Hoparok 1

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

23.12.2021 Ne 2853

InenTudikariist cyrreBoi
TIOTIPaBKU

Onoenenuii IlpoTokon kiiHiuHoro pocmigxkeHHss Debio 1450-BJI-205, ocrarouHa pepgakijis 6.0 3
interpoBaHoro IlonpaBkoro 3 Big 01 mucronaga 2021 p.; CUHOINCKUC OHOBIEHOTO MPOTOKOJY KJIIHIUHOTO
nmocnimkenHss Debio 1450-BJI-205, ocraTouHa pegakijis 6.0 3 iHTerpoBaHoto IlompaBkoio 3 Bif
01 mucronaza 2021 p., ocTaTOUHUI MepeKaj 3 aHrJIiiCbKOI MOBY Ha YKpaiHCbKY MOBY Bif 15 nucTomnaza
2021p.

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

Ne 9 Biz 02.01.2019

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PaHzioMi30BaHe BiJKpWTe AOC/IpKeHHS 3 aKTWUBHUM KOHTPOJIEM, L0 MPOBOAUTHCSA 3 METOH OLIiHKU
0e3reyHoCTi, MepeHOCMMOCTi 1 edeKTHUBHOCTI acdabilHy [ BHYTPIIIHBOBEHHOTO / TEPOpPabHOTO
3aCTOCYBaHHS MPH JiKyBaHHI TalfieHTiB 3i cTadisiokokoBuMM iH(beKLisIMU KicTOK abo cyryiobiB», Debio
1450-BJI-205, ocratoyHa pegakiis 5.0 3 iHTerposaHoro ITonpaskoro 2 Bif 14 xoBTHA 2020 p.

3asgBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXXEHOIO BIZITIOBIJAJIBHICTIO «ITI EC AUI-YKPATHA»

CnoHcop, KpaiHa

«debiodapm InTepHewrHn CA» [Debiopharm International SA], IlIBeiitiapist

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

B.o. reHepanbHOro gupexkropa /Ilupekropary
(¢apmaneBTHUHOr0 3a0€3MeYeHHA IBan 3A/IBOPHUX




Hoparok 2

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

23.12.2021 Ne 2853

Inentudikaris cyrreBoi
TIOTIPaBKU

OHoOB/IeHUI MPOTOKOJI 3 iIHKOPIIOPOBAHOI0 TonpaBKoro 5 Bif 21 ysmmnHsg 2021 poky; bpoiiypa gocaigHuka:
Todarmtuni6 Big cepriasa 2021 p., Bepcist 17.0; 3arasibHa OLliHKA CITiBBiZIHOIIIEHHST pU3HUK/KOPHCTh, BEPCit0
3atBep/keHo 30 cepriHs 2021p.; A3921165 Indopmariis Ans 6aTeKiB Ta popma iHHOpMOBaHOI 3rogu Ha
y4acTb y [OC/I/pKeHHi, Ha OCHOBI Bepcii Ha piBHI fgocmigkeHHs Bifg 20 cepriHsa 2021 p., Bepcis s
Ykpainu 9.1.0 Big 01 BepecHst 2021 p., ykpaiHcbKoro MoBor; A3921165 Indopmariis ais 6aTeKiB Ta
¢opma iHdoOpMOBaHOi 3rofM Ha yuacThb Yy HAyKOBOMY [OC/i/PKeHHi, Ha OCHOBi Bepcii Ha piBHi
nocnimpkenHs: Bifg 20 cepriaa 2021 p., Bepcis ans Ykpainu 9.1.0 Bix 01 BepecHs 2021 p., poCiHCbKOIO
MoBo; A3921165 Indopmatiis A1 nauieHTa Ta ¢dopMa iHPOPMOBAHOI 3roJu Ha yyacThb Y AOCTiKEeHHi,
Ha OCHOBI Bepcil Ha piBHI gocigkeHHs Bif 20 cepriasa 2021 p., Bepcis a1 Ykpainu 9.1.0 Big 01 BepecHs
2021 p., ykpaiHcbkor moBoro; A3921165 IHdopmalis /s naiieHTa Ta ¢popMa iHdhopMoBaHOI 3roAu Ha
yyacTb Y HAYyKOBOMY JOC/TiIPKeHHI, Ha OCHOBI BepCil Ha piBHi gociigkeHHs Bifg 20 cepriag 2021 p., Bepcis
nnst Ykpaiau 9.1.0 Big 01 BepecHst 2021 p., pociticbkoro MoBoro; A3921165 IHdopmaliist A/ naijieHTa Ta
dopMa 3rof Ha y4acTb y JOCJi/PKeHHi [ TalfieHTiB BikoM 14-17 pokiB, Ha OCHOBi Bepcii Ha piBHi
JocmigkenHs Bifg 20 cepnus 2021 p., Bepcis aas Ykpainu 9.1.0 Big 01 BepecHss 2021 p., yKpaiHCBbKORO
MoBo10; A3921165 Indopmatiis Asis naijieHta Ta ¢opMa 3roJj Ha yuacTb Y HayKOBOMY JOCJIi/IKeHHi /1/1st
narjieHTiB BikoM 14-17 pokKiB, Ha OCHOBI Bepcii Ha piBHi gocaipkeHHs Big 20 cepriag 2021 p., Bepcis ajs
Ykpaiau 9.1.0 Big 01 BepecHs 2021 p., pociiicbkoro MoBow; A3921165 Indopmaiiis ajist maijieHTa Ta
(¢opmMa 3roAud Ha ydacTb y [AOCHI[pKeHHi Ansi AiTeid Bikom 11-13 pokiB, Ha OCHOBi Bepcii Ha piBHIi
JocnigkenHs Bif 20 cepnna 2021 p., Bepcisa gasg Ykpainu 7.1.0 Big 01 BepecHs 2021 p., yKpaiHCBKOO
MoBo; A3921165 Indopmalis A5 natieHTa Ta (popma 3roJu Ha y4acTb Y HAYKOBOMY AOCTiKeHHI AJis
nited Bikom 11-13 pokiB, Ha OCHOBIi Bepcii Ha piBHi gocimpkenHs Bif 20 cepriasa 2021 p., Bepcis Ajst
Ykpainu 7.1.0 Big 01 BepecHs1 2021 p., pociiicbKOr0 MOBO; 3MiHa Ha3BU MiClLis TIPOBeIeHHsST KiHIYHOTro
BUTIPOOYBaHHS:




TIPO/IOB)KEHHSI [jo/laTKa 2

Bbyno

Craso

nikap bapaneii T.B.

KomyHaneHuit  3aknaf  «/IHINpONeTpOBCHKUM
crielfiasli3oBaHUM  KIiHIYHUA MeJUUYHUN LIeHTP
MaTepi Ta AuTHHU iM. mpod. M.®. PynneBa»
HuinporeTpoBcbKoi 067acHOI paju», KIIiHIKO-
JiarHOCTHUYHe BifineHHs, M. JHIinpo

nikap bapaneti T.B.

KomyHanpeHe  HekoMepliiliHe  MiANPUEMCTBO
«Micbka 6araronpodinbHa KiIiHiuHa JIiKapHS
MaTepi Ta guThHH iM. mpod. M.®. PynHeBa»
JHINpOBCBKOI MICBKOI pajy, KOHCYJ/IbTaTUBHO-
[iarHOCTUUHE Bifi/liieHHs A/ [iTeld 3 JbKKaMu

JIeHHOT0 CTallioHapy, M. [IHimpo

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

Ne 342 Big 26.02.2018

Ha3sBa kniniuHoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

«EdektuBHicTb, Oe3reuHicTb, mMepeHOCHMMICTb i ¢apmakokeHeTHKa TodanuTuHiIOy mpu JTiKyBaHHI
CUCTEMHOTO FOBeHiNbHOrOo ifionatuuHoro apTpuTy (CHOIA) 3 akTHBHMMH CUCTEMHHUMHU TPOSIBaMU y AiTel
Ta MiJTiTKiB», A3921165, 3 iHKOprIopoBaHOO MorpaBKoro 4 Big 17 6epe3nst 2021 poky

3asBHUK, KpaiHa

TOB «Cineoc Xesc YkpaiHa»

CrioHcop, kpaiHa

[Mdatizep Ik, CIIIA [Pfizer Inc, USA]

CymnyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepartii

B.o. reHepa/ibHOr0 AMPeKTOpa /lupeKTopary

(apmareBTUUHOTrO 3a0e3MeueHHsA

Isan 3A/IBOPHUX




HonaTok 3

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

23.12.2021 Ne 2853

InenTudikariist cyrreBoi
TIOTIPaBKU

Onognenuli IIpotokon kniniuHoro pgochimxkenHs AC-065A203, satBepgxeHa Bepcisi 8 Bix 30 BepecHs
2021p.

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 1962 Big 29.10.2018

Has3sBa kiiHiuHOro
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«[TpocniekTiBHe 0araTolleHTPOBe BiJKpHUTe HETMOpiBHSIbHE AocyimkeHHs II ¢a3u 3 MeTor BUBUEHHS
Oe3reky, TepeHOCHMOCTi Ta (apMaKOKiHETHKM CeleKCHUIary B [iTeli 3 JlereHeBOIO apTepiabHOO
rineprensiero», AC-065A203, 3aTBepzykeHa Bepcis 7 Bif 19 tpasus 2021 p.

3asiBHUK, KpaiHa

TOB «Mb Ksect», YKpaiHna

CnoHcop, KpaiHa

Axrenion ®apmackroTikasc JITa., Isetitjapis (Actelion Pharmaceuticals Ltd, Switzerland)

CynyTHi
Marepianu/mpenapaTy
CYTIyTHKOI Tepamnii

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




HopnaTok 4

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

23.12.2021 Ne 2853

InenTudikariist cyrreBoi
TIOTIPaBKU

Hocbe pocmimkyBaHoro jikapcbkoro 3acoby NS-065/NCNP-01, Bepcis 4.0, 24 Bepechsi 2021 poky,
aHTTIMCPKOI0 MOBOIO; [lOfOBXKEHHSI TepMiHY TMPHAATHOCTI JOCTiPKYBAaHOTO JTiKapChKOTO 3aco0y
Bintonapcen mo 36 Micsiii; ITofjoB)XKeHHs TepMiHYy NTPUATHOCTI T1ale6o 10 36 micsiliB

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

Ne 762 Big 20.04.2021

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PaHziomi3oBaHe, rofBiiiHe criire, rane60-KOHTPO/IbOBaHe, baraTolleHTpoBe AOC/iHKeHHs 3 (a3u AJs
OLiIHKMA e(eKTUBHOCTI i 6Ge3rmeuHoCTi BiMTOMApCeHy Yy XJIOMUUWKIB 3 M'si30BO0 guctpodieto [IromieHa
(M) 3i 306epe>keHO0 3[aTHICTIO /10 caMOCTiMHOTrO mepecyBaHHs», NS-065/NCNP-01-301, Bepcis 3.0
Big 08 ciung 2021 poky

3asgBHUK, KpaiHa

ToBapHCTBO 3 06MesKeHOI0 BiinosiganbHicTI0 «MEITTENC YKPATHA»

CnoHcop, KpaiHa

«EH EC ®apwma, [Hk.» [NS Pharma, Inc.], CIIIA

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

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




HonaTtok 5
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

23.12.2021 Ne 2853

InenTudikariist cyrreBoi
TIOTIPaBKU

Onoenenuit po3zin «Skicte» Jlocke AocimKyBaHOTO TiKapchkoro 3acoby HaBiToK/Iakc, Bepcisi B 4.0 Bif
15 xoBTHs 2021 poky; IHdopmalisi ansa maiieHTa Ta iHGOpMOBaHa 3rojla Ha yuyaCTb Y HayKOBOMY
JOCTi/PKeHHI Ta HeoOOB’SI3KOBOMY ZAocCikeHHi, Bepcis 2.0 ans Ykpainu Bifg 27 >koBTHs 2021 oKy,
YKPaiHCBKOIO Ta POCiMChKOI0 MOBaMH

Howmep Ta gata Hakasy
MO3 1oz0 3aTBepAKeHHs
KJTiHIYHOTO BUTIPOOYBaHHS

Ne 2237 Bip 18.10.2021

Has3sBa kiiHiuHOro
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«PanzomizoBaHe mozBiliHe citine TwIAlEe00-KOHTPO/IbOBAHe [JOCTiMKeHHs 3 (a3 3 BUBUEHHS
HaBIiTOK/IaKCY B TIOEJHAHHI 3 pYKCOMITHHIOOM TIOpPiBHSHO 3 PYKCOMITHHIOOM Yy TaljieHTiB i3
Miesodibpozom (TRANSFORM-1)», M16-191, Bepcis 4.0 Big 27 TpaBHst 2021 poky

3asiBHUK, KpaiHa

«E66Bi biodapmacsktoTikan3z 'M6X», I1IBeiiiapis

CnoHcop, KpaiHa

«E66Bi Tnk», CIIIA / AbbVie Inc., USA

CynyTHi
Marepianu/mpenapaTy
CYTIyTHKOI Tepamnii

B.o. renepajsibHOro JupeKkTopa /lupekropary

(¢apmaneBTHUHOTrO 3a0e3MeueHHA

Isan 3A/IBOPHUX




HonaTtok 6
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

23.12.2021 Ne 2853

InenTudikariist cyrreBoi
TIOTIPaBKU

IMopanHst hOpMH BUITyCKY JTiKapChbKOTO 3ac0o0y (BaKLMHK), ITI0 He € A0C/Ii/PKyBaHUM JTiKapChKUM 3aCc000M:
[THeBMOBaKC 23, po3uuH Aisl iH’ €Kil y monepeHb0 3arioBHeHOMY wumpuili, 0,5 mut; 3pa3ku MapKyBaHHS
YKpaiHCbKOI0 MOBOIO TIEPBMHHOI Ta BTOPWMHHOI YIIAKOBKM JTiKapChKOro 3aco0y (BakI[MHM), L0 He €
JIOCTTiI)KyBaHUM JIiKapcbKUM 3acobom: [THeBMOBaKcC 23, po3uuH /17151 iH’€KI[iH y ToTiepeIHbO 3arlOBHEHOMY
wrpui, 0,5 M1, BakLjMHa MHEBMOKOKOBA I10JTicaxapy/Ha

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

Ne 1246 Biz 26.05.2020

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«bararorieHTpoBe, TO/BiliHe clinle, paHAOMi30BaHe, M1aleb0-KOHTPO/ILOBAHE JOC/iMKeHHs 3 (a3u aas
OLiIHKA e(eKTUBHOCTi, 0e3MeyHOCTi Ta TIepeHOCHMMOCTI TMperapaTry pO3aHOJIKCi3yMab y [JOpOCIMX
YUaCHUKIB ZOC/Ii/PKEHHSI 3 MEePCUCTYIOUOI0 ab0 XPOHIUHOI TEepBHHHOI iMyHHOIO TPOMOOLIMTOTIEHIEFO
(ITIT)», TPOO03, 3 mompaBkoto 2 Bia 29 BepecHs 2020 poKy

3asgBHUK, KpaiHa

TOB «ITAPEKCEJI YkpaiHa»

CnoHcop, KpaiHa

FOCibi biodbapma EcApEn, besnbris / UCB Biopharma SRL, Belgium

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

B.o. renepasbHOro upexkTopa /lupekropary

(¢apmaneBTHUHOrO 3a0e3neueHHA

IBan 3A/IBOPHUX




Hoparok 7

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl

Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

23.12.2021 Ne 2853

InenTudikariist cyrreBoi
TIOTIPaBKU

Iocke mocuimpKyBaHOTO JIiKapchKoro 3acoby SB17, Po3ainu 1. Beryn Ta 2. [ani 3 sikocTi, Bepcis 4.0 Bif
29 xoBTHsi 2021 poky, aHrfiiiicbkoro MoBow; IlofoBkeHHs1 TepMiHy mnpugaTtHocti [JI3 SB17
(3arporioHOBaHMl  GiocuMinAp  ycTeKiHymalOy), pO3uMH [/l TIAIIKIpHOI iH’€KI{i y TornepeAHbO
3aroBHeHOMY MrpuLi (45 mr/0,5 mi) 10 24 MicALiiB

Howmep Ta gata Hakasy
MO3 1oz0 3aTBepAKeHHs
KJTiHIYHOTO BUTIPOOYBaHHS

Ne 1326 Big 02.07.2021

Has3sBa kiiHiuHOro
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«PanpomizoBane, TmoABiliHe ciiine, OaraToljeHTpoBe KiliHiuHe pocmimpkeHHss dasu Il g ouiHKM
edeKTUBHOCTi, 0e3MeyHOCTi, TepeHOCUMOCTi, (hapMaKOKiHeTMKM Ta iMyHOreHHOCTi mipermapaTy SB17
(3arporioHoBaHoro GiocuMinsipy ycrekiHyma0y) B mopiBHSHHI 3 miperiapatoM Cresapa® B TMalli€HTIB i3
OJIIIKOBUM TICOpia30M cepesHbOro abo TsKKOro cryreHsi», SB17-3001, Bepcis 2.0 Bix 15 nroToro
2021 poky

3asgBHUK, KpaiHa

ITignpuemcTso 3 100% iHo3emHoro iHBecTHIieto «AMK’FOBIA P/IC YkpaiHa»

CnoHcop, KpaiHa

Samsung Bioepis Co., Ltd, Republic of Korea

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

B.o. renepasbHOro upexkTopa /lupekropary

(¢apmaneBTHUHOrO 3a0e3neueHHA

IBan 3A/IBOPHUX




HonaTok 8

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

23.12.2021 Ne 2853

InenTudikariist cyrreBoi
TIOTIPaBKU

Po3ain 2.3.P «Drug Product» mocbe gocmimpKyBaHoro jikapcbkoro 3acody Enzalutamide (eH3zanytamipn),
Bepciss 07X2ML Bizg 09 nmucromnaga 2021 poky, aHIJIiHCHKOK MOBORO; 3a/lyueHHs 10/JaTKOBOI BUDOOHUYOT
ninsHky Fisher Clinical Services GmbH, Germany

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

Ne 833 Big 28.04.2021

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PanzomizoBane, noggiiiHe criine gocmimpkenHs 111 ¢a3u nembOposnizymaby (MK-3475) y koMGiHarii 3
€H3a/lyTaMiZIoM TIOPiBHSHO 3 eH3a/yTaMiZioM 3 Tialeb0 y Y4YacHUKIB 3 MeTaCTaTUYHWM KaCTpaLliiiHO-
pe3sucTeHTHUM pakoM nepeamixypoBoi 3ano3u (mMCRPC) (KEYNOTE-641)», MK-3475-641, 3
iIHKOpriopoBaHoto 1ornpaBkor 06 Big 12 >xoBTHs 2021 poky

3asgBHUK, KpaiHa

ToBapucTBO 3 0OMeXXeHOI0 BifnoBifanpHicTIO «MCJ] YKpaiHa»

CnoHcop, KpaiHa

«Mepk Iapn eny Joym Kopm.», gouipse nianpuemctBo «Mepk enp Ko., Ink.», CIHA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTHi
Marepianu/nperiapaTty
CYTyTHBOI Tepamnii

B.o. renepanbHoOro jupexkropa /Ilupexkropary
(apMareBTUUHOTO 3a0e3MeueHHsA Ian 3A/IBOPHUX




HonaTok 9

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

23.12.2021 Ne 2853

Inentudikariis cyrreBoi Yactuna 2.1.P [locke mocutigpKyBaHOTO JliKapcbkoro 3aco0y. Meauunwmii ripernapat (bpasukyma6), Bepcis
TIOTPaBKU 7.0 Big 11 muctomaza 2021p.; YactuHa 2.1.S Jlocke AOC/iPKyBaHOTO JliKapcbkoro 3aco0y. Jlikapchka
peuoBrHa (bpasukymab), Bepcisi 5.0 Bix 11 mucromaga 2021p.; YactuHa 2.1.P [locke AOCmipKyBaHOTO
nikapceKoro 3aco0y. ITpernapar miare6o (bpasukyma6), Bepcis 7.0 Big 11 mucronaza 2021p.

