Jopartok 1

«lMepenik cyTTEBUX NONpPaBOK A0 NPOTOKONIB KNiHIYHMX BUNPOOYBaHb, PO3rAAHYTUX Ha 3acigaHHi HTP
Ne 40 Big 31.10.25, Ha AKi 6yNn OTPUMaHi NO3UTUBHI BUCHOBKU eKcnepTiB.»

1. OHOBNEHMIA NPOTOKON KNiHiuHOrO gocnigkeHHsa EFC17504, 3 nonpaBkoto 06, Bepcis 1 Big 08 cepnHs
2025 poky; IHdopmauia ana nauieHTa ta cpopma iHpopmoBaHoi 3rogn, Bepcis Ned Big 16 BepecHsA
2025 poky (Ha ocHosi OCHOBHOI IHOOPMALII NPO AOCNIAKEHHA TA ®OPMU IH®POPMOBAHOI
3roaun eepcii 5 Big 12 cepnHAa 2025 p.), yKpaiHCbKOIO Ta POCiiCLKOIO MOBaMU [0 NPOTOKONY K/iHIYHOTO
pocnimpkeHHss «PaHgomizoBaHe noggiiHe cnine gocnimkeHHs da3nm 3 Ansi NOPIBHAHHA ed)EKTUBHOCTI Ta
6e3nekn cppekcanimady (SAR441344) 3 nnauebo y AOPOC/NX YYaCHUKIB 3 HepeuuanByOUMM BTOPUHHO-
nporpecytymMmMm po3citHUM CKIepo3oM», Kog AochnigxkeHHs EFC17504, 3 nonpaBkow 05, Bepcia 1 Bif,
19 TtpaBHA 2025 poky; cnoHcop - Sanofi-Aventis Recherche & Developpement, France (CaHodi-ABeHTIiC
Pewepw e fleBenonmaH, ®paHLis)

3asaBHUK - TOB «MAPEKCE/ YkpaiHa»

2. 3miHa Ha3BU MicUb NPOBeAEHHS K/IHIYHOrO BUNPOGYBaHHA [0 MPOTOKO/TY KAIHIYHOIO AOCAIAKEHHS
«PaHgomisoBaHe, nogABiiiHE chine, [OBrOCTPOKOBE PO3LIMPEHE AOCAiMKEHHS ha3m 2b  gna  ouiHku
chapmakoKiHeTUKN, edeKTUBHOCTI, 6e3Ne4YHOCTi Ta nepeHocumocTi npenapaty TEV-48574 y pgopocnux
nauieHTIB i3 BUPa3KoBMM KONITOM abo XBopoboto KpoHa cepeiHboro Ta TSXXKOro CTyneHs, siki 3aBepLunnm gasy
NiKyBaHHS Yy Mexax AocnimkeHHs i3 nigéopom go3 (RELIEVE UCCD LTE)», kog gocnigxeHHsa TV48574-
IMM-20038, 3 lNonpaskoto 05 (JP 03), pedakuis 3i 3miHamu 01, Bepcisa Big 06 yepBHs 2025 p.; CNoHcop -
Teva Branded Pharmaceutical Products R&D LLC, CLLA

3asasHuK - TOBAPVCTBO 3 OBMEXXEHOHR BIAMOBIJAJIBHICTIO «[1I EC A-YKPAIHA»

BYNO

CTANO

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

YHiBepcuteTcbka nikapHsA BiHHMLUbLKOrO
HauioHaJIbHOTro MeAUYHOro yHiBepcuteTy
im. M.l. MuporoBa, TepaneBTUYHE BiAAINEHHS,
BiHHMLbKMIA HaLiOHANIbHUIA MEeANYHWIA YHIBEpCUTET
iMm. M.1. MunporoBa, kathespa BHYTPILLHLOT MeANLNHU
Ne2, M. BiHHMUA

O.M.H., npody. Wesuyk C.B.

