JAopnarok

«Mepenik cyTTeEBMX MonpaBoK A0 MPOTOKOMIB KAiHIYHUX BUMNPOOYBaHb, PO3rNAHYTUX HAa 3acifaHHi
HTP Ne 25 Big 20.07.2023, Ha siKi 61 OTPpUMaHi NO3UTUBHI BUCHOBKUN €KCNEepPTiB.»

1. OHoBneHnii npotokos, Bepcia 3.0 Big 18 kBiTHA 2023; IHdopmauia ana GaTbkiB Ta Popma
iHbopmoBaHOi 3rogun (AnAa kpaiHu) Big 10 TpaBHa 2023. KB Ne: 1199-0378. BICTMS_Bepcis:
PP_06_UKRO05. MoBa_Bepcia ta gata: UKRO5_ykpaiHCcbka Ta pociiicbka_01 (17 tpaBHa 2023);
IHchopmaunia Ta Popma iHhopMoOBaHOIT 3roau A9 HENOBHONITHIX Bikom 14-17 pokiB (gna KpaiHu) Big,
10 TpaBHA 2023. KB Ne: 1199-0378. BICTMS Bepcia: PA_04_UKRO06B. MoBa_Bepcia Ta para:
UKRO06B_ykpaiHcbKa Ta pociiicbka_01 (17 TpaBHsa 2023); IHpopmauis Ta Popma iHhopmoBaHoi 3roamn
ANA negiaTpuyHOro nauieHTa, Wo AOCArHYB NOBHONITTA Mi4 Yac yyacTi y AoCnimKeHHi (ana KpaiHu)
Big 10 TpaBHA 2023. KB Neo: 1199-0378. BICTMS Bepcia: M_06_UKRO06. Mosa_Bepcia Ta garta:
UKRO06_ykpaiHcbka Ta pociiicbka _01 (17 TpaBHA 2023) 00 NpOTOKO/Y KAIHIYHOrO BMNPO6YBaHHSA
«Bigkpute [ocnifKeHHA [OOBroTpuBasiol 6e3MeYHOCTi Ta MNepeHOCUMOCTI MepopasibHOro 3acTOCYBaHHA
HiHTe[AHIGy TpMBA/ICTIO He MeHLle 2-X POKiB Ha (hOHI CTaHAAPTHOrO JliKkyBaHHA Yy AiTeil Ta nigniTkis 3
KMIHIYHO 3HauylWMMy (DiBGPO3yHUMMUN IHTEPCTULIAHUMKN 3axBoptoBaHHAMK nereHb (InPedILD®-ON)», kof
pocnimpkeHHs 1199-0378, sepcis 2.0 Big 05 cepnHa 2022; crnioHcop - Boehringer Ingelheim RCV GmbH & Co
KG, ABcTpis

3asBHUK - TOB «JOKYMEAC» («CIA JIOKYMEC»), Natsis

2. 3miHa BignoBiganbHOro gocnigHuka; 3miHa Ha3B MicLb NPoBeAEeHHA K/iHIYHOro BUNpooyBaHHSA 0
NPOTOKOMY KNiHIYHOTO AOCNiMKeHHS «PaHAomizoBaHe, noAgiiHe crine kAiHiyHe AocnimkeHHsa dasn 3
nem6ponisymady (MK-3475) y komGiHauii 3 xiMmioTepanieto y MOPiBHAHHI 3 niauebo y komGiHauii 3
ximioTepanieto B AKOCTI NliKyBaHHA NepLloi NiHil y nayieHTis 3 HER2-HeratuBHOO, nonepeaHb0 HENIKOBAHOIO,
HeonepabensHo abo MeTacTaTMYyHOK aJeHOKapLUUHOMOLO LWIYHKY abo ractpoesodareasibHoro 3'e4HaHHs
(KEYNOTE-859)», ko gocnigpkeHHs MK-3475-859, 3 iHkopnopoBaHoto nonpaskoto 06 Bif 28 BepecHs 2022
poky; cnoHcop - TOB Mepk LWapn eHg Aoym, CLUA (Merck Sharp & Dohme LLC, USA)

3asBHMK - TOBApMCTBO 3 06MEXEHOI BiAMOBIfaUIbHICTIO «MC/], YkpaiHa»

nonikniHiyHoro BigaineHHsa, m. Oageca

BYNO CTA/O
K.M.H. TpyxiH A.B. nikap KpacHorpypgb H0.C.
KomyHanbHa ycTtaHoBa «Opgecbkuii o6nacHuii | KomyHanbHe HeKomepuiliHe nignpuemcTBo
OHKOMOriYHNii aucnaHcep», cTauioHap | «Opecbkuii perioHanbHWIA KNiHIYHWA
AEeHHoro nepe6yBaHHA OANCNAHCEPHO- | NPOTUNYX/IMHHUI LEeHTP» OpgecbKoi 06/1acHol

pagu», BiggineHHAa ximiotepanii, M. Ogeca

3aB. Bifg. Bontko H.J.
KuiBCcbKuii MiCbKWUiA KNiHIYHMIA OHKONOTIYHUIA
LeHTp, BigaineHHAa ximiotepanii Ne2, M. Knis

3aB. Big. Bontko H.J.

KomyHanbHe HeKkoMepUiliHe nignpuemMcTeo
«KNiBCbKNUIA MiCbKWUii  KNiHIYHUMIA OHKOMOTiYHWA
LeHTp» BUKOHABYOro opraHy KuiBCbKOi MiCbKOi

pagu (KuiBcbkoi MiCbKOi AepxxaBHol
aamiHicTpauii), XximioTepaneBTUUYHe BigAiNeHHA
Ne2, M. KuiB

O.M.H. KpmxaHiBcbka A.€.