Howmep ta faTa Hakasy Ne 1360 Biz 10.06.2020
MO3 wopo 3atBepaxkeHHs: | Ne 2707 Big 28.12.2019
KTiHiyHOrO BUNpoOyBaHHs | Ne 1722 Bix 11.08.2021
Ne 1773 Big 20.08.2021

Hasga kiHiuHOrO «52-TwKHeBe, OaraTOI|EHTPOBEe, PaHZOMi30BaHe, TO/BiliHe ciiime, Tialebo0 Ta aKTUBHO-KOHTPO/IbOBaHEe
BUTIPOOYBaHHS, KO/, nmocimkenHs, ¢a3u 2b/3 B mapanenpHUX Tpymiax i3 Oe3repepBHUM MepexoJoM MK (a3amu, [Jisi OLiHKA
BepCis Ta JaTa edeKTUBHOCTI Ta Oe3neku Bpa3ukymaOy y maijieHTiB 3 xBopoOoro KpoHa BijJ cepeHbOrO /10 Ba’KKOTO

crynensi aktuBHocTi (INTREPID Lead-In)», D5271C00001 (ITonepeaniii kox 3150-301-008), romnpaBka
4, Bepcis 5.0 Big 24 mororo 2021 poky;

«54-T>KHeBe, OaraTolleHTPOBe, paH/I0Mi30BaHe, MOBiliHe cJiirle, Myiareb0-KOHTPOIbOBaHEe [[OC/TiPKEeHHS
¢da3m 2 B mapasesibHUX Tpynax AJs OLiHKA edeKTUBHOCTI Ta Oe3rmeku Bpasukymaly y marjieHTiB 3
BMpa3KOBUM KOJITOM BiJj cepefHbOro 0 BaXKOro cryreHsi aktuBHOCTi (Expedition Lead-in)»,
D5272C00001 (TTomepeaniti kox 3151-201-008), momnpaBka 5, Bepcis 6.0 Big 26 Gepe3us 2021 poky;
«Bigkpute (a3 2, AOBrocTpOKOBe pO3IIMpeHe [oCTimkeHHs1 Oe3reku bpasmkymaly y maiji€eHTiB 3
BUPA3KOBUM KOJITOM Bif cepefHboro A0 Baxkkoro ctyneHss akTUBHOCTI (EXPEDITION OLE)»,
D5272C00002 (ITorrepeaniii ko 3151-202-008), morpaBka 2, Bepcist 3.0 Bizx 29 6epesnst 2021;
«BigkpuTe, moBrocTpokoBe po3ivpeHe A0cipKeHHs bpa3rkymaly y maiieHTiB 3 XxBopo6oto KpoHa Biz
cepegHBbOrO /10 Baxkkoro cryrneHsi aktuBHOCTI (INTREPID OLE)», D5271C00002, noripaBka 3, Bepcis 4.0
Big 02 Gepesns 2021

3asiBHUK, KpaiHa TOB «ACTPA3EHEKA YKPAIHA»

CnoHcop, KpaiHa AstraZeneca AB, Sweden




2 TPOJIOBXKEeHHA JojaTka 9

CymnyTHi —
MaTepianv/mpernapaTi
CYNyTHBOI Tepariii

B.o. renepanbHoOro jupexkropa /lupexkropary
(apMmareBTUUHOTrO 3a0e3MeueHHA IBan 3A/IBOPHUX




Honatok 10

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

23.12.2021 Ne 2853

InenTudikariist cyrreBoi
TIOTIPaBKU

HopaHHs HOBOTO (a/JibTEPHaTUBHOTO) JTiIKAPCHKOTO 3aco0y, II0 BUKOPUCTOBYETHCS SIK TIperapaT
nopiBHSHHS: A3eoHaM (A3TpeoHaMm), TOPOLIOK /It PO3UMHY s iHGYy3ik o 1 r y dakoHi, BUPOOHUK
"Benyc Pemegic Jlimiten", IHzisi; 3pa3ok CIpoleHOI eTUKeTKW TmperapaTry TMOpiBHsHHA (A3eoHaM
(Astpeonam), 1 r), ocrarouHa pepakuis 1.0 ans Ykpainu Big 19 nucrtomaga 2021 p., oCcTaTOYHUA
repeksiaz, 3 aHrJIiiCbKOI MOBM Ha YKpaiHCbKY MOBY Bif 22 mucronaga 2021 p.

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

Ne 146 Big 21.01.2019

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«bararorieHTpoBe paH/[0Mi30BaHe, TO/BIHO CJIiNle JOCTiPKEHHS 3 OL[IHKM e(eKTUBHOCTI Ta Oe3rmeuHoCTi
1edhTOOINMpoy MeAOKapwiy B TOPIiBHSAHHI 3 AANTOMILIMHOM TP JIiKyBaHHI OakTepieMmii, BUK/IMKaHOI
Staphylococcus aureus, y ToMy uwucii iH@ekuUiliHOro eHgokapauTy», BPR-CS-009, pepakuis 9.0 Bif
27 motoro 2020 p.

3asgBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXXEHOIO BIZITIOBIJAJIBHICTIO «ITI EC AUI-YKPATHA»

CnoHcop, KpaiHa

bazinea ®apmarieBtrka [HTepHationans JIta., [IBetitapis

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

B.o. reHepanbHOro gupexkropa /Ilupekropary
(¢apmaneBTHUHOr0 3a0€3MeYeHHA IBan 3A/IBOPHUX




HopaTok 11
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

23.12.2021 Ne 2853

InenTudikariist cyrreBoi
TIOTIPaBKU

Onognenuti [Iporokon kniHiunoro gociimkeHHss KAR-008, Bepcist 3.0 Big 30 uepBHsi 2021 p.; Bpoiypa
Hocnignuka, Bepcist 9.1 Big 11 xoBTHa 2021 p. aHrmiiickkoro MoBoro; OcHoBHa ¢opMa iHpopMoBaHOI
srogu, Bepcig 2.1.0 Big 02 BepecHs 2021 p., ykpaiHCbKOIO Ta pocikicekoro MoBamu; KAR-008 3pasok
etukeTku s Buzaui [J13: JosyBanHusa KarXT 50/10 wmr, Bepcis 1.0 Big 10 cepnHst 2021 p. yKpaiHCBKORO
MoBO1O; KAR-008 3pasok etukerku pjs Buzgaui [JI3: [Josyeanusa KarXT 50/20 wmr, Bepcisg 1.0 Bix
10 ceprias 2021 p. ykpaiHcbkoro MoBorO; KAR-008 3pa3ok etuketku ans Bugaui 1J13: Jo3yBanHs KarXT
62,5/15 wmr, Bepcida 1.0 Big 10 cepriag 2021 p. yKpaiHCbKOK MOBOO

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

Ne 762 Big 20.04.2021

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«Bigkpute aojaTKOBe JOCTIMHKEHHS Ui OLIIHKM JOBTOTPHBa/Oi 0e3revHOCTi, MepeHOCHMOCTi Ta
edektrBHOCTI mipernapaty KarXT y nmauieHTiB 3 mm3odpeHnieto 3a kpurepisimu DSM-5», KAR-008, Bepcis
2.0 Big 23 xoBTHA 2020 poKy

3asgBHUK, KpaiHa

TOB «Cineoc Xesic YkpaiHa»

CrioHcop, KpaiHa

Karuna Therapeutics Inc., United States (CLLIA)

CynyTHi
Marepianu/nperiapaTty
CYyNyTHBOI Tepartii

B.o. revepanbHoro jupekropa /lupekropary

(apmareBTUUHOTO 3a0e3MeueHHsA

Isan 3A/IBOPHUX




HopnaTok 12

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

23.12.2021 Ne 2853

InenTudikariist cyrreBoi
TIOTIPaBKU

OHoBnieHUWM MPOTOKON KiiHiuHOro BUrpoOyBaHHS M19-944, Bepcis 5.0 Big 12 nunnHsa 2021 poky;
[TogoBkeHHs Tiepiofly MpoBeJieHHs KiiHiyHOTO BUIipoOyBaHHS 3 05 cepmHs 2024 poky a0 05 nwrHs
2025 poky; Iadopmatiis As marjieHTa Ta iHbopMOBaHa 3ro/la Ha y4acTb Y HayKOBOMY AOC/Ti/>KeHHi Ta
Heo0OB’s13KOBOMY AlocipkeHHi, Bepcisi 5.0 anis Ykpainu Bifg 20 >koBTHa 2021 pOKy, YKpaiHCBKOIO Ta
pociticbkoro MoBamy; [HpopMalliliHa KapTKa yuyacHHMKa JJOC/i/iKeHHs1, Bepcis 2 Bif 17 BepecHst 2021 poky,
YKpalHCbKOIO Ta pocikicbkoro MoBamy; lllofeHHUK TipuiioMy TMipernapaTy 3 iHCTpyKuismu. Ilepiof
TIPUMNVHEHHSI JiKyBaHHS TpPU [JOCSTHeHHI peMicii (TIOBTOpHe /iKyBaHHS), Bepcis 1 Bif 22 BepecHd
2021 poKy, YKpaiHCBKOIO Ta POCIMCbKOI0 MOBaMU; 3MiHa Ha3BH IMPOTOKOIY KTiHIYHOTO BUIIPOOYBaHHSI:

bYJIO

CTAJIO

«IIporpama paH/OMi30BaHUX, riarie6o-
KOHTPOJIbOBAaHUX TIO/IBIMHUX CJIMUX [AOC/TiIKeHb
da3u 3 A1 oriHKU eheKTUBHOCTI Ta Oe3meuHOCTi
YnagauutuHiOy y  JOpPOCAMX — TMALli€HTIiB 3
aKCiaJIbHUM CHOHJUI0aPTPUTOM.

«IIporpama paH/OMi30BaHUX, riarie6o-
KOHTPOJIbOBAaHUX TIO/BIMHUX CJIMUX [AOC/TiI’KeHb
da3u 3 a1 oriHKu eheKTUBHOCTI Ta Oe3rmeuHoCTi
YnagauutuHiOy 'y JOpPOC/AWX — TIAIliEHTIB 3
aKkCialbHAM CIIOHAW/I0APTPUTOM 13 MOJaJIbLIUM
repiozomM TIPUMTAHEHHS NiKyBaHHS rpu
JIOCSITHEHHI peMicii»

Howmep Ta fata Haka3sy
MO3 1wozo 3aTBepAKeHHs
K/TiHIUHOTO BUTIPOOYBaHHS

Ne 296 Big 11.02.2020

Ha3ga ky1iHiyHOrO
BUTIPOOYBaHHs, KO/,
BepCis Ta fjaTa

«[Tporpama paHiiOMi30BaHHX, IIal[eb60-KOHTPOJBLOBAHUX TMOABIMHUX CHMMUX AOCTimKeHb (a3u 3 A

OlLiHKA e(heKTUBHOCTI Ta Ge3meuHoCTi

YnaganutuHiOy y [JOpOC/IMX TALi€HTIB 3 aKCiaJlbHUM

CrioHgu0apTpuToM», M19-944, Bepcis 4.0 Big 29 rpygus 2020 poky

3asiBHUK, KpaiHa

«E066Bi biodapmaceroTikan3z 'M6X», [1IBeiiiapis
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CrioHcop, KpaiHa «E66BI Ink», CIITA / AbbVie Inc., USA

CynyTHi —
Marepianu/nperiapaTty
CYyNyTHBOI Tepartii

B.o. renepanbHoro supexkropa /lupekropary
(papmaneBTUUHOTO 3a0e3MeueHHsA Ian 3A/IBOPHUX




Honatok 13

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

23.12.2021 Ne 2853

InenTudikariist cyrreBoi
TIOTIPaBKU

[TpooB)KeHHsST TepMiHY TIPOBeZIeHHsI KJTiHiuHOTO BUMIpoOyBaHHs 70 26.02.2023 p.

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Has3sBa kiiHiuHOro
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«PanzpomiszoBaHe, mozBiliHe ciiine, Tuialeb0-KOHTPO/IbOBAHEe KITiHIUHe AOCTimpKeHHs, da3a 3, iHribiTopa
Tupo3uHkKiHa3u bpyrona (BTK) , PCI-32765 (I6pytuni6) B komOiHalii 3 ofHUM i3 [JBOX peXuMiB
benpamyctun i Purykcumab (BR) abo Putykcuma6b, Luknodochamin, Joxcopy6binmH, BinkpuctuH i
[Tpepnizon (R-CHOP) y malieHTiB i3 iH[J0/IEeHTHOIO HeXOKKiHCBbKOW jdimdomoro (iHXJT), ki paniiie
otpumyBasu jaikyBaHHs», PCI-32765FLR3001 , [ToripaBka INT-2 go nporokony PCI-32765FLR3001 Big,
10.08.2015 p.

3asBHUK, KpaiHa

Anccen ®apmariestuka HB, benbris

CnoHcop, KpaiHa

«IHCCEH ®APMALIEBTUKA HB», benbris

CymnyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepartii

B.o. renepa/ibHOro JupeKkTopa /lupeKkToparty
(apmareBTUUHOTrO 3a0e3MeueHHsA Ian 3A/IBOPHUX




Hopartok 14

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

23.12.2021 Ne 2853

Inentudikaris cyrreBoi
TIOTIPaBKU

IHdopmariisi asna ocobu, 1o fornsaae 3a maiieHToM Ta Popma iHpopmoBaHOi 3roau, Bepcis 2.0
YKpPaiHCBKOI MOBOMO /11 YKpainu Bif 02.12.2021; Indopmariist y1st ocobu, 1110 JOT/Is/Ia€e 3a Mal[iEHTOM Ta
®opma iHbopMoBaHoi 3roau, Bepcisi 2.0 pocitickkoro MoBOO i Ykpainu Bif 02.12.2021; IudopmMariis
JOns nauieHta Ta Popma iHdopMoBaHOI 3roAu AJis ydyacTi y TeHeTUYHMX JOC/ifkeHHsX, Bepcis 1.0
YKpaiHCbKOI0 MOBOIO //1s1 YKpainu Bif 27.09.2021; Indopmatiis s nanienra Ta @opma iHpopmoBaHoi
3rofii [/1s1 y4acTi y TeHeTMYHHUX [OC/i/pkeHHsX, Bepcisi 1.0 pocilicbkkoro MOBOK A1 YKpaiHU Bif
27.09.2021; Ckpunwmotu «BASDAI», ykpaiHcbkor0 MOBO A1 Ykpainu Bepcig 1.00 Big 10.09.2021;
Ckpuniiotu «BASDAI», pociticekoro MoBoto st Ykpainu Bepcisi 1.00 Big 10.09.2021; CkpuHioTtu «eC-
SSRS 2.0 Lifetime», ykpaiHcbKOI0 MOBOIO i YKpainu, Bepcisi 1.00 Big 10.03.2020; CkpunioTtu «eC-
SSRS 2.0 Lifetime», pociicbkoro MoBotwo st Ykpainu, Bepcis 1.00 Big 13.08.2020; Ckpuniiotu «eC-
SSRS 2.0 Since Last Contact», ykpalHCBKOIO MOBOK [ YKpaiHu, Bepcig 1.00 Big 10.03.2020;
Ckpuniiotd «eC-SSRS 2.0 Since Last Contact», pociiicbkkoro MOBOIO st YKpainu, Bepcis 2.00 Bix
13.08.2020; Cxpuniuotu «FACIT Illkana Bromu (BapianT 4)», yKpaiHCbKOIO MOBOIO /11 YKpaiHu, Bepcis
1.00 Big 03.09.2021; Ckpuniiotu «IlIkana srommoBaHocTi FACIT (Bepcisi 4)», pocilicbKO0 MOBOIO /ISt
Yxpainy, Bepcis 1.00 Bizg 03.09.2021; CkpuHinotu «HAQ-DI», yKpaiHCbKOX0 MOBOO /11 YKpaiHH, Bepcis
1.00 Big 22.09.2021; Ckpunmiotd «HAQ-DI», pociiickkoro MoBOw s YKpainu, Bepcisi 1.00 Bifg
24.09.2021; CkKpuHIIOTH «3arajqbHa OL{iHKA aKTMBHOCTI 3aXBOPIOBAHHSI TMAaL[ieHTOM (apTpHUT)»,
YKpalHCbKOK0 MOBOK i YKpainu, Bepcis 1.00 Big 30.08.2021; CkpuHIIOTH «3arajbHa OL{iHKa
aKTHMBHOCTI 3aXBODIOBaHHS MallieHTOM (apTpUT)», POCIMCHKOIO MOBOK [Jjs YKpainu, Bepcis 1.00 Bif
30.08.2021; CkpHUHIIIOTH «3arajabHa OlliHKa aKTUBHOCTI 3aXBOPIOBAHHS MallieHTOM (TIcopia3 Ta apTpHT)»,
YKpalHCbKOI0 MOBOK i YKpainu, Bepciga 1.00 Big 30.08.2021; CkpuHIIOTH «3arajbHa OL{iHKa
aKTUBHOCTI 3aXBOpIOBaHHS MallieHTOM (TICOpia3 Ta apTPUT)», POCINCHKOIO MOBOIO JJjisi YKpaiHW, Bepcis
1.00 Bix 30.08.2021; CkpuHINOTH «3arajbHa OIliHKAa OO0JII0 Talli€EHTOM», YKPAiHCbKOIO MOBOK ISt
Yxpaiam, Bepcisg 1.00 Bix 03.09.2021; CKpHHIIOTH «3arajbHa OI[iHKa 0O/F0 TAI[iEHTOM», POCIHCHKOIO
MOBOR /11 YKpainu, Bepcis 1.00 Big 30.08.2021; Cxkpuninotu «PROMIS-29», yKpaiHCBbKOIO MOBOO /11
Yxkpainu, Bepcis 1.00 Big 30.08.2021; Ckpuniiotd «PROMIS-29», pociiicbKoro MOBOIO [T YKpaiHH,
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Bepcisg 1.00 Big 03.09.2021; CkpuniuoTtu: «PsAID 12», ykpaiHCbKOIO MOBOO 151 YKpaiHu, Bepcist 1.00
Bim 30.08.2021; Ckpuniioty «PsAID 12», pociiickKoro MoBoto 151 YKpainu, Bepcisi 1.00 Big 30.08.2021;
Ckpuniiotd «SF-36v2 Standart», ykpaiHCbKOIO MOBOIO [1s1 YKpainu, Bepcis 1.00 Big 22.09.2021;
CkpuHiioty «SF-36v2 Standart», pocitficbkkoro MoBoto jig YKpainu, Bepcis 1.00 Big 22.09.2021

Howmep Ta gata Hakasy
MO3 o0 3aTBepKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 1773 Big 20.08.2021

Has3sBa kiiHiuyHOoro
BUIIPOOYBaHHS, KO/,
BepcCis Ta zara

«bararorieHTpoBe, paHiOMi30BaHe, TIO/BilHe CJiire, Tuialeb0 KOHTPObOBaHe KJIiHIUHe AOCTiKeHHsT 3b
¢a3m 1 OLiHKY e)eKTUBHOCTI Ta 0Oe3MeYHOCTi TIPU3HAYEHOro MiAIKIPHO TycelbkyMaly y Marji€HTiB 3
AaKTUBHHUM TICOPiaTUUHUM apTPUTOM, SIKi paHillle Ma/i HeZOCTATHIO BiAMOBiAb Ta/abo HermepeHOCHMiCTh
JKyBaHHSI OFZHUM 3 iHTi0iTOpiB (hakTOpy Hekpo3y myxyuH anbpa», CNTO1959PSA3005, Bix 13.04.2021

P-

3asgBHUK, KpaiHa

«IHCCEH ®APMALIEBTUKA HB», Benbris

CnoHcop, KpaiHa

«THCCEH ®APMALIEBTUKA HB», benbris

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

B.o. reHepanbHOro gupexkropa /Ilupekropary
(¢apmaneBTHUHOr0 3a0€3MeYeHHA IBan 3A/IBOPHUX




Honmatok 15

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

23.12.2021 Ne 2853

Inentudikaris cyrreBoi
TIOTIPaBKU

Bpomrypa [locnmignvuka Amikcaban (BMS-562247) Bepcis 18 Bix 14 TtpaBHs 2021 poky; ITpotokon
B0661037 Indopmariis g1 6aTbkiB Ta hopma iHbopMoBaHoi 3rogu, Bepcist 8.4.0 Bix 27 tpaBHs 2021 p.,
I/ YKpaiHH, YKpaiHCbKOIO Ta pocilicbkoro moBamu; B0661037_bporypa /151 Habopy marjieHTiB_ Bepcis
6.0 Bim 11 uepBHs 2021 p., ykpaiHcbKO MoBOw; B0661037/BMS CV185-325 IHcTpyKiii /st 6aThKiB i3
MPUrOTYBAaHHSI Ta 3acTOCyBaHHsS Tiperapaty Amikcaban 0,1 Mr, Kamncyau, 1[0 PO3KPUBAIOThCA, i3
PO3UMHEHHSIM y pizuHi (BoAi abo MOJIOUHIM cyMmimii): yii HOBOHApO/KeHUX, Bepcis 2 Big 13 KBiTHA
2021 p., ykpaiHcbkoro MoBow; B0661037/BMS CV185-325 IHCTpyKiiis 11 6aThKiB i3 MpUroTyBaHHS Ta
[o3yBaHHs Tiperapaty AmikcabaH Karicysiu, o po3kpuBaroThes 1o 0,1 mr, y piguni (Bogi abo MonouHii
cywmili): /st HOBOHapo/pkeHuX. Bepcisi 2 Bif 13 kBiTHA 2021 p., pocitickkoro MoBoro; B0661037/BMS
CV185-325 IHCTpyKIjil i3 pUroTyBaHHsl Ta npuiiomy mperapary Amikcaban 0,1 mr, KATICYJIU, IO
PO3KPMBAKTBHCS, i3 po3uuHeHHsM y piguHi (Bogi abo MosouHiit cymimni) anas [TompaBku 7
D®APMAKOKIHETUYHA (®K) TA INIATPUMYBAJIBHA OO3A, Bepcis 2.0 Big 13 kBiTHs 2021 p.,
yKpalHCbKOo MoBow; B0661037/BMS CV185-325 IHCTpyKLii i3 ©pUroTyBaHHS Ta [03yBaHHS
Armikcabany, KATICYJIA, IO PO3KPMBARKTBHCS 0,1 mr, ipu po3urHeHHi y piavHi (Bogi abo quTsuiii
cymimi) ans nonpasku 7 ®PAPMAKOKIHETUKA (®K) TA TTPUMIOM ITIATPUMYBAJIBHOI 103U,
Bepcis 2.0 Big 13 kBiTHs 2021 p., pocitickkoro MoBoto; B0661037/BMS CV185-325 IlofeHHUK NpuiioMy
mpernapary ydacHWkoM Armikcaban 0,1 wmr, KATICYJIU, IIIO PO3KPUBAIOTHCS IlompaBka 7.
[TinTpumyBanbHa A03a, Bepcis 2.0, kBitenb 2021 p., ykpaiHCcbkor0 MoBor; B0661037/BMS CV185-325
MonenHuk nipuiiomy npenapaty. Amnikcaban, KATICYJIU, 11O PO3KPMBAKTBHCSH 0,1 mr. [TorpaBka
7: [Mo3a /s migTpuMaHHs JiKyBaHHS, pefakiis 2.0 kBiteHb 2021 p., pociiickkoro MoBoro; B0661037/BMS
CV185-325 Amikcaban, 0,1 wmr, KATICYJIM, IO PO3KPUBAKTBHCS ITPOTOKOJI B0661037
[TOITPABKA 7: IHCTpYKILii AJs1 AOC/TiIIHULIBKOTO 1[eHTPY i3 MPUTOTYyBaHHS Ta Jo3yBaHHS Amikcabany 0,1
MT, KariCyJ/ii, 1[0 pPO3KPUBAIOTLCS NPU PO3UMHeHHI y piauHi (Bogi abo autsuiit cymimi) gis @K koropry,
Bepcist 3.0 Big 13 kBiTHA 2021 p., Ha OCHOBI IHCTPYKLiM A/s1 AOCHIJHULBKOTO LeHTpy Bepcii 3.0 Big 13
kBiTHa 2021 p. KepiBHHULITBa MO AOCIIHPKYBaHOMY Mpernapary, aHI/IiicbKor MoBoro; B0661037/CV185-
325 OriHKa CMaKOBUX SIKOCTel arikcabaHy y HOBOHApPO/KEHUX 3a JJOTIOMOTO CXeMaTUYHHUX MaTFOHKIB
BUpa3y obmyust - iHCTPYKIIii A1t JOC/Ti THULILKOTO 11eHTpy, Bepcist 4.0 Bix 12 kBitHs 2021 p.,
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aHrJiickkoro MoBoro; B0661037/CV185-325 Illkana cMaky. Pobouuii apkyiil AJist AOCTiAHMKa, Bepcis 2.0
Bi 04 Oepe3ns 2021 p., POKy aHI/MCHKOO MOBOI; 3MiHa HAa3BH MICIsl TIPOBeZIEHHSI K/TiHiYHOTO

Crano

BUTIPOOYBaHHS:
Byso
J.M.H., ipo¢. MakezoHcbKuii 1.O.
KomyHanbHe MiATIPUEMCTBO
«/IHINponeTpoBCHKUM crerjiasni3oBaHui

K/IiHIUHUA MeJUUYHMWM LIeHTp MaTepi Ta AUTUHU
iMm. mipop. M.®. PynHeBa» [IHIMporieTpoBChKOI
obnacHOi pagw», BiAzieHHs aHecTesionorii 3
JIDKKaMU IHTeHCUMBHOI Tepanii, M. /THinpo

J.M.H., ipod. MakeznoHcbkmii 1.O.

