JopaTtok

«Mepenik NPOTOKONIB K/iHIYHUX BUNPOOGYBaHb JiKAPCbKUX 3aco6iB Ta CYTTEBUX MONPaBOK A0
NPOTOKOJMIB KNiHIYHUX BUNPOGYBaHb, PO3rNAHYTUX Ha 3acigaHHAX HEP Ne14 Big 10.08.2023,
HTP Ne27 Big 10.08.2023, Ha siki 6y/i1 oTpUMaHi MO3UTUBHI BUCHOBKU EKCNEPTIB.»

1. «BigkpuTe 6araToueHTpoBe focnimxkeHHs gpasu 1/2 pns ouiHkn npenapaty GEN3014 (HexaBody®-CD38)
npyu peunauBylovin abo pedipaKkTEPHIi MHOXWHHIA MIENOMI Ta [HWWX reMaTtosiorivyHnX 3/105IKICHUX
YTBOPEHHSAX», Kog, aocnimkeHHss GCT3014-01, Monpaska 3, Bepcia 5.0 Big 18 ntotoro 2022 poky, CNOHCOP -
«FeHmab HOEc, IHK.»/Genmab US, Inc., CnonyuyeHi lWTaTn Amepukn

daza - 1/2

3asaBHuK - TOB «APEHCIA EKCIMIOPATOPI MEAICIH», YkpaiHa

Ne MM.1.B. BigNOBIAAIBLHOrO AOCNIAHMKA,

n/n Ha3sga Micus npoBefeHHsA K/iHIYHOro BUNpPo6yBaHHS

1. | k.M.H. KapHabega O.A.

MeauuHuii LLeHTp ToBapmncTBa 3 06MEXEHOI0 BignoBiganbHICTIO «ApeHcis Ekcnnopartopi MegiciH»,
Bif1iN KNiHIYHNX AocnimpKeHb, M. Kuis

2. «BigkpwuTe, NopiBHs/IbHE, baraToLeHTPoBE, paHAOMi30BaHe K/iHiYHE A0CIIKEHHS 3 OLiHKN e(PeKTUBHOCTI,
nepeHoCMMOCTi Ta 6e3nekn npenapaTis @PNyTUKa30H, Masb, BUPoOHULUTBa AT «KriBMeanpenapar» (YkpaiHa),
i KyTiBeiiT™, Masb, BUpo6HULTBa «I NnakcoCmiTKnsiiH ®apmacbiotnkan3 C.A., Monbwax»/«Aendapm MNo3HaHb
C.A., Monbla», y NayieHTiB 3 afiepriyHNM KOHTaKTHUM AepMaTtutomM», kog gocnimpkeHHs FLUARO, Bepcis 1.1
Big 30.03.2023 p., cnoHcop - AT «KuiBmegnpenapat», YkpaiHa

$a3a - NopiBHAMbHE KiHIYHE BUNPOOYBaHHS

3asaBHUK - TOB «APTEPIYM NTO», YkpaiHa

No MM.1.B. BiANOBiAaILHOrO AOC/IAHMKA,

n/n HasBa micus npoBefeHHs KNiHIYHOro BUNPOOYBaHHS

1. | nikap MNyray M.M.

MeauyHnii LeHTp ToBapucTBa 3 0OMEXEHOK BiANoBiganbHiCTIO «MegunyHa KiiHika «bnaromen,
NiKyBaNIbHO-AiarHOCTUYHMWIA Niagpo3ain, M. Kuis

2. 3aB. Big. MNanarypny O.M.

JlikyBaNbHO-AiarHOCTUYHWUIA  LEHTP NpMBaTHOIO MiAMNPUEMCTBA  «ACKMENi», BifOKpeMIeHNI
CTPYKTYpHUIA nigpo3ain (BiggineHHs) Nel, m. J1bBiB

3. | A.M.H., npoch. AHapawko HO.B.

JlikyBaNbHO-AiarHOCTUYHWIA LEHTP NPMBATHOTO NignpuemMcTBa «Ackenin», NoaikniHiyHe BigaineHHs,
M. YXXropog

4, K.M.H. I'ycak O.C.

MeanuHWA LeHTp ToBapucTBa 3 0OMEXEHO BiAnoBiAA/IbHICTIO «MeanyHUin LeHTP «KoHcuniym
Megikan», KMiHIKo-KOHCYNbTaTUBHE BigAiNeHHsA, M. KuiB

3. OHOBMEeHWiA NPOTOKOA KAMiHIYHOrO BUNpoGyBaHHA, Bepcia 4 Big 14 6epe3Hs 2023 p.; OHoBMeHa
dopma iHhopmoBaHoI 3roau, Bepcia 5.0 Ana YKkpaiHu yKkpaiHCbKOO MOBOIO Bifg 13 uepBHsa 2023 p. Ha
OCHOBI MalicTep-Bepcii chopmu iHpopMoBaHoi 3rogu ana pgocnigpkeHHa WO42633, Bepcisa 5 Big 15
6epes3Hs 2023 p.; ONUTYBa/IbHUK 3BOPOTHLOIO 3B’AI3KY 3 YYaCHUKOM pgocnimkeHHs (SPFQ) Bepcia 1.0
YKpaiHCbKOIO Ta pociiicbkolo MoBamu; WO42633 IHdopmMauiliHUA GloNleTeHb ANA  YYACHUKIB
pocnipkeHHa ASTEFANIA, Bunyck 2, Big ntotoro 2023 poky; foapatok 1, Big uepBHs 2023 go Gpowypu
pocnigHuka gna Tpactysymady emtaHcuHy (RO5304020, Kagcina®), Bepcia 17, rpyaeHb 2022 p. Ao
NPOTOKONY  KMiHIYHOrO  AocnipkeHHs «PaHgomisoBaHe, nofgiiHe cnine, nnaue60-KOHTpPosiboBaHe
pocnimpkeHHs dasu Il gna ouiHkM edpeKTUBHOCTI Ta 6€3neYHOCTi af’toBaHTHOI Tepanii ate3onisymabom abo
nnauebo y KombiHauii 3 TpacTtysyma6om eMTaHCMHOM Y nauieHTiB i3 HER2-No3UTMBHUM pakoM MOOYHOT
3a/1031 3 BUCOKMM PU3NKOM peLMauBY Micns nepegonepaliiiHoi Tepanii», kog, gocnimxkeHHs WO42633, Bepcis
3 Big 23 noTtoro 2022 p.; cnoHcop - ®.XohdmaHH-/15 Pow /114, LBeliyapis

3aaBHUK - TOBApPUCTBO 3 0OMEXEHOI0 BifNoBiAasIbHICTIO «PoLl YKpaiHa»

4. OHOBEHMIT NPOTOKOJ KAiHiYHOro gocnimkeHHs CLI-06001AA1-04, Bepcisa 5.0 Big 03 6epe3Ha 2023
POKy aHrfiiicbkoo MoBOK; OHoBieHe flocbe gocnimkyBaHoro npenapary CHF 6001 (NEXThaler®)
(xop, pokymeHTy CCD-IMPD-6001-003-FAP-0075), Bepcis 8.0 Big 13 rpyaHs 2022 poky; MoaoBXeHHS
TepMmiHy npugatHocTi gocnigxysaHoro npenapatry CHF 6001 (NEXThaler®) 3 18 pao 24 micsuiB;
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OHoBneHe [locbe gocnipkyBaHoro npenaparty nnaue6o go CHF 6001 (NEXThaler®) (kog AOKYMEHTY
CCD-IMPD-6001-004-FAP-0094), Bepcia 6.0 Big 21 Gepe3Hsa 2023 poky; IHopmauiliHMiA NUCTOK
ydyacHuka Ta dopma iHopmoBaHOI 3rogM Ha ydyacTb Y K/iHIYHOMY pfochifjKeHHi 3 KoAoMm
CLI-06001AA1-04, nocnimkeHHA PILASTER, Bepcis 4.0 Big 28 6epe3Hs 2023 pokKy aHrilicCbKOK MOBOIO;
IHhbopmauiiiHMiA NMCTOK yuyacHuka Ta @Popma iHPOPMOBAHOI 3rogM Ha y4yacTb Y K/iHIYHOMY
pocnipxeHHi 3 kogom CLI-06001AA1-04, nocnigpkeHHs PILASTER, Bepcis 4.0 Big 28 6epe3HA 2023 poKy
yKpaiHCbKoo MoBO; CLI-06001AA1-04 Jluct p[o nikapsa 3aranbHOi npaktuku_B3.0_OcTtaTtouyHa
Maiictep-Bepcisi_14 6Gepe3Ha 2023 p. aHrniicbkolo MoBow; CLI-06001AA1-04_Jluct po nikaps
3arasibHOI npakTukn_B3.0_OcTtatouHa MalicTep-Bepcif_14 G6epe3Hsa 2023 p. yKpaiHCbKOK MOBOIO;
CLI-06001AA1-04_Byknet ana oTpuMmaHHaA 3rogn_Bepcis 3.0_31 6epe3Ha 2023 p._yKpaiHCbKOIO MOBOIO
Ansa Ykpainum; CLI-06001AA1-04_Jinct go nikapa_sepcis 3.0_23 6epe3HA 2023 p._yKpaiHCbKOO MOBOIO
ANna YKpaiHu; 3miHa BignoBiga/IbHOro AocnigHuKa y Micui npoBeAeHHs KMiHIYHOro BUNpPoo6yBaHHA [0
MPOTOKO/TY K/iHIYHOTO AOCAIMKEHHNA «52-TKHEBE, paHAOMi30BaHe, NoABiliHe cnine, nauebo KOHTPO/IbOBaHe
OOCNIMKEHHS Y NapaniesibH1X rpynax 3 MeTOK OUiHKM e(peKkTUBHOCTI Ta 6e3nevHocTi ABOX [03 npenaparty
CHF6001 y chopmi Cyxoro nopoLuky Aas iHransui, wo gogalTbea A0 NiATPMMYHOYOT NOTPINHOT Tepanii y
nawieHTiB i3 XPOHIYHUM OOCTPYKTUBHMM 3aXBOPHOBAHHAM siereHb (XO3/1) Ta XPOHIYHMM OPOHXITOM», KOZ
pocnigpkeHHa CLI-06001AA1-04, sepcia 4.0 Big 18 6epe3Hsa 2022 poky; cnoHcop - «K'esi ®apmaLeBTivi
C.n.A.» [Chiesi Farmaceutici S.p.A.], ITanis

3asBHUK - TOBAPUCTBO 3 0BMEXEHOI0 BiANOBiganbHICTIO «/TABKOPI KNIHIKA/T AEBE/TOMNMEHT YKPAIHA»

