Jopartok 1

«Mepenik NPOTOKONIB K/iHIYHUX BUNPOOGYBaHb JiKaAPCbKUX 3aco6iB Ta CYTTEBUX MONPaBOK A0
NPOTOKOJiB KNiHIYHNX BUNPOOYBaHb, PO3rNsAHYTUX Ha 3acigaHHax HEP Ne 07 Big 27.02.25, HTP Ne 08
Bif 27.02.25, Ha AiKi 6ynu oTpMMaHi NO3UTUBHI BACHOBKU eKcnepTiB»

1. «baraToueHTpoBe, NOABIMHE cnine, paHA4OMi30BaHe, NiaLeb0-KOHTPOIbOBaHe A0CAIKEHHA eDEKTUBHOCTI
Ta nepeHocumocTi npenapaty C007/1, Ta6neTkm no 1 1a 2 mr, BupobHuyTtea TAB «IHTEPXIM» (YkpaiHa), y
nauieHTiB 3 60/1bOBOK AiaGeTUYHOK NoniHenponaTieto», Kogd AocnimkeHHs IC- C007/1 — DN/2, Bepcid
npotokonyNe 1 Big 01.11.2024, cnoHcop - ToBapuCTBO 3 A04ATKOBOK BignoBiganbHICTIO «IHTEPXIM»,
YKpaiHa

®a3za -l

3aaBHUK - TOBApUCTBO 3 40AAaTKOBO BignosigasbHicTioO «IHTEPXIM», YkpaiHa

No MM.1.B. BigNoOBigaLHOro AOC/iAHMKA

n/n HasBa Micus npoBeAeHHs KiHIYHOro BUNPO6YBaHHS

1. | A.M.H., npoch. BnaceHko M.B.

KomyHasibHe HekoMepuiiiHe NignpueMCTBO «BiHHMLbKWI 061aCHWI KAIHIYHUIA €HO0KPUHOOTIYHWIA
UeHTp BiHHMUBKOI o6nacHoi Paau», TepaneBTU4YHE BifAINEHHSA KOHCY/IbTATUBHOT MOMIKNIHIKK,
M. BiHHMUSA

2. | B.M.H. Tkau C.M.

[JepxaBHa ycTaHOoBa «IHCTUTYT eHAOKPMHOAOriT Ta 06MiHy peyoBuH iM. B.IM. KomicapeHka HAMH
YKpaiHu», BigaineHHs giabetonorii, M. Kuis

3. | A.M.H., npod. MepueBa H.O.

BifokpeMeHnii CTPYKTYPHUIA Nigpo3ain «YHiBepcuTeTcbka KhiHika» [HINPOBCHKOro AepXXaBHOro
MeAMYHOro YHIBEpPCUTETY, BIAAIIEHHA €HAOKPUHONOTI, [HINPOBCbKWIA AepXaBHUA MeanYHWUiA
YHiBEpCcUTET, Kadleapa eHAoKpuHonorii, M. IHINpo

2. OHOBJ/IEHa KOPOTKAa XapakTepucTuka nikapcbKoro 3aco6y nanocouuknio (lbrance), TBepai kancynu no
75 mr, 100 mr a60 125 Mr Ta Ta6/1€TKU, BKPUTI N1iIBKOBOKO 0060/1I0HKOKO Nno 75 mMr, 100 mr a6o 125 mr Big 02
nunHsa 2024 p.; KapTka Ta nMcT-noAasika y4acHUKyY gocnimkeHHAa BO41843 ykpaiHCbKOIo MOBOl1o; KapTka
Ta NUCT-NoASAKA y4YacHUKy AocnimpkeHHA BO41843 y BunagKy 3aBeplueHHs ioro ydacTti y dasi
NiKyBaHHSA YKpPaiHCbKOIO MOBOI10; KapTka Ta NucT-nogsika yyacHuUKy aocnigpxeHHsa BO41843 y sunagky
3aBepLIEHHA WOro yyacti y AOC/iMHKEeHHI YKPAiHCbKOIO MOBOI [0 MPOTOKO/TY KAIHIYHOMO AO0CAIAKEHHS
«PaHgomizoBaHe noggiliHe cnine niauebo-KOHTPOsibOBaHe 6GaraToueHTpoBe AOChimkeHHs da3m Il ons
OLiHKN eddeKTMBHOCTI Ta 6e3nedHocTi GDC-9545 y komGiHaUil 3 Nan6ounkKNiboM NOPIBHAHO 3 KOMOIHALIED
netpo3ony Ta nNanbouuknidy Yy nauieHTiB 3 ecTporeH-peuentop-nosntuBHUM, HER2-HeraTuBHUM
MiCL,EBOMOLUMPEHMM YN METACTaTUYHMM pakoM MOJIOHHOT 3a/1031», KoA AocnimpkeHHss BO41843, sepcis 4 Big,
09 nunHAa 2024 p.; cnoHcop - ®.XothdMmaHH-/1a Pow /114, Lseiyapis

