Jomatox 1

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpainu « IIpo 3aTBEepIKEeHHS CyTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»
30.03.2023 Ne 594

Inentudikarist cyrTeBoi
MOTPaBKH

Honarok 1 Big 11 munusa 2022 poxy mo bpourypu gocmigHuka st TOCTIIKYBaHOTO JIKapChKOTo 3aco0y
BAY 86-5321 (admibepcent), Bepcis 16.0 Big 04 mororo 2022 poky; OHoBieHHs cekmiii Jloche
JOCJIJDKYBaHOTO Jtikapchkoro 3acoOy: Cekmis 2.1 S “Drug substance”, version 4.0, Bim 30 BepecHs
2022 poky; IlopiBasutbamiA 3BiT VGFT-MX-19055-SR-01V1, Bepcis VV-RIM-00082968-2.0 Bix
30 BepecHs 2022 poky; Cexkiiist 2.1 P ““ Drug product”, version 4.0, Bix 30 BepecHs 2022 poky; Cekuist P.8.3
“Stability Data”, version 5.10, Big 30 Bepectst 2022 poky; Cekiist 2.1.P “Quality Data. Medicinal Product
—EYLEA 40 mg/mL solution for intravitreal injection”, version 1.0, Bix 14 6epe3nst 2019 poxy; Cexkuis 2.1
A “Quality data. Appendices”, version 1.0, Bix 9 ciuns 2020 poxy; JlonaBanns Bupoduuka Catalent Indiana
LLC, CHIA, nns mpoliecy acenTHYHOTO HAMOBHEHHS TOTOBOTO JiKapchbkoro 3aco0y BAY 86-5321
(admibepcent); Indopmartis s ydacHUKIB (apMaKOKIHETHYHOTO JOCTI/DKCHHS Ta opma iHPOPMOBaHOT
sroau, (Mogens s Ykpainu/ Bepcis 2.0 / 01 nuctonmama 2022 poky), yKpalHChKOIO Ta POCIHCHKOIO
MoBaMmHu, [Hpopmaris 115 y9acHUKIB O10MEIMYHUX TOCIIKEHb, SIKi OyyTh MPOBOAUTHUCS Yy MalOyTHHOMY,
i hopma iHdopmoBanoi 3roau (Moaens s Ykpainu / Bepcist 2.0 / 01 nucronana 2022 poky), yKpaiHCBKOO
Ta pociicbKOl0 MOBaMH; IH(popmallis 118 y4aCHUKIB T€HOMHOTO JIOCHIDKEHHS Ta ¢opma 1H(HOpMOBaHOL
srogu (Mopens mist Yipainu / Bepcis 2.0 / 01 nucronmana 2022 poky), YKpaiHCBKOIO Ta POCIHCHKOO
moBamu; [Hdopmartist i yqacHukiB Ta hopma inpopmosanoi 3roau (Moaens s Ykpainu / Bepeis 2.0 /
24 xoBtHs 2022 poky), YKpaiHCBKOK Ta POCIHChKOI MoBamH; IH(popmaris ajs BariTHOI y4acHHMII
JociipkeHHs Ta popma iHpopmoaHoi 3roau (Mozaens mis Ykpainu / Bepeis 2.0 / 24 xoBtas 2022 poky),
YKpaiHChKOIO Ta pociiicbkoro MoBamHu; [Hopmariis sl BariTHOI MapTHEPKH yyacHUKA JTOCIIKEHHS Ta
¢opma iHpopmoBanoi 3roau (Monens ms Yipainu / Bepcist 2.0 / 24 sxoBtHst 2022 poky), YKpalHCBKOIO Ta
POCIHCEKOI0 MOBaMU

Howmep ta nata Hakasy
MO3 mozo 3aTBEpIKEHHS
KJIIIHIYHOT'O BUITPOOYBaHHS

Ne 2110 Bix 16.09.2020
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Ha3ga kiiniunOTrO «PangomizoBaHe, 3 MOABIMHUM MAacKyBaHHSM JIOCHiKEeHHsS 3 a3y 3 aKTUBHUM KOHTPOJIEM JJISI OLIHKU
BUIPOOYBaHHS, KO/, e(eKTUBHOCTI Ta Oe3MeKH BUCOKUX 103 adiidepcenTy B TAIll€HTIB 13 HEOBACKYJSIPHOIO BIKOBOIO
Bepcis Ta Jara makynoauctpodieto», 20968, Bepceis 3.0 3 monpaskoro 2 Big 26 kBitHs 2022 poky

3asBHUK, KpaiHa TOB «ITAPEKCEJI Ykpaina»

CnoHncop, KpaiHa Bayer AG, Germany/ Baiiep AI', Himeuunna

CymytHi —

MaTepianu/mpenaparu

CYIYTHBOI Teparii

B.o. Havanbuuka @apmManeBTHYHOTO YNPABJIHHA Ouaexkcanap 'PIHEHKO




JlopaTok 2

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpainu « IIpo 3aTBEepIKEeHHS CyTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»
30.03.2023 Ne 594

