Jopartok 1

«Mepenik NPoToKonNiB KAIHIYHUX BUNPOOYBaHb NiKAPCbKUX 3aco6iB Ta CYTTEBUX NOMPaBOK A0
NPOTOKOJIIB KNiHIYHUX BUNPOGYBaHb, PO3rNsaHYTUX Ha 3acigaHHAX HEP Ne 13 Big 15.05.25, HTP Ne 18 Big,
15.05.25, Ha siKi 6yni1 oTpUMaHi MO3UTUBHI BUCHOBKUN EKCNEpPTiB»

1. «Bigkpute pocnimxkeHHa a3 1b/2a 3 nocnigoBHUM hOpMyBaHHSM KOTOpPT, BBEAEHHAM NiABULLYBAHUX [03 i
PO3LUMPEHHSIM KOFOPTM BCTAHOBNEHOT 403U A1 BU3HAYEHHS1 6€3MeUYHOCTI, MTePEeHOCUMOCTI, dapMaKOKIHETUKN,
chapmakoanHamikmi Ta nonepeaHbOi KiHIYHOT eddeKTMBHOCTI npenapaty BygonpyTtyr (TNT119) y nauieHTis 3
iMyHHOK TpombouuToneHieto (ITM)», koa gocnipkeHHs TNT119-ITP-201, Bepcid noyaTkoBa Big 13 rpygHs
2024 poky, cnoHcop - Climb Bio, Inc., USA (Knaim6 bio, IHk., CLLUA)

®a3a - 1b/2a

3asBHuK - TOBAPUCTBO 3 OBEMEXXEHOHRO BIAMNOBIAANBHICTHO «MiMi4i FOKPEH>, YKpaiHa

No MN.1.B. BignoBiganbHOro gocnigHnka

n/n HasBa Micus npoBeAeHHs KNiHIYHOro BUNPOGYBaHHS

1. | K.M.H. Kucenbosa O.A.

ToBapncTBO 3 OOMEXEHOH BiANOBIAAILHICTIO «MKHAPOAHWIA IHCTUTYT K/IIHIYHUX [OCTIKEHbY,
BifAiN remaTonorii ctauioHapHoro BigaineHHa MeanyHoro ueHTpy «Ok!KniHik+», M. KuiB

2. | B.M.H. CtacuwuH O.B.

[JepxaBHa ycTaHOBa «IHCTUTYT NaToNOrii KPOBi Ta TpaHCy3iiHOT MeanUMHN HauioHabHOT akagemil
MeANYHNX HaYK YKpaiHW», BiA4iNEeHHS 3ara/ibHOT Ta reMaTtosorivyHol Xipyprii, M. J1bBiB

3. | K.M.H. KapHabega O.A.

TOBAPNCTBO 3 OBMEXXEHOO BIAMOBIAANTBHICTHO «APEHCIA EKCIM/TOPATOPI MEAICIH»,
BigAiN KNiHIMHNX agocnimkeHb MeanYHOro LeHTpy, M. Kuis

4. | K.M.H. MNMeTpywa O.O.

ToBapnCTBO 3 0OMEXEHOH BiAMNOBIAANbHICTIO «KanuTan», K/iHIKO-KOHCYNbTaTUBHE BiafdiNeHHs
Mean4Horo LeHTPY «YHiBepcasbHa KiiHika «O6epir», M. Kuis

2. «PaHpgomizoBaHe BigkpuTe gocnimkeHHs dasn 2b s ouiHiloBaHHA ed)eKTUBHOCTI Ta 6e3neyHocTi
KOMOiHOBaHOI Tepanii npenaparamMmy To6eBiGapT+enedcipaH y NOPiBHAHHI 3 6yNeBIPTUAOM B YYaCHUKIB i3
XPOHiYHOWO iHbeKujieto, aky Buknukae BID (ECLIPSE 3)», kog pocnigxeHHsa VIR-CHDV-V206, OpuriHa,
Bepcisa 1.0 Big 19 rpyaHsa 2024 poky, cnoHcop - Bip baoTtekHononxi, IHk., CLLUA [Vir Biotechnology, Inc., USA]
®aza - lIb

3aaBHUK - TOB «APEHCIA EKCIMNJTIOPATOPI MEAICIH», YkpaiHa

No MN.1.B. BignosiganbHOro gocnigHuka,

n/n HasBa micLs npoBeAeHHs KNiHIYHOTO BUNPOOYBaHHS

1. | nikap Jo6psiHCbka M.A.

TOBAPVCTBO 3 OBEMEXXEHOHO BIAMOBIJANBHICTHO «<APEHCIA EKCI/TIOPATOPI MELICIH»,
BigAiN KNiHIYHMX gocnimkeHb MeanyHoro ueHTpy, M. Kuie

3. «['nobanbHe, paHAOMi30BaHe, BigKpuTe, 6araToLeHTpoBe A0CimpKeHHS dhasn 2b/3, wo ouiHioe BJIT-778 'y
MOPIBHAHHI i3 BigKNafeHoW Tepaniel Ana NiKkyBaHHA XpoHiyHoro renatuty Oenbta (AZURE-1)», kopf
pocnigxeHHa BJT-778-301, Bepcis 2.0 Big 29 ciunsa 2025 poky, cnoHcop - brogxei TepanbioTike, IHK., CLUA /
Bluejay Therapeutics, Inc., USA

®a3za - lIb/ll

3anBHuK - TOB «APEHCIA EKCIMN/IOPATOPI MEAICIH», YkpaiHa

No M.1.B. BignoBiganbHOro gocnigHnka

n/n HasBa micus npoBeAeHHs KNiHIYHOTO BUNPOOYBaHHS

1. | nikap Job6psiHcbka M.A.

TOBAPNCTBO 3 OBEMEXXEHOIO BIAMOBIAANBHICTHO «APEHCIA EKCMN/IOPATOPI MEAICIH>,
BigAiN KNiHIYHMX AocnimkeHb MeanyHoro LueHTpy, M. Kuis

4. «baratoueHTpoBe, 3 MNepLMM 3acTOCyBaHHAM MpenapaTty y JoavHu gocnigpkeHHsa |/lla dasmn 3
NigBULLEHHAM Ta ONTUMI3aUiEl0 AO3YBaHHA A/1A OUiHKA 6e3neyHoCTi, NepeHOCUMOCTI, hapMakoKiHETUKN Ta
edpekTnBHOCTI KOH'toraTy aHTuTina go NaPi2b 3 nikapcbknum 3aco6om TUB-040 y nayieHTiB 3 pe3UCTEHTHUM [0



npenaparTis nnaTuHu pakom  seyHukiB  (PMPHA) BWCOKOTO  CTyMneHs  3/10SKiCHOCTi  abo
peunausytovoto/pedpakTepHoOld  afeHOKapPUUHOMOK — HeApiGHOKNITUHHUM pakoMm nereHb (HAKPI)
(NAPISTAR 1-01)», kog pocnigpkeHHss NAPISTAR 1-01, sepcisa 2.0 US Big 10 rpyaHa 2024 poky, CNOHcop -
Ty6ynic T'm6X, HimeuunHa / Tubulis GmbH, Germany

®a3za - l/lla

3aaBHUK - TOB «APEHCIA EKCIMN/TIOPATOPI MEAICIH», YkpaiHa

No M.1.B. BignoBiganbHOro gocnigHnkKa

n/n HasBa micus npoBeAeHHs KiHIYHOTO BUNPOOYBaHHS

1. | nikap JopoHiHa M.B.

TOBAPNCTBO 3 OBEMEXXEHOIO BIAMOBIAANBHICTHO «APEHCIA EKCM/IOPATOPI MEAICIH>,
BigAiN KNiHIYHMX gocnimkeHb MeanyHoro LueHTpy, M. Kuis

5. «PaHpomizoBaHe, noAgiliHe cnine, nnayebo-kOHTPOIbOBaHE AOCAiMKeHHs a3 la/b ana ouiHkm
6e3neyHocCTi, nepeHoCcUMOCTi, hapMakoKiHETVKM Ta MPOTUBIPYCHOI akTMBHOCTI npenapaty BJT-628 y
3[0pOBUX AO6POBO/LLIB Ta Yy NAUIEHTIB 3 XPOHIYHOI iHDEKLiED Bipycy renatnty B, a TakoX Yy naujieHTiB 3
XPOHiYHOWO iH(peKuieo Bipycy renatuty D», kop pocnimxkeHHa BJT-628-001, sepcia 2.0 Big 12 noToro
2025 poky, cnoHcop - Bnogxeii TepanbtoTike, IHK., CLUA [Bluejay Therapeutics, Inc., USA]

®a3za - la/b

3anBHUK - TOB «APEHCIA EKCIMN/TIOPATOPI MEAICIH», YkpaiHa

No MN.1.6. BignoBiganbHOro gocnigHnkKa

n/n HasBa micus npoBeAeHHs KMiHIYHOTO BUNPOOYBaHHS

1. | nikap Job6psiHcbka M.A.

TOBAPNCTBO 3 OBEMEXXEHOIO BIAMOBIAANBHICTHO «APEHCIA EKCMN/IOPATOPI MEAICIH>,
BigAiN KNiHIYHMX AocnimkeHb MeanyHoro LueHTpy, M. Kuis