KomyHanbHuii  3aknag  «MpukapnatcbKuii
KMiHIYHNIA OHKOMOriYHUIA LeHTp», 1 XipypriuHe
BigAaineHHa, QepXaBHUiA BUWMIA HaBYa/IbHUIA
3aknap «lBaHO-®PpaHKIBCbKUI HauiOHa/IbHUIA
MeOuYHUA YHiBepcuTeT», Kadieapa OHKOJIOriT,
M. |BaHO-PpaHKIiBCbK

O.M.H., npody. KpuxaHiscbka A.€.

KomyHanbHe HeKoMepuiliHe niagNnpMemMcTBO
«Mpukapnartcbkuii  KMiHIYHUA  OHKONOTIYHUIA
LeHTp IBaHO-PpaHKIBCbKOI 06/s1acHOI pagu»,

xipypriuHe BiggineHHA Nel, IBaHO-PpaHKIBCbKUIA
HauioHa/IbHUIT MeAUYHUIA YHiIBepcuTeT, kadegpa
OHKONOriT, M. IBaHO-PpaHKIBCbK

A.M.H. OcTaneHko 0.B.
HauioHanbHUiA  iHCTUTYT  paky,
Ma/10iHBa3MBHOT  Ta  €HAOCKOMIYHOI
iHTepBeHUiiHOT pagionorii, M. Knis

BiOOiIEHHSA
xipyprii,

K.M.H. OcTaneHko tO.B.
AepxaBHe HeKkoMepLiliHe
«HauioHanbHUiA  IHCTUTYT paky», Bif4ieHHA
MasloiHBa3MBHOI  Ta  eHOOCKONYHOT  Xipyprii,
iHTEepBEHUiiHOT pagionorii, M. Kuis

nigNnpuemMcTBOo

3. OHoBneHa 6polwypa gocnigHuka ana Tiparonymaoy (RO7092284), Bepcisa 8 Big kBiTHA 2023 p. 8o
MPOTOKO/IB K/IHIYHUX JocnigpkeHb: «PaHgomizoBaHe, noAgiiHe cnine, niauebo-koHTponboBaHe dasm |l
pocnipkeHHs Tiparonyma6y (aHTu-TIGIT aHTuTino) B kOMGiHaUii 3 are30nisymabom Yy MOPIBHSAHHI 3
nnauebo B KoMOiHaUil 3 are3osisymaboM Yy MalieHTiB i3 paHille HeslikoBaHUM MiCLEeBO-MOLLNPEHNM
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HepesekTabenbHMM abo MeTacTaTuyHMM PD-L1-cenekTMBHUM HeApiOHOKMITUHHUM pPakoM JflereHb», Kop,
pocnipxeHHa GO41717, sepcia 5 Big 04 nuctonaga 2022 p.; «PaHgomisoBaHe, noggiHe cnine, nnaue6o-
KOHTposboBaHe dha3u |ll gocnimxeHHs ate3onizymaby B noefgHaHHi 3 Tiparonymaoéom (aHTu-TIGIT
aHTUTINO) abo 6e3 Tiparonymaby y nNauieHTIB i3 Hepe3ekTabesibHOK MN/IOCKOK/TITUHHOK KapLuUHOMOH
CTpaBoOXoA4y, 4MS KapuuHOoMa He nporpecysana nicna paguvkanbHOT XiMiONpoOMeHeBOT Tepanii», Kof
pocnigxeHHs YO42137, sepcis 6 Big 08 rpyaHsa 2022 p.; cnoHcop - d.XoddmaHH-/1a Pow 14, LWseliuapis
3asBHMK - TOBApMCTBO 3 06MEXEHOI BiAMOBIAAIBHICTIO «Pow YkpaiHa»

4. 3MiHa Ha3BU MicLUA NPOBeAEHHA K/iHIYHOro BUNPOGYBaHHA A0 NPOTOKO/Y KNiHIYHOIO AOCAiAXEHHS
«PaHgomizoBaHe gocnigkeHHs 3 chasu, Wo CKIagaeTbes i3 ABOX YaCTUH, KOMOiHauii ueminnimady (aHTu-
PD-1 aHTWTINA) Ta ABOKOMMOHEHTHOI cxemu XimioTepanii NOXigHMMW NAaTUHW Yy Tepanii neplioi AiHil
naujieHTaM i3 po3rnoBCOAKEHNM abo MeTacTaTMYHUM HeLpPiGHOKNITUHHUM PakoM fiereHb», KOoA AOCAIMKEHHS
R2810-ONC-16113, 3 nonpaskoto 5 Big 16 kBiTHA 2020 poky; cnoHcop - Regeneron Pharmaceuticals, Inc.,
USA/ PepxeHepoH ®apmachkloTikasc, IHK., CLUA

3anBHuK - TOB «KniHiuHi gocnimkeHHs AKOH», YkpaiHa

BYJIO CTANO
O.M.H., npod. BoHaapeHko |.M. 4.M.H., npody. BoHgapeHko .M.
KomyHanbHuii 3aknapg «[HinponeTpoBcbka | KomyHanbHe HeKoMepLiliHe niANpuemMcTBO