InenTudikarist cyrTeBOi
HONPaBKU

Bpomrypa mocnigauka qocnimpkyBanoro gikapebkoro 3aco0y Cotiknecrar (TAK-935), Bepcist 7 Bin 31 ciuns
2022 p., aarmniiicekoro MoBoto; Jlogatok 1 Bix 03 srotoro 2022 p. no bportypu mociigHUKa JOCIIIKYBAaHOTO
nikapceekoro 3aco0y Cotiknecrar (TAK-935), Bepcis 7 Big 31 ciunst 2022 p., aHITHCEKOI0 MOBOIO;
bpomrypa nmocnignuka pociimkyBaHoro Jikapcbkoro 3aco0y Cotiknectar (TAK-935), Bepcis 8 Bin
13 numast 2022 p., aHTIiACEKO0 MOBOIO; Bunpasnenns 1 Big 28 mmmasa 2022 mo Bpomrypu mociigHuka
nociimkyBaHoro Jikapcekoro 3aco0y Coriknecrat (TAK-935), Bepcis 8, aHMmiChbKOIO MOBOIO BiJ
13 muamast 2022 p.; [HCTPYKIIT 00 BBEACHHS JOCIIHKYBAHOTO TIpErapary 4epe3 racTpoTOMidHy TPYOKY,
HU3bKONpodipHy racrpocroMiuny Tpyoky MIC-KEY a6o etonocromiuny TpyOky, BEP. 2.0 Bix 21 uepBHs
2022 p., yKpaiHCBKOIO MOBOIO; IHCTpYKIi IIOAO BBEACHHS MJOCHIDKYBAaHOTO TNIpemapary dYepes
racTpoToMiuHy TpyOKY, Hu3bKonpodinbHy racrpocromiuny Tpyoky MIC-KEY abo eroHocTOMIUHY TPYOKY,
BEP. 2.0 Bix 21 wepBus 2022 p., pociiicbkoro MoBoro; OnuryBanbauk CareGI-1 st 3actocyBaHHs micist
BUXI1JTHOTO piBH#, Bep. Big 22 nunHs 2022 p., ykpaiHCbKo0 MoBo0; OriHka 3a mkasnorw CareGI-1  micns
BUXIHOTO piBHS, Bep. 22 munHs 2022 p., pociiicbkoro MOBOIO; J{oche 10CIIIKYBaHOT O JIIKAPChKOTO 3ac00y
TAK-935, Bepcist 6.0 Bin 03 tpaBus 2022 p., anrmiiicekoro MoBoro; TAK-935-3003 Iudopmaris s
namieHTa 1 gopma iHGOpMOBaHOI 3roAu, UIsl YKpaiHH, aHTIIHCBKOI0 MOBOMO, Bepcid 3.0 Bix 26 BepecHs
2022 p.; TAK-935-3003 Indopmamis mig mnamieHta i ¢opma iHGOpMOBaHOI 3roau, Al YKpaiHW,
YKpaiHChKOI0 MOBOIO, Bepcis 3.0 Bix 26 BepecHs 2022 p.; TAK-935-3003 Indopmartis 1uis namienra i popma
iH(popMOBaHOi 3roau, UIs YKpaiHu, pociiicbkoto MoBoto, Bepcis 3.0 Bix 26 Bepecus 2022 p.; TAK-935-
3003 Indopmaris qa 6aTekiB 1 popMma iHHOPMOBaHOI 3rou, s YKpaiHu, aHTIIIHCHKOI0 MOBOIO, Bepcis
3.0 Big 26 Bepecus 2022 p.; TAK-935-3003 Indopmaris mis 6atekiB i popma iHGopMoOBaHOT 3roau, 1is
VYkpainu, ykpaiHCbKO10 MOBOIO, Bepcist 3.0 Big 26 BepecHs 2022 p.; TAK-935-3003 Indopmartist 1711 6aThKiB
1 ¢popma iHPOpPMOBAHOI 3roau, g YKpaiHu, pociiickkoro MoBoro, Bepcis 3.0 Big 26 Bepecusa 2022 p.;
TAK-935-3003 Iadopmanis mist namienTa i popma iHHOpMOBaHOT 30 A1 HEMOBHOJITHIX JITeH BIKOM
Bix 14 mo 18 pokiB, a1 YKpaiHu, aHTIIiHCBEKOI0 MOBOO, Bepcist 3.0 Bix 26 BepecHs 2022 p.; TAK-935-3003
Indopmarnis s mamieHta i ¢popma iHGOPMOBAHOI 3roAM JUIs HEMOBHONITHIX AiTedl BikoMm Bin 14 mo
18 poxkiB, s Ykpainu, ykpaiHCbKOI MOBOIO, Bepcist 3.0 Bix 26 BepecHs 2022 p.; TAK-935-3003
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Indopmaris ans namienta i ¢popma iHGOPMOBAHOI 3rogu A HEMOBHONITHIX AiTedl BikoMm Bix 14 mo
18 pokiB, mis YkpaiHu, pociiicbkoro MoBOw, Bepcis 3.0 Bim 26 BepecHs 2022 p.; TAK-935-3003
[ndopmartis ans narienta i popma iHPOPMOBAHOI 3r0IU AJIsE MAJIOJITHIX AiTel BikoM Bix 10 go 14 pokis,
U1 YKpaiHu, aHraiicekor0 MoBoro, Bepeis 3.0 Big 26 Bepecus 2022 p.; TAK-935-3003 Iadopmaris ais
naiierTa i gopma iHGOPMOBAHOI 3TOAM TSI MAJONITHIX AiTeld BikoM Bix 10 mo 14 pokis, mis Ykpainu,
YKpaiHCbKO10 MOBOI0, Bepcist 3.0 Big 26 BepecHs 2022 p.; TAK-935-3003 [ndopmartist 11 mamienTa i popma
iH(pOPMOBaHOI 3ro/u Ui MalOMITHIX AiTeil BikoM Bix 10 o 14 pokis, o YKpainu, pociiicbKOI0 MOBOIO,
Bepcis 3.0 Bix 26 BepecHs 2022 p.; TAK-935-3003 ITndopmartis ais namienTa i Gopma iHGOpMOBaHOI 3ro1n
JUI MaJIONITHIX aiTedl BikoMm Bifg 6 mo 10 pokiB, ans YkpaiHu, aHTIiCbKOI0 MOBOMO, Bepcis 3.0 Bifg
26 BepecHs 2022 p.; TAK-935-3003 Indopmamis mis namienta i ¢popma iHGOPMOBAHOI 3roau s
MaJIOJIITHIX JiTel BikoM Bix 6 1o 10 pokiB, s Ykpainu, ykpaiHCbKOI0 MOBOO, Bepeis 3.0 Big 26 BepecHs
2022 p.; TAK-935-3003 Indopmaris mis namienta i gopma iHGOPMOBAHOI 3TOAM I MAJIOJITHIX JITEH
BikOM Biz 6 10 10 pokiB, m1st Ykpainu, pociiicbkoro MoBoto, Bepcist 3.0 Big 26 Bepechs 2022 p.; TAK-935-
3003 Iadopmamis nmns namienta i ¢gopma iHGOpMOBaHOI 3roAM Ha IPOBEACHHS HEOOOB’SI3KOBOTO
TEHETHYHOTO aHaTi3y, UIsl YKpaiHu, aHTIiiChKOI0 MOBOTO, Bepcis 2.0 Bix 26 Bepecus 2022 p.; TAK-935-
3003 Iadopmamis nmns namienta i ¢gopma iHGOpMOBaHOI 3roAM Ha MPOBEACHHS HEOOOB’SI3KOBOTO
TeHETUYHOTO aHawii3y, uid YKpaiHu, yKpaiHCbKOI MOBOIO, Bepcis 2.0 Bix 26 Bepecus 2022 p.; TAK-935-
3003 Indopmamis s mamieHta 1 ¢dopma 1HPOPMOBAHOI 3roAM Ha MPOBEICHHA HEOOOB’SI3KOBOTIO
TeHETUYHOTO aHallizy, Ayl YKpaiHu, pociiichkoto MoBOIO, Bepcis 2.0 Bix 26 Bepecus 2022 p.; TAK-935-
3003 Indopmamis s mamieHta i ¢dopma 1HPOPMOBAHOI 3roAM Ha MPOBEJIEHHS HEOOOB’SI3KOBOTO
TEHETUYHOr0 aHali3y ISl HEMOBHOJITHIX AiTed BikoM BiJ 14 no 18 pokiB, 1 YKpaiHu, aHITIHCBKOIO
MoBoto, Bepcis 2.0 Big 26 BepecHs 2022 p.; TAK-935-3003 Indopmamis ans mamieHta 1 gopma
1H(HOPMOBaHOI 3roiM Ha MPOBENEHHS HEOOOB’SI3KOBOI'O M'€HETUYHOIO aHAJi3y JUIsl HEMOBHOJITHIX AiTel
BikoM Bia 14 no 18 pokis, ans Ykpainu, ykpaiHcbkoro MoBorwo, Bepcis 2.0 Big 26 BepecHs 2022 p.;
TAK-935-3003 Indopmartis 11 naiienTa i popma iHGOpMOBaHOI 3roAM Ha MPOBEACHHS HEOOOB I3KOBOTO
TEHETUYHOTO aHalli3y Uil HEMOBHOJITHIX AiTel BikoM Bia 14 mo 18 pokiB, miust YkpaiHu, poCiichbKOIO
MoBolo, Bepcis 2.0 Big 26 BepecHs 2022 p.; TAK-935-3003 Indopmarmis ans mamieHta 1 gopma
1H(OpMOBaHOI 3o/ Ha MPOBEIEHHS HEOOOB I3KOBOr0 FEHETUYHOTO aHAJI3Y /ISl MAIOMITHIX JITEl BIKOM
Bim 10 mo 14 poki, ans VYkpaiHu, aHrmicbkor MoBow, Bepcis 2.0 Bim 26 BepecHs 2022 p.;
TAK-935-3003 Tadopmarist s narienTa i popma iHpopMOBaHOT 3roan Ha MPOBEACHHS HEOOOB I3KOBOTO
TeHETUYHOT0 aHaJli3y JUIsl MAJIONITHIX AiTel BikoM Bif 10 1o 14 pokis, ans YKpaiHu, yKpaiHCbKOIO MOBOIO,
Bepcis 2.0 Bix 26 BepecHs 2022 p.; TAK-935-3003 Iadopmartis mis namienTa i popma inhopMoBaHOT 31011
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Ha MMPOBEICHHS HEOOOB I3KOBOT0 TEHETUYHOTO aHATI3y JIJIsl MaJOiTHIX aiTed BikoM Bix 10 1o 14 pokis,
1 YKpainu, pociiickkoro MoBoro, Bepeist 2.0 Bix 26 BepecHs 2022 p.; TAK-935-3003 [adopmaris ais
naimienta i ¢opma iHGOpMOBaHOI 3roAM Ha MPOBEACHHS HEOOOB’SI3KOBOI'0 T€HETHYHOTO aHAI3Zy I
MAaJIOJIITHIX JiTed BikoM Bix 6 10 10 pokiB, mis YKpaiHu, aHTIIIHCHKOI MOBOIO, Bepcis 2.0 Bix 26 BepecHs
2022 p.; TAK-935-3003 Iadopmarmis mis mamienta i Gopma iHGOPMOBAHOI 3roAM HA TMPOBEACHHS
HEO0OOB’S3KOBOI'0 T€HETUYHOTO aHAJI3y JJIsg MaJOJITHIX AiTed BikoM Bix 6 g0 10 pokiB, mius YkpaiHu,
YKpaiHChKOIO MOBOIO, Bepcis 2.0 Big 26 Bepecust 2022 p.; TAK-935-3003 Indopmaris 1uis namienra i popma
iH(pOpMOBaHO1 3roIM Ha MPOBEICHHS HEOOOB I3KOBOTO TEHETHYHOT'O aHAIII3Y IS MAJIOJITHIX JiTEH BIKOM
Big 6 no 10 pokiB, s Ykpainu, pociiicbkoro MoBoro, Bepcist 2.0 Bix 26 BepecHs 2022 p.; 30UIbIICHHS
TEepPMiHY IPHUIATHOCTI JOCTIIKyBaHOTO Jikapchkoro 3acody Cotikiecrar, Soticlestat, TAK-935, tabnerku
20 mr Tta Ttabnerku 100 mr mo 60 wmic.; 3amydeHHS AOAATKOBOI BUPOOHMUYOI MIJITHKM TECTYBaHHS
cTaOUIBHOCTI Ta BUITYCKY JlOCiiaKyBaHoro npenapary Cotiknectar, Soticlestat, TAK-935, Tabnerku 20 mr
ta 100 mr: Sumika Chemical Analysis Service, Ltd. (SCAS), Japan; 3any4eHHst 0AaTKOBUX BUPOOHUYNX
ITUISTHOK TaKyBaHHA Ta MapKyBaHHS JociipkyBaHoro mpemapatry Cotikiecrar, Soticlestat, TAK-935,
tabsetkn 20 mr ta 100 mr: Fisher Clinical Services UK Limited, United Kingdom; Xerimis Inc., USA;
3mi"a BianmoBiganbHOro pgociignuka y MIIB: KomyHnaneHe HexomepiiiiHe miAnpueMcTBo «IBaHO-
@paHkiBchKa O0JlacHa AWTAYA KIIiHIUHA JiKapHs [BaHO-DPpaHKIBCHKOI 00JACHOT paany», BLATUICHHS IS
JiTel 3 ypaKeHHSIM I[IeHTPAIbHOI HEPBOBOI CUCTEMH Ta MOPYIICHHSIM (PYHKIIIT OIOPHO-PYXOBOTO anapary,
M. IBaHO — PpaHKIBChK:

