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)»

3.12.2021 Ne 2701

Ha3sBa kniniuHoro
BUTIPOOYBaHHS, KO/,
Bepcisi Ta fjaTa

«Panziomi3oBaHe, noziBikiHe cire, rane60-KOHTPOIbOBaHe JOC/TiKeHHs a3y 3 [Jis OLiHKUA e(heKTUBHOCTI
Ta 6e3reuHocti npokcanyTtamigy (GT0918) y ambOynaTopHux mnaiieHTiB 3 iHdekiiero COVID-19 nerkoro Ta
TIOMIPHOT0 CTYMEHIB TSHKKOCTI», KoA gociaipkeHHs GT0918-US-3001, sepcis 2.0 Big 08 simnHsg 2021 poky.

3asiBHUK, KpaiHa

TOB «ITAPEKCEJI YkpaiHa»

CnoHcop, KpaiHa

«Cyxoy Kintop ®apmackroTikasc, IHk.»/ Suzhou Kintor Pharmaceuticals, Inc., United States

[Tepesnix foc/ipKyBaHUX
JiKapCchKUX 3aco0iB
nikapcbKa dhopMa,
J103yBaHHsI, BUDOOHUK,
KpaiHa

[Mpokcanytamig (GT0918; TIlIpokcamyramig (GT0918); Proxalutamide; GT0918; Proxalutamide
(mpokcanytamin)); Tabnetku; 100 mr; Suzhou Kintor Pharmaceuticals, Inc., Kuraii; Parexel International
GmbH (European Distribution Center (EUDC)), HimeuunHa;
[Tnare6o mo ITpokcanyraminy, Tabnetku; Suzhou Kintor Pharmaceuticals, Inc., Kutaii; Parexel International
GmbH (European Distribution Center (EUDC)), HimeuunHa

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

1) 3aB. Bia. I'yHgepTaiino b.1.

KuiBcbka KniHiyHa JliKapHS Ha 3ami3HUUHOMY TpaHchopTi Ne 2 ¢inii «LleHTp 0XOpoHM 370pOB’si»
aKL[IOHEPHOTO TOBAPUCTBA «YKpaiHCbKa 3a/li3HULIS», MYJIbMOHOJIOTiYHEe BiiieHHs, M. KUiB

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

KomyHa/bHe MiNIpUeMCTBO «BoJsiMHCbKAa 00/lacHa KiTiHiuHa JiKapHsS» Bo/iMHCBKOI 00/1acHOi pajw,
inbexiiiHe Bigminendst Ne2, ceno Tapacose, JIylibKuii patioH, BosmHCcbKa 0671.

ITIpenapatu MOpPiBHSHHS,
BHUPOOHMK Ta KpaiHa

CynyTHi
Marepiasu/nperiapaty
CYTyTHBOI Tepamnii

—

B.o. renepanbHoOro jupexkropa /Ilupexkropary

(apmaneBTHYHOT0 3a0e3MeueHHs

IBan 3A/IBOPHUX




Hoparok 2

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo rnposezieHHs K/IIHIYHOTO
BUTIPOOYBaHHS Ta 3aTBEP/)KEHHsI CyTTEBUX
TIONPABOK /10 NIPOTOKOJIIB K/IIHIUHUX
BUTIPOOYBaHb JIIKAPChKUX 3aco0iB,
TIpPU3HAUEHUX [I/151 31MICHEeHHS 3aX0/iB,
CTIPSIMOBAHUX Ha 3arobiraHHss BAHUKHEHHIO
Ta MOLUMPEeHHIO, JIOKa/Ii3aLito Ta JiKBiJaLito
KopoHaBipycHoi xBopo6u (COVID-19)»
3.12.2021 Ne 2701

InenTudikatiist cyrreBoi
TIOTIPaBKU

BxJtoueHHs1 J0AaTKOBOTO MiCLisi NIPOBEE€HHS K/IIHIYHOTO 0C/Ii[KeHHS
Ne I1.I.b. BiATIOBIIa/IBHOTO TOC/IiTHUKA
/1 Ha3sBa Miciis mpoBe/ieHHs1 KJIiHIYHOTO BUITPOOYBaHHSI
1 K.M.H. [lonskosa I'.B.
MenuyHuii 1[eHTP TOBapUCTBa 3 O0OOMe)XeHOK BiJmoBifjanbHICTIO «MeAWYHUN  1[eHTp
«KoHcutiym Megikas», KJIiHIKO-KOHCYJ/IbTaTUBHE BizisieHHs, M. KuiB

Howmep ta faTa Hakasy
MO3 o0 3aTBepIyKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 2352 Big 27.10.2021