Mmicbka OaratonpodpinbHa KniHiuHa nikapHs
Ned» [lHinponeTpoOBCbLKOI 0GsIACHOI paawm,
BigAaineHHa ximioTepanii, [lepaBHWUii 3aknap,
«HinponeTpoBCbKa MeguyHa akagemis
MiHicTepcTBa OXOpPOHU 340POB’A  YKpaiHu»,
Kacbeapa OHKOMOrii Ta MeguyHoi  pagionorii,
M. [JHinpo

«Micbka KniHiYyHa nikapHA Ned» [IHINPOBCLKOI
MiCbKOI pagun, ximioTtepaneBTU4YHe BiAfiNeHHA 3
AEHHUM cTauioHapom, [AHinpoBCcbKui
AepXxaBHUI MeguUYHUIA YHiBepcuTeT, Kadeapa
OHKOJ10riT Ta MeguyYHoi pagionorii, M. JHinpo

5. bpowypa gocnigHuka ans AocnigxyBaHOro nikapcbkoro sacooy Beninapu6 (ABT 888), BugaHHs
17 Big 05 TpaBHA 2023 poOKy [0 MNPOTOKO/Y KMIHIYHOrO AOC/IXEHHA «PaHaomizoBaHe mMiaLe6o
-KOHTpONbOBaHe AocnifxeHHA dha3n 3 kapbonnaTtuHy Ta naknitakceny 3 MAPIT iHriiTopom Beninapnéom Ta
6e3 TMAPI iHribiTopy Beninapuéy (ABT-888) npu HER2-HeraTVBHOMY MeTacTatuyHOMy ab0 /10KasibHO
nowmpeHomy HeonepabenbHomy BRCA-acouiioBaHOMY paky MOJIOHHOI 3a/1031», KOA, AOC/iAKeHHS M12-
914, 3 iHKoprnopoBaHUMN AAMIHICTpaTUBHUMK 3MiHamun 1, 2, 3, 4 Ta 5 i nonpaskamu 1, 2, 3, 4 1a 5 Big 06
cepnHs 2022 poky; cnoHcop - AbbVie Inc., CLLUA

3anBHuUK - «E66BI BiothapmacstoTikan3 TM6X», LLBeliuapis

6. 3miHa Ha3BU Micua NpPoBefeHHA KNiHIYHOro BUNPOGYBaHHA [0 MPOTOKONY K/IHIYHOMO AOCNioKEHHSA
«MixHapoaHe, paH4oMi30oBaHe, Bigkpute gocnimkeHHa dasun 3 ana ouinkn npenapaty REGN2810 (aHTuTiNG
0o PD-1) nopiBHAHO 3 XiMioTepanieto Ha OCHOBI MpenapartiB NnaTuHU AK Tepanii nepLuol AiHil B nawieHTiB i3
PO3MNOBCIOMKEHNM ab0o MeTacTaTuyHum PD-L1-Nno3UTUBHUM HeApPiOHOKIITUHHAM pakoM JlereHb», KOp
pocnipkeHHss R2810-ONC-1624, 3 iHkoprnopoBaHot nonpaskolo 9 Big 13 TpasBHA 2020 p.; cnoHcop -
Regeneron Pharmaceuticals, Inc., USA/ PepxeHepoH ®apmacbtoTikasic, IHk., CLUA

3anBHUK - TOB «KniHiuHi gocnigkeHHs AKOH», YkpaiHa

BYJIO

CTAJIO

O.M.H., npody. BoHaapeHko .M.

KomyHanbHuii  3aknap «[HinponeTpoBCcbka
Micbka OGaratonpodyiibHa KniHiYHA nNiKapHsA
Ned» [OHIinponeTpoBCbKOI 06GnacHOi pagu»,
BiagineHHsa ximiotepanii, [epXxaBHUIA 3aknapg,
«[lHinponeTpoBCbKa MeauyHa akagemis
MiHicTepcTBa OXOpPOHU 340pPOB’A  YKpaiHU»,

O.M.H., npod. BoHaapeHko |.M.

KomyHanbHe HeKomepuiiiHe nignpMemcTBO
«Micbka KniHiuHa nikapHa Ned» [IHiNPOBCbLKOT
MiCbKOI pagu, XimioTepaneBTUUYHe BiafiNIeHHA 3
AEHHUM cTauioHapom, JHinpoBcbKuii
[epXaBHU MeAuUYHUIA YHiBepcuTeT, Kadegpa
OHKOJI0riT Ta MemnyHOT pagionorii, M. JHinpo

Kadpegpa OHKosorii Ta MeguuyHol  pagionorii,
M. [IHinpo

7. YkpaiHa, MK-7902-007/E7080-G000-314, Bepcis 00 Big 30 6epe3Ha 2023 p., yKpaiHCbKOIO MOBOIO,
[ONOBHEHHA A0 iHdopmauii Ta AOKYMEHTY npo iHpopmoBaHy 3roay Ans nNawieHTa ANA NikyBaHHS
nicns nporpecyBaHHA XBOPo6u; 3MiHa Ha3BU MiCLA NPOBEAEHHA K/iHIYHOro BMNPOOYBaHHA; 3MiHa
BigNOBigaNbHOIo AOCAiIAHMKA A0 NPOTOKO/Y K/iHIYHOrO AoCnimkeHHs1 «PaHgomisoBaHe, nofgiiHe cnine
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pocnipkeHHs 1l hasn kombiHauii neméponisymady (MK-3475) 3 a6o 6e3 neHBatuHiba (E7080/MK-7902) y
paHile HenikoBaHMX NauieHTiB 3 MeTacTaTUYHUM HefPiGHOKNITUHHUM pakoMm nereHb (HOKPJT) 3 nokasHWkom
nponopuii nyxnvHn (TPS), wo 6inbwe abo gopisHioe 1% (LEAP-007)», kog gocnigpkeHHa MK-7902-007, 3
iHkopnoposaHoto nornpaskoto 07 Big 18 cepnHa 2022 poky; cnoHcop - TOB Mepk Wapn eHg Ooym, CLUA
(Merck Sharp & Dohme LLC, USA)

