/IiHIYUHUX
BUTIPOOYBaHb JIiKapChKUX 3ac00iB,
TIpU3HAYeHUX J/151 3[IMICHEeHHS 3aX0/iB,

CIIPpAMOBAaHHUX Ha 3aro0iraHHsl BUHUKHEHHIO

Ta IOLLIKWPEHH!O, JIOKasi3allito Ta
JKBi/a1[if0 KOPOHABipyCHOI XBOPOOH
(COVID-19)»

12.12.2022 Ne 2229

InenTudikatiis cyTTeBoi
TIOTIPaBKU

OHoBJleHUI TIPOTOKOJT KiTiHiuHOTO BHIpoOyBaHHs MK-4482-013 3 iHKOpriopoBaHOIO TomnpaBKow 05 Bif
16 xoBTHs 2022 poKy, aHI/ilCcbKOI0 MOBOO; bpoirypa gocnignvka MK-4482 (EIDD-2801), Buganus 7
Bif 07 xoBTHsA 2022 pOKYy, aHT/TiMCbKOIO MOBOO; YKpaiHa, MK-4482-013, Indopmaiiist Ta JOKyMeHT Mpo
iHbopMoBaHy 3rofly [jiss 0coOU, siKa TIPOJKUBAE i3 HOCiEM 3axBOproBaHHs, Bepcis 4.02 Big 21 »KOBTHS
2022 p., yKpalHCbKOIO MOBOI; YkKpaiHa, MK-4482-013, Indopmaliis Ta JoKyMeHT npo iHQOpMOBaHYy
3rofly Ha HeOOOB’SI3KOBe B3SITTSI Ma3Ka 3 HOCOTJIOTKHM/POTOTJIOTKH — [I/Ist HOCisl 3aXBOproBaHHs, Bepcis 1.00
BiA 21 xoBTHA 2022 p., yKpaiHCHKOI MOBOIO; 3MeHILIeHHs 3aI/laHOBAHOI KiJIbKOCTI JOC/IIKYyBaHUX
3 200 go 167 3amyyeHuX MaLli€HTIB B YKpaiHi

Howmep Ta gaTa Haka3sy
MO3 o0 3aTBepAKeHHs
K/TIiHIYHOT'O BUITPOOYBaHHS

Ne 1655 Big 05.08.2021

Has3sa kitiHiuHoro
BUTIPOOYBaHHS, KO/,
BepcCis Ta jara

«bararorieHTpoBe, paHAOMi30BaHe, TO/BiliHe-Cire, TUIaleb0-KOHTPOIbOBaHE AOCTiHKeHHsT 3 (a3 3
METOI0 OLIHKK edeKTUBHOCTI Ta OesmeuHocti MK-4482 nns 3amob6iranas COVID-19 (y1abopaTopHO
nigTBep/keHol iHpekuii SARS-CoV-2 i3 HasgBHMMU CUMIITOMaMH) y [JOPOC/IHX, $IKi MPOXKMBAOTh i3
ocob6otro 3 COVID-19», MK-4482-013, 3 inkopriopoBaHoto nioripaBkoto 04 Big 15 TpaBHst 2022 poky

3asiBHUK, KpaiHa

ToBapucTBO 3 00MeXxeHO0 BiznoBizanpHicTI0O « MCJI YKpaiHa»

CnoHcop, KpaiHa

TOB Mepk Illapn eng Joym, CIIA (Merck Sharp & Dohme LLC, USA)




2 TMPO/IOB)KEHHs JOAATKy 3

CynyTHi —
Marepianu/mpenaparu
CYIIyTHBOI Tepamnii

B.o. renepasbHOro JUpexTopa
®apManeBTUYHOI'0 AUPEKTopaTy IBan 3A/IBOPHUAX




Hopartox 4

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S

Yxpainu «IIpo rposezieHHs K/IIHIYUHOTO
BUNPOOYBaHHS Ta 3aTBeP/)KEHHS CYTTEBUX
TI0IIPaBOK /IO IPOTOKOJIIB K/IiHIYUHUX
BUTIPOOYBaHb JIiKapChKUX 3ac00iB,
TIpU3HAYeHUX J/151 3[IMICHEeHHS 3aX0/iB,