KomyHanbHe — HeKoMepLiiiHe  MiANPUEMCTBO
«Micbka 6araTonpodinbHa KiTiHIUHA JTiKapHs
MaTepi Ta AUTMHU iM. mpod. M.®. PyaHeBa»
JHITIpOBCBKOI ~ MICBKOI  pajy,  BifjiIeHHs
a”ecTe3iosorii 3 JiXKKaMU IHTeHCHUBHOI Tepartii,
M. JIHinpo

Howmep Ta faTa Hakazy
MO3 1joz0 3aTBepKeHHs
KJTiHIYHOTO BUTIPOOYBaHHS

Ne 549 Big 27.08.2015

Has3ssa kiiHiyHoro
BUTIPOOYBaHHS, KO/,
BepCid Ta zjata

«PaH0Mi30BaHe, BiIKpUTe JOC/iPKEHHST 3 aKTUBHHUM KOHTPOJIEM [I/Is1 OLIIHKK 0e3MeuHOCTi Ta OIHUCOBOI
e(heKTUBHOCTI y Te/liaTpUUHUX XBOPUX, sIKi MOTPeOyIOTh 3aCTOCYBaHHS aHTUKOATY/ISTHTIB AJis1 TiKyBaHHS
BUITAJKiB BeHO3HOI TpomboemMbostii», CV185-325/ B0661037, dhiHanbHHUM TPOTOKO/ 3 iHKOPITOPOBAHOKO
riorpaBkoro 7 Big 12 motoro 2020 p.

3asgBHUK, KpaiHa

TOB «Cineoc Xesc YkpaiHa»

CnoHcop, KpaiHa

Bpicron-Maiiepc CkBi66 IHTepHerHn KopropeiinmH [Bristol-Myers Squibb International Corporation],
besnbris

CynyTHi
Marepianu/mpenapaTy
CYTyTHBOI Tepamii

B.o. renepasibHOro JupeKkTopa /lupekropary

(¢apmaneBTHUHOTrO 3a0e3MeueHHA

Isan 3A/IBOPHUX




HonaTok 16

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

23.12.2021 Ne 2853

InenTudikariist cyrreBoi
TIOTIPaBKU

BK/IIOUeHHSsI 0ZAaTKOBOT'O MiClisl TTPOBeIeHHsI K/TiHiUHOTO BUMIPOOYBaHHS:

Ne
/1

I1.I.b. BiAmOBia/ILHOTO AOC/IIJHHUKA
HasBa Mmiclisi ipoBe/ieHHsT K/TiHIYHOTO BUTMPOOYBaHHS

K.M.H. OMesibuenko O.B.
KomyHanbHe HeKOMepIjiiiHe MiANMpUeEMCTBO XapKiBCbKoi o6macHoi pagu «Ob6macHa AuTsda
KJ/IiHIYHa JIiKapHS», TaCTPOEHTEPOJIOTIUHE BiZiliIeHHSI 3 TaCTPOEHTEPOJIOTTUYHUMU 45 JIKKaMu
(ueHTp), XapkKiBCbKMM HallioHa/lbHUN MeAWUYHMI yHiBepcuTeT, Kadenpa mnegiatpii Ne 1 Ta
HeOHAaToJIorii, M. XapKiB

Howmep ta faTa Hakasy
MO3 1100 3aTBep/KeHHS
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 1773 Big 20.08.2021

Ha3Ba ki1iHiuHOTO
BUTIPOOYBaHHS, KO/,
BepCis Ta zaTa

«PanzomiszoBaHe, mozBiiiHe ciine gocmimpkeHHs (a3u 3 A9 OWiHKM edeKTMBHOCTI Ta 0Oe3rmeuHOCTi
3aCTOCYBaHHS BeJj0/1i3ymMaly /711 BHYTPillTHLOBEHHOTO BBeJleHHS SIK MiZITPUMYIOUOi Tepariii y maijieHTiB
JUTSUOTO BiKy 3 aKTHBHMM BHPA3KOBHUM KOJIITOM BiJi TIOMipHOTO /10 TSDKKOTO CTYIIEHS, Y SIKMX Oy/10
JIOCATHYTO K/iHIUHOT BiAMOBiAi micisi Tepamii Bemosizymabom fjisi BHYTPIilIHBOBEHHOT'O BBeJI€HHS Y
BigkpuToMy pexxumi», MLLN0002-3024, npotokon 3 nonpaBkoro 1 Bix 16 motoro 2021 p.

3asiBHUK, KpaiHa

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

CnoHcop, KpaiHa

Takena /[leBenoriveHT CeHTep Awmepikac, I[Hk., Cronyueni Illtatu (Takeda Development Center
Americas, Inc., USA)

CynyTHi
Marepianu/nperiapaTty
CYTyTHBOI Tepamnii

B.o. renepanbHoOro gupexkropa /lupexkropary

(apMareBTUUHOTO 3a0e3MeueHHsA

Isan 3A/IBOPHUX




Honatok 17

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

23.12.2021 Ne 2853

InenTudikariist cyrreBoi
TIOTIPaBKU

BK/IIOUeHHSsI 0ZAaTKOBOT'O MiClisl TTPOBeIeHHsI K/TiHiUHOTO BUMIPOOYBaHHS:

Ne
/1

I1.I.b. BiAmOBia/ILHOTO AOC/IIJHHUKA
HasBa Mmiclisi ipoBe/ieHHsT K/TiHIYHOTO BUTMPOOYBaHHS

K.M.H. OMesibuenko O.B.
KomyHanbHe HeKOMepIjiiiHe MiANMpUeEMCTBO XapKiBCbKoi o6macHoi pagu «Ob6macHa AuTsda
KJ/IiHIYHa JIiKapHS», TaCTPOEHTEPOJIOTIUHE BiZiliIeHHSI 3 TaCTPOEHTEPOJIOTTUYHUMU 45 JIKKaMu
(ueHTp), XapkKiBCbKMM HallioHa/lbHUN MeAWUYHMI yHiBepcuTeT, Kadenpa mnegiatpii Ne 1 Ta
HeOHAaToJIorii, M. XapKiB

Howmep ta faTa Hakasy
MO3 1100 3aTBep/KeHHS
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 1773 Big 20.08.2021

Ha3Ba ki1iHiuHOTO
BUTIPOOYBaHHS, KO/,
BepCis Ta zaTa

«PanzomiszoBaHe, mozBiiiHe ciine gocmimpkeHHs (a3u 3 A9 OWiHKM edeKTMBHOCTI Ta 0Oe3rmeuHOCTi
3aCTOCYBaHHS BeJj0/1i3ymMaly /711 BHYTPillTHLOBEHHOTO BBeJleHHS SIK MiZITPUMYIOUOi Tepariii y maijieHTiB
UTSUOTO BiKy 3 aKTHBHOK XBOpoOoro KpoHa Bifi MOMIpHOTO [0 TSDKKOTO CTYIIeHs, y SKUX Oy/i0
JIOCATHYTO K/iHIUHOT BiAMOBiAi micisi Tepamii Bemosizymabom fjisi BHYTPIilIHBOBEHHOT'O BBeJI€HHS Y
BigkpuToMy pexxumi», MLLN0002-3025, npotokon 3 nonpaBkoro 1 Bing 17 mortoro 2021 p.

3asiBHUK, KpaiHa

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

CnoHcop, KpaiHa

Takena /[leBenoriveHT CeHTep Awmepikac, I[Hk., Cronyueni Illtatu (Takeda Development Center
Americas, Inc., USA)

CynyTHi
Marepianu/nperiapaTty
CYTyTHBOI Tepamnii

B.o. renepanbHoOro gupexkropa /lupexkropary

(apMareBTUUHOTO 3a0e3MeueHHsA

Isan 3A/IBOPHUX




Honatok 18

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

23.12.2021 Ne 2853

Inentudikariis cyrreBoi
TIOTIPaBKU

3MiHa MICI[sl TPOBeJIeHHS TOC/IiIKEHHS
bYJIO CTAJIO
A.M.H., ipod. Llenyiixo B.JA. A.M.H., ipod. Llenyiiko B.JA.
KomyHanbHe HekoMmepliliHe —mianpuemctso | KomyHanbHe HEKOMepLliliHe T TIPUEMCTBO
«Miceka kiiHiuHa jikapHs Ne8» XapkiBcbkol | «Micbka KiiHiyHa JjikapHs Ne8» XapKiBCbKOI
MIiCBKOI paju, Kapziosnoriude BifggiseHHs Ned, | MiCbKOI paju, KapziosioriuHe BiagisieHHsT Ne3,
XapkiBCbKa MeJuYyHa akaziemis | M. XapkiB
MiCASAUTIOMHOI OCBiTH, Kadepa KapAioJiorii i
(YHKLiIOHa/IbHOI ZIiarHOCTUKK, M. XapKiB
3MiHa Ha3BU MiCLIsI TPOBEIEHHS 1OC/Ii[PKeHHS:

bYJIO CTAJIO
I.M.H., ipod. AreHcbkuii A.B. I.M.H., pod. AreHcbkuii A.B.
KomyHaneHe mignpueMcrBo «JIynpka Mickka | KomyHasnbHe TiJIIPUEMCTBO «Mepuune
KIiHiuHa JikapHsi», BomuHCcbKuii o6macHui | 06'eqHaHHsT  JIyLbKOI MiCbKOI  TepUTOpiasbHOI
LIeHTp Kap/|10BaCKyJISIpHOI naToJiorii, | TpoMazy»,  BOMUHCBKMEM ~ 00O/MaCHUM  IIEHTP
BigginenHs peabitiTarii, M. JIyIbK Kap/ioBaCKyJsipHOL MaTOJIOTi, BiJlIiIeHHSA

peabimiTartii, M. JIylbk

Howmep Ta fata Haka3sy
MO3 1joz0 3aTBepAKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 1468 Biz 26.06.2020

HasBsa kjiHiuHOoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta faTta

«bararorieHTpoBe ciine paHjoMi3oBaHe AocaipKeHHs1 3 (pa3u B napasenbHUX Tpyrax i3 3aCTOCYBaHHIM
aripoLIUTEeHTaHy y Tal[i€HTIB i3 pe3nCTeHTHOIO apTepianbHOMO Trineprensieto (PRECISION)», ID-080A301,
Bepcid 3.0 Big 27 moToro 2020

3asgBHUK, KpaiHa

TOB «JOKYME/IC» («CIA IOKYMEJC»), Jatsis




2 MPOJOBXKeHHd JojaTka 18

CrioHcop, KpaiHa Idorsia Pharmaceuticals Ltd, [1IBeiitiapis

CynyTHi —
Marepianu/nperiapaTty
CYyNyTHBOI Tepartii

B.o. renepanbHoro supexkropa /lupekropary
(papmaneBTUUHOTO 3a0e3MeueHHsA Ian 3A/IBOPHUX




Honatok 19

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

23.12.2021 Ne 2853

InenTudikariist cyrreBoi
TIOTIPaBKU

3MiHa BiAMOBIJa/IbHOTO JOC/IITHUKA:
Byso Crano

K.M.H. Knanoyx B.O. nikap Muxainosa 3.B.

KomyHanbHe  HekomepliliHe — mianpueMctBo | KoMyHanbHe — HekoMepliiiiHe — MiANPUEMCTBO
XapkiBcbKoi obsacHoi pagu «O6acHa kiiHiuHa | XapkiBcbKoi obsacHOi paau «O6/sacHa KiiHiuHa
JIIKapHS», I1yJbMO-a/Ieprojioriyde BiJJileHHs 3 | JIKapHsA», I1yJ/JbMO-a/leprojioriyHe BifJiIeHHS 3
IMYHOJIOTIYHUMH Ta TeparneBTUUHUMH JIKKaMM, | iIMyHOJIOTIYHMMM Ta TeparieBTUYHUMU JIDKKaMU,
M. XapKiB M. XapKiB

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

Ne 1012 Big 24.05.2021

Ha3sBa kniniuHoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

«GALACTIC-1 - PanpomizoBaHe, TO/BiliHe ciire, OaraTOI|eHTPOBe, TapasebHe, TMarnebo-
KOHTPOJIbOBaHe [OC/i/KeHHs1 ¢da3u 2b B ydyacHUKIB i3 imionatuunum siereHeBuMm ¢ibposom (IJID), 1o
BUBYa€ eeKTUBHICTh Ta 6e3neky GB0139, iHransiiiliHoro iHribiTopa ranekTuHy-3, 10 BBOAUTHLCS Yepe3
cyxonopoukoBuii iHranarop (CIII) mpotsirom 52 TwxkHiB», GALACTIC-1, Bepcis 6.9 Big 01 kBiTHA
2021 poky

3asgBHUK, KpaiHa

«biopaci, En-En-Ci», CIIIA

CnoHcop, KpaiHa

«[anekro Biotex Ab» (Galecto Biotech AB), Janis

CymnyTHi
Marepianu/npernapaTy
CYNyTHBOI Tepariii

B.o. renepanbHoro gupexkropa /Ilupekropary
(apmareBTHUHOTrO 3a0e3MeueHHA Isan 3A/IBOPHUX




Honatok 20

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl

Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

23.12.2021 Ne 2853

InenTudikariist cyrreBoi
TIOTIPaBKU

Ykpaina, MK-3475-689, Bepcis 07 Big 22 »oBTHs 2021 p., yKpaiHCbKOIO MOBOI, iHdopMmarljisi Ta
JIOKYMEHT Tpo iH(opMOBaHy 3rofy [i/is Malji€eHTa, CTBOPeHa Ha OCHOBI Tyio0aibHOrO 11abaony MK-3475-
689_AMO02, Bepcist 2.07 Bix 13 >koBTHs 2021 p., a TakoX 111a6JI0HY, 3aTBep/)KEHOro AJisi YKpaiHu, Bepcis
Big 15 ciung 2021 p. ykpaiHCbKOHO MOBOIO; YKpaiHa, MK-3475-689, Bepcis 07 Bifg 22 »koBTHA 2021 p.,
pociiicbkoro MOBOMO, iH(opMallis Ta JAOKyMeHT Mpo iHpOpMOBaHy 3rofy [Jis Talli€eHTa, CTBOpeHa Ha
ocHOBi ry10b6anbHOro 11a6moHy MK-3475-689_AMO2, Bepcis 2.07 Bix 13 xoBTHs 2021 p., a Takox
11ab/10Hy, 3aTBep/PKeHOTro i YKpaiHu, Bepcisi Bif 15 ciuns 2021 p. pocificbkKoro MOBOIO

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

Ne 342 Big 26.02.2018

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PanzomizoBane, Bigkpure pocmimpkenns I1I dasu ass oliHKK 11eM0Opos1isymMady B sIKOCTi Heoa ' FoBaHTHOI
Tepariii Ta B KOMOiHaIlii 3i cTaHZapTHUM JIIKyBaHHSM B SIKOCTi aJi'TOBaHTHOI Tepariii pu orepabenbHOMY
JIOKOpETiOHa/JIbHO PO3IOBCIO/I)KEHOMY IUIOCKOK/IITUHHOMY paky ronoBu Ta wwwi III-IVA  cragii»,
MK-3475-689, 3 inkopnopoaHor nioripaBkoro 05 Big 13 tpaBHst 2021 poky

3asgBHUK, KpaiHa

ToBapucTBO 3 0OMeXXeHOI0 BifnoBiganbHicTIO «MCJ] YKpaiHa»

CnoHcop, KpaiHa

«Mepk lapn Exg Joym Kopn.», gouipne nignpuemctBo «Mepk Exp Ko., Ink.» (Merck Sharp & Dohme
Corp., a subsidiary of Merck & Co., Inc.), CIITA

CynyTHi
Marepianu/nperiapaTty
CYTyTHBOI Tepamnii

B.o. renepanbHoOro gupexkropa /Ilupexkropary

(apMareBTUUHOTrO 3a0e3MeueHHA

Isan 3A/IBOPHUX




HopnaTok 21

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

23.12.2021 Ne 2853

Inentudikariis cyrreBoi
TIOTIPaBKU

Bx/iroueHHs1 10/JaTKOBUX MiCI[b IPOBEJIEHHSI TOC/IiIDKEHHS:
Ne [1.I.b. BigmoBifa/bHOro AOC/TiJHAKA
n/n Has3Ba Mmiclis ipoBe/ieHHsT K/TiHIYHOTO BUIMPOOYBaHHS

1. reH. gupekrop Bosoyk A.€.

KomyHanbHe HeKoMepliiliHe —TiArnpueMcTBo  «OmechbKUid  00/aCHUM  MeJUUHUM  IIeHTp
TICUXiYHOTO 370pOoB's» Onechkoi 06sacHOl paau, BigaiieHHs Ne 6 (dosioBiue), BiggineHHs Ne
12 (xiHoue), M. Ozieca

2. J.M.H., ipo¢. CkpunHikoB A.M.

KomyHaneHe mignpueMcTBo «O6macHUN 3akia[, 3 HaJaHHS TICHXiaTPUUHOI [OTIOMOTH
[TonTaBcbkoi 00/1IaCcHOI pafiv», >KiHOUE TOCTpe 3arajbHONCHUXiaTpUUHE BiffiseHHS 5-0,
YOJ/I0BiUe rocTpe 3arajJibHONCUXiaTpUUHe Bif/iinieHHs 2-a, [lonTaBCbKui Jiep)KaBHUM MeAUUHUI
yHiBepcuteT, Kadepa ricuxiaTpii, HapKosorii Ta MeguuHoi ncuxoJiorii, M. [TonTaBa

Howmep Ta fata Haka3sy
MO3 1wozo 3aTBepAKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 38 Bif 11.01.2020

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PanyoMi3oBaHe, mOABiKHe criire, TIaLle00-KOHTPOIbOBAHe, OaraTOLlEHTPOBe [JOCTI/PKEHHS, IO
TPOBOAUTLCS B Mapase/bHUX TPyMax, i3 3aCTOCyBaHHSAM (DiKCOBaHUX 03 AJisl OL[iHKA e(deKTUBHOCTI Ta
6esneuHocTi nperiapaty SEP-363856 y mallieHTiB i3 mM30()peHi€r0 y ToCTPOMY IICUXOTHUYHOMY eITi30/i»,
SEP361-302, Bepcis 3.00 3 iHKopriopoBaHOK CyTTeBOIO nonpaskoro 2.00 Biz 26 ciynsa 2021 poky

3asgBHUK, KpaiHa

ITigrnpuemcTso 3 100% iHo3emHoro iHBecTHIielo «AMK’FOBIA P/IC YkpaiHa»

CnoHcop, KpaiHa

«CyHoBioH ®apMackroTikasc [HK.» (Sunovion Pharmaceuticals Inc.), CIIIA

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

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




HopnaTok 22

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

23.12.2021 Ne 2853

InenTudikariist cyrreBoi
TIOTIPaBKU

IHdopmariist Asis maijieHTa Ta iHbopMoOBaHa 3rofia Ha yuacTh Y HayKOBOMY AOCTiiKeHHi, Bepcisa 9.0 ans
Yxpainu Big 04 nucronazsa 2021 poky, YKpaiHCBKOIO Ta POCiCEKOI0 MOBaMU

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 490 Big 05.05.2017

Has3sBa kiiHiuHOro
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«bararorieHTpoBe, TpuBasne mofoBxeHe mocimkeHHs I11 ¢a3m 3 oriHku GesnevHocTi Ta eeKTUBHOCTI
YnagarmtuHiOy (ABT-494) y marjieHTiB 3 BUpa3KOBUM KojiToM», M14-533, 3 iHKOpIIOpOBaHHUMH
ApmiHicTpaTuBHMMU 3MiHamu 1, 3, 5, 6, 7 i 8 (Tinbku gns Kanaau) ta [Monpaskamu 0.01, 1, 2, 3,4, 5 1a 6
Big 31 nunHg 2020 poky

3asBHUK, KpaiHa

«E66Bi biodapmackroTikan3 I'm6X», IlIBefijapis

CnoHcop, KpaiHa

AbbVie Inc., USA

CynyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepartii

B.o. renepa/ibHOro JupeKkTopa /{upekToparty
(apmaneBTUUHOTO 3a0e3MeueHHsA Ian 3A/IBOPHUX




HonmaTok 23

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

23.12.2021 Ne 2853

Inentudikariis cyrreBoi
TIOTIPaBKU

BK/TIOUeHHSsT I0ZIaTKOBUX MiCI[b TTPOBe/IeHHsI K/TiHIYUHOT0 BUIPOOYBaHHS:
Ne [1.I.b. BigmoBifa/bHOro AOC/TiJHAKA
n/n Has3Ba Mmiclis ipoBe/ieHHsT K/TiHIYHOTO BUIMPOOYBaHHS

1. nikap Iligsepberpka A.B.