3asBHMK - TOBApMCTBO 3 06MEXEHOI0 BiAMOBIfaUIbHICTIO «MC/], YkpaiHa»

BYNO CTANIO
anpekrtop MNMapamoHos B.B. anpekrtop MNMapamoHos B.B.
KomyHasibHe HekomepLinHe nignpuemcTso | KomyHasnbHe HekomepLinHe nigNnpUeEMCTBO
«YepKacbkui o6nacHwii OHKONOTiYHWii | «KNiHIYHMIA  UeHTP  OHKosnorii, remaronorii,
pucnaHcep» YepkacbKoi 06s1aCHOI pagwu», | TPAHCNIAHTOMOrNT Ta nasiaTUBHOI  AOMNOMOruU
obnacHwuii LEeHTp KNiHiYHOT OHKOJOriT | YepKkacbKoi 06nacHOi papgu», 001acHWUA LUEHTP
(oHKOXiMiOTEepaneBTUYHKIA), M. Uepkacu KNiHIYHOT ~ OHKOAOrii  OHKOXiMiOTepaneBTUYHWUIA),

M. Yepkacu

BYNO CTANIO
K.M.H. TpyxiH A.B. nikap KpacHorpypgb 10.C.
KomyHanbHe HekomepLiiHe nignpnemctao | KomyHanbHe HekomepLUiiHe nignpremMcTeo
«OfecbKuin perioHas1bHUiA KMiIHIYHWA | «Ogecbkuid perioHas1bHUiA KNiHIYHWIA
NPOTUNYXANHHWUIA  LeHTp» Opgecbkol 061acHOl | MPOTURYXMHHWIA LeHTp» Ofecbkoi 06nacHoOT paguns,
pagu», BigaineHHs ximiotepanii, M. Ogeca BigAiNeHHs ximioTepanii, M. Ogeca

8. 3miHa BignoBiganbHOro AocnigHuka y Micui nNpoBefeHHA K/iHIYHOrO BUMMNPOOYBaHHA Ta 3MiHaA
Ha3BU MicUs NPOBeAeHHS BUNpPoGyBaHHA; 3MiHa BifgnoBiga/IbHOro focnigHUKa y Micui NpoBeAeHHSA
KNiHIYHOTO BUMPOOYBaHHA Ta 3MiHA MiCUA NpoBefeHHA BUMPOOYBaHHA [0 MPOTOKOMY KAiHIYHOro
JocnipkeHHs «PaHgomizoBaHe, BigKpuTe KiHidHe pocnimxeHHs 1l dasum TpudonypuguHyltunipauuny
(S 95005) y kombiHauji 3 6eBalM3ymMabom y NOPIBHAHHI A0 KaneyuuTabiHy y koMGiHauil 3 6eBauusymabom y
nepLir NiHil NikyBaHHA NauieHTIB 3 MeTacTaTUYHUM KOJIOpEeKTa/lbHUM pPakoM, siKi He € KaHaugatamun ans
iHTeHcMBHOI Tepanii (gocnimkeHHs SOLSTICE)», ko gocnifxeHHs CL3-95005-006, ciHanbHa Bepcia 5 Bif
12 xoBTHA 2022, 3 iHKOPNOpPOBaHOW CYTTEBOK nonpaskol Ne 5, Big 12 xo0BTHA 2022 poky; CNoHcop -
[HCTUTYT MiXHapogHux pochipkeHb «CEPB’E» (Institut de Recherches Internationales Servier (1.R.I.S.)),
PpaHLis

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

BYNO CTANO
3aB. Big. JInTBuH 1.B. nikap 3BoHapboBa H.I'.
KomyHanbHwuii 3aknag «KniHiuHnii | KomyHanbHe  nignpuemcTtBo  «[lHINPOBCbKUIA
OHKOJIOTiYHWIA pucnaHcep» | 06nacHUiA KNiHIYHWIE OHKONOriYHWMIA AucnaHcep»
JAHinponeTpoBCbLKOI o6nacHoi pagwn, | AHinponeTpoBCLKOI o6nacHoi paaum,
BigAineHHa ximiotepanii, M. [JHinpo OHKOXiMioTepaneBTUYHE BigaineHHA, M. [IHINpo
BYNO CTANO
K.M.H. TpyxiH A.B. nikap KpacHorpypgb 10.C.
KomyHanbHa yctaHoBa «Opecbkuii ob6nacHuii | KomyHanbHe HeKomepuiliHe nignpuemcTeo
OHKOJIOTiYHNM pucnaHcep», cTauioHap | «Ogecbkuii perioHanbHWi KNiHIUHWIA
AEeHHoro nepe6yBaHHA AUCNAaHCEepPHO- | MPOTUNYX/IMHHUIA LeHTp» OpecbKoi o06nacHoi
noJiikniHiyHoro BipgAineHHa, M. Ogeca paaw», BiagineHHa ximiotepanii, M. Ofeca