BYNO CTAJIO
3aB. Big. CmonsiHuid O.1. nikap HoeBocbonoga H0.€.
KomyHanbHe HeKoMepLUiiHe nignpuemcTBo | KomyHasibHe HeKoMepLUiiHe niANnpUEMCTBO

«Opecbka obnacHa KniHiyHa nikapHs» Opecbkoi | «Oaecbka o6nacHa KhiHiyHa nikapHa» Opaecbkol
obnacHoi pagu», NyNbMOHO/OrNYHE BiAAINEHHSs, | 06nacHoi pagu», MyNbMOHO/MOrYHE BiAAdiNeHHS,
M. Opeca M. Opeca

5. BKA4YeHHs p[opaTKOBUX Miclb MNPOBeAEeHHA KiHIYHOro BUNPOGYBaHHA; 3MiHA KiNbKOCTI
pocnigpkyBaHux B YKpaiHi 3 50 go 150 g0 npoTokosy KAiHIYHOro AocnigxeHHs «PaHAomizoBaHe, noagiiHe
cnine, nnauebo-KOHTPO/IbOBaHe K/iHIYHE pocnimxeHHs dasu Il gna ouiHkM edekTMBHOCTI Ta 6e3neYHOCTi
KoGiToniMoAy K iHAYKUiHOI Ta NigTPUMYOUOi Tepanii B yY4aCHUKIB 3 akTUBHMM JiBOGIYHUM BUPA3KOBUM
KONITOM NOMipHOro abo TsxXKoro nepebiry», kog gocnimkeHHs CSUC-01/21, sepcia 2.1 Big 09 uepsHa 2021
poky; cnoHcop - Infekc ®apmactoTikan3 Ab, LBeuisa / InDex Pharmaceuticals, Sweden

3aaBHuK - TOB «MAPEKCEJT YkpaiHa»

Ne MN.1.6. BignoBiga/ibHOro AocnigHMKa

n/n HasBa micLs npoBeAeHHs K/iHIYHOTo BUNPOGYBaHHS

1. | nikap bapaHeHko B.M.

MeaunuHuin LeHTp «YHiBepcasibHa KiHika «O6epir» ToBapucTBa 3 0OMEXEHOI BiANOBILAbHICTIO
«KanuTan», KNiHiko-KoHCy/ibTaTUBHE BigdiNneHHs, M. Kuis

2. | nikap BonkoB A.O.

KomyHanbHe nignpuemctBo «JlikapHa Nel» >XUTOMUPCBLKOT MICbKOI pagun, KOHCY/NbTaTUBHO-
NiKkyBasibHe BiafiNneHHs «HaykoBO-40CNIAHNLbKUIA LeHTP», M. XKutomup

6. 3miHa HasBM Micub MNpoBefEeHHA BUMNPOOYBAHHA [0 MNPOTOKO/Y KMIHIYHOTO  AOCNIAKEHHSA
«PaHgomi3oBaHe, NoggiiiHO-c/line, naueb0-KOHTPOIbOBaHe JOCIMKEHHS ddasun 2 A1 OLiHKN TECTUKYSIPHOI
6e3neyHocTi ¢pinroTiHiGy B J0POCNX YOJIOBIKIB i3 aKTUBHUMU 3ana/lbHUMU 3aXBOPHOBAHHAMU KULLKIBHUKA Bif,
NMOMIPHOIO [0 BAaXKOro CTYMNeHI TAXKOCTI», KoA focnimkeHHA GS-US-418-4279, nonpaska 6 Big 09 BepecHs
2022 poky; cnoHcop - Galapagos NV, benbris

3aaBHnKk - TOBAPWUCTBO 3 OBMEXEHOI BIAMNOBIJANBHICTIO «®APMACBIOTIKAN PICEPY
ACCOYLIVENTC YKPAIHA» (TOB «®PA YKPATHA»)

BYNO CTANO

A.M.H. FTonosyeHko O.I. 4.M.H. FTonoyeHko O.l.

MeguuHuii ueHTp TOB «Xenc KniHik», MeguuyHuii | ToBapucTBO 3 OGMEXEHOK BignoBiganbHiCTIO
KNiHIYHWiA JocnigHnUbKMIA LeHTp, Biagin | «MegunuHuii LleHtp Xenc KniHik», MeanuHuii
racTpoeHTeposIorii, renatonorii Ta eHAOKPUHOOTT, | KIiHIYHWIA [OCNiAHULBKWIA LeHTp, Big4in
M. BiHHMLA racTpoeHTeposorii, renartonorii Ta eHAoKPUHONOTil,

M. BiHHMUSA
K.M.H. ly6oBuii B.A. K.M.H. ly6oBwuii B.A.




Nel8, | KomyHanbHe  HeKoMmepuiiiHe nigNnpueMCTBO
«KniBcbka Micbka KniHiyHa nikapHa Ne18»
BMKOHaB4Yoro opraHy KuiBCbKOi MiCbKOi paau
(KuiBCcbKOi MiCbKOi AepXaBHOI agMiHicTpauii),
NPOKTOOriYHe BiAAieHHs, M. K1iB

KniBcbka MicbKa KniHiuHa nikapHA
NPOKTO/IOTYHE BigAiIeHHSA, M. KWiB

7. KopoTka xapaktepucTuka Jsiikapcbkoro 3aco6y Rybelsus Big 03 TpaBHA 2023 p., aHrNilicbKOLO
MOBOI0; 3MiHa BignoBigaNbHOro [OC/AIAHUKA MiCUA NpoBefeHHss BUNPOGOBYBAHHA [0 MNPOTOKOMY
KniHiYHOro gocnimkeHHs «PaHgomizoBaHe noAgiliHe cine nnaueb0-KOHTPONbOBaHe KAiHIYHE A0CNiaXKEHHS,
LLIO BUBYAE eheKTUBHICTb Ta 6e3neKy 3aCTOCYBaHHS NepopasibHOro ceMarnyTuay y nauieHTiB i3 Mo4aTkoBO
cTagieto xBopobu Anburelimvepa (EVOKE)», kog gocnigpkeHHs NN6535-4730, dhiHanbHa Bepcis 10.0 Big 20
rpygHa 2022 p.; cnoHcop - Novo Nordisk A/S, Denmark

3aaBHUK - TOB «HoBO Hopgick YkpaiHa»

BYNO CTANO

O.M.H., npodp. BaunHcbka H.HO.

K.M.H. XoniH B.O.

[JepxaBHa ycTaHoBa «IHCTUTYT repoHTONOrT iMEHI
[.®. YeboTapboBa HAMH YkpaiHu», Biaain BiKOBOT
doisioniorii Ta naronorii HEpPBOBOI cUCTEMU, M. Knis

[JepxaBHa ycTaHoBa «IHCTUTYT repoHTOSOrIT iMEHI
[.®. YeboTtapboBa HAMH YkpaiHu», Biaain BiKOBOT
coisionorii Ta naTonorii HepBOBOI cUcTEMN, M. Knis

8. ®opma iHthopmoBaHOi 3roau, Bepcia 6.0 onsa YKpaiHn yKpaiHCbKOI0 MOBOlo Bif 15 uepBHA 2023 p. Ha
OCHOBI MmaiicTtep-Bepcii coopmu iHchopmMoBaHOi 3roan gna gocnimkeHHAa GN41791, Bepcia 7 Big 12
TpaBHA 2023 p.; 3miHa Ha3BU Micusa npoBeAeHHsT BUNPOOGYBaHHA; 3MiHa Micusa npoBeAeHHSA
BUNPOOYBAHHA [0 MPOTOKO/Y K/iHIYHOro pgocnimkeHHs «BAFATOLUEHTPOBE PAHOOMISOBAHE
MOABINHE CNINE AOCNIAKEHHA ®A3U 11l Y MAPANENBHUX FPYMAX 3 NOABIMHUM KOHTPOJ/IEM
MAIAUEBO ANA OUIHKN E®EKTMBHOCTI TA BE3MNEYHOCTI ®EHEBPYTUHIBY TMOPIBHAHO 3
OKPENIBYMABOM Y [JOPOC/INX MAUIEHTIB 3 TMEPBVHHUM TMPOIPECYHOUUM PO3CIAHNM
CK/IEPO30M», kog pocnimxkeHHss GN41791, sepcisa 6 Big 08 notoro 2023 p.; cnoHcop - ®.XodmaHH-/14
Pow N1a, Weeiiuapisa

3aaBHUK - TOBApMCTBO 3 06MEXEHOI0 BiAMNOBIAAILHICTIO «Pow YkpaiHa»

BYJIO
K.M.H. XaByHka M.A.

CTAJNIO

K.M.H. XaByHka M.A.

KomMmyHanbHe HekomepuiiiHe NignpueMmcTBo «5-a | KOMyHasibHe  HeKoMepuiiiHe  nigNpPMeEMCTBO
MicbKa  K/iHiYHa nikapHa M. JibBOBa», | «J/IbBiBCbKe TepuTopianibHe MeguyHe
HeBPOJIOTiyHe BigaineHHsa, M. JIbBiB 06°egHaHHA «KniHiuHa nikapHA n1aHOBOroO
NniKyBaHHAl, peaOinitayii Ta  naniaTUBHOI
ponomorun», BigoKpeMsieHUiA nigposgin «5-a
NikapHsa», HEeBPOJIOriyHe BiafiNneHHs 3

MeAUYHOIo peabinitauieto, M. JIbBiB

BYNO CTANO
O.M.H., npod. Kanboyc O.l.
BigokpemneHunii CTPYKTYPHUWA
«YHiBepcuUTeTCbKa  KMiHiKa»
LepXaBHOro MeLUYHOro yHiBepcureTy,
BigAineHHsA HEeBPOJOTil, AHinpoBcbKuii
OEepPXXaBHUA MeguuHUIA yHiBepcuTeT, kadiegpa
HeBpoAorii, M. JHiNpo

K.M.H. Kanbbyc O.l.

KomyHanbHe nignpMemMcTBo
«[JHiNnponeTpoBCbKa OG/lacHA KJliHiYHA nikapHsA
im. LI MeuHunkoBa»  [JHiNpPoneTpPoBCbLKOI
o6nacHoi paau», BigaineHHA HeBponorii Nel,
AepxaBHuii 3aknapg, «HinponeTpoBCbKa
MeguuHa akagemia MO3 YkpaiHu», Kadegpa
HeBpoJorii, M. IHiNpo

nigposgin
AHinpoBCcbLKOro

9. 3miHa BignoBiganbHOro AocigHMKa Ta Micusl NpoBeAeHHA K/iHIYHOro BUNPoOGyBaHHSA [0 NPOTOKOY
KMiHIYHOrO JocnigpkeHHs «FLOW — BniiMB cemarnyTugy B MOPiBHAHHI 3 nnauebo Ha piBeHb MnoripweHHs
OYHKUIT HUPOK Y XBOPUX Ha LyKPOBUIA AiabeT T!n 2 pa3oM i3 XPOHIYHOK XBOPOOOH HUPOK», KOA, [OCAIIKEHHS
NN9535-4321, chiHanbHa Bepcia 4.0, Big 11 nuctonaga 2020; cnoHcop - Novo Nordisk A/S, Denmark
3asaBHUK - TOB «HoBo Hopgick YkpaiHa»

| BY/NIO CTAIO |




K.M.H. Ha6aHHa O.C.