Ha3sga kjiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«bararoerariHe, mMozu¢ikoBaHe Mo/BiliHe cline AocCyifyKeHHS (a3 3, L0 TPOBOJUTHCA B OaraTbox
napasesbHUX TpyMax Ajsi OIiHKK e(peKTHBHOCTi, 0e3rneuyHoCTi ¥ iMyHOreHHOCTi [BOX ajFOBaHTHUX
peKoMbiHaHTHUX Oi/IKOBUX BakIMH (MoHOBaseHTHOI Ta OiBasmeHTHOI) Tmipotd SARS-CoV-2 s
3anobiranust COVID-19 y mopociux Bikom 18 pokiB i crapmie», VAT00008, 3 monpaBkoto 01, Bepcist 5.0
Biz 08 BepecHs 2021 poky

3asgBHUK, KpaiHa

TOB «CaHo@i-ABeHTiC YKpaiHa»

CnoHcop, KpaiHa

Sanofi Pasteur Inc., USA (Canodi ITactep Ink., CIIIA)

CynyTHi
Marepianu/nperiapaty
CYyNyTHBOI Tepartii

B.o. revepanbHoro jupekropa /lupekropary
(apmaneBTUUHOTO 3a0e3MeueHHsA Ian 3A/IBOPHUX




HonaTok 3

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo rnposezieHHs K/IIHIYHOTO
BUTIPOOYBaHHS Ta 3aTBEP/)KEHHsI CyTTEBUX
TIONPABOK /10 NIPOTOKOJIIB K/IIHIUHUX
BUTIPOOYBaHb JIIKAPChKUX 3aco0iB,
TIpPU3HAUEHUX [I/151 31MICHEeHHS 3aX0/iB,
CTIPSIMOBAHUX Ha 3arobiraHHss BAHUKHEHHIO
Ta MOLUMPEeHHIO, JIOKa/Ii3aLito Ta JiKBiJaLito
KopoHaBipycHoi xBopo6u (COVID-19)»
3.12.2021 Ne 2701

Inentudikatiis cyrreBoi
TIOTIPaBKU

3MiHa crioHcopa gochimkeHHs 3 «KiHntop @apmackroTikans, [Hk.» (Kintor Pharmaceuticals, Inc.), CIIA,
Ha «Cywkoy Kintop ®apmacekroTikans, [Hk.» (Suzhou Kintor Pharmaceuticals, Inc.), Kuraticeka HapozgHa
Pecry6tika

Howmep Ta gata Hakasy
MO3 o0 3aTBepKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 2469 Big 09.11.2021

Has3sBa kiiHiuHOro
BUIIPOOYBaHHS, KO/,
BepcCis Ta JaTa

«PanzpomiszoBaHe, TmoABiliHe citime, TIaLle00-KOHTPObOBaHe JocyimkeHHs ¢a3u Il gns  ouiHky
edeKTUBHOCTI Ta 6e3meuHocTi nipokcanytamigy (GT0918) y rocmitanizoBanux maijieHTiB i3 COVID-19»,
GT0918-US-3002, Bepcis 1.0 Bix 11 uepBusa 2021 poky

3asiBHUK, KpaiHa

ITianmpuemctso 3 100% iHo3emHoro iHBecTHLielo «AVK’FOBIA PJIC YkpaiHa»

CnoHcop, KpaiHa

Kintor Pharmaceuticals, Inc. («Kintop ®apmacbroTikans, IHk.»), CIIIA

CynyTHi
Marepianu/mpenapaTy
CYTIyTHKOI Tepamii

B.o. reHepanbHOro gupexkTopa /Iupexkropary
(¢apmaneBTHUYHOr0 3a0€3neYeHHA IBan 3A/IBOPHUX




HopnaTok 4

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Yxpainu «IIpo rnposezieHHs K/IIHIYHOTO
BUTIPOOYBaHHS Ta 3aTBEP/)KEHHsI CyTTEBUX
TIONPABOK /10 NIPOTOKOJIIB K/IIHIUHUX
BUTIPOOYBaHb JIIKAPChKUX 3aco0iB,
TIpPU3HAUEHUX [I/151 31MICHEeHHS 3aX0/iB,
CTIPSIMOBAHUX Ha 3arobiraHHss BAHUKHEHHIO
Ta MOLUMPEeHHIO, JIOKa/Ii3aLito Ta JiKBiJaLito
KopoHaBipycHoi xBopo6u (COVID-19)»
3.12.2021 Ne 2701