9. bpowypa pgocnigHuka ans npenaparty 3inTiBekimadé ans nigwkipHoro BBefeHHs, npoekT NN6018,
BuaaHHA 6, Bepcia 1.0, diHanbHa, Big 01 uepBHA 2023 poKy, aHrniicbkol mMoBoto (Investigator's
Brochure Ziltivekimab subcutaneous administration; Project: NN6018; Edition 6; version 1.0, final,
dated 01 Jun 2023) 40 NPOTOKO/TY KAiHIYHOTO BUNPobyBaHHsA «JocnimkeHHsa ZEUS - Brnnme sinTiBekimady
MOPIBHAHO 3 nnauebo Ha cepueBO-CYAMHHI HACMIAKM B YYACHVKIB 3 [iarHOCTOBaHMM aTepOCK1EPOTUYHUM
3axXBOPHOBAHHAM CEpLEBO-CYANHHOT CUCTEMM, XPOHIYHOK XBOPOOOK HUPOK i CUCTEMHMM 3anasieHHAM>, KO,
pocnipkeHHss EX6018-4758, Bepcis 9.0, diHanbHa, Big 30 nuctonaga 2022 p. (version 9.0, Final, dated 30
November 2022); cnoHcop - Novo Nordisk A/S, Denmark

3asBHUK - TOB «HoBO Hopgaick YkpaiHa»



10. Bpowypa pgocnigHuka pocnigkyBaHoro nikapcbkoro 3aco6y JNJ-56021927 (apalutamide),
BugaHHA 17 Big 31 Gepe3HAa 2023 poKy aHriicbkolo MoBo; Joaatok Ao IHpopmayiiiHoro nucTka
nauieHTa i ®opmu iHchopmoBaHOi 3roan, Bepcisa 8.0 Big 12 TpaBHA 2023 pPOKY YKpPaAiHCLKOK Ta
pociiicbKol0 MoBaMu [0 MPOTOKOMY KMiHIYHOTO AOCNiMKEHHS «PaHAomizoBaHe, nnaueb0-KOHTPO/IbOBaHe,
noBiiHe cnine, KiHiYHe pocnimkeHHs 3 dasn npenapaTy AnanyTtamif B MOEAHAHHI 3 aHAPOrEHHOH
AenpusauiiiHoto Tepanieto (AAT) y nopiBHAHHI 3 AAT y nauieHTiB 3 MeTacTaTM4HMM FOPMOH-YYT/IMBUM PakoMm
nepeamixyposoi 3ano3nm (MHNPC)», kon pocnigkeHHs 56021927PCR3002, 3 Amendment 5 Big
16.03.2020 p.; cnoHcop - «AHCCEH ®APMALIEEBTUKA HB», Benbris

3aaBHuK - TOBAPWCTBO 3 OBMEXEHOK BIANOBIJA/IBHICTIO «®APMACBIOTIKA/T PICEPY
ACCOYLIVENTC YKPAIHA» (TOB «®PA YKPATHA»)

11. OHOBNEHMI NPOTOKOJ/T KNiHiUHOro BUNpPOGyBaHHA, Bepcia 6 Big 15 6epe3Hsa 2023 p.; Popma
iHhopMoBaHoOI 3roau Ha yyacTtb Yy hasi NnpeckpuHiHry, Bepcisa 5.0 ana YKpaiHu yKpaiHCbKOIO MOBOIO
Big 12 TpaBHA 2023 p. Ha ocHoOBi mailictep-Bepcii hopmu iHhopmoBaHOi 3rogu Ha y4dacTtb y doasi
NpeckpuHiHry ana gocnipkeHHa BO42843, Bepcia 5 Big 16 6epesHa 2023 p.; Popma iHhopmoBaHoOT
3rogu Ha yyacThb y hasi Harnagy, Bepcis 5.0 ans YKkpaiHu yKpaiHCbKOI MOBOIO Bif, 12 TpaBHsa 2023 p.
Ha ocHoBi maiicTep-Bepcii popmu iHhopMoBaHOiI 3roan Ha yyacTb y hasi Harnagy Ans [ocnigKeHHsA
B042843, Bepcia 5 Big 16 Gepe3Hs 2023 p.; dPopma iHchopmoBaHOI 3rogn Ha y4yactb y chasi
NiKyBaHHSA, Bepcia 5.0 ana YkpaiHn yKpaiHCbKOIO MOBOIO Bif 12 TpaBHA 2023 p. Ha ocHOBI mavictep-
Bepcii coopmn iHhopmoBaHoi 3roan ana gocnimkeHHs BO42843, Bepcia 5 Big 31 6epesHsa 2023 p. go
NPOTOKONY KMIHIYHOrO AocnigxeHHs «PaHgomizoBaHe, noggiiHe cnine, 6aratoueHTpoBe chasm I
OOCiMpKEHHS1 3aCTOCyBaHHA aTe30nizymady (aHTu-PD-L1 aHTuTINO) NpoTu nnaue6o Ak af'toBaHTHOI Tepanil
y NaLjeHTIB 3 M'A30BO-iHBA3UBHVM pakoM CEYOBOro Mixypa BMCOKOIO PU3MKY 3 HAssBHOK LMpKy/oyoo JHK
NyXAUHW NicAa UUCTEKTOMIT», Kof pocnimpkeHHs BO42843, sepcida 5 Big 22 nunHa 2022 p.; CroHcop -
®.XohdpmaHH-/1a Pow f1Ta, LWBeiuapis

3aaBHUK - TOBApPUCTBO 3 OOMEXEHOI0 BifnoBiAasIbHICTIO «PoLl YKpaiHa»