KomyHanbHe HekomepuiiiHe nignpnemctBo «Micbka
nikapHa  NelO»  3anopisbkoi  MiCbKOi  pagwm,
BiagAineHHs Tepanii, M. 3anopixxa

B-M.H., npoch. Pywten I.M.

KomyHasnibHe HekomepuiiHe nignpMemcTBo «Micbka
nikapHa  NelO»  3anopisbkoi  MiCbKol  pajau,
TepaneBTUYHe BiaaineHHs, [epxaBHuii 3aknag
«3anopisbka MeguyHa akagemis
nicnaAMNAOMHOI ocBiTU MiHicTepcTBa OXOPOHU
300poB'A YKpaiHu», Kadpegpa Tepanil, KNiHiYHOT
chapmakosiorii Ta eHAOKPUHOANOTIi, M. 3anopixKs

10. OHoBneHa Bpowypa pgocnigHuka (Cemiplimab (REGN2810)), Bepcis 10 Big 14 6epes3Hsa 2023 p.,
aHrNificbKOK MOBOK [0 MPOTOKO/Y KNIHIMHOTO AO0ChimpKeHHs «MikHapoaHe, paHAoMi3oBaHe, Bigkpute
pocnimpkeHHst pasu 3 ans ouiHkm npenapaty REGN2810 (aHTuTina go PD-1) nopiBHAHO 3 XiMioTepanieto Ha
OCHOBI NpenapartiB N1aTUHK SK Tepanii nepLoi MiHiT B NauieHTiB i3 po3noBCoKeHNM abo meTacTaTuyHum PD-
L1-nO3UTUBHUM HeLPiGHOKTITUHHUM pakoM NiereHb», Kog, focnigxeHHs R2810-ONC-1624, 3 iHKOpNopoBaHoH
nonpaskoto 9 Big 13 TpasBHA 2020 p.; cnoHcop - Regeneron Pharmaceuticals, Inc., USA/ PemxeHepoH
dapmachkloTikanc, IHk., CLLUA

3anBHuK - TOB «KniHiuHi gocnimkeHHs AKOH», YkpaiHa

11. OHoBneHa Bpouwypa gocnigHuka (Cemiplimab (REGN2810)), Bepcia 10 Big 14 6epesHa 2023 p.,
aHrnincbKo MOBOIO; MoAoBXEHHA TPMBAIOCTI KJiHIYHOrO BUNpoGyBaHHA B YKpaiHi Ta B cBiTi go 30
yepBHA 2025 poOKy A0 MPOTOKO/Y KiHIYHOrO BUNPOOYBaHHA «PaHaomizoBaHe AochigxeHHs 3 dhasu, Lo
CKMaflaeTbCsl i3 ABOX YacCTuH, KOMGiHaUil ueminnimady (aHTu- PD-1 aHTuTINA) Ta ABOKOMMOHEHTHOI CXeMu
ximioTepanii noxigHMMKn nnaTUHM y Tepanii NepLloi NiHil nauieHTam i3 po3noBCHOAKEHUM ab0 MeTacTaTUYHUM
HeAPiIGHOKNITUHHNM pakoM NereHb», ko aocnimpkeHHss R2810-ONC-16113, 3 nonpaskoto 5 Big 16 kBiTHs 2020
poKy; cnoHcop - Regeneron Pharmaceuticals, Inc., USA/ PepxeHepoH dapmacbtoTikanc, IHk., CLUA

3asaBHMK - TOB «KniHivHi gocnigpkeHHs AKoH», YKpaiHa

12. MpoTokon kniHiyHOro Bunpo6ysaHHs MK-3475-B68, 3 iHKopnopoBaHoio nonpaskoto 04 Big 06
uepBHA 2023 poKy, aHrNiliCbKOK MOBOIO; 3MiHA Ha3BU MicLsl NPOBeAEHHSA K/1iHIYHOTO BUNPOGYBaHHSA
[0 NPOTOKO/TY KNiHIYHOro BUNpo6yBaHHA «JocnimkeHHs |l hba3n neméponizymady (MK-3475) KOXHi 6 TVXHIB
y NauieHTIB 3 peuvaMBYOHOID ab0 pedpakTepHOK KMIAaCUYHOK NiMGOMOK XOMKKIHA abo y nauieHTiB 3
peunanByo4vo abo pedpakTepHOK NEPBMHHOK MediaCTUHaNIbHOK B- KPYNHOKAITUHHOK NiMGOMOK», Kog,
pocnipkeHHss MK-3475-B68, 3 iHkoprnopoBaHow nonpaBkoo 03 Big 16 BepecHs 2022 poky; CNOHcop -
TOB Mepk LWapn eHg doym, CLUA (Merck Sharp & Dohme LLC, USA)

3asiBHUK - TOBApUCTBO 3 06MEXEHOI0 BignoBigasbHICTI0 «MC/, YkpaiHa»

BYNO

CTAJIO

O.M.H., npodh. Kpsadok LA,

BiOAjiTIEHHSA
a[’t0BaHTHUX

ximioTepanii

MeTodiB  NiKyBaHHA, BiadiNeHHsA

nikyBaHHs, M. Knis

HauioHanbHWIA IHCTUTYT paKy, HaykoBO-gocigHe
remobnactosis  Ta

OHKOremartosorii 3 CEKTOpOM a/'toBaHTHUX METO/IB

O.M.H., npod). Kpsayok |.A.

AepxaBHe HeKoMepLiliHe nigNnpuemMcTBo
«HauioHanbHUiA  IHCTUTYT  paKy», HaykKoBO-
pocnigHe BigaineHHs XimiotTepanii remo61acTosiB Ta
af'toBaHTHUX  MeToAiB  NiKyBaHHA,  BiA4iNeHHA
OHKOremartosiorii 3 CEKTOPOM af’toBaHTHMX METOLIB

NikyBaHHs, M. K1iB

13. OHoBneHi po3ginu S.7.1 «Pe3lome WwoA0 cTabisIbHOCTI Ta BUCHOBKMU» (S.7.1 - RIM-REGQUAL-144258
v1.0), S.7.2 «[poTokon nicnsApeecTpayiiHoro BMBYEHHA CTaGiNbHOCTI Ta 30060B’A3aHHA LWOA0
cTabinbHocTi» (S.7.2 — RIM-REGQUAL-144263 v1.0), S.7.3 «aHi npo cTab6inbHicTb» (S.7.3 - RIM-
REGQUAL-144262 v1.0), P.8.2 «[lpotokon nicnspeecTpauiiHoro BMBYEHHA CTabGiNnbHOCTI Ta
3000B’A3aHHA WoAo ctabGinbHocTi» (P.8.2 - RIM-REGQUAL-144270 v1.0) gocbe AocnimKyBaHOro
nikapcbkoro 3aco6y Tiparonyma6, KOHUEHTpaT A/ po34uHy AO/19 BHYTPilWHbOBEHHUX iHdy3ii, 600
Mr/10 mn A0 NPOTOKOAIB KNiHIYHMX AocAigkKeHb: «PaHomi3oBaHe, NoAgiliHe cnine, Nnaue6o-KOHTPOIbOBaHe
chaszu Il pocnimkeHHs Tiparonymaoy (aHTU-TIGIT aHTUTINO) B KOMGiHaLiT 3 aTe30Mi3yMaboM y MOPIBHAHHI 3
nnaue6o B KoMbGiHaLii 3 are3onizymabom Yy MauieHTiB i3 paHiwe HenikoBaHWM MiCLEBO-NOLNPEHUM
Hepe3ekTabesnibHUM abo MeTtacTatuyHum PD-L1-cenektuBHUM HeApiGHOKNITMHHUM pPaKkoM JiereHb», Kof
pocnipkeHHs GO41717, sepcis 5 Big 04 nuctonaga 2022 p.; «PaHgomisoBaHe, nogsiiiHe cnine, nnaue6o-
KOHTpoOsiboBaHe dasu 1l gocnimkeHHs aTe3onisymady B NoeAHaHHi 3 Tiparosiymaoom (aHTU-TIGIT aHTuTINO)
abo 6e3 Tiparonymaby y nauieHTIB i3 Hepe3eKTabeNbHOW M/IOCKOKTITVUHHOK KapLMHOMOK CTPaBOXO4y, Ynst



KapuuHoMa He nporpecysasa nicnis pagukasibHOI XiMionpomeHeBoil Tepanii», kog focnimpkeHHs Y042137,
Bepcis 6 Big 08 rpyaHs 2022 p.; cnoHcop - ®.XoddmaHH-/15 Pow fTg, LBeiuapis
3aaBHUK - TOBApPUCTBO 3 OOMEXEHOI0 BifNoBiAas/IbHICTIO «PoL YKpaiHa»

14. 3anyuyeHHi AO0AATKOBUX MiCLb MPOBeAEHHA KNIHIYHOro BUNPOOYBaHHs; 3MiHa Ha3BU Micus
NpoBeAEeHHA KNiHIYHOro BUNpoG6yBaHHSA; 36i/IbLIEHHS 3an/laHOBaHOI KiIbKOCTI NaWieHTIB Ana YKpaiHu
3 90 ckpyHOBaHUX MauieHTiB A0 120 ckpMHOBaHUX NauieHTiB; MPoAoBXeHHA TPUBAIOCTI K/NiHIYHOro
BUNPOOYBaHHA B YKpaiHi Ao 30 uepBHA 2024 poKy [0 MPOTOKONY K/IHIYHOro gocnigxeHHs «dasza ll,
noAgiviHe cnine, paHAaomi3oBaHe, Naauebo KOHTPOsibOBaHe, Y NapanesibHuX rpynax, AOCNiMKEHHS 3 METOH
BMBYEHHS MOTEHUINHNX aHTUANCKIHETUYHUX BnactmeocTen CPL500036 (iHribiTop PDE10A) y nauieHTiB i3
XBOpO6OK [lapkiHCOHa, $iKi CTpaxaatoTb Bif AWUCKIHESIT, CnpuYMHEeHO! J1eBOAOMOK», KoA, AOCAIMKEHHS
03PDE2020, Bepcis 2.0. Big 16 nunHa 2021 poky; cnoHcop - Celon Pharma S.A, MNonbLwa

3asBHuK - TOB «CT AKALEMISA», YkpaiHa

Ne M.1.b. BignosigansHOro gocnigHuka

n/n Ha3Ba MicLisl npoBeAeHHs KNiHIYHOIo BUNPOOYBaHHS

1. | K.mea.H. Mockosko I".C.

