Jopartok 1

«Mepenik NPOTOKONIB K/iHIYHUX BUNPOOGYBaHb JiKAPCbKUX 3aco6iB Ta CYTTEBUX MONPaBOK A0
NPOTOKOJMIB KNiHIYHUX BUNPOGYBaHb, PO3rNAHYTUX Ha 3acigaHHAX HEP Ne05 Big 14.03.2024,
HTP Ne10 Big 14.03.2024, Ha siKi 6y/i1 oTpUMaHi MO3UTUBHI BUCHOBKN EKCNEPTIB.»

1. «PaHpomizoBaHe, MOABiiHE crine, akTMBHO KOHTPOJ/IbOBaHE AOCNIMKEHHSA da3nm 3 ANa  OuiHKK
ehekTnBHOCTI, 6e3nekn Ta nepeHocMmocTi BakcgpocTtarty B KOMOGiHaLi 3 Janarnigpi03MHOM Y NOPIBHAHHI 3
MOHOTepanieto JanarnidpNo3MHOM LLLOA0 NPOrpecyBaHHs! XPOHIYHOT XBOPOOM HMpOK (XXH) y yyacHukiB i3 XXH
Ta BMCOKMM KPOB'SIHUM TUCKOM», Kog, AocnigpkeHHss D6972C00003, sepcia 1.0 Big 27 nuctonaga 2023 poky,
crnoHcop - AstraZeneca AB, Sweden

dasza - Il

3asBHUK - TOB «ACTPA3EHEKA YKPAIHA»

Ne M.l.6. BignoBigansHOro gocnigHuka,

n/n Ha3Ba MicLs NpoBeAeHHSA KiHIYHOro BUNPO6GYBaHHS

1. nikap Anekceesa H.I".

MeauyHuii LeHTp ToBapucTBa 3 OOMEXEHOK BiAMOBIAAILHICTIO «MeAnyHUA LeHTp «KoHcuiym
Megikan», KNiHiko-KOHCY/IbTaTUBHE BiAfifieHHA, M. Kuis

2. K.M.H. BabaHiHa T.B.

MeauuHnii LeHTp «YHiBepcasibHa KiiHika «Ob6epir» ToBapucTea 3 06MEXEHOI BiANOBIAANbHICTIO
«Kanutan», KNiHiKO-KOHCYIbTaTUBHE BigaineHHs, M. Kuis

3. nikap Konowmiiiuyk H.O.

KomyHasibHe HekoMepLiiiHe NignpueMCTBO «KWIBCbKMIA MICbKWIA LLEeHTP Hedpponorii Ta gianizy»
BMKOHaBYOro opraHy KuiBcbkoi Micbkoi paan (KuiBCbKOT MICbKOI AepaBHOI agMiHicTpauii),
BigaiNneHHs rocnitasibHOl Hedoposnorii Ta gianizy Ne2, m. Knis

4, O.M.H., npodd. MapTuHiok J1.I1.

KoMyHaslbHE HekomepujiiiHe niANnpPMEMCTBO «TepHONIIbCbKa o06nacHa K/iHIYHA  niKkapHs»
TepHoMinbCbkoi 06nacHoOi pagw, BiAAINEHHA Hedponorii, TepHOMINbCbKWIA  HaluioHaNbHUI
MeanYHUIA yHiBepcuTeT iMeHi .. FopbayeBcbkoro MiHiCTepcTBa OXOpPOHM 340POB'A YKpaiHu,
Kadhegpa BHYTPIiLIHLOT MeanumHn Ne3, M. TepHonifb

5. K.M.H. Mopo3 T.I.

O6nacHe koMyHa/lbHE HeKoMepLiiHe MiANPUEMCTBO «YepHiBelpbka o6s1acHa K/iHiuYHa NikapHs»,
niaposain Hedpponorii, M. YepHisLi

6. nikap MNMueosaposa H.T1.

KomyHasnibHe  HekomepujiiiHe  mignpuemMcTBO  «BiHHMUbKA 06nacHa  KiHiYHA  NikapHsA
iM. M.l. MuporoBa BiHHMUBKOI o6nacHoi pagu», O6nacHuini LeHTp Hedwposorii Ta Agianisy,
HedyposioriyHe BigaineHHsa, M. BiHHMUSA

7. K.M.H. CTpuxak B.B.

KomyHasnibHe  HekomepuiliHe MignpuMeEMCTBO  «3akaprnaTcbka o6nacHa  KiiHiYHa  NnikapHsA
imeHi AHApis HoBaka» 3akapnartcbkoi o6nacHoi pagw, BiggineHHs Hedponorii Ta NporpaMmHoro
remogianiay, M. Y>ropog,

8. O.M.H., npodd. AHapeiumnH C.M.

KoMyHasibHEe HekoMepUuiiHe NiANPUEMCTBO «TepHOmMifibCbka KOMyHaslbHa Micbka NikapHs Ne 2»,
TepaneBTMYHe BiggiieHHA No2, TepHOMINbCbKUIA  HauioHaNbHWIA  MeAuYHWUiA  yHIBepcuTeT
iMeHi |.A. TopbayeBcbkoro MiHicTepcTBa OXOPOHWU 3[40POB'A YKpaiHW, Kadenpa nponesesTUKM
BHYTPILHLOI MeaVLMHW Ta pTursiaTpii, M. TepHoninb

2. OHOB/eHUI NPOTOKOJ KiiHiuHOro gocnimkeHHs NORM-01, Bepcia 05 Big 03 cepnHa 2023 poky,
aHrnificbkoo MoBoto; OHOB/eHe [locbe AOCiAXKYyBaHOro nikapcbkoro 3aco6y HbloHopM, Bepcia 04
Bif 11 BepecHs 2023 poKy, aHrNilicbKkoo MOBOL0; MOAOBXeHHA TepMiHY NPUAATHOCTI AOCAIAKYBaHOro
nikapcbkoro 3aco6by HbiooHOpM go 36 MicsAuiB npu 36epiraHHi 3a Temneparypu +2°C - +8°C;
MopoBXeHHs1 TPUBAIOCTI K/iHIYHOro AocnimkeHHs1 B YKpaiHi no 01 nunHsa 2025 pokKy [0 NpOTOKONY
KNiHiYHOro gocnimkeHHs «lpoCcnekTUBHE BIAKPUTE HEMOPiBHSANbHE GaraTtoueHTpoBe gochimkeHHs 1 dasu
AN OUIHKM dhapMaKOoKiHETUKM, edEKTMBHOCTI, MEPEeHOCMMOCTI Ta 6e3neyHoCcTi npenapaty iMyHOrnobyniH
noguHn - ansa  nigwkipHoro BeBeAeHHSA (HbOHOPM) Yy NauieHTiB i3 MNEepPBUHHUMK  iMyHOA4EILNTHUMM
3axXBOpPOBaHHAMU», kog gocnimkeHHss NORM-01, Bepcis 04 Big 23 cepriHa 2021 poky; cnoHcop - «OkTadapma
dapmavesTuka MpogykTioHcl'ec M.6.X» (Octapharma Pharmazeutika Produktionsges.m.b.H.), ABcTpis
3asaBHUK - TOB «lNpem’ep Pecepy YkpaiHa»



3. Bpouwypa gocnigHuka gocnigpkyBaHoro nikapcbkoro saco6y IMBPYBIKA® (i6pyTuHiG), BUgaHHA 17
Big 04 rpyaHAa 2023 poKy aHriicbKolo MOBOO; IHhopmaLia ans nauyieHta Ta Popma iHchopmoBaHoOT
srogu ans YKpaiHu, Bepcia 13.0 Big 09 ciuHA 2024 poKy yKpaiHCbKOKO Ta POCIiiCbKOK MOBaMu;
OHoBneHuid po3gin 3.2.P [locbe pocnimxyBaHOro nikapcbkoro 3acoGy I6pyTuHi6, IMGpyBika
(PCI-32765, JNJ-54179060-AAA), kancynu 140 mr, Big 05 TpaBHA 2023 pPOKY aHrnilicbko MOBOIO;
JopaBaHHA foAaTKOBOI BUPOGHUYOI AiNAHKA ANA [OCIAKYBAHOIO /1iKapCbKOro 3aco6y IGpyTuHIO,
ImopysBika (PCI-32765, JNJ-54179060-AAA), kancynu 140 mr: Catalent Pharma Solutions LLC, CLUA;
OHoBneHuit pospgin 3.2.S Jocbe pocnigkyBaHOro nikapcbkoro 3acoby I6pyTuHi6, ImGpyBika
(PCI-32765, JNJ-54179060-AAA), nikapcbka peyoBuHa, Big 06 BepecHA 2022 poKy aHrNiiiCbKOK0 MOBOLO
[0 MpPOTOKO/Y KMiHIYHOro AochifxeHHs «baraToueHTpoBe BiAKPUTE [A0BrOCTPOKOBE MOAOBXEHE KliHIYHE
pocnipkeHHss 3b cdasm npenapaty PCI-32765 (I6pyTuHIG)», kog pocnipkeHHs PCI-32765CAN3001, 3
nonpaskoto INT-7 Big 30 uepBHsi 2022 poky; cnoHcop - «AHCCEH ®APMALIEBTUVKA HB>», Benbris