3aaBHUK - TOBApUCTBO 3 0OMEXEHOI0 BifNoBiAa/IbHICTIO «PoL YKpaiHa»

3. MoaoBXeHHs TepMiHY NpUAATHOCTI AO0C/iAKYBaHOro JlikapcbKoro 3acooy GEN1046 o 48 micauis fo
NPOTOKOY K/iHIYHOIO [OCNIMKEHHA «Bigkpute AocnimkeHHs nepLuoro 3actocyBaHHs npenapaty GEN1046 y
NOANHW 3 NiABULLEHHAM 03U Ta 3 PO3LUMPEHMMU KOTOpPTamu, Lo NMPOBOAUTLCA 3 METOH OLHKM 6e3ne4HoCTi
GEN1046 y xBopuX i3 3/109KICHUMM COMIAHUMU NYXMHaMU», KoA AocnifgkeHHa GCT1046-01, 3 nonpaskoto 11,
Bepcia 13.0 Big 20 BepecHA 2024 poky; cnoHcop - Genmab US, Inc., CLLA

3asaBHUK - TOB «CiHeoc Xenc YkpaiHa»

4. Bpowypa gocnigHuka ana JlinocomanbHOro aHHamiuumHy (Liposomal Annamycin), Bepcis 13.0 Big 21
CiuHA 2025 poKy, aHrniiicbkoo MOBOIO; IHhopMaLiiiHMii NMMcToK nauieHTa Ta Popma iHhopmoBaHOi
3rogn, Bepcia 2.0 Big 04 nwTtoro 2025 poky, AnA YKpaiHW, Ha OCHOBiIi 6a30BOro MiXHapoAHOro
IHchbopmauiiiHoro nuctka nauieHta Ta ®Popmu iHchopmoBaHoi 3roau, Bepcisa 3.0 Big 28 ciuHa 2025 poky,
aHINMiNCbKOI Ta YKPAIHCbKOK MOBaMM [0 NPOTOKO/Y K/TiHIYHOrO AOCNiMKeHHST «OnopHe, 6araToLeHTPOoBE,
paHgoMi3oBaHe, NoAgiliHe cnine, nnaueb0-KOHTPOIbOBaHe AOCiMKEHHS ha3n 2/3 3 aganTMBHUM AM3aiHOM
ON5 NOPIBHAHHA L-aHHaMILMHY 4715 iH'EKUIA y KOMOGIHaLi 3 iH'eKUiaMu unTapabiHy Ta nnauebo B kombiHauii 3
iH'eKyiAMM  uMTapabiHy B SAKOCTI Tepanii gpyroi AiHil AN iHAYKUT pemicii y [opocnux nauieHTiB 3
pedpakTepHUM/PELNAMBYHOYMM TOCTPUM MIEMOTGHAM JTIEMKO30M», KoL pocnimkeHHs MB-108, Bepcia 2 Big
04 nuctonaga 2024 poky; cnoHcop - MonekyniH biotex, IHk. (MBI), CLUA / Moleculin Biotech, Inc. (MBI), USA
3anBHuK - TOB «APEHCIA EKCIMN/IOPATOPI MEAICIH», YkpaiHa