MeguuHnii LeHTp ToBapucTBa 3 0OMEXEHOW BignoBiAanbHICTIO «MeguuHuii LeHTp «CanTem»,
NiKyBaNbHO-NPoduiNakTMUHWiA Biaais, M. BiHHMLS

2. | nikap Muxainnoscbka H.O.

MeanyHWii LEeHTP TOBapuCcTBa 3 OOMEXEHOK BiANOBIAA/IBHICTIO «MeguyHuii LeHTp «KoHcuniym
Megaikan», ctauioHapHe BigaineHHs, M. Knis

BYNO
O.M.H., npodh. JemyeHko A.B.
HaBuanbHO-HayKOBWUiA MeAUYHUIA LeHTp
«YHiBepcuTeTcbKa KniHika 3[IMY», HeBposioriyHe
BiOAI/IEHHA,  UEHTp  BeretaTMBHUX  PO3Napgis,
M. 3anopixxs

CTANIO
A.mefd.H., npodh. JemyeHko A.B.
HaBuasibHO-HayKOBWMii MeAUYHUA LeHTp
«YHiBepcuTeTCbKa KNiHiKa» 3anopisbKoro
AepXxaBHoro MeAuKo-thapMaLeBTUHHOIO
yHiBepCcUTeTY, HEeBpONOriyHe BigdiNeHHA, LeHTp
BeretatuBHMX po3nagis, M. 3anopixxs

15. 3miHa BignoBigasbHOro pocnigHukKa; 3miHa Ha3BM MiCLAA NPOBEAEHHSA KMiHIYHOTO BUNPOOGYyBaHHSA
[0 NPOTOKO/Y KANiHIYHOro AoCiMKeHHS1 «PaHgomi3oBaHe, BigKpuTe KiiHiuHe gocnigkeHHs |l dpasn nopiBHAHHS
nemoponisymady Ta OpeHTyKCumabdy BeAOTVMHY Y NaLUieHTIB 3 peuuamByovold abo pesncTEeHTHOK A0
NiKyBaHHSs Kacn4Ho NiMdhoMor XomxkKiHax», kog gocnimpkeHHss MK-3475-204, 3 iHKOpnopoBaHO0 NonpaBKoo
06 Big 24 yepBHA 2022; cnoHcop - TOB Mepk Wapn eHp Joym, CLUA (Merck Sharp & Dohme LLC, USA)
3anBHUK - TOBApUCTBO 3 0OMEXEHO0 BiAnoBiganbHicTio «MC/L YkpaiHa»

BY/NO CTAJNIO
K.M.H. TpyxiH A.B. nikap KpacHorpygb HO0.C.
KomyHanbHe HekomepLiiiHe nignpnemctao | KomyHanbHe HekomepLiiiHe nignpuemMcTBo
«Opecbkuit perioHas1bHUiA KMiHiYHW | «Ofecbkuii perioHas1bHUiA KNiHIYHWI

NPOTUMYXIMHHUIA LeHTP» Ofecbkoi 06/1acHOT paaw,
BiaAineHHs ximioTepanii, M. Ogeca

NPOTUNYXINHHWIA LeHTP» Ofecbkol 061acHOT paau,
BiAAiNeHHA ximioTepanii, M. Ogeca

BYJO

CTAJIO

O.M.H. Kpsa4ok |.A.
KniHika HauioHanbHOro iHCTUTYTY paky, HaykoBO-
JocnigHe BigaineHHs ximiotepanii remo6,1acTosis Ta
af'loBaHTHUX  MeTodiB  NiKyBaHHSA,  BiadineHHsA
OHKOremarosiorii 3 CEKTOPOM af toBaHTHUX METOZiB
nikyBaHHs, M. Kuis

O.M.H., npod. Kpsivok |.A.

AepxaBHe HeKomepLuiliHe nignpMemMcTBO
«HauioHanbHWIF  IHCTUTYT  paky», HayKoBO-
JocnigHe BigaineHHs ximiotepanii remo61acTosis Ta
af'loBaHTHNUX  METOAIB  NiKyBaHHA, BigdinNeHHsA
OHKOremartosorii 3 CEKTOPOM af’'toBaHTHUX MeTOfiB

NikyBaHHs, M. Knis

16. MpoTtokon EX6018-4758, Bepcia 11.0, diHanbHa, Big 17 TpaBHA 2023 p. (Protocol EX6018-4758,
version 11.0, Final, dated 17 May 2023); lonoBHeHHs | 80 npoToKony: MNoGasibHUiA Nepenik KYOBUX
cniBpoGITHMKIB Ta BignoBigHMUX BigainiB, Bepcia 6.0, ciHanbHa, Big 23 TpaBHA 2023 p. (Protocol
Attachment I. Global list of key staff and relevant departments and suppliers of clinical relevance,
version 6.0, Final, dated 23 May 2023); 3miHa Ha3BW, KOHLEHTpauil Ta MNEepPBUHHOI YMaKOBKU
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[OCNipKyBaHOro NikapCcbKoro 3aco6y; HoBi Ta OHOBJIEHI pO3Ainu 40CbE AOCNIAKYBAHOIO J1iKAPCbKOro
3acooy NN6018 Ziltivekimab subcutaneous administration (CMC update): Pos3gin 3.2.S.2 «Drug
Substance. Ziltivekimab. Manufacture. Drug Substance Process C», Bepcia 1.0, chiHanbHa, Big 11
TpaBHaA 2023 (v.1.0, final, dated 11 May 2023); Pospgin 3.2.5.3 «Drug Substance. Ziltivekimab.
Characterisation», Bepcia 3.0, chiHanbHa, Big 29 6epe3Hsa 2023 (v.3.0, final, dated 29 March 2023);
Po3pgin 3.2.S.4 «Drug Substance. Ziltivekimab. Control of Drug Substance. Drug Substance Process
C», Bepcifi 1.0, piHanbHa, Big 23 nuctonaga 2022 (v.1.0, final, dated 23 November 2022); Po3pgin 3.2.S.5
«Drug Substance. Ziltivekimab. Reference Standards or Materials», Bepcia 4.0, cpiHanbHa, Big 12
KBiTHA 2023 (v.4.0, final, dated 12 April 2023); Po3pgin 3.2.S.6 «Drug Substance. Ziltivekimab. Container
Closure System. Drug Substance Process C», Bepcia 1.0, piHanbHa, Big 23 nuctonaga 2022 (v.1.0,
final, dated 23 November 2022); Po3gin 3.2.S.7 «Drug Substance. Ziltivekimab. Stability», Bepcis 2.0,
thiHanbHa, Big 03 TpaBHAa 2023 (v.2.0, final, dated 03 May 2023); Po3pgin 3.2.P.1 «Drug Product.
Ziltivekimab C. Description and Composition of the Drug Product», Bepcia 1.0, diHanbHa, Big 28
6epe3Ha 2023 (v.1.0, final, dated 28 March 2023); Posgin 3.2.P.2 «Drug Product. Ziltivekimab.
Pharmaceutical Development», Bepcis 2.0, chiHanbHa, Big 29 6epe3Hs 2023 (v.2.0, final, dated 29 March
2023); Pospgin 3.2.P.3 «Drug Product. Ziltivekimab C. Manufacture», Bepcia 2.0, ciHanbHa, Bif, 28
6epesHa 2023 (v.2.0, final, dated 28 March 2023); Po3gin 3.2.P.5 «Drug Product. Ziltivekimab C. Control
of Drug Product», Bepcis 2.0, chiHanbHa, Big 03 kBiTHA 2023 (v.2.0, final, dated 03 April 2023); Po3gin
3.2.P.7 «Drug Product. DV3430 pen-injector. Container Closure System», Bepcis 1.0, cpiHanbHa, Big 28
nucronaga 2022 (v.1.0, final, dated 28 November 2022); Po3gin 3.2.P.8 «Drug Product. Ziltivekimab C.
Stability», Bepcis 2.0, chiHanbHa, Big 29 6epe3Hsa 2023 (v.2.0, final, dated 29 March 2023); Po3gin 3.2.P
«Placebo Product. Ziltivekimab C. Placebo», Bepcisa 1.0, chiHanbHa, Big 31 6epe3Hsa 2023 (v.1.0, final,
dated 31 March 2023); IHdopmanis nNpPo BUPOGHMUI AINAHKKU, AKI 3a/lydeHi B BUPOOHULTBO
JocnigxyBaHoro nikapcbkoro 3aco6y: Novo Nordisk A/S; Site address: Novo Nordisk Park Malgv,
2760, Denmark; Novo Nordisk A/S; Site address: Brennum Park, Hilleroed, 3400, Denmark; Novo
Nordisk AIS; Site address: Hagedornsvej 1, Gentofte, 2820, Denmark; Catalent Germany Schorndorf
GmbH; Site address: Steinbeisstrabe 1-2, Schorndorf, Baden-Wuerttemberg, 73614, Germany; Vetter
Pharma-Fertigung GmbH and Co. KG, Site address: Helmut-Vetter-Strasse 10, Schmalegg,
Ravensburg, Baden-Wuerttemberg 88213, Germany; Vetter Pharma-Fertigung GmbH and Co. KG, Site
address: Mooswiesen 2, Untereschach, Ravensburg, Baden-Wuerttemberg, 88214, Germany; Vetter
Pharma-Fertigung GmbH and Co. KG, Site address: Schuetzenenstrasse 87, Ravensburg, Baden-
Wuerttemberg, 88212, Germany; Vetter Pharma-Fertigung GmbH and Co. KG, Site address:
Eisenbahnstrasse 2-4, Langenargen, Baden-Wuerttemberg, 88085, Germany; 3pa3ku €TUKETOK Ha
npenapar AgocnipkeHHa 3intiBekimaé C 30 mr/imn | nnaue6o y wnpuu-pyykax; IHCTpykuia 3i
3actocyBaHHA npuctpoto DV3430SDD_A 3 npenapatom gocnimkeHHs 3intiBekimaé C 30 mr/imn /
nnauye6o, Bepcia DFU_DV3430SDD_A, v.4.0_UA(UK); IHchopmauis ana yyacHuka Ta dopma 3rogm Ha
yyacTtb y gocnigkeHHi 5.0-UA(UK), chiHanbHa, Big 26 uepBHA 2023, yKpaiHCbKOIO MOBOIO; IHhopmau,is
AN ydacHuKa Ta @Popma 3rogu Ha yuacTb AN1A nonepeaHbLOro CKpuHiHry, sepcia 5.0-UA(UK), chiHanbHa,
Bif 26 yepBHA 2023, YKPAIHCLKOK MOBOIO [10 NPOTOKO/TY KNiHIYHOro BUNpoByBaHHA «JocnimpkeHHa ZEUS -
Brnnve sintiBekiMaby MOpiBHAHO 3 nauebo Ha cepueBO-CYAMHHI HACNigKM B YY4ACHWUKIB 3 AiarHOCTOBaHUM
aTepOCKNEPOTUYHUM 3aXBOPIOBAHHAM CEPLLEBO-CYAMHHOI CUCTEMU, XPOHIYHOK XBOPOOO HMPOK | CUCTEMHUM
3ananeHHsaM», Ko gocnimkeHHs EX6018-4758, sepcis 9.0, hiHanbHa, Big 30 nuctonana 2022 p. (version 9.0,
Final, dated 30 November 2022); cnoHcop - Novo Nordisk A/S, Denmark