3aaBHuk - TOBAPUCTBO 3 OBMEXEHOI BIAMNOBIOANBHICTIO «®APMACBLIOTIKAN PICEPY
ACCOYLUVENTC YKPAIHA» (TOB «®PA YKPATHA»)

4. OHOB/IEHWII MPOTOKON KiHIYHOrO BUNPOOYBaHHA, Bepcia 7 Big 20 BepecHa 2023 p.; dopma
iHchopMoBaHoI 3rogu, Bepcia 7.0 Ansa YKpaiHM yKpaiHCbKOK MOBOIO Bif, 17 »oBTHA 2023 p. Ha ocHoOBI
Maiictep-Bepcii popmu iHpopmoBaHOi 3roau gna gocnigxkeHHAa YO42137, Bepcia 8 Big 25 BepecHs
2023 p.; Oopatok Ao chopmu iHopmoBaHOI 3roau Nif 4yac KPU3OBOI cutyauii B YkpaiHi ansa
pocnipkeHHa YO42137, Bepcif 2.0 gna YKpaiHM yKpaiHCbKOKO MOBOIO Bif 18 »xoBTHA 2023 p. Ha oCHOBI
mavictep-Bepcii Jogatka 1 go ®I3 nig yac Kpru3oBoOi cutyauii B YKpaiHi, Bepcia 3.0 Big 14 nunHsa
2023 p. 40 NPOTOKOAY K/iHIYHOro AOCNiAXeHHs «PaHaoMi3oBaHe, noAgiiHe chine, nnauebo-KoHTPOibOBaHe
cdhasn Il gocnipkeHHs aTe3onisymaby B noedHaHHi 3 Tiparonymabom (aHTuU-TIGIT aHTUTINO) abo 6e3
Tiparonymaby y nauieHTiB i3 Hepe3eKkTabesIbHOK NIOCKOKAITUHHOK KapUMHOMOIO CTpaBoxoay, Y1s kapumMHomMa
He nporpecysasa nicaa pagmkasbHOI XimionpoMeHeBoT Tepanii», ko4 gocnigkeHHsa YO42137, sepcid 6 Big 08
rpyaHsa 2022 p.; cnoHcop - . XodcbmaHH-/1a Pow /T4, Lseliyapis

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

5. OHoBneHuii npotokonn MN43964, Bepcia 2 Big 29 cepnHa 2023 poky; Bpowypa pgocnigHuka
okpenizymaty (Ocrevus/RO4964913), sepcia 22 Big 09 nuctonaga 2023 pokKy, aHrNiliCbKOIO MOBOIO;
IHcbopmauiiHuin nuctok i hopma iHcbopmoBaHoi 3roau, Bepcia V2.0UKR(uk)1.0 Big 26 >XOBTHA
2023 pokKy, nepeknag ykpaiHCcbKoo MoBoto Big 02 nuctonaga 2023 poky; IHthopMaLiiHUI NNCTOK i
thopma iHchopmoBaHoi 3rogu, Bepcisa V2.0UKR(ru)1.0 Big 26 »xoBTHA 2023 poKy, nepeknag pociiicbKoio
moBoto Big 02 nuctonaga 2023 poky; Aoaatok Ao copmu iHhopmoBaHOI 3rogn Ha NpPoOBeAEeHHA
anbTepHaTUBHUX BIi3UTIB Nif, yac Kpusn B YKpaiHi, Bepcia V3.0UKR(uk)1.0 Big 31 xoBTHA 2023 poOKy,
nepeknag ykpaiHCbKoIo MOBOIO Bif, 21 nuctonaga 2023 poky; loaaTtok Ao chopmu iHpopmMoBaHoi 3rogu
Ha NpoBefEeHHA aNbTEePHATUBHUX BI3UTIB Nifg 4Yac Kpusu B YKpaiHi, Bepcia V3.0UKR(ru)1l.0 Big
31 xoBTHA 2023 poKy, nepeknag pociiicbkoro MOBOK Big 21 nuctonaga 2023 poKy; 3MiHa Micus
npoBefieHHs1 BUNPOOYBaHHA [0 NPOTOKO/Y KNiHIYHOTo JocnigkKeHHA «baraToueHTpoBe, NpocTe, BiAKpuTe,
po3linpeHe aofatkoBe [AOCNIMKEHHA [ANA  OUiHKW  [OBroCTPOKOBOI 6e3MeyHoCTi Ta edeKTUBHOCTI
okpeni3ymady y nauieHTiB 3 pO3CiSTHUM CK/1epo30M», kog, AocnigpkeHHs MN43964, sepcis 1 Big 25 nuctonaga
2021 poky; crnoHcop - «®. XOPPMAHH-NA POLW NTA», Weeliyapia (F. HOFFMANN-LA ROCHE LTD,
Switzerland)

3asBHYK - MignpremcTso 3 100% iHo3eMHot0 iHBecTuLje «AK'IOBIA PAC YkpaiHa»

BYNO

CTA/O

O.M.H., Npod., 3aB. katheapn Kanbbyc O.1.
BigokpemneHn CTPYKTYpPHUWA nigposain
«YHiBepcutetrcbka KniHika»  [HINpOBCbKOro
Lep)XaBHOro MeAWYHOro yHiBepcuTeTy,
BiAAINEHHs1 HeBPOOril, [HINPOBCbKNIA AepXaBHUIA
MeaAuWYHUA  yHIBEpCUTET, Kadheapa HeBpPOOril,
M. [Hinpo

O.M.H., npod., 3aB. kaceapu Kanbbyc O.1.
BigokpemneHui CTPYKTYPHUIA nigposain
«YHiBepcuteTcbka JlikapHsi» [JHINPOBCbKOro
AepXaBHOro MeAWYHOro yHiBepcureTy,
BigAiNeHHss HeBposoril, JHINPOBCbKUA AepXaBHUI
MeAMYHWUA  YHIBEpCUTET, Kadeapa HEeBPOAOrii,
M. [JHinpo

6. OHOB/IEHMIA MPOTOKON KANiHiYHOro gocnimkeHHa LEX-210, Bepcia 08 Big 21 nunHA 2023 poky,
aHrniicbKkol mMoBoto; IHthopmauiiiHuii NMcToK nauieHTa i hopma iHpopMoBaHOiT 3roau, Bepcis ans
Ykpainu 3.0 Big 21 cepnHA 2023 poKy, YKpPaiHCbKOIO Ta pociiicbkolo moBamu; MocnigoBHICTb giid npu
BK/IIOUEHHI nauieHTiB, Bepcia 1.0, ykpaiHCbKOO MoOBOW; bBpowypa pocnigHuka, npenapar
OKTANMEKC, BugaHHsa 17 Big 27 nuctonaga 2023 poky, aHrNifiCbKOK MOBOK 0 NPOTOKOJY KIiHIYHOIO
BMNPOOYBaHHA «[OC/iAKEHHSA YOTUPUAAKTOPHOIO KOHLEHTpaTy npoTpombiHoBoro komnsiekcy OKTAMNEKC
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y MauieHTiB 3 rOCTPOD MacMBHOKO KPOBOTEYElD, L0 OTPUMYIOTL Tepanito nepopasibHUM aHTUKoAarystHTom
npamoi aii (MAKMA), iHribitopom chaktopa Xa», kog pocnimkeHHs LEX-210, sepcia 07 Big 06 rpyaHs
2021 poky; cnoHcop - «Oktachapma Al'» (Octapharma AG), Lseiiuapis

3asaBHUK - TOB «[lMpeM’ep Pecepy YkpaiHa»