ObnacHe  KOMyHa/ibHe  HeKOMepLiiiiHe  MiANpPUEMCTBO  «ByKOBUHCBKUM  K/TiHIYHMA
OHKOJIOTiYHMM 1[eHTP», CTPYKTYPHUH MiJIPO3/1iJ1 IEHHOTO CTallioHapy, M. YepHiBIli

2. sikap KoBanbuyk M. B.

ToBapucTBO 3 OOMEXeHOI BiAmoBifambHICTIO «MeanuHuii 1eHTp iMeHi akazeMmika FOpis
[TpokonoBuua CriixkeHKa», BifgineHHsi xipyprii, KuiBcbka 0671., KrieBo-CBSTOIIMHCHKUN P-H,
c. KarmitaHiBka

Howmep Ta fata Haka3sy
MO3 1wozo 3aTBepAKeHHs
KJIiIHIYHOTO BUITPOOYBaHHS

Ne 2672 Bip 01.12.2021

Ha3sga kjiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PaHfi0Mi30BaHe, BiZKpUTe, KOHTPO/JbOBaHe, 3 JBOMa TCpylaMHu JiKyBaHHS JOCHi/KeHHs (a3 3
doroimyHoTeparii ASP-1929 B mopiBHsAHHI 3i cTaHZapTOM JiKyBaHHSI Ha BUOIp JiKaps AJis JIiKyBaHHS
IJIOCKOKJ/IITUHHOTO JIOKOPEeriOHa/JIbHOI'O PeLiMBYIOUYOro paky rOJIOBU Ta LIWI B MAL{i€HTIB, Y SKUX He
Oysi0 fOCATHYTO e(eKTy UM CTajsoCcs MPOrpecyBaHHs 3aXBOPIOBAHHS IMifl Yac abo mic/s mpuUHaWMHI ABOX
NiHiN Teparil, mpuHaliMHi ofHa 3 SKuX Oyna cucremMHor», ASP-1929-301, Bepcis 3 morpaBkoto 3.1 Bizg 10
yepBHs 2020 p.

3asiBHUK, KpaiHa

«biopaci, En-En-Ci», CIIA

CrioHcop, kpaiHa

PakyTten Megikar, Iuk., CIIIA (Rakuten Medical, Inc., USA)

CynyTHi
Marepianu/mpenapaTy
CYTIyTHKOI Tepamnii

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




Hopartox 24

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl

Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

23.12.2021 Ne 2853

InenTudikariist cyrreBoi
TIOTIPaBKU

OnHoBnieHu#i MpoToKon KiiHiyHoro BuripobyBaHHs PAT-CR-302, mpotokon Bepcis 4.0 Bif 23 yepBHs
2021p.; bpomypa pocnigauka: [Tatipomep a5 opanbHOI cycnensii, Bepcia 14 Big 05 munas 2021p.; 3miHa
Ha3BM Ta aJjpecy CIIOHCOpa KJIiHIYHOTO BUIPOOYBaHHS

Bbyno

Crano

Penirica, Ink.

100 Kappinan Yei, m. PeaBya, mrat KanidopHis
94063, CIIIA (100 Cardinal Way, Redwood City,
CA 94063, USA)

Bigop Papma, IHK.

200 KappiHan Yeii, m. PegByn, wtar KanidhopHis
94063, CLWWA (200 Cardinal Way, Redwood City, CA
94063, USA)

3MiHa MiCIlsl TTPOBe/IeHHsI K/TiHIUHOTO BUMPOOYBaHHS

«Micbka kiiHiuHa JjikapHs Ne8» XapkiBCbKOL
MIiCbKOI paju, KapZio/joriuHe BiAJiIeHHS /15
XBOpPUX Ha iH(apkT Mmiokapaa Ne2, XapkiBcbKa
MeJuHa aKazieMis micasauIiomHol ocsitn MO3
YKpainu, Kadezpa Kapziosorii Ta

(YyHKIiOHa/IbHOI [IiarHOCTUKY, M. XapKiB

BYJIO CTAJIO
A.M.H., npod. Llenyiiko B.JA. A.M.H., ipod. Llenyiiko B.J.
KomyHanbHe HeKoMeplliliHe nianpueMcTBo | KomyHanbHe HeKoMeplliliHe MiATPUEMCTBO

«Micbka kiiiHiyHa smikapHsi Ne8» XapkiBCbKOI
MICBKOI paju, KapZiosioriuHe BiJJieHHS /1S
XBOpUX Ha iH(papKT miokapza Ne2, M. XapkKiB

3MiHa Ha3BU MiCIsl POBeIeHHsT KJTiHIUHOTO BUTIPOOYBaHHS
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M. XapKiB

bYJIO CTAJIO
K.M.H. Tpuiyk H.M. K.M.H. Tpuimyk H.M.
HaBuanbHO - HaykKoBUM MeJuuHuM KoMiuiekc | HaBuanbHO-HayKoOBUi MeIMYHNN L[eHTP
«YHiBepCUTeTChbKa KJTiHiKa» XapKiBCbKOIO | «YHiBepCUTeTChKa KJTiHiKa» XapKiBCBKOI0
Hal|lOHa/IbHOIO MeZIUYHOI0 yHiBepcurety, | HauionansHoro MeZIU4YHOI0 YHIBepCUreTy,
KOHCY/IbTaTUBHO-/IiarHOCTUYHA TIOJIK/IIHIKA, | KOHCY/IbTaTUBHO-/[1arHOCTUYHA TIOJTiK/IiHIKa,

Howmep Ta fata Haka3sy
MO3 1010 3aTBepyKeHHs
KJIiHiUHOTO BUTIPOOYBaHHS

Ne 2333 Big 25.11.2019

Has3sa kiiHiyHoro
BUTIPOOYBaHHS, KO/,
BepCid Ta zarta

«bararorieHTpoBe, MoABilHe crirne, Tareb0-KOHTPOIbOBAHE AOCII/PKEHHS Yy TapasefbHUX Tpyrax 3
PaHZIOMi30BaHOK BiZIMIHOIO Tepamil 3 METOX BHUBUEHHs MaTipoMepy /Jii KOHTPOJIIO Tinepkamiemil y
MaifieHTiB, fAKi TpUIMalTh iHTibiTOpU peHiH-aHTiOTeH3WH-a/IbA0CcTepoHOBOI cucTeMu (iIPAAC) mns
nikyBaHHs cepueBol HepoctaTHOCTI (DIAMOND)», PAT-CR-302, npoTtokos Bepcisi 2.0 Big 19 >KOBTHSA

2020p.

3asaBHUK, KpaiHa

TOB «Cineoc Xesc YkpaiHa»

CnoHcop, KpaiHa

Bidop ®Papwma, Iuk., CIITA

CynyTHi
Marepiasu/nperiapaty
CYTyTHBOI Tepamnii

B.o. renepanbHoOro jupexkropa /Ilupexkropary
(apmaneBTHYHOT0 3a0e3meueHHs

Isan 3A/IBOPHUX
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[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

23.12.2021 Ne 2853

InenTudikariist cyrreBoi
TIOTIPaBKU

30i/bIIeHHsT 3arIaHOBaHOI KiUTBKOCTI AOCIIHKYBaHUX [/Isi BK/IIOUEHHSI Y KJIiHiUHe BUMPOOYBaHHSI B
Ykpaini 3 60 g0 120; [[ofeHHMK TaLli€EHTa i3 3aCTOCYBaHHS [JOC/IiI)KYBaHOTO JIiKapCbKOro 3aco0y, Bepcis
6.0_GDC-9545, karicyiu_seTpo30/, Kamncyau_mnaabornukaio, kancyau_sig 15 cepmua 2021  p.,
YKpalHCbKOIO Ta pociiickkoro MoBamy; IllofleHHMK mallieHTa i3 3acTOCyBaHHSI JOC/i>)KyBaHOTO
nikapceKoro 3acoby, Bepcis 6.0_GDC-9545, karicyid_JeTpo30/1, KarcCy/au_Ian0oiukiid, TabneTky_Bif
15 cepmast 2021 p., yKpaiHCBKOIO Ta POCiMCbKOIO MOBamu; BK/tOUeHHs1 [J0laTKOBUX MiCLb TIPOBeJeHHSI
KJIiHIUHOTO BUNIPOOYBaHHS:

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

/11 HasBa Mmiclist ipoBe/ieHHsT K/TiHIYHOTO BUTMPOOYBaHHS

1. roJi. iikap Kpyneko C.1.

MenuyHuli [IEHTP TOBapuCTBA 3 OOMEXEeHOH BiATOBifanbHICTIO «YKpaiHCHKUN IIEHTP
TOMOTeparii», BifjiineHHs: Ximioteparii, M. KponmuBHULIbKU

2. K.M.H. [Tominuyk [1.B.

MeauuHuii 1[eHTpP TOBapuCTBa 3 o0OMe)keHOwo BifgnoBiganeHicTIO «K/IIHIKA BEPYM
EKCITEPT», m. KuiB

Howmep Ta faTa Haka3sy
MO3 1wozo 3aTBepAKeHHs
K/TiHIUHOTO BUTIPOOYBaHHS

Ne 310 Big 23.02.2021

Ha3ga kyiiHiuHOrO
BUTIPOOYBaHHs, KO/,
BepCis Ta fjaTa

«PanziomizoBaHe moBiiiHe cirne mialle60-KOHTPOIbOBaHe OaraToleHTpoBe AocuimpkeHHs (as3u 111 s
oiiHku edektuBHOCTI Ta Oesmeunocti GDC-9545 y komOiHarjii 3 mnasboluKIiO0M TMOpPIiBHAHO 3
KoMOiHarlieto sieTpo3ony Ta manborukmaiby y mMaljieHTiB 3 ecTporeH-peljenTop-no3utiBHuM, HER2-
HeraTUBHUM MICL|eBOIOLIMPEHUM UM MeTaCTaTUYHUM PakoOM MOJIOYHOI 3ai03u», BO41843, Bepcia 2 Bif,
08 ymotoro 2021 p.

3asgBHUK, KpaiHa

ToBapuCTBO 3 00OMeXXeHOI0 BiMOBizambHICTIO «Porr YKpaiHa»
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CrnioHcop, KpaiHa @.Xodbdmann-JIs Poru Jita, [Beiiiapis

CynyTHi —
Marepianu/nperiapaTty
CYyNyTHBOI Tepartii

B.o. renepanbHoro supexkropa /lupekropary
(papmaneBTUUHOTO 3a0e3MeueHHsA Ian 3A/IBOPHUX




HonaTok 26

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

23.12.2021 Ne 2853

InenTudikariist cyrreBoi
TIOTIPaBKU

[MonenHuk narjienta s peecrpauii npuriomy [IJIII, Bepcis 8.0 Bix 15 xoBTHsA 2021 p., aHIIACHKOIO,
YKPaiHCBKOIO Ta POCIMCHhKOI0 MOBaMH

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 2243 Bip 05.10.2020

Has3sBa kiiHiuHOro
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«PanzpomizoBane moagiiiHe cmire gociimkenHs III ¢a3m 3 BuBuUeHHs edeKTHBHOCTI Ta Oe3meuHOCTi
niperiapaty SAR442168 y nopiBHsHHI 3 m1arjebo cepei yuaCHUKIB 3 BTOPUHHO-TIPOIPeCYIOUMM PO3CisTHUM
cknepo3om 6e3 peuyaneie (HERCULES)», EFC16645, 3 nonpaBkoto 04, Bepcis 1 Bizx 26 sumas 2021p.

3asiBHUK, KpaiHa

TOB «Cano@i-ABeHTic YKpaiHa»

CnoHcop, KpaiHa

Genzyme Corporation, USA (/I>xen3aiim Kopnopeiin, CIIIA)

CynyTHi
Marepianu/mpenapaTy
CYTIyTHKOI Tepamnii

B.o. reHepanbHOro gupexkTopa /Iupexkropary
(¢apmaneBTHUYHOr0 3a0€3neYeHHA IBan 3A/IBOPHUX
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[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl

Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

23.12.2021 Ne 2853

InenTudikariist cyrreBoi
TIOTIPaBKU

YkpaiHa, MK-3475-585, Bepcis 04 Bix 10 mucromaza 2021 p., yKpalHChKOIO MOBOMO, iH(bopMallis Ta
JIOKyMeHT Tipo iHdbopMoBaHy 3roAly Ajs maijieHTta; YkpaiHa, MK-3475-585, Bepcis 04 Bizg 10 nucronaja
2021 p., pociiicbKoro MOBOIO, iHhopMallisi Ta JOKYMEHT Ipo iHGopMoBaHy 3rofy A/is MaljieHTa

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

Ne 662 Big 16.03.2020

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PanziomizoBane, mojBiliHe-cyine KiiHiuHe pocimpkeHHs III ¢as3u nemb6posnizymaby (MK-3475) Ta
ximioteparii (XP ab6o FP) B mopiBHsHHI 3 muiariebo Ta ximioTtepamiero (XP abo FP) B skocri
Heoa/I'toBaHTHOT'O / a/i'’TOBAaHTHOTO JIiKyBaHHsI TIAL[i€EHTIB 3 aZleHOKapLMHOMOI) LIIYHKY Ta LILTYHKOBO-
crpaBoxigHoro 3‘emnanHs (IIIC3) (KEYNOTE-585)», MK-3475-585, 3 iHKOPIIOPOBAHOIO IOTPaBKOIO
08 Biz 16 kBiTHA 2021 p.

3asBHUK, KpaiHa

ToBapucTBO 3 00MexeHOI0 BifimoBigampHiCTIO « MCJ] YKpaiHa»

CnoHcop, KpaiHa

«Mepk Hlapn Exg Joym Kopr.», gouipue nianpuemcrBo «Mepk Eng Ko., Ink.», CIIIA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTHi
MaTepianv/mpernapaTi
CyNyTHBOI Tepartii

B.o. renepa/sibHOro JupexkTopa /lupekropary

(¢apmaneBTHUHOTrO 3a0e3neueHHsA

Isan 3A/IBOPHUX




HonaTok 28
[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

23.12.2021 Ne 2853

InenTudikariist cyrreBoi
TIOTIPaBKU

IHdopmariisi Ta JOKyMeHT Tpo iHpopMoOBaHy 3ro/ly matlieHTa, Bepcis 11.0 ass Ykpainu Big 05 mucromnaza
2021 p. yKpalHCbKOIO MOBOIO, CTBOPEHA Ha OCHOBI Criel[udiuHOro /s JOC/iKeHHs 11ab/IoHy JOKyMeHTa
npo iHdopmoBaHy 3rony, Bepcisi MK-3475-355.04.00 Big 28 >xkoBTHa 2021 p., a Takox I1ab/0HY
JIOKyMeHTa Tpo iH()OpMOBaHy 3rofly, 3aTBepKeHOro AJsi YKpainu, Bif 15 ciuns 2021 p., yKpaiHCbKOO
MoBo1o; [Hdopmallist Ta JOKyMeHT npo iHdopMoBaHy 3rofy maijieHTta, Bepcisg 11.0 ans Ykpainu Big 05
mucroraza 2021 p. pocilicbKOI MOBOIO, CTBOPEHA Ha OCHOBI crieriuiuHOro st JOC/TiKeHHs 11abIoHy
JIOKyMeHTa Tipo iHdopMmoBaHy 3rofy, Bepcisi MK-3475-355.04.00 Bix 28 >koBTHs 2021 p., a TakoxX
m1ab/IoHy [TOKyMeHTa TIpo iH(hOpMOBaHy 3rofly, 3aTBeppKeHOro AJisi YKpainu, Bifg 15 ciuns 2021 p.,
POCiMICBKOI0 MOBOIO

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

Ne 70 Bif 31.01.2017

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«PanzomizoBane, nogsitiHe-ciine gociimkenss 111 da3u /s MOpiBHAHHS JiKyBaHHS TemMOposTisymMabom
(MK-3475) y kom0OiHarmii 3 miperapaTamMu XiMmioTeparii Ta JiiKyBaHHsA TMUiaiebo y KomOiHarjii 3
rperiapataMy  xiMioTepariii y TALi€HTIB 3  paHille HeJiKOBaHMM  MiCL|€BO-peLUIUBYHOUHNM
HeoriepabelbHUM ab0 MeTacTaTUYHWM TOTPiliHO-HeraTMBHUM pakoMm MmosouHoi 3ano3u (KEYNOTE-
355)», MK-3475-355, 3 inkopnopoBaHoto norpaBkoro 06 Biz 01 BepecHss 2021 poky

3asBHUK, KpaiHa

ToBapucTBO 3 00MexeHOI0 BifimoBigampHiCTIO « MCJ] YKpaiHa»

CnoHcop, KpaiHa

«Mepk Hlapn Exz Joym Kopr.», gouipue nianpuemctBo» Mepk Exp Ko.,Ink.» (Merck Sharp & Dohme
Corp., a subsidiary of Merck & Co., Inc.), CIITA