12. 3miHa BignoBiganbHOro gocnigHuka; 3MmiHa Ha3B MicUub NPOBeAEHHA KNiHIYHOro BUNPOOGYyBaHHA
[0 NPOTOKOJTY KMIHIYHOTO JocnigKeHHs «PaHgomizoBaHe, noggiiHe cnine gocnimkeHHs Il dpasm gns ouiHkm
nepionepawyiiHoro 3acTtocyBaHHs nemoponisymady (MK-3475) y kombGiHauii 3 Heoan'toBaHTHOM
ximioTepanieto MOpIiBHAHO 3 nepionepaujiiHuM 3acTOCyBaHHAM Miauebo y Komb6iHauii 3 Heoaj'toBaHTHOM
ximioTepanieto B y4yacCHMKIB 3 M'SI30BO-iHBA3VBHUM pPakKOM CEYOBOro Mixypa, npugaTtHuxX Ansa fikyBaHHS
uucnnatuHom (KEYNOTE-866)», kog, gocnigpkeHHss MK-3475-866, 3 iHkopnopoBaHoto nonpaskoto 05 Big 04
ciyHa 2023 poky; cnoHcop - TOB Mepk Wapn eng Joym, CLUA (Merck Sharp & Dohme LLC, USA)

3anBHUK - TOBapUCTBO 3 0OMEXEHOH0 BignoBiganbHicTio «MC/L YkpaiHa»

BYNO CTANO
3aB. Bif. /lutsuH I.B. nikap famsix C.HO.
KomyHasnbHe nignNpUeEMCTBO «[JHINpoBCbKUiA | KoMyHasbHe nignNpUeEMCTBO «IHINpOBCbKNIA
061aCHUA  KMIHIYHWIA OHKOMOTiYHWIA  AnucnaHcep» | 061aCHUA  KAIHIYHWA  OHKOMIOTIYHWIA  AucnaHcep»
[JHinponeTpoBCLKOT obnacHoi pagu», | AHINPONeTPOBCLKOT ob6nacHoi paan»,
OHKOXiMiOTEepaneBTUYHE BigaineHHs, M. [Hinpo OHKOXiMIOTEpaneBTUYHE BigAiNeHHNA, M. [IHINpo
BYNO CTANO
aunpekrtop MNMapamoHos B.B. ovpekTop MNapamoHos B.B.
KomyHasibHe HekomepLinHe nignpuemcTso | KomyHanbHe HekomepuinHe nigNnpUeEMCTBO
«Yepkacbkuii obnacHui OHKONOTiYHUA | «KNiHiYHUA  LeHTp  OHKonorii, remarosnorii,
pucnaHcep» YepkacbKoi 0651acHOI pagu», | TPAHCMJIAHTOJIONT Ta nNaniatTMBHOI  Agonomoru
obnacHwuii LEeHTp KNiHiYHOT OHKoJorii | YepkacbKOi 06/1acHOi pagwu», 06MacHWiA  LEHTP
(oHKOXiMiOTEpaneBTUYHKIA), M. Uepkacu KNiHiYHOT OHKoNOTrii (OHKOXiIMiOTEpPaNeBTUYHWIA), M.
Yepkacu
A.M.H., npodp. Ctyck B.MM. O.M.H., npodp. Ctych B.IM.
KomyHasnbHe nignpuemMcTBo «[HiNponeTpoBcbka | KoMyHaslbHe  MiANpUEMCTBO  «[HiNponeTpoBcbka
obnacHa kniHiYHa nikapHa iM. I, MeuyHukoBa» | obnacHa KniHiyHa fikapHa M. |l MeuHukoBa»
[HiNponeTpoBCcbKOi 06M1acHOi paaw», BigdineHHsa | JHinponeTpoBCbKoi 06nacHoi paguw», BiggineHHs
yponorii  Ne2  (oHkonoriyHe),  [HinpoBcbkuii | yponorii Ne2 (oHKOMOriYHE), [JHinpoBCbKuii
JepXaBHUI  MeaM4HWA  yHiBepcuTeT, Kadpegpa | AepxaBHUi  MeAuMYHWIA  yHiBepcuTeT, Kadpegpa
yponorii, M. [IHinpo Xipyprii Nel Ta yponorii, M. JHINpo
A.M.H., npod. CTaxoBcbkuii E.O. A.M.H., npodd. CtaxoBcbkuii E.O.
HauioHanbHWIA  iHCTUTYT  paky, HaykoBo- | [lepxaBHe HeKoMepUuiliHe niagNnpMemMcTBO
gocnigHe BiAdiNEeHHS NNacTU4YHOI Ta | «HauioHanbHUiA IHCTUTYT paKy», HaykOBO-AOCNigHe
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PEKOHCTPYKTMBHOI OHKOYpOsorii, M. KniB BigAiNeHHs  nnacTuyHol  Ta

OHKoyponorii, M. Knis

PEKOHCTPYKTUBHOI

13. 3miHa BignosigasbHOro gocnigHuka; 3miHa HasBu MicuA NPoBeAeHHs KNiHIYHOro BUNPOOGYBaHHS
00 MNPOTOKO/Y KNiHIYHOrO BUNPOo6GYyBaHHA «JocnimkeHHa Il da3n gna neméponizymady y komb6iHauii 3
nemetpekcesoMm / npenaparom nnatuHM (kapéonnatuH abo uucnnatuH) 3 nojasbluuM  BBELEHHSAM
nemoponisymady y kombGiHauii 3 nigTpUMYyHUMM NikyBaHHAM onanapnbom abo nemeTpekcenom B SAKOCTI
Tepanii nepwoi AiHii y nauieHTiB i3 MeTacTaTUYHUM HEMSIOCKOKMITUHHUM HEAPIGHOKTITUHHAM  pakoMm
nereHiB», kog, gocnigxeHHa MK-7339-006, 3 iHkoprnopoBaHow nornpaskot 06 Big 07 xOBTHA 2022 poky;
crnoHcop - TOB Mepk Wapn eHg doym, CLUA (Merck Sharp & Dohme LLC, USA)