3asaBHUK - TOB «HoBo Hopgick YkpaiHa»

BYNO CTANO
3inmisekima6 B 15m2/mn, oOHOpa3sosuli | 3inmisekima6 C 30 wme/mn, oOHOpaszosa
nonepeoHbO 3anosHeHUl wnpuy (1 mn) nonepeoHbLO 3anosHeHa wnpuy-pydka (0,5 msa)

17. NucT-po3’acHeHHsA Big, 30 TpaBHA 2023 poky Ao MpoToKony KNiHiYHOro BUNnpoG6yBaHHA BJT-778-001,
Bepcis 1.0 Big 28 XXoBTHA 2022 poKy, aHINilicbKOI0 MOBOLO; JIUCT-po3’sicHeHHA Big, 08 uepBHs 2023 poky
po Mpotokony kniHiyHoro Bunpo6yBaHHs BJT-778-001, Bepcina 1.0 Big 28 XOBTHA 2022 poky,
aHrniicbKkol MoBOLO; 306iNblIEHHA KiNIbKOCTi nauieHTiB B YKpaiHi 3 20 go 50 oci6 go npotokony
KMiHIYHOrO gocnimpkeHHsa «®a3a 1/2a, paHaoMizoBaHe, niaueb0-KOHTPOIboBaHe AOCAIMKEHHA AN OLiHKU
6e3rnekn, NepeHoCcUMOocCTi, hapMaKkoKiHETUKN Ta NPOTUBIPYCHOI akTUBHOCTI npenapaTty BJT-778 y 300poBux
[06pOBO/IbLIB Ta NALEHTIB i3 XPOHIYHOK iH(PEKLiED Bipycy renatuty B, BKAKOYaOUM NayieHTiB i3 XPOHIYHO
iHdbekuieto Bipycy renatuty D», kog gocnimpkeHHa BJIT-778-001, Bepcis 1.0 Big 28 XoBTHA 2022 pokKy; CNOHCOP
- bropxken TepanbloTike, IHK. [Bluejay Therapeutics, Inc.], CLUA

3aaBHuK - TOB «APEHCIA EKCINJIOPATOPI MEAICIH», YkpaiHa



18. IHchopmMauiiiHMiA NUCT [0 y4yacHUKIB AOCNiMKEHHSAs Ha A[oAaTKOBOMY eTani nojanbluoro
crnocrepexeHHs Ana YKpaiHu Big 06 yepBHs 2023 p., Ha ocHOBI MpoTokony, peaakuisa 2 Big 30 yepBHA
2022 p, ocTtaTOuYHMiT Nepeknag 3 aHrNiicbKoOi MOBU Ha YKpaiHCbKY MOBY Big 22 uyepBHA 2023 p.,
OCTaTOUHMWIA Nepeknag 3 aHIMiNCbKOI MOBU Ha POCIlicbKy MOBY Bif, 22 uepBHA 2023 p.; NoaoBXeHHsA
TpMBaNnocCTi NPOBeAEHHA KNiHIYHOro BUMNPOGYBaHHA B YKpaiHi o 31 rpygHa 2025 p. o npoToKony
KNiHIYHOro focnimkeHHsA «PaHaomi3oBaHe KOHTpOsiboBaHe AocnimpkeHHs Il dasu 3 MeToro nopiBHANBHOT
OLiHKM NaKpUTUHIOY Ta Nnpenaparty 3a BU60OPOM flikapsi NPK JliKyBaHHI NaLEHTIB i3 NEPBUHHMM MIENOQIGPO30M
ab0 MiennohibpPo30M, LLLO PO3BMHYBCS NIC/S CNPABXHLOT MNOMILMTEMIT UM eCeHUiaIbHOT TpOMOOoLUTEMIT, B AKX
BiA3HAYaETbLCA TSHKKa TpombouuToneHis (piBeHb TpombounTtiB <50 000/mkn)», koA gocnigpkeHHss PAC303,
pegakuis 2 Big 30 yepBHA 2022 p.; cnoHcop - «Ci Ti Ain bio®apma KopnopeiiwH» [CTI BioPharma Corp.],
CWA

3asBHuK - TOBAPVICTBO 3 OEMEXXEHOIO BIAMOBIAANBHICTHO «Ml EC AN-YKPAIHA»

19. Bpouwypa gocnigHuka gocnigKyBaHoOro nikapcbKoro 3aco6y ikneneptuH (Bl 425809), Bepcis 13 Big
07 uepBHsA 2023 poKy, aHIiliCbKOKO MOBOIO; NOAOBXEHHA K/1iHIYHOro BUNPoGOyBaHHA B YKpaiHi go 31
CiuHA 2025 poky [0 MPOTOKOAY KAiHIYHOrO AocnimkeHHs «PaHAomizoBaHe, noAgiiHe cnine, nnaue6o-
KOHTpOsiboBaHe pocnimpkeHHA Il cha3n B napanesibHUX rpynax Afs OuiHKU e(peKTUBHOCTI Ta 6e3neyHoCTi
3aCTOCYBaHHA npenapaTy iknenepTuHy OAMH pa3 Ha A00y NpOTArom 26-TWXHEBOro nepiofy NikyBaHHSA B
nauieHTiB 3 wnsodpeHieto (CONNEX-2)», koa pgocnigxkeHHa 1346-0012, sepcis 2.0 Big, 27 XOBTHA 2022 poky;
cnoHcop - «bepiHrep IHrenbxaim PLIB Tm6X eHp Ko KM», ABcTpis / Boehringer Ingelheim RCV GmbH & Co
KG, Austria

3asBHYK - MignpremcTtso 3 100% iHo3eMHoto iHBecTuLje «AVK'IOBIA PAC YkpaiHa»

20. bpowypa gocnigHuka Lenvatinib (E7080), BugaHHsa 20 Big 06 uepBHA 2023 poKy, aHI/iACbKOLO
MoBOl0; 3MiHa Ha3BU Micus MNpoBeAEeHHA KNiHIYHOro BUMNPOOYBaHHA [0 MPOTOKO/Y KAiHIYHOro
JocnipkeHHa «Bigkpute, paHgoMizoBaHe gocnimkeHHs Il dasn gna ouiHkM edpekTMBHOCTI Ta 6e3neYvHOCTi
nemoponizymady (MK-3475) y kombiHauii 3 6ensytucgaHom (MK-6482) Ta neHsatuHioom (MK-7902), a6o
MK-1308A y koMb6iHaLii 3 IeHBaTUHIGOM MOPIBHAHO 3 NEMOPONI3yMaboM i IeHBATUHIOOM B AKOCTI MepLuol MiHiT
Tepanii 418 y4yacHWKIB 3 PO3MOBCIOKEHOH CBIT/IOKNITUHHOK HUPKOBO-KNITUHHOK KapLUHOMO», KOp,
pocnipkeHHs MK-6482-012, 3 iHkoprnopoBaHot rnonpaskoto 04 Big 12 BepecHa 2022 poky; crioHcop - TOB
Mepk LWapn eHa Aoym, CLUA (Merck Sharp & Dohme LLC, USA)

3asBHUK - TOBApUCTBO 3 0OMEXEHOI0 BiANoBiAasbHICTI0O «MC/[, YKpaiHa»

BYNO CTANO

aupekrtop MNapamoHos B.B. avpekrtop MNapamoHos B.B.

KomyHanbHe  HekomepuiiHe nignpuemcTBo | KOMyHasiIbHe  HeKOMepuiiiHe  NigNPUEMCTBO
«Yepkacbkuii o6nacHuii OHKOJMOriuHuii | «KniHiUHWIA  UeHTP oOHKonorii, remartonorii,
pucnaHcep YepkacbKoi 0GnacHOi  pagu», | TPaHCMIAHTOMOrNT Ta nasiaTUBHOI AoNoMOru
O6nacHwit LeHTp KNiHiYHOT OHKos10rii | YepKacbKoi oGnacHoi pagu», O6MacHUA LEHTP
(oHKOXIMiOTEpPaANeBTUYHMIA), M. Uepkacu KMIHIYHOT OHKOJOriT (OHKOXIMiOTepaneBTUYHWIA),

M. Yepkacu

21. bpowypa pgocnigHuka Lenvatinib (E7080), BugaHHa 20 Big 06 uepBHA 2023 poOKy, aHrNilfiCbKOLO
MOBOIO; 3MiHa Ha3BU MicuA NPOBEAEHHA KNiHIYHOrO BUNPOOYBaHHA [0 MPOTOKOJ/Y KAIHIYHOIO
OocnimKeHHs1 «BigkpuTe KniHivHe pocnimpkeHHsa || dasn, Wo npoBOAUTLCA B OAHIA rpyni Afs OLiHKK
nemobponisymaby B KOomGiHaUil 3 NeHBATMHIGOM B SKOCTI MepLlioi iHil fikyBaHHA B Y4acCHUKIB 3
PO3MOBCHOAXEHOK / METACTaTMUYHOK HECBIT/IOKMITUHHOK HUPKOBO-KMITUHHOK KapLUMHOMOK HUPKK (HCKHKKH)
(KEYNOTE-B61)», koa gocnimkeHHs MK-3475-B61, 3 iHkoprniopoBaHoto nonpaskoto 03 Big 04 cepnHs 2022
poky; cnoHcop - TOB Mepk LWapn eHg Aoym, CLUA (Merck Sharp & Dohme LLC, USA)

3aaBHUK - TOBApUCTBO 3 0OMEXEHOI0 BignoBiganbHicTio «MC/L YkpaiHa»

BYNO CTANO

AnpekTtop MNMapamoHos B.B. AvpekTop lNapamoHoB B.B.