6. 3miHa Ha3BM NPOTOKOAMY K/iHIYHOroO BUNpPoGyBaHHA 3 «PaHgoMisoBaHe, noABiliHe crine, aKkTUBHO
KOHTpO/IbOBaHe pocnigpkeHHA ¢a3m 3 Ana OouiHKM eqeKTUBHOCTI, 6e3nekn Ta MNepeHOCUMOCTi
BakcapocTtaty B KOMGiHauii 3 flanarnidyIo3MHOM y NMOPIBHAHHI 3 MOHOTepanieto Oanarnip103MHOM
LWOAO NporpecyBaHHA XPOHIYHOT XBOPO6U HUPOK (XXH) y yyacHukKiB i3 XXH Ta BUCOKUM KPOB’AHUM
TUCKOM» Ha «PaHgomizoBaHe, nogBiliHe cnine pocnimkeHHA ¢asn 3 ANnA ouiHKM epeKTMBHOCTI,
6e3nekn Ta nepeHocumocTi Bakcapoctaty B KomGiHauii 3 JanarnicpyI03MHOM Yy MNOPIBHSAHHI 3
MoOHoTepanielo fanarnicyyio3MHOM WO A0 NPOrpecyBaHHsA XPOHIYHOT XBOPO6Uu HUPOK (XXH) y yuacHukiB
i3 XXH Ta BUCOKMM KPOB’SSHUM TUCKOM»; OHOB/IEHWI NPOTOKOJI K/IiHIYHOro BUNPoOGyBaHHs, Bepcis 5.0
BiA 20 ntotoro 2025 poky aHrnificbkoto MoBoto; flogaTtok UA-1 ansa YKpaiHu A0 NPOTOKOJ1y KNiHiYHOIO
BUNpooOyBaHHsA, Bepcia 1.1 Big 11 Gepe3Ha 2025 poKy aHrIiicbKo MOBOI; OHOBJieHa Gpollypa
pocnigHuka no npenapaty bBakcgpoctar (Baxdrostat), Bepcia 7.0 Big 17 niotoro 2025 poky
aHrniicokoto MoBoO1O; IHhopmauis npo pgocnigkeHHA Ta chopma iHPOpPMOBaHOI 3rogu, /OKasibHa
Bepcia Homep 4.0 ana YKpaiHu yKpaiHCbKOK MOBOIO, aaTta Bepcii 05 6epe3Ha 2025 poKy Ha OCHOBI
MacTep Bepcii Homep 4.0 Big 24 notoro 2025 poky; KapTka ydacHuKa focnigkeHHs, IoKanbHa Bepcia
2.0 Big, 11 Gepe3Hsa 2025 poky Ans YKpaiHM yKpalHCbKOI0 MOBOIO Ha ocHOBI MacTep Bepcii Homep 2.0
BiA 24 nroToro 2025 poky; AoBigHuk «BaxDuo Arctic [oBigHUK WoOA0 nepegdavyeHnX AOCNifKEHHAM
BisuTiB», Bepcia 3.0 Big 11.03.2025p. AnNA YKpaiHW YKpPAIHCLKOIO MOBOI; 3aslyyeHHs
HeAOCNiAKYyBaHOro Jlikapcbkoro 3aco6y Jlokenma (Lokelma), nopoliok ans opanbHOi cycneHsii 5 r,
BUPOGHUKU: AstraZeneca AB, Gartunavagen, Sodertalje, 152 57, Sweden; AndersonBrecon Inc., 4545
Assembly Drive, Rockford, lllinois (IL) 61109, United States (USA); 3anyuyeHHA1 HegoCNigXyBaHOro
nikapcbkoro 3aco6y Jlokenma (Lokelma), mopowok pns opasbHOi cycneHsii 10 r, BUPOOHUKM:
AstraZeneca AB, Gartunavagen, Sodertalje, 152 57, Sweden; AstraZeneca Pharmaceuticals LP, 587 Old
Baltimore Pike, Newark, Delaware (DE) 19702, United States (USA); KopoTka XapaKTepucTuka
nikapcbkoro 3aco6y Jlokenma (Lokelma), nopolwok gna opanbHOI cycneHsii 5 r Ta 10 r, Bepcia Bipg,
Gepe3HAa 2025p., nepeknag YKpaiHCbKOW MOBOIO; JIMCTOK-BKNnagka: IHcopmauia ana nauieHTa
Nokenma (Lokelma), nopowok ana opanbHOi cycneHsii 5 r ta 10 r, Bepcia Big 6epe3Ha 2025p.,
nepeknag ykpaiHCbKo MOBOI0; CnpolieHe MapKyBaHHA A1 He40CNi)KYBaHOro NikapcbKoro 3acooy
Nokenma (Lokelma) 5 r Ta 10 r, Bepcisi Big 26 6epe3HA 2025 poKy [0 NPOTOKOJTY KNiHIYHOTo JOCNIIXEHHS
«PaHgomizoBaHe, noAgiliHe criine, akTMBHO KOHTPO/IbOBaHe AOCAiAKEHHA dha3un 3 Ans ouiHk1 edeKTMBHOCTI,
6e3nekn Ta nepeHocMmMocTi BakcgpocTtarty B koMoOiHauji 3 Janarnid)103MHOM Y MOPIBHAHHI 3 MOHOTepanieto
[Janarnidp03MHOM LWOAO0 NMPOrpecyBaHHS XPOHIYHOT XBOPO6U HMPOK (XXH) y yyacHukiB i3 XXH Ta BUCOKUM
KPOB’AHUM TUCKOM>», KO aocnimpkeHHa D6972C00003, sepcis 4.0 Big 29 xoBTHA 2024 poky; CrOHCOop -
AstraZeneca AB, Sweden

3asnBHUK - TOB «<ACTPA3EHEKA YKPAIHA»



7. OHoBneHuit MMpoTokon kniHiuHOro pocnimkeHHA AC-065A203, 3aTBepaxeHa Bepcia 9 Big,
11 nrotoro 2025 p.; OHoBneHa Bpowypa gocnigHuka [JNJ-67896049 | ACT-293987 | NS-304 UPTRAVI®
(cenekcunar)], Bepcis 20 Big 10 ntoToro 2025 p.; IHhopmauis AN nauieHTiB BikoM = 18 pokis Ta hopma
iHhopmoBaHoi 3roau, Bepcia 7.0 pns YkpaiHu Big 24 6epe3Ha 2025 p. MNepeknapg, 3 aHrNiicbKoi MOBY Ha
YKpaiHCbKY Bif, 28 6epe3Hs 2025 p.; IHhopmauis ana 6arbkiB Ta popma iHhopmoBaHOI 3roau, Bepcisi
7.0 gna YkpaiHn Big, 24 Gepe3Ha 2025 p. MNepeknap 3 aHrnificbkoi MOBU Ha YKpaiHCbKY Bif
28 Gepe3Hs 2025 p. [O NPOTOKO/Y KAIHIYHOTO [OCNiAKEHHS «[pocnekTMBHE 6GaraToUEeHTPOBE BifgKpuTe
HenopiBHANbHE gocnimkeHHs || dasn 3 MeTol BMBYEHHSI 6e3neku, NepeHOCMMOCTi Ta hapMakoKIHETUKM
cenekcunary B [iTeil 3 JIEr€HEBOK apTepiasibHOK TinepTeHsien», kogh aocnimpkeHHs AC-065A203,
3aTBepmkeHa Bepcisa 8 Big 30 BepecHsA 2021 p.; cnoHcop - AkTenioH dapmacbtoTikanc fita., Lsenuapis
(Actelion Pharmaceuticals Ltd, Switzerland)

3anABHUK - TOBAPUCTBO 3 0BMEXEHOI0 BigMnoBigasibHICTI0 «AJTIOCEHT YKPAIHA»

8. OHOBNEHMI NPOTOKON KiiHIYHOro BUNpPOGyBaHHA, Bepcia 3.0 - MonpaBka 2 Big 19 GepesHs
2025 poKy, aHrniicbkoo MOBOIO; IHhopmauia npo gocnimkeHHA Ta chopma iHPopmMOBaHOI 3rogu,
JNokanbHa Bepcia Homep 3.0 Ansa YKpaiHu yKpaiHCbKOIO MOBOIO, AaTta Bepcii 27 6epe3HAa 2025 poKy Ha
ocHoBi MacTtep Bepcii Homep 3.0 Big 21 Gepe3HA 2025 poky A0 MPOTOKO/Y KAIHIYHOTO AOC/iIAXEHHS
«[lMoggiiHe cnine, niauebo-KOHTPO/IbOBaHe AOCAIMKEHHA a3 lla gna ouiHkn eddekTMBHOCTI Ta 6e3neku
AZD7798 y nauieHTiB 3 XxBOpo60 KpoHa Bifg cepefHbOoro A0 TSXKKOro ctyneHs BaxkocTi (AMANTTEA)», koa
pocnigpkeHHss D9690C00005, Bepcisa 2.0 — MNonpaska 1/ JTokanbHWIA NPOTOKO KNiHIYHOro gocAigxkeHHs 1.0 ans
Ykpainu Big 25 nuctonaga 2024 poky; cnoHcop - AstraZeneca AB, Sweden

3asnBHUK - TOB «<ACTPA3EHEKA YKPAIHA»

9. MpoToKon KNiHiuHOro gocnimkeHHs, Bepcia 4.0, nonpaBka 3 Big 03 6epe3HA 2025 p., aHINiIACLKOIO
MoBoto; IHchopmauia ana nauieHTa Ta popma iHpopmoBaHOT 3roau, YKpaiHa, Bepcis 6.1 Big 02 KBiTHA
2025 p., aHrnificbKo Ta YKpPAiHCbKOK MOBaMu A0 MPOTOKONY K/HIYHOTO JochimxeHHs «Bigkpute,
TpuBasie, NoAoBXeHe AocnimkeHHs ¢asu lll, Ansa ouiHKM [oBroTpmBasiol 6e3neyHoCTi Ta NepeHOCUMOCTI
pekcnpaminekcony y nauieHTiB 3 TAXKOK eo03uHopinbHo actmow (EXHALE-5)», kop AoCNifKeHHS
AR-DEX-22-04, Bepcisa 3.0, nonpaska 2, Bif, 28 »oBTHA 2024 p.; cnoHcop - ApeTesa Tepam'toTikc IHK., CLUA
(Areteia Therapeutics, Inc., USA)

3anBHuK - TOB «BOPNABANA KNIHIKAM TPAISIC YKP»

10. Bpouwypa gocnigHuka aocnigKyBaHoro snikapcbkoro 3acooy IMBPYBIKA® (i6pyTUHIG), BupaHHA 18
Big 05 rpyaHAa 2024 poKy aHriicbKolo MoBOO; IHhopmaLia ans nauyieHta Ta Popma iHchopmoBaHoOT
3rogn pgna YkpaiHu, Bepcis 15.0 Big 11 notoro 2025 poky yKpaiHCbKOIO Ta POCificbKOO MOBamMu [0
NPOTOKONY KAIHIYHOro AocnigpkeHHs «baraToueHTpoBe BiAKpUTE [AOBrOCTPOKOBE MOAOBXEHE KAiHiYHe
pocnipkeHHsa 3b c¢asu npenapaty PCI-32765 (I6pyTuHiG)», kopn pocnimpkeHHs PCI-32765CAN3001, 3
nonpaskoto INT-7 Big 30 yepBHa 2022 poky; cnoHcop - « AHCCEH ®APMALEBTUVKA HB», Bernbris

3aaBHuUK - TOBAPUCTBO 3 OBMEXEHOK BIAMOBIJANBHICTIO «®APMACBLIOTIKAT PICEPY
ACCOYLWVENTC YKPAIHA» (TOB «®PA YKPAIHA»)