3asBHUK - TOBApUCTBO 3 0OMEXEHOI0 BiAnNoBiAasbHICTI0O «MC/[, YKpaiHa»

pagv», BinaisieHHa ximioTepanii, M. Ogeca

BYNO CTAJIO
K.M.H. TpyxiH A.B. nikap KpacHorpypgb 10.C.
KomyHasibHe HekomepLiHe nignpuemcTBo | KomyHasbHe HekoMepLiiHe nigNpPUeEMCTBO
«OpecbKuit perioHasIbHWiA KNiHIYHUIA | «OpecbKuii perioHanbHWi KMiHIYHWI
NPOTUNYXANHHWUIA  LeHTP» Ogecbkoi 06MacHOT | NPOTUNYXAUHHWUIA — LeHTpP»  Opgecbkoi  06nacHoi

paaw», BigaifieHHs ximioTepanii, M. Ogeca

BYNO CTANO
AnpekTtop MNMapamoHos B.B. AvpekTop lMNapamoHoB B.B.
KomyHasnbHe HekoMepLiiHe nignpueMcTBo | KoMyHasbHe HekomepLUiiHe nignpueMCTBO
«Yepkacbkuii o6nacHwuii OHKONOTiYHUIA | «KNiHiYHMIA  ULEeHTP OHKoANOril, remMarTosoril,
AvcnaHcep» YepkacbKkoi 006s1acHOI papu», | TPAHCNMAHTONOrNT Ta naniaTUBHOI [0NOMOIU
obnacHuii LEeHTP KNiHIYHOT OHKOJOriT | YepkacbKOi 06nacHoOi pagu», 061acHWii LEeHTp
(OHKOXiMiOTEPaNeBTUYHMIA), M. Uepkacu KMIHIYHOT ~ OHKOJOriT  (OHKOXIMIOTEpaneBTUYHWIA),
M. Yepkacwu

14. MK-3475-B15 306paXeHHs HAa e/IeKTPOHHUX LWoAeHHUKax ansa nauieHrta (Instrument Screenshots:
EORTC QLQ-C30; BCI (Bladder Cancer Index); EQ-5D-5L Health Questionnaire; Standard Application
Screenshots; Version History) ansa YkpaiHu ykpaiHCbKOIO MOBOI0, Bepcia 3.0 Big, 16 TpaBHA 2023p. a0
NMPOTOKONY KNiHIYHOTO BUNPOBYBaHHA «PaHOoMmi3oBaHe, Bigkpute pocnigxeHHsa 1l asn ansa ouiHku
nepionepawjiiHOro 3acTocyBaHHs eHdpopTymaby BeAOTMHY Yy KOMOGiHauii 3 mem6ponisymacom (MK-3475)
MOPIBHAHO 3 HEoAa'tOBAHTHOI Tepanieto reMmunTabiHoM Ta LUMUCM/IaTUHOM Y YYaCHUKIB 3 M'A30BO-iHBa3MBHUM
pakom Ce4yoBOro Mixypa, npugaTtHux pnsa ikysaHHa uucnnatvHom (KEYNOTE-B15 / EV-304)», kopf
pocnimpkeHHa MK-3475-B15, 3 iHkoprniopoBaHoto nonpaskoto 03 Big 06 ntotoro 2023 poky; cnoHcop - TOB
Mepk LWapn eng Aoym, CLUA (Merck Sharp & Dohme LLC, USA)

3asnBHMK - TOBApMCTBO 3 06MEXEHOI0 BiANOBIfaUIbHICTIO «MC/], YkpaiHa»

15. OHOBIEHUIA NPOTOKOJ KNiHiuHOro BunpooysaHHa MK-3475-641 3 iHKopnopoBaHoIO nonpaskoto 09
Bif 22 TpaBHA 2023 pPOKY, aHINiicbKOK MOBOIO; YKpaiHa, MK-3475-641, flonoBHeHHA A0 iHhopmauii
Ta AOKYMEHTY npo iHhopmoBaHy 3roay A5 nauieHTa, Bepcia 00 Big 15 yuepBHA 2023 p., yKpaTHCbLKOLO
MOBOIO; 3MiHa Ha3BM Micuss NpoBefEeHHS KNiHIYHOrO BUMPOOYBaHHA [0 MNPOTOKOMY KAiHIYHOMO
pocnigxeHHs «PaHaomizoBaHe, noAgiiHe cnine gocnimxkeHHsa |l a3y nem6ponisymady (MK-3475) y
KOMOiHauii 3 eH3anyTaMigoM MOPIBHAHO 3 eH3aslyTamigom 3 nnauebo y yyacHUKIB 3 MeTacTaTUyHUM
KacTpauiiHO- pe3nCTeHTHUM pakoM nepeamixyposoi 3a103u (MCRPC) (KEYNOTE-641)», kof AOCAIAKEHHS
MK-3475-641, 3 iHKopnoposaHoto nonpaskoto 08 Big 02 nuctonaga 2022 poky; cnoHcop - TOB Mepk LWapn
eHp fJoym, CLLUA (Merck Sharp & Dohme LLC, USA)

3asnBHMK - TOBApMCTBO 3 06MEXEHOI0 BiAMOBIfaUIbHICTIO «MC/], YkpaiHa»