«IBaHo-®paHKiBChKa O0JIaCHA AWTSIYA KIIIHIYHA
nikapHa IBaHO-®paHKIBCbKOI 00JIaCHOI paan»,
BIJUTUIEHHS JJIS IITEH 3 ypaKeHHSM LIEHTPaIbHOI
HEpBOBOI CHUCTEMH Ta TOPYIIEHHSAM (QYHKII]
OIIOPHO-PYXOBOTO anapaty, M. IBano-®paHKiBCbK

BVYJIO CTAJIO
K.M.H. JlensBa J[.1O. 3aB. BiJ1. Kpumragposuu A.J1.
KomyHnanbHe  HekomepuiiiHe — mianpueMcTBo | KomyHanbHe HekoMepuiliHe mianpueMcTBo «IBaHo-

@paHKiBChbKa OOJaCHAa AMTSYA KIIHIYHA JIKapHS
IBaHO-®paHKiBCHKOI 00MACHOT paauy, BiAIIICHHS
JUIsL JIITeH 3 ypaKeHHSIM ILEHTPaJIbHOI HEPBOBOI
CUCTEMH Ta TMOpYUIEeHHAM (QyHKLIl OMOpHO-
PYXOBOro anapary, M. IBaHo-PpaHKIBChK
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Howmep Ta narta Hakazy Ne 333 Big 17.02.2022
MO3 10710 3aTBEPIXKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

HazsBa kiigiyHOTO «IIpocniekTBHE BiAKpHUTE, OaraToleHTpoBe noaaTkoBe mociimkeHus ¢asu I mocaimkens dazum I mis
BUNIPOOYBaHHSA, KO/, OLIIHKM JTOBTOCTPOKOBOi Oe3neuHocTi Ta mepeHocuMocti CoTikiectaTy B SKOCTI J0OJATKOBOi Teparii y
BepcCis Ta gaTa namieHTiB i3 cuHapomoMm JlpaBe abo cunapomom Jlennokca — I'acro (ENDYMION 2). Bigkpure

JI0JJaTKOBE JTOCHiKeHHs 3acTocyBanHsl Corikiecraty npu cuHapomax Jlpase Ta Jlennokca — [actoy,
TAK-935-3003, Bepcis 3 monpaBkoro 1 Big 02 nmucronaga 2021 poky

3asiBHUK, KpaiHa ToBapuctBo 3 OOMmexeHow BiamosimamsricTio «KoHTpakTHO-Jlochmimnunpeka Opranizamis [HHODapM-
Ykpaina»

CrioHcop, KpaiHa Takena Jlesenonment Cenrep Amepikac, Iuk. (TJIC Amepikac) (Takeda Development Center Americas,
Inc.(TDC Americas)), Cronyueni [lItatu AMepuku

CymyTHi —

MaTepianu/mpenaparu

CYIYTHBOI Teparii

B.o. Havanbuuka @apmManeBTHYHOTO yNPABJIIHHA Ouaexkcanap 'PIHEHKO




JlonaTok 3

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpainu « IIpo 3aTBEepIKEeHHS CyTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»
30.03.2023 Ne 594
InenTudikarist cyrTeBOi 3MiHa Ha3BHU MiCLisl IPOBEICHHs BUIIPOOYBAHHS:
MOTIPaBKU BYJIO CTAJIO
3aB. Bia. ['ermanens O.B. 3aB. BiJ. ['ermanens O.B.

KomynaiibHe  HekomepiiitHe — mianpueMcTBo | KomyHanbHe mianpueMcTBo «KpuBOpi3bka Michka
«KpuBopizbka micbka sikapas Ne9» Kpuopizbkoi | kiiHiuHa jikapast Ne2» KpuBopi3zpkoi MickKo1 panw,
MICBKOI pamu, peBmartojoriune BigaiuteHHs, | CII «Micbkuit Kap10JIOTTYHHHA LIEHTPY,

M. Kpusuii Pir peBmarosioriune Bijuiaenus, M. Kpuswuii Pir
Howmep Ta narta Haka3zy Ne 1773 Bix 20.08.2021
MO3 11010 3aTBEpAXKEHHS
KJIIIHIYHOTO BUIIPOOYBaHHS
Hasga kiiHiyHOTO «bararonieHTpoBe, paHI0OMi30BaHe, MOABIiHE ciine, miuane0o-KOHTPOJIbOBaHE JOCTIKeHH (a3u 3 uis
BUNPOOYBaHHS, KO/, OIIIHKM e(EKTUBHOCTI Ta OE3MEYHOCTI MIAMIKIPHOTO BBEACHHS aHippoiaymMaldy IOpOCIUM MallieHTaMm 3
Bepcis Ta JaTa CHUCTEMHHUM YepBOHUM BoBuakom», D3465C00001, Bepcis 3.0 Bix 14 nunns 2022 poky
3asBHUK, KpaiHa IignpuemctBo 3 100% inosemuoro inBectuiieio «AMK’FOBIA PJIC Ykpainay»
CrioHcOop, KpaiHa AstraZeneca AB, Sweden
CynytHi —
MaTepiajau/mpenapaTu

CYIYTHBOI Teparii

B.o. HavanpHuka ®apManeBTHYHOIO YIPABJIIHHSA Onexkcanap I'PIHEHKO




Jonmatok 4

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpainu « IIpo 3aTBEepIKEeHHS CyTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»
30.03.2023 Ne 594
InenTudikarist cyrTeBOi 3MiHa Miclsl IPOBEACHHS BUIIPOOYBAaHHS:
MOTIPaBKU BYJIO CTAJIO
I.M.H., ipo¢. IBanos B.I1. I.M.H., ipo¢. [Banos B.I1.
Binaunpkuii  oOnacHuii  KiIiHIYHUE TocmiTanb | KomyHanbHe HEKOMeEpIIiifHe MiITPUEMCTBO
BETepaHiB BiliHM, TepaneBTHUHE BiagineHHs Nel, | «BiHHumbka Micbka KimiHiuHa JikapHsS Nely,
BinHUIBKUHA HallOHAJILHUH MEJIUYHHUI | TaCTPOSHTEPOJIOTIUHE  BiJJIUICHHsS, BIiHHHIbKUNA
yuiBepcutrer imM. M.L.  IluporoBa, xadenpa | HaliOHATBLHHUNA MeAUYHUN YHIBEPCUTET
BHYTpilIHb01 Meauiuau Ne3, M. Binnuns iMm. M. TIluporosa, xkadeapa BHYTPIIIHBOT
Mmegunuan Ne3, M. Bigaums
Howmep Ta nata Hakazy Ne 403 Bix 04.05.2016

MO3 110110 3aTBEpKEHHS
KJIIHIYHOT'O BUNIPOOYBaHHS

Hasga kiiHiyHOTO «Binkpute nocmimxeHHs Gpasu 3b 1715 OLIHKK JOBIOCTPOKOBO1 O€3MeYHOCTI Ta €peKTUBHOCTI BE0Ti3yMady

BUTIPOOYBaHHS, KO/, JUTSL T IIIKiPHOTO BBEACHHS Y MAIlIEHTIB 3 BUPA3KOBUM KOJIITOM Ta XBopoboto Kpona», MLN0002SC-3030,

Bepcis Ta JaTa iHKopriopoBanuit nonpaskoro 10 Bix 20 sxoBTHA 2020 poky

3asiBHUK, KpaiHa Iixnpuemctso 3 100% iHo3emuom0 iHBecTHIie0 «AMK'TOBIA PJIC Vipainay

CrioHCcOp, KpaiHa «Takena [esenmonment Centep HOpom JIta.» (Takeda Development Centre Europe Ltd.), Cronyuene
KOPOJIIBCTBO

