Hoparok 1

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Yxpainu «IIpo rposezieHHs K/IIHIYUHOTO
BUTIPOOYBaHHS JIiIKapChKOT0 3aco0y Ta
3aTBep/yKeHHs CYTTEBOI ITOIIPaBKU /10
MIPOTOKOJTY KJTiHIYHOTO BUMPOOYBaHHS
JKapCbKOTO 3ac00y, MPU3HAYEHOTO JIIsT
3/1iliCHEeHHS 3aX0/[iB, CITPSIMOBAaHUX Ha
3amobiraHHsl BAHMKHEHHIO Ta TIOMIMPeHHIO,
JIOKaJ/Ti3alliro Ta JIiKBiJaL[iro
KopoHaBipycHoi xBopo6u (COVID-19)»
12.05.2021 Ne 907

Has3sBa kiiHiuHoro
BUTIPOOYBaHHS, KO/,
BepCid Ta ziaTa

HocnimkeHHs-ryiaTgopma, iHililioBaHe Taay3eBUM albsHCOM, /JIs1 OL[iHKH e(eKTUBHOCTI Ta Ge3reyHocTi
KUIbKOX TOTeHLIWHUX T[penapaTiB A jikyBaHHa COVID-19 y rocnitani3oBaHUX —Malli€HTIB,
Koz, mochimkenHs: COV-01, 3 nomnpaBkoto 3 Big 22 >koBTHs 2020 poky; JomatkoBuii npotokon COV-01-
001, Bepcis 1.2 Big 26 xoBTHA 2020 poky

3asiBHUK, KpaiHa

ITignmpuemctso 3 100% iHo3emHo0 iHBecTuiiero «AMK’FOBIA P/IC Ykpaina»

CnoHcop, KpaiHa

Amgen Inc, USA

[Tepesnik fociigpKyBaHUX
JiKapCchKUX 3aco0iB
nikapcbKa dhopMa,
J103yBaHHsI, BUDOOHUK,
KpaiHa

Jlanagenymab (TAK-743; DX-2930; SHP643; Takhzyro); po3unH pais BHYTpilIHBOBEHHOTO iH(Y3iliHOTO
BBefieHHs1 y (sakoHi 2 mut; 150 mr/ma (300 mg/dose); Catalent Indiana LLC (Bk/touaroud migpo3ain
Catalent Biologics), USA; Rentschler Biopharma SE, Germany; Shire Human Genetic Therapies Inc., USA;
Fisher Clinical Services Inc., USA; Fisher Clinical Services GmbH, Switzerland; Fisher Clinical Services
UK LIMITED, United; Fisher Clinical Services GmbH, Germany;

ninaie6o 1o Jlanagenyma0y (0,9% po3urH HaTpito XJI0PUY); PO3UMH ik BHYTPillTHEOBEHHOTO iH(DY3iliHOTO0
BBefleHHSs]; [IpAT «@apmariieBTruHa dipma «lapHutis»

BianosigansHuii (i)
JNOCTIIHYK (1) Ta MicLie
(s1) mpoBefieHHS
BUMPOOYBaHHsA B YKpaiHi

1) k.M.H. "'aBpusioB A.B.

KomyHasbHe HekoMepiiifiHe MmignpueMcTBO XapKiBChbKOI 00sacHOI pagu «O6sacHa KiiHiuHa iHGbeKIlifiHa
JlikapHs», 1 BiggineHHs, M. XapKiB

2) A.M.H., ipod. Mopo3 JI.B.

KomyHanbHe HeKoMepliiiiHe MiANpUeMCTBO «BiHHUI[bKa MicbKa KiiHiuHa JiikapHsd Nel», iHdeKIiiiHe
BifineHHs, BiHHULIbKMI HallioHaIbHUM MeauuHui yHiBepcuteT iM. M.I. TTuporoBa, kadeapa iHbekiiiHUX
xBopo0 3 KypcoM ermiziemionorii, M. BiHHuis

3) nikap JlaBptokoBa C.{.