KomyHanbHe  HekomepuiiiHe nignpuemcTBo | KOMyHanbHe  HekomepuiliHe  nNigNPUEMCTBO
«YepKacbkuii o6nacHwii OHKONOTiYHUA | «KNiHiYHMIA  ULEeHTP OHKoNOorii, remaTosoril,
pgucnaHcep YepkacbKoi o0GnacHoi  paau», | TpaHcnnaHTonorii Ta naniaTUBHOI AOMOMOru
obnacHuii LEeHTP KNiHIYHOT OHKOJOriT | YepkacbKoi 06nacHoOi pagw», ob6nacHwii UeHTp
(OHKOXiMiOTEPANeBTUYHMIA), M. Uepkacu KMIHIYHOT OHKONOrIT (OHKOXIMIOTEPaNEBTUYHUIA),

M. Yepkacu




22. bpouwypa gocnigHuka ABenyma6 (MSB0010718C), Bepcisa 13 Big 09 uepBHs 2023 poKy; 3MiHa Ha3BMU
MicusA nNpoBefeHHA BUMPOOGYBaHHA [0 NPOTOKOMY KiHIYHOIO JOCnigpKeHHA «baratoueHTpoBe, Bigkpute
pocnipkeHHs 11l dpasm 3actocyBaHHA nNpenapaTy aBenymaté (MSB0010718C) y NopiBHAHHI i3 3aCTOCYBaHHAM
[OBOXKOMMOHEHTHOT KOMGiHaUii Ha OCHOBI npenapartiB naaTtuHW Ak Tepanii nepwoi niHii npu PD-L1-
NMO3UTUBHOMY, PeLMAMBYIOHOMY He[pPiGHOKTITUHHOMY paky siereHi abo HeApiOHOKNITUHHOMY paky nereHi IV
cTagii», kof pocnimpkeHHs EMR 100070-005, sepcis 6.0 Big 03 ciyHA 2019 poky; cnoHcop - Merck KGaA,
HimeuunHa

3anBHuK - MignpuemcTso 3 100% iHo3emHol iHBecTuLjeto «AVK'IOBIA PAC YkpaiHa»

BYNO CTAJIO
ron. nikap Cokyp I.B. anpektop Cokyp I.B.
KomyHanbHuiA 3aknag XepCOHCbKOi 06nacHoi | KomyHanlbHe  HeKoMepuiliHe  MignpueMcTBO
pagn «XepCOHCbKUI OGIACHUII OHKOMOriUHUI | «XepCOHCbKUIA  perioHasIbHUA  OHKOMOTriYHUIA
pucnaHcep», ximiotepaneBTU4YHE BigAiNeHHs, LEeHTP» XepCcoHCbKOI o6nacHol paaum,
M. XepCOH, CMT. AHTOHIBKa BiAgineHHa ximioTepanii Ta OHKOremartonorii,
M. XepCOH, CMT. AHTOHIBKa

23. bpowypa gocnigHuka Lenvatinib (E7080), BugaHHsa 20 Big 06 uepBHA 2023 poKy, aHI/iACbLKOIO
MOBOIO [0 NPOTOKO/Y K/IHIYHOrO A[OC/igKeHHS «baratoueHTpoBe, paHAOMi30BaHe, MOABiiHe chine,
KOHTPO/IbOBaHe 3a AOMOMOroK akTUBHOMO npenapary KiiHiuHe gocnimkeHns [l dpasu gns ouiHkm 6e3nekn Ta
ebekTMBHOCTI neHBaTuHiOy (E7080/MK-7902) 3 nemb6ponisymabom (MK-3475) y noegHaHHi 3
TpaHcapTepiasibHo Ximioembonizauieto (TACE) nopiBHsHO 3 nposegeHHAM Tinbkn TACE y yvacHukiB 3
HEBW/IKOBHOIO / HeEMeTacTaTMYHOK renatouesntonsipHol kapuuHomow (LEAP-012)», kog AoChimXeHHs
MK-7902-012, 3 iHkoprnopoBaHoto nonpasBkoto 05 Big 28 nuctonaga 2022 poky; cnoHcop - TOB Mepk Wapn
eHg Aoym, CLLWA (Merck Sharp & Dohme LLC, USA)

3asiBHUK - TOBaApUCTBO 3 06MEXEHOI0 BignoBigasbHICTIO «MC/ YkpaiHa»

24. bpowypa gocnigHuka Lenvatinib (E7080), BugaHHsa 20 Big 06 uepBHA 2023 poKy, aHI/iACbLKOIO
MoBolo; bpowypa ana nauieHta, MK-7902-014 PB_EMEA_ykpaiHCbKO0 MOBOIO_AnA YkpaiHu_V05.1
[0 NPOTOKONY K/IHIYHOro AocnifxeHHs «PaHaoMizoBaHe gocnimpkeHHs |l pasu onsa ouiHkM ebekTMBHOCTI Ta
6e3neyHocTi nembponizymaby (MK-3475) y kombiHauii 3 neHBaTtuHioom (E7080/MK-7902) i ximioTeparnieto
NOPIBHAHO 3i CTaHAApPTHUM JliKyBaHHAM B SAKOCTI NepLuoi NiHil Tepanii Ana yyacHWKIB 3 MeTacTaTUYHOK
KapuMHOMOIO CcTpaBoxofy», Kog pgochnigxkeHHs MK-7902-014 (E7080-G000-320), 3 iHKOpropoBaHo
nonpaskoto 07 Big 17 6epe3Hsa 2023 poky; cnoHcop - TOB Mepk Wapn eHg Joym, CLUA (Merck Sharp & Dohme
LLC, USA)

3asBHUK - TOBApUCTBO 3 0OMEXEHOI0 BiANoBigasbHICTI0O «MC/[, YKpaiHa»

25. bpouypa gocnigHuka Ontamalimab, BugaHHs 12.0 Big 02 uepBHs 2023 poKy, aHINiiCbKOIO MOBOIO
00 MPOTOKOMY KNiHIYHOTO [AOCNifKeHHA «[JOBrocTpoKoBe po3WMpeHe AOoChipKeHHA da3n 3 ANA OUiHKK
6e3neyHocTi npenapaty SHP647 y naLieHTiB i3 BMpa3KkoBMM KOITOM abo XBOpo6o KpoHa cepefiHboro ta
BaXKKOTO CTyneHs TSXKOCTi (AIDA)», kog gocnimpxeHHsa SHP647-304, Bepcisa 3 nonpaskoto 4 Bif 21 BepecHs
2020 poky; cnoHcop - «Llaliep XbtomaH IxeHeTik Tepanis, IHK.» (Shire Human Genetic Therapies, Inc.),USA
3asnBHuWK - ToBapucTeo 3 ObmexeHot BignosigasbHicTio «KoHTpakTHO-ocnigHnubka OpraHisauis IHHogapm-
YkpaiHa»

26. 3miHa BignoBiganbHOro gocnigHuka; 3miHa Ha3BM Micus NpPoBeAeHHSA KNiHIYHOro BUNPOOYBaHHA
[0 NPOTOKOMY KMHIYHOro AocnimkeHHsa «MbkHapogHe, 6GaraToueHTpoBe, paHAOMi30BaHe, BiaKpuTe,
NOpPIBHASIbHE  [OCNIAXKEHHA pa3n 3 Mo BU3HAYEHHIO edeKTUBHOCTI AypBanymady um KoMOiHaLil
Jypsanymaby i Tpemenimymaby i3 nnatMHOBMICHOK XiMioTepanieto Ansa 1-i NiHii NikyBaHHA nauieHTiB 3
MeTacTaTUYHUM  HeApiOHOKMITUHHUM  pakoMm nereHis  (HOKPJ/1) (POSEIDON)», kopg — [OCNiAXKEHHS
D419MC00004, sepcia 7.0 Big 13 rpyaHa 2022p.; cnoHcop - AstraZeneca AB, Sweden

3asBHUK - TOB «<ACTPA3EHEKA YKPAIHA»

BYNO CTAJO
3aB. Big. LeBHA C.I. MepnvHuin pupektop CnoGogsaHiok IM.IN.
KomyHasibHe HekomepLiiHe nignpuemcTso | KomyHasnbHe HekomepLinHe niANpUeEMCTBO

«[MofiNbCbKMIA  perioHaNIbHUIA  LEHTP  OHKOAOTii | «[MOLIIbCbKUA  PerioHasIbHNIA  LLeHTP  OHKOJIOTIT
BiHHMUBKOT ~ 06nacHOi  paawn», BigAineHHsa | BiHHMLUbKOI o6nacHoi pagn», XimioTepaneBTUYHE
ximioTtepanii, M. BiHHMUSA BigAiNeHHA 3 NbKKaMU AeHHOro nepeodyBaHHs




| | nayjienTiB, M. BiHHMLS |

27. MopoBXeHHs1 TPMBANOCTI K/iHiYHOro Bunpo6ysaHHsA CL3-95005-007 B YkpaiHi Ao 30 xoBTHA 2023
POKY [0 NPOTOKOY KNiHIYHOTO AocCnimkeHHs «Bigkpute paHgomizoBaHe gocnimpkeHHs Il dpasu, sike nopiBHIOE
TpudnypuauH | Tunipaunn y noefHaHHi 3 6eBaunsyMmabom 1a MoHoTepanieto TpudnypuanH / Tunipauun y
nawieHTiB i3 pebpakTepHUM MeTacTaTUYHUM KOJIopeKTaulbHUM pakom (gocnigxeHHa SUNLIGHT)», kog
pocnigpkeHHa CL3-95005-007, dhiHanbHa Bepcia 2.1 Big 27 yepBHA 2022 p.; CNOHCOP - IHCTUTYT MiXKHAPO4HMX
pocnipkeHs «CEPB’E» (Institut de Recherches Internationales Servier (1.R.1.S.)), ®paHLis

3asnBHMK - TOBApMCTBO 3 0OMEXEHOI0 BiANOBIAasIbHICTIO «KLIP YkpaiHa»

28. bpowypa gocnigHuka S 95005 (TAS-102, Lonsurf®), Bepcia Ne 10 Big 09 TpaBHA 2023 p. Ao
NPOTOKONY K/IHIYHOrO AOCNigXeHHA «PaHgomizoBaHe, BigkpuTe KiHiuHe pocnigkeHHs 1l dasu
Tpudnypugunyl/tunipaymny (S 95005) y kombiHauyii 3 6eBayn3ymaboM y NOPIBHSAHHI 40 KaneuuTabiHy y
KOMbGiHaLii 3 6eBaum3ymaboM y nepLuili NiHii NikyBaHHA NaLiEHTIB 3 METACTAaTUYHMM KOJIOPEKTa/IbHUM PakoM,
AKi He € KaHguparamu onsa iHTeHcuBHOT Tepanii (gocnimpkeHHa SOLSTICE)», koa pocnigpkeHHs CL3-95005-
006, dhiHasibHa Bepcia 5 Bif 12 »oBTHA 2022, 3 iIHKOPNOPOBAHOK CYTTEBOK nonpaskoto Ne 5, Big, 12 )OBTHA
2022 pokKy; CNOHCOp - IHCTUTYT MiXHapogHux gocnigxeHbs «CEPB’E» (Institut de Recherches Internationales
Servier (1.R.1.S.)), ®paHLis

