Jopartok 1

«lMepenik cyTTEBUX NONpPaBOK A0 NPOTOKONIB KNiHIYHMX BUNPOOYBaHb, PO3rAAHYTUX Ha 3acigaHHi HTP
Ne 17 Big 01.05.25, Ha AiKi 6yNn OTPUMaHi NO3UTUBHI BUCHOBKU eKcnepTiB»

1. 3miHa Ha3Bu MicusA MNpPOBeAEHHS KNiHIYHOrO BUNpPoGyBaHHA; bBpowypa pagocnigHuka pAana
okpenisymady (RO4964913, Ocrevus®), Bepcif 23 Big nuctonaga 2024 p.; OnutyBasibHMK PROMISNnq
PFMS-15a Bepcia 2.0 Big 07 GepesHA 2024 p., YKpPAIHCbKOKD MOBOK [0 MNPOTOKO/Y KAiHIYHOrO
OocnimKeHHs1 «BigkpuTe, G6araToueHTpoBe, A0AATKOBE AOCMIMKEHHSA ANSA OUIHKA CMAPUIAHATTS NauieHTOM
hi3MyHOro BNAMBY PO3CISIHOrO CKAEPO3y Ta HafaHHSA NoAasibLUOro AOCTYny A0 OKpenidymady nauieHTtam 3
PO3CIAHUM CK/1IEPO30M, SIKi paHille 6pasin yqyacTb Yy AOCNIIKEHHAX, CIOHCOPOBaHNX KOMMAHIED «[)KeHEeHTeK»
Ta/abo «®.XohpmaHH-/1a Pow JITA» Ta, AKi He MatoTb AOCTYMHOCTI 40 nNporpamun AOCTyny nicnsa KNiHiYHOro
BUNPOBYyBaHHA», KoA pgocnimxkeHHss MN45053, Bepcis 4 Bifg, 22 )oBTHA 2024 p.; cnoHcop - ®.XoddmaHH-/15
Pow N1a, WBeiiuapisa

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

BYNO CTA/NO
nikap 3axaposa J1.A. nikap 3axaposa J1.A.
[epxaBHa ycTaHOBa «YKpaiHCbKUA AepxaBHuii | [lepxaBHa yCTaHOBa «YKPAIHCbKUA AepXaBHWiA
HayKOBO-[OCMIAHWIA  IHCTUTYT MEAUKO-COLia/IbHUX | HAyKOBO-OOCMNIAHUIA IHCTUTYT MeAMKO-COLiasTIbHUX
npo6sem iHBaTiAHOCTI  MiHIiCTEpCTBA OXOPOHW | Npo6siemM  iHBa/iZHOCTI  MiHICTepCTBA  OXOPOHU
3[40pOB’S  YKpaiHW», HEeBPONOriYHe €eKCMepTHO- | 30p0B’' YKpaiHu», BigAineHHA HeBposorii Ta
peabinitauiiiHe BigaineHHsa, M. [JHINpo peaGinitauii 3 LleHTpom Tepanii 6onto, M. [IHINpo

2. 20321_IHchopmauiviHuii nuct Ta chopma iHpopmoBaHoOi 3rogu Bepcia 1.0 Big 24 GepesHs
2025 p. pnAa YkpaiHu yKpaiHCbKOK MOBOI ANA YYaCHUKIB, siKi 6panu yyacTb B AoOC/ifKeHHi 21140
ARANOTE Ha 6a3i ocHOBHOI Bepcii IHthopmauiiiHoro nucra ta coopmu iHchopmoBaHoi 3roau Bepcis 1.0
Big 03 GepesHAa 2025 p. Ans yyacHUKIB, siKi 6panu yyacTb B gocnimxeHHi 21140 ARANOTE; 3anyyeHHA
[o[aTKoBOro Micus npoBefeHHA KNiHIYHOro Bunpo6yBaHHA; 3MiHa BignosigasibHoro gocnigHuka B
Micui npoBefeHHs KiHIYHOro BUNPoOGyBaHHA; [MoAOBXeHHs1 TepMiHY TpUBaNoCTi KJiHIYHOro
BUNPOGYBaHHA B YKpaiHi Jo 26 uepBHA 2028 [0 NpPOTOKO/Y K/IIHIYHOMO [OCHIMKEHHS «Bigkpute,
OfHOrpynoBe, A0[AaTKOBE [AOCAIMKEHHS A5 3abe3neyvyeHHs NPOLOBXEHHS JliKkyBaHHA AaponyTamMigom
nawieHTiB, sKi 6y/IM BK/IOYEHI Y NonepegHi AOCNiMKEHHA KOMMaHii bainep», kog gocnigpxeHHs BAY 1841788/
20321, Bepcisa 2.0 3 iHTerpoaHoto nonpaskoto 1 Big 07 xo0BTHs1 2022 p.; cnoHcop - baiiep KoHcbiomep Kep AT,
LLBseiiyapis