7. 3MiHa Ha3BM MicusA NpPoOBeAEeHHA BUNPOOYyBaHHsA; 3MiHA Micus NpPOBeAEeHHA BUNPOGYBaHHS;
3anyueHHsA [O[AaTKOBOI OpraHisauii, iKii cnoHcop a6o iioro odiliiHuiA NnpeacTaBHUK AeneryBas CBOI
060B’A3KM Ta (OyHKUil, NOB’A3aHi 3 MpPOBeAEHHAM KJ/iHIYUHOrO BUNPOGYBaHHA (BBEe3€HHs
AocnipkyBaHuUX NikapcbKuX 3ac006iB Ta cynyTHiX MmaTepianiB) — TOB «CaHaKnic», YkpaiHa 40 NpOTOKO/y
KNiHiuHOro pocnimkeHHs «BAFATOLEHTPOBE PAHOOMI3OBAHE MOABIVHE CAINE AOCNIAKEHHA
®A3M Il Y NAPANENBHUX TPYMNAX 3 MOABIMHUM KOHTPONEM MJALEBO ONA OLIHKMK
EOEKTVBHOCTI TA BE3MNEYHOCTI ®EHEBPYTUHIBY T[MOPIBHAHO 3 TEPU®JIYHOMIOOM Y
JOPOCINX NALIEHTIB 3 PEUMAMBYHOUM PO3CIAHNM CKIEPO30M», koa gocnipkeHHss GN41851,
Bepcis 6 Big 08 ntoToro 2023 p.; cnoHcop - ®.XodhdmaHH-/19 Pow fTa, LWseiuapis

3aaBHUK - TOBApMCTBO 3 06MEXEHOI0 BiANOBIAA/ILHICTIO «Pow YkpaiHa»

BYNO

CTANO

K.M.H. KocTioueHko A.B.
Mepu4yHUIA LEHTP ToBapucTtBa 3 OGMEXEHOH

K.M.H. KocTioueHko A.B.
ToBapucTBO 3 OGMEXEHOK BiAnoBifaNnbLHICTIO

BignoBiganbHicTio «Xenc KniHik», Megnunnii | «Megnunuin UeHntp Xenc KniHik», MeguuHuii
KNIHIYHWIA JOCNIAHULBKNIA LEHTP, BiAAIN 3arasibHOI | KIHIYHWIA [OCiAHNLBKNIA LEeHTP, Bigain
Tepanii, M. BiHHVLUS HeBpoorii, M. BiHHMLUS

BYNO CTANIO
O.M.H., npod. Kanbbyc O.I. O.M.H., npodh. Kanb6yc O.1.
BigokpemneHuin CTPYKTYPHUIA nigpo3ain | BigokpemneHui CTPYKTYpPHNUii nigposain
«YHiBepcuTeTcbka KhiHika» [IHINPOBCbLKOro | «YHiBepcuTteTcbka nikapHa» [HiNPOBCbLKOro

AepXxaBHoro MeAU4YHOro yHiBepcutety,
BiAAiNEeHHs HeBponorii, JHINPOBCLKUA AepXaBHWI
MeaMYHUA  yHiBepcuTeT, kadegpa HeBposorii,
M. [Hinpo

AepXxaBHoro MeAUYHOro yHiBepcutety,
BigAiNeHHs HeBposorii, [JHINPOBCbKMIA AepXaBHUA
MeauMYHWIA  yHiBepcuTeT, kachegpa HeBposorii,
M. [Hinpo

8. Jocbe pocnigKyBaHOro nikapcbkoro saco6y Topunanima6_Mopaynb 3 «SKicTb», Bepcia 5.0 Big 22
moToro 2024 poky, aHrfaiicbko MOBOK; JOCbE AOC/iAKYBaHOro JliKaApCbKOro 3aco6y
Topunanima6_Moaynb 3 «AkicTb», Bepcis 4.0 Big 10 nuctonaga 2023 poky, aHrNilicbKo MOBO10; [locbe
[OocnipKyBaHOro nikapcbKoro 3aco6y niaue6o go Topunanimady_Mopgynb 3 «AkicTb», Bepcisa 3.0 Big,
10 nuctonaga 2023 poKy, aHrAiMCbKO MOBOIO; MoJOBXEHHA TepMiHy npugaTHOCTi nnaue6o Ao
Topunanimaby o 36 mMicsauiB; 3miHa Ha3BU MicLiA NPOBeAEHHA BUNPOGYBaHHA [0 NPOTOKO/Y KNiHIYHOTO
AocnimpkeHHs1 «MpocnekTMBHe, paHaoMi3oBaHe, niaueb0-KOHTPoNboBaHe, NoABiiHe cnine, 6araToueHTpOBe,
peecTpauiiHe KniHiuHe gocnimkeHHs dasn Il gna nopiBHsAHHA Topunanimady (JS001) y noeaHaHHi 3
neHBaTVHIGOM Ta nnauebo y MoedHaHHI 3 NeHBaTUHIBOM K Tepanii 1-1 NiHIT nNpy  NOWMWPEHii
renartouesntonapHin kapuuHomi (FLK)», kog gocnigpkeHHs JS001-027-11-HCC, Bepcisa 2.0 Big 08 nuctonaga
2022 poky; cnoHcop - Shanghai Junshi Biosciences Co., Ltd, China

3asBHYK - MignpueMcTBo 3 100% iHo3eMHol iHBecTuLjeto «ANKHOBIA PAC YkpaiHa»

BYNO CTAJNIO
nikap CiHenbHikos |.B. nikap CiHenbHikoB |.B.
KomyHanbHe  nignpuemctBo  «BonuHcbKuii | KomyHanbHe nignpuemMcTBOo «BonuHcbKka
o6nacHuii  MegUYHWA  LEHTP  OHKOJMOorii» | o6nacHa  KiiHIYHA  flikKapHA»  BoOWHCBKOI
BonunHCbKOI  06GnacHOi  paau, OHKOMOrivyHe | o6nacHoi pagu, OGMacHUIA MegUYHWIA LEHTP

OHKONOTiT, OHKOJIOTiYHEe
BigaiNneHHs, M. JlyupK

XiMioTepaneBTU4He BigaineHHs, M. Jlyupk XiMioTepaneBTUYHe

9. IHchopmauia pna nagieHTa Ta Popma iHhopmoBaHoi 3rogn — MpoTtokon 64091742PCR3001, Bepcia
7.0 yKpaiHCbKOIO MOBOI A1 YKpaiHu Big 26.02.2024; IHcgopmauis ana naudieHta Ta Popma
iHdbopmoBaHoi 3roau — MpoTokon 64091742PCR3001, Bepcis 7.0 pociiicbkolo MOBOIO A/151 YKpaiHu Big
26.02.2024 [0 nNpOTOKO/Y K/IHIYHOrO A0C/iMKEHHS «PaHAomizoBaHe, nnaueb0-KOHTPO/IboBaHe, NoABiliHe
cnine KiHiYHe gocnimkeHHsa 3 dasu npenapaty Hipanapué y kom6iHauii 3 AbiparepoHa AuetaTom Ta
MpeaHi30HOM Yy MOpPIBHAHHI 3 Ab6ipaTepoHa Auetatom Ta [lpefHi30HOM /18 JliKyBaHHA MalieHTiB 3



MeTacTaTMYHUM pakoM nepeamixypoBoi 3a/103u», Kog, focnimkeHHs 64091742PCR3001, 3 nonpaskoto 6 Bif
30.09.2021 p.; cnoHcop - «AHCCEH ®APMALIEBTVKA HB», Benbris
3asBHuK - « AHCCEH ®APMALIEBTVIKA HB», benbris

10. OHOBEHMI NPOTOKON KAMiHIYHOro BUNpoG6yBaHHA: I3Y-MC-JPCF 3 iHKopnopoBaHOI0 NONpaBKoio (g)
Big 08 nuctonapga 2023 poKy, aHrMiicbKOK MOBOL0; OHOBieHa Bpollypa gocnigHuka AoCnigKyBaHOro
nikapcbkoro 3aco6y Abemauikio (LY2835219), Bepcis Big 11 rpyaHAa 2023 poKy, aHr1iliCbKOKO MOBOLO
[0 NPOTOKONY K/iHIYHOro gocnimkeHHs «MonarchE: PaHgomizoBaHe, Bigkpute gocnimpkeHHs Il da3un Tepanii
abemauikniéom B kKOMOGiHaL|ii 3i CTaHAapPTHOK af'toBaHTHOK rOPMOHOTEpPAanIel0 B NOPIBHAHHI 3i CTaHAAPTHO
aA'toBaHTHOK TOPMOH&/IbHOK MOHOTepanield y nauieHTiB i3 MO4YaTKOBOK CTafi€eld rOpMOH-peLenTop-
NO3UTUBHOIO, 3 HErATUBHUM PEeLENTOPHUM CTaTyCOM JIIOACHKOro enigepmasibHoro dpakropa pocty 2-ro tuny,
NaxBOBKX NiMaTUYHMX BY3NiB MO3UTUBHOIO paky MOJIOYHOIT 3a/1031 BUCOKOTO PU3KNKy», Kog, A0CNigpKeHHs I3Y-
MC-JPCF, 3 inkopnopoBaHoto nonpaskoto (f) Big 07 6epesHs 2023 poKy, aHrNiliCbKOK MOBOLO; CMOHCop - Eni
Ninni eng Komnawi, CLUA