CynyTtHi —

Mmarepianu/npenapaTi

CYNyTHBOI Tepamii

B.o. HavanpHuka dapmManeBTHYHOTO YNPABJIIHHSA Ouaekcanap 'PIHEHKO




Jomatok 5

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpainu « IIpo 3aTBEepIKEeHHS CyTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»
30.03.2023 Ne 594

InenTudikarist cyrTeBOi
HONPaBKU

Bpomrypa nocmimauka SEP-363856, Bepcis 12.0 Bim 09 rpymas 2022 poky, aHMIHCHKOK MOBOIO;
[ndopmaniitnuii mucrok 1 popma iHpopmoBanoi 3roau, Bepeist V6.OUKR(uk)1.0 Big 16 ciuns 2023 poky,
nepekyan ykpaincbkoro MoBoro Bin 01 mrotoro 2023 poky; [Hdopmarniitamii mucTok i popma iHpopmMoBaHOi
sronau, Bepcis V6.OUKR(ru)1.0 Bixg 16 ciuns 2023 poky, nmepekiiajg pociiicbkoro MoBor Bif 01 mororo
2023 poky

Howmep ta nata Hakasy
MQO?3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUIIPOOYBaHHS

Ne 38 Big 11.01.2020

Hassa kniHiyHOTO
BUIIPOOYBaHHS, KO,
BepcCis Ta Jata

«PanyomizoBaHe, TMOMBIMHE ciine, IWIANE00-KOHTPOJIbOBAaHE, O0araToleHTPOBE JOCTIDKEHHS, IO
IPOBOJIUTHCSA B MapajlelbHUX IpylNax, i3 3aCTOCYBaHHAM (PIKCOBAaHMX J103 JJIS OLIHKM €(pEeKTHBHOCTI Ta
6e3neunocTi npenapary SEP-363856 y naiieHTiB 13 U30(QPEHIEI0 Y TOCTPOMY NCUXOTUYHOMY €MI301»,
SEP361-302, Bepcist 4.00 3 iHKopriopoBaHo1o cyTTeBor0 nonpaskoro 3.00 Bix 13 sxoBTHs 2022 poky

3asBHUK, KpaiHa

[TigmpuemcTtBo 3 100% 1HO3EMHOIO iHBECTHIIIEIO «AVK’IOBIA PJIC Ykpaina»

CnoHncop, kpaiHa

«CynogioH ®apmacsroTikaic [Hk.» (Sunovion Pharmaceuticals Inc.), CHIA

CynytHi
MaTepiajau/npenapaTu

CYIYTHBOI Teparii

B.o. Havanpauka ®@apManeBTHYHOIO YIPABJIIHHSA

Onexkcanap I'PIHEHKO




JlopaTok 6

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpainu « IIpo 3aTBEepIKEeHHS CyTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»
30.03.2023 Ne 594
InenTudikaris cyrreBoi Bpomrypa nocnigauka Paninenar (APD811), Bunanus 12 Big 19 rpyanst 2022 poky, aHTTIIHCHEKOI0 MOBOIO
MOTPaBKH
Howmep Ta nara nakazy Ne 636 Bin 22.03.2019
MO3 11010 3aTBEpAXKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS
Ha3zsa xiriniunoro «ADVANCE EXTENSION Binkpute po3IIUpEeHE JOCIHIKEHHS 3 OIIHKH JIOBFOCTPOKOBOI €(heKTUBHOCTI
BUTIIPOOYBaHHSA, KO/, Ta OE3MEeYHOCTI pajliHemary B TAIi€HTIB i3 JIETEHEBOIO aprepiaiabHOI0 rinmepreHsiero», ROR-PH-303
Bepcis Ta gaTa (APD811-303), 3 iHKOpIOpOBaHOO MOMpaBKoro 3 Bix 28 uepBHs 2019 poky
3asBHUK, KpaiHa IignpuemctBo 3 100% inosemuoro inBectuiieio «AMK’IOBIA PJIC Ykpainay»
Cnoncop, kpaiHa «tOmnaiiten Tepan’totikc Kopnopeiimn» (United Therapeutics Corporation), United States
CynyTtHi —
Mmarepianu/npenapaTi
CYyNyTHBOI Tepamnii

B.o. Havanbuuka @apmManeBTHYHOTO YNPABJIIHHA Ouaexkcanap 'PIHEHKO




Jonmarox 7

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpainu « IIpo 3aTBEepIKEeHHS CyTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»
30.03.2023 Ne 594

InenTudikarist cyrTeBOi
HONPaBKU

Bpomrypa nmocmigHuka IOCIHIIKYBaHOTO JiKapchkoro 3aco0y Hipamapi6 (Niraparib)/ 3emxyna (Zejula)
(GSK3985771, MK-4827), Bepcis 14 Bix 21 uepBus 2022 poky aHIIiICBKOI0 MOBOIO; bporirypa qociianuka
JOCTIKYBaHOTO JTiKapcbkoro 3aco0y Jlocrapnimab (Dostarlimab) (Takox Bimomoro sik TSR-042), Bepcis
07 Bim 20 xBitHa 2022 poky aHriiiicbkor0 MoOBow0; IH(opmariiiHuili nucTok mnamieHTa Ta Qopma
iH(popmoBanoi 3roau, Bepcis 11.0 Bix 16 muctonama 2022 poxy yKpaiHCBKOIO Ta POCIHCHKOI0 MOBaMH;
3amyueHHsi TOproBoi HaszBu 3emxkyina (Zejula) mns mocnmigkyBaHOTO JiKapchkoro 3acoOy Hipamapi6
(Niraparib) (L-001946812-005R, L-001946812, MK-4827, GSK3985771; Hipanapi®d To3mnar
MoHoriapat), kamcynu; 100 mr; IacTpykuii g mamieHTa miono 3actocyBaHHs mpemnapaty, 100 mr,
Bepcis 3.0 Bixg 07 uepBHst 2022 poKy yKpaiHCBKOIO Ta pOCIHCHKOI0 MOBaMU; [HCTPYKIIiT [UIst AIlieHTa 010
3acrtocyBanHs npenapary, 200 mr, Bepcis 3.0 Big 07 uepBHa 2022 poky yKpaiHCBKOIO Ta POCIHCHKOIO
MoBamu; [HCTpyKuii Ui mamieHTa moao 3acrocyBanHs mpemnapary, 300 mr, Bepcis 3.0 Bix 07 uepBHs
2022 poky yKpaiHCBKOIO Ta pociiicbkoro MoBaMu; CriporeHe J[oChe 3 SIKOCTI JOCHTIIKYBaHOTO JIIKAPCHKOTO
3aco0y Jlocrapmimab (Dostarlimab), 50 mr/mi, Bepcist 1 aHTIIMCHKOIO MOBOO; 3aJIydeHHS TOPTOBOi Ha3BU
Jbxemnepmi (Jemperli) s gocmipkyBaHoro Jjikapebkoro 3aco0y TSR 042 (TSR 042, WBP-285,
GSK4057190A; Hocrapaimab/Dostarlimab; Antu-PD-1 (Oinok 3amporpamoBaHoi cMmepTi KIITHHH 1)
MOHOKJIOHANIbHUX aHTUTLI, 1gG4), pozunH i iHdy3iit; 500 Mr/10 mi (50 mr/mo)

Howmep Ta nara Hakasy
MO3 110110 3aTBEpKEHHS
KJIIHIYHOT'O BUNIPOOYBaHHS

Ne 415 Big 18.02.2019

Hazssa kmiaiyHOTO
BUIIPOOYBaHHS, KOJ,
Bepcis Ta Jara

«PannmomizoBaHe, TONBIMHO crine gochimkeHHs (a3su 3 TMOpIBHSHHS TUIATHHOBMICHOI Tepamii i3
npermapatoM TSR-042 Ta HipamapiOoM 31 CTaHAAPTHOK TUIATHHOBMICHOIO Tepamiero B skocTi 1- JiHii
JIKYBaHHS HEMYIIMHO3HOTO ermiTenianbHoro paky seunukiB III abo IV cranii», 3000-03-005/ENGOT-
OV44, sepcis 8.0 Big 01 motoro 2022 poky




2

MPOAOBKEHHS 10JaTKa 7

3asiBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXEHOIO BINHOBIIAJIBHICTIO
ACCOVYIIMENTC YKPAIHA» (TOB «®PA YKPAIHA»)