BYNO CTA/O
avpekrtop MNapamoHos B.B. avpekrtop MNapamoHos B.B.
KomyHanbHe HeKkomepuiliHe nignpuemctBo | KOMyHanbHe HeKomepLiiiHe nignpMemMcTBO
"YepKacbKui o6nacHwii OHKONMOTriuHWii | «KNiHiYHWIA  UeHTP  OHKonorii, remaTtonorii
pucnaHcep Yepkacbkoi o6GnacHoi papgu", | TPAHCMIAHTONOrT Ta nasiaTUBHOI  AOMNOMOru
O6nacHwui LEeHTP KNiHiYHOT OHKosorii | YepKacbKoi oGnacHoi pagu», O6nacHuii LeHTP

KNiHIYHOT OHKoAoriT

M. Yepkacu

(oHKOXIMiOTEpPaNeBTUYHHMIA), M. Uepkacu (OHKOXIMiIOTEpPaNeBTUYHWIA),




16. IHchopmauis gna naudieHTa Ta chopma iHchopMoBaHOT 3rogn ANA YKpaiHW, aHrNificbKOO MOBOLO,
Bepcia 9.0 Big 05 yepBHA 2023 p.; IHchopmauia Ana naudieHta Ta popma iHpopMoBaHoOI 3roan AnA
YKpaiHu, ykpaiHCcbKo MoBOK, Bepcia 9.0 Big 05 uepBHsA 2023 p.; IHpopmauia ans nauieHTa Ta
c¢hopma iHchopmoBaHOI 3rogun Ansa YKpaiHu, pocilficbkoio moBoto, Bepcis 9.0 Big 05 uepBHa 2023 p.;
COVID-19 Jdopatok Bepcii C9 Big 05 uepBHA 2023 p. go IHdopmauil ana nadieHta i copmu
iHhopMoBaHOI 3rogn ANA YKpaiHu, aHriicbkol MoBoOlo, Bepcia 9.0 Big 05 uepBHA 2023 p.;
COVID-19 Oopatok Bepcii C9 Big 05 uepBHA 2023 p. po IHcdopmauii ana nadieHta i copmu
iHcbopmoBaHOiI 3rogn AnA YKpaiHu, yKpaiHCbKOl MoBoOlo, Bepcia 9.0 Big 05 uepBHa 2023 p.;
COVID-19 Aopatok Bepcii C9 Big 05 uepBHA 2023 p. go IHcdopmauii gna naugieHta i copmu
iHbopMmoBaHOiI 3rogu ansa YKpaiHu, pociiicbkoo MoBoto, Bepcia 9.0 Big 05 uepBHA 2023 p. oo
NPOTOKONY KNiHIYHOTO AOoCNimXeHHs «Bigkpute npogoBxXxeHHs gocnipkeHH ARGX-113-1802 ans BMBYEHHS
[OBroCTPOKOBOI 6€3Me4YHOCTi, NepeHoCUMOCTi Ta ediekTMBHOCTI npenapaty Edprapririmog PH20 ans
MiAWKIPHOro BBEAEHHA Y MaLieHTIB i3 XPOHIYHOK 3ana/ibHOK AeMieNiHi3ytouolo noniHeliponartieto (X340M)»,
kog pocnimkeHHa ARGX-113-1902, sepcis 6.0 Big 28 BepecHs 2022 poky; cnoHcop - argenx BVBA, Belgium/
apopxeHkc BBBA, benbris

3aaBHUK - ToBapuctBo 3 OO6MexeHow BignosiganbHicTio «KoOHTpakTHO-JocnigHuubka OpraHisauis
IHHOGhapM-YKpaiHa»

17. MpoToKoN KiiHiuHOro BMNpo6yBaHHA C3661001, nonpaBka 9 go npotokony Big 03 6epe3HAa 2023
POKY aHrMiicbKo MOBOLD; CMHONCUC MPOTOKOY K/iHiYHOro BunpooyBsaHHa C3661001, nonpaBka 9
[0 npotokony Big 03 6epe3HAa 2023 poKy yKpaiHCbKO MoBOI0; C3661001_IHcopmauia gna nagieHta
Ta hopma iHhopMoBaHOT 3roan Ha yyacTb Yy HAyKOBOMY AOCigKeHHi_YKpaiHa_Bepcia 12.12.0 Big, 15
Gepe3Hs 2023 p. yKpaiHCbLKOK Ta pOCiiicbKolo MoBamMu; AHKeTa A1 opraHizauii noi3gku Ta HagaHHA
3roau_YkKpaiHa_Bepcia 1.1_20230223 yKpaiHCbKOHO MOBOK [0 MNPOTOKO/Y KAiHIYHOTO BUNPO6YyBaHHSA
«PO3LWUMPEHE AJOCHIOKEHHA ®A3U 1/2a 3| 3BIIbLUEHHAM A03W ANA OUIHKW BE3MNEYHOCTI,
MEPEHOCKMOCTI, ®APMAKOKIHETUKW, ®PAPMAKOANHAMIKA TA MPOTUNYX/IMHHOI AKTVIBHOCTI
MPENAPATY PF-06873600 B AKOCTI MOHOTEPAMII TA Y KOMBIHALII 3 EHAOKPVHHOIO
TEPANIEK», kog gocnigpkeHHsa C3661001, nonpaska 7 A0 NpoTokony Big 07 yepsHs 2021 poky; CroHCop -
Mdpaiizep IHk., CLUA

3asnBHuK - Mdoansep IHk., CLUA