3anBHuK - «Eni Nlinni Boctok CA», LLBeliuapis

11. OHOBNEHUIA NPOTOKON KJliHIYHOro Bunpo6yBaHHA MK-7684A-004, 3 iHKOPNOpPOBaHOIO NMOMPaBKOK
05 Big 19 rpygHa 2023 poKy, aHIMiiCbKOKO MOBOIO [0 NPOTOKO/Y K/IHIYHOrO OOCNILKEHHS «BigkpuTe
pocnimpkeHHst hasm 2 ans ouiHkM 6e3nekn Ta edpekTnBHOCTI MK-7684A (kombiHauiss MK-7684 [BibocTonimab] 3
MK-3475 [nembponizymab]) y y4yacHMKIB 3 peuuguByrouMMm abo pedpakTepHMMU remMaToNorivyHUMn
3/105KICHMMW HOBOYTBOPEHHAMW, Kog, aocnimkeHHst MK-7684A-004, 3 iHkopnopoBaHoto nonpaskoto 04 Big 05
cepnHsa 2022 poky; cnoHcop - TOB Mepk LWapn eHg Ooym, CLUA (Merck Sharp & Dohme LLC, USA)
3aaBHUK - TOBApUCTBO 3 0OMEXEHOI0 BignoBiganbHicTio «MC/L YkpaiHa»

12. bpowypa AocnigHuka JNJ-67896062 (macitentan), BugaHHsa 21 Big 01.12.2023 p.; MNoAOBXeHHs
TepMiHy npoBefieHHA BUNpooGyBaHHA A0 20.02.2029 p. [0 NPOTOKONY K/IHIYHOTO [OCNILKEHHSA
«[lMpocnekTuBHe, H6araToLeHTPOBE, NOABIiHE C/ine, 3 NOABIMHOK iMiTauield, paHAOMI30BaHe, 3 aKTMBHUM
KOHTPO/IEM, B NapasiesibHUX rpynax, 3 MOCAigOBHMM BK/IYEHHSAM Tpyn, aganTvBHE, KOHTPOJIbOBaHe 3a
NOAISMU KNiHIYHE JAOCAISKEHHSA TPeTbOT dhasun A/18 NOPIBHAHHSA eDEKTUBHOCTI, 6€3NeYHOCTI Ta NEPEHOCUMOCTI
MauiTeHTaHa 75 Mr 3 mauiTeHTaHom 10 Mr y nauieHTiB 3 JIereHeBOK apTepiasibHOK TinepTeHsien 3
nofasibliuM nepiogoM BiAKPUTOrO NiKyBaHHA MauiTeHTaHoOM 75 mr», kKoh pocnimpkeHHs AC-055-315, 3
nonpaskoto 4, Bepcis 5, Big 04.04.2023 p.; cnoHcop - «AHCCEH ®APMALIEBTUKA HB», benebrisi

3aaBHUK - «AHCCEH ®APMALEBTUKA HB», Benbris

13. OHoBneHa 6pouwypa gocnigHuka Imlunestrant [LY3484356], BugaHHA Big, 08 rpyaHa 2023 poky,
aHrNifcbKOK MOBOK [0 NPOTOKOMAY K/iHIYHOrO pocnigkeHHs «EMBER-3: PaHpomizoBaHe, BigkpuTe
pocnipkeHHa [l dasn gna nopiBHAHHA MikyBaHHA npenapatoM LY3484356 Ta NikyBaHHSA €HOOKPUHHOK
Tepaniel 3a BM60POM AOCNiAHMKA Y NALEHTIB 3 MiCLEeBO-NoLWMpeHnM abo MeTacTaTUYHUM PakoM MOJIOHYHOT
3a/1031 3 MO3UTUBHUM CTaTycOM peLenTopiB ecTporeHy Ta HeratmBHum ctatycom HER2, aki paHiwe
OTPMMYBa/IN EHAOKPUHHY Tepanito», Kog aocnimpkeHHs J2J-OX-JZLC, sepcis 1.0 Big 15 6epesHs 2021 poky;
crnoHcop - Eni Ninni eng Komnari, CLUA / Eli Lilly and Company, USA

3anBHuK - «Eni Nlinni Boctok CA», LLBeliLapis

14. 3anyuyeHHA p[ocnigkyBaHOro JiKapCcbKOro 3acoly, WO BUKOPUCTOBYETLCA AK npenapar
nopiBHsHHA: Fludarabinphosphat - GRY® (dnypapabiH dochar), KOHUeHTpaT ANA PO3UUHY ANA
iH’eKuii a60 iHdy3ii, 25mr/mn (Bupo6Huk: Pharmachemie B.V., Netherlands. MakyBaHHA/MapKyBaHHSA:
Werthenstein BioPharma GmbH, Switzerland; Fisher Clinical Services GmbH, Switzerland; Almac
Clinical Services Limited), United Kingdom; 3pa3ok MapKyBaHHA AOCNiA)XYBaHOro J1ikapCbKOro 3acooy
nopiBHsAHHA Fludarabine phosphate Kit, Bepcisa 2.0 Big 01 uepBHsa 2022 poKy, YKPaiHCbKOIO MOBOIO;
3pa3ok MapKyBaHHA [OCNIgKYBaHOrO JlikapcbKoro 3aco6y nopiBHAHHA: Fludarabine phosphate Vial,
Bepcia 2.0 Big 01 uepBHA 2022 poOKy, YKPAIHCLKOIO MOBOIO /10 MPOTOKO/Y KNIHIYHOIO AOC/IAXEHHS
«PaHpomizoBaHe pocnimkeHHs Il da3n ans nopiBHAHHS ePekTUBHOCTI Ta 6e3Ne4YHOCTi HeMTaGpPYTUHIGY B
MOPIBHSAHHI 3 XiMioiMyHOTepanieto Npu paHille HenikoBaHOMY XPOHIYHOMY AiMddoLUTapHOMY Nelikosi/nimdomi 3
mManux nimgounTie 6e3 abepauiin reHa TP53 (BELLWAVE-008)», kog pocnimpkeHHs MK-1026-008, 3
iHKopriopoBaHoto nonpaskoto 01 Big 16 6epesHs 2023 poky; cnoHcop - TOB Mepk Wapn eHg Ooym, CLUA
(Merck Sharp & Dohme LLC, USA)

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



15. OHOBNEeHuiAi NPOTOKOJ/T KAiHIYHOTrO BUNPOGYyBaHHsA, Bepcia 4 Big 21 rpygHa 2023 p.; Popma
iHdbopMoBaHoI 3roau, Bepcis 5.0 AnA YKpaiH1 yKpaiHCbKOI MOBOIO Bif, 29 rpyaHsa 2023 p. Ha ocHOBI
MaiicTep-Bepcii chopmu iHhopmoBaHOi 3roan ans pocnigxkeHHs BN42083, Bepcisa 4, Big 21 rpygHs
2023 p.; Inct-nogsika nauieHTy, Bepcia 1.0 Big 20 rpyaHs 2023 p. Ha ocHOBI wa6noHy Jlucta-nogsaku
Bepcis 1.0, 21 yepBHsa 2023 p.; 3anyueHHs A04aTKOBOI OpraHisauii, AKiii cnoHcop a6o oro odiuiiHnii
npeAcTaBHUK pgeneryBaB CBOI OGOB’A3KM Ta (PyHKUii, NMOB’A3aHi 3 MNPOBEAEHHAM KNiHiYHOro
BUNPOGYBaHHA (BBE3€HHA [OC/ifAKYBaHUX JIIKAPCbKMX 3aco6iB Ta CynyTHiX wmartepianiB) -
TOB «CaHaKnic», YKpaiHa 00 NpOTOKOMY K/HIYHOro AochimkeHHs «baratoueHTpoBe, paHAOMi3OBaHe,
noagiiHe cnine, KOHTPONbOBaHe pocnimkeHHa dasm lllb ana ouiHkn edekTMBHOCTI, 6e3neyvyHocTi Ta
hapmMakoKIHETMKN BULLMX [03 OKpenisymady Yy [O0poc/iMx 3 MepBMHHMM MNPOrpecyrunm po3CisHUM
CKiepo3om», Kog gocnigpkeHHs BN42083, sepcis 3 Big 28 )oBTHA 2021 p.; cnoHcop - ®.XogdmaHH-/1a Pouu
Ntp, Weeiiuapis

3aaBHUK - TOBApPUCTBO 3 OOMEXEHOI0 BiNoBiAa/IbHICTIO «PoL YKpaiHa»