CynyTHi
MaTepianv/mpernapaTi
CyIyTHBOI Tepartii

B.o. renepa/sibHOro JupexkTopa /lupekropary

(¢apmaneBTHUHOTrO 3a0e3neueHHsA

Isan 3A/IBOPHUX




Honatok 29

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

23.12.2021 Ne 2853

Inentudikaris cyrreBoi
TIOTIPaBKU

3HiMKHU ekpaHy 3 miaHiiera (eCOA) ACQ-5 OnutyBanbHUK 3 KOoHTpoJit0 actMu (ACQ), Bepcis 1.00 Bia
22 xoBTs1 2021 p., aHI/TiMCHKOIO MOBOIO Ta Mepek/aj yKpaiHCbKOH MOBOIO; 3HIMKHU eKpaHy 3 TIaHIlIeTa
(eCOA) ACQ-5 OnutyBanbHUK 3 KOHTPOJIO CUMMTOMIB OpoHxianeHOI actmMu (ACQ), Bepcisi 1.00 Bif
22 xoBT1d 2021 p., aHI/iACHKOI0 MOBOIO Ta TepeKsa/, poCiiiCbKOI MOBOIO; 3HIMKMU eKpaHy 3 IlaHIleTa
(eCOA) ADSD Illogennuk cuMmnromiB acTMu y AeHHui yac (ADSD), Bepcis 1.00 Big 28 Bepechs 2021 p.,
aHTJIiICbKOI0 MOBOIO Ta TepeksaZ, YKpaiHCbKOI0 MOBOIO; 3HIMKM ekpaHy 3 miaHiieta (eCOA) ADSD
[MonenHuk fenHux cumnromiB actMu (ADSD), Bepcis 1.00 Big 28 BepecHst 2021 p., aHI/iHCbKOI0 MOBOKO
Ta mepek/aj PoCikCbKOI MOBOI; 3HIMKU ekpaHy 3 raHiieta (eCOA) ANSD IofeHHUK CHMIITOMIB
actvu y HiuyHui yac (ANSD), Bepcis 1.00 Big 22 >xoBTHs 2021 p., aHIVIIKCHKOIO MOBOKO Ta MepeKsaj
YKpaiHCbKOIO MOBOIO; 3HIMKM eKpaHy 3 miaHiieTta (eCOA) ANSD IllogeHHUK HiUHUX CUMITOMIB aCTMH
(ANSD), Bepcisa 1.00 Big 28 Bepecus 2021 p., aHIIIMCHKOIO MOBOIO Ta IepeK/aZ, POCiMCbKOK MOBOIO;
3HiMku ekpaHy 3 muiaHieta (eCOA) AQLQ(S) OmuryBalbHUK SIKOCTI >XUTTS XBOPDUX Ha acTMy i3
cTaHzapTu3oBaHuMu BuAamu AisnbHOCTI (AQLQ(S)), Bepcig 1.00 Big 22 >xoBTHs1 2021 p., aHI/IiMCBKOIO
MOBOIO Ta Tepeksa/, yKpaiHCbKOI MOBOIO; 3HiMKHU eKpaHy 3 myiaHiera (eCOA) AQLQ(S) OnuTyBanbHUK
3 SIKOCTi KUTTsI Tipy OpoHXianbHiN acT™Mi 3i cTaHapTHU30BaHUMH Buamu AismbHocTi (AQLQ(S)), Bepcist
1.00 Big 22 >xoBTHs1 2021 p., aHI/iCHKOI0 MOBOIO Ta Mepeksaj, POCiChKOK MOBOIO; 3HIMKU €KpaHy 3
riaHmera ERT_iSpiro_v3.1 iSpiro RS Crsopite Bam pin-koz, Bepcig 3.00 Big 19 xostHa 2021 p.,
aHTJIiICbKOI0 MOBOIO Ta TepeK/a/, YKpaiHChKOK MOBOR; 3HIMKU ekpaHy 3 muiaHimiera ERT_iSpiro_v3.1
iSpiro RS CtBopiTh Ba miH-Kog, Bepcis 3.00 Big 20 >koBTHs 2021 p., aHT/IiICbKOKO MOBOIO Ta Mepeksa
POCiliCbKOI0 MOBOMO; 3HIMKHU ekpaHy 3 raHiieta (eCOA) Sanofi ACT17208 Evening Medication Diary
BeuipHili 1jofeHHUK npuiioMy npenapary, Bepcis 1.00 Big 22 >koBTHS 2021 p., aHIJIIMCBKOO MOBOIO Ta
repekniaj, ykpaiHCbKOHO MoBOI; 3HiIMKU ekpaHy 3 rmaHuieta (eCOA) Sanofi ACT17208 Evening
Medication Diary BeuipHhiii mjofeHHUK mpuiioMy rmiperapary, Bepcis 1.00 Big 22 >koBtHsi 2021 p.,
aHTJIiICbKOI0O MOBOIO Ta TepeK/aZ, POCiMChbKOI MOBOW; 3HIMKM ekpaHy 3 TuiaHiiera (eCOA) Sanofi
ACT17208 Evening PEF Diary Beuipniii mogennuk MIIB, Bepcis 1.00 Bim 22 xostHa 2021 p.,
aHTJIiiCbKOK MOBOIO Ta Tepek/iaj, YKpaiHCbKO MOBO; 3HIMKU ekpaHy 3 myiaHiiera (eCOA) Sanofi
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ACT17208 Evening PEF Diary Beuipnin mogennuk I1HIB, Bepcis 1.00 Bix 22 xotHa 2021 p.,
aHTJIiICbKOI0O MOBOIO Ta TepeK/aZ, POCiMChbKOI MOBOW; 3HIMKM ekpaHy 3 TuiaHimiera (eCOA) Sanofi
ACT17208 Morning Medication Diary PaHkoBuii 1jo/jleHHUK mpuiioMy rmpemnapary, Bepcisi 1.00 Bif
07 >xoBTHs 2021 p., aHT/ilICbKOI0 MOBOIO Ta TMepeKa/, yKpaiHCbKOK MOBOH; 3HIMKU eKpaHy 3 TUIaHIlIeTa
(eCOA) Sanofi ACT17208 Morning Medication Diary PaHkoBMi 11j0/]leHHUK MPUIOMY Tperapary, Bepcis
1.00 Big 14 BepecHst 2021 p., aHIJIiCbKOIO MOBOIO Ta IepeK/aj, pOCiiiCbKOH MOBOIO; 3HIMKU eKpaHy 3
ninadiiera (eCOA) Sanofi ACT17208 Morning PEF Diary Pankosuii mjogenauk MIIB, Bepcisi 1.00 Bif,
22 oBTHs 2021 p., aHT/TiMICBKOIO MOBOIO Ta TMepekKsia/, yKpaiHCbKOK MOBO; 3HIMKU eKpaHy 3 TUIaHIIeTa
(eCOA) Sanofi ACT17208 Morning PEF Diary Pankosuii mozaenHuk I1IIB, Bepcisi 1.00 Bif 22 >KOBTHs
2021 p., aHT/IiMCbKOIO MOBOIO Ta Mepeksaf, poCiicbKOr MOBOIO; 3HIMKHU eKpaHy 3 riaHiieta (eCOA)
Sanofi ACT17208 PGIC 3aranbHe Bpa)XeHHs TIALli€HTIB TIPO 3MiHy Tiepebiry 6ponxianbhoi actmu (PGI-
Change), Bepcisa 1.00 Big 28 BepecHst 2021 p., aHIJIiICEKOIO MOBOIO Ta Tepek/aj, YKpPaiHCbKOI0 MOBOIO;
3HimMKuU ekpaHy 3 ruiaHiieta (eCOA) Sanofi ACT17208 PGIC 3aranbHe Bpa)keHHs MaljieHTa IMpO 3MiHY
nepebiry 6ponxianbHoi actmu (PGI-Change), Bepcist 1.00 Bizg 28 Bepechst 2021 p., aHT/iMCbKOI0O MOBOIO
Ta TepeKsaj pociiicbkoro MOBO0; 3HIMKM ekpaHy 3 TuiaHiieta (eCOA) Sanofi ACT17208 PGIS 3aranbHe
BpPa)KeHHs TMAalfieHTa TIPO CTYIiHb TsHKKOCTI OpoHxiampHOI actmu (PGI-Severity), Bepcis 1.00 Bim 28
BepecHs 2021 p., aHIJIiMCbKOI MOBOIO Ta IepeK/aJ YKPaiHCbKO MOBORO; 3HIMKM eKpaHy 3 IlaHIleTa
(eCOA) Sanofi ACT17208 PGIS 3aranbHe BpakeHHsI Malli€HTa PO CTYITiHb TSHKKOCTI OpOHXiambHOI
actmu (PGI-Severity), Bepcis 1.00 Big 28 BepecHs1 2021 p., aHIJIiICbKOIO MOBOIO Ta NepekKsiaz, pPOCiiCbKO
MOBOO; 3HiMKU ekpaHy 3 myiaHiera (eCOA) Sanofi ACT17208 Practice Diary TpeHyBa/ibHUI1 11]0/IeHHUK,
Bepcist 2.00 Bifg 22 xoBTHA 2021 p., aHI/IIMCBKOK MOBOIO Ta Iepeksaj, YKpalHCbKOK MOBON; 3HIMKH
ekpany 3 riaHieTta (eCOA) Sanofi ACT17208 Practice Diary IlogeHHuK A/ TpeHyBaHHs, Bepcis 2.00
Bif 22 xoBTHs1 2021 p., aHIVIIKCbKOKO MOBOKO Ta TepeK/aZi, POCIMCbKOK MOBOK; 3HIMKM €KpaHy 3
riaHieta (eCOA) Sanofi ACT17208 Reminder Icon, Bepcist 1.00 Big 14 BepecHs 2021 p., aHT/1iHiCbKOIO
MOBOIO Ta TepeK/aj, YKpaiHCbKOI MOBOIO; 3HiMKM ekpaHy 3 muiaHuieta (eCOA) Sanofi ACT17208
Reminder Icon, Bepcisg 1.00 Big 14 BepecHsi 2021 p., aHIVIIMCHKOIO MOBOIO Ta TepeK/aj, pOCiliChbKO0
MOBOI0; 3HIMKM eKkpaHy 3 ryaHiiera (eCOA) Sanofi ACT17208 Subject Training Module TpenyBanbuuii
Moaynb Ans maiieHta, Bepcis 1.00 Big 14 BepecHs 2021 p., aHIVIIWCBKOIO MOBOIO Ta MepeK/aj
yKpaiHCbKOIO MOBOIO; 3HIMKHM eKpaHy 3 TuiaHieta (eCOA) Sanofi ACT17208 Subject Training Module
TpeHnyBanbHUM MOAy/b Ay yuyacHuKa, Bepcisg 1.00 Bix 14 BepecHsi 2021 p., aHT/IiMiCbKOIO MOBOIO Ta
riepeksaj| pocificbkKoro MOBOO; 3HIMKU eKpaHy 3 ruiaHiiera (eCOA) Sanofi ACT17208 Subject Training
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Quiz TpeHyBanbHe OonUTyBaHHs A5 natieHTa, Bepcig 1.00 Bix 15 »xoBTHA 2021 p., aHITIMCHKOI0 MOBOIO

Ta TMepek/aZi YKpaiHCbKOK MOBOW; 3HIMKH ekpaHy 3 TuiaHmieta (eCOA) Sanofi ACT17208 Subject
Training Quiz IlepeBipka pe3y/bTaTiB HaBuaHHs yd4acHUKa, Bepcisg 1.00 Big 23 Bepecus 2021 p.,
aHIJIICHKOK MOBOIO Ta TepeK/aji poCiiCbKOX MOBOO

Howmep Ta fata Haka3sy
MO3 1wozo 3aTBepAKeHHs
K/TiHIUHOTO BUTIPOOYBaHHS

Ne 2237 Big 18.10.2021

Hasga k/iHiuHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta faTa

«PanziomizoBaHe, mo/BitiHe ciiinie, My1arie00-KOHTPOIbOBaHe, 12-TH>KHEBe J0C/Ti/PKEHHS, 1[0 MPOBOAUTHLCS
B Tapasie/lbHUX TPyMax 3 MeToro migTBepmkeHHs KoHmenii (ITK), A/ omiHKu edeKTHBHOCTI, 6e3rmeuHoCTi
Ta TEpPeHOCUMOCTi pui13abpyTHHIOYy B yYaCHUKIB i3 OpOHXiaJbHOIO aCTMOIO CepeJHbOTO Ta BaXKKOTO
CTYTIeHSI ~ TSDKKOCTi, sKi  HeJOCTaTHhO  /J00Ope  KOHTPOJIFOIOTBCS — Tepari€ro  iHraasminHuMU
koptukocrepoigamu (IKC) rmtoc 6eta-2-aspeHepriuaumu aronicramu tpuBasoi gii (BATI)», ACT17208,
3 nonpaBkoro 01, Bepcis 1 Big 30 ceprnst 2021 poky

3asgBHUK, KpaiHa

TOB «CaHo@i-ABeHTic YKpaiHa»

CnoHcop, KpaiHa

sanofi-aventis recherche & developpement, France (Canodi-ABeHTic peliiepiil e feBesiornMaH, @paHifisi)

CynyTHi
Marepiasu/nperiapaTty
CYTyTHBOI Tepamnii

B.o. renepanbHoOro jupexkropa /Ilupexkropary

(apMareBTUUHOTrO 3a0e3MeueHHA

Isan 3A/IBOPHUX




Honatok 30

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

23.12.2021 Ne 2853

InenTudikariist cyrreBoi
TIOTIPaBKU

306i/bILIeHHST KiTbKOCTi TAL[iEHTIB, 1110 MOXKYTb OyTH BK/IIOUEHi y Aoc/TiikeHHs B YKpaiHi 10 200 ocib

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 2777 Bip 02.12.2020

Has3sBa kiiHiuHOro
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«PanzomizoBane, miarie00-KOHTPO/IbOBaHe, MOABiMHe Ciline KiiHiuHe JoC/imkeHHs 3 (a3u rperapary
Hipanapu6 B kombiHarlii 3 abipaTepoHa arjeTaToM Ta Ipe/iHi30HOM Yy TIOPiBHSHHI 3 abipaTepoHa arieTaTomM
Ta MpPeJHI30HOM /Jis JIIKyBaHHS IAal[i€HTIB 3 MeTaCTaTUUHUM KaCTpaT-4yT/JVMBUM pakoM IlepeaMiXypoBoOl
3a703u (MCSPC) 3i miKiAaMBo0 repmiHa/bHOIO ab0 COMAaTUYHOIO MYTALli€l0 TeHiB, 1110 BiATIOBial0Th 3a
perapariito IIsIXoM romoJioriudoi pekombinarjii (HRR)», 67652000PCR3002, 3 IlompaBkoto 1 Bifx
21.12.2020 p.

3asBHUK, KpaiHa

«IHCCEH ®APMALIEBTUKA HB», benbris

CnoHcop, KpaiHa

«IHCCEH ®APMALIEBTUKA HB», benbris

CymnyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepartii

B.o. renepa/ibHOro JupeKkTopa /lupeKkToparty
(apmareBTUUHOTrO 3a0e3MeueHHsA Ian 3A/IBOPHUX




Hopnatok 31

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

23.12.2021 Ne 2853

InenTudikariist cyrreBoi
TIOTIPaBKU

Indopmarjisi pans  nauienta Ta Popma iHdopmMoBaHOI 3roAM Ha BiZHOB/IEHHS 3aCTOCYBaHHS
JOCITi/IKYBaHOTO JIiKapchbKOro 3acoby mics mobiuHoro siBuima 3 60Ky meuinku, Bepcis 1.0 yKpaiHCBKORO
MOBOI i YKpainu Bif 05.11.2021 p.; Indopmariis gis mnaijieHta Ta Popma iHpopmMoBaHOiI 3rou Ha
BiJTHOBJIEHHsI 3aCTOCYBaHHsI [JOC/Ii/[)KYBaHOTO JIiKapCbKOTO 3aco0y micis mobiuHoro siBumia 3 OOKy
neviHky, Bepcis 1.0 pociticekoro MoBor 151 YKpainu Bif 05.11.2021 p.

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

Ne 1773 Big 20.08.2021

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«bararorieHTpoBe, paH[jOMi30BaHe, TMO/BiliHe Ciiine, Myarebo KOHTPOIbOBaHe KJiHiUHEe AOC/i/pKeHHsS 4
a3y a5 oLiHKK edeKTUBHOCTI Ta 0e3rMeyHOCTi MpU3HAueHoro MiAIIKipHO T'yceibKymaly y Malli€HTiB 3
aKTMBHUM aKCiaJbHUM TICOpiaTUUHUM apTPUTOM, $IKi HIKOMM He OTpuUMyBaiu OioJioriuHy Tepartito»,
CNTO1959PSA4002, Bix 14.04.2021 p.

3asgBHUK, KpaiHa

«IHCCEH ®APMALIEBTUKA HB», Benbris

CnoHcop, KpaiHa

«THCCEH ®APMALIEBTUKA HB», benbris

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

B.o. reHepanbHOro gupexkropa /Ilupekropary
(¢apmaneBTHUHOr0 3a0€3MeYeHHA IBan 3A/IBOPHUX




HopnaTok 32
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

23.12.2021 Ne 2853

InenTudikariist cyrreBoi
TIOTIPaBKU

Indpopmariisi g maijieHTa Ta iHdopMoBaHa 3rojla Ha ydYacTb Yy HAayKOBOMY [IOC/Ii/PKEHHI Ta
Heo0OB’s13KOBOMY ZlocipKkeHHi, Bepcisi 7.0 g Ykpainu Big 20 >koBTHa 2021 pOKy, YKpaiHCBKOIO Ta
POCiMICBbKOI0 MOBaMH

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

Ne 1465 Biz 08.08.2018

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«bararoljeHTpOBe, paH/IOMi30BaHe, TOABiliHe cCJiime, TIaLle00-KOHTPOIbOBAHE  [JOBFOCTPOKOBE
MIPOZIOBXKEHEe /IOC/Ti/DKEHHS TATPUMYIOUOi Teparii [jid BUBYUeHHS e(eKTHMBHOCTI Ta Oe3neuHocCTi
YnagarmtuHioy (ABT-494) y naijientiB 3 xBopo6oto KpoHa, siki 3aBepiiuiu gocsimkeHHs M14-431 uu
M14-433», M14-430, 3 iHKopriopoBaHUMH AMiHiCTpaTUBHUMU 3MiHamu 5 Ta 6 i [lonpaBkamu 1, 2, 3, 4,
5 Ta 6 Big 25 xoBTHs 2020 poKy

3asBHUK, KpaiHa

«E66Bi biodapmackroTikan3 I'm6X», IlIBefitjapis

CnoHcop, KpaiHa

AbbVie Inc., USA

CymnyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepartii

B.o. reHepa/ibHOr0 ANPeKTOpa /lupeKTopary

(apmareBTUUHOTrO 3a0e3MeueHHsA

Isan 3A/IBOPHUX




Honatok 33
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

23.12.2021 Ne 2853

InenTudikariist cyrreBoi
TIOTIPaBKU

Indpopmariisi g maijieHTa Ta iHdopMoBaHa 3rojla Ha ydYacTb Yy HAayKOBOMY [IOC/Ii/PKEHHI Ta
Heo0OB’s13KOBOMY AlocmipkeHHi, Bepcisi 9.0 ans Ykpainu Bif 28 >koBTHa 2021 pOKy, YKpaiHCBKOIO Ta
pociticbkkoto MoBamu; IHdopMaljitiHa KapTka maijieHTa, Bepcisi 3.0 ans Ykpainu Big 09 mucromaza
2021 pokKy, yKpaiHCbKOIO Ta POCiiICbKOI0 MOBaMHU

Howmep Ta gata Hakasy
MO3 1oz0 3aTBepAKeHHs
KJTiHIYHOTO BUTIPOOYBaHHS

Ne 1468 Big 21.11.2017

Has3sBa kiiHiuHOro
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«PanpomizoBane, mogBitiHe citine pocsimkends, 111 ¢a3u, o MOpiBHSAHHS TperiapaTy YTafal[UTUHIO
(ABT-494) 3 niate6o Ta 3 afaniMmymMaboM y TIaLli€HTIB 3 aKTUBHUM T1COPiaTUUHUM apTPUTOM, SIKi MalOTh B
aHaMHe3i HeaZieKBaTHY BiJMOBigp TIpUHAWMHI Ha OAWH HebionoriuHW XBOPO6O-MOAUGIKyHOUMiA
nporupeBmatuunuii mpenapar (XMIIPIT) — SELECT - PsA 1», M15-572, 3 iHKOpIOpOBaHMMH
azMiHicTpaTUBHUMU 3MiHamu 1, 2, 3, 4, 5, 6 [ans ['oukonry (Kuraii)], 7 i 8 Ta [NonpaBkamu 1, 1.01 (ass
VHP kpain) 2, 3, 4, 5, 6 Ta 7 (a/151 Bcix KpaiH kpiMm fAnoHii) Big 30 ciuns 2021 poky

3asBHUK, KpaiHa

«E66Bi biodapmaceroTikan3 I'm6X», IlIBefitjapis

CnoHcop, KpaiHa

AbbVie Inc., USA

CynyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepariii

B.o. reHepa/ibHOr0 AMPeKTOpa /lupeKTopary

(apmaneBTUUHOTrO 3a0e3MeueHHsA

Isan 3A/IBOPHUX




Honatok 34

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl

Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

23.12.2021 Ne 2853

InenTudikariist cyrreBoi
TIOTIPaBKU

OnoBsieHa 6pornypa gociigavka Enoblituzumab, Bepcis 11.0 Big 15 uepBHst 2021; OHoBeHa Opoiiypa
pocnigauka MGDO013 (Tebotelimab), Bepcisi 5.0 Big 22 ngumnas 2021; OnoBineHa CP-MGAZ271-06,
IHdopmariisi asia maijieHTa Ta Gopma iHpopmMoBaHOI 3roAu Ay YKpaiHU yKPaiHCBKOIO Ta POCiMCHKOIO
MoBaMH, octarouyHa Bepcisg 3.0 Big 06 >xoBTHa 2021 p. Ha OCHOBi MalicTep-Bepcii Ais €Bporu
aHIJIiNCBKOK MOBOMO, ocTatouHa Bepcis 3.0 Big 04 xxoBTHs 2021 p.

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

Ne 1326 Big 02.07.2021

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«Bigkpute mocmimkeHHs: ¢a3u 2 A OLIHKK eHoOsiTy3ymaby B KombGiHarlii 3 petucannimabom abo
tTeboTesriMaboM y mepmiidi JTiHii JTIKyBaHHS TALi€HTIB 3 peLUAWBYIOUMM ab0 MeTacTaTUYHUM
IJIOCKOK/IITUHHMM pakoM roJjioBu Ta wui», CP-MGA271-06, nornpaska 1, Big 16 rpygusa 2020

3asgBHUK, KpaiHa

ToBapucTBO 3 00MekeHOI0 BiimoBizampHicTIO «KIIP YKpaiHa»

CrioHcop, KpaiHa

Makpo/Ixenikc, IHK. (MacroGenics, Inc.), CIIIA

CynyTHi
Marepianu/nperiapaty
CYyNyTHBOI Tepariii

B.o. revepanbHoro jupexkropa /lupekropary

(apmareBTUUHOTO 3a0e3MeueHHsA

Isan 3A/IBOPHUX




Honatok 35

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

23.12.2021 Ne 2853

InenTudikariist cyrreBoi
TIOTIPaBKU

Indopmarjisi pans  nauienta Ta Popma iHdopmMoBaHOI 3roAM Ha BiZHOB/IEHHS 3aCTOCYBaHHS
JOCITi/IKYBaHOTO JIiKapchbKOro 3acoby mics mobiuHoro siBuima 3 60Ky meuinku, Bepcis 1.0 yKpaiHCBKORO
MOBOI i YKpainu Bif 05.11.2021 p.; Indopmariis gis mnaijieHta Ta Popma iHpopmMoBaHOiI 3rou Ha
BiJTHOBJIEHHsI 3aCTOCYBaHHsI [JOC/Ii/[)KYBaHOTO JIiKapCbKOTO 3aco0y micis mobiuHoro siBumia 3 OOKy
neviHky, Bepcis 1.0 pociticekoro MoBor 151 YKpainu Bif 05.11.2021 p.

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

Ne 1773 Big 20.08.2021

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«bararorieHTpoBe, paHiOMi30BaHe, TMO/BilHe cJiine, TUIaleb0 KOHTPO/IbOBaHe KJIiHiUHe A0CTipKeHHsT 3b
a3y a5 oLiHKK edeKTUBHOCTI Ta 0e3rMeyHOCTi MpU3HAueHoro MiAIIKipHO T'yceibKymaly y Malli€HTiB 3
aKTUBHUM TICOPiaTUUHUM apTPUTOM, $IKi paHillle Maqd HeJOCTAaTHIO Bi/MOBi/Ab Ta/abo HerepeHOCHMiCTh
MiKyBaHHSI OZHUM 3 iHTi06iTOpiB hakTOpy HEKpo3y myxiauH anbdha», CNTO1959PSA3005, Big 13.04.2021

P

3asBHUK, KpaiHa

«IHCCEH ®APMALIEBTUKA HB», benbris

CnoHcop, KpaiHa

«IHCCEH ®APMALIEBTUKA HB», benbris

CynyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepariii

B.o. renepa/ibHOro JupeKkTopa /{upekToparty
(apmaneBTUUHOTrO 3a0e3MeueHHsA Ian 3A/IBOPHUX




HonaTok 36

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

23.12.2021 Ne 2853

InenTudikariist cyrreBoi
TIOTIPaBKU

BKJ/TIOUeHHs1 10/1aTKOBOT'O MiCLisi TPOBeZleHHs1 KIiHiYHOro BUNPOOyBaHHSI:
No I1.I.b. BiAmOBia/ILHOTO AOC/IIJHHUKA
/11 HasBa Mmiclisi ipoBe/ieHHsT K/TiHIYHOTO BUTMPOOYBaHHS

1. O.M.H. Xapeba I'.T'.

KomyHanbHe HekoMmepljiliHe MigNpUeEMCTBO XapKiBChbKOI o0sacHOi pagu  «Ob6macHui
MeJMUHUM KIIiHIUHUK LeHTp yposiorii i Hedposorii im. B.I. IllanoBana», BiffineHHs
OHKOJ10Ti4yHOI ypouiorii Ne5, M. XapkiB

Howmep Ta fata Haka3sy
MO3 o0 3aTBepAKeHHs
K/TiHIUHOTO BUTIPOOYBaHHS

Ne 1586 Biz 29.07.2021

Ha3sga kjiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

TALAPRO-3: PAHJOMI3OBAHE, IIOABIMHE CJIIIE [JOCHIIKEHHA ©A3M 3, MIO
[IPOBOJNTECA 3 METOIO TIIOPIBHAHHA TAJIA3BOIIAPUBY B KOMBIHALL 3
EH3AJIYTAMIJOM TA IIIALIEBO B KOMBIHALII 3 EH3AJIYTAMIZIOM Y YOJIOBIKIB I3
METACTATUUYHMM T'OPMOHOUYT/IMBUM PAKOM [IEPEAMIXYPOBOI 3AJIO3U 3
MYTALIEXO I'EHA DDR, C3441052, ocTtaTouyHa pejakLiisi TIPOTOKOJY 3 TorpaBkoro 1 Bix 20 BepecHs
2021 p.