InenTudikaris cyTreBoi
TIOTIPaBKU

OcHoBHa iH(opMallis A5 nalieHTa Ta (opma iHQOpPMOBaHOI 3ro/iM Ha yuyacThb y Jocii/pkeHHi (asu 111,
aHTJIiiCbKOI0 MOBOIO 11 YKpainu, Bepcis 7.1.2.1 Big 05 muctomnaza 2021 p.; OcHoBHa iHbopMaliis Ajis
naijieHTa Ta ¢opma iHdhopMoBaHOi 3rogu Ha ydacThb y gochifkeHHi ¢a3u III, ykpaiHCbKOIO MOBOIO IS
Ykpaiau, Bepcis 7.1.2.1 Big 05 mucromaza 2021 p.; OcHoBHa iHdopMallis s maijieHTa Ta dopma
iHopMoBaHoi 3roau Ha yuacTb y gociigkeHHi dasu III, pociiicbkkoro MoBoto /151 YKpainu, Bepcis 7.1.2.1
Bif 05 smucromaza 2021 p.; Indopmanisi gns matjieHTa Ta ¢gopma iHpopMoBaHOI 3rofd Ha yuyacTb Y
roriepeZlHLOMY CKPHHIHTY, aHI/TiMCbKOI0 MOBORO /151 YKpainu, Bepcisi 1.0.2.1 Big 05 nucronaga 2021 p.;
Indopmarjisi A maiieHta Ta ¢dopma iHGOpMOBaHOI 3rou Ha y4acTb y TOMNepeAHbOMY CKPHHIHTY,
YKpaiHCbKOIO MOBOIO A1 YKpainu, Bepcisi 1.0.2.1 Big 05 nmuctonaga 2021 p.; Indopmatiis ais naijieHTa
Ta ¢opma iHHOPMOBAHOT 3ro/iv Ha Y4acTh Y TOMepeJHbOMY CKPUHIHTY, POCiCHKOI0 MOBOIO [/t YKpaiHHu,
Bepcig 1.0.2.1 Big 05 mucronaga 2021 p.; SF-36v2® onuTyBanbHUK «Ballie 310pOB’S Ta CaMOIIOUYTTS»,
YKpalHCbKOI MOBOIO A1 YKpaiHuy, Bif 15 mucromnaga 2021 p.; SF-36v2® onuryBanbHUK «Baite 310poB’s
Ta CaMOIOUYTTs1», POCIMCHKOI MOBOIO [/s1 YKpaiHu, Bif 15 mucromaza 2021 p.; AHKeTa LIOJ0 CTaHy
3popoB’ss EQ-5D-5L, yKpalHCbKOWO MOBOK Mg YKpaiHu, Bepcis 1.1, Big 12 mumcromaga 2021p.;
OnuTyBanbHUK 1100 cTaHy 3710poB’si EQ-5D-5L, pociiickkoro MoBOrO Aasi YKpaiHu, Bepcisi 1.1, Bif
12 mucronama 2021 p.; Hocnigxkennss ACTIV-2 - nquct mo jikyrouoro Jjiikaps, Big 30 nurnaa 2021 p.,
Bepcid 3.0, yKpaiHCbKOK MOBOIO /151 YKpaiHu, nepeknazeHo 20 BepecHs 2021 p.; Hocaimpkenns ACTIV-2
- UCT fo JaiKyrovoro jikaps, Bif 30 qgunns 2021 p., Bepcis 3.0, pociiiCbKOHO MOBOIO A/ YKpaiHu,
nepekiazieHo 20 BepecHst 2021 p.; Hocaimkennss ACTIV-2 - iHpopMariiviauii uct, Big 11 ceprias 2021
p., Bepcid 2.0, yKpalHCbKO MOBOIO J/11 YKpaiHu, repekiageHo 20 BepecHs 2021 p.; JdocigkeHHs