«YHiBepcuTeTCbKa KNiHika» BiHHULbKOrO
HaLUioHa/IbHOIo Me[UYHOrOo yHiBepcutety
im. M.I. MuporoBa (nikyBa/IbHO-HaBYaJIbHO-
HAyKOBUA LEHTP), TepaneBTUYHE BiOLI/TEHHS,
BiHHVLbKWI HaUiOHaNIbHWIA MeANYHWUIA YHIBEpCUTET
iMm. M.1. Munporosa, kacheapa BHYTPILLIHLOT MeANLNHN
Ne2, M. BiHHMUSA

nikap IsaniwmH O.b.
«YHiBepcuTeTCcbKa nikapHsa» inisa JibBiBCbKOro
HauioHa/IbHOro MeAMYHOro yHiBepcuteTy
iMmeHi [JaHuna TanuubKoro, TepaneBTUYHe
BifOiIEHHSA, M. J1bBIB

nikap IeaHiwnH O.b.
«YHiBepcuTeTCcbKa nikapHsa» oinia gepxaBHOro
HeKomepujiiiHoro nignpuemcrTBa «J1bBiBCbKuii
HaLioHaNIbHWA MenUYHUIA yHiBepcutet
iMmeHi JaHuna Tlanuuybkoro», TepaneBTUYHe
BigAi/IEHHSA, M. JIbBIB

O.M.H., npod. BaosnyeHko B.I.

BN «JlikapHs Ceartoro MaHTeneiimoHa»
KomyHanbHOro HekomepuiiiHOoro nignpuemcrsa
«J/IbBIiBCbKe TepuTopiasibHe MeguyHe
06’egHaHHA «baraTronpodinbHa KNiHiyHa
NniKapHs iHTEHCMBHUX MeTOAiB JliKyBaHHA Ta
WBMAKOI MeauyHoi gonomoru», LleHTp Tepanii,
NbBiBCbKUiA HauioHa/IbHUI MegUuUYHUI
yHiBepcuteT iMeHi [faHuna [anuybKoro,
Kacbegpa Tepanii Nel, meAMyHOl AjarHOCTUKM Ta
remartonorii i TpaHcduysionorii  dakynbTeTy
nicnsaMnAOMHOI OCBITU, M. J1bBiB

O.M.H., npodh. BaoosnueHko B.I.
BigokpemneHuii nigposgin «JflikapHa CsATOro
MaHTeneiimoHa» KomyHanbHoro

HeKoMmepujiiiHoro nignpuemctBa «JIbBiBCbKe
TeputTopiasibHe MepuyHe 06 eaHaHHA
«baraTtonpodinbHa KNiHiYHa nikapHsa

iHTEHCMBHUX MeTOAIB MiKyBaHHA Ta LWBUAKOI
MeAuYHOI gonomoru», LleHTp Tepanii, AepXaBHe
HeKomepuiiiHe nignpuemcTBOo  «J1bBiBCbKUii
HaujioHa/IbHWIj MeANYHUIA yHiBepcutet
imeHi flaHnna FanuubKoro», kadegpa Tepanii Nel,
MeAU4YHOT  AdjarHoCTMKM  Ta  remaronorii i
TpaHcdpysionorii - chakynbTeTy  NicNAAUMIIOMHOT
0CBiTU, M. JIbBIB

3. bpowypa pgocnigHuka Akana6pyTiHi6 (ACP-196), BugaHHa 14.1 Big 28 kBiTHA 2025 poky,
aHrniincbKo MoBoK; KopoTKka xapakrepuctuka BeHgamycTiHy rigpoxnopupgy Big 02 nunHa 2024 poky,
AHININCbKOK MOBOIO [0 MPOTOKOJY K/IHIYHOrO JOCNioKEHHA «PaHaomi3oBaHe, 6araToLeHTPoBe, BigkpuTe
pocnipkeHHs 1l pasn Akana6pyTtiHioy (ACP-196) B nopiBHAHHI 3 abo lgaenanicibom y noegHaHHI 3
Putykcumabom, abo BeHgamycTiHOM y noefaHaHHI 3 PUTykcMMabom, Ha BMGIp AoCAigHUKa, Y NauieHTiB 3

1



peuMamBylouol0 abo pPedIPaKTOPHOI XPOHIYHOK  NIMAIOUMTAPHOK  NEMKEMIED», KOA  AO0C/iAKEHHS
ACE-CL-309, 3 iHKopnopoBaHoo nonpaBkKoto, Bepcis 8.0 Big 26 TpaBHA 2021 poky; crnoHcop - Acerta Pharma
BV, HigepnaHan