3asiBHUK, KpaiHa

[aitzep Iuk., CIITA

CnoHcop, KpaiHa

[Maitzep Iuk., CIIA

CynyTHi
Marepianu/mpenapaTy
CYTIyTHKOI Tepamnii

B.o. reHepanbHOro gupexkropa /JIupexkropary
(¢apmaneBTHUYHOr0 3a0€3neYeHHA IBan 3A/IBOPHUX




Honatok 37

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

23.12.2021 Ne 2853

InenTudikariist cyrreBoi
TIOTIPaBKU

Bpoiiypa gocnigavka Belzutifan (MK-6482), Buganns 9 Big 28 >koBTHs 2021 poKy, aHT/IiiCEKOI0 MOBOIO

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 762 Big 20.04.2021

Has3sBa kiiHiuHOro
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«Bigkpure, pangomizoBaHe pocmimpkeHHs III dasu gis  oiiHKM  edeKTHBHOCTI Ta 0Oe3reuyHoCTi
nembponizymady (MK-3475) y kombiHariii 3 6ensyrudanom (MK-6482) ta nenBatunioom (MK-7902),
abo MK-1308A y kombiHariii 3 jieHBaTUHIOOM TOPiBHSHO 3 11eMOpoJTi3ymMadoM i JieHBaTUHIOOM B SIKOCTi
repimioi JIiHii Teparii /i y4YaCHUKIB 3 PO3IOBCIO[KEHOK CBIT/IOK/IITUHHOIX HUPKOBO-K/IITUHHOMO
KapuuHoMor», MK-6482-012, 3 inkopriopoBaHoto 1orpaBkoro 02 Bix 01 uepBHs 2021 poky

3asgBHUK, KpaiHa

ToBapucTBO 3 0OMeXXeHOI0 BifnoBifanpHicTIO «MCJ] YKpaiHa»

CnoHcop, KpaiHa

«Mepk Iapn eny Joym Kopm.», gouipse nianpuemctBo «Mepk enp Ko., Ink.», CIHA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTHi
Marepianu/nperiapaTty
CYTyTHBOI Tepamnii

B.o. renepanbHoOro jupexkropa /Ilupexkropary
(apMareBTUUHOTO 3a0e3MeueHHsA Ian 3A/IBOPHUX




HonaTok 38

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

23.12.2021 Ne 2853

Inentudikaris cyrreBoi
TIOTIPaBKU

Onoeniennti [TpoTokon KiiHiuHOTO BUMpOOyBaHHs, Bepcis 4 Bix 15 BepecHsi 2021 poKy aHIJIMCHKORO
MoBot0; [Hhopmatiisi Tpo AocimpkeHHs: Ta ¢dopMa iHpoOpMOBaHOI 3ro/iu, JoKaabHa Bepcis HoMmep 2.0 s
YKpaiHu yKpaiHCbKOI MOBORO, ZiaTa Bepcii 16 yimcronazga 2021 poky Ha ocHOBI Mactep Bepcii Homep 4.0
Bif 11 nmucromaza 2021 poky; IHdopmaliisi Ta ¢opma 3rofd Ha HaflaHHS JAHWUX BariTHOI MapTHEPKU
ZJOpPOCJIOr0 yyaCHUKa JOC/IiIKeHHs JIoOKa/ibHa Bepcist Homep 2.0 Ay YKpaiHu yKpaiHCbKOK MOBORO, ZiaTa
Bepcii 16 smucronaza 2021 poky Ha ocHoOBi Mactep Bepcii Homep 2.0 Bim 11 >koBTHA 2021 poky;
[HCTpyKLIis 1I0/I0 CaMOCTilHOTO BBeZieHHs OeHpasisymaly BjoMa uM B BifiJja/leHOMy MiCI[i TarfieHTOM
Ta/abo Horo JOr/sIIanbHUKOM ITiJ| Yac AoCTimaKeHHs (1 maijieHTa), JIokanpHa Bepcist Homep 2.0 Big 05
macroriaga 2021 poky asig YKpaiHM YKpaiHCbKOKO MOBOK Ha OCHOBI Mactep Bepcii Homep 3 Bifg 13
»koBTHS 2021 poky; IHCTPyKIJisi 11[0/J0 CAMOCTIMHOTO BBeJieHHs1 OeHpasti3ymady BoMa 4d B BiffiaieHOMY
MicIIi marfieHToM Ta/abo Horo JOT/Isi[aMTbHAKOM ITiJ] uac JA0C/i/pKeHHs (A/1s1 AoC/liHuKa), JIokaibHa Bepcist
HoMmep 2.0 Bix 05 ymucronaza 2021 poky A/ YKpaiHM yKpalHCbKOKO MOBOKO Ha OCHOBI Macrep Bepcii
Homep 3 Bif 13 >koBTHS 2021 poky; HUDSON GI Iloci6Huk asis maijiedTta, Bepcis 2.0 Big 14.09.21 ans
YKpainu ykpaiHCbKOK MOBO; KapTka po3ciiryieHHs1 415 nauieHTa, Bepcig 2.1 Big 08 nucronmaza 2021
POKy /sl YKpaiHu yKpaiHCbKOIO MOBO0; Tabsuisi mpr3HaueHHs1 JiKyBaHHS, JioKajbHa Bepcisi Bif 08
mucronaza 2021 poky Ajs YKpaiHM YKpailHCBKOO MOBOK Ha OCHOBI Mactep Bepcil Bif 03 cepriHs
2021poky; KopoTtkuii noBifHuK natjieHTa, [TopratuBHui npuctpin, Bepcis 2.0 Bix 14 BepecHs 2021 poky
I YKpaiHM YKpalHCbKOIO MOBOK; Marepiany g TMaLli€HTiB, 10 CTOCYIOTbCA JONOMIXHOIO
iHcTpyMeHTy aAnsi KmiHiuHoro pgocrimkeHHs HUDSON - mob6inbHOro fofatky mmif Ha3Boro Unify
(FOHidatt) Bepcis Bix 2021 poky j1s YKpaiHu yKpaiHCbKOHO MOBOM; Bukopucranus gogatka Unify min
yac Baworo gocnimpkenus Bepcis 1.2.1 Big 5 mcronaza 2021 poky A YKpaiHM yKpaiHCBKOIO MOBOIO;
[MpencraBnsiemo popatok Unify Bepcis 1.2.1 Big BepecHsi 2021 poky [Jjisi YKpaiHU YKpaiHCHKOI MOBOIO;
Bam nocibuuk i3 BukopucrtanHs Unify |HUDSON| Bepcis 1.2 |mucromag 2021 p. ans YkpaiHu
YKpaiHCbKOIO MOBOIO; EJleKTPOHHUH I1I0ZIeHHUK: 3BiT 3 ekpaHy. Il]ozfeHHi HaragyBaHHs, Bepcig 1.00 Bif
02 cepriust 2021 p. aHIJIiMCBKOIO Ta YKpaiHCbKOIO MOBaMU; EJIeKTpPOHHNMY 110/IeHHUK: 3BiT 3 eKpaHy.




2 MPOJOBXKEeHHA JojaTka 38

IHCcTpyKUil Ta onutyBasnbHUKY, Bepcisi 1.00 Big 02 ceprniHa 2021 p. aHI/IIMCBKOK Ta YKpPaiHCHKOIO
MoBamy; E/leKTpOHHHWI IOJIeHHUK: 3BIT 3 ekpaHy. HaBuanbHMII TecT A/ yuyacHuKa, Bepcisg 1.00 Big 02
cepriHg 2021 p. aHIVIIMCBKOKO Ta YKpalHCBKOK MoOBaM{; ENeKTpOHHMM LOJleHHMWK: 3BIT 3 eKpaHy.
HaBuanbHuii Bifeoposmk pas yuacHWKa (HeoOoB’si3koBuii), Bepcisi 1.00 Big 02 cepmHs 2021 p.
aHIJIIMCBKOK0 Ta YKpalHCbKOIO MoOBamM; E/IeKTpOHHMI IIOZIleHHUK: 3BIiT 3 ekpaHy. HaBuanbHMi
BijleoponivK A/ yyacHuKa, Bepcis 1.00 Big 02 cepmusi 2021 p. aHI/iliChKOI0O Ta YKpaiHCBKOIO MOBaMU;
EnekTpoHHMI 1110[jeHHUK: 3BiT 3 ekpaHy. LlloTwkHeBi/1jomicsiuHi HaragyBaHHs, Bepcid 1.00 Big 02 cepriHg
2021 p. aHr/ilCBKOI Ta YKpaiHChKOK MoBaMmu; EneKTpOHHMI 11]0/IeHHUK: 3BiT 3 ekpaHy. BSFS, Bepcis
1.00 Big 02 cepriHst 2021 p. aHI/IIKMCHKOIO Ta YKpPaiHCHKOK MOBamM; E/IeKTpOHHMY IIOJEHHUK: 3BiT 3
ekpany. DSQ, Bepcisi 1.00 Big 02 cepriasi 2021 p. aHr/iMCbKOI Ta YKpaiHCbKOIO MOBaMH; EjieKTpoHHUMI
1[0/leHHUK: 3BiT 3 ekpaHy. PAGI-QoL, Bepcisa 1.00 Big 26 numnHst 2021 p. aHI/IiACBEKOI0 Ta YKPAaiHCHKOIO
MoBamy; EjieKTpoHHUN IoZieHHUK: 3BiT 3 ekpaHy. PAGI-SYM, Bepcig 1.00 Big 26 naumus 2021 p.
aHIJIIMCBKOIO Ta YKpaiHChbKOI MoBaMy; EnekTpoHHMI 1jo/ieHHUK: 3BIT 3 ekpaHy. PGI-BR, Bepcis 1.00 Bif
02 cepriast 2021 p. aHITiMCBHKOIO Ta YKPAaiHCbKOIO MOBaMU; EjleKTpOHHUY 1[0/IeHHUK: 3BIT 3 eKpaHy. PGI-
C, Bepciga 1.00 Bizg 02 cepniHs 2021 p. aHIVIIMCBKOIO Ta YKpalHCBKOK MOBaMu; EeKTpOHHMI 10[eHHUK:
3BiT 3 ekpaHy. PGI-S, Bepcis 1.00 Bizg 02 ceprmHs 2021 p. aHI/IiNCBKOK Ta YKpaiHCBKOIO MOBaMU;
EnexkrponHuii mofeHHukK: 3BiT 3 ekpany. PROMIS Fatigue, Bepcis 1.00 Bix 02 cepnus 2021 p.
aHTJIiChKOIO Ta YKpaiHChbKOI MOBaMu; EneKTpoHHUM 1110/jeHHUK: 3BiT 3 ekpaHy. SAGED, Bepcis 1.00 Bizx
02 cepriust 2021 p. aHIVIIMCBKOIO Ta YKpaiHCbKOK MOBaMH; E/IeKTpOHHMH I1I0ZIeHHUK: 3BIT 3 ekpaHy. SF-
36v2, Bepcig 1.00 Big 02 cepmusi 2021 p. aHIMMCBKOIO Ta YKpaiHCbKOK MoOBamy; EjeKTpoHHUM
1j0/leHHUK: 3BiT 3 ekpaHy. WPAI+CIQ, Bepcist 1.00 Big 02 cepriast 2021p. aHT/IiCBKOIO Ta YKPaiHCHKOIO

MOBaMH

Homep Ta gara Hakazy Ne 1326 Big 02.07.2021

MO3 1oz0 3aTBepAKeHHs

KJTIiHIYHOTO BUTIPOOYBaHHS

Hasga k/iHiYHOIO «bararorieHTpOBe, paH[0Mi30BaHe, TO/[BiliHe CJIire, Y Mapasie/lbHAX IpyMax, Mianeb0-KOHTPo/IbOBaHe 3-
BUMIPOOYBaHHs, KO/, YacTUHHe JOoCTipKeHHs da3u 3 A7t JeMoHCTpallil edeKTHBHOCTI Ta Ge3neku OeHpanizyMaby y mallieHTiB 3
Bepcis Ta JjaTa eo3rHOGinbHUM TacTpuToM Ta/abo ractpoentepuroM (The HUDSON GI Study)», D3258C00001, Bepcis

3 Bizg 04 Gepesns 2021
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3asiBHUK, KpaiHa TOB «ACTPA3EHEKA YKPAIHA»
CrioHcop, KpaiHa AstraZeneca AB, Sweden

CynyTHi —

Marepiasu/nperiapaTty

CYTyTHBOI Tepamnii

B.o. renepanbHoOro gupexkropa /lupekropary
(apMareBTUUHOrO 3a0e3MeueHHA IBan 3A/IBOPHUX




Honatok 39

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

23.12.2021 Ne 2853

InenTudikariist cyrreBoi
TIOTIPaBKU

BK/IrOUeHHs 10JaTKOBOI'0 MiCLisl IPOBe/leHHs JOC/Ii/I)KeHHs:
No I1.I.b. BiAmOBia/ILHOTO AOC/IIJHHUKA
/11 HasBa Mmiclisi ipoBe/ieHHsT K/TiHIYHOTO BUTMPOOYBaHHS

1. sikap Ilyrau M.M.
MenuuyHuii 1[eHTP TOBapuCTBA 3 OOMEXeHOI BiJmNoOBifjanbHICTIO «MeanuHa KITiHiKa
«bnaromen», niKyBasbHO-/1iarHOCTUUHUM MiApo3Ain, M. KuiB

Howmep ta faTa Hakasy
MO3 1100 3aTBep/KeHHSs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 2147 Bip 04.10.2021

Ha3Ba ki1iHiuHOTO
BUTIPOOYBaHHS, KO/,
BepCis Ta zaTta

«PanziomizoBaHe, moBiliHe crire, 11aleb0-KOHTPO/IbOBaHe, OaraToleHTPOBe AOC/II/PKEHHS TI0 Mij00py
03U [ns ouiHKK ecdekTuBHOCTI 1 Oe3meuHocti mperiapaty ALN-AGTO1 y marjieHTiB 3 M'sIKOIO Ta
MOMIpHOK apTepianbHOKO TrinepreHsiero», ALN-AGTO01-002, imkopriopoBaHui mnorpaBkow 2 Big 09
YepBHS 2021 poky

3asgBHUK, KpaiHa

ITignpuemctso 3 100% iHo3emHolo iHBecTHielo «AMK’FOBIA P/IC Ykpaina»

CrioHcop, KpaiHa

Alnylam Pharmaceuticals, Inc., United States

CynyTHi
Marepianu/nperiapaty
CYyNyTHBOI Tepariii

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




Honatok 40

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

23.12.2021 Ne 2853

InenTudikariist cyrreBoi
TIOTIPaBKU

bpoiypa gocnigauka MEDI8897 (HipceBimab), BuaanHs 5.1 Big 23 BepecHs 2021 poky, aHI/TiMCHKOO
MOBOIO

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 2333 Big 25.11.2019
Ne 2333 Big 25.11.2019

Has3sBa kiiHiuHOro
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«PanzomiszoBaHe, MozBiliHe Clifle, KOHTPOJIbOBAHE TIperapaToM MasiBizymab mocimkeHHs das3u 2/3 ans
oliHKM Oe3meuyHocti mnperapaty MEDI8897, MOHOKIOHA/JLHOIO aHTWUTIZIA [0  PeCIipaTOpHO-
CHHLMTIaIbHOTO BipyCy 3 MOJOBXEHUM MepioJ0OM HalliBBUBeJEHHS, y JiTel i3 BUCOKUM CTyIIeHEM PU3HKY
(MEDLEY)», D5290C00005, inkopriopoBaHnwuii nornpaBkoto 1 Biz 31 6epe3nsi 2021 poky;

«PanzomiszoBaHe, mToOABiMiHe citine, T/1ale00-KOHTPOIbOBaHe [OCTiMKeHHs Gasu 3 A OL[iHKU
Oe3reuyHocTi Ta edekTHBHOCTI TiperapaTy MEDI8897, MOHOK/IOHA/JILHOTO aHTUTi/IAa [0 pecripaTopHO-
CHHLIUTIAa/IbBHOIO BIPYCY 3 IOJOB)XEHUM [1epioioM HaliBBUBeJeHHs, Y 30POBUX IIi3HIX HeJOHOLIEeHUX Ta
JoHomeHnx HemoBasaT (MELODY)», D5290C00004, inkopriopoBanuii ronpaskoto 1 Bif 1 mortoro 2021

p.

3asgBHUK, KpaiHa

ITignpuemcTso 3 100% iHo3emHoro iHBecTHIielo «AMK’FOBIA P/IC YkpaiHa»

CnoHcop, KpaiHa

MedImmune, LLC, CIITA

CynyTHi
Marepiasu/nperiapatv
CYTIyTHBOI Tepamnii

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




Hoparok 41

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

23.12.2021 Ne 2853

InenTudikariist cyrreBoi
TIOTIPaBKU

BKJ/TIOUeHHs1 10/1aTKOBOT'O MiCLisi TPOBeZleHHs1 KIiHiYHOro BUNPOOyBaHHSI:
No I1.I.b. BiAmOBia/ILHOTO AOC/IIJHHUKA
/11 HasBa Mmiclisi ipoBe/ieHHsT K/TiHIYHOTO BUTMPOOYBaHHS

1. K.M.H. Mopo3 O.M.

[epxaBHa ycCTaHOBa «YKpalHCbKUM [lep)KaBHUM HAYKOBO-JOCIIJHUA IHCTUTYT MeAUKO-
conjiaibHUX Tpo6sieM iHBasigHOCTI MiHicTepcTBa 0XOpOHHM 3[0POB’Sl YKpaiHW», BifineHHs
HeBpoJIOorii, M. JIHITpo

Howmep Ta fata Haka3sy
MO3 o0 3aTBepAKeHHs
K/TiHIUHOTO BUTIPOOYBaHHS

Ne 422 Big 10.03.2021

Ha3sga kjiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«bararorieHTpoBe, BifKpUTe [OC/Ti[)KEHHsI 3 OJHI€I0 TPYIOH [/ OLIiHKM [OBrOTpHBasoi Oe3rekwy,
MepeHoCHMOCTi Ta e)eKTUBHOCTI OpiBapaiieTamy B yYaCHHKIB ZOCTiPKeHHST BiKOM Bifi 2 10 26 pokKiB i3
JIUTSTY0I0 abCaHCHOIO erTifierniciero abo roBeHibHOI abcaHCHOIO ertinierniciero», EP0132, 3 iHKOpIIopoBaHOO
ronpaBkoro 2 Big 29 6epesHs 2021 poky

3asiBHUK, KpaiHa

ITianpuemctso 3 100% iHo3emMHoro iHBecTHLielo «AVIK’FOBIA P/IC YkpaiHa»

CnoHcop, KpaiHa

UCB Biopharma SRL, Belgium

CynyTHi
Marepianu/mpernapaTy
CYTIyTHKOI Tepamii

B.o. reHepanbHOro gupexkrTopa /JIupexkropary
(¢apmaneBTHUHOr0 3a0€3neYeHHA IBan 3A/IBOPHUX




Hoparok 42

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

23.12.2021 Ne 2853

Inentudikariis cyrreBoi
TIOTIPaBKU

3asy4yeHHs] JOJATKOBUX BUPOOHWYMX Ai/NSTHOK TiperiapaTiB mopiBHsHHS: Llucrmatun (Cisplatin-Losung
Ribosepharm) koHileHTpaT A/ po3uuHy A iH@y3iki 50Mr/100 mn y duakoni; 50mr/100mn
(minirpam/mininitp): Thymoorgan Pharmazie GmbH, Germany, Schiffgraben 23, Goslar, Niedersachsen,
38690, Germany; BnacHuk peectpatiitinoro mocsiguerHsi: Hikma Pharmaceutica (Portugal), S.A., Estrada
do Rio da Mo no.8, 8A e 8B, Fervenca 2705-906 Terrugem SNT, Portugal; Kanerurtabin (Capecitabine)
(154361-50-9; Capecitabine) TabneTku BKpUTi TUIIBKOBOHO 00070HKOH, 500 mr; 500 mr (mimirpam):
Pharmacare Premium Ltd, Malta, HHF003 Hal Far Industrial Estate, Birzebbugia, BBG3000, Malta;
Okcaniruiatun (Oxaliplatin) (63121-00-6; Oxaliplatin); KoHLIeHTpaT /51 PO3UMHY JJ1s1 iHY3iit, 5 Mr/miI, y
¢dnakoni 20 ma (100 mr/20 mm); 5 mr/ma (100 mr/20 m) (minirpam/mininitp): Sun Pharmaceutical
Industries (Europe) B.V., Netherlands, Polarisavenue 87, Hoofddorp, 2132 JH, Netherlands;
®nyopoypauun (Ribofluor) (51-21-8; 5-fluorouracil); po3uun pnas iv’ekuii 50 mr/mm; 50 wmr/mn
(minmirpam/minimiTp): Oncotec Pharma Produktion GmbH, Germany, Am Pharmapark, Dessau-Rosslau,
Sachsen-Anhalt, 06861, Germany

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 2147 Bip 04.10.2021

Hasga k/iHiuHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta faTa

«PanziomizoBaHe OaraTorjeHTpoBe JocmimKeHHss (a3u 3 mnpernapary 3aHizatamab y KombOiHariii 3
ximiorepamieto 3 Tucienizymabom abo 6e3 Hporo y marjieHTiB 3 HER2-103UTHBHOIO Hepe3eKTabe bHO0
MiCIIeBOTIOIIMPEHOI0 ab0  MeTacTaTHUHOK TacTpoe3odareanbHO0 — azeHokapiuHoMow (I'EA)»,
ZWI1-ZW?25-301, 3 iHKopnopoBaHoto MnorpaBkoro 1 Big 12 TpaBHs 2021 p.