11. Bpouwypa pocnigHuka MK-7240, BupaHHA 7 Big 11 nwoTtoro 2025p., aHriiCbKo MOBOIO;
IHchopmauia gna nagieHta Ta popma iHhopMoBaHOI 3rogun Ansa YKpaiHu, aHrnilicbKo MOBOIO, BepcCis
5.0 Big 24 6epe3Hsa 2025 p.; IHchopmauia gna nadieHTta Ta chopma iHhopmoBaHOiI 3rogun ansa YKpaiHu,
YKpaiHCbKOIO MOBoOl0, Bepcis 5.0 Big 24 6epe3HsA 2025 p. [0 NPOTOKONY K/IHIYHOMO AOCNIAKEHHS
«[lMopgiliHe cnine, paHAoMi3oBaHe, nnaLeb0-KOHTPOsIbOBaHe AOC/IMKEHHA ANA OLiHKM edIeKTUBHOCTI Ta
6e3neyHocTi MK-7240/PRA023 y naujieHTiB i3 CUCTEMHOI0 CKNepoaepMieto, NMOB'A3aHO0 3 IHTEPCTULia/TbHUM
3axBoploBaHHAM nereHb (CCO-13M)», kop pocnigpkeHHs PR200-104 (MK-7240-007), Bepcia 4.0 Big
22 nuctonaga 2023 p.; cnoHcop - «[pomeTeyc biocaiiHces, IHK.» (Prometheus Biosciences, Inc.), go4ipHe
nignpruemcTBo koMnaHii «<Mepk eHg Ko., IHk.» (Merck & Co., Inc.), CLLUA (USA)

3asBHIK - TOBAPUCTBO 3 OBMEXXEHOIO BIANOBIAANBHICTIO «MiMifi KOKPENH», Ykpaina

12. 3miHa Ha3BU MicUb NPOBEeAEHHA KNiHIYHOrO BUNPOGYBaHHA A0 NPOTOKOMY K/IHIYHOTO AOC/IIKEHHS
«BAFATOLIEHTPOBE PAHAOMI3OBAHE MOABINMHE CAIME AOCAIAKEHHSA ®A3U Il Y MAPANEbHUX
rPYMNAX 3 NOABIVIHM KOHTPONEM MMALEBO ANA OLIHKW E®EKTUBHOCTI TA BE3MNEUYHOCTI
®EHEBPYTUHIBY MNMOPIBHAHO 3 TEPN®JTYHOMIAOM Y JOPOC/INX MALIEHTIB 3 PELNAVBYHOUMM
PO3CIAHAM CKNEPO30M», koa pocnipxkeHHa GN41851, sepcia 7 Big 15 nwotoro 2024 p.; cnoHcop -
®.XodhdmaHH-/15 Pow f1Ta, LBeiuapis



3aaBHUK - TOBApUCTBO 3 0OMEXEHOI0 BiNoBiAa/IbHICTIO «PoLl YKpaiHa»

BYNO

CTANO

4.M.H., npodp. BonowwuHa H.IM.
AepxaBHa ycTtaHOBa «IHCTUTYT HeBpPOJOrii,
ncuxiaTpii Ta Hapkonorii HauioHanbHOT akageMmii
MeANYHUX HayK YKpaiHu», BiO4i/IEHHSA
ayToOIMyHHUX Ta [JereHepatvBHMX 3aXBOPHOBaHb
HepBOBOT CUCTEMU, M. XapKiB

O.M.H., npody. BonowwuHa H.M.

JepxaBHa ycTaHoBa «IHCTUTYT HeBPOJIOrii,
ncuxiarpii Ta Hapkosnorii imeHi M.B. BonowwuHa
HauioHanbHOI  akagemii MegUYHUX  HayK
YKpaiHu», BigAiNeHHs ayToIMYHHUX Ta
JereHepaTuBHUX 3axBOpKOBaHb HEPBOBOI CUCTEMMU,
M. XapkiB

nikap 3axaposa J1.A.
[epxaBHa ycTaHOBa «YKpaiHCbKWIA AepXaBHWiA
HayKOBO-AOCMIAHUA HCTUTYT MeAuKO-CoLia/IbHMX
npobnem iHBanigHOCTi  MiHicTepcTBa OXOPOHU
3[40pOB’A  YKpaiHu», HEeBPOJIOriuHe eKCNepTHO-
peabiniTauiiHe BigaineHHsA, m. Hinpo

nikap 3axaposa J1.A.
JepxaBHa YycTaHOBa «YKpPaiHCbKNA OepXaBHWI
HayKOBO-AOC/MIAHUA IHCTUTYT MeAUKO-CoLiasibHMX
npobnem iHBanigHOCTi  MiHicTepcTBa OXOpPOHU
3[10p0B’'A YKpaiHu», BigAineHHA HeBponorii Ta
peaGinitauii 3 LleHTpom Tepanii 6onto, M. [IHINpo

K.M.H. Yepke3 A.M.

KomyHanbHe HekomepLiiiHe nignpuemcTBo
«3anopisbka obnacHa KNiHiYHa niKkapHs»
3anopi3bkoi  obnacHoi paau, BiagfiNneHHs

HeBposorii Nel, M. 3anopixxs

K.M.H. Yepke3 A.M.

KomyHanbHe HekomepUiiHe nignpremMcTBo
«3anopisbka obnacHa KniHiYHa nNiKapHs»
3anopi3bkoi  obnacHoi  paau, HeBpOJIOriyHe

BifgAiNeHHs, M. 3anopiXxks

13. 3miHa Ha3BU MicLb NPOBEAEHHA K/iIHIYHOro BUNPo6yBaHHA; 3MiHa MicLs NPOBeAEeHHSA KMIHIYHOro
BUNPOGYBaHHA [0 MNPOTOKO/Y KAIHIYHOTO pJocnigpkeHHs «BAFATOLEEHTPOBE PAHOOMISOBAHE
MOABINHE CNINE AOCAIAKEHHA ®A3U 11l Y MAPANENBHUX FPYMAX 3 NOABIMHUM KOHTPO/IEM
MNALUEBO ANA OUIHKN E®PEKTMBHOCTI TA BE3MNEYHOCTI ®EHEBPYTUHIBY T[MOPIBHAHO 3
OKPENIBYMABOM Y AOPOCNUX TNMALUIEHTIB 3 MEPBVHHWM MNPOMPECYHOUMM PO3CIAHAM
CKNEPO30OM», ko pocnipkeHHs GN41791, sepcia 7 Big 15 noTtoro 2024 p.; cnoHcop - ®.XoddmaHH-/15
Pow N1a, WBeiiyapis

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

BYNO

CTANO

O.M.H., npodp. BonowwuHa H.1M.

JepxaBHa ycTtaHOBa «IHCTUTYT HeBpONOrii,
ncuxiatpii Ta Hapkonorii HauioHanbHOT akagemit
MeaUuYHUX HayK YkpaiHn», BiA4iIEHHSA
ayTOIMyHHUX Ta [ereHepaTuBHUX 3aXBOPHOBaHb
HEepBOBOI CUCTEMW, LIEHTP PO3CIAHOro CK/IEepoa3y,
M. XapkiB

O.M.H., npody. BonowwuHa H.M.

AepxaBHa yctaHOBa «IHCTUTYT HeBpONOrii,
ncuxiatpii Ta Hapkonorii imeHi MN.B. BonowwuHa
HauioHanbHOi  akagemii MeAMUYHMX  HaykK
YKpaiHu», BigAiNeHHs ayTOIMYHHUX Ta
JereHepaTuBHUX 3axBOPHOBaHb HEPBOBOI CUCTEMM,
M. XapkiB

K.M.H. Wynbra O.4.

KomyHanbHe nignpuemMcTBo «BonuHcbka ob6racHa
KNiHiYHa NikapHs» BoMMHCBLKOI 06nacHoi  paaw,
HeBPOJIOrivyHe BigAaineHHs, M. Jlyubk

O.M.H. Wynera O.4.

KomyHanbHe nignpuemMcTBo «BonuHcbka ob6nacHa
KniHiYHa nikapHs» BoMMHCLKOI 06n1acHoi  paaw,
HEeBPOJIOriyHe BigAineHHsA 3 nkKKamun
iHTeHCMBHOI Tepanii Ta IHCY/IbTHUM OGJ/IOKOM,
M. JTyubK

K.M.H. Yepkes3 A.M.

KomyHanbHe HekomepLiiiHe nignpremMcTBo
«3anopi3bka obnacHa KniHiyHa niKkapHsa»
3anopisbKoi obnacHoi pagu, BigAineHHsA

HeBposiorii Nel, M. 3anopixxs

K.M.H. Yepke3 A.M.

KomyHanbHe HekoMepLiiHe nianpuemMcTeo
«3anopi3bka obnacHa KniHiyHa niKapHs»
3anopisbkoi  obnacHoi  pagn, HeBpOJIOriuHe

BigaineHHa, M. 3anopixxs

K.M.H. KocTioueHko A.B.

ToBapncTBO 3 0OMEXEHOK  BiANOBIAA/ILHICTHO
«MegnuHnii  ueHTp Xenc KniHik», MeguuHuii
KNIHIYHWIA AOCNIAHNLBKUIA LEHTP, Bigain 3arasibHOT
Tepanii, M. BiHHVUS

K.M.H. KocTioueHko A.B.
ToBapncTBO 3 0OMEXEHOH
«MegnuHnii  ueHTp Xernc
KNiHIYHNIA [OCNIAHNLBKNIA
HeBpoorii, M. BiHH/LS

BiAMNOBigasIbHICTIO
KniHik», MeguuHnii
LEeHTp, Bigain

14. OHoBneHa IHhopmauisa npo gocnigpkeHHA Ta Popma 3rogu ans 6aTbKiB, NOKasIbHA Bepcis HoOMep
11.0. Jara nokanbHOi Bepcii 21 nuctonaga 2024 p. aHrNiicbkoo MOBOIO AN YKpaiHu; OHoBMeHa
IHhopMmauia npo gocnigpkeHHs Ta dopma 3rogn AnA 6aTtbKiB, NoKasibHa Bepcia Homep 11.0. Oata
NnokasibHOI Bepcii 21 nuctonaga 2024 p. aHriicbkow MOBOK A YKpaiHu. MepeknageHo Ha