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

4. MopoBXeHHA TEPMiHY NPUAATHOCTI [OC/iAKYBaHUX Jlikapcbkux 3aco6iB MNpepgectpaHTt (GDC-9545),
TBepai kancynu no 30 mr Ta MNnaue6o po FipegectpaHty (GDC-9545), TBepAi kancynu o 48 micsAuiB;
OHoBneHi po3ginn P.8.1 «Pe3lomMe wWo[0 cTaGisibHOCTIi Ta BUCHOBKU» (RIM-REGQUAL-121706 v2.0),
P.8.3 «[aHi npo crtabinbHicTtb» (RIM-REGQUAL-121707 v4.0) focb€e AOCNIAKYBAHOIO JliKApCbKOro
3aco6y lipegectpaHTt (GDC-9545), TBepai kancynu no 30 mr; OHoBneHi po3ginu P.8.1 «Pe3tome woao
cTabinbHocTi Ta BucHOoBKU» (RIM-REGQUAL-091472 v2.0), P.8.3 «[laHi npo cTtabinbHicTb» (RIM-
REGQUAL-093665 v2.0) gocbe aocnimKyBaHOro nikapcbkoro 3zacooy MNnaue6o ao FipepgecTpaHTy
(GDC-9545), TBepai Kancynm [0 NpPOTOKO/y KAIHIYHOTO AocnigXeHHs «PaHgomisoBaHe noggiiHe chine
nnaueb0-KoOHTPOIbOBaHe b6araToueHTpoBe AocnimkeHHs hasm Il ansa ouiHkn edhekTUBHOCTI Ta 6e3neyHOCTi
GDC-9545 y koM6iHau,ji 3 nan6ouuk1iboM NopiBHAHO 3 KOMBIHALEI /1IeTPO301Yy Ta NaN60LUMKNIBY Y NALEHTIB 3
eCTporeH-peLenTop-no3ntmsHuM, HER2-HeraTvBHMM  MiCLEBONOLIMPEHUM UM MeTacTaTUYHUM  PakoMm
MOJI0YHOT 3a/103U», Ko aocnimkeHHs BO41843, sepcis 4 Big 09 nunHA 2024 p.; cnoHcop - . XodpMaHH-/14
Pow /14, Weeiiyapis

3asBHMK - TOBApMCTBO 3 06MEXEHOI0 BiAMOBISAILHICTIO «Pow YkpaiHa»

5. Bpowypa gocnigHuka, Bepcia 4.0 Big 24 yepBHA 2025p.; FYB206-C1-01 Dahlia_lHcdhopmauniviHnia
NNCTOK nauieHTa i oopma iHthopMmoBaHoi 3rogn ana YkpaiHm _B.7.1.0_7 nunHA 2025 p yKpaiHCbKOO
MOBOIO; OHOBJ/IEHI poO3AiNuM [oOCbE AoChNimKyBaHOro ikapcbkoro 3acoGy (IMPD): FYB206
(Pembrolizumab) po3gin 2.1.P JocnigKyBaHuii nikapcbkuii 3aci6, W0 BUNPOGOBYETLCA 23 NUMHA
2025 p.; FYB206 (Pembrolizumab) po3gin 2.1.S AKTUBHa peuoBuHa Big 23 nunHa 2025 p.; NoaoBXeHHA
TepMiHy NpUAATHOCTI AOCNiMKYyBaHOro nikapcbKoro 3acooy Nemo6ponisymad (FYB206) no 24 micsauis
[0 MNPOTOKO/Y KAIHIYHOTO JocnifpkeHHs «PaHgomizoBaHe, MOABiiHE chine, GaraTOueHTPOBE KAiHiYHE
OOCNiMKEeHHS 3 BU3HAYEeHHA (hapMakokiHeTUYHOT eKBiBa/IEHTHOCTI afi'toBaHTHOI Tepanii npenapatom FYB206
(kaHgmnpat-6ioaHanor npenapaty Kitpypa) y nopiBHsiHHI 3 npenapaTtom Kitpyga (nem6ponisymab), ons
OEeMOHCTpaLiT ix hapMakoKIHETUYHOT NOAIGHOCTI y NauiEHTIB 3 MOBHICTHO BUAAIEHO MenaHoMoto ctagii [IB/11IC
a6o ctagii lll (DAHLIA)», koa pocnimkeHHss FYB206-C1-01, nonpaBeka 6, Bepcis 7 Big 6 6epe3Hsa 2025 p.;
crnoHcop - Formycon AG, HimeuunHa

3asaBHUK - TOB «CiHeoc Xenc YkpaiHa»

6. Bpowypa gocnigHuka JNJ-64264681, BugaHHs 8, Big 12 BepecHA 2025 poKy, aHrNilicbKO0 MOBOIO 10
NPOTOKONY K/iHIYHOro JocnigpkeHHa OCHOBHa Ha3Ba (Joc/imkeHHA-nnargopma): «Bigkpute focnigpKeHHs-
nnardopmMa 3 y4yacTio nauieHTiB, NnepeBefeHnX 3 nonepeaHix focnimpkeHb ons