16. 3miHa KoMnaHil, sika gie 3a [OBIpPeHiCTIO, AKY HafjaB CMOHCOP, Ha BBE3E€HHSA [OCNiMKYBaHUX
NiKapcbkux 3aco6iB Ta cynyTHix martepiasiiB 3 TOB «ABIHEKC YKP» (Avinex Ukr, LLC), YkpaiHa,
M. KuiB, Byn. MypmaHcbka 3, Ha komnaHito TOB «CAHAK/IIC» (SanaClis TOV), YkpaiHa, KuiBcbka 0611.,
Bopucninbcbkuiti p-H, ceno [ponickn, Byn. CoGopHa 18 [0 NPOTOKOAY KAIHIYHOTO [AOCHIAKEHHS
«[pocnekTuBHEe BIAKPUTE HEMNOpPIBHS/IbHE GaraToueHTpoBe AochimkeHHs 1l dasnm  gna  OuiHKK
chapmakoKiHETUKN, edIEKTUBHOCTI, NEPEHOCUMOCTI Ta 6e3MeYHOCTi npenapaTty iMyHOr106yniH AlaAnHn Ans
nigLwkipHoro BeefeHHs (HbIOHOPM) Y NauieHTIB i3 NEPBUHHUMUN IMYHOAERILNTHUMY 3aXBOPIOBAHHAMM», KOA,
pocnipkeHHss NORM-01, Bepcis 04 Big 23 cepnHsa 2021 poky; cnoHcop - «Oktadapma dapmaueBTMKa
MpopykTioHcl'ec M.6.X» (Octapharma Pharmazeutika Produktionsges.m.b.H.), AscTpis

3asaBHUK - TOB «lNpem’ep Pecepy YkpaiHa»

17. 3MiHa KOHTPaKTHOI AO0CNIAHULLKOI OpraHisauii, BignoBiAa/IbHOT 3a BUKOHAHHS BaX/IMBUX 3aBAaHb
y pamkax KniHiuHoro BunpoGyBaHHsa 3 MignpuemctBa 3 100% iHo3emHoOl0O iHBecTuljelo «ANK’HOBIA
PAC YkpaiHa» Ha TOB «MAPEKCE/ YkpaiHa» [0 NPOTOKO/Y KNiHIYHOro AocnigpkeHHs «PaHaomizoBaHe,
noZgiiiHe cnine, 6arato-LeHTpoBe gocnimkeHHs Il dhasu, sske NpoBOAMTLCS B NapasiesibHNX rpynax, 3 MeTor
MOPIBHAHHA ed)EeKTMBHOCTI Ta MNepeHoCMMOCTi npenapaTis dynBectpaHT (PA3JTIOAEKC™) 500mr i
AHactposon (APMMIAEKC™) 1mMr y $KOCTI ropMOHa/lbHOI Tepanii npuM MiCLUEBO MOLWMPEHOMY abo
MeTacTaTM4yHOMYy paky [py4aHOI 3an103¥ 3 MNO3UTUBHUMW TFOPMOHA/IbHUMW peuentopamn Yy XKIHOK Yy
nocTMeHonaysi, ski nonepegHbO He oTpUMyBaNn Byab-KoT ropmoHanbHoi Tepanii (PAJIKOH [FALCON] )»,
ko4 pocnimpkeHHs D699BC00001, BuaaHHA 6 Big 17 rpygHsa 2021 poky; crnoHcop - «AcTpa3eHeka ABb»
(AstraZeneca AB), LBeLis

3asBHuK - TOB «MAPEKCEJ1 YkpaiHa»

18. YkpaiHa, MK-8189-008, IHchopmauis Ta 4OKYMEHT npo iHhopmoBaHy 3rofy ANA nauieHTa, Bepcia
2.02 Big 02 noToro 2024 poKy, YKpaiHCbKOO MOBOK [0 MNPOTOKO/Y K/HIYHOrO [OCHIIKEHHSA
«PaHgomizoBaHe, noggiiHe-criine, 3 nnauebo Ta akTUBHUM KOHTPOJIEM JfliKkyBaHHSA JOCnigpKeHHsA 2B hasn
edheKkTMBHOCTI Ta 6e3neyHocTi MK-8189 y naujieHTiB 3 rOCTpMM €ni3ofAoM LUM30QPEHIT», Ko, AOCIIKEHHS
MK-8189-008, 3 iHkoprnopoBaHoto nonpasBkoto 04 Big 16 nuctonaga 2022 poky; cnoHcop - TOB Mepk Wapn
eHg Aoym, CLLWA (Merck Sharp & Dohme LLC, USA)

3asiBHUK - TOBApUCTBO 3 0OMEXEHOH0 BignoBigasbHICTIO «MC/, YkpaiHa»

19. OHOBNEHUiT NPOTOKO/ K/iHIYHOrO BUMNpoGyBaHHA LTS16004, 3 nonpaBkoto 10, Bepcia 1 Big 20
rpyaHs 2023 poky [0 MPOTOKO/Y K/IiHIYHOrO AOCHIMKEHHSA «[OBrocTpOKOBe PO3LUMPEHE AOC/iIKEHHA 3
OuiHKN 6e3nekn Ta edpekTMBHOCTI npenapaty SAR442168 y yyacCHWUKIB OOC/IMKEHHSA 3 peunguBytovmMm
pO3CiiHUM CK1epO30M», KO AocnimpkeHHs LTS16004, 3 nonpaskoto 09, Bepcia 1 Big 16 nuctonaga 2023 poky;
cnoHcop - Genzyme Corporation, USA (xeH3aiim KoprnopeiiwH, CLUA)

3aaBHuK - TOB «MAPEKCEJT YkpaiHa»

20. OHoBneHHA IHhopmauii gna nayieHTa gocnimkeHHa Ta ®opmu IHpopmoBaHoT 3rogun Ans yyacti y
AOocnipKeHHi ANnsa BUKOPUCTaHHA B YKpaiHi YKpaiHCbKOI MOBOLO, Bepcia Ne 6.0 Big 12 ntotoro 2024
poky; OHoBneHHs IHdopmauii ana nauieHTa pgocnipkeHHa Ta ®opmu IHopmoBaHoi 3rogu Ans
nepexoay Ha iHwWe JliKkyBaHHA B pamMKax AOC/ifKEHHA O/ BMKOPUCTAHHA B YKpaiHi yKpaiHCbLKOI
MoBolo, Bepcifi Ne 6.0 Big 12 niotoro 2024 poky [0 NPOTOKOY KNiHIYHOIO AocnimkeHHs «LIBRETTO 432:

5



Mnaue60-KOHTPONbOBaHe MOABiMHE cnine paHAoMi30oBaHe AOC/ifkeHHS 3 ha3u AN OUiHKM af'toBaHTHOT
Tepanii cennepkaTuHiGoM nic/a pagukasibHOT NIOKOPErioHapHOoT Tepanii y nauyieHTiB 3 HeAPiOHOKMITUHHUM
pakom nereHi ctagil IB—IIIA 3 HasBHicTIO ribpuaHoro reHa RET», kog gocnigpkeHHa J2G-MC-JZJX, Bepcid 3
nonpaskoto (h) Big 17 cepnHa 2023 poky; cnoHcop - Eni Ninni eng Komnawi, CWA / Eli Lilly and Company,
USA

3anBHuK - «Eni Nlinni Boctok CA», LLBeliLapis

21. Bpowypa pgocnigHuka Pembrolizumab (MK-3475), BugaHHa 24 Big 08 nuctonaga 2023 poky,
aHrniicbKkoo MoBoI0; YKpaiHa, MK-3475-866, IHchopmaLisa Ta AOKYMeEHT nNpo iHhopMmoBaHy 3rogy Ans
nauieHTa, Bepcia 3.01 Big, 07 ntotoro 2024 p., yKpaiHCbKOO MOBOIO; 3MiHa Ha3B MicUub NMPOBEeAEHHA
KNiHIYHOrO BUNPOGYBaHHA [0 MNPOTOKO/Y KNiHIYHOIO JOCNimKeHHA «PaHAoMmi3oBaHe, noasiliHe chnine
pocnigxenHs |1l dhasm gns ouiHkm nepionepauiintHoro 3actocyBaHHA neMoponisymady (MK-3475) y kombiHav,i
3 HEeoaA'toBaHTHOIO XiMioTepanielo NOPIBHAHO 3 MmepionepawiiiHAM 3acTocyBaHHAM niauebo y KombiHauii 3
Heoa/, toBaHTHOI XiMioTepani€elo B y4acHUKIB 3 M'A30BO-iHBa3MBHMM PakoM CEYOBOro Mixypa, npuaaTtHux ans
nikysaHHsa umcnnatnHom (KEYNOTE-866)», ko gocnigpkeHHs MK-3475-866, 3 iHKOpNoOpoBaHO NMOMpasBKoto
06 Big 14 cepnHa 2023 poky; cnoHcop - TOB Mepk Wapn eHg Ooym, CLUA (Merck Sharp & Dohme LLC, USA)
3asBHMK - TOBApMCTBO 3 06MEXEHOI0 BiAMOBIfaUIbHICTIO «MC/], YkpaiHa»

BYNO CTAIO
anpekrtop MNMapamoHos B.B. AvpekTop MNapamoHos B.B.
KomyHasibHe HekomepLiiHe nignpuemcTso | KomyHasnbHe HekomepuinHe niANpUeEMCTBO
«KniHiuHWiA LEeHTp OHKOJO0TT, remaTonorii, | «KniHivyHwni LEeHTp OHKOJOTT, remartonorii,
TpaHcnaHTonorii  Ta  nasiaTMBHOI  AOMOMOTM | TpaHCNMaHToNOri  Ta  naniaTMBHOI  AOMOMOTU

Uepkacbkoi o6nacHoi pagu», 06MacHUii LEeHTp
KNiHiYHOT oHKonorii (OHKOXiMioTepaneBTUYHUIA),
M. Yepkacu

Uepkacbkoi 06/51acHOI paan»,
OHKonoril
M. Yepkacu

Bipain kniHiuHOV
(oHKOXiMioTEpaneBTUUYHUIA),

A.M.H., npodp. CTaxoBcbkuii E.O.