3anBHuK - TOB «baliep», YkpaiHa

Ne M.1.6. BignoBigaibHOro AocniAHMKa

n/n Ha3ga Micus npoBefeHHs K/iHIYHOro BUNPo6yBaHHS

1. | anpekTop NMapamoHoB B.B.
KomyHanbHe  HekomepuiiHe  NigNpMeEMCTBO  «K/iHIYHMIA  LEHTP  OHKOJIOrii,  remartonorii,
TpaHcnnaHToNorii Ta naniatuBHOi gonomory Yepkacbkoi o6nacHoi paau», Bigain yponorii,
Hedpponorii Ta TpaHcnIaHTaujii HUPKK, M. Yepkacu

BYNO CTA/O
K.M.H. KoctoxHo M.O. B8.M.H., npodp. MN'puropeHko B.M.
JepxaBHa ycTaHoBa «lHCcTUTYT yponorii | JepxasHa ycTaHoBa «lHCTUTYT yponorii
imeHi akagemika O.®. BosiaHoBa HauioHanbHOi | iMeHi akagemika O.®. BosiaHoBa HauioHanbHOI
aKkagemii - MeQUUHMX  HayK  YKpaiHu»,  Bigdin | akagemii  MeAnuHuX  Hayk  YkpaiHu»,  Bigain
BiIHOBHOI YPO/IOrii Ta HOBITHIX TEXHOOrIA, M. KniB | BIAHOBHOT ypO/IOrii Ta HOBITHIX TEXHOOTIN, M. KniB

3. MoaoBXeHHA TeEPMiHY NPOBeAEHHA K/MiHIYHOro BUNpooyBaHHA B YKpaiHi Ao 31 rpyaHsa 2027 poky A0
NPOTOKONY KNIHIYHOTO AocnimkeHHs «PaHgomizoBaHe, niaue60-KOHTPOIbOBaHe, NoABiliHe crine, KAiHiYHe
pocnipkeHHa 3 a3y npenapaTy AnasyTamig, B NOEAHaHHI 3 aHAPOreHHO0 AenpyrBalliiiHoto Tepanieto (ALAT) y
NOpPIBHAHHI 3 AAT y NauieHTiB 3 MeTacTaTM4YHUM FOPMOH-YYT/IMBUM pakoM nepeamixyposoi 3a103u (MHNPC)»,
ko4 pochnipkeHHa 56021927PCR3002, 3 Amendment 5 Big 16.03.2020 p.; crnoHcop - «AHCCEH
SAPMALEBTUKA HB», Benbris



3asBHMK - TOBAPVCTBO 3 OBMEXEHOIO BIAMOBISA/IBHICTIO
ACCOYLVENTC YKPAIHA» (TOB «®PA YKPAIHA»)

«PAPMACBIOTIKAT PICEPY

4. 3MmiHa Ha3BM MicUA nNpoBefEeHHA BUNPOOYBaHHA [0 NPOTOKO/Y K/IIHIYHOMO  AOC/iIXEHHS
«BbaraToueHTpoBe, paHAoMi3oBaHe, NoABiliHe cnine, nnaueb0-KOHTPO/IbOBaHE AOCNIMKEHHS (a3 3 Ans
OUiHKM edpekTMBHOCTI Ta 6e3neyHoCTi MiAWKIPHOro BBEAEHHSA aHipponymaby JOpocuM nauieHTam 3
CUCTEMHNM YEpPBOHWM BOBYAKOM>», Ko pocnimkeHHs D3465C00001, sepcis 4.0 Big 14 yepBHA 2023 poky;
crnoHcop - AstraZeneca AB, Sweden

3asBHYK - MignpremcTso 3 100% iHo3eMHoto iHBecTuLjel «AK'IOBIA PAC YkpaiHa»

BYNO

A.M.H., npod. WeBuyk C.B.