YKpaiHCbKY MOBY AnA YKpaiHu 13 rpyaHa 2024 p.; OHoBeHa IHhopmaulia npo gocnimpkeHHs Ta Popma
3roau pnAa 6arbkiB, NokasbHa Bepcia Homep 11.0. [lata nokanbHOI Bepcii 21 nuctonaga 2024 p.
aHrnifcbKo MOBOK ANA YKpaiHu. MepeknageHo Ha pociiicbKy MoBY Ana YkpaiHu 13 rpygHsa 2024 p.;
Mpadiik aHanisiB Ta 06¢cTEXEHb, Bepcis 12.0 Big 14 yepBHA 2024 p. yKPATHCHLKOIO MOBOIO A/1s1 YKpaiHu;
Mpadiik aHani3iB Ta 06CcTEXEHDb, Bepcia 12.0 Big 14 yepBHsA 2024 p. pociiicbKolo MOBOIO A1 YKpaiHu;
JoBiakoBa kapTka aocnimkeHHsi, Bepcia 10.0 Big 05 BepecHsa 2024 p. yKpaiHCbKOO MOBOK ANA
YKpaiHu; JoBigkoBa KapTKa gocnimpkeHHs, Bepcisa 10.0 Big 05 BepecHA 2024 p. pociiicbKO0 MOBOIO A
YkpaiHu; [popoBXeHHs1 TepMmiHy npoBeAeHHs AOOCiAKeHHA; 3MiHa Ha3BU Micuss npoBefeHHs
KMiHIYHOrO BUNPOGYBaHHA [0 NPOTOKO/Y K/HIYHOTO AOC/IMKEHHSA «Bigkpute [OCAIMKEHHA O18 OLIHKK
6e3neyHocTi Ta edpekTmBHOCTI LILH y aiTeli 3 rinepkaniemieto», koa gocnipkeHHs D9481C00001, sepcis 8.0
Big 14 nuctonaga 2023 poky; cnoHcop - AcTpa3eHeka Ab, LLBeuis

3asBHUK - TOB «®OPTPIA EBENIOMNMMEHT YKPAIHA»

BYNO CTANO
K.M.H. 3aiiues |.E. K.M.H. 3aiiues I.E.
KomyHasbHe HekomepLiiiHe nignpuemcTBo | KoMmyHasibHe HekomepUiiHe NigNPUEMCTBO
Cymcbkol ob6nacHoi pagn «O6nacHa autaya | Cymcbkoi  obnacHoi  pagu «O6nacHa guTava
KniHiYyHa  NikapHA»,  coMatuyHe  BiAAiNEeHHS, | KIiHIYHA  NiKapHA»,  cOMatuyHe  BifAi/IEHHS,
Cymcbknii  gepxaBHuii  yHiBepcuteT, MeguuHuii | CymCbknil fepxaBHuii yHiBepcuTeT, HaBuyasibHO-
iHCTUTYT, Kapeapa negiatpii, M. Cymu HayKoBuWiA  MeauuHWii  iHCTUTYT, Kadegpa
negiatpii, M. Cymu

15. MpoTtokon KniHiyHOro gocnimpkeHHA X4P-001-110, Bepcia 3.0 Big 10 ntotoro 2025 p.; 3roga Ha
yyacTb Yy KiiHiuHOMY pocnigxeHHi, Bepcia 3.0 Big 06 6epe3Hs 2025 p., yKpaiHCbKOIO MOBOIO; 3roga
GaTbKiB Ha y4yacTb AUTUHMU Y KNiHIYHOMY gocnigxeHHi, Bepcia 3.0 Big 06 6epe3Hs 2025 p. yKpaiHCbKOLO
MoBoOt0; IHchopmauisa Ta cdhopma iHhopMmoBaHOI 3roanM HENOBHONITHLOI AUTUHU Bikom 14-17 pokiB,
Bepcia 3.1 Big 11 kBiTHA 2025 p. yKkpaiHCbKOl MOBOW; IHchopMmauiliHuii nuct gnAa BariTHOI
yyacHuuilnapTHepku Ta chopma iHchopmoBaHoOi 3roau, Bepcisa 3.1 Bif 07 KBiTHA 2025 p. yKpaIHCBLKOO
MoBoOl0; IHchopmauis npo gocnimkeHHs ansa Aiteid Bikom 12-13 pokiB, Bepcis 3.0 Big 06 Gepes3HsA
2025 p. yKkpaiHCbKOK MOBOIO [0 MPOTOKO/Y K/iHIYHOTO AochiigxeHHs «PaHgomizoBaHe, noAgiiHe chine,
nnauebo-KOHTPONIbOBaHe, HaraToueHTpoBe AOCNifkeHHs maBopukcadopy dasu |l cepef yyacHukiB 3
BPOMKEHVMM Ta HAOYTUMWN MEPBUMHHUMW ayTOIMyHHVMMK Ta i4IONaTUYHUMU XPOHIYHUMU HEATPOMEHIYHMMM
po3fiagamu, WO CTPax4alTb Ha peuuauBytodi Ta/abo cepiiosHi iHghekuii», ko focnimxkeHHs X4P-001-110,
Bepcisa 2.0 Big 05 nunHa 2024; cnoHcop - X4 Pharmaceuticals, Inc., USA / Ikc4 ®apmacbioTtikans, IHk., CLLUA
3anaBHuK - HOBOTEK K/IHIKAM PICBOM (KIMP) NIMITEA, Kinp

16. fopaTok 1 Big 16.09.2024 p. ao Bpowypu gocnigHuka Epgaditinio (INJ-42756493), BuagaHHA 14 Big
23.05.2024 p.; QOopatok 2 Big 07.10.2024 p. p[o bpowypu pocnigHuka EppadiTiHio
(JNJ-42756493), BupgaHHa 14 Big, 23.05.2024 p.; IHchopmauia ana nauieHTa Ta Popma iHhopmoBaHoOT
3roau — MpoTtokon 42756493BLC3001, Bepcia 12.0 ykpaiHCbKOI MOBOIO A5 YKpaiHu Big 02.05.2025 p.;
IHhopMmauia ansa naudieHta Ta Popma iHhopmMmoBaHoi 3roau — MpoTokon 42756493BLC3001, Bepcisa 12.0
pociiicbkolo MOBOIO Ana YKpaiHu Big 02.05.2025 p. 40 NpOTOKOS1Y KIiHIYHOIO BUNpobyBaHHA «OoCNigKeHHS
3 hasn g1a ouiHkM eppaddiTiHIGY Y MOPIBHSHHI 3 BIHG/TYHIHOM abo goueTakcenioMm Yn nemoposisymabom y
nayieHTIB 3 MOLUMPEHOK YpPOTeniaslbHOK KapLMHOMOK Ta OKPEMUMW FeHEeTUYHMMUK abepaLisiMu peLenTopis
thakTopy pocTty pibpobnactiB», kog gocnimkeHHa 42756493BLC3001, 3 nonpaskot 6 Big 20.01.2023 p.;
CrnoHcop - AHcceH dapmaueBTuka HB, benbris

3anBHuK - «AHCCEH ®APMALEBTWKA HB», Benbris

17. OHOB/IEHMIA NPOTOKOJSI  KMiHiYUHOro BunNpoGyBaHHA M16-000 3  iHKOpPNOpPOBaHMMM
aaMiHicTpatTuBHumMmu 3miHamu 1, 2, 4, 6, 7, 8,9 Ta nonpaBkamu 1, 2, 3,4, 5,6, 7, 8,9, 10, 10.1 ta 11 Big 04
rpyaHa 2024 poky; IHcdopmauis ana nauieHta Ta iHPopMoBaHa 3roga Ha yyacTb y HayKOBOMY
pocnipkeHHi Ta HeOG0OB’A3KOBOMY AocnigkeHHi, Bepcis 10.0 ana YKpaiHu Big 21 6epe3Ha 2025 poky,
YKPaiHCbKOIO, aHr/iiCbKOK Ta pPOCIACbKOIO MOBaMW [0 MPOTOKOMY K/IHIYHOTO  AOCAIAKEHHS
«bararoueHTpoBe, paHAoOMi3oBaHe, noAgiiHe chine, niauebo-KOHTPONboBaHe 52-TXHEBE A0CNIMKEHHS
NigTPMMYOYOI Ta BiAKPUTOI NPOAOBXEHOT Tepanii 415 OUiHKM edDEKTUBHOCTI Ta 6€3Me4HOCTI picaHKisymaoty y
nawieHTiB 3 XBOpoboto KpoHax», kog gocnigpkeHHs M16-000, 3 iHKOpNopoBaHMMMN aaMiHICTpaTUBHUMK 3MiHAMM
1,2,4,6,7,8,9TanonpaBkamun 1, 2, 3, 4,5, 6, 7, 8, 9 Ta 10 Big 16 rpyaHa 2022 poky; cnoHcop - AbbVie Inc.,
USA