3asgBHUK, KpaiHa

ToBapuctBo 3 ObOmexxeHoto BigmoBizanbHicTio «KoHTpakTHO-ocmignuibka Opranizauis [HHO(apM-
YKpaiHa»

CnoHcop, KpaiHa

«3aiimBopkc [HK.», Kanaga (Zymeworks Inc., Canada)

CynyTHi
Marepianu/nperiapaty
CYyNyTHBOI Tepariii

B.o. renepansHoro gjupexkropa /Iupekropary
(¢apmaneBTHUHOrO0 3a0€3MeYeHHA Iran 3A/IBOPHUX




Honatok 43

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

23.12.2021 Ne 2853

InenTudikariist cyrreBoi
TIOTIPaBKU

Hocmimkenns: EXPAND_3wmict indopmauitiHoro Be6-caiity gy yuacHukiB, V02UKR(uk)01_01
muctoniaga 2021 p., yKpaiHCbKOIWO Ta aHrjikicekoro MoBamu; [HociimkenHss EXPAND_3wmict
iHpopmariiiiHoro Beb-caiiTy asisi yuacHukiB, VO2UKR(ru)01_01 sucromaga 2021 poKy, pocCiichKoO Ta
aHrJilicbkoro MoBamu; JIMCT Bif, Jikapsi-AOC/AiHUKA [0 TOTeHLiMHOTO Yy4yacHUWKa [AOCHi[pkKeHHs, 12
>koBTHS 2021 p. [VO1 UKR(uk)04], ykpaiHChbKOI0 MOBOMO; JIUCT Bif /liKapsi-AOCTiIHAKA /10 TIOTEHL[iHOTO
yuacHuKa fociipkeHHsi, 12 »xoBtHa 2021 p. [VO1 UKR(ru)04], pociiickkoro moBoro; bpomiypa mms
yuacHuKiB, 12 »koBTHs1 2021 p. [VO1 UKR(uk)02], ykpaiHcbKot0 MOBOO; Bpoiiypa /it yyacHUKIB, 12
»koBTHs 2021 p. [VO1 UKR(ru)02], pociiicbkoto MoBoto; [1nakar A1 y4aCHHUKIB AOCTiAKeHHs], 12 )KOBTHS
2021 p. [VO1 UKR(uk)02], ykpaincbkoro MoBow; [TnakaT i yuaCHUKIB AoCmiKeHHs, 12 oBTHsS 2021
p. [VO1 UKR(ru)02], pociiicbkoro MoBoto; [ToBigomeHHs 3 iHdopmallieto TIpo AocifpKeHHs, 12 )KOBTHS
2021 p. [V0O1 UKR(uk)03], ykpaiHchKoto MoBo0; IloBifjomsieHHs 3 iH(opMaliiero mpo AocigKeHHs, 12
»koBTHS 2021 p. [VO1 UKR(ru)03], pociiicbkol0 MOBOIO; BK/IFOUEHHSI J0JAaTKOBOT'O MiCLisl MPOBe/leHHs
KJIiHIUHOTO BUNIPOOYBaHHS:

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

/11 HasBa Mmiclist ipoBe/ieHHsT K/TiHIYHOTO BUTMPOOYBaHHS

1. K.M.H. Mopo3 O.M.

[epxaBHa yCTaHOBU «YKpPaiHCBKWW [ep)KaBHUM HayKOBO-AOCIIAHUM IHCTUTYT MeAUKO-
conjiaibHUX Tpo6sieM iHBasigHOCTI MiHicTepcTBa 0XOpOHHM 3710POB’Sl YKpaiHW», BifjineHHs
HeBpoJIOorii, M. JIHITpo

Howmep Ta fata Haka3sy
MO3 o0 3aTBepAKeHHs
K/TiHIUHOTO BUTIPOOYBaHHS

Ne 516 Big 22.03.2021
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Ha3sBa kniniuHoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

«PaHziomizoBaHe, MigTBEpZpKyIOUe, TIOABiliHE criire, T/1alle00-KOHTPO/IbOBaHe, 0araToLieHTPOBe
JOCTiIKeHHs Ti100py ONMTUMAbHOI 103U B Tapasie/bHUX IPyTMax i3 2-eTalHUM aJanTUBHUM JM3alHOM i
paHJ0Mi30BaHOIO BiZIMiHOIO [j/isl OL[iHKM eeKTUBHOCTI, 6e3reyHoCTi Ta rnepeHocMMocTi OpiBapaljeramy B
SKOCTi MOHOTeparii B Mai[ieHTiB y Bil[i Bif 2 g0 25 pOKiB i3 AWUTSYOK0 abCaHCHOMW errisiericiero abo
IOBEHIZIbHOIO abcaHCHOM emisienicieto», N01269, 3 iHKOpropoBaHOIO TOTNpaBKOW 2 Bix 29 6GepesHs
2021 poky

3asaBHUK, KpaiHa

ITignpuemcTso 3 100% iHo3emHoro iHBecTHIielo «AMK’FOBIA P/IC YkpaiHa»

CnoHcop, KpaiHa

UCB Biopharma SRL, Belgium

CynyTHi
Marepiasu/nperiapaty
CYTIyTHBOI Tepamnii

B.o. renepansHoro gupexkropa /Ilupekropary
(¢apmaneBTHUYHOr0 3a0€3MeYeHHA IBan 3A/IBOPHUX




Honatok 44

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl

Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

23.12.2021 Ne 2853

InenTudikariist cyrreBoi
TIOTIPaBKU

306i/bIIeHHsT KiZIbKOCTI JOC/Ti/pKyBaHMX B YKpaiHi 3 81 10 120 ocib

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 2030 Big 07.11.2018

Has3sBa kiiHiuHOro
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«52-T)KHEBe BiJIKpUTe MOJOB)KEHe [OCIi/I)KeHHsI IiIMaBaHCepHHY y JOPOC/IUX Ta JIF0AeU MOXUIOro BiKy 3
HeNpOICUXiaTpUUHMMH ~ CUMIITOMaMH{, TOB'S3aHUMU i3 HeWpoJereHepaTUBHUM 3axXBOPIOBAHHSAMY,
ACP-103-047, 3 iHKOpropoBaHO!0 MOMNpaBKoto 3, (piHanbHa Bepcis 1.0 Big 23 munHsa 2019 p.

3asiBHUK, KpaiHa

TOB «BOPJIABAN]T K/ITHIKAJI TPAIJIC YKP»

CnoHcop, KpaiHa

«AKA/IA ®apmackrorikan3 [Hk., CIIA»(ACADIA Pharmaceuticals Inc., USA).

CynyTHi
Marepianu/mpenapaTy
CYTIyTHKOI Tepamnii

B.o. renepasibHOro JupeKkTopa /lupekropary

(¢apmaneBTHUHOTrO 3a0e3MeueHHA

Isan 3A/IBOPHUX




Honatok 45

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl

Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

23.12.2021 Ne 2853

InenTudikariist cyrreBoi
TIOTIPaBKU

306i/bIIeHHsT KiZIbKOCTI 1OC/Ti/pKyBaHUX B YKpaiHi 3 180 g0 240 ocib.

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
KJTIiHIYHOTO BUTIPOOYBaHHS

Ne 1960 Big 29.10.2018

Has3sBa kiiHiuHOro
BUIIPOOYBaHHS, KO/,
BepCis Ta JaTa

«®a3a 3b OaraToreHTPOBOro, paH/AOMi30BaHOTO, TMOABIMHO CJIiMOro, I/1aLle00-KOHTPObOBAHOTO
JOC/TiI)KeHHs1 1010 OLIiHKU Oe3reku jikyBaHHs [liMaBaHCepUHOM y OPOC/IUX Ta JIt0/iel TIOXU/IOro BiKy 3
HEWPONCUXiaTPUYHUMH  CUMIITOMamM, TIOB'3aHUMH i3 HeUpoJereHepaTHBHUM 3aXBOPIOBAHHSIMY,
ACP-103-046, 3 iHKOpnopoBaHOI0 nonpaskoro 6, ginanbHa Bepcis 1.0 Big 23 aunHa 2019 p.

3asBHUK, KpaiHa

TOB «BOPJIABAN]I KJITHIKAJI TPAIJIC YKP»

CnoHcop, KpaiHa

«AKA/IA ®apmackiotikan3 [Hk., CIIA»(ACADIA Pharmaceuticals Inc., USA)

CynyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepartii

B.o. reHepa/ibHOr0 ANPeKTOpa /lupeKTopary

(apmaneBTUUHOTO 3a0e3MeueHHsA

Isan 3A/IBOPHUX




HonaTok 46
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

23.12.2021 Ne 2853

InenTudikariist cyrreBoi
TIOTIPaBKU

306isbIIeHHsT KiTBKOCTI JOC/TiPKYBaHUX B YKpaiHi, 3aTylaHOBaHUX [I/IsI YUacTi y KIiHIYHOMY AOCTi/KeHHi,
3 50 go 100; ITpomomXeHHS TepMiHy MpOBeJeHHsI K/iHiUHOro BUTPOOyBaHHsA B YCiX KpaiHax, Je
MIPOBOAUTHCS K/TiHiUYHe BUTMPOOYBaHHs Ta B YKpaiHi fo 02 pokiB 02 micsriB

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

Ne 310 Big 23.02.2021

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«®a3a 2A, paHgoMi30BaHe, TIOABIMHe cliTie, M/aleb0-KOHTPOIbOBaHe, OaraToleHTpOBe AOC/TiKEeHHS 3
BU3HAUeHHSI ONTHMAa/bHOI /03U A/ OLiHKM Oe3reyHocti Ta edektuBHOCTI miperapaty ATI 2173 y
KombiHaljii 3 TeHodoBipy Au30mMpoKCHIy (ymapaToM y TallieHTiB 3 XPOHiYHOIO iHQekilie0 Bipycy
renatuty B Ta y maijieHTiB 3 KoiH(ekiiieto Bipycy rematuty D», ANTT201, Bepcis 3.0, [TonpaBka 02, Bix
10 BepecHs 2021 poky

3asBHUK, KpaiHa

TOB «APEHCIA EKCIVIOPATOPI MEIICIH», Ykpaina

CnoHcop, KpaiHa

Antioc Tepanestikc Ink., CIIIA / Antios Therapeutics, Inc., USA

CymnyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepartii

B.o. reHepa/ibHOr0 ANPeKTOpa /lupeKTopary

(apmareBTUUHOTrO 3a0e3MeueHHsA

Isan 3A/IBOPHUX




Hopartok 47

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

23.12.2021 Ne 2853

InenTudikariist cyrreBoi
TIOTIPaBKU

JIuct fAns MalfieHTiB Mpo 3MiHM B TporpamMi po3pobKu AocCifKyBaHoro rperapaty Big 10 sucroraga
2021 p., ocTaTOuHWI Tepek/iaj 3 aHIJIiMNCbKOI MOBM Ha YKpaiHCbKy MOBY Bif 22 naucromaga 2021 p.,
OCTaTOUYHWM TepeKsiaZl 3 aHI/IiMCbKOI MOBU Ha POCIMCBKY MOBY J/1s1 YKpainu Bif 22 nucronaga 2021 p.

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

Ne 762 Big 20.04.2021

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«BigkpuTte paHzoMi3oBaHe KOHTPO/IbOBAHEe AOC/i/PKEHHS 3 METOIO OL[iHKH e(heKTHBHOCTI Ta O6e3MeyHoCTi
nperiapaty UGN-102, a TakoXX CTIMKOCTI BIJIOBiJi Ha Teparil IpenapartoM Yy TMO€AHAHHI 3
TPAHCYpeTPa/IbHOIO pe3eKIli€l0 CeuoBOro Mixypa uu 6e3 Hel B MAlli€HTIB i3 M’s130BO-HeiHBa3UBHUM paKOM
CeuoBOr0 Mixypa HU3bKOTO CTYMeHs 3/I08KiCHOCTi 3 TPyNM MPOMDKHOIO pPU3MKYy (KOZOBe MO3HAauyeHHS
nocnigxenHs: ATLAS)», BL0OO06, pegakuis 1.1 Big 16 BepecHst 2020 p.

3asBHUK, KpaiHa

TOBAPHCTBO 3 OBMEXXEHOIO BIATIOBIJAIBHICTIO «ITI EC AN-YKPATHA»

CnoHcop, KpaiHa

«HOpo/Ixen ®apma Jlimitea» [UroGen Pharma Ltd.], I3paine

CymnyTHi
Marepianu/npernapaTy
CYyNyTHBOI Tepartii

B.o. renepa/ibHOro JupeKkTopa /lupeKkToparty
(apmareBTUUHOTrO 3a0e3MeueHHsA Ian 3A/IBOPHUX
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[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

23.12.2021 Ne 2853

Inentudikariis cyrreBoi
TIOTIPaBKU

KARDIA-1_KapTka cTMC/IOro onucy fociifpkeHHs: a1 jaikapis, Bepcis UKR_UKR_v1 Bix 13 BepecHs
2021 poky, ykpaiHcbkow MoBow; KARDIA-1_IHdopmaliitiHa KapTka AJsi crierjiafictiB B obmacti
oxoponu 3710poB’s, Bepcis UKR_RUS_v1 Big 13 BepechHs 2021 poky, pociiicbkoro MoBow; KARDIA-
1_BizyaizoBanmii nocibnuk 3 obroBopenHst ®I3, Bepcis UKR_UKR_v1 Bix 13 BepecHs 2021 poky,
yKpaiHceKor MoBow; KARDIA-1_Haounwuii mocibHuk 3 obroBopennst @13, Bepcis UKR_RUS_v1 Bif
13 Bepecus 2021 poky, pociiickkoro MoBow; KARDIA-1_Indorpadika s maijieHTa, Bepcis
UKR_UKR_v1 Big 13 Bepecus 2021 poky, ykpaiHcbkoro MoBowo; KARDIA-1_Indorpadika gms
yuacHukiB, Bepcis UKR_RUS_v1 Biz 13 Bepechs 2021 poky, pociticbkkoro MoBoto; KARDIA-1_TToci6bHuK
yuyacHuka pgociigpkenHsi, Bepcis UKR_UKR_v1 Big 13 BepecHsi 2021 poky, YKpaiHCBKOI MOBOIO;
KARDIA-1_ITocibuuk ansi yuacHuka gociimkenns, Bepcis UKR_RUS_v1 Big 13 Bepechs 2021 poky,
POCiicbKOI0 MOBOIO; 3pa30K 300paxkeHHs 3 cucreMy Complete Consent «ITouaTok poOOTH i3 CUCTEMOIO»,
YKPaiHCbKOK MOBOIO

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

Ne 2147 Big 04.10.2021

Has3sa kiiHiyHoro
BUTIPOOYBaHHS, KO/,
BepCid Ta zarta

«PanzomizoBaHe, noBiliHe crire, mialeb0-KOHTPO/IbOBaHe, OaraToleHTPOBe AOC/Ii/PKeHHS TI0 Mij00py
o34 it ouiHKM edekTuBHOCTI ¥ Oe3rmeuHocti mpermapaty ALN-AGTO1 y maiieHTiB 3 M'AKOHO Ta
TOMipHOIO apTepianbHOIO TinepTeHsieo» , ALN-AGT01-002, inkopriopoBaHuii moripaBkoro 2 Bix 09
uepBHs1 2021 poky

3asiBHUK, KpaiHa

ITiampuemctso 3 100% iHo3eMHOI0 iHBecTHIicto «AVIK’FOBIA PJIC YkpaiHa»

CnoHcop, KpaiHa

Alnylam Pharmaceuticals, Inc., United States

CymnyTHi
MaTepianu/mpernapaTi
CYNyTHBOI Tepariii

B.o. renepanbHoOro gupexkropa /lupekropary
(¢apmaneBTHUHOTrO 3a0e3MeueHHsA Isan 3A/IBOPHUX
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[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

23.12.2021 Ne 2853

Inentudikaris cyrreBoi
TIOTIPaBKU

OHoBJIeHHI TIPOTOKOJT KJTiHiuHOTO BUTpoOyBanHs APL2-ALS-206, 3 norpaBkoro 4 Big 05 kBiTHsS 2021 p.,
aHrtiicbKoro MoBoro; [Tomatok «COVID-19 Addendumy», Bepcis 4.1 Big 19 kBiTHsa 2021 p., aHT/IilCbKOIO
MOBOK; MemopaHaym «KiHIjeBa TOUKa [AOC/IKeHHs: MILHICTh 3ueruvieHHs», Big 06 kBitHsa 2021 p.,
aHrJIificbKor MOBOIO; IH(opmaliis A1 yyacHHKa Ta (popma 3roJjy Ha y4acTb Y K/IiHIUHOMY [OC/ipKeHHi,
Ykpaina, Bepcis 7.1 Big 06 sunHs 2021 p., aHIVIIACBKOIO, YKPaiHCBKOIO Ta POCIMCBKOIO MOBaMU;
Indopmariisi a1 ocobu, sika 3ZAIMCHIOE OIS 3a MAl[iEHTOM, Ta 3roJla Ha y4acTb Yy K/IiHIUHOMY
JIOCJi/pKeHHI, YKpaiHa, Bepcis 6.1 Big 06 nunHs 2021 p., aHIVIIKMCBKOI, YKPAiHCBKOIO Ta POCIHCHKOIO
MoBamy; [HdopMaljisi Ta 3rofia BariTHOI y4yacHULI AOCTi[KeHHs, YKpaiHa, Bepcis 5.1 Big 25 ceprHs
2021 p., aHrniceKor0, YKpaiHCbKOIO Ta pociiicbkoro MoBamu; [H@opmarlisi Ta 3rojja BariTHOI MapTHEPKU
yuaCHUKAa JAOCMTifKeHHs, YKpaiHa, Bepcisi 5.1 Big 25 ceprHsa 2021 p, aHr/ilcbKow0, YKpaiHCBHKOK Ta
pociticekoro MmoBamu; @opma TiATBepKeHHs /151 0CO0H, sTKa 3/iMCHIOE OTJIsA/ 3a MallieHToM, Bepcis 1.0
BiZ 30 uepBHs 2021 p., aHT/iliCbKOIO, YKPATHCHKOKO Ta POCIHCHKOI0 MOBaMu; [HdopMaLiiH1i TUCTOK /1S
ocobu, siKa 3[iHCHIO€ [or/isAn 3a marjieHtoM, Bepcigs 1.1 Big 16 BepecHss 2021 p., aHIIiHCHKORO,
YKPaiHCBKOI) Ta POCIMCHbKOIO MOBaMH; 3pa30K MapKyBaHHS [JOC/i/PKYBaHOTO JIiKapCHKOTO 3aco0y (st
KapTOHHOI YIakKOBKH Ta (hylakoHy) Auist Bigkputoi da3u KiiHiuHOro BUNpoOyBaHHs, BiJ 18 TpaBHs 2021 p.,
YKPaiHCBKOK) MOBOI; 3pa30K MapKyBaHHS J[IOC/IiZPKyBaHOTO JiiKapcbkoro 3aco0y Ta muiariebo (ayist
KapTOHHOI YTIAaKOBKU Ta (hIaKOHY) 11 3acuireHoi a3y KIiHiYHOTO BUIIPOOyBaHHS, Bif 23 uepBHS
2021 p., yKpaiHCbKOIO MOBOIO; [HCTPYKLii A/1s1 BBeleHHs [0C/IipKYyBaHOr0 Tpernapary - IHCTpyKuis aJist
yuacHuKiB, Bepcisi 3.0 Bif 21 TpaBHsA 2021 p., aHIVIIWCBKOI, YKPaiHCHKOIO Ta POCIMCBKOK MOBaMU;
GoHome. KopoTke KepiBHULITBO KOpUCTyBaya peZi.B aHrmiiicbkoro MoBoro, pes.C yKpaiHCbKOK MOBORO,
pea. D pocinicekoro moBoro; TECT HA XIVJI/TECT HA BATITHICTD. IncTpykuis 3 3acTOCyBaHHS,
Bepcisi 4 Bix BepecHs 2018 p., aHIJIiNCBKOIO MOBOIO, YKpaiHCbKWM Ta pociiicbkuii nepeknaz; Apellis
MERIDIAN noptan i nauienta, Bepcig 1.0 Big 22 naunusa 2021 p. aHraicbKor MoBORo, Bepcis 1.0 Bif
11 ceprnHst 2021 p. yKpalHCBKOIO Ta POCIHICHKOIO MOBaMH, /10 TIPOTOKOJY 3 TorpaBKoio 4 Bif 05 KBiTHA
2021 p.
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Howmep ta faTa Hakasy
MO3 100 3aTBep/KeHHS
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 310 Big 23.02.2021

Ha3ga ky1iHiyHOrO
BUTIPOOYBaHHs, KO/,
BepCis Ta fjaTa

«PaHgomi30BaHe, TOABiMHe ciine, TUIale00-KOHTPO/IbOBaHe, OaraToljeHTPOBe KITiHiuHe JOC/TiKeHHS
dasu 2 3 MeTOH OIHKK e(eKTUBHOCTI Ta 0e3MevHOCTi TerneTakorviaHy y TMalfieHTiB 3 OiuHum
amiotpodiunum ckneposzom (BAC)», APL2-ALS-206, nonpaska 3.0 Big 27 numnns 2020 p.