KniHika HayKoOBO-40C/igHOro iHCTUTYTY
peaGinitauii ocié 3 iHBanigHicTiO (HaBYasIbHO-
HAyKOBO-/liKyBaJIbHUii KoMnJsiekc) BiHHULbKOro
HauioHaJ/IbHOro MeAUYHOro yHiBepcuteTy
iMm. M.l. NMuporosa, BigAin Tepanii Ta KAiHIYHOI
peBMarosorii, peBMaTonoriyHe BiAAiNeHHs,
BiHHMLbKMIA HaLiOHANIbHUIA MeANYHWIA YHIBEPCUTET
iMm. M.1. Munporosa, kathespa BHYTPILLHLOT MeANLNHN
Ne2, M. BiHHMUA

CTANO

O.M.H., npod. LWeBuyk C.B.

YHiBepcuteTcbka nikapHsa BiHHUUbKOrO
HaLUiOHa/IbHOro MeAUYHOro yHiBepcurtety
iMm. M.l. NMuporoBa, TepaneBTUYHe BiAAiNEHHS,
BiHHULbKWI HauioHaNbHUIA MeanYHWIA yHiBepCcUTET
iMm. M.I. Muporosa, Kadenpa BHYTPILLHLOT MeANLUHN
Ne2, M. BiHHMUA

5. 36inblweHHA TepMiHy NPUAATHOCTI AOCNigKyBaHOro ikapcbkoro 3aco6y Capynapu6 (Saruparib,
AZD5305) 5 mr 3 48 micauiB go 54 micsauiB; 30iNblIeHHA TepPMiHY NPUAATHOCTI [OCAIAKYBAHOIO
nikapcbkoro 3aco6y Capynapu6 (Saruparib, AZD5305) 20 mr 3 48 micauiB fo 54 micsAuiB; OHOBNEHHA
po3ginie [locbe pocnimkyBaHOro nikapcbkoro 3aco6y Saruparib (AZD5305) aHrniiicbkoo MOBOIO:
Bctyn [ocbe AocnimKyBaHOro ikapcbkoro 3aco0y Saruparib (AZD5305), Bepcia Big 6epesHsa
2025 poky; P.8.1 KopoTkuii onuc cTtabinbHOCTI [oOcChifgXyBaHOro nikapcbkoro sacody AZD5305,
TabneTkn, BKpUTIi NNiBKOBOI 060/1I0HKOIO, Bepcis 12.0 Big 14 notoro 2025 poky; P.8.1 BUCHOBOK LWoA0
CTabiNbLHOCTI pocnigKyBaHOro nikapcbkoro 3aco6y AZD5305, TaGneTku, BKPUTI NNiBKOBOIO
060/10HKO0, Bepcia 12.0 Big 19 ntoTtoro 2025 poky; P.8.3 [aHi wo[o cTtaGisibHOCTI [OCifAKYBaHOIo
nikapcbkoro 3aco6y AZD5305, TabsieTku, BKPpUTi NJIIBKOBOKO 060/10HKOMO, Bepcia 12.0 Big 19 ntotoro
2025 poky [0 NpPOTOKO/Y KAiHIYHOro AocnimpkeHHs «MopgynbHa hasa l/lla, Bigkpute 6araToueHTpoBe
OOCMiMKEHHST AN OuiHKKM 6e3nekn, NepeHoCMMOCTI, papMakoKiHETMKK, ddapMakoanHaMiki Ta nonepeaHbol
edheKTMBHOCTI 3pocTatoumnx Ao3 AZD5305, sik MOHOTepanii Ta B KOMOGIHaUIT 3 NPOTUNYX/IMHHUMK 3acobamin y
nauieHTiB 3 NPOrpecyrynMmn CconMigHUMKN 3M0SKICHUMKM HOBOYTBOpeHHsAMU (PETRA)», kog AOCNiAKEHHS
D9720C00001, Bepcis 12.0, nonpaska 11.0 Big 16 cepnHs 2024 poky; cnoHcop - AstraZeneca AB, Sweden
3asBHUK - TOB «ACTPA3EHEKA YKPAIHA»