3anBHuUK - «E66BI BiothapmacstoTikan3 TM6X», LLBeliuapis



18. OHOBEeHUI NPOTOKON KAiHIYHOro BuUNpo6yBaHHA BJT-778-001, Bepcia 5.0, nonpaBka 4, Big,
12 Gepe3Ha 2025 poKy, aHrNiicbkolo MOBOLO; IHhopmauis pnA yyacHuka pocnigkeHHs /Popma
iHdbopMmoBaHoI 3roau, OcHoBHe gocnimkeHHA — KoropTta E i Koropta F, ana Ykpainu, Bepcisa 7.0 Big,
19 6epe3Ha 2025 poKy, Ha ocHOBI Maiictep-Bepcii IYA/PI3, OcHoBHe gocnipkeHHs, Koropta E i koropTta
F, Bepcia 7.0 Big 14 Gepe3HA 2025 poKy, aHIMIiCbKOIO Ta YKpaiHCbKol MoBamu; IHchopmauisa gns
yyacHuka pocnimpxkeHHs /Popma iHcpopmoBaHOi 3roan, OcHOBHe pocnigkeHHs — Koropta G, ans
YkpaiHu, Bepcia 4.0 Big 19 GepesHsa 2025 poky, Ha ocHoBi MaiicTtep-Bepcii IYA/®I3, OcHOBHe
pocnipxeHHs, Koropta G, Bepcia 3.0 Big 07 nuctonaga 2024 poKy, aHrNiliCbKol Ta YKPaiHCbKOIO
MoBamu; IHcopmanisa pna ydyacHuka pocnigpkeHHsa [dopma iHopmoBaHoi 3rogn, OCHOBHe
pocnipkeHHa — Koropta H, gna YkpaiHu, Bepcia 1.0 Big 19 6epe3Hsa 2025 poKy, Ha ocHOBi Maiictep-
Bepcii IYA/PI3, OcHoBHe gocnimxeHHs, Koropta H, Bepcis 1.0 Big 14 6epe3Hs 2025 poKy, aHINMiliCbKOK
Ta yKpaiHCbKOI MmoBamMu; IH(hopMauis anAa yyacHuka pocnigxkeHHs i dopma iH(hopmoBaHOi 3rogu, Ha
yuyacTb y HeOGOB’A3KOBOMY MaiilGyTHbOMY AOC/ifKeHHi, Ana YkpaiHu, Bepcisa 3.0 Big 19 Gepes3Hsa
2025 poky, Ha oCHOBI 3arasibHOi Maiictep-Bepcii IY[/®PI3 Ha yuacTb y HEOG0B’A3KOBOMY MaiiGyTHLOMY
pocnimpkeHHi, Bepcia 1 Big 01 nuctonaga 2022 poky, aHrNifiCbKOK Ta YKPAiHCbKOK MOBaMWu;
IHcbopmania ana yuyacHuka aocnimpxeHHs [/Popma iHpopMoBaHOI 3rogu Ha BUNAAOK BariTHOCTI
yyacHuLi pocnigpkeHHA abo napTHEPKU YydyaCHUKa AOCNiMKeHHs, Ansa YkpaiHu, Bepcia 3.0 Big
19 Gepes3Ha 2025 poky, Ha OcHOBi 3arasibHOi Maiictep-Bepcii IYA/®PI3 Ha 36ip iHcdopmauii npo
BariTHiCTb, Bepcif 1 Big 01 nuctonaga 2022 poKy, aHI/1iiCbKOIO Ta yKpaiHCbKOlo MmoBamMu; JogaTok o
IHcbopmauil ana yyacHuka pgocnigxeHHA /®opmu iHpopmoBaHOiI 3roau, OCHOBHe AOCNIgXEeHHA -
KoropTa H, gnsa YkpaiHu, Bepcif 1.0 Big 19 6epe3Hs 2025 pokKy, aHIrNiiCbKOIO Ta YKPAiHCbKOKO MOBaMu;
MoaoBXeHHA TPUBANOCTI AOCNIMKEHHA B YCiX KpaiHaXx, Ae NPOBOAUTLCA KiliHIYHe AOCNiAKEHHSA, Ta B
YKpaiHi o 05 pokiB 00 micALiB y 3B'A3KYy 3 OHOBJIEHHAM NPOTOKO/Y; 36iNbLUeHHS Ki/IbKOCTi NaLli€eHTIB B
YKpaiHi 3i 100 ckpyHoBaHuX 40 150 CKpMHOBaHUX OCiG A0 NPOTOKO/Y K/iHIYHOro AocnimkeHHs «dasa 1/2a,
paHaoMi3oBaHe, nnauebo-kOHTPONbOBaHe  AOCNIMKEHHA  ONA  OUiHKM  6e3nekn, MNepeHOCUMMOCTI,
hapmaKkokKiHeTUKM Ta NPOTUBIPYCHOT aKTUBHOCTI NpenapaTy BJIT-778 y 340poBuX A0OPOBO/ILLIB Ta NALEHTIB i3
XPOHIYHOI0 iHpeKLieto Bipycy renatuty B, BK/ItoYaroum nauieHTiB i3 XpOHiYHO iHdheKLUiero Bipycy renatuty D»,
kog, pocnimkeHHsa BJT-778-001, sepcis 4.0, nonpaska 3, Big 29 nunHsa 2024 poky; cnoHcop - Brwopxeii
TepanbloTike, IHK. [Bluejay Therapeutics, Inc.], CLUA

3anBHuK - TOB «APEHCIA EKCIMNJ/IOPATOPI MEAICIH», YkpaiHa

19. OHoBneHuu TMpoTokon KhiHiuHOro Bunpo6yBaHHa YH25448-301, Bepcia 3.2 Big 31 ciuHA
2025 poky; 3MiHa nikapcbKOro npenapaty nopiBHAHHSA 3 MediTiHIO (komepuiliHuii npenapat IRESSA®),
250 mr, nomiweHnii y kancynu, Ha MedpiTiHi6 (komepuiiHnii npenapat MediTiHi6-PaTiochapm®), 250 mr,
TabneTkn, BKPUTI NNiBKOBOKO 060/10HKOK (Bupo6Huk PAREXEL International GmbH, HimeuunHa);
OHoBneHe CnpouleHe AOoCbE ANA NikapcbKoro 3acoby MediTiHi6 (komepuiliHuii npenapat MediTiHio-
Patiohapm®), 250 mr, TaGneTKU, BKpUTi NNiBKOBOIO 060/1I0HKOIO, Bepcia 01 Big, 28 ntotoro 2025 poky;
3pa3ku MapKyBaHHsi Ans  nikapcbKoro 3aco6y [edpiTiHi6 (komepuiiiHuii npenapat [ediTiHiG-
Patiodhapm®), 250 mr, Ta6neTku, BKPUTI NNiBKOBOIO 060/I0HKOO, Bepcis 2.0 Big 11 6epesHs 2025 poky
(YKpaiHCbKOIO MOBOIO) [0 NPOTOKO/Y K/IHIYHOTO JocnifkeHHs «PaHgomizoBaHe, noAgiiHe chnine
pocnipkeHHsa ®asu Il s ouiHkM edhekTUBHOCTI Ta 6€e3NeYHOCTI Na3epTiHidy B NOPIBHAHHI 3 redpiTiHIboM Sk
Tepanii nNepLoi MiHii B NauieHTiB 3 MICLLEBO-NOWNPEHUM ab0 MeTacTaTUYHUM HEeAPIOHOKMITUHHUM pPakoMm
nereHiB 3 MyTaujiel, WO CEeHCUTU3YE pelenTop enigepMasibHOro haktopa pocTy», KoA, AOCNILKEHHSA
YH25448-301, Bepcia 3.1 Big 04 BepecHs 2024 poky; cnoHcop - Yuhan Corporation, Republic of Korea / tOxaH
KopnopeliwH, Pecny6nika Kopes

3anaBHuK - TOB «MAPEKCE/T YkpaiHa»

20. JokymeHT iHhopmoBaHoi 3roau (A13) komnaHii Scout Clinical, ykpaiHCbKOIO MOBOLO, Bepcis 1.0 Big,
17 nmoToro 2025; Bpollypa WwoA0 BifglWKoAyBaHHA NOAOPOXeEN, YKpaiHCbKOI0 MOBOO, Bepcis 1.0 Big
25 notoro 2025; O6¢cnyroByBaHHsl YYaCHUKIB, €N1eKTPOHHE /IMCTYBaHHA, YKPAiHCbLKOIO MOBOIO, Bepcis
1.0 Big 25 notoro 2025; MOCIGHUK KOpUCTyBaya LOAO MNOAOPOXI Ta BiAWKOAYBaHHA BUTpaAT,
aHrniicbkolo MoBol, Bepcia 1.0 Big 29 ciuHA 2025 [0 NPOTOKO/Y KAIHIYHOTO  AOCAIAKEHHS
«PaHgomizoBaHe noggiiHe cnine gocnimkeHHsA a3u 3 eHkopadeHiby Ta GiHIMeTiHiIGy B MoegHaHHI 3
nembponizymabom y NOpPiBHSHHI 40 nnauebo B NoegHaHHI 3 neM6poizymabom y nauieHTiB i3 MeTacTaTMYHO
abo HeonepabesibHOK MICLEBO MOLUMPEHOK MeslaHOMOK, MO3UTMBHOK A0 MyTauin BRAF V600E/K», kog
pocnipkeHHss C4221016, octaToyHa Bepcis npoTokony, Monpaeka 5 Big 09 »oBTHS 2023 pokKy; CNOHCOP -
Mdcpaiizep IHK., CLUA

3asBHuK - MNMdainsep IHK., CLUA



21. 3miHa Ha3BM Micus npoBefeHHA BUNPOOYBaHHA [0 MNPOTOKO/Y KIIHIYHOTO  AOCNioKEHHSA
«PaHpomizoBaHe, nogsiiiHe cnine, nnaueb60-kOHTPO/IbOBaHe, GaraToLeHTpoBe Aoc/imkeHHsa da3m Il gns
OUiHKN ed)eKTMBHOCTI Ta Ge3neyHocTi npenapaty ABX464 oavH pa3 Ha fob6y Ans iHAyKuiHOT Tepanii B
naLieHTiB 3 aKTVUBHUM BUPa3KOBUM KOJIITOM Bif, CEpeHbOro A0 TAXKOro CTYNEeHs TAXKOCTI», Kog, AOCNiIKEeHHSA
ABX464-105, sepcisa 5.1 Big 10 kBiTHA 2024 poky; cnoHcop - ABIVAX, ®paHuis

3aaBHuK - MignpuemcTso 3 100% iHo3eMHol iHBecTuLjeto «AVK'IOBIA PAC YkpaiHa»

BYJIO

CTAJIO

O.M.H., npod., 3aB.ka. Lesuyk C.B.

KniHika HaykoBo-gocnigHoro iIHCTUTYTY
peabinitauii ocié 3 iHBanigHicTiO (HaBYa/IbHO-
HayKOBO-JliKyBaJIbHUIA KOMMJ1eKC) BiHHULbKOro
HaLioOHaJIbHOro MeAUUYHOro YHiBepcurtety
im. M.l. MunporoBa, TepaneBTUYHE BiAAINEHHS,
BiHHUUbBKMIA HauioHaNbHWIA MEAUYHUIA YHIBEpCUTET

O.M.H., npodp. WeBuyk C.B.