5. YKkpaiHa, MK-7684A-003, IHchopmauis Ta [OKYMEHT npo iHtopmMoBaHy 3rofy A1 NauieHTa,
Bepcia 1.04 Big 27 nuctonaga 2024 p. yKpaiHCbKOK MOBOK [0 MPOTOKONY KAIHIYHOrO AOCAiAKEHHS
«baraTtoueHTpoBe, paHAoMi3oBaHe, noAgiiHe cnine pgocnigpkeHHsa 1l dasm kombiHauii MK-7684 3
nemo6ponisymadom (MK-7684A) nopiBHAHO 3 MOHOTEpanieto NneMoposiizyMmaboM B AKOCTI NepLuUoi NiHil Tepanii
ANnsa yyacHukis 3 PD-L1-N03UTUBHUM MeTacTaTUYHUM HeApiOGHOKNITUHHMM pakoM nereHie» (KEYVIBE-003),
kog, pocnimpkeHHa MK-7684A-003, 3 iHkopropoBaHoto nonpaskoto 05 Bif 11 XoBTHA 2024 poky; crnoHcop - TOB
Mepk LWapn eng Aoym, CLUA (Merck Sharp & Dohme LLC, USA)

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

6. Bpowypa pocnigHuKa AocnigKyBaHOro nikapcbkoro 3acody [OXWUCEJ/NIEKA® (JYSELECA®),
(PinroTuHi6 (GS-6034), BuaaHHsa 19 Big 19 nuctonaga 2024 poKy aHrMiicbKOK MOBOIO 10 NMPOTOKONY
KMiHIYHOTO JocnimKeHHs «baraToleHTpoBe, BigKpuTe, AOBroTpuBase NoAOBXeEHEe AOCMAIMKEHHS 1S OLiHKM
6e3MneYyHoCTi Ta eeKTUBHOCTI 3acToCyBaHHA DINroTiHIOY B NauieHTiB i3 peBMaToigHUM apTpUTOM», Ko,
pocnipkeHHa GS-US-417-0304, nonpaska 9 Big, 10 yepBHA 2024 poky; crnioHcop - Alfasigma S.p.A, Itanis
3asBHnk - TOBAPWCTBO 3 OBMEXEHOWO BIAMOBIAANTBHICTIO «®APMACBLIOTIKANT PICEPY
ACCOYLWVENTC YKPAIHA» (TOB «®PA YKPAIHA»)

7. OHOBEHWIA NPOTOKOJ1 KAiHiYHOro BunNpooysaHHsa EFC16035 3 iHkopnopoBaHoOIo nonpaskoto 14 Big,
31 xoBTHA 2024 poky, Bepcia 1 (enektpoHHa Bepcia 21.0); IHcopmauia gna naugieHta Ta dopma
iHcbopmoBaHoi 3rogu, Bepcia Nel3 Big 18 rpyaHa 2024 poKy, YKPAiHCbKOK Ta pOCiliCbKOI0 MOBamu;
Bpolwypa gocnigHuka gnsa AocnifgKyBaHoOro nikapcbkoro 3acooy SAR442168 (tolebrutinib), BugaHHsa
14 Big 29 nuctonaga 2024 poKy [0 NPOTOKO/Y K/IHIYHOro AocnimkeHHs «PaHaomizoBaHe, NoaBiiHe crine
JocnipkeHHa 3 casu ans BUBYEHHA epekTUBHOCTI Ta 6e3neyHocTi npenapaty SAR442168 y NopiBHAHHI 3
nnauedo B y4yacCHMKIB 3 MEPBUHHO-NPOrpecyroumMm poscisHnum ckneposom (PERSEUS)», kog AoChigXeHHs
EFC16035, 3 iHkoprnoposaHoto nornpaskoto 13 Big 20 nuctonaga 2023 poky, Bepcia 1 (eNekTpoHHa Bepcis
20.0); cnoHcop - Genzyme Corporation, USA (xeH3alim KopnopeiiwH, CLUA)

3asaBHUK - TOB «MAPEKCE/ YkpaiHa»