3asgBHUK, KpaiHa

TOB «BOPJIABAI /] KITTHIKAJI TPALJIC YKP»

CnoHcop, KpaiHa

Amnennic @apmacerotikaiic [Hk, CIITA (Apellis Pharmaceuticals, Inc., USA)

CynyTHi
Marepianu/nperiapaTty
CYTyTHBOI Tepamnii

B.o. renepanbHoro gupexkropa /lupexkropary
(apMareBTUUHOTrO 3a0e3MeueHHsA Ian 3A/IBOPHUX




Honatok 50

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

23.12.2021 Ne 2853

Inentudikaris cyrreBoi
TIOTIPaBKU

OHoBIeHUM MPOTOKOJ KiiHiyHOro pociimpkeHHsi P3-IMU-838-RMS-02, ocrarouHa pepakiisi 2.0 Bij
16 ceprniusi 2021 poKy, aHI/iNCbKOI MOBOI; CHHOMCHUC MPOTOKOMY KiHIUYHOTO AochifkeHHs P3-IMU-
838-RMS-02, ocrarouna pezakuis 2.0 Big 16 cepriHsi 2021 poky, yKpaiHCbKOIO MOBOO; [Hpopmalist st
naiieHta ta dbopma iHbopmoBaHoi 3roau, Bepcis 2.1 ans Ykpainu Big 31 ceprnns 2021 p., aHT/IiHACHKOO
MOBOIO, TIepeK/a/] yKpaiHChbKOI Ta pOCilicbKOr0 MoBaMH; [Hpopmatlilinuii McToK i popma iHpopmoBaHoi
3roZI Ha yuyacTb y TpoleAypi MpoOHOI MarHiTHO-pe30HaHCHOI Tomorpadii, Bepcis 2.1 aia Ykpainu Bif
31 cepnHs 2021 p., aHIVIHCBKOIO MOBOI, TepeK/aaZ, YKpPailHCbKOK Ta PpOCIMCHKOK MOBaMU;
Indopmariitinuii mMcToK i hopma iHpopMoBaHOI 3ro/u AJisl BariTHOI MapTHepPKH, Bepcis 2.1 Ay YKpaiHu
Bif 31 cepnHs 2021 p., aHIVIKCHKOIO MOBOO, IepeK/aJ, YKpaiHCbKOIO Ta POCIMCBKOK MOBaMU;
BigkmvkaHHS y4aCHUKOM JOC/ipKeHHs dopMu 3rofu, Bepcis 2.1 ans Ykpainu Big 31 cepnus 2021 p.,
aHIJIIMCBKOK0 MOBOMO, TepeK/aJ, yKpalHCbKOIO Ta PpOCiMCbKOIO MoBamu; dPopma MOBTOPHOI 3rofu
yuJaCHUKa AociifkeHHs], Bepcis 1.1 ans Ykpainu Bif 31 cepriasi 2021 p., aHI/iliCbKOI0 MOBOO, TiepeK/iaj
yKpalHCBKOI0 Ta pociiickkoro MoBamu; [locke JOCIiZKYBaHOTO JTiKapcbkoro 3acoby (IMPD): IMU-838-
RC Tabnetku 5 mr/ 15 mr/ 22,5 mr/ 30 mr/ 45 mr, IMU-838 Tab6setku 5 mr/ 15 mr/ 22,5 mr (TabneTku
Bijodnyaumycy Kasnbliito), Jlikapceka cybcraniis: Bigodayaumyc kansiiro (IM90838), pemakuis 11A Bif
14 Bepecusi 2021 p.; Ilnanebo mo Tabnerok IMU-838-RC ta IMU-838 (Tabnetku Bimodmyaumycy
Kasbllito), pepakiyisi 7A Bix 14 BepecHsi 2021 p., aHraifickkoro MoBoto; IHcTpykiii 7o SDMT [Symbol
Digit Modalities Test, TecT Ha 3icTaBneHHs cMMBOJIB Ta LUdp] — AnbTepHaTvBHA (hopma 1, BanioBaHa
penakuisa 1 ana Ykpainu Bif 16 uepBHs 2021 p., yKpaiHCBKOIO Ta pOCIMCHKOIO MOBamH; [HCTpyKLii 710
SDMT [Symbol Digit Modalities Test, TecT Ha 3icTaBreHHs CUMBOJIIB Ta U(p] — AnbTepHaTUBHA opma
2, BanizioBaHa pefakyisi 1 nns Ykpainu Bif 16 uepBHst 2021 p., yKpaiHCbKOIO Ta POCIMCHKOI0 MOBaMU;
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3MiHa 3asiBHHMKA K/IiHIYHOTO BUNPOOYBaHHS B YKpaiHi:

BYJIO CTAJIO
TOB I EC  AW-YKPAIHA», Byn |TOB «BOPJIABAWI KJ/IIHIKAJI TPAIIC
HosoBok3asnbHa, 3, Kuis, 03038, YkpaiHa YKP», npoB. KypeniBcbkuii, 12, od. 2b-101, Kuis
04073, YkpaiHa.

3anyJeHHs I0/IaTKOBHMX MiClIb TIPOBe/IEHHS K/TiHIYHOTO BUMPOOYBaHHS:
No I1.I.b. BigmoBigaABLHOrO AOCTIHUKA
/1 Ha3Ba micus mpoBeieHHs1 K/TiHIUHOTO BUTTPOOYBaHHS

1. sikap bpoxuk f.B.

KomyHanbHe HeKoMepLiitiHe miArnpueMcTBo «MickKa ikapHs Ne2» PiBHeHChKOI MiCbKOI paju,
BiJ/liJIeHHs1 KJTiHiuHO1 HeBpoJIOTii Ta HeripopeabisiTariii, M. PiBHe

2. J.M.H., ipo¢. Byuakuuticbka H.M.

KomyHanbHe HeKoMepIjiiiHe TMiATIPUEMCTBO «3aropi3pka o6siacHa K/TiHiUHA JliKapHs»
3ariopi3pKoi obmacHoi pagu, BimginenHs HeBposiorii Nel, [lepkaBHHM 3akiaj «3aropi3bKa
MeIMYHa akajemis miciaaumioMHoi ocBith MO3 YkpaiHu», Kadeipa HEpPBOBHUX XBOpOO,
M. 3aropixoKs

3. KepiBHUK 11eHTpY Ipo6oTeHko B.I.

KomyHanbHe HekomepijiiiHe mianpueMcTBo «Uepkacbka oOsiacHa JtikapHs YepkachbKoi
obsacHoi pagw», o06iacHUN LIEHTP [iarHOCTUKW Ta JIIKyBaHHS PO3CiSTHOTO CK/epo3y Ha 0asi
HEeBPOJIOTIYHOr0 BifzineHHs, M. Yepkacu

4. sikap Irnarenko I.B.

Mennunuii 1jeHTp [IprBaTHOrO mignpuemMcTBa «Ilepiiia npyUBaTHa KaiHiKa», M. KuiB

5. sikap Kagina JI.3.

KomyHanbHe HekoMepLiiliHe NiANpUeEMCTBO «YepHiriBcbKa MicbKa JiikapHs Ned» YepHiriBcbkoi
MicbKOi pajid, HeBpoJIOTiuHe BifisieHHs 3 isuuHo0 peabinitariero, M. UepHiris
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6. a.M.H. Kansbyc O.1.
KomyHanbHe  mignpueMcTBO — «/IHimporeTpoBcbKa o00OslacHa — KiIiHIiUHA  JHiKapHS M.
I.I. MeunukoBa» [IHirnporneTpoBcbKoi o6macHOI pagw», BifgineHHs HeBponorii Nel,
[HINpOBChKUI iepyKaBHUIM MeJMUHUM YHiBepcuTeT, Kadespa HeBpoJiorii, M. JIHINpo

7. K.M.H. Kupnuenko A.T'.
KomyHanbHe HekoMmepLjiliHe mifnpueMcTBo «Micbka KiiHiuHa JikapHsi Nel6» JIHiMpoBCBHKOI
MIiCBKOI paJin», HEBPOJIOTTUHE BijTijieHHs1, M. JIHITpo

8. K.M.H. Kmuta O.I1.
KomyHanbHe HekomepijitiHe mignpueMctBo Cymcbkoi obmacHoi pagu «Cymcbka ob6siacHa
K/IiHiuHa JlikapHsi», PerioHa/bHUM 1]eHTP [[iarHOCTUKHU Ta JIiIKyBaHHS PO3CiSTHOTO CK/epo3y Ha
0a3i HeBposIOTiuHOTO BifAineHHs, M. Cymu

9. I.M.H., npod. Ko3bosikin O.A.
KomyHanbHe HekoMepiitiHe mignpueMcTBO «Micbka JiikapHs Ne6» 3amnopi3bKoi MiCbKOI paau,
Bi/iliyIeHHS1 IeHHOr0 CTallioHapy TO/IK/IIHIYHOTO BiAisieHHsT /11 HaJlaHHSI BTOPUHHOTO PiBHS
MeZIMYHOI IOTIOMOTH, M. 3aropiXdoKs

10. | k.M.H. JIebeguners [1.B.
Kniniuna sikapas «®eodanis» [lep)kaBHOrO ympaB/iHHsA CHpaBaMH, KOHCYJ/IbTaTUBHA
noJTiK/IiHiKa KOHCY/IbTaTUBHO-I1arHOCTUYHOTO LIEHTPY, M. KuiB

11. | A.M.H., npod. JIoraHoBchKui K.M.
[HepxaBHa ycraHoBa «HallioHa/bHHM HayKOBMI LIeHTp pajialiiiHoi MequiuHu HaitioHanbHOT
akaZiemil MeIMYHUX HayK YKpaiHW», BiAJia pazialiiiHOI ICMXOHEeBPOOril IHCTUTYTY KiiHIUHOT
pagiosiorii Ha 6a3i BifisieHHs1 pajialfiiHOl ICUXOHeBPOJIOTii KIiHiKu, M. KHiB

12. | A.M.H., ipod. Herpuu T.I.
KomyHanbHe HekoMepljiliHe migrmprueMcTBO JIbBIiBCbKOI 00acHOi pagu «JIbBiBCchbKa 00OJ1acHa
KJ/IiHIYHa JIiIKapHs», HeBPOJIOTiuHe BiagiseHHs, M. JIbBiB

13. | A.m.H., ipod. Cnobozain T.M.
MenuyHuii 1]eHTP TOBapucTBa 3 OOMEXeHOW BiANoBifanbHiCTIO «MeAUuHUM LIEHTP
«Jlomomora-1uIroC», TIOJIK/IiHIUHe BifgineHHs, M. Kui

14. | k.m.H. Tomax H.B.
Meauunuii rieHTp ToBapucTBa 3 00MeXkeHOo0 BifnoBiganbHiCcTIO «[HET-09», M. 3anopixoks

15. | g.m.H. lynera O.[.

KomyHanbHe mignpueMcTBo «BosMHCbKa 06/1acHa KiliHiUHA JlikapHS» BOJMHCBKOI 06s1acHOi
pajiyi, HeBPOJIOTiuHe BifJineHHs, M. JIYLbK
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Howmep ta faTa Hakasy
MO3 100 3aTBep/KeHHS
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 1326 Big 02.07.2021

Ha3ga ky1iHiyHOrO
BUTIPOOYBaHHs, KO/,
BepCis Ta fjaTa

«baraTouieHTpOBe paHJOMi30BaHe TO/BIMHO ciine fociifpkeHHs1 11 ¢da3u, 1m0 NMpoBOAUTHCS 3 METORO
OL[iHKM epeKTUBHOCTI, Oe3reuHocTi Ta nepeHocrMocTi npenapaty IMU-838 y mopiBHsHHI 3 matebo npu
JiKyBaHHI JIOPOC/IUX TAL[iEHTIB i3 peLUAUBYIOUMM PpO3CiISHUM CK/Iepo3oM (KOJOBe T103HaueHHs:
ENSURE-2)», P3-IMU-838-RMS-02, ocraTouHa pegakiiis 1.0 Biz 26 mtotoro 2021 p.

3asiBHUK, KpaiHa

TOB «BOPJIABAN]I K/ITHIKAJI TPAITIC YKP»

CrioHcop, KpaiHa

«ImmyHik AI'» [Immunic AG], HimeuunHa

CynyTHi
Marepianu/mpenapaTy
CYTyTHBOI Tepamii

B.o. renepanbsHoro gupexkropa /Ilupekropary
(¢apmaneBTHUHOr0 3a0€3MeYeHHA Iran 3A/IBOPHUX




HopaTok 51
[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

23.12.2021 Ne 2853

InenTudikariist cyrreBoi
TIOTIPaBKU

OHoBJIeHHI TIPOTOKOJI KiiHiuHOTO BUNpoOyBanHss MK-7339-008, 3 iHKopriopoBaHoro morpaBkoio 04 Bif
22 xoBTHs1 2021 poky, aHr/ilicbkoro MOBO; IH(dopmallisi Ta JoKyMeHT mpo iHdOpMOBaHy 3roAy AJis
natjienta, YkpaiHa, MK-7339-008, Bepcis 5.01 Bim 04 smucroraga 2021 p., yKpaiHCBKOKO MOBOIO;
[Hdopmatiisi Ta JOKYMeHT Mpo iHQOpMOBaHy 3roAy /s mailieHTa, YKpaiHa, MK-7339-008, Bepcis 5.01
Biz 04 muctonaza 2021 p., poCiiiCbKOO MOBOIO

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

Ne 2107 Biz 17.10.2019

Ha3sga kyiiHiyHOrO
BUTIPOOYBaHHS, KO/,
Bepcis Ta JjaTa

«Hocmimkenns II1 ¢da3um a1 membpostizymaly y KombiHallii 3 KapboriaTuHOM / TakCcaHOM (TIaKJTiTaKCest
abo Hab-maksiTakce/n) 3 TOJA/MBIIMM BBeJeHHsAM IMemMOposi3ymady y KomOiHawii 3 migTpuMyrouum
MKyBaHHsM oJlartapu6bom abo 6e3 HBOrO B SIKOCTi Tepariii MepIoi JiiHil y Mal[ieHTiB i3 MeTacTaTUYHUM
TUVIOCKOK/TITUHHUAM HeZApiOHOKmIiTMHHUM pakoM JereHiB (HKPJI)», MK-7339-008, 3 iHKopmopoBaHOO
nioripaBkoro 03 Big 08 rpyans 2020 poky

3asBHUK, KpaiHa

ToBapucTBO 3 00MexeHOI0 BifmoBigampHiCTIO « MCJ] YKpaiHa»

CnoHcop, KpaiHa

«Mepk Hlapn Exz Joym Kopr.», gouipue nianpuemctBo «Mepk Eng Ko., Ink.», CIIIA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTHi
MaTepianv/ripernapaTi
CyMNyTHBOI Tepartii

B.o. renepasibHOro JupekTopa /{upekropary

(¢apmareBTHUHOTrO 3a0e3neueHHsA

Isan 3A/IBOPHUX




HopnaTtok 52

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

23.12.2021 Ne 2853

Inentudikaris cyrreBoi
TIOTIPaBKU

Onosnenunyi nporokon INCMOR 0208-301, Bepcist 6 3 iHKOPIIOpOBaHOO TMOMPAaBKO 5 Bif 22 >KOBTHS
2021 p.; bpowmypa pocnignuka: Tafasitamab (MORO00208), Bepcis 15 Bixg 22 motoro 2021p.;
INCMORO0208-301_Ixdopmatiist As1 maijieHTa ta opma inpopmoBaHoi 3rou _ YkpaiHa_sepcis 3.1.0_26
cepriHs 2021, yKpaiHCBKOIO Ta POCIMCbKOIO MoOBamu; [I0Ch€ AOC/IPKyBaHOTO JTiKApCBKOTO 3acoly
Tafasitamab, Po3zin 2.1.S Drug Substance, Bim 26 ceprusi 2021 p., aHrmiiicbkoro MoBo; Jlocke
JocmimKyBaHoro Jylikapcbkoro 3aco0y Tafasitamab, Po3zin 2.1.P Medical Product, Big 26 cepmas 2021 p.,
aHrJIiNCcbKO MOBOIO; KapTka-nam'sitka npo Bi3ut, Bepcis 2.0 Big 09 mortoro 2021 p., yKpaiHCbKOIO Ta
pociticekkoro MoBamu; INCMOR 0208-301_KepiBHunTBo_yuacHuka_aocaigkeHHs_Bepcis 1.0_15 ciuns
2021 p., ykpaiHcbKOrO Ta pociiicbkoro moBamu; INCMOR 0208-301_bporrypa_natjienta_Bepcis 1.0_26
kBiTHS 2021 p., ykpaiHCbKOiO Ta pociiickkoro MoBamu; INCMOR 0208-301_TekcT_eneKTpOHHOI
po3cunku_Bepcis  0.2.1_26 6Gepe3ns 2021 p., ykpaiHcbkoo MoBowo; INCMOR  0208-
301_TekcT_enekTpoHHOro_iHdopmariiiiHoro Oronerens_pen. 0.2.1_26 6Gepesnss 2021 p., pocCiliCbKOIO
moBoro; INCMOR 0208-301_Cxematuune 3060paxkeHHs_Bepcis 1.0_09 motoro 2021 p., yKpaiHCbKOIO
MoBoro; INCMOR 0208-301_I'padiuna_cxema_gochimkenss_pez. 1.0_09 mortoro 2021 p., pociiicbKoro
MoBor; INCMOR 0208-301_bBporypa_3 yacTuMu 3anuvraHHAMU_JJis nanieHTiB_Bepcig 1.0_26 kBiTHS
2021 p., ykpaincekoro MoBor; INCMOR 0208-301 Bporypa_ maijieHTa_3_4aCTUMU_3allUTaHHSMU_peJ.
1.0_26 kBitHs 2021 p., pociiicekoro MoBoro; INCMOR 0208-301_JIMCT_KOHCY/bTaTUBHOI MallieHTCbKOT
oprani3anii_nanienty_Bepcis 1.0_26 xksitHa 2021 p., ykpaiHcbkoro wmoBow; INCMOR 0208-
301_JIuct_I'OIl_nauienty_pen. 1.0_26 xsitHs 2021 p., pocilickkoro moBow; INCMOR 0208-
301_Indopmariiiiauii_6roeTeHb_ITpo JTOCTIi KeHHS_ /ISt KOHCY/IbTaTUBHOI TMaLlieHTChKOT
opraHiszanii_Bepcia  1.0_26 kBitTHa 2021 p., ykpaiHcekoro  moBow; INCMOR  0208-
301_JIuCT_/AOCHiJHULBKOTO LeHTPY_KOHCY/IbTaTUBHIM MaljieHTChbKil opranisaiii_Bepcisa 1.0_26 kBiTHs
2021 p., ykpaincekoro MoBoro; INCMOR 0208-301_JIuct_nikaps_snikapro_Bepcig 1.0_26 kBiTHsa 2021 p.,
ykpaiHcbkoro MoBOr; INCMOR 0208-301_Peknama_y couianbHux_Mepexax_Bepcig 1.0_15 ciuns
2021 p., ykpaincekoro MoBow; INCMOR 0208-301_Be6_6anep_Bepcis 1.0_08 mrotoro 2021 p.,
YKpaiHCHKOI MOBOM; 3MiHa Ha3BU MiCLisl TPOBeIEHHS K/TiHIYHOTO BUTPOOYBaHHSI:




2 MPOJOBXKEHH 0JaTKa 52

Byso Crano

I.M.H., ipod. BoHgapenko .M.

KomyHanbHe ~ HeKOMepLiliHe  MiJNPUEMCTBO
«Micbka KiiHiuHa JiikapHa Ned» IHINPOBCHKOI
MiCbKOI pajii, MiCbKHUM XimioTeparieBTUUHUM
LIeHTp, M. /IHirpo

I.M.H., ipod. BoHgapenko .M.

KomyHanbHe ~— HeKoMepLiiiHe — MiANPUEMCTBO
«Micbka kiiHiuHa JjikapHs Ned» JIHINPOBCHKOI
MICBKOI pajM, XiMmioTeparieBTUUHe BiJJiJIeHHS 3
JIeHHUM CTaLlioHapoM, M. /IHIinpo

Howmep Ta faTa Haka3y
MO3 1joz0 3aTBepKeHHs
KJTiHIYHOTO BUTIPOOYBaHHS

Ne 1012 Big 24.05.2021

Has3sBa kiiHiuHoro
BUTIPOOYBaHHS, KO/,
BepCid Ta ziata

«bBaraTolieHTpOBe, paHZiOMi30BaHe, MOABiliHe-cIiTe, TIareb0-KOHTPOIBOBAHe AOCTiHKeHHS (a3u 3 i
OLiIHKM e(heKTUBHOCTI Ta Oe3meuHocTi KoMOiHallii Tadacutamaby Ta JeHa/miZioMizy B TIO€AHaHHI 3
PUTYKCMMaOOM TIOpPiBHSIHO 3 JIEHATZIOMiZIOM Yy TIO€AHAHHI 3 PUTYKCMMAOOM Yy TIAILli€HTIB i3
peruauBytouoto/pedpaktepHoto (P/P) donikynspHoro mimMpomoro Bif 1 mo 3a crymens abo P/P nimMbomoro
MapriHasbHOi 30HM», INCMOR 0208-301, npoTokosn Bepcisi 3 3 iHKOpPIIOPOBAHOK MOMPABKOK 2 Bif
16 rpyzHsa 2020p.

3asgBHUK, KpaiHa

TOB «Cineoc Xesc YkpaiHa»

CnoHcop, KpaiHa

IncaiiT Kopniopetims [Incyte Corporation], CIIIA

CymnyTHi
Marepianu/mpenapaTy
CYNyTHBOI Tepariii

B.o. reHepasibHOr0 UpeKTOopa /lupekTopary

(apmaneBTHUYHOTO 3a0e3meueHHs

Isan 3A/IBOPHUX