YHiBepcuteTCcbka nikapHs BiHHUUbLKOrO
HalioOHaJIbHOro MegUYHOro YHiBepcutety
im. M.l. MuporoBa, TepaneBTU4YHE BiAMINEHHS,
BiHHMUbKWIA HauiOHa/TbHUIA MeguYHWIA YHIBEPCUTET
iMm. M.1. MunporoBsa, katheapa BHYTPILLIHLOT MEANLNHN
Ne2, M. BiHHMLS

iMm. M.I. Muporosa, katenpa BHYTPILLHLOT MeANLUHU
Ne2, M. BiHHMLA

22. OHoBneHwuii npotokon ROR-PH-301 (APD811-301), 3 iHKOpPMOpPOBaHOW MonpaBKol 6 Bif
17 ciuHa 2025 poky; Bpowypa gocnigHuka PaniHenar (APD811), Bepcis 14 Big 22 ciuHAa 2025 poky,
aHrnincbKo MoBoto; IHhopmauiiiHuii nucTok i hopma 3rogu, Bepcia V7.0UKR(uk)1.0 Big 12 6epesHna
2025 poky, nepeknag YKpaiHCbKO MOBOI Big 25 Gepe3HAa 2025 poKy [0 MPOTOKONY KJ/IiHIYHOMO
pocnipkeHHss «ADVANCE OUTCOMES pgocnigkeHHs edqieKTMBHOCTI Ta 6e3neyHoCcTi  pastiHenary,
crpsiMoBaHe Ha MNOAINLWEHHSA pe3ynbTaTiB liKyBaHHSA MaLIEHTIB i3 /IereHeBOK apTepiasibHO TiNepTeHsIED»,
Koa pocnigpkeHHss ROR-PH-301 (APD811-301), 3 iHKopnopoBaHoH nonpaBkoto 5 Big 14 rpyaHsa 2022 poky;
crnoHcop - «HOHaiTeq Tepan'toTikc KopnopeiwH» (United Therapeutics Corporation), United States

3asBHUK - MNignpremMcTBo 3 100% iHo3eMHoM iHBecTuLicio «AVK'IOBIA PAC YkpaiHa»

23. OHoBneHui po3gin 2.3.S.3 CHARACTERIZATION T1a 2.3.5.4 CONTROL OF DRUG SUBSTANCE
(oHOBneHHs cneuyudikalii NikapcbKoi cyo6CcTaHLUii) AO0CbE AOCNIMKYBAHOrO JliKapCbKOro 3acooy
MK-1026 (HemTta6pyTuHi6), Bepcia 08TO5F Big 20 6epe3Ha 2025 poKy; 3MiHa Ha3BU MicLisA MPOBEAEHHSA
KMIHIYHOTO BUNPOGYBaHHA 40 NPOTOKO/Y KAiHIYHOIO AOCNiMKEHHS «PaHaomizoBaHe gocnigpkeHHs 1l dhasu
0151 NOPIBHSAHHA e(hekTUBHOCTI Ta 6€3Ne4YHOCTi HEMTaOGPYTUHIOY B MOPIBHAHHI 3 XiMiOIMyHOTepanieto npu
paHille HenikoBaHOMY XPOHIYHOMY fimdioumnTapHoMy nerikosi/nimdomi 3 Mmanux nimgouunTie 6e3 abepadii
reHa TP53 (BELLWAVE-008)», kog pocnimpkeHHs MK-1026-008, 3 iHkopnopoBaHol nonpasBkol 02 Bif,
20 BepecHsi 2024 poky; cnoHcop - TOB Mepk LWapn eHg Aoym, CLUA (Merck Sharp & Dohme LLC, USA)
3asiBHUK - TOBApUCTBO 3 06MEXEHOI0 BignoBigasbHICTI0 «MC/, YkpaiHa»

BYNO CTANO
O.M.H., npodh. Kpsayok |.A. O.M.H., npody. Kpsayok I. A.
[epxaBHe HekomepUiiHe nignpuemcTso | [epxaBHe HekomepLiiHe nigNpPUeEMCTBO
«HaujioHanbHuiA iHCTUTYT paky», KniHika | «HauioHanbHwi IHCTUTYT paky», KniHika
ximioTepanii Ta OHKoremaronorii, HaykoBO- | OHKOreMaTtosnorii Ta  K/iHIYHOT  OHKOJIOTil,
KMiHIYHWIA  BigAin  OHKOTreMartosorii, BiAAIIEHHS | HAYKOBO-KMIHIYHUIA BigAin OHKOrematosnorif,

oHKoremaronorii, M. Kuies BiAAiNeHHs oHKoremartonorii, M. Kuis

24. 3MiHW Ha3B Micub TMPOBEAEHHA BUNPOOYBaHb [0 MPOTOKOMY K/IIHIYHOMO  AOCHIAKEHHS
«PaHgomizoBaHe, noAgiiHe crine gocnimkeHHs 3 ha3n Ans BUBYEHHSA ed)EKTMBHOCTI Ta 6Ge3Mne4HOCTi
npenapaty SAR442168 y nopiBHsHHI 3 nnauebo B Yy4yaCHMKIB 3 NEPBUMHHO-MPOrPECYOHUM  PO3CIAHUM
ckneposom (PERSEUS)», koa gocnigxeHHs EFC16035, 3 iHkopnopoBaHot nonpaskoto 14 Big 31 XOBTHSA
2024 poky, Bepcid 1 (enekTpoHHa Bepcia 21.0); cnoHcop - Genzyme Corporation, USA ([xeH3ainm
KopnopeiiwH, CLUA)

3asBHuK - TOB «MAPEKCEJ YkpaiHa»

BYJIO
O.M.H., npod. BosnowwuHa H.1M.
JepxaBHa yctaHoBa «IHCTUTYT HeBPOOrii,
ncuxiatpii Ta Hapkonorii HawioHanbLHOI akagemil
MeAWYHUX HayK YKpaiHu», Biafdin ayToiMyHHUX Ta

CTAJIO
O.M.H., npod. Bonowwna H.TM.
JepxaBHa ycTtaHOBa «IHCTUTYT HeBPOJIOrii,
ncuxiarpii Ta Hapkonoril imeHi MN.B. BonowuHa
HauioHanbHOI  akagemii  MegW4YHUX  HaykK




JereHepaTuBHUX 3axBOPKOBaHb HEPBOBOI CUCTEMMU.
LleHtp PO3CisitHOro CK/1epoasy, BigAiNeHHs
ayToIMyHHUX Ta [JereHepaTtuBHUX 3axBOPIOBaHb
HEPBOBOT CUCTEMU, M. XapKiB

YKpaiHu», Bigain ayToiMyHHUX Ta AereHepaTuBHMX
3axBOpOBaHb HEPBOBOT cUCTEMM. LIeHTp po3cisitHoro
CKeposy, M. XapkiB

K.M.H. Wynsra O.4.
KomyHasnbHe nignpnemctso «BonnHcbka ob6nacHa

A.M.H. Wynera O.4.
KomyHasibHe nignpuemMctso «BonmHcbKa ob6nacHa

KNiHiYHa nikapHsa» BonuHCbKoT o6nacHoi paaw,
HeBpoJoriyHe BigAineHHs, M. Jlyubk

KMiHiYHa nikapHsA» BonmHCbKOi o6nacHoi pagw,
HeBpoJiOriuHe BigaineHHsA 3 niKkamu
iHTEHCMBHOI Tepanii Ta iHCY/IbTHUM G/IOKOM,
M. JlyubK

25. OHoBneHunii MpoTtokon KniHiuyHOro BunpooysBaHHsa CT-P53 3.1, Bepcia 2.4 Big 17 GepesHs
2025 poKy, aHrnincbKo MOBOLO; Bpoulypa gocnigHuka CT-P53, Bepcis 2.3 Big 18 6epe3Hsa 2025 poky,
aHrniicbkolo MoBoOto; flocbe pocnigxyBaHoro nikapcbkoro 3aco6y (IMPD) CT-P53 (Okpenizymag),
Bepcisa 5.0, aHrNiicbKolo MOBOIO; MpPOAOBXEHHA TEPMiHY NPUAATHOCTI A40CNIAKYBaHOro NMiKapCcbKoro
3aco6y CT-P53 go 36 micauiB; IHpopmauis ana naudieHTa i dopma iHhopmoBaHoi 3rogn, OCHOBHe
pocnipkeHHs, Bepcisa 5.0 Big 27 G6epe3Ha 2025 poky, AnA YKpaiHW, aHTMNiNCbKOK Ta YKpaiHCbKOO
MOBamMu, Ha OCHOBI MaiicTep-Bepcii IHchopmauii ana nauieHTa i PI3 aHrnilicbkoo MoBoOIO, Bepcis 3.3
Big 18 Oepe3HAa 2025 poky [0 MNPOTOKOMAY KAiHIYHOrO AocnimkeHHs «dasza 1/3, nogsiiiHe cnine,
paHAOoMi30BaHe, 3 aKTUBHMM KOHTPOJIEM, Y NMapasieflbHNX rpynax [OCNIMKEHHS A5 MOPIBHAHHS eDEKTUBHOCTI,
hapmakokiHeTVKK, hapmakognHamiku Ta 6e3nekn npenapaty CT-P53 i npenapaty OkpeBycC y naui€HTiB 3
peunanByovO-peEMITYIOUMM PO3CISHUM CK1IEPO30M», Kog, fochimpkeHHs CT-P53 3.1, sBepcia 2.3 Big 18 )0BTHSA
2024 poky; cnoHcop - CENNTPIOH, IHk., Pecny6nika Kopesi (MisaeHHa Kopest) / CELLTRION, Inc., Republic of
Korea (South Korea)

3asaBHUK - TOB «APEHCIA EKCIJTOPATOPI MEAICIH», YkpaiHa

26. Moci6HuK i3 HafaHHA NiATPUMKM ydyacHUKY  AocCnifXeHHs (CT_Care-Partner-
Guide_Master_v1 110ct2023_UA(UK)); Moci6HUK i3 nikyBaHHA NoGiYyHUX edheKTiB i3 GOKY LUTYHKOBO-
Kuwkosoro Tpakty (LUKT) (TRIUMPH_GI-AE-Brochure_Master_ vl _09Jan2024_ UA(UK); BykneT npo
HM3bKUii piBeHb UuUYKpy B KpoBi (TRIUMPH_Hypo-Awareness-Brochure Master_v1_12Dec2023
UA(UK)); ®Popma «Cnucok nokynok» (CWM_Shopping-List_Master_V1 30JAN2023_UA(UK); KapTka
HaragyBaHHsA «Bu npuiiHanu gocnigxyBaHuii nikapcbKkuii 3acio?» (GZBO_Study Medicine-Reminder-
Magnet_Master_vl_ 09Jan2024_UA(UK); JlucT-nogsika nawiceHTOBI 3a Yy4yacTb Y [OCAIgXKEHHI
(GZBO_Thank-You-End-Of-Study_Master_v2_16May2024 UA(UK); Jiuct-nogska nauieHTOBi 3a
3a51lyueHHs ao gocnipkeHHsa (GZBO_Thank-You-Participation_Master_v2_16May2024_UA (UK)); /luct-
nogsika nauieHToBi 3a yuyacTb Yy npoueaypi CKpuHiHry (GZBO_Thank-You-Screening_Master_
v2_16May2024_UA(UK); Kaptka HaragyBaHHA npo Bisut (GZBO_Visit-Card_Master_v1_
04Dec2023_UA(UK)); Mogynb 1. XapuyBaHHA (HBP_Module-1-Worksheet_Master_ V1_05Dec2023_
UA(UK)); Mopynb 2. MpaBuno Tapinku 340pOBOro  xXapuyyBaHHS (HBP_Module-2-
Worksheet_Master_V1_16Jan2024_UA(UK)); Mogynb 3. xa i HacTpiii (HBP_Module-3-Worksheet_
Master_V1_04Dec2023_ UA(UK)); Mogynb 4. MNMnaHyBaHHA Xxap4yyBaHHs (HBP_Module-4-Worksheet
Master_V1_04Dec2023_UA(UK); Mogynb 5. xa ii kynbTypa (HBP_Module-5-Worksheet Master
V1 _04Dec2023 UA(UK); Moaynb 6. MocTaHoBKa uinei woao xapuyBaHHA ana cim’i (HBP_Module-6-
Worksheet_Master_V1_04Dec2023_UA(UK)); Mogynb 7. 3B’si30k po3ymy 3 Tinom (HBP_Module-7-

Worksheet_ Master_V1_04Dec2023_UA(UK)); Moaynb 8. CouianbHi pAeTepMiHaHTU 3740pOB’s
(HBP_Module-8-Worksheet_Master_V1_04Dec2023_UA(UK)); Mopaynb 9. Camogonomora
(HBP_Module-9-Worksheet_Master_  V1_05Dec2023_UA(UK); Mogynb  10. MepguTtauis i
camoycBigomneHHa (HBP_Module-10-Worksheet_Master_V1_04Dec2023_UA(UK)); Mopgynb 11.