JepxaBHe HekomepLUiiHe NigNPUEMCTBO
«HaujoHanbHUiA  IHCTUTYT  paky»,  HayKOBO-
pocnigHe BigAineHHsA NJacTUYHOI Ta

PEKOHCTPYKTUBHOI OHKOYposorii, M. Kui

A.M.H., npody. CtaxoBcbkuii E.O.

JepxaBHe HekomepLiiHe nignNpUeMCTBO
«HaujoHanbHUiA  IHCTUTYT ~ paky»,  HayKOBO-
KNiHIYHWIA BiaAain nnacTu4Hol Ta

PEKOHCTPYKTUBHOI OHKOyposiorii, M. KuiB

22. YkpaiHa, MK-3475-B68, IHchopMmaLia Ta foKymMeHT npo iHpopmoBaHy 3rofy A/1sl NauieHTa, Bepcis
2.03 Big 08 niotoro 2024 poky, YKpalHCbKOIO MOBOKO; 3MiHa Ha3BU Micusl NPOBEeAEHHA KNiHIYHOro
BUNPOOYBaHHA [0 NPOTOKO/Y KIHIMHOTO BUMpPOOYBaHHA «JocnimkeHHsa |l dasn nem6ponisymady
(MK-3475) KOXHi 6 TW)XXHIB Yy NaLliEeHTIB 3 peLnanBytoyo abo pedipakTepHO KNacuuHO NiMoMOoo XomKKiHa
abo y naujieHTIB 3 peunagnByrovo0 abo pedpakTepHO NEPBMHHOK MeAiaCTUHAIbHOK B- KPYNHOKAITUHHOK
nimchomoto», koa gocnimkeHHsa MK-3475-B68, 3 iHkopriopoBaHoto nonpaskoto 04 Big 06 yepsHs 2023 poky;
cnoHcop - TOB Mepk Wapn eHg Ooym, CLUA (Merck Sharp & Dohme LLC, USA)

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

BYNO CTANO
O.M.H., npodh. Kpsadok LA, O.M.H., npod. Kpayok LA,
JepxaBHe HekomepLiiHe nignpuemcTeo | JepxaBHe HekoMepLiiHe nignpUeMCTBO
«HauioHanbHWin ~ IHCTUTYT  paky», HayKoBO- | «HauioHas/bHWi iHCTUTYT paky>», KniHika
pocnigHe BigaineHHsA ximioTepanii | XximioTepanii Ta OHKOremartosnorii, HayKOBO-
remo6sacTo3iB  Ta af’'loBaHTHMX MeTopfiB | K/iHIYHMIA BigAain oHKoremartosorii, BiagisIeHHA
niKyBaHHAl, BiAAiNeHHs OHKoremartoJsiorii 3 | OHKoremaroJsorii, M. Kuis

CEKTOPOM af’'loBaHTHMX MeTOAIB JliKyBaHHSA,
M. KniB

23. 3MiHa Ha3BMW MicuA NpoBeAeHHA KiHIYHOro BMNPOGYBaHHA [0 NPOTOKO/Y KIHIYHOIO AOCAIAKEHHS
«baraTtoueHTpoBe, Bigkpute, NogosxeHe JocnimkeHHs Il Pa3un gna OuiHkn JoBroTpmsanoi EchekTMBHOCTI Ta
BesneuHocTi 3acTtocyBaHHA Mipikisyma6y y [MMauieHTiB i3 Bupaskosum Konitom MomipHOro ta TSXKOro
Mepebiry (LUCENT 3)», kog gocnigkeHHs 16T-MC-AMAP, 3 iHKOpnopoBaHol nonpaskoto (€) Big 31 XKOBTHSA
2023 poky; cnoHcop - Eni Ninni enp Komnawi, CLWWA / Eli Lilly and Company, USA

3anBHuK - «Eni Nlinni Boctok CA», LLBeliyapis

BYNO CTANO




AO.M.H., npod. IBaHoB B.IT.

KomyHasbHe HekoMepLiiHe nignNpUeMCTBO
«BiHHMUbKA Micbka  KNiHiYHA  nikapHA  Nolx,
racTpoeHTeposIoriuHe BiAAiNeHHs, BiHHMUbKNKI
HaLjioHa/1bHUIA MeANYHWUIA yHiBepcuTeT
iM. M.I. Muporosa, kadeapa BHYTPILLIHLOT MEANLIVHN
Ne3, M. BiHHMUA

O.M.H., npod. IBaHoB B.IM.

KomyHasbHe HekomepLiiiiHe NigNPUEMCTBO
«BiHHMLbKa MicbKa KNiHiYHa nikapHA Nel», KniHivyHe
TepaneBTUUHe BigAineHHsa Ne2, BiHHULbKWUIA
HaLjioHaIbHUIA MeaNYHWI yHiBepcuTeT
iM. M.1. Muporos.a, kadeapa BHYTPILLIHLOT MEANULIMHN
Ne3, M. BiHHMUA

24. OHoBneHHs IHdopmalii ana nayieHTa gocnimkeHHAa Ta ®opmu IHpopmoBaHol 3rogun Ans y4yacTi y
[OCnimpKeHHI Ansa BUKOPUCTaAHHA B YKpaiHi Bepcia Ne 7.0 yKpaiHCbKOIO MOBOIO Big, 12 niotoro 2024
pokKy; OHoBneHHsA IHopmauii Ana nayieHTa gocnigkeHHa Ta Popmu IHhopmoBaHoi 3roau Ana yyacTi
y nepexigHomy nepioai AoCNiAKeHHSA 411 BUKOPUCTaHHA B YKpaiHi, Bepcifi Ne 7.0 yKpaiHCbKOKO MOBOIO
BiAg 12 niotoro 2024 pokKy [0 MPOTOKOY KAIHIYHOrO gocnimkeHHs «LIBRETTO-431: baratoueHTpoBe,
paHgoMi3oBaHe, BigkpuTe gocnimpkeHHs Il dpasun nopiBHAHHA Tepanii npenapaTtom CennepkaTtiHio 3 Tepanieto
npenapaTamMy Ha OCHOBI MOXiAHWX NAATUHW B NOEAHAHHI 3 MemMeTpekceaoM B a6o 6e3 kombiHaLii 3 NpuinoMom
nem6ponizymada B AKOCTi MepLUOT NiHiT NiKyBaHHA NOLIMPEHOro Y1 MeTacTasytouoro HegpiGHOKNITUHHOIO paky
nereHi 3 HaaBHICTIO ribpuagHoro reHa RET», kof gocnimpkeHHa J2G-MC-JZJC, Bepcis 3 iHKOPNOpOBaHO
nonpaskoto (e) Big 15 cepnHa 2023 poky; crnoHcop - Eni Ninni eHg Komnati, CLUA / Eli Lilly and Company,
USA

3anBHuK - «Eni Ninni Boctok CA», LLBeliLapis

25. 3mMiHa Ha3BU MiCLb MPOBeAEHHA K/IHIUHOro AOCNiMKEeHHA [0 NPOTOKO/Y KAIHIYHOrO AO0CAIMKEHHS
«baraToueHTpoBe paHAoMi3oBaHe, NOABINHO cnine, nnauebo-KoHTpoboBaHe gocnigxeHHs Il dasn 3 meToro
OUiHKM O3aHiMoAy A1 MNepopasibHOr0 NpUnoMy nNpu NPOBEAEHHI NigTpMMytoUvoi Tepanii nauieHTam i3
cepeAHbOTHKKMM abo TSHXKKMM nepebirom XxBopobun KpoHa B akTUBHIN dhopmi», kog, gocnimpxkeHHss RPC01-3203,
Monpaska 6.0 Big 16 6epe3Ha 2023 p.; cnoHcop - «CenmkeH IHTepHewHn I Capn» (Celgene International Il
Sarl), LLBelinapis

3asBHNK - TOBAPUCTBO 3 OBMEXEHOIO BIAMNOBIAANBHICTIO «l EC AN-YKPAIHA»

CTAI0

BYNO
K.M.H. Tomarukesuy I.1.
KomyHasibHe HekomepuiiHe niANpUEMCTBO
«BiHHMUbKA Micbka K/iHiYHA  nikapHa  Nolx,
racTpoeHTeposioriuHe BigAiNeHHA, BiHHMLbKWIA

HaLjiOHa/TbHUIA MeaNYHNIA yHiBEPCUTET
imeHi M.l. TwuporoBa, kadegpa nponeaeBTUKN
BHYTPILLUHbOT MEANLMHKN, M. BiHHMUSA

K.M.H.Tomawukesny I".1.