8. 306inblIeHHA TepMiHYy nNpPUAATHOCTI [OC/IAKYBaHUX JIiKAPCbKUMX 3aco6iB  BanunHpeHOoH
(Balcinrenone)/fanarniconosnH (Dapaglifiozin) 15 mr /10 mr Tta BanuyuHpeHoH (Balcinrenone)/
AanarnicbnosuH (Dapagliflozin) 40 mr /10 mr 3 24 micsuiB go 30 micauiB; OHOBMEHHA po3ainiB Jocbe
[OCnNiopKyBaHOroO JlikapcbKoro 3acooy banuvHpeHoH (Balcinrenone)! QanarniconosuH (Dapagliflozin),
aHrnificbkoro MoBol: BcTyn [locbe p[ocnigKyBaHOro Jlikapcbkoro 3acoGy BanuuHpeHoH
(Balcinrenone)/ Qanarnicono3uH (Dapagliflozin), Bepcis 1.0 Big 24 ciuHa 2025 poky; P.8.1 A KopoTkuii
onuc CTaGinbHOCTI  pocnigKyBaHOro nikapcbkoro 3aco6y bBanuuHpeHoH (Balcinrenone)/
AanarnicpnosunH (Dapagliflozin), TBepai kancynu, Bepcis 4.0 Big 24 ciuHa 2025 poky; P.8.1 B BUCHOBOK
WoAo CcTabGiNbHOCTI  AOCNiAKyBaHOro Jiikapcbkoro 3aco6y banuuHpeHoH (Balcinrenone)/
AanarnicpbnosuH (Dapagliflozin), TBepai kancynu, Bepcis 4.0 Big 24 ciuHa 2025 poky; P.8.3 [AaHi woao
CTaGiNbLHOCTI AoCNiAKyBaHOro slikapcbkoro 3acoo6y banuuHpeHoH (Balcinrenone)l AanarnidpnosuH
(Dapagliflozin), TBepai kancynu, sepcif 4.0 Big 24 ciuHA 2025 poKy 4,0 NPOTOKO/Y KNiHIYHOIO AOCNIIKEHHSA
«PaHgomisoBaHe, noggiiHe cnine  gocnimpkeHHa a3 oA OUiHKM  BM/AMBY  npenapary
BanuuHpeHoH/fanarnidyno3nH NnopiBHAHO NuLe 3 Janarnidp/I03MHOM Ha pU3KK BUHVKHEHHS SIBULL, CepLEBOT
HeAO0CTaTHOCTI Ta cepueBO-CyAUHHOT CMepPTI Y NaLiEHTIB i3 CEepLEBOO HEAOCTATHICTIO Ta NOPYLLUEHHAM (PyHKLIT
HUPOK», KoA aocnigpkeHHss D6402C00012, sepcis 2.0 Big 11 ciuHs 2024; cnoHcop - AstraZeneca AB, Sweden
3anBHuK - TOB «<ACTPA3EHEKA YKPAIHA»

9. AamiHictpatuBHuiA nuct 1 Big 17 ciuHA 2025 poky Ao MNpoTokosy K/iHIYHOrO BUNPOGYBaHHSA
XPF-008-201, Bepcis 8.0 Big 23 BepecHs 2024 poky, aHIiicbKOlo MOBOIO; IH(hopmalis ana nayieHTa Ta
®dopma iHpopMoBaHOi 3rogun, anAa YkpaiHu, Bepcia 7.0 Big 30 ciuHAa 2025 poky, Ha OCHOBI maiicTep
INPI3, Bepcia Big 16 XOBTHA 2024 poOKy, aHIMINCLKOI Ta YKpaiHCbKO MoBamu; Jopatok Ao
IHcpopmauil ana naudieHta Ta Popmu iHthopmMmoBaHOi 3roaun, AnA YkpaiHu, Bepcia 7.0 Big 30 ciuHA
2025 poKy, Ha ocHoBI mavictep IM®PI3, Bepcisa Big 16 OBTHA 2024 pOKy, aHINiiICbKOIO Ta YKPATHCbKOLO
MOBaMM [10 NPOTOKOJ1Y K/TiHIYHOro A0CNiAKeHHs «PaHaomMizoBaHe, noggiiHe-cnine, nnayeb0o-KkOHTPOIbOBaHe,