UupkagHuii putm (HBP_Module-11-Worksheet_ Master_V1 05Dec2023_UA(UK)); Moaynb 12,
Hanawrtyiiteca Ha ycnix! (HBP_Module-12-Worksheet_ Master_V1_05Dec2023_UA(UK)); Moagynb 13.
®isnyHa akTuBHicTb (HBP_Module-13-Worksheet_ Master_V1_04Dec2023_UA(UK)); Moaynb 14.
MoctaHoBka uineii (HBP_Module-14-Worksheet_ Master_V1_04Dec2023_UA(UK)); PekomeHpauii
wopao npodcpinakTMku 1 ycyHeHHs 3akpen (GZBO_constipation-guide_master_v1l_10Dec2024_UA-UK);
BknioueHHs [O0[ATKOBUX CYNYTHIX MaTepianis: 3apsagHuii npucTpiin (konip: 6inuvia; posmip: 1.3 cm x 6.4
cm x 10.2 cm) (Power Bank — Color* White; Size 0.5” x 2.5”x 4"); TepMOKpYXKa 3 KpULIKOIO (Konip:
TemHo-3eneHuii (710 mn) (Insulated cup with lid, 240z stainless steel; color dark green); Tapinka 3
TpbOMa BiggiNIeHHAMU ANA nopuii (konip: HaniBNpPo3opuii 3eneHunii; po3mip: 25 cm x 1,3 cm) (Portion
Plate (Color translucent green*; 10”x1/2”), Baru KyXOHHi A/ 3BaXyBaHHA XapuyoBMX MPOAYKTIB
(HepxaBiloua cTasnb; po3mip: 18 cm x 14 cm x 1.9 cm) (Stainless Steel Food Scale 7.1” x 5.5” x 0.75");
CmapT-6pacnert (Konip: HopHuiA, po3mip: 23.5 cm x 3.6 cm x 1.2 cm) (Smart Bracelet Black 9.25” x 1.42” x
0.48”); Mporpama MigTpMMKK NauieHTIB, Bepcia 1 yKpalHCbKOKO MOBOK Bif, 25 KBiTHA 2025 poky
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(GZBO_Appreciation Items_V3_14Nov2024_EN) 0 NpOTOKONY K/iHIYHOrO JOCNIAKEHHS «PaHaoMi3oBaHe,
noAgiiHe cnine, Nnnaueb60-kOHTPO/IbOBaHe, NOAiMHO-0OpiEHTOBaHEe AOC/iMKEeHHS dha3n 3 4718 BUBYEHHS BNNBY
peTaTpyTuay Ha 4acTOTy BUHUKHEHHS 3HAYHMX HECTIPUATANBUX ABULL, 3 BOKY cepueBO-CyaNHHOT CUCTEMN Ta
HAPOK Yy nauieHTiB 3 iHOeKcoM macu Tina = 27 Kr/M2 Ta aTtepocKepoTUYHUM CepLeBO-CYANHHUM
3axBOPIOBAHHAM i/ab0 XPOHIYHMM 3aXBOPIHOBAHHAM HUPOK», Kog docnimkeHHs J1I-MC-GZBO, Bepcia 3
nonpaskoto (c) Big 19 BepecHs 2024 poky; cnoHcop - Eni Jlinni eng Komnani, CLUA / Eli Lilly and Company, USA
3anBHuK - «Eni Ninni Boctok CA», LLBeliyapis

27. BK/IOYEHHA [04AaTKOBOro Micus NpoBeAeHHA KMiHIYHOro BUNPOOYBaHHA [0 NPOTOKONY KAiHIYHOIO
pocnipkeHHs «KEYMAKER-UO1L — niggocnigxeHHs 01G: napaconbkoBe gocnimpkeHHs |l dha3un 3 noueprosmmMm
rpynamu Ans BUKOPUCTaHHSA O0CAiQKYBaHUX 3acobiB y KOMOGiHaLii 3 meMo6ponizymaéom i3 goaaBaHHSM
ximioTepanii Ha OCHOBI NNaTuHM abo 6e3 Hel y paHile HeniKoBaHUX YyYaCHUKIB i3 HeAPIOGHOKAITUHHUM pakoMm
nereHb IV cTtagii», kog pocnigxkeHHs MK-3475-01G, Bepcia 00 Big 16 BepecHA 2024 poky; CNOHCOp -
TOB Mepk Wapn eHg doym, CLUA (Merck Sharp & Dohme LLC, USA)

3asBHUK - TOBapMCTBO 3 06MEXEHO BiAnoBigasbHicTio «MC/L YkpaiHa»

No M.1.6. BignoBigasibHOro AocnigHvKa

n/n HasBa Micusa NpoBeAeHHs KNiHIYHOro BUNPo6yBaHHS

1. | nikap Nigsepbeubka A.B.

O6nacHe KOMyHaJlbHE HEeKOMepLjiiiHe nigNPUEMCTBO «BYKOBMHCLKWIA KMiHIYHWI  OHKOMOTIYHMIA
LEeHTP», CTPYKTYPHUIA Nigpo3ain KNiHiYHOT OHKoorii, M. YepHiBui

28. MpoToKOoN KMiHiYHOro BUNpoGyBaHHA, nonpaBKa 3, Big 24 ntotoro 2025 p., aHr1iiCbKOO MOBOIO;
IHchopmauia ana nadieHTa Ta popma iHbopmoBaHOiI 3rogun, YKpaiHa, Bepcisa 5.1 Big 01 kBiTHA 2025 p.,
aHrniicbKo Ta yKpaiHCbKo MoBamMu; IH(hopmaLia pnsa BaritHoi napTHepku Ta chopma iHchopmoBaHoOi
3rogu, YkpaiHa, Bepcia 2.1 Big 01 kBiTHA 2025 p., aHINiACbKOK Ta YKpaiHCbKO MoBamu; Popma
iHhopMoBaHOI 3rogu Ha 36ip AaHUX NPO BariTHICTb NauUi€eHTKWU, YKpaiHa, Bepcisa 2.1 Big 01 KBiTHA
2025 p., aHrNificbKo Ta YKPAIHCbKOK MOBamMM [0 MPOTOKOMY KAiHIYHOro gocnimkeHHs «PaHgomizoBaHe,
noagiiHe cnine, nnaueb0-KOHTPO/IbOBaHE AOCIMKEHHA B NapasieslbHUX rpynax Aas OuiHKM eddeKTUBHOCTI,
6e3MeYyHOoCTi Ta NePEeHOCUMOCTI AieKCcnpamineKkcosy A1 NepopasibHOro 3acTOCyBaHHSA NPOTArOM 52 TUXHIB Y
nauieHTiB 3 TSXKKOKW eo3nHodpinbHow actmolo (EXHALE-2)», kop pocnimpkeHHs AR-DEX-22-01, 3
iHKopriopoBaHo nonpasko 2, Big 30 uyepBHA 2023; crnoHcop - Apeted Tepan'toTikc IHK. (Areteia
Therapeutics, Inc.), CLLA

3anBHuK - TOB «BOPNABANA KNIHIKAM TPAISIC YKP»

29. YKpaiHa, MK-3475-01E, IHchopmaLifa Ta AOKYMEHT Npo iHpopmoBaHy 3roay ANA nauieHTa, Bepcis 01
BiA 16 KBiTHA 2025 p., yKpaiHCbKOI MOBOIO; BK/IOYEHHsA A0AATKOBOro Micusa NpoBefeHHA KNiHiYHOro
BUNPOGYBaHHA [0 MPOTOKONY KAiHiYHOro pocnimkeHHs «KEYMAKER-UOL, nigaocnigpkeHHsa O1E:
napaconbkoBe AocnimkeHHs |l pasu 3 noyeprosumMy rpynamm LocnifkyBaHux npenaparis 3 Ximiotepanieto
abo 6e3 Hel y KOMOGiHauii 3 memoéponisymaboM [/19 NiKyBaHHA Y4yacCHUWKIB 3 Breplue [AiarHoCTOBaHUM
onepabenbHUM HeApPiGHOKTITUHHUM pakoMm niereHiB (HOKP) ctagin [I-11IB (N2)», kog, gocnigxkeHHss MK-3475-
01E, Bepcisa 3 iHKoprioposaHoto nonpaskoto 02 Big 13 nuctonaga 2024 poky; cnoHcop - TOB Mepk LWapn eHp
Joym, CLUA (Merck Sharp & Dohme LLC, USA)

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

No MN.1.6. BigNoOBiAa/IbHOrO AOCNIAHMKA

n/n HasBa MicLs NpoBeAeHHs KNiHIYHOTO BUNPOOYBaHHS

1. | nikap MigBepbeupbka A.B.