KomyHasnbHe HekomepLUiiiHe NigNPMEMCTBO
«BiHHMLbKa MiCbKa K/iHIYHA likapHA Nolx», kniHiYHe
TepaneBTUYHe BigAineHHA Ne2, BiHHULLKWI
HaLioHaNbHWIA MeaNYHNI yHiBEPCUTET
imeHi M.l. TMuporoBa, kKadeapa nponeaeBTUKN
BHYTPILLUHbOT MEeANUMHKN, M. BiHHMUSA

3aB. ueHTpy byabko T.M.

KomyHasibHe HekomMepLiiHe nigNpUeEMCTBO
KuiBcbkoi o6nacHoi pagn «KuiBcbka o6nacHa
KniHiYHa niKapHs», KMiHIYHWI LEeHTp

TepaneBTUYHOro Mpodisito, racTPoeHTeposioriuHe
BigAineHHa, M. Kuis

3aB. ueHTpy byabko T.M.

KomyHasnbHe HeKoMepLUiiHe nigNpPUeEMCTBO
KuiBcbkoi o06nacHoi pagn «KuiBcbka o6nacHa
KniHiYHa NiKapHsI», KMiHIYHWI LeHTp

TepaneBTUYHOro npodinto, M. Kuis

K.M.H. Muporosckkuii B.1O.

KomyHausibHe HekomepLUiiHe nignpueMCTBO
Kuiscbkoi o6nacHoi pagn «KuiBcbka o06nacHa
KNiHiYHa nikapHs», MPOKTONOriyHe BigfineHHs,
M. Kui

K.M.H. Mnporoscbkuii B.1O.

KomyHasnbHe HekomepLiiHe nignpUeEMCTBO
KuiBcbkoi o6nacHoi pagu «KuiBcbka o06nacHa
KniHiYHa  nikapHa», BigAineHHA npokronoril
LEeHTpYy xipypri, TpaHcnaaHTonorii Ta

npokrtonorii, M. Knis

26. 3MiHa Ha3BU MiCLb NMPOBEeAEHHA K/HIUHOro AOCNiMKEHHA [0 MPOTOKO/Y KAIHIYHOrO AO0CAIMKEHHS
«JlopatkoBe baraToLEeHTpOBe BiAgKpuTe AocnigpkeHHs 11l ha3n 3 METOO OLiHKM 03aHiMoAy A/15 nepopasibHOro
npuiioMy Npu NiKyBaHHI NauieHTIB i3 cepeHbOTSHKKUM abo TSHKKUM nepebirom xBopobw KpoHa B akTWBHIl
dhopwmi», koa pocnigpxkeHHa RPCO01-3204, MonpaBka 6.0 Big 16 6epesHs 2023 p.; crnoHcop - «CengkeH
IHTepHewHn Il Capn» (Celgene International Il Sarl), LUBeiuapis

3asBHNK - TOBAPUCTBO 3 OBMEXEHOIO BIAMNOBIAANBHICTIO «l EC AN-YKPAIHA»

BYNO
K.M.H. TomawukeBuy I.1.

CTANO
K.M.H. Tomawkesuy I".1.




KomyHasibHe HekomepLiHe nignpuemcTBo | KomyHasibHe HekomepLiiHe nigNpPUeEMCTBO
«BiHHMUbKA Micbka KaiHiYHA  fikapHa  Nel», | «BiHHMUbKa MiCbKa KniHiYHA nikapHa Nel», KniHiuHe
racTpoeHTeposioriuHe BiAfiNeHHA, BiHHWUbKUIA | TepaneBTMUYHe BiagineHHsa Ne2, BiHHUUbKWI

HaLioHaTbHWIA MeaNYHUIA YHIBEPCUTET | HaLiOHa/IbHWiA MeaNYHUIA yHiBepcuTeT
iMm.  M.l. TNwuporosa, kadegpa nponegesTukn | im. M.l.  TwuporoBa, Kadegpa  nponeseBTUKU
BHYTPILUHbOT MeAMLMHKY, M. BiHHMLSA BHYTPILIHBbOT MeAMLMHKU, M. BiHHMLSA

K.M.H. Mnporosckkuii B.1O. K.M.H. Mnporosckkuii B.1O.

KomyHasbHe HekomepLiiHe nignpuemMcTso | KoMmyHanbHe HekomepLiiHe nignpUeEMCTBO

KuiBcbkoi o06nacHoi pagn «KuiBcbka o06acHa | KuiBcbkoi o6nacHoi pagn «KuiBcbka o6nacHa
KNiHIYHa nikapHs», MPOKTOJIOriYHe BIAAINEHHS, | KNiHIYHA  nikapHa», BigAiNneHHA  nNpoKTonorii

M. Knie LEeHTpY Xipyprif, TpaHcnIaHToNOorii Ta
npokronorii, M. Kuis

3aB. UueHTpy byabko T.M. 3aB. UeHTpy byabko T.M.

KomyHasibHe HekomepLiiHe nignpuemcTBo | KomyHasibHe HekomepLiiHe nigNnpUeEMCTBO

KuiBcbkoi o06nacHoi pagn «KuiBcbka o06s1acHa | KuiBcbkoi o6nacHoi paan «KuiBcbka o06nacHa

KniHiYHa NiKapHs», KNiHIYHWIA LEHTP | KNiHiYHA nikapHs», KNiHIYHWiA LEeHTp

TepaneBTMYHOro npoduinto, racTpeHTeposioriyHe | TepaneBTUYHOro nNpodinto, M. Knis
BiAgineHHs, M. Kuis

27. OHoBneHui npoTtokon PCYC-1145-LT, iHkopnopoBaHuii nonpaBkoio 3 Big 21 BepecHA 2023 poKy;
NucT pgo pocnigHuka, Big 26 BepecHA 2023 poky, wopo Mnob6anbHoi nonpaBku 3.0 O NpPOTOKONY
PCYC-1145-LT, aHrniicbkolo MoBoOW; JIuct o pocnigHuka, Big 26 BepecHA 2023 poKy, wWwoao
Fno6anbHoi nonpaBkn 3.0 go npotokony PCYC-1145-LT, nepeknag yKpaiHCbKOK MoBoio Big 07
nucrtonaga 2023 poky; Bpowypa gocnigHuka 16pyTuHio (IMBRUVICA® (ibrutinib)), BupaHusa 17 Big 04
rpygHAa 2023 poKy, aHINilicbKold MOBOI; [IOKYMEHT 3 0GI'pyHTYBaHHAM [OBigKoBOi iHhopmauii 3
G6e3nekun Big 12 rpyaHa 2023 poky Ao Bpowypu gocnigHuka, BUgaHHA 17, aHrniiicbKo MOBOLO;
IHchopMmauiiHuii nucTok i popma 3rogu, Bepcis V11.0UKR(uk)1.0, Big 24 ciuHa 2024 poky, nepeknag,
yKpaiHCbKOI MoBolo Big 01 ntotoro 2024 poky; IHchopmauiiiHuii nucTtok i dpopma 3rogu, Bepcis
V11.0UKR(ru)1.0, Big 24 ciuHa 2024 poky, nepeknag pociiicbkoo MmoBoto Big 01 ntotoro 2024 poky;
3MiHa Has3BM Micusi NpoBefeHHA BUNPOOGYBaHHA [0 NPOTOKOJY KNiHIYHOTO AOCNIMKEHHA «[POTOKON
NPOAOBXEHHSA JliKyBaHHA MaLieHTiB, AKi NPOAOBXYHTb OTPMMYBATK KOPUCTL Bif Tepanii i6pyTUHIGoM nicis
3aBEpLUEHHA yyacTi Yy KNHIYHUX  JOCNiMKEHHAX i6pyTUHIBY», KoA pocnipkeHHs PCYC-1145-LT,
iHKopnopoBaHuii nonpaskoto 2 Big 30 BepecHs 2022 poky; cnoHcop - Pharmacyclics Switzerland GmbH,
LLiseliLapis