3asBHMK - TOBApMCTBO 3 06MEXEHO BiANOBIAasIbHICTIO «KLIP YkpaiHa»

29. Kaptka ana nauieHta «OHOBJ/IEHHA wWopao Baworo kniHiYHOro gocnimkeHHsa», Bepcia 1.0 Big
2023_05_09p. yKpaiHCbKO MOBOI; 3MiHA Ha3BU MICLUA NPOBEeAEHHA K/iHIYUHOro BMNPOGYBaHHA [0
NPOTOKONY KNIHIYHOTO AocnimkeHHs «PaHOomisoBaHe, BigkpuTe, 6aratoueHTpoBe gochigxeHHs Il dasn
AypBanymady Ta Tpemenimymady B SKOCTI Neplioi AiHii  NikyBaHHSA MauieHTiB 3  MOWUPEHUM
renatouesntonapHum pakom (HIMALAYA)», kog, pocnipkenHs D419CC00002, sepcia 7 Bif 22 BepecHs 2021
POKY ; cnoHcop - AstraZeneca AB, Sweden

3anBHUK - TOB «<ACTPA3EHEKA YKPAIHA»

BYNO CTA/O
K.M.H. OcTaneHko O.B. K.M.H. OcTaneHko FO.B.
HauioHanbHWii  IHCTUTYT  paKy, BiggineHHs | AepxaBHe HeKomepuiliHe niagnpuMemMcTBO
MasloiHBa3MBHOT Ta  €HAOCKOMiYHOiI  Xipypril, | «HayioHa/IbHWMIA  IHCTUTYT Ppaky», Bif4i/IEHHS
iHTEepPBEHLUINHOI pagionorii, M. Kuis MaJsioiHBa3MBHOI  Ta  €HOO0CKOMIYHOI  Xipyprii,
iHTepBEHLIiNHOT pagionorii, M. Knis

30. Bpowypa gocnigHuka S 95005 (TAS-102, Lonsurf®), Bepcia Ne 10 Big 09 TpaBHA 2023 p. Ao
NPOTOKONY KIHIYHOrO AoCnifpKeHHs «Bigkpute paHgomisoBaHe pgocnigkeHHs 1l casun, ske nopiBHIOE
TpudbnypuamnH / Tunipauun y noegHaHHi 3 6esaLn3ymabom Ta MoHOTepanietlo Tpudpnypugud / tunipaumn y
nawieHTiB i3 pehpakTepHUM MeTacTaTUYHUM KOJIopeKkTasibHUM pakom (pocnigxeHHs SUNLIGHT)», kog
pocnipkeHHa CL3-95005-007, chiHanbHa Bepcia 2.1 Big 27 yepsHA 2022 p.; CNOHCOP - IHCTUTYT MiKHapPO4HUX
pocnipkeHs «CEPB’E» (Institut de Recherches Internationales Servier (1.R.1.S.)), ®paHuis

3asaBHUK - TOBApPUCTBO 3 0OMEXEHOI0 BiAnNoBifasbHICTIO «KLP YkpaiHa»

31. 3miHa BignoBiganbHOro gocnigHuka; 3miHa Ha3B MiCLb NPOBEAEHHSA KNiHIYHOro BUNPOGYBaHHA [0
NPOTOKONY KMiHIYHOro gocnimpKkeHHs «PaHaoMi3oBaHe, 6araTolueHTpoBe, BiAKpUTE, MOPIBHANbHE AOCAIIKEHHS
Il pa3n gnsa Bu3HaveHHS edhekTUBHOCTI AypBanymady uv Komb6iHauii Jypsasnymatdy i Tpemenimymaby y
KOMOiHauii 3 nAaTMHOBMICHOK XiMioTepanierd Yy nepuwiid NiHil  AikyBaHHA nauieHTiB 3  MNOWUPEHUM
[OPIGHOKNITUHHUM pakom nereHiB (AP/) (KACMIAH)», kog gocnimpkeHHs D419QC00001, sepcis 6.0 Big 16
ciuHsa 2020 p.; cnoHcop - AstraZeneca AB, Sweden

3asBHUK - TOB «ACTPA3EHEKA YKPAIHA»

BYNO CTAJIO
3aB. Big. LeBHs C.M. nikap Cno6opgsHiok I'.I".
KomyHasnbHe HekoMepLiiHe nignpuMeMcTBO | KoMyHanbHe HekoMepLiiHe nignpMeEMCTBO

«[MofiNbCbKWii  perioHaNbHUn ~ LUEHTP  OHKOAOTrii | «[oAiIbCbKNA  perioHaslbHUIA ~ LLeHTP  OHKOJOTIT
BiHHMUbKOT ~ obnacHoi Pagun», BigAaineHHa | BiHHMUBKOI o6nacHoi Paau», xiMmioTepaneBTUUHE
ximioTtepanii, M. BiHHUUA BiAQiNEHHA 3 JIDKKAMWU AEHHOro nepeGyBaHHSA
nauieHTiB, M. BiHHMUSA




O.M.H., npody. BoHaapeHko |.M. O.M.H., npody. BoHaapeHko |.M.
KomyHanbHuii  3aknag  «JHinponetpoBcbka | KOMyHasibHe  HeKOmepuiiiHe  nigNPUEMCTBO
MicbKa 6araTtonpodisibHa KniHiuHa nikapHA Ned» | «Micbka KniHiuHa nikapHA Ned» [HIiNpoBCbLKOT

[HinponeTpoBCLKOI o6nacHoi paau», | MicbKOi pagu, XiMioTepaneBTu4He BigfiNneHHs 3
BigAineHHa ximiotepanii, AepxaBHuii 3aknap | AEHHUM cTauioHapowm, [HinpoBcbkuii
«[lHinponeTpoBCbKa MeauYHa akagemis | gepxaBHUA MeAUUHWIA YHiBepcuTeT, Kkadeapa

MiHicTepcTBa OXOpPOHU 3[0pPOB’A  YKpaiHu», | OHKO/IOTIi Ta MeanyHoi pagionorii, M. JHinpo
Kadpeapa oHKONOrii i MeauyHol pagionorii, M. JHinpo

32. Bpolypa gocnigHuKa JocnigKyBaHOro slikapcbKoro 3aco6y Ikcasomi6 (Ixazomib), BugaHHs 16 Big,
19 TtpaBHA 2023 pOKy, aHrNilicCbKOD MOBOK A0 NPOTOKOAY KAIHIMHOrO A0CAiMKEHHS «PaHaomizoBaHe,
nnauebo-KoOHTPOsIbOBaHe, NOABIiHE cnine AocnimkeHHs da3n 3 niATPMMYHUOro nikyBaHHs IkcasomiGom
Uutpatom (MLN9708) nns nepopanbHOro 3acTOCyBaHHS Yy NaLU€HTIB 3 MHOXWHHOK MIEIOMOK nicns
TpaHcnaaHTauil ayTonoriyHNX cToBOYPOBUX KIITUH», KOA AocnimxkeHHs C16019, Bepcis i3 nonpaskoto 04 Bif,
22 nuctonaga 2021 p.; cnoHcop - Takeda Development Center Americas, Inc. (CLUA)

3aaBHUK - ToBapncTBo 3 O6MexeHoo BignosigansHicTio «kKoHTpakTHO-AocnigHnubka OpraHisauis IHHodapM-
YkpaiHa»

33. OHoBneHa IHCTPyKLUiA i3 3acTOCyBaHHA AOCHiAXyBaHOro nikapcbkoro npenaparty (O/1M) ans
nauieHTa, pepakuisa 4 Big 08 TpaBHA 2023 p. 4O MPOTOKONY K/IIHIYHOrO BUMNPOOYBaHHA «[OCNIKEHHS 3
OUiHKM edpbekTMBHOCTI, 6e3ne4yHocTi Ta apmakoKIHETUKM Npu  3acTtocyBaHHi npenapaty IgPro20
(imyHOrnobyniHy ans NigWwKipHOro BBeAeHHs, XizeHTpa®) y A0pOCAMX NauieHTIB i3 gepmaTomio3ntom (AM) -
pocnipkeHHss RECLAIIM», ko gocnigxeHHs IgPro20_3007, nonpaska 4 Big 20 x0BTHS 2022 p.; CNOHCOP -
CSL Behring LLC, USA / CiEcEn bepidr EnEnCi, CLUA

3aaBHUK - TOB «AaBaHceq KniHikan», YkpaiHa

34. OHOBMEeHU NPOTOKON K/iHIUHOro BUNpoGyBaHHA MK-7339-009 3 iHkopnopoBaHoto nonpaskoto 03
Bifg 22 TpaBHA 2023 poKy, aHrniicbkolo moBot; MK-7339-009, JonoBHeHHA A0 iHcdopmauii Ta
AOKYMeHTY npo iHhopMoBaHy 3roay A5 nauieHTa, sepcis 00 Bif 28 uepBHA 2023 poOKy YKpPaiHCLKOIO
MOBOIO [0 MNPOTOKONY KIHIYHOro AocnimkeHHs «PaHoMi3oBaHe BiJKpuTe AOCNifKeHHA das3u 2 T1a 3
Onanapuby y kombGiHauii 3 [lembponisymaboM Yy MOPIBHAHHI 3 XimioTepanielo y KombGiHauii 3
Membponizymabom nicnsa iHAYKUiT KAIHIYHOI nepeBarn 3 MepLIot JliHIE XimioTepanii y KomGiHauil 3
Membponizymabom y nauieHTiB 3 MiCLLeBO-peLanBYOHMM HeonepabesibHUM abo MeTacTaTUYHMM NOTPINHO-
HeraTMBHMUM pakoMm MosodHoi 3an03u (TNBC) (KEYLYNK-009)», kog pocnimkeHHs MK-7339-009, 3
iHKoprnopoBaHoto nonpaskoto 02 Big, 18 TpaBHA 2022 poky; crioHcop - TOB Mepk LWapn eHg Joym, CLUA (Merck
Sharp & Dohme LLC, USA)

3aaBHUK - TOBApUCTBO 3 0OMEXEHOI0 BignoBiganbHicTio «MC/L YkpaiHa»