«PAPMACBIOTIKAJI PICEPY

Cnoncop, kpaiHa

TESARO, Inc., CIIIA

CynyTHi
Mmarepianu/mpenapaTi
CYyNyTHBOI Tepanii

B.o. Havaabuunka ®apManeBTUYHOI0 YIIPABJIIHHS

Ouaekcanap 'PIHEHKO




JlonaTok 8

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpainu « IIpo 3aTBEepIKEeHHS CyTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»
30.03.2023 Ne 594
InenTudikarist cyrTeBOi Bpomypa nocmigauka Erpacimon, Bunanus 10.0 Bix 18 nucronana 2022 poky, aHTIIHCBKOI0 MOBOIO
MOTPaBKH
Howmep Ta nara naka3zy Ne 516 Bin 22.03.2021
MO3 11010 3aTBEpAXKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS
HazBa kinigiyHOTO «PangomizoBaHe, MOJBIMHE Clline, MIae00-KOHTPOJIbOBAHE S2-THXKHEBE JOCIIIKEHHS I OI[IHIOBAHHS
BUTIIPOOYBaHHSA, KO/, e(eKTUBHOCTI Ta OE3MEYHOCTI 3aCTOCYBaHHS €TPAciMOJy B MAII€HTIB 13 aKTHBHUM BUPA3KOBHM KOJIITOM
Bepcis Ta gaTa MOMIPHOTO cTyneHs TsoKkocTi», APD334-210, 3 monpaskoro 2.0 Big 04 ceprast 2022 poky
3asBHUK, KpaiHa IignpuemctBo 3 100% inosemuoro inBectuiieio «AMK’IOBIA PJIC Ykpainay»
Cnoncop, kpaiHa «Apena @apmacerotikans, IHk.» (Arena Pharmaceuticals, Inc.), United States
CynyTtHi —
Mmarepianu/npenapaTi
CYyNyTHBOI Tepamnii

B.o. Havanbuuka @apmManeBTHYHOTO YNPABJIIHHA Ouaexkcanap 'PIHEHKO




JlonmaTok 9

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpainu « IIpo 3aTBEepIKEeHHS CyTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»
30.03.2023 Ne 594

InenTudikarist cyrTeBOi
HONPaBKU

Bpomrypa nocmimauka SEP-363856, Bepcis 12.0 Bim 09 rpymas 2022 poky, aHMIHCHKOK MOBOIO;
Indopmaniitnuii mucrok 1 popma iHpopmoBanoi 3roau, Bepeis V7.0UKR(uk)1.0 Big 16 ciuns 2023 poky,
nepexyan ykpaincbkoro MoBoro Bin 01 mororo 2023 poky; Indopmartiitauii tucTok i popma iHpopMoOBaHOi
sronu, Bepcis V7.0UKR(ru)1.0 Bixg 16 ciuns 2023 poky, nmepekiiajg pociiicbkoro MoBor Bif 01 mororo
2023 poky

Howmep ta nata Hakasy
MOQO?3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUIIPOOYBaHHS

Ne 38 Big 11.01.2020

Hassa kniHiyHOTO
BUIIPOOYBaHHS, KO,
BepcCis Ta Jata

«Bigkpure po3mmpeHe JOCTIHKEHHS U OLIHKA 0€3IeYHOCTI Ta epeHocuMocTi nmpenapary SEP-363856
y HarieHTiB 13 mu3odpenieron, SEP361-303, Bepcis 3.01 3 iHKOPIOPOBaHOO HECYTTEBOIO MonpaBkoro 2.00
Bix 25 ciunsa 2021 poky

3asBHUK, KpaiHa

[TigmpuemcTtBo 3 100% 1HO3EMHOIO iHBECTHIIIEIO «AVK’IOBIA PJIC Ykpaina»

CnoHncop, kpaiHa

«CyHnoioH ®apmacsroTikaic [Hk.» (Sunovion Pharmaceuticals Inc.), CHIA

CynytHi
MaTepiajau/npenapaTu

CYIYTHBOI Teparii

B.o. Havanpauka ®@apManeBTHYHOIO YIPABJIIHHSA

Onexkcanap I'PIHEHKO




Jonarok 10

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpainu « IIpo 3aTBEepIKEeHHS CyTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»
30.03.2023 Ne 594

InenTudikarist cyrTeBOi
HONPaBKU

Bpomrypa nocmimauka SEP-363856, Bepcis 12.0 Bim 09 rpymas 2022 poky, aHMIHCHKOK MOBOIO;
Indopmaniitnuii mucrok 1 popma iHpopmoBanoi 3roau, Bepcis V7.0UKR(uk)1.0 Big 16 ciunsa 2023 poky,
nepexyan ykpaincbkoro MoBoro Bin 01 mororo 2023 poky; Indopmartiitauii tucTok i popma iHpopMoOBaHOi
sronu, Bepcis V7.0UKR(ru)1.0 Bixg 16 ciuns 2023 poky, nmepekiiajg pociiicbkoro MoBor Bif 01 mororo
2023 poky

Howmep ta nata Hakasy
MOQO?3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUIIPOOYBaHHS

Ne 38 Big 11.01.2020

Hassa kniHiyHOTO
BUIIPOOYBaHHS, KO,
BepcCis Ta Jata

«PanyomizoBaHe, TMOMBIMHE ciine, IWIANE00-KOHTPOJIbOBAaHE, O0araToleHTPOBE JOCTIDKEHHS, IO
IPOBOJUTHCSA B MapajelbHUX IpylNax, 13 3aCTOCYBaHHAM (IKCOBAaHMX 1103 AJIS OLIHKH €(pEeKTHBHOCTI Ta
6e3neunocTi npenapaty SEP-363856 y mariieHTiB 13 MM30pPEHIEI0 Y TOCTPOMY TICUXOTUYHOMY €ITi30/11»,
SEP361-301, Bepcist 5.00 3 iHKoprnopoBaHo1o cyTTeBor0 nonpaskoro 4.00 Bix 13 sxoBTHs 2022 poky

3asBHUK, KpaiHa

[TigmpuemcTtBo 3 100% 1HO3eMHOIO 1HBECTHUIIIEIO «AVIK’TOBIA PJIC Ykpaina»

CnoHncop, kpaiHa

«CyHnoioH ®apmacsroTikaic [Hk.» (Sunovion Pharmaceuticals Inc.), CHIA

CynytHi
MaTepiajau/npenapaTu

CYIYTHBOI Teparii

B.o. Havanpauka ®@apManeBTHYHOIO YIPABJIIHHSA

Onexkcanap I'PIHEHKO




Jomatok 11

110 Haka3y MiHicTepcTBa OXOPOHH 3710POB’ s
VYkpainu « IIpo 3aTBEepIKEeHHS CyTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»
30.03.2023 Ne 594

InenTudikarist cyrTeBOi
HONPaBKU

Omnosnena bpomypa nocmigauka PF-06651600 (Putnenutuni6), Bepcis 9.0 Bim Bepechs 2022 p.,
aHTIChKOI0 MOBOIO; OHoBNeHa bpomypa nocmimauka PF-06700841 (bpenomuTtini6), Bepcis 9.0 Bix
mucronana 2022 p., aHTIIiHCHKOI0 MOBOIO; [H(opMartiitHmii TMCTOK naiienTa Ta popma iHhopMOBaHOT 3roau
Ha y4acTh y HAYKOBOMY JIOCIIIJKeHH1, MaiicTep Bepcid Bia 16 nmuctonana 2022 p., Bepcis i Ykpainu 11.0
Big 05 rpymaas 2022 p., aHIITHCHKOIO Ta YKPAaTHCHKOIO MOBaMH

Howmep ta nata Hakasy
MQO?3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUIIPOOYBaHHS

Ne 1207 Bix 25.06.2018

Hassa kniHiyHOTO
BUIIPOOYBaHHS, KO,
BepcCis Ta Jata

«PangomizoBane, moaBiitHe ciine, mane00-KOHTPOIHOBAHE JOCIIKEHHS Y MapalelbHuX rpynax ¢gasu 2A
JUIs OLIIHKM e(eKTUBHOCTI Ta 6e3MeYHOCTi nepopanbHoi popmu npenapatiB PF-06651600 Ta PF-06700841
B SIKOCTI IHAYKLIHHOI Teparii Ta BIIKpUTE PO3IIMPEHE JIIKYBaHHS MallEHTIB 3 XBOpoOoro KpoHa cepeaHboro
abo BaxXKOro crymeHs TskkocTi», B7981007, ¢dinanbHa Bepcis 3 1HKOPIOPOBAHOI MOIPABKOIO 5, BiX
27 nunuga 2021 p.