NPOAOBXEHHS JocnifgKyBaHoro NiKyBaHHA Ta nofasibLLOoro MOHITOPUHTY 6e3nekn»
Hassa nignpotokony (Intervention Specific Appendix (ISA) 2): ISA 2: «CneundivyHnii gogaTok Ao malictep-
npotokony PLATFORMPACAN1001 — 8OBrocTpoKOBE NPOAOBXEHHS A0C/iMKeHHS 642646811 YM1001», kof,
JocCniXeHHs PLATFORMPACAN1001 64264681LYM1001 ISA 2, MaiicTtep-npoToKon
PLATFORMPACAN1001, d®a3a 1b, Bepcia — MNonpaBka EEA-1, Big 10 BepecHsi 2024 poky, pasom 3
CneuundbiuHum gopatkom 64264681LYM1001 ISA 2, da3a 1, Bepcis - MNonpaBka 3, Big 11 rpyaHa 2024 poky;
crnoHcop - AHcceH ®apmaueBTuka HB, benbrist / Janssen Pharmaceutica NV, Belgium

3asBHuK - TOB «APEHCIA EKCIT/JIOPATOPI MEAICIH», YkpaiHa

7. 3miHa Ha3BU MicuA NpoBeeHHSA BUNPOGYBaHHA [0 NPOTOKOJTY KNiHIYHOTo [OCNIAXEHHA «MibXHapoaHe,
baraToLeHTpOoBe, BiAKpUTE AOCNIMKEHHS dha3n 3 3 OAHIEI rPYNOo0 ANS OLiHKM eheKTUBHOCTI Ta 6e3MeyHOCTi
pPagoTUHIOY B MauieHTiB i3 Ph-NnoO3WTVBHWMM XPOHIYHMM MIEMOIAHUM NENKO30M Y XPOHIYHIA ¢hasi, B SAKuX
nonepeaHs Tepanis iHriéiTopamu TUPO3MHKIHA3M, BK/THOYHO 3 IMATMHIOOM, 6yia HeeDEKTUBHO YK BUK/IMKana
HenepeHocuMicTb», kog, focnimkeHHsa RT51KRI03, sepcis 6.0 Big 22 motoro 2022 poky; cnoHcop - IL-YANG
PHARM. Co., Ltd., Kopes

3asBHYK - MignpremMcTso 3 100% iHo3eMHot0 iHBecTuLje «AVK'IOBIA PAC YkpaiHa»

BYNO CTANO
3aB. Bif. YceHko I.B. 3aB. Bif. YceHko I'.B.
KomyHasnibHe HekomepuinHe nignpuemctBo «Micbka | KoMyHasibHe HekomepuiiiHe nignpuemcTBo «Micbka
KniHivyHa nikapHa Ned» [JHINPOBCLKOT MICbKOI paan, | KiiHiuHa nikapHsa Ned» [HINPOBCLKOI MiCbKOT paau,
remarosioriyHe BigaineHHsa, M. [IHiNpo remarosioriyHe BiAgiNeHHs 3 6/10KOM




TpaHcnnaHTtalii remonoeTMYHUX CTOBOYPOBUX
KNiTUH, M. Hinpo

8. 3miHa KinbKOCTi cy6’eKTiB AocnimKeHHs B YKPaiHi — 36iNbLUEeHHS KiNbKOCTi NauieHTiB ANna YKpaiHu 3
30 o 50 g0 NpoTOKOY KAiHIYHOro gocnimkeHHs «MikHapoaHe 6araToueHTpoBe, paH4oMi30BaHe, NoABiliHe
cnine, nnauebo-KOHTPO/IbOBaHe [AOCNiMKEHHA 6e3nekn Ta edIeKTUBHOCTI aHTUKOPOHaBipyCHOro
rinepiMmyHHoro iMyHornoo6yniHy npy BHYTPILLHLOBEHHOMY 3aCTOCYBaHHi Yy [OPOC/IMX ambynaTopHUX
nauieHTiB Ha paHHix cTagisx COVID-19», kog pocnigpkeHHs INSIGHT 012, sepcis 3.0 Big 08 6epesHs
2023 poky; crnoHcop - YHiBepcuteT MiHHecoTu, CLLUA / The University of Minnesota, UMN, USA

3asBHUK - TOBApPUCTBO 3 0OMEXEHOH0 BiAnoBigabHICTIO «PapMakci-YkpaiHa»