2 TPOJIOBXKEHHS ojaTKa 4

ACTIV-2 - indopmauiiinuii mucr, Big 11 cepriusi 2021 p., Bepcis 2.0, pocilicbkoro MOBOIO /11 YKpaiHu,
niepekiazieHo 20 BepecHs 2021 p.; Hocaimkennss ACTIV-2 — peknamHui nocrtep, Big 28 numnusa 2021 p.,
Bepcis 2.0, yKpaiHCbKOK MOBOIO J/1s1 YKpaiHu, nepeknazeHo 20 BepecHs 2021 p.; Jocnimkenus ACTIV-2
— peKJlaMHMM T1ocTep, Bif 28 nmumnHsa 2021 p., Bepcis 2.0, pociiicbKOr0 MOBOO /1J1s1 YKpaiHH, repeK/iajjeHo
20 BepechHs 2021 p.; Cienapiii TenedoHHOI po3moBu Ansi AociimkeHHs ACTIV-2 i3 3acTtocyBaHHs
MOHOKJ/IOHAJTbHUX aHTHUTI/I Ta iHIIMX TperapaTiB B amOy/aTOPHUX yMoBax, rpoTtokon 7 (s Kanaau Ta
KpaiH no3a mexxamu IliBHiuHOI Amepukn), Bep. 1, 13 nunua 2021 p., yKpaiHCbKOO MOBOMO; CrieHapii
TenedoHHOI po3MoBu st gocaikeHHs: ACTIV-2 i3 3acTocyBaHHSI MOHOK/IOHAIbHUX aHTUTI/ Ta iHIIMX
rpernapariB B aMmOy/saTOpPHMX yMOBaX, MpPOTOKos 7 (ans KaHagu Ta KpaiH mo3a Mexkamu ITiBHiuHOi
Awmepuku), Bep. 1, 13 sumas 2021 p., pociticekoro moBow; [ocmimkenns ACTIV-2 — BeG-caliT
JocmigkeHHs, Bifg 12 yunHa 2021 p., Bepcig 6.0, yKpaiHCBKOIO MOBOX [/ YKpaiHu; [lociiyKeHHs
ACTIV-2 — Beb-caliT gocrimkenns, Big 12 murasa 2021 p., Bepcis 6.0, pocificbKor0 MOBOIO /11 YKpaiHu;
Hocnimkenns: ACTIV-2 — tekct BeO-caiiTy gocsizpkenHs, Big 12 mumHs 2021 p., Bepcis 6.0, yKpaiHCEKOO
MoBoto it Ykpainu; HocmimkenHss ACTIV-2 — Tekct Beb-caldTy fgociimkenHs, Big 12 mumas 2021 p.,
Bepcis 6.0, pociiicbkoro MoBorO s YKpainu; Jocnimpkenns ACTIV-2 — kapTka nofsky, Bif 04 BepecHs
2020 p., Bepcisa 1.0, ykpaiHCbKOO MOBOIO 151 YKpainu; [HocnimkeHHs ACTIV-2 — kapTka nofsku, Bif
04 BepecHst 2020 p., Bepcis 1.0, pociiicbkkoro MoBoto Asisi Ykpainu; Jocnimkenns ACTIV-2 — indorpadika
«IIlo Take MOHOK/IOHa/NBHI aHTUTLIA?», Bif 15 BepecHs 2020 p., Bepcis 1.0, yKpalHCbKOK MOBOK IS
Yxkpainu; Jocnimpkennsi ACTIV-2 — indorpadika «Illo Take MOHOK/IOHA/IBHI aHTUTINA?», Bif, 15 BepecHs
2020 p., Bepcis 1.0, pocilickkoro MoBow At YKpainu; [HocmimkenHss ACTIV-2 — TekcT Bifjeo 11070
PO3yMIHHSA K/IiHIUHUX JociifKeHs, Bif 10 cepriasa 2020 p., Bepcis 2.0, yKpaiHCbKOX MOBOIO /11 YKpaiHy;
Hocnimkenus ACTIV-2 — TekCT Bifeo 1010 pO3yMiHHS K/IIHIUHUX A0C/TipKeHb, Bif 10 cepriasa 2020 p.,
Bepcig 2.0, pocilicbkkoro MoBoro nasi YKpainu; ocmimkenns ACTIV-2 — Bigeo 1040 po3yMiHHs
K/IiHIYHUX fAochifxkenb, Bif 10 ceprmus 2020 p., Bepcis 2.0, ykpaiHCbKOIO MOBOIO Asi YKpaiHu (Ha
enekTpoHHOMY Hocii); Hdocnimkenns ACTIV-2 — Bifeo 11040 po3yMiHHS K/IiHIYHUX [OC/ipKeHb, Bif 10
ceprHst 2020 p., Bepcis 2.0, pocilicbKOI0 MOBOO /17151 YKpaiHu (Ha e/leKTPOHHOMY HOCiT)

Homep Ta gata Hakazy Ne 1741 Big 17.08.2021
MO3 1oz0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS




3 TMPO/IOB)KEHHS [jo/laTKa 4

Ha3sBa kniniuHoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

«[locnipKeHHsT Ha ajaNTUBHIN MyaTdopMi A5 MiKyBaHHST aMOynatopHux naiieHTie 3 COVID-19 (Adapt
Out COVID)», ACTIV-2/A5401, octatouHa Bepcisi 7.0 Big 29 uepsHs 2021p.

3asiBHUK, KpaiHa

TorapuctBo 3 ObmekeHow BianoBigansHicTio «KoHTpakTHO-ocmiguuipka Opraizaijisi IHHOGapM-
YKpaiHa»

CnoHcop, KpaiHa

HarjioHampHUM iHCTUTYT aneprii Ta iHdekiiliHuxX 3axBoptoBaHb, CIIIA (National Institute of Allergy and
Infectious Diseases, USA)

CynyTHi
Marepianu/nperiapaTty
CYTyTHBOI Tepamnii

B.o. renepanbHoOro jupexkropa /lupexkropary
(apMareBTUUHOTrO 3a0e3MeueHHsA Ian 3A/IBOPHUX