3asBHUK, KpaiHa

TOB «KuniniuHi gocnimkeHHss ARKOH», YKpaiHa

CnoHncop, kpaiHa

®aiizep Ink., CIIIA

CynytHi
MaTepiajau/npenapaTu

CYIYTHBOI Teparii

B.o. Havanbauka ®@apManeBTHYHOIO YIPABJIIHHSA

Onexkcanap I'PIHEHKO




JlonaTok 12

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpainu « IIpo 3aTBEepIKEeHHS CyTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»
30.03.2023 Ne 594

InenTudikarist cyrTeBOi
HONPaBKU

JloroBHeHHsT 10 iHQoOpMaIiiiHOro mUCcTKa mamieHTta Ta (opmu iHGOPMOBAaHOI 3roAM: 3roja Ha
aJbTEPHATHBHI BI3UTH B paMKaXx JIOCIIIKEHHS 1111 9ac Kpu3u B YKpaini, Bepcis 1.0 Big 23 ciunst 2023 poky
YKpaiHChKOIO, POCIHCHKOIO Ta aHTIIIHCHKOI MOBAMH

Howmep ta nata Hakasy
MOQO?3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUIIPOOYBaHHS

Ne 1532 Bix 21.08.2018

Hassa kniHiyHOTO
BUNIPOOYBaHHS, KO/,
BepcCis Ta Jara

«bararonieHTpoBe, paHmOMi3oBaHe, BigkpuTe gochimkeHHs Il ¢asu 3 mTOpiBHSHHS KOMOIHAIT
ATte3onizyma0y (antu-Pd-L1 antuTina) 3 a1’ 10BaHTHOO aHTPALMKITIHOBOIO/TAKCAHOBOKO XIMIOTEpAIIi€lo Ha
BiZIMiHY BiJl TIJIbKM XiMiOTepamii B ali€HTIB 3 orepadeIbHUM TPUYl HETaTUBHUM PaKOM MOJIOYHOT 321031

(IMpassion030)., BIG 16-05/AFT-27/W039391, Bepcis 8 Bix 24 mucromana 2021 poky

3asiBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXEHOIO BIATIOBIIAJIGHICTIO «PAPMACBIOTIKAJI PICEPY
ACCOYIIUENTC YKPATHA» (TOB «®PA YKPATHA)

CnoHncop, kpaiHa

F. Hoffmann-La Roche Ltd. /®. Xoppmann-Jls Pour JIta. /®. F'odpdmann-JIs Poru JItx., [lsetinapis

CynytHi
MaTepiajau/npenapaTu

CYIYTHBOI Teparii

B.o. Havanpauka ®@apManeBTHYHOIO YIPABJIIHHSA

Onexcanap I'PIHEHKO




Jonatok 13

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpainu « IIpo 3aTBEepIKEeHHS CyTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»
30.03.2023 Ne 594

InenTudikarist cyrTeBOi
HONPaBKU

VYxpaina, MK-3475-671, Indopmartist Ta JOKyMeHT po iHHOpMOBaHy 3roy IJis namieHTa, Bepeis 3.00 Big
10 mrotoro 2023 p. ykpaincekor MoBow; MK-3475-671 (A-1346-0007) 300pakeHHs Ha €ICKTPOHHUX
moaennukax s manienta (EQ-5D-5L; EORTC QLQ-C30; EORTC QLQ-LC13; Login; PIN change;
Patient main menu), 115 Ykpainu pociicbkoro MOBOIO, Bepcis 2 Bix 23 ciuns 2018 poky

Howmep Ta nara Hakasy
MOQO3 11010 3aTBEPI>KEHHS
KJIIIHIYHOTO BUIIPOOYBaHHS

Ne 713 Bix 13.04.2018

Ha3zsa xiriniunoro
BUTIIPOOYBaHHSA, KO/,
Bepcis Ta Jara

«PangomizoBane, nojasiliHe-ciine gociimkeHHs 111 ¢ha3um ABOXKOMIOHEHTHOI XiMmioTepamii mpenapaTaMmu
IUIATUHA B KOMOiHawii 3 memOpomizymabom (MK-3475) abo 6e3 HBOro, B SIKOCTI HEOAa'FOBAaHTHOI /
aJ’FOBaHTHOI Teparlii JJis NaIlieHTiB 3 onepadeNbHUM HeApiOHOKIITUHHUM pakoM Jserens 11, IITA Ta I1IB
(T3-4N2) cramiii (HAPJI) (KEYNOTE-671)», MK-3475-671, 3 iHKOpmOpOBaHOIO MompaBko 11 Bif
29 nucronana 2022 poky

3asiBHUK, KpaiHa

ToBapucTBO 3 0OMexkeHoto BianoBiganbHICTIO «MCJ] Ykpaina»

CnoHcop, kpaiHa

TOB Mepk Ilapn ena Joym, CIHA (Merck Sharp & Dohme LLC, USA)

CynyTtHi
Mmarepianu/npenapaTH
CYNYyTHBOI Tepamnii

B.o. HayanbHuka ®apManeBTHYHOI0 YIPABJIiHHS

Oaexcanap I'PIHEHKO




Jonmarox 14

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpainu « IIpo 3aTBEepIKEeHHS CyTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»
30.03.2023 Ne 594

InenTudikarist cyrTeBOi
HONPaBKU

OnHoBIIeHI 3pa3Kud MapKyBaHHS JTiKapcbkux 3aco0iB: JlypBamymab (Durvalumab) Kit, Bepcis 2.0 Bifg
28 yepBHs 2022 poKy, aHTIIMCHKOIO Ta YKpaiHChKOIO MoBaMH; JlypBainymad (Durvalumab) Vial, Bepcis 2.0
Big 28 yepBHs 2022 poKy, aHTIIHCHKOIO Ta yKpaiHCbKOI0 MoBamu; Onanapu6 abo ruiane6o (Olaparib or
Placebo) Bottle, Bepcis 2.0 Bix 28 uepBHs 2022 poKy, aHTIIHCHKOIO Ta YKPaiHChKOIO MOBAaMH

Howmep Ta nara Hakasy
MOQO3 11010 3aTBEPI>KEHHS
KJIIIHIYHOTO BUIIPOOYBaHHS

Ne 1468 Big 26.06.2020

Ha3zsa xiriniunoro
BUTIIPOOYBaHHSA, KO/,
Bepcis Ta Jara

«Jocnimkenns Il ¢dasu nembOpomnizymady (MK-3475) y xombOinHamii 3 CymyTHBOI XiMI1OIIPOMEHEBOIO
TEpammi€e0 3 MONaJbIIMM BBEICHHSM IeMOpoi3ymMaldy 3 ojamapubom abo 0e3 HbOro MOPIBHSHO 3
CYIyTHBOIO XIMIOIIDOMEHEBOIO TEpami€lo 3 MOAAJBIIMM BBEAECHHAM JypBallymMaly B Y4YacHHKIB 3
HeornepadeabHUM JIOKAJIbHO PO3MOBCIOKEHUM HeIpiOHOKIITUHHUM pakoM JereHiB Il cramii (HAPJ)»,
MK-7339-012, 3 inkopnopoBanoo nonpakoro 07 Big 11 xoBtHs 2022 poky

3asiBHUK, KpaiHa

ToBapucTBo 3 oOMexeHoto0 BianosiaanpHicTIO «MCJ YVkpaina»

CnoHcop, kpaiHa

TOB Mepk Ilapn ena Joym, CIHA (Merck Sharp & Dohme LLC, USA)

CynyTtHi
Mmarepianu/npenapaTH
CYNYyTHBOI Tepamnii

B.o. HauanbHuka ®apManeBTHYHOI0 YIPABJIiHHS

Oaexcanap I'PIHEHKO




Jlomatok 15

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpainu « IIpo 3aTBEepIKEeHHS CyTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»
30.03.2023 Ne 594

InenTudikarist cyrTeBOi
HONPaBKU

3MiHHM B PO3MOJiII OCHOBHUX OOOB'S3KIB MijJ Yac MPOBEACHHS KIIHIYHOTO BUMPOOYBAHHS: 3aydCHHS
JIOKQJIbHUX JIAOOpaTopiil y MICISIX MPOBEIECHHS KIIHIYHOTO BUTPOOYBaHHS B YKpaiHi:

- Kuiniko-miarHocTruHa adoparopis KoMyHanpbHOro HEKOMEPIIMHOTO MiANpHEMCTBAa «3amopi3bKa
o0yacHa KIiHIYHA JIiKapHI» 3amopi3bkoi 0061acHol paau, M. 3aopiAoKs;

- Kitiniko-niarnoctuyna nadopatopist [IpuBarHoro minnpuemcrsa Meanyna nabopaTopist «AHATITHKA,
M. XapKiB;

- ToBapucTBO 3 0OMexkeHOM BianoBinanbHicTIO «BAH JIABY, M. Yxkropos;

- Kuiniko-giarnoctuuna naboparopist Y «lHcTuTyT HeBposorii, ncuxiatpii Ta Hapkoiorii HAMH
VYkpainu», M. Xapkis;

- Jlaboparopist ToBapuctBa 3 oomexkeHoro BianosiganbHicTIO «MAJIIKC-ME]l», M. XapkiB.