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

BYNO CTANO
nikap Horaesa /1.1. nikap Horaesa J1.1.
KomyHasibHe HeKkoMepLUinHe nignpuemMcTBo | KomyHanbHe HeKoMepLUiiHe nigNnpUeEMCTBO
«KniHiYHWIA LEeHTp OHKOJOTiT, remaTonorii, | «KniHivHwWi LEeHTp OHKONOTT, remartosiorii,

TpaHcnAaHToMori  Ta  naniaTMBHOI  AOMOMOrM | TPAHCNNAHTOMOrMT Ta  MmaniaTMBHOT  AONOMOrN
UepkacbKoi ob6nacHoi pagun», O6nacHuii | Yepkacbkoi o6nacHoi pagu», Biggin remaronorii
NiKyBa/lbHO-AiarHOCTUYHWA remMartosioriyHuii | Ta TpaHcnaHTauil KICTKOBOro Mo3sKy, M. Uepkacu
LleHTp, M. Yepkacu

28. Indhopmauia ana ydyacHuka Ta dopma 3roayM Ha y4yacTtb Yy pAociimxeHHi, Bepcia 7.0-UA(UK),
thiHanbHa, Big 20 noToro 2024, ykpaiHCbKOKO MOBOIO; IHpopmaLisa ans yyacHuka Ta Popma 3rogu Ha
[OCTaBKy QA[OCNigKyBaHOro JliKapCbKOro 3acoly 3 AocnigHuubKoro ueHTpy Bam pgopgomy Ta
BUKOPUCTAHHA NOCNYru TpaHcnopTyBaHHA, Bepcia 2.0-UA(UK), diHanbHa, Big 20 ntotoro 2024,
YKpPaiHCbKOK MOBOIO [0 MPOTOKO/Y K/iHIYHOro BUNpoOyBaHHA «JocnigkeHHs ZEUS - Bnnue sinTiBekimady
NOpPIBHAHO 3 Mnauebo Ha cepueBO-CYAUHHI HACMiAKM B yYaCHUKIB 3 AiarHOCTOBaAHUM aTepOCKIEPOTUUYHNM
3axBOPHOBAHHAM CEpLEBO-CYANHHOT CUCTEMM, XPOHIYHOK XBOPOOOK HUMPOK i CUCTEMHUM 3anasieHHSAM>», KOA,
pocnipkeHHss EX6018-4758, sepcia 11.0, dpiHanbHa, Big 17 TpaBHA 2023 p. (Protocol EX6018-4758, version
11.0, Final, dated 17 May 2023); cnoHcop - Novo Nordisk A/S, Denmark

3aaBHUK - TOB «HoBO Hopgick YkpaiHa»

29. 3MiHa Ha3BU MiclLb NPoOBeAEeHHA K/HIYHOro AOCiMKEHHA [0 MPOTOKOY KAIHIYHOrO AO0CNIIKEHHSA
«BaraToueHTpoBe paHgoMi30BaHe, NOABIHO cnine, niaueb0-KoOHTPoIboBaHe gocimkeHHs Il basm 3 meToro
OUiHKM oO3aHiMogy A/ NpuiioMy MepopasibHO Mpu MPOBEAEHHI IHAYKUIMHOT Tepanii nauieHtam i3
cepeaHbOTSXKAM abo TSHXKMM nepebirom xBopobu KpoHa B akTuBHil dhopmi (gocnigpkeHH Nel 3 OLiHKM
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iHAYKLiAHOT Tepanii)», ko pocnimpkeHHs RPC01-3201, pegakuis 6.0 Big 14 yepsBHsA 2021 p.; cnoHcop -
«CengpkeH IHTepHewwHn Il Capn» (Celgene International Il Sarl), Lseiiuapis
3asBHUK - TOBAPUCTBO 3 OEMEXXEHOR BIAMNOBIAANBHICTHO «Ml EC AU-YKPAIHA»

BEYNO CTANO
3aB. LeHTpy byabko T.M. 3aB. LeHTpy byabko T.M.
KomyHausibHe HekomepLiiHe nignpuemcTso | KoMmyHasibHe HekomepLUiiHe nignpMeMCTBO

KuiBcbkol o06nacHoi pagu «KuiBcbka o6nacHa | KuiBcbkoi o6nacHoi paau  «KuiBcbka o61acHa
KAiHIYHA STiKapHS», KNIHIYHWA LEHTP TepaneBTUYHOIO | KiHIYHA STiKapHS», KNiHIYHWA LEHTP TepaneBTUYHOro
npocpinio, racTpoeHTeposioriuHe BigAaineHHs, | npodinto, M. Knis

M. KniB
K.M.H. Tomawukesny I".1. K.M.H. Tomawukesuny 1.
KomyHasbHe HeKoMepLUiiHe nignpuemcTBo | KomyHasnbHe HekomMepLUiiHe nigNnpUeEMCTBO

«BiHHMUbKA Micbka  KfiHiYHA  nikapHs  Nel», | «BiHHULbKA Mickka KniHiuHa nikapHst Nel», KfiHiuHe
racTpoeHTeposioriyHe BigAiNneHHA, BiHHMUbKMIA | TepaneBTUUHe BiggineHHA Ne2, BiHHMLbKWUI

HaLioHa TbHWIA MeaNYHWI YHIBEPCUTET | HaLiOHabHWIA MeAUYHWUIA yHiBepcuTeT
iMm. M.l. TNuporosa, Kachegpa nponegesTuky | iM.  M.l. Tuporosa, kadegpa nponeneBTUKU
BHYTPILWHLOI MeAULMHN, M. BiHHUUSA BHYTPILIHLOI MeANLUUHN, M. BiHHUUSA

30. OHoBneHa Bpouwypa JocnigHuka BugaHHA 19 Big 11 BepecHs 2023p., aHINiliCbKOO MOBOIO [0
MPOTOKOMY KAIHIYHOTO AOCNifKeHHs «[lMpocnekTuBHe, MOABIMHE 3acninseHe, nnauebo-KOHTPO/IbOBaHE,
paHgomizoBaHe gocnimpkeHHA dasu 1l ag'toBaHTHOI Tepanii npenapaty MEDI4736 y nauieHTiB 3 MOBHICTIO
BUAAIEHNM HEAPIOHOKNITUHHMM PakoM flereHiB», Kog gocnimpkeHHs BR.31, AgmiHicTpaTMBHE OHOBMEHHSA #4
Big 22 ntotoro 2023p.; cnoHcop - Knidinelic Fno6an fita., Benuka bputanisa (Clinipace Global Ltd., Great
Britain)

3asBHUK - TOBApUCTBO 3 0OMEXEHOLO BiANOBIAaIbHICTIO «AKOBIOH», YKpaiHa

31. OHoBneHWii NPOTOKON KiiHiUHOro BUNpoGyBaHHA ACT16877 3 nonpaBkoto 03, Bepcia 1 Bipg,
16 nuctonaga 2023 poky; IHhopmauisi ana nauieHTa i ®opma iHbopMmoBaHoI 3roaun, Bepcia Ne4 Big
18 rpyaHsa 2023 poKy (yKpaiHCbKOI Ta pocilicbkoo MoBamu); Matepianv ansa nauieHta: SAR443144 |
ACT16877 — KapTka nauieHTa 3 iHpopmauieo nNpo BisUTU AOCNIMKEHHS — HaragyBaHHS NMPoO Bi3UTWY,
Bepcis 3.0 Big 07 rpyaHa 2023 poKy (YyKpaiHCLKOIO Ta pociiicbkotlo moBamu); MogoBXeHHs TPUBaIOCTI
KMiHIYHOTrO BMNPOGYyBaHHA B YKpaiHi A0 30 uepBHA 2027 pOKy 40 MPOTOKOJY KMiHIYHOTO AOC/iAKEHHS
«PaHgomizoBaHe, nogsiliHe cnine, niaueb0-KOHTPOIbOBaHE AOCAIMKEHHA a3 2 AN OLiHKN eDEKTUBHOCTI
Ta 6e3nekn SAR441344, MOHOK/IOHA/IbHOTO aHTUTINA A0 aHTaroHicta CD40L, y nauieHTiB 3 peunanByoymm
PO3CiSiHUM CKepo30M», Koa gocnigxeHHs ACT16877, 3 nonpaBkoto 02, Bepcia 1 Big 21 ntotoro 2023 poky;
crnoHcop - sanofi-aventis recherche & developpement, France (CaHoci-ABeHTIC pellepwl e AeBesionMaH,
®paHuis)

3asBHuK - TOB «MAPEKCEJ1 YkpaiHa