6. 3miHa Has3BM Micua npoBefeHHA BUMNPOOYBAHHA [0 MNPOTOKO/Y KMNIHIYHOTO  AOCNIAKEHHS
«PaHgomizoBaHe, noagiiHe cnine, GaraTtoueHTpoBe AochimpkeHHs das3m |l gna ouiHKM AOBrocTPOKOBOI
edhekTnBHOCTI Ta 6e3neyvHocTi npenapaty ABX464 npu 3acTocyBaHHi B f03i 25 Mr ab6o 50 Mr oguH pa3 Ha foby
AK NiATPYMYBa/IbHOT Tepanii B NauieHTiB i3 akTMBHUM BMPAa3KOBMM KOMITOM Bif, cepefHbOro A0 TSXKOro
CTYMEHA TSXKKOCTI», Kog, AocnigxeHHss ABX464-107, sepcia 5.0 Big 10 kBiTHA 2024 poky; cnoHcop - ABIVAX,
®paHujs

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

BYNO

CTA/O

O.M.H., npod., 3aB. kad. LLesuyk C.B.

KniHika HaykoBo-gocnigHoro iHCTUTYTY
peaGinitauii ocié 3 iHBanigHicTio (HaBYaNbLHO-
HAYKOBO-J/liKyBaJIbHUii Komn/iekc) BiHHMLBbKOrO
HauioHaJ/IbHOro MeANYHOro yHiBepcutety
iM. M.l. MuporoBa, TepanesTUYHe BidiNeHHSA,
BiHHMLbKMIA HauiOHaNIbHWIA MeAUYHWUIA yHIBEpCUTET
iMm. M.1. Muporosa, katheapa BHYTPILLIHLOT MEAULUHN
Ne2, M. BiHHMUA

O.M.H., npod. LWeBuyk C.B.

YHiBepcuteTcbka nikapHsa BiHHULbKOrO
HauioOHa/IbHOro MeAUYHOro yHiBepcurtety
iMm. M.l. MuporoBa, TepaneBTUYHE BifAiNEHHS,
BiHHMUBKMIA HauiOHaNIbHUIA MeauyHWiA yHIBepcuTeT
iM. M.1. Muporosa, Kadenpa BHYTPILLHLOT MeANLUHN
Ne2, M. BiHHMUSA




7. OHoBneHa bpouwypa gocnigHuka no npenaparty Olaparib (AZD2281, KU-0059436), Bepcis 24.0 Big, 05
Gepe3Ha 2025 poky, aHrniicbkow MoBOW; OHoBneHui Po3gin 2.3 KniHiuHe BuNpoGyBaHHA Ta
nonepegHii JOCBif, 3acTOCyBaHHA Ha nogax (kniHivHa dpapmakonoris, KniHiuHa papMaKoKiHeTuKa,
3acToCyBaHHSl Ha NOAAX Ta CNiBBiAHOWEHHA pu3nk/kopuctb) locbe Ha gocnimKyBaHuWii NiKapCcbKuii
3aci6 Onanapun6 (Olaparib, AZD2281, KU-0059436), Bepcis 23 Big 05 6epe3HsA 2025 poKy, aHI/1iiCbKOO
MOBOIO [0 NPOTOKO/TY K/TiHIYHOIrO [OCNIMKEHHS «PaHaomizoBaHe, noAgiliHe cnine, nnaueb0-KOHTPO/IbOBaHe,
pocnipkenHa 1l dasm nigTpumMyodoi MoHOTepanii onanapu6om y yvacHukiB 3 BRCA Wild Type
posnosctogpxkeHnm (FIGO cragis IlI-1V) cepo3Hum abo eHAoMEeTPIOiAHMM PakoM SEUYHMKIB BUCOKOTO CTYMEHHO
37105KICHOCTI MicAs BiAMNOBIAI HAa CTaHAAPTHY NIAaTMHOBMICHY XiMioTepanito nepuwoi NiHii (MONO-OLAL)», kog,
pocnigpkeHHs D9319C00001, sepcis 2.0 Big 09 cepnHa 2023 p.; cnoHcop - AstraZeneca AB, Sweden
3asnBHUK - TOB «<ACTPA3EHEKA YKPAIHA»