Howmep Ta nara Hakasy
MO3 110110 3aTBEpKEHHS
KJIIHIYHOT'O BUNIPOOYBaHHS

Ne 2370 Bix 29.12.2022 B penakuii Hakazy MO3 Ykpaiau Nel3 Big 04.01.2023

Ha3zsa xiriniunoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta Jara

«[IpocnekTuBHe, paHIOMi30BaHe, TOJBIiiHE ciine, IIane00-KOHTPOJIbOBaHE, OaraToLEeHTPOBE
JTOCJIIJDKEHHS, K€ TIPOBOJUTHCSA 3 METOIO BUBYEHHS ePekTuBHOCTI Ta Oe3rneku npenapary NT 201 mpu
JIKYBaHHI CIMIACTUYHOCTI HUXKHIX KiHIIBOK, CIIPUYMHEHO] 1HCYIHTOM a00 TPaBMAaTUYHUM IOIIKO/HKEHHSIM
MO3KY Y JAOPOCIMX MAIlIEHTIB, 3 MOJAIBIIMM BIAKPUTUM PO3LIUPEHUM NEPIOAOM AOCTIKEHHS 3 abo 0e3
KOMOIHOBAHOTO JIIKYBaHHsI BEpXHiX KiHLIBOK», M602011014, Bepcis 5.0 Bix 17 Bepecust 2020 p.

3asBHUK, KpaiHa

TOB «BOPJIIBANJI KJITHIKAJI TPAIJIC YKP»

CnoHcop, kpaiHna

Mepu ®@apmackrorikan3 I'M6X, Himeuyunna (Merz Pharamaceuticals GmbH, Germany)

CynytHi
MaTepiajau/mpenapaTu

CYIYTHBOI Teparii

B.o. HavanpHuka ®@apManeBTHYHOIO YIPABJIIHHSA

Ounekcanap I'PIHEHKO




JlonaTok 16

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpainu « IIpo 3aTBEepIKEeHHS CyTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»
30.03.2023 Ne 594
InenTudikarist cyrTeBOi 3miHa anpecu CnoHcopa:
MOTIPaBKU bYJIO CTAJIO

ABIVAX (Ao6iBakc), Pro-me-ma-bom, 5, 75008, | ABIVAX (Ab6iBakc), 7-11, BbymeBap OcwMaH,
IMapmx, @pannis (5 Rue de la Baume, Paris, 75008, | ITapmwx, 75009, ®panmis  (7-11  boulevard
France) Haussmann, Paris, 75009, France)

Macrtep Bepcis MapKyBaHHS AOCIIIKYBaHOTO Jlikapchbkoro 3aco0y ABX464 (Obefazimod) 25 mr, kamncynu,
Bepcis 2, xxoBTreHb 2022 poky, aHriiicekor0 MoBoto (ABX464-108 Master Label — SPE0023- Version 2,
October 2022); 3pa3zok mMapkyBaHHS AJis (JIaKOHY JOCHIIHKYBAHOTO JiKapchbKoro 3aco0y ABX464 25 wr,
KariCyJIM, YKpaiHChKOIO MOBOIO; 3ailydeHHsS JOAATKOBOI HAa3BH JIOCIIIKYBaHOTO JIIKapCHKOTO 3aco0y
ABX464 (mixxHapoHa HenateHToBaHa Ha3Ba) — O6edazimon (Obefazimod)

Howmep 1a narta Hakasy Ne 254 Bin 08.02.2022
MOQO?3 11010 3aTBEpPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ha3zga kiinigHOTO «Ilonmanpie BiAKpUTE DOCHIIKEHHS (da3u 2 Jyuisi OIIHKH JOBrOTPUBAIOr0 Mpodiato Oe3MeYHOCTI Ta

BUIIPOOYBaHHS, KO/, epexTuBHOCTI npenapatry ABX464 mnpu 3actocyBaHHi y /1031 25 MI OAMH pa3 Ha JI€Hb MallieHTaMu i3

BepcCis Ta Jata AKTHBHUM BHPA3KOBHUM KOJIITOM CEPETHBOTO Ta TSKKOro cryneHio», ABX464-108, ocrarouna Bepcis 3.0,
13 nunaa 2022

3asiBHUK, KpaiHa «Cxoyn [aTepnemnn AI», Himeuunna

CrnoHcop, kpaiHa ABIVAX, ®pantiis

CynyTtHi —

Mmarepianu/npenapaTi

CYNyTHBOI Tepamii

B.o. HavanbHuka dapmManeBTHYHOTO YNPABJIIHHSA Ouaekcanap 'PIHEHKO




Jomatok 17

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpainu « IIpo 3aTBEepIKEeHHS CyTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»
30.03.2023 Ne 594
InenTudikarist cyrTeBOi 3MiHa BiAMOBIAAILHOTO JOCIIIHUKA B MICI[i POBEJICHHS BUTPOOYBAHHS !
MOTIPaBKU BYJIO CTAJIO
k.M.H. Koposbosa O.C. nikap Cemoxk O.B.
MenuyHuii LEHTp TOBapHCTBAa 3 OOMEXEHOK | MennyHMi LEHTp TOBAapUCTBa 3 OOMEXKEHOIO
BIJIIIOB1NAJIBHICTIO «MenuuHuii IIEHTP | BIAMOBIJAIBHICTIO «Menuaauii neHTp «/{omomora
«Jlomomora-mirocy, M. Kuis ITmrocy, M. Kuis
Howmep ta nata Hakazy Ne 1360 Big 10.06.2020
MQO?3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUIIPOOYBaHHS
Ha3zga kiinigHOTO «Bingkpure npomorxkenHs gociimkeHHs ARGX-113-1802 s BUBYCHHS JOBTOCTPOKOBOI O€3IEYHOCTI,
BUIIPOOYBaHHS, KO/, nepeHocuMocTi Ta epexktuBHOCTI npenapaty Edrapririvon PH20 i nigmkipHOro BBEACHHS y NAIlI€HTIB
BepcCis Ta Jata 13 XpOHIYHOIO 3aIajJbHOIO JIeMieliHi3yrouoro nomineiponarieto (X3/1I1)», ARGX-113-1902, Bepcis 4.0 Bix
07 ciuns 2021 p.
3asBHUK, KpaiHa ToBapuctBo 3 O6MmexeHow BianosimanshicTio «KoHTpakTHO-JlocminHunpeka Opranizanis IHHOGapMm-
Ykpaina»
Cnoncop, kpaiHa argenx BVBA, Belgium/ apmxenxkc BBBA, benbris
CynyTtHi —
Mmarepianu/npenapaTi
CYNyTHBOI Tepamii

B.o. HavanpHuka dapmManeBTHYHOTO YNPABJIIHHA Ouaekcanap 'PIHEHKO




JlonaTok 18

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpainu « IIpo 3aTBEepIKEeHHS CyTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»
30.03.2023 Ne 594

InenTudikarist cyrTeBOi
HONPaBKU

Bpomrypa mocmigHuka AOCHIKYBAaHOTO JIiKapchKoro 3aco0y Pimivalimab (JTX-4014), Buganus 6.0 Bix
14 rpyans 2022 p., aHTIIACEKOI0 MOBOO; bporrypa mocmigHuKa JOCIIIKYyBaHOTO JIKApCHKOTO 3aco0y
Vopratelimab (JTX-2011), Bunauus 9.0 Bix 30 Bepechs 2022 p., aHITIHCHKO MOBOKO

Howmep ta nata Hakasy
MOQO?3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUIIPOOYBaHHS

Ne 1574 Bix 10.07.2020

Hassa kniHiyHOTO
BUNIPOOYBaHHS, KO/,
BepcCis Ta Jara

«docmimxenns 2 ¢as3u inridiropy PD-1 JTX-4014 B skocti MoHoTepamii Ta y KomOiHamii 3
Bonparenimabom, sxuii € aronicrom ICOS, y naifieHTiB 3 MeTacTaTUYHUM HEAPIOHOKIITUHHUM PaKkoM
nerens (HPJI) micnst omHOTO MONepeIHRO OTPUMAHOTO PEKUMY TUTATHHOBMICHOI XimMioTepartii, BiZiOpaHnux
3a 6iomapkepammy», JTX-4014-202, Bepcis 2.0 Bix 14 Bepecus 2020 p.