CIIPpAMOBAaHHUX Ha 3aro0iraHHsl BUHUKHEHHIO

Ta IOLLIKWPEHH!O, JIOKasi3allito Ta
JKBi/a1[if0 KOPOHABipyCHOI XBOPOOH
(COVID-19)»

12.12.2022 Ne 2229

InenTudikatiis cyTTeBoi
TIOTIPaBKU

OHoOB/IeHUM TIPOTOKOJ K/HIYHOTO AociifkeHHs, Bepcig 1.4 Big 11.10.2022 p.; OHOBIEHUM CUHOICUC
MPOTOKOJTy K/iHIUHOTO AocifkeHHs, Bepcis 1.4 Big 11.10.2022 p.; OHoOBAeHU 10AaTOK 1 A0 MPOTOKOIY
KJ/IiHIUHOTO Aoc/ipkeHHs: «CxeMa TpoBeieHHs JOC/iiyKeHHs1», Bepcist 1.4 Bix 11.10.2022 p.; OHoBeHUi
JlofaToK 4 [0 TMPOTOKONMY KJIIHIYHOrO AociifpkeHHs «®dopma 3road 3 MPOTOKOJOM», Bepcis 1.4 Bif
11.10.2022 p.; OHoB/eHWM [AOAATOK 5 A0 TIPOTOKOJY KiHIUHOTO AocmimkeHHs «IHbopMmallis g
naijieHTa ta ¢opma iHpopmoBaHoOi 3rofu», Bepcis 1.4 Big 11.10.2022 p. ykpaiHCbKOIO Ta POCIHCHKOIO
MoBaMmu; OHOBJIEHUM [JOAATOK 6 [0 TIPOTOKO/Y KJIiHIUHOTO A0C/ifpkeHHs1 «CxemMa paH/ioMi3allii», Bepcis
1.4 Big 11.10.2022 p.; OHoBnenuii Jomatok B. «/loroBHEHHS /10 MPOTOKOJY KIiHIUHOTO [JOC/i/PKEeHHs»,
Bepcis 1.4 Big 11.10.2022 p.; OHoBneHa IHAMBiAyanbHa peectpaniiiHa gopma Bepcis IP® 1.4 Big
11.10.2022 p.; kox nnpotokoay XAV/INT-21, Bepcist mporokony 1.4 Big 11.10.2022 p.

Howmep Ta gata Hakasy
MO3 wop0 3aTBepAKeHHs
K/TIiHIYHOT'O BUITPOOYBaHHS

Ne 1952 Big 15.09.2021

Has3sa kitiHiuHoro
BUTIPOOYBaHHS, KO/,
BepcCis Ta jara

«bararorieHTpoBe MOABiMiHE cCjlitle  paHOMi30BaHe I11alle00-KOHTPOIbOBaHe [JOCTi/KeHHS /ISt
BH3HaueHHs1 e(peKTUBHOCTI Ta Oe3revHocCTi Jyiikapchkoro 3aco0y KcaBpoH® BupobHuurBa TOB «FOPISA-
®APM» mpu 3aCTOCyBaHHI IIJIIXOM BHYTPIIIHbOBeHHOI iHQYy3ii B KomOiHaiii 3 6a30BOI0 Teparii€ y
MKyBaHHi TrocriTanizoBaHuX Cy0’€KTiB 3 KOpoHaBipycHowo XxBopob6oro (COVID-19) i3 cuHapomom
CHUCTEMHOI 3anasibHOI peakuii», XAV/INT-21, Bepcis 1.3 Bixg 16.05.2022 p.
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3asgBHUK, KpaiHa ToBapucTBO 3 0O6MekeHOr0 BifnoBiganbHicTIO «FOpisi-Papm», YkpaiHa
CnoHcop, KpaiHa ToBapucTBO 3 00MeXXeHO0 BiznoBizanpHicTIO «FOpis-dapm», YKpaiHa
CynyTHi —

Marepianu/mpenaparu

CYIyTHBOI Tepamnii

B.o. renepanbHOro jupexKTopa
®apManeBTUYHOI'0 AUPEKTopaTy IBan 3A/IBOPHUMX