8. OHOoBneHa Gpolypa gocnigHuka no npenapary To3opakima6 (Tozorakimab MEDI3506), Bepcia 6.1
Big 16 cepnHA 2024 poOKy aHrNificbkol0 MOBOI; 3MiHa KOHTAKTHOI 0co6u CrnoHcopa K/iHiYHOro
BMNPOGYBaHHSA A0 NPOTOKOMY KAIHIYHOIO AocnifgxeHHs «PaHgomizoBaHe, 6aratoueHTpoBe, NoAgiiHe chnine,
TpPVYBaNoOro npuitioMmy, B MapasieflbHUX rpynax, naauebo-koHTponboBaHe gocnimkeHHs |1l dasm ouiHku
ehekTMBHOCTI Ta 6e3nekn To3opakimaby A/ y4YaCHMKIB i3 CUMATOMATUYHUM XPOHIYHUM OOGCTPYKTUBHUM
3axBoploBaHHAM snereHb (XO3/1) i3 3aroctpeHHsamyn XO3J1 B aHamHesi (MIRANDA)», ko [OCNiXEeHHS
D9180C00012, Bepcis 2.0 Big 12 yepBHA 2024 poky; cnoHcop - AstraZeneca AB, Sweden

3anBHUK - TOB «<ACTPA3EHEKA YKPAIHA»

BYNO CTA/O
MN.l.B. KOHTaKTHOI ocoou: Anna Tinnerberg M.1.B. KOHTaKTHOI oco6u: Hayley West
Micue3HaxomKeHHs OPUANYHOT ocobu/micue | Micue3HaxomXeHHs OPUONYHOT ocobu/micue
NPOXMBaHHSA oi3nyHOi ocobun: SE-151 85 Sddertalje, | npoxunBaHHs oisnyHOT ocobu: SE-151 85 Sddertélje,
Sweden Sweden
KoHTakTHMI TenecoH: +46730691397 KoHTakTHUI TenecoH: +0044 7876398360
dakc: +46730691397 dakc: -
Apapeca enekKTPOHHOI NOLWTU: Apapeca eneKTPOHHOI NOLWTU:
anna.tinnerberg@astrazeneca.com hayley.west@astrazeneca.com