O6nacHe KOMyHaslbHE HekoMmepuiiHe nigNnPUEMCTBO «BYKOBMHCBKMIA  KNIHIYHUIA  OHKONOTIYHWIA
LEeHTP», CTPYKTYPHUIA Niapo3aia KNiHiYHOT OHKOAOTiT, M. YepHiBLi

30. OHOBNEHUiA NPOTOKOJ1 KJ/iHIYHOro BMNpPOGYyBaHHA, Bepcia 6 Big 05 ntoTtoro 2025 p.; Bpowypa
pocnigHuka ana tpactysymady emtaHcuHy (RO5304020, Kadcyla®), Bepcia 19 Big rpygHa 2024 p.;
WO042633 IHchopmauiiiHuii GroneTeHb ANA nauieHTiB, Bunyck 4, 20 niotoro 2025.; 3BegeHa KapTka
nauieHTa WO42633. Bepcia 1.; 3BegeHa KapTKa BigfgaHOCTI nauieHTa pocnimxkeHHio W042633 —
Peunague 3axBoploBaHHsl, Bepcis 1.; 3miHa Ha3BU MicuA NPoBeAEHHA K/iHIYHOro BUNPOOYBaHHS [10
NMPOTOKOMY  K/IHIYHOrO  JocnifpkeHHs «PaHpgomizoBaHe, nopggiliHe cnine, nnaueb0-KOHTPOsiboBaHe
pocnigpkeHHs dasm Il gnsa ouiHkM edpekTBHOCTI Ta 6e3neYHOCTi af'loBaHTHOI Tepanii ate3onisymaéom abo
nnauebo y KombiHauji 3 TpacTyaymabom eMTaHCUMHOM Yy nauieHTiB i3 HER2-no3nTMBHUM pakoM MOJIOYHOT
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3a/1031 3 BUCOKMM PU3NKOM peLMauBY Micns nepegonepaliiiHoi Tepanii», kog, gocnimxkeHHs WO42633, Bepcis
5 Big 08 TpaBHA 2024 p.; cnoHcop - ®.XodhdmaHH-/1s Pow /14, LLBeiiuapis
3aaBHUK - TOBApPUCTBO 3 OOMEXEHOI0 BifNoBiAas/IbHICTIO «PoL YKpaiHa»

BY/NIO CTAJO
O.M.H., npod. BoHaapeHko |.M. O.M.H., npody. BoHgapeHko .M.
KomyHanbHe HekomepuiiiHe nignpuemcTBo «Micbka | KoMyHanbHe HekomepuiliHe nignpmemMctso «Micbka
KniHiyHa nikapHa Ned» IHINPOBCBLKOI MICbKOT paau, | KniHiyHa nikapHA Ned» [JHINPOBCLKOT MiCbKOT paau,
MIiCbKUWIA XiMmioTepaneBTUUYHUIA LLeHTP, M. [JHIinpo ximioTepaneBTUYHe BiAAINEHHA 3  AEHHUM
cTauioHapom, M. [IHinpo

31. fo3Bin Ha BUKOPUCTaHHSA i nepegayy Megu4uHoi iHchopMmauii Npo pe3ynbTar BariTHOCTi Ta CTaH
300pPOB’A AUTUHN NPOTArOM MepLoro poky Xutrta, sepcia V2.0UKR(uk)1.0 Big 08 kBiTHA 2025 poky,
nepeknag ykKpaiHCbKO MOBOK Bif 14 KkBiTHA 2025 pokKy; OnuTyBa/IbHUK MNpPO CTaH 340pOB’A
HemoBANATU, Bepcia 1.0 Big 27 noToro 2025 poky, nepeknap yKpaiHCbLKOO MOBOIO Big 20 6epes3Hs
2025 pokKy; CynpoBigHuii INCT [0 NiKaps WoA0 onuTyBa/ibHUKA NPo 340P0B’A HEMOBNAT, Bepcis V1.0
BiA 27 nroToro 2025 poky, nepeknaj yKpaiHCbKoo MoBoOlo Bif, 20 6epe3Hs 2025 poky; MociGHuK ans
caiTy WoA0 3an0OBHEHHA Ta 3BiTHOCTI AHKeTU «Pe3ynbTaTu BariTHOCTI Ta iH(hopMaLisa npo 380poB's
HEeMOB/IAT NepPLIOro PoKy Xutta», Bepcia V1.0 Big 27 notoro 2025 poKy, aHrNilicbKoo MOBOIO; 3MiHa
Ha3BM MicUA NPOBeAEHHA BUNPOGYBaHHA [0 NPOTOKO/Y K/IIHIYHOrO AOCiimpkKeHHS «baraTtoueHTpoBe,
npocTe, BigKpWUTE, PO3LUIMPEHE [AO0AaTKOBE [AOCIMKEHHS A75 OLiHKM [OOBrOCTPOKOBOI 6e3neyvyHocTi Ta
ehekTMBHOCTI okpeni3ymady y nauieHTiB 3 pO3CISHUM CKIIepPo30M», ko4, AocnigpkeHHs MN43964, sepcis 2 Big,
29 cepnHaA 2023 poky; cnoHecop - «®. XOPPMAHH-1A POLLU NTA», Weeiuapis (F. HOFFMANN-LA ROCHE
LTD, Switzerland)

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

BYNO CTANO
O.M.H., npod., 3aB. katheapu Kanbbyc O.1. O.M.H., Npod., 3aB. kaeapn Kanbbyc O.1.
BigokpemneHuii CTPYKTYPHMUiA nigpospain | YHiBepcuteTcbka  JlikapHA AHinpoBcbKOro
«YHiBepcuteTCcbKa nikapHA» [HINPOBCHLKOro | AepXXaBHOro MeguyHoOro yHiBepcuTeTy,
AepxaBHOro MeAUYHOro yHiBepcuTeTy, | BigaineHHa Hesposorii, JHINPOBCbKWI AepXaBHWiA
BigAiNeHHs HeBponorii, JHINPOBCLKUIA AepxaBHU | MeauuHuii  yHiBepcuTeT, kadpegpa  HeBposorii,
MeauMYHUIA  yHiBepcuTeT, Kadiegpa Heponorii, | M. JHinpo
M. [Hinpo

32. OHoBneHi posginu 2.3.S.3 Xapaktepuctuka, 2.3.5.4 KoHTponb nikapcbkoi peyoBuHu, P.8
CrtabinbHicTb JOCbE pocnigKyBaHOro nikapcbkoro 3acooy MK-1026, Bepcia 08S8X8 Big 19 ntoTtoro
2025 poKy [0 NPOTOKO/MY KAiHIYHOro BUNPOBYBaHHA «[ocnimkeHHs |l dasn OuiHKM edIeKTUBHOCTI Ta
6e3neyHocTi MK-1026 y naujieHTiB 3 reMaTosIoNYHNMKN 3/105KICHMMY 3aXBOPIOBAHHAMW», KOA, AO0CMNIAKEHHS
MK-1026-003, 3 iHkopnopoBaHot nonpaskoto 08 Big 16 TpaBHA 2024 poky; cnoHcop - TOB Mepk Lapn eHp
Joywm, CLLIA (Merck Sharp & Dohme LLC, USA)

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

33. MNpoTokon kNiHiYHOro BUNPOGyBaHHA, nonpaBka 3, Big 07 6epe3HA 2025 p., aHrNiiCbKOO MOBOIO;
IHcbopmauia ana nadieHTa Ta popma iHpopmoBaHOI 3roaun, YKpaiHa, Bepcis 5.1 Big 11 kBiTHsA 2025 p.,
aHININCbKOIO Ta YKpaiHCbKOI MoBamMu; IHhopmauia pnsa BaritHOi napTHepku Ta hopma iHchopmoBaHoOi
3roau, YkpaiHa, Bepcia 2.1 Big 11 kBiTHA 2025 p., aHINIACbKOI Ta YKPaAiHCbKOKO MoBamu; dopma
iHcbopMoBaHOi 3rogn Ha 36ip gaHMX NPO BariTHICTb NMauieHTKW, YKpaiHa, Bepcia 2.1 Big 11 KBiTHA
2025 p., aHIMiNCbKOIO Ta YKPATHCLKOK MOBaMW A0 NPOTOKO/Y KNiHIYHOTO AOCAiMpKeHHS «PaHaomi3oBaHe,
noAgivHe cnine, nnaueb0-KOHTPONbOBaHE AOCAIMKEHHSA B NapasiesibHUX rpynax Ans ouiHKN edeKTUBHOCTI,
6e3neyHoCTi Ta NepeHOCUMOCTi AieKcnpaminekcony 415 nepopasibHOro 3acToCyBaHHSA NPOTAroM 52 TWXHIB Y
nawieHTiB 3 TSHKKOI e03nHOiNbHOW acTMoro (EXHALE-3)», koa gocnimkeHHs AR-DEX-22-02, nonpaska 2,
Big 20 ntoToro 2023 p.; cnoHcop - ApeTtesa Tepan'toTike IHK., CLUA (Areteia Therapeutics, Inc., USA)

3asBHK - TOB «BOPJIABAW/ KNIHIKAM TPAISIC YKP»

34. MpoTokon KNiHiYHOro BUNpPOGyBaHHsA, NnonpaBka 4 Big 12 6epe3HAa 2025 p., aHrNiiCbKOIO MOBOIO;
IHcbopmauia ana nadieHTa Ta popma iHpopmoBaHOI 3roaun, YKpaiHa, Bepcis 5.1 Big 14 kBiTHsA 2025 p.,
aHININCbKOIO Ta YKpaiHCbKOI MoBamMu; IHchopmauia pnsa BaritHOi napTHepku Ta chopma iHchopmoBaHoOi
3roau, YkpaiHa, Bepcia 2.1 Big 14 kBiTHA 2025 p., aHINiACbKOI Ta YKPaAiHCbKOIO MoBamu; dopma
iHcbopMoOBaHOi 3rogn Ha 36ip gaHMX NPO BariTHICTb MauieHTKW, YKpaiHa, Bepcia 2.1 Big 14 KBiTHA
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2025 p., aHrNilicbKoO Ta YKPAIHCbKOK MOBamMM [0 MPOTOKOMY KAiHIYHOro gocnimkeHHs «PaHgomizoBaHe,
noAgiiHe cnine, nnaueb0-KOHTPO/IbOBaHE AOC/IMKEHHA B NapasiesibHUX rpynax Aas OuiHKM eddeKTUBHOCTI,
6e3MeYyHOoCTi Ta NePEHOCUMOCTI AieKcnpaminekcosny A1 NepopasibHOro 3acTOCyBaHHA NPOTArOM 24 TUXHIB Y
nawieHTiB 3 eo3uHodpinbHow actmoto (EXHALE-4)», koa pocnipxkeHHs AR-DEX-22-03, nonpaska 3 Bif
25 cepnHsa 2023 p.; cnoHcop - ApeTea Tepan'toTike IHK. (Areteia Therapeutics, Inc.), CLUA

3asBHIK - TOB «BOP/IABANL K/IHIKAM TPAINC YKP»
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