3asiBHUK, KpaiHa

ToBapuctBo 3 OOMmexeHow BianosimanshicTio «KoHTpakTHO-Jlochminnunpeka Opranizanis IHHOGapMm-
Ykpaina»

CnoHncop, kpaiHa

Jounce Therapeutics, Inc., United States of America

CynytHi
MaTepiajau/npenapaTu
CYIYTHBOI Teparii

B.o. Havanpauka ®@apManeBTHYHOIO YIPABJIIHHSA

Onexcanap I'PIHEHKO




JonaTok 19

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s

VYkpainu « IIpo 3aTBEepIKEeHHS CyTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX
BUIIPOOYBaHb»
30.03.2023 Ne 594
Inentudikarist cyrTeBoi 3MiHa Ha3BH MICIIsl MPOBEICHHS KITHIYHOTO JOCIIIKEHHS !
MONIPaBKU BYJIO CTAJIO
1.M.H., ipod. Baosuuenko B.1. I.M.H., mpod. BnoBuuenko B.1.
Komynanene  HexomepmiitHe — miampuemcTBo | KomyHanbHe HEKOMepIIiiiHe HiAPHEMCTBO

«KniHiyHa JTIKapHS MBUAKOT MEIMYHOI JOTIOMOTH
M. JIeBoBay, LlenTp Tepamii, JIpBiBCHKHIA
HaI[lOHAJIbHUH MEIUYHUN YHIBEPCUTET 1MEHi
HNanmna T[amunpkoro, kadenpa tepamii Nel,
MEIWYHOI [JIarHOCTUKM Ta remMaroiiorii 1
tpancdysionorii @I1J]0, m. JIbBiB

«JIpBIBCBKE TepUTOpiaJIbHE MEAUYHE 00’ €aHAHHS
«bararonpodinbHa KiIiHIYHA JiKapHA IHTEHCUBHUX
Ta

METOJIIB  JIIKyBaHHS
JIOIIOMOT'U», Llentp
HaIL[lOHAJILBHUN
Hanmna T[anuupkoro,
MEIUYHOI  JiarHOCTHUKHU

tpancdysiornorii PI1IO, m. JIbBiB

MEIUYHUN

MEJIUYHO]T
JIpBiBCHKHIT
YHIBEpCUTET iMeHi
kadenpa Tepamii Nel,
Ta remaroiorii i

IIBUJIKO1L
Teparii,

Howmep Ta nara Hakasy
MO3 110110 3aTBEpKEHHS
KJIIHIYHOT'O BUNIPOOYBaHHS

Ne 838 Bin 10.12.2015

Ha3zsa xiriniunoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta Jara

«Binkpute, OaraToleHTpoBe, pO3IIUPEHE JOCTIKEHHS (a3u 3 17151 BUBYEHHS IEPOPATIBHOI0 3aCTOCYBAHHS
RPC1063 B sxocTi Tepanii y mamieHTiB 3 MOMIpHUM a00 TSHKKUM BUpa3koBuM komitom», RPC01-3102,

penaxuis 10.0 Bix 10 cepnust 2022 p.

3asBHUK, KpaiHa

TOBAPHCTBO 3 OBMEXXEHOIO BIJIITOBIJIAJIBHICTIO «ITI EC A-YKPATHA»

CnoHcop, kpaina

«Cenmxen Inrepuennin II, Capm» (Celgene International II, Sarl) («CIC II»), lseitapis

CynytHi
MaTepiajau/mpenapaTu

CYIYTHBOI Teparii

B.o. HavanpHuka ®@apManeBTHYHOIO YIPABJIIHHSA

Ounekcanap I'PIHEHKO




Jonatok 20

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpainu « IIpo 3aTBEepIKEeHHS CyTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»
30.03.2023 Ne 594

InenTudikarist cyrTeBOi
HONPaBKU

OnHoBneHuid TPOTOKOJ KiiHIuHOrO BHIpoOyBanHs APG2575CU101, Bepcis 2.2.1 Big 31 ciunsa
2023 (anrmificbkoro MOBOI0); JInct iHbopmarii mist narienta Ta @opma iHGopMOBaHOT 3TOAM HA YYaCTh y
JociKeHH1, 1 YKpainu, Bepeis 4.1 Big 02 mororo 2023 Ha ocHOBi Maiictep-Bepcii 5.0 Big 23 6epe3ns
2022 (ykpaiHCBKOO Ta POCIHCHKOI0 MOBOIO); 3pa30K €THKETKH 3 iH(opMartiero mpo mpenapatua APG-2575,
Ta0JIETKH BKPHTI ILTIBKOBOIO 000s10HKOI0, 10 Mr; APG-2575, TabneTkn BKpUTI TUTIBKOBOIO 000JI0HKOFO, 50
mr; APG-2575, TabneTku BKpUTI IUTiIBKOBOIO 0060510HKOI0, 200 Mr ykpaiHcbkoro MoBoto (Bepcist 3.0); 3pazok
€THKETKH 3 iH(pOopMaIli€ro Ipo mpenapaTi pUTyKCuMad Ta akanadpyTiHiO yKpaiHChKOI0 MOBOIO (Bepcis 3.0);
3mina agpecu Crioncopa (Ascentage Pharma Group Inc., CIIA; Odic 510, Kiar ®apm Bynesap, 700,
M. PokBiib, mirat Mepinens, 20850, CIIA (700 King Farm Blvd, Suite 510, Rockville, MD 20850, USA):
bYJIO CTAJIO
Ascentage Pharma Group Inc., CIIA Ascentage Pharma Group Inc., CILIA
800 King Farm Blvd Suite 300, Rockville, MD | Odic 510, Kiar ®apm bynesap, 700, M. PokBisb,
20850, USA wtatr Mepinena, 20850, CIHA (700 King Farm
Blvd, Suite 510, Rockville, MD 20850, USA).

Howmep Ta nara Hakasy
MO3 11010 3aTBEpKEHHS
KJIIHIYHOT'O BUNIPOOYBaHHS

Ne 2110 Big 16.09.2020

Ha3zsa xiriniunoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta Jara

«Jocnimxenns gasu Ib/Il 3acrocyBanns npenapaty APG-2575 sik MoHoTeparii a0o B KOMOIHAIIi1 3 HITUMHU
JIKapChbKUMHU TIpernapaTaMM Yy TAalll€eHTIB 3 pPEUUIUBYIOUMMH Ta/abo pedpakTepHUMU XPOHIYHUM
aimbonutapauM Jeikozom (XJUT)/npidnokmiTuHHOIO nNiMdorutapHoro diMpomoro (IJIJI) (SACRED)y,
APG2575CU101, Bepcis 2.2 Big 15 xosTHs 2021

3asBHUK, KpaiHa

TOB «Kpomocdapma Ykpaina»

CnoHcop, kpaina

Ascentage Pharma Group Inc. (Acenrax ®apma ['pyn Tuk.), CILIA

CynytHi
MaTepiajau/mpenapaTu

CYIYTHBOI Teparii

B.o. HayanbHuka ®apManeBTHYHOI0 YIPABJIiHHSA

Oaexcanap I'PIHEHKO




JonaTok 21

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpainu « IIpo 3aTBEepIKEeHHS CyTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»
30.03.2023 Ne 594

InenTudikarist cyrTeBOi
HONPaBKU

[Tpotokon INCMGA 0012-101, monpaska 10 Bix 01 rpyaus 2022 p.; I'mobansna Bpomrypa Jlocnignuka
Retifanlimab (INCMGAO00012, MGAO012), Buganusa 9 Bix 11 nucromama 2022 p.; INCMGA 0012-101
(xommmHi HoMep poTokony: CP-MGAO012-01) Indopmarnii muis nanienta ta @opmu iHPOPMOBaHOT 3roAn
—koropta H, s Ykpainu ykpaiHcbkoro MoBoIo, Bepcis 6.0 Big 12 ciunsg 2023 poky, Ha OCHOBI aHITIHCHKOT
maiicrep-Bepcii 10.0 Big 06 rpymas 2022 poxy; INCMGA 0012-101 (konuminiii HOMEp HPOTOKOIIY:
CP-MGAO012-01) Indopmanii mns mamienta Ta @opmu iHhopmoBaHoi 3roau — koropra H, st Ykpainu
pociiicekoro MoBoO10, Bepcist 6.0 Bix 12 ciuns 2023 poky, Ha OCHOBI aHricbKoi Maiictep-Bepeii 10.0 Bin
06 rpyans 2022 poky

Howmep Ta nara Hakasy
MO3 11010 3aTBEpAXKEHHS
KJIIHIYHOT'O BUNIPOOYBaHHS

Ne 1233 Big 06.10.2017

Ha3zsa xiriniunoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta Jara

«®Paza 1, nocaixeHHsa 6e3nexu, nepeHocuMocTi Ta papmakokinetuku INCMGAO00012 (konuiHs Ha3Ba
MGAO012) y naii€eHTiB 3 COJIIHUMU MYXJIMHAMU Ha Mi3HIX CTaiax po3BUTKY XxBopoou (PODIUM-101)»,
INCMGA 0012-101, monpaBka 9 Big 09 uepsHs 2020 p.

3asiBHUK, KpaiHa

TOB «KIIP Ykpaina»

Cnoncop, kpaiHa

«Incaiit Koprnopeitn» (Incyte Corporation), CILIA

CynyTtHi
Mmarepianu/npenapaTi
CYNyTHBOI Tepamii

B.o. HauanbHuka ®apManeBTHYHOI0 YIPABJIiHHS

Oaexcanap I'PIHEHKO