9. Nopatok UA-1 gnsa YKpaiHu A0 NPOTOKOJY K/iHIYHOro BMNpoG6yBaHHA, Bepcia 1.0 Big 24 ntotoro
2025 poKy aHriiicbkolo MoBow; OHOB/ieHa Gpouwypa pocnigHuka no npenapaty Bakcpgpocrtar
(Baxdrostat), Bepcis 7.0 Big 17 notoro 2025 poky aHrnificbkoo MmoBoto; IHhopmauis npo gocnigkeHHsA
Ta hopma iHhopmoBaHOI 3roau, IoKkasibHa Bepcis Homep 3.0 Big 07 6epe3HA 2025 poKy Ana YKpaiHu
YKpaiHCbKOIO MOBOIO Ha OCHOBi MacTtep Bepcii Homep 3.0 Big 24 nitotoro 2025 poky; 3anyuveHHs
HeAOCNiAKYBaHOro nikapcbkoro 3acoo6y Jlokenma (Lokelma), nopoliok gns opasibHOI cycneHsii 5 T,
BUPOGHUKU: AstraZeneca AB, Gartunavagen, Sodertalje, 152 57, Sweden; AndersonBrecon Inc., 4545
Assembly Drive, Rockford, lllinois (IL) 61109, United States (USA); 3any4yeHHsi HegocCnigKyBaHOro
nikapcbkoro 3sacooy Jlokenma (Lokelma), nopowok Ans opasbHOi cycneHsii 10 r , BUPOGHUKU:
AstraZeneca AB, Gartunavagen, Sodertalje, 152 57, Sweden; AstraZeneca Pharmaceuticals LP, 587 Old
Baltimore Pike, Newark, Delaware (DE) 19702, United States (USA); KopoTtka xapakTepucTtuka
nikapcbkoro 3acoby Jlokenma (Lokelma), nopoluok ans opanbHOI cycneHsii 5 r Ta 10 r, Bepcia Big,
Gepe3HA 2025p., nepeknag YKpaiHCbLKOK MOBOM; JlMcTOK-Bknagka: IHcopmauisa gnsa naudieHta
Nokenma (Lokelma), nopowok gnsa opanbHOi cycneHsii 5 r Ta 10 r, Bepcia Big 6epe3Ha 2025p.,
nepeknag yKkpaiHCbKo MOBOL0; CnpoLieHe MapKyBaHHA A1 He0CNif)KyBaHOro NiKapCbKoOro 3acooy
Nokenma (Lokelma) 5 r Ta 10 r, Bepcis Big 26 6epe3Hsa 2025 poKy A0 NPOTOKO/Y KAiHIYHOro A0CNiAKEHHS
«PaHgomizoBaHe, noagiiHe cnine, nnayebo KOHTPONbOBaHe, KepoBaHe NogisiMu, AOCAIMKEHHA dhasn 3 A4S
OuiHKK ecdbekTUBHOCTI, 6e3nekn Ta nepeHocuMmocTi BakcgpocTtaty B KOMOiHauii 3 [anarnidpno3vHom
NOpiBHAHO Nvwe 3 [anarnidpo3vHOM LWOA0 HUPKOBUX HacnigkiB Ta CMEPTHOCTI Bif, cepueBO-CYAUHHUX
3axXBOPIOBaHb B YYACHVKIB i3 XPOHIYHO XBOPOOOH HUPOK i BUCOKMM KPOB'SAHUM TUCKOM», KOA A0CAIMKEHHS
D6972C00002, Bepcisa 2.0 Big 12 nuctonaga 2024 poky; crnoHcop - AstraZeneca AB, Sweden

3anBHUK - TOB «<ACTPA3EHEKA YKPAIHA»

10. BKoYeHHsA [0AaTKOBOro MicusA NMpoBeAeHHS KNiHIYHOro BUNPOGYBaHHA [0 NPOTOKO/Y KAiHIYHOro
JocnipkeHHs «PaHgomizoBaHe, nnauebo-kOHTPOIbOBaHe, NOABIMHE criine K/iHIiYHe gocnimkeHHsa 3 dhasu s
OLuiHKK echekTUBHOCTI Ta 6e3nekn mosiHynipaBipy (MK-4482) y HerocniTanisoBaHux gopocnux is COVID-19 3
BMCOKMM PU3MKOM MpPOrpecyBaHHsA XBOpobw», kog gocnimkeHHs MK-4482-023, sepcis 00 Big 27 cepnHs
2024 poky; cnoHcop - TOB Mepk Wapn eHg Joym, CLUA (Merck Sharp & Dohme LLC, USA)

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



Ne
n/n

M.l.6. BignoBigabHOro AoCNiAHMKA
HasBa micus npoBeAeHHs KNiHIYHOTo BUNPOOYBaHHS

4.M.H., npodp. Yoneii |.B.

KomyHanbHe HekomepujiiHe MiANPUEMCTBO «YXropoAcbka Micbka 6aratonpocdpisibHa KiiHiYHa
NikapHsA» Y>XropoAcbKoi MiCbKOT paau, TepaneBTUYHe BigdineHHs, JepxaBHuiA BULLUIA HaBYaTbHWI
3aKnaf «YXXropoACbKUin HauioHaNbHWIA YHiBEpCUTET», Kadpeapa Tepanii Ta cimeliHoi MeauumHW,
M. YXropog