KomyHanbHe HekoMepliiliHe miAnpueMcTBo «Micbka KiiHiuHa iHQekiiHa JikapHs» OpecbKoi MiCbKOT
pagu, BiagiienHs NelO, M. Ozeca

4) K.M.H. MapTtuHiok I'.A.
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KomyHanbHe HekomepLiiliHe MignpueMcTBO «lleHTpasbHa MicbKa JiKapHs» PiBHEHCBbKOI MiCBKOI pajw,
O6nacHuii /liKyBaJbHO-/[iarHOCTUYHUM TernaTo/IoriuyHni 1ieHTp, M. PiBHe

5) nikap Bunoscbka B.B.

KomyHanbHe HeKoMepLiiliHe MeAWuHe TMiANPUEMCTBO «KpeMeHuyllbka Tiepilla MicbKa JiKapHs
iM. O.T. boraeBcbKOro», y/IbMOHOJIOT'iuHe BiffiseHHs1, M. KpeMeHuyK

[Iperniapatu OpiBHAHHS, —
BHUPOOHUK Ta KpaiHa

CynyTHi IndysionHi cucTemu [ BHYTpillIHbOBeHHOro BivBaHHSA TrueCare 3 ¢inbTpoM GVS Speedflow® 0.2pm Ta
Marepiasu/nperiapaTtv perynsTropoMm wBKUAKocTi BvBaHHA GVS EasyDrop® Flow
CYTIyTHBOI Tepamnii

I'enepanbHui aAupeKTop /lupexkTopary
(¢apmaneBTHUHOr0 3a0€3MeYeHHA Onexkcangp KOMAPIJA




Hopartok 2

«IIpo npoBefieHHs K/TiHIYHOTO
BUTIPOOYBaHHS JIiIKapChKOT0 3aco0y Ta
3aTBep/yKeHHs CYTTEBOI ITOIIPaBKU /10
MIPOTOKOJTY KJTiHIYHOTO BUMPOOYBaHHS
JKapCbKOTO 3ac00y, MPU3HAYEHOTO JIIsT
3/1iliCHEeHHS 3aX0/[iB, CITPSIMOBAaHUX Ha
3amobiraHHsl BAHMKHEHHIO Ta TIOMIMPeHHIO,
JIOKaJ/Ti3alliro Ta JIiKBiJaL[iro
KopoHaBipycHoi xBopo6u (COVID-19)»
12.05.2021 Ne 907

Has3sBa kiiHiuHoro
BUTIPOOYBaHHS, KO/,
BepCid Ta fiaTa

«PaHgomi3oBaHe, mojBiliHe criimne, TIale00-KOHTPO/IbOBaHe, OaraTolieHTpoBe AocmimpkeHHs da3m III 3
MeTOr BU3HaueHHs Oe3reku Ta eekTUBHOCTI AZD7442 nnsa nikyBanas COVID-19 y gopociux mariji€eHTiB,
1110 He MOTPeOyIOTh rocmiTastizalii», ko aocaimkenHss D8851C00001, sepcis 5.0 Big 31 6epesns 2021

3asgBHUK, KpaiHa

TOB «ACTPA3EHEKA YKPAIHA»

CnioHCOp, KpaiHa

AstraZeneca AB, Sweden

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

AZD8895 (Tixagevimab) (AZD8895; AZD8895 (Tixagevimab)); po3uun gns in’ekuii; 100 mr/mi; Catalent
Indiana, LLC, USA; Medlmmune, LLC, USA; AstraZeneca Nijmegen B.V., NIJMEGEN, Netherlands;
MedImmune Limited, United Kingdom; AstraZeneca AB, Sweden; Fisher Clinical Services Inc., USA;
Fisher Clinical Services Inc., USA; Fisher Clinical Services UK Ltd, United Kingdom; Fisher Clinical
Services GmbH, Switzerland; Almac Clinical Services, LLC, USA; Almac Clinical Services, USA; Almac
Clinical Services Limited, United Kingdom;

[Tnare6o g0 AZD8895 (Tixagevimab) (Harpito xmopuz po3unH a/iH. 0,9 %, ammyna 5 mm); Limited liability
company «Yuria-Pharm», Ukraine

AZD1061 (Cilgavimab) (AZD1061; AZD1061 (Cilgavimab)); po3uun ans in’ekuii; 100 mr/mn; Catalent
Indiana, LLC, USA; MedImmune, LLC, USA; AstraZeneca Nijmegen B.V., NIJMEGEN, Netherlands;
MedImmune Limited, United Kingdom; AstraZeneca AB, Sweden; Fisher Clinical Services Inc., USA;
Fisher Clinical Services Inc., USA; Fisher Clinical Services UK Ltd, United Kingdom; Fisher Clinical
Services GmbH, Switzerland; Almac Clinical Services, LLC, USA; Almac Clinical Services, USA; Almac
Clinical Services Limited, United Kingdom;

[Tnare6o o AZD1061 (Cilgavimab) (Harpiro xmopug po3uus g/id. 0,9 %, ammnysa 5 mi); Limited liability
company «Yuria-Pharmy», Ukraine
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Bignosigansuuii (i)
JIOCJTiTHYK (1) Ta Miclie
(s1) mpoBejeHHS
BUTIPOOYBaHHS B YKpaiHi

1) a.m.H., ipod. OcTpoBCchKUii M.M.

KomyHanbHe HekoMepriiiiHe MiANMpUEMCTBO «IBaHO-DpaHKiBCHKUI 007acHUM (HTU3i0My/TbMOHO/IOTiUHUH
11eHTp [BaHO-®paHKiBCHKOI 00/1aCHOI paziv», BiffiieHHs myabMoHosIoril Ne2, M. IBaHO-DpaHKiBCHK

2) a.M.H., npo@. NammHoBa K.1O.

KomyHanbHe HekoMmepLiliHe miAnpueMcTBo «MicbKa KiiHiuHa jikapHs Ned» [IHINPOBCHKOI MiCBKOI pajw,
KOHCYJIbTaTUBHO-/[iarHOCTUUHE BizjiseHHs, [IHINPOBChKUN Jep>KaBHUI MeJUUYHUN yHiBepcuTeT, Kadezapa
nipodeciiiHyux xBopoO Ta K/iHiuHOi iMyHosiorii, M. [IHirpo

3) k.M.H. Kynbbauyk O.C.

KomyHanbHe HekoMmepliiliHe mianpueMcTBO «MicbKa jikapHs Ne9» 3anopi3bkoi MiCbKOI pajid, BifiieHHs
Tepamisi 1, /lep)kaBHUM 3ak/af, «3aropi3bka Me[MYHa akajieMisl Mic/sJuriioMHol ocBiTM MiHicTepcTBa
OXOPOHM 37I0pOB'si YKpaiHu», Kadeapa 3arajbHOI MPAaKTUKU-CIMEMHOI MeJULIMHH, JepMaTOBeHeposorii 3
KYPCOM ICUXiaTpii, M. 3anopixiKsa

4) k.M.H. Jlebeqp K.M.

KomyHasibHe HeKoMepIjiliHe TMiANPHUEMCTBO «XepCOHChKa MichbKa KiiHiuHa JiikapHs iM. €.€. Kapabeneria»
XepCoHCBKOI MiCbKOI pajy, MpuiiMabHe BiffliieHHs, M. XepCOH

5) K.M.H. BuinnuBenpkuii L1

KomyHnanbHe mifgnpuemMctBo «JlikapHsi Nel» JKutomupcbkoi MickKoi paju, iHpekuiliHe BiazineHHs,
M. JKutomup

6) k.M.H. fIkoBenko O.K.

KomyHanbHe mianpueMcTBo «BosmHcbKa o6macHa KiiHiuHa JikapHsS» BommHCbKOi o06macHOi pasy,
iHbexiifiHe BigmineHHst Ne2, BomuHcbKa 0051., JIylibKuii paioH, ceyo TapacoBe

[Ipenapatu OpiBHAHHS,
BHUPOOHUK Ta KpaiHa

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

I'eHepanbHuil AMpeKTOp /lupeKTopaTy
(apmaneBTHYHOTO 3a0e3meueHHs Onekcanap KOMAPIJJA




HonaTok 3

«ITpo npoBeieHHs KITiHIUHOTO
BUTIPOOYBaHHS JTiKapCbKOT0 3aco0y Ta
3aTBep/pKeHHs CyTTEBOI MOINPaBKU /10
TIPOTOKOJTY KJ/IiHIYUHOTO BUITPOOYBaHHSI
NiKapChKOTO 3aco0y, MpU3HaueHoro /st
3[iiICHEHHS 3aXO0ZiB, CIIPSIMOBAaHUX Ha
3aro0iraHHsi BAHUKHEHHIO Ta TOLIHUPeHH}O,
JIOKaJTi3aLjito Ta JIKBiJaLito
KopoHaBipycHoi xBopo6u (COVID-19)»
12.05.2021 Ne 907

Ha3sBa kniniuHoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

BATATOLIEHTPOBE, PAHJOMI3OBAHE, TIOJBIVMHE-CJ/IIIIE, IIJIAIIEBEO-KOHTPOJILOBAHE
JOCIIDKEHHSA ®A3U 111 [IJI OLIHKA E®EKTUBHOCTI, BE3IIEYHOCTI I IIPOTUBIPYCHOT
AKTHUBHOCTI TIPEITAPATY RO7496998 (AT-527) ¥ AMBYJIATOPHUX TIALIIEHTIB 3 COVID-19
JIETKOI'O ABO IIOMIPHOI'O CTYIIEHA TAXKOCTI, kop pocnimkenHs CV43043, Bepcis 1 Bif
12 mortoro 2021 poky

3asBHUK, KpaiHa

ToBapuctBo 3 OO0MmexeHoro BiamosigampHicTio «KoHTpakTHO-[locmigaunibka Opradizaris [HHOMapM-
YKpaiHa»

CrioHCOp, KpaiHa

@. Xoddmann-JIsa Pow Jita, HBetitapis (F. Hoffmann-La Roche Ltd, Switzerland)

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

RO7496998 (AT-527) (RO7496998; RO7496998); Tabmerku, 22 TabseTku y rmusmigi; 275 mr; DHL
Solutions Fashion GmbH, Germany; Roche Pharma AG, Germany; F. Hoffmann-La Roche Ltd.,
Switzerland;

[Tnate6o 10 RO7496998 (AT-527), Tabnetku, 22 tabnerku y msmi; DHL Solutions Fashion GmbH,
Germany; Roche Pharma AG, Germany; F. Hoffmann-La Roche Ltd., Switzerland

BignogigansHui (i)
JIOCJTiIHYK (1) Ta Miclie
(s1) mpoBefeHHs
BUTIPOOYBaHHS B YKpaiHi

1) 3aB. Bia. ['yngepraitio b.1.

KuiBcbka KiiHiuHa /iKapHsi Ha 3a/i3HUUYHOMY TpaHCopTi Ne2 @inii «LIeHTp 0XOpoHU 370pOB’s»
aKL[IOHEPHOT'O TOBAPUCTBA «YKpaiHChKa 3a/li3HULIS», YJIbMOHOJIOTiYHe BiffiieHHs, M. KUiB

2) A.M.H., ipod. OcTpoBcbKuii M. M.

KomyHanbHe HekomepriiiiHe MignmpueMcTBO «IBaHO-PpaHKIBCHKUI 00/1aCHUA (PTH3i0My/TBMOHOIOTiUHUH
1jeHTp IBaHO-PpaHKiBCHKOI 06/1aCHOI pajiy», BiffineHHs My 1bMOHOOTrIT Ne2, M. IBaHO-®PpaHKiBCHK

3) nikap FOpkin T.b.

[IpuBaTHe ITiIIPUEMCTBO TIpHMBaTHa BUPOOHMUA (ipMa «ALMHYC», JiKyBaJbHO-AiarHOCTUUHUN I[€HTP,
M. KponuBHULIbKUH
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[TpenapaTy MOpiBHAHHSA, | —
BUPOOHUK Ta KpaiHa

CymnyTHi - JTabopaTopHi Habopwy;
Marepianu/npernapaTy - IndpauepBoHi TepmoMeTpy;
CYIyTHBOI Teparil - X0nozoBi LeHTpuyry;

- Cmaprdonu (rnanietr) Samsung A21 M, Samsung A21 F, Samsung A30;
- JIpyKoBaHi Marepiaaiu [i/is NaL{i€HTiB.

I'enepanbHuil AUpeKTOp /JupeKkTopary
(¢apmaneBTHUHOTrO 3a0€3neueHHA Onekcanap KOMAPIJA




Hopartok 4
«[Ipo npoBefeHHs KIiHIYHOTO
BUTIPOOYBaHHS J1iKapChbKOTO 3aco0y Ta
3aTBep/ KeHHs CYTTEBOI MOMPABKU [0
TIPOTOKOJTy KJ/IiHIYHOTO BUITPOOYBaHHS
JiKapChbKOTO 3aco0y, MPU3HAYEHOTO J1/Ist
3/1iliCHeHHsI 3aX0/1iB, CIIPSIMOBAHUX Ha
3aro0biraHHsl BHHUKHEHHIO Ta MOLIUPEHHIO,
JIOKaJti3allito Ta JiKBiJjaliifto KOpOHaBipyCHOL
xBopobu (COVID-19)»

12.05.2021 Ne 907

InenTudikatiist cyrreBoi
TIOTIPaBKU

I[MonpaBka o TIpoTokosny kiiHiuHOTO BUNpoOyBaHHs Ne8 my1st Pocii Ta Ykpainu Big 01 kBitHs 2021 poky;
OnoBnenuii Ilpotokon ¢inaneHa Bepcig 08.1 gns Pocii Ta Ykpainu Big 01 kBiTHg 2021 poky 3
iHKopriopoBaHoto ITonpaskoro 8 s Pocii Ta Ykpainu Bif 01 kBiTHs 2021 poky

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

Ne 2165 Big 22.09.2020

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«EdekTuBHicTh i Oe3meuHicTb 3acTocyBaHHs npernapaty Okraram 10% y marjieHTiB, xBopux Ha COVID-
19, i3 TsoxkkuUM mepebirom 3axoproBaHHs», GAM10-10, dinanbhHa Bepcis 08, Big 27 ciuns 2021 poky 3

iHkopriopoBaHoto [lorpaskoro 7 Bif 27 ciunsg 2021 poky

3asgBHUK, KpaiHa

TOB «Kapmnarcbka foC/IijHULBbKA Tpyna», YKpaiHa

CrioHcop, KpaiHa

Octapharma USA

CynyTHi
Marepianu/nperiapaTty
CYyNyTHBOI Tepariii

I'eHepanibHM# JUpeKTOP JJMpeKkTopaTry

(apmaneBTUUHOTO 3a0e3MeueHHsA

Onekcanap KOMAPIJA




Hopatok 5
«[Ipo npoBefeHHs KIiHIYHOTO
BUTIPOOYBaHHS J1iKapChbKOTO 3aco0y Ta
3aTBep/ KeHHs CYTTEBOI MOMPABKU [0
TIPOTOKOJTy KJ/IiHIYHOTO BUITPOOYBaHHS
JiKapChbKOTO 3aco0y, MPU3HAYEHOTO J1/Ist
3/1iliCHeHHsI 3aX0/1iB, CIIPSIMOBAHUX Ha
3aro0biraHHsl BHHUKHEHHIO Ta MOLIUPEHHIO,
JIOKaJti3allito Ta JiKBiJjaliifto KOpOHaBipyCHOL
xBopobu (COVID-19)»

12.05.2021 Ne 907

InenTudikatiist cyrreBoi
TIOTIPaBKU

BKJ/TIOUEHHST I0/IaTKOBUX MiCITh TPOBEIEHHS K/TiHIYHOTO BUIPOOYBaHHSI:

No I1.I.b. BiAmOBiJa/ILHOTO AOC/IIJHHUKA

/1 HasBa Mmiclist ipoBe/ieHHsT K/TiHIYHOTO BUTMPOOYBaHHS

1 I.M.H., npod bapHa O.M.
MenuuHuii  1[eHTP TOBapucTBa 3 OOMEXeHOW BiAmoBizanbHicTIO  «IIpeBeHTKIIiHIKa»,
KOHCY/IbTaTUBHO-/1iarHOCTUYHUM Bigzin, M. Kuis

2 K.M.H. benocnyuesa K.O.
KomyHaneHe HekoMmepLiiiHe mignpueMcTBO «Mickka KiiHiuHa jikapHs Ne6» [IHiMpoBCbKOI
MICBKOI pajH, BiJJiisieHHs Tepamii 3 MYyJ/JIbMOHOJIOTIYHUMM JDKKaMHu, [lep>KaBHUM 3ak/af,
«/IHirponeTpoBCcbKa MeiMuHa akajeMiss MiHicTepCcTBa 0XOPOHU 3/I0pPOB‘st YKpaiHu», Kadeapa
BHYTPILIHBOI MeguLIHA 1, M. [IHInpo

3 sikap Kapnienko O.O.
KomynaneHe HekomepLiliHe mianpuemMcTBo «KuiBcbka MicbKa KiiHiyHa JikapHA Nel»
BUKOHaBYOro opraHy KuiBcbkoi micbkoi pagu (KuiBcbKoi MiChbKOI iepKaBHOI afgMiHicTpaliii),
TeparieBTUyHe BiagineHHs No2, M. Kuis

4 sikap Top6a T.O.

KomyHanbHe HekoMmepljitiHe migrpuemMcTBO «Micbka mosikiiHika Ne9» XapkKiBCbKOiI MiCBKOI
paau, ambynaropist Nel I]eHTpy epBUHHOI MeIMKO-CaHITapHOI I0NTOMOTH, M. XapKiB
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Howmep ta faTa Hakasy
MO3 100 3aTBep/KeHHS
K/TiHIYHOTO BUTIPOOYBaHHS

Ha3ga ky1iHiyHOrO
BUTIPOOYBaHHs, KO/,
BepCis Ta fjaTa

BATATOLIEHTPOBE, PAHIIOMI3OBAHE, TIOABIMHE-CJIIIIE, TIAIITEBO-KOHTPOJIbOBAHE
JOCJIIDKEHHSA ®A3U 111 /I OLIHKN EGEKTUBHOCTI, BE3ITEUHOCTI 11 ITPOTUBIPY CHOI
AKTHUBHOCTI ITPEITAPATY 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

3asiBHUK, KpaiHa

TorapuctBo 3 ObmexkeHow BianorigansHicTio «KoHTpakTHO-[ocmiguuipka Oprasizaifiss IHHOGapM-
YkpaiHa»

CrioHcop, KpaiHa

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

CynyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepartii

I'enepanbHui AupeKTop /lupexkTopary
(¢apmaneBTHUYHOr0 3a0€3MeYeHHA Onexkcangp KOMAPIJA




