Hopatok 1

[lo HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’ s
Ykpainu «IIpo 3aTBep/KeHHsI CYyTTEBOL
MOMNPAaBKHU JJ0 MPOTOKOJIy K/IiHIYHOTO
BUTIPOOYBaHHS JTiIKapChKOTO 3aco0y,
TIPU3HAYEHOT 0 AJis1 3[AiMCHEHHS 3aXO0/iB,
CTIPSIMOBAHUX Ha 3arobiraHHss BAHUKHEHHIO
Ta MOLUMPEeHHIO, JIOKa/Ii3aLito Ta JiKBiJaLito
KopoHaBipycHoi xBopo6u (COVID-19)»
06.07.2021 Ne 1364

Inentudikatiis cyrreBoi
TIOTIPaBKU

Bpouypa gocnignvka ans miperapaty CT-P59, Bepcisi 5.0.A Big 01 uepBHs 2021 poKy, aHI/IiMCBHKOO
MOBOIO

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

Ne 3056 Biz 29.12.2020

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«®a3za 2/3, paHgOMi30BaHe, y Tapajie/lbHUX TpymaX, Iulane00-KOHTPOIbOBaHe, TIOABiMHe —CJrire
JOCTiIKeHHsT 711 OLiHKU e)eKTUBHOCTI i 6e3neuHocTi nperapary CT-P59 y kombiHariii 3i ctaHgapTHUM
JMKyBaHHsAM y amOy/JaTOPHUX TIALiEHTIB 3 TSPKKAM TOCTPUM PeCITipaTOPHUM CHHIPOMOM Y 3B'SI3KY 3
KopoHaBipycHot (SARS-CoV-2) indekiiieto», CT-P59 3.2, Bepcis 7.0 Bix 30 kBiTHs 2021 poky

3asgBHUK, KpaiHa

TOB «APEHCIA EKCIVIOPATOPI MEIICIH», Ykpaina

CnoHcop, KpaiHa

CEJUITPIOH, Iuk./CELLTRION, Inc., Republic of Korea (South Korea)

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

B.o. reHepanbHOro gupexkrTopa /Iupekropary
(¢apmaneBTHUHOr0 3a0€3MeYeHHA IBan 3A/IBOPHUMX




Hopartok 2

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S

Yxpainu «IIpo 3aTBepzKeHHsI CyTTEBOI
TI0IpaBKU 10 NIPOTOKOJY K/IIHIYHOTO
BUTIPOOYBaHHS JTiKapCbKOTO 3aco0y,
TIPU3HAUEHOT O ISl 3iiCHeHHST 3aXO0/iB,
CTIPSIMOBAHWX Ha 3arobiraHHss BHHUKHEHHIO
Ta MOLIMPEHHIO, JIOKasIi3aLlito Ta
MKBi/a11it0 KOPOHaBipyCHOI XBOpOOH
(COVID-19)»

06.07.2021 Ne 1364

Has3sBa kiiHiuHoro
BUTIPOOYBaHHS, KO/,
BepCid Ta ziaTa

baraTorieHTpoBe, MozBiliHe cimne, paHJOMi30BaHe, MIale00-KOHTPO/IboBaHe mociimpkenHs 111 daswm, 1mo
TIPOBOJIUTHCA B Tlapasie/IbHUX TpyMax /[Js OLHKM e(eKTHBHOCTI Ta 0Oe3reKd PaHHLOTO 3aCTOCYBaHHS
iBepPMEKTHHY TPOTATOM TPhOX [HIB TOCIi/b y fOpocauX cTapiie 50 pokiB Ayist 3arobiraHHs rocmitasisarii 3
npuBoay SARS-CoV-2 (COVID-19), kog pocaimkenns IVER-303, octatouna Bepcis 4.0, 16.04.2021

3asiBHUK, KpaiHa

«Ckoym InrepHewunn Al'», HimeyurHa

CnoHcop, KpaiHa

«Yemo Peszepu C.JI.» (Chemo Research S.L.), Icrianis

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

IBepmekTrH 9 Mr Tabnetku (70288-86-7; IBepmekTuH); Tabnetku; 9 mr mimirpam(u); LABORATORIOS
LICONSA, S.A., Spain; LODILAT LOGISTICAL, S.L., IcniaHis;

IBepmekTrH 18 Mr Tabsetku (70288-86-7; IBepmekTuH); Tabnetku; 18 mr minirpam(u); LABORATORIOS
LICONSA, S.A., Spain; LODILAT LOGISTICAL, S.L., IcniaHis;

miare6o 10 Isepmektun 9 mr; Tabnetku; LODILAT LOGISTICAL, S.L., Icnianis;

niaie6o o IBepmekTuH 18 mr; Tabsetky; LODILAT LOGISTICAL, S.L., IcniaHis;

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

1) k.M.H. Kypuk JI.M.

HepxaBHa ycraHoBa «HarljioHasbHUi iHCTUTYT (TH3iaTpii i nyaeMoHosorii im. ®.I'. fHOBCBHKOTO
HarioHanpHOI akageMii MeJUUHUX HayK YKpalHW», KOHCY/IbTaTUBHA I0/IiK/iHiKa, M. KuiB

2) K.M.H. [Tpumytiko H.A.

HepxaBHa ycrtaHoBa «HarjioHanbHuii iHCTUTYT ¢TU3iaTpii i mnysneMoHosorii iM. @.I. fHOBCHKOrO
HarjioHasnbHoi akajemii MeIMUHUX HayK YKpaiHu», KabiHeT mieruieHHs, M. Kui

3) nikap HobpsiHcbka M. A.

KomyHanbHe HekoMmepiiiiHe TmigrnpueMcTBO «KuiBcbka MicbKa KiiHiuHa jikapHsi Ne 12» BUKOHaBYOIO
oprany KuiBcekoi micekoi pagu (KuiBCbKOI MiCBKOI Jiep>KaBHOI afMiHicTparlil), BiAJieHHs1 HeBigKIaaHOL
MeUYHOI JormoMoru, M. Kuis
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4) np.M.H., ipod. INammmHoBa K.HO.

KomyHanbHe HekoMepliiiiHe mianpueMcTBo «Mickka KiiHiuHa jikapHs Ned» [THINPOBCHKOI MiChKOI paju,
MICbKUI LeHTp 10 JiKyBaHHIO TMpodeciiHUX 3aXBOpIOBaHb, [IHIMPOBCHKUN [lep)KaBHUM MeJudHUI
yHiBepcuTeT, Kadepa npodeciiiHux xBopoO Ta KIiHiuHOI iMyHostorii, M. JIHiTTpo

5) Kipeesa T.B.

KomyHanbHe HekoMepliitiHe minpueMcTBo «Micbka KiiHiuHa JiikapHs Nel6» [IHIMpOBCHKOI MiChKOI pajy,
KOHCYJIbTaTUBHO-/[iarHOCTUUHE BiffiseHHs, [THINPOBCHKUN AepKaBHUM MeJUUHUN yHiBepcuTeT, Kadeapa
BHYTPILIHBOI MeuLIWHU 1, M. [IHIinpo

[IpenapaTtu NOpiBHAHHS, -
BUPOOHUK Ta KpaiHa

CymnyTHi —/—
Marepianu/npernapaTy
CYyNyTHBOI Tepartii

B.o. reHepanbHOro gupexkrTopa /Ilupekropary
(¢apmaneBTHUYHOr0 3a0€3MeYeHHA IBan 3A/IBOPHUMX