35. OHOBnEeHWI MPOTOKON KiiHIYHOrO BunpoGyBaHHA Ne BAY 80-6946 |/ 17833 Bepcia 8.0 3
iHTerpoBaHolo nonpaBkoo 09 Big 21 GepesHa 2023; OocnipxkeHHsa 17833, KopoTka oHOB/eHa
iHcpbopmauia ansa naudieHTa Ta dopma iHpopmoBaHoI 3rogu, Bepcisi 1.0 ana Ykpainu Big, 20 uepBHa 2023
P. YKPAIHCbKOIO Ta POCIliICbKOIO MOBaMu Ha OCHOBi KOPOTKOT OHOBJIEHOI iHpOopMaLuii A4ns nauyieHTa Ta
thopmu iHchopmoBaHoi 3rogu, Bepcii 1.0 ana YkpaiHm Big 31 G6epe3Hsa 2023 p. (octatouHa Bepcia
npoTtokony 8.0 Big 21 6epe3Ha 2023 p.) 40 NPOTOKOAY KNiHIYHOrO gocnigpkeHHs «dasa lll, paHagomizoBaHe,
noagiiHe cnine, KOHTPOJSIbOBaHe, OGaraToueHTpoBe AOCAiMKEHHS iHribiTopa PISK konaHnicioy 3
BHYTPILLHbOBEHHUM LUNSAXOM BBEAEHHS B KOMOIiHaLii i3 CTaH4apPTHOK iMyHOXiMiOTepanieto B MOPIBHAHHI 3
CTaHAapPTHOI IMyHOXIMIOTepanieto y NauieHTiB 3 peunanBoM iHAO0NEHTHOT HEXOMKKIHCLKOT nimdbomu (IHX) —
CHRONOS-4», kog pocnigpkeHHs BAY 80-6946 | 17833, Bepcia 7.0 3 iHTerposaHoto nonpaskoto 08 Big 14
cepnHsa 2019; cnoHcop - Baiiep Al, HimeuunHa

3anBHUK - TOB «baiiep», YkpaiHa

36. OHoBneHHA MpoTokony KniHiYHOro pgocnimkeHHa J2G-MC-JZJX, Bepcis 3 nonpasBkoto (g) Big, 28
KBiTHA 2023 pOKy aHr1iicbKoo MOBOI; OHOBNEeHHs IHhopmauii Ana nayieHTa gocnigpkeHHs Ta PopmMmu
IHcbopmoBaHOi 3rogn ans yyacTi y focnigkeHHi ANA BUKOPUCTAHHA B YKpaiHi YKpPaAiHCbKOIO MOBOIO,
Bepcifa Ne 4.0 Big 30 uepBHsa 2023 poky; OHoBneHHs IH(hopMmauii gnsa nadieHTa gocnigkeHHA Ta Popmu
IHcbopmoBaHOi 3rogn gnsa ydyacti y AOCNigKeHHi A1 BUKOPUCTaHHA B YKpaiHi pOCIiCbKOIO MOBOIO,
Bepcifa Ne 4.0 Big 30 uepBHsa 2023 poky; OHoBNeHHSs IHhopMmauil ansa nauieHTa gocnigkeHHA Ta Popmu
IHpopmoBaHoi 3rogu Ans nepexoay Ha iHWe NlikyBaHHA B paMKax AOC/iAKEeHHA AN BUKOPUCTaHHA B
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YKpaiHi ykpalHCbKolo MoBoto, Bepciaa Ne 4.0 Big, 30 uepBHA 2023 poKy; OHOBieHHA IHchopMmauil ans
nauieHTa gocnimpkeHHa Ta ®opmu IHhopmMoBaHoi 3roau ANsA nepexoay Ha iHWe JliKkyBaHHA B pamMKax
AOocnipKeHHs AN BUKOPUCTaHHSA B YKpaiHi pocilicbkoto MoBoto, Bepcia Ne 4.0 Big 30 uepBHsa 2023
poky; OHoBneHHA IHhopMauii Ansa nadieHTa gocnimkeHHA Ta dopmu IHhopmoBaHoi 3rogun ANA ydyacTi
y npoueanypi nonepeaHLOro BiAGOpYy [0 AOCNigXeHHA A1 BUKOPUCTAHHA B YKpalHi YKpaiHCbKOLOo
MoBoOt0, Bepcisi Ne 4.0 Big 03 nunHA 2023 poky; OHOBeHHs IH(hopMauii Ana nayieHTa AOCNiMKEHHS Ta
®dopma IHchopmoBaHoOi 3rogn AnA y4dacTi y npouenypi nonepegHbLOro Bif6opy A0 AOC/IAKEHHA ANA
BUKOPUCTaHHA B YKpaiHi pociiicbkolo moBoto, Bepcia Ne 4.0 Big 03 nunHa 2023 poKy 4O NPOTOKO/Y
KniHiyHoro pocnimkeHHss «LIBRETTO 432: TlMnauebo-koHTposibOBaHe MOABiiHE Ccriine paHaoMi3oBaHe
pocnimpkeHHss 3 a3y Ana  OUiHKM  afd’loBaHTHOI Tepanii  cennepkatuHIGoOM nicns  pagukasibHoT
JIOKOperioHapHoi Tepanii y nauieHTiB 3 HeApibHOKMITMHHMM pakom nereHi ctagii IB—IIIA 3 HasiBHiICTIO
riGpuagHoro reHa RET», koa gocnigxeHHs J2G-MC-JZJX, Bepcis 3 nonpaskoto (f) Big 03 cepriHa 2022 poky;
cnoHcop - Eni Ninni eng Komnai, CLWA / Eli Lilly and Company, USA

3aaBHuK - «Eni Ninni Boctok CA», LBeiiyapis

37. OHOBEHMIA NPOTOKON K/iHIYHOrO BUNpo6yBaHHA MK-3475-905, 3 iHkopnopoBaHoto nonpaskoto 09
Bif, 29 uepBHA 2023 poOKy, aHrNiiCbKOIO MOBO; 3MiHA Ha3B Micub MPOBEAEHHs KJ/liHIYHOro
BUNPOGYBaHHA [0 MPOTOKO/Y KMiHIYHOro focnimpkeHHs «PangomizoBaHe gocnigpkeHHs [l dasn gna ouiHkm
LMCTEKTOMIT B KOMOBIHaLi 3 nepionepawiiHum 3acToCyBaHHAM NeMOposiisymady Ta A/18 OLIHKU LUCTEKTOMIT B
KOMbGiHaujii 3 nepionepauiiHiM 3acToCyBaHHAM eHdopTymady BeAoTUHY Ta nemo6posiisymady MOPIiBHAHO 3
NPOBEAEHHAM TiNIbKN LUMCTEKTOMIT ANS yYAaCHUKIB 3 M'S1I30BO-iHBA3VIBHUM PakOM CEYOBOro Mixypa, SIKUM He
MOXHa MpPOBOAUTWN NiKyBaHHA UMCNAATUHOM abo $Ki  BiAMOBWAMCS Bif, NiKyBaHHS LUCNIATUHOM
(KEYNOTE-905/EV-303)», kop pochnigkeHHs MK-3475-905, 3 iHkoprniopoBaHow nonpaekoto 08 Big 01
nuctonaga 2022 poky; cnoHcop - TOB Mepk Wapn eHg Joym, CLUA (Merck Sharp & Dohme LLC, USA)
3aaBHUK - TOBApUCTBO 3 0OMEXEHOI0 BignoBiganbHicTio «MC/L YkpaiHa»

BYNO CTAJIO
AnpekTtop MNMapamoHos B.B. AvpekTop MNapamoHoB B.B.
KomyHanbHe  HekomepuiiiHe nignpuemcTBo | KOMyHaslbHe  HekomepLiliHe  nNigNPUEMCTBO
«YepkKacbkuii o6nacHwii OHKONOTiYHUIA | «KNiHiYHMA  UeHTP OHKonorii, remaTonorii,
AucnaHcep» Yepkacbkoi 06s1lacHOI paau», | TPAHCN/IAHTONMOrNT Ta MNaniaTUBHOI [OMNOMOrU
obnacHuii LEeHTP KNiHIYHOT OHKOJOriT | YepkacbKoi 06nacHoOi pagu», 061acHWil LEeHTP

(OHKOXiMiOTEPaNeBTUYHMIA), M. Uepkacu KNIHIYHOT  OHKO/Orii  (OHKOXIMIOTEpPaNeBTUYHWIA),
M. Yepkacu

aupektop Cokyp 1.B. pnpektop Cokyp 1.B.

KomyHanbHe HeKkomepuiiHe nignpMemMcTBo | KOmyHanbHe  HeKoMepuiliHe  MignpPMeMCTBO

«X€epCOHCbKUiA o6nacHu OHKOJIOTIYHUI | «XEPCOHCbKUI  perioHa/IbHUiA  OHKOMOTiYHNiA

AucnaHcep» XepcoOHCbKOI 0O6sacHOl paau, | LeHTp» XepCcoHCbLKOI o6nacHoi paaum,

ximioTepaneBTUYHe BigAiNeHHA, M. XepCcoH BigAineHHa ximioTepanii Ta OHKOoremaronorii,
M. XepcoH

38. OHoBneHwuii npoTokon (Bepcia 1.4 Big 03.07.2023); OHoBneHuii CuHoncuc Ao npotokony (Bepcis
1.4 Bipg 03.07.2023); OHOBNeHa IHhopMmauis ana nayieHTa Ta Popma IHpopMmoBaHOi 3roan nauieHTa Ha
yyacTb Y K/iHiYHOMY gocnimkeHHi (Bepcia 1.3 Big 03.07.2023); 3MiHa KiNlbKOCTI AOCiAKyBaHUX B CBITi
Ta YKpaiHi; 3mMiHa KOHTAKTHOI OCOOGM crnoHcopa A0 NPOTOKO/Y KAIHIYHOTO AOCHiMpKeHHSA «BigkpuTe,
GaraTtoueHTpoBe, MDKHApOAHE [AOCAifKEHHS edqIeKTUBHOCTI, 6e3neyYyHOCTi Ta MepeHOCMMOCTI npenapary
BioBeH, B1Upo6HMLUTBa TOB «biodhapma MNna3ma», y A0pOCANX NaLi€HTIB 3 XPOHIYHOK MEPBUHHOD iIMYyHHOIO
TpombouunToneHieto (ITM)», kog aocnimkeHHs 2021-BV-ITP-BP, Bepcisa 1.3 Big 12.12.2022; cnoHcop - TOB
«BIO®APMA TIJTASMA», YKpaiHa

3adaBHUK - TOB «BIO®PAPMA MTA3MA», YKpaiHa

BYNO CTANO
36 40
BYNO CTANO

KNiHIYHUX

KepiBHVK YnpaBniHHA MeAWYHOro cynpoBogy | KepiBHUK  MPOEKTY  Ynpas/iHHS
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TOB «biothapma MNnasma»
Xe6eneHko fApocnas MeoprilioBuy

BMNpOGyBaHb Ta MeAU4YHOro CynpoBoAy
TOB «biothapma MNnasma»
Mauicox Coduisi BonogumupisHa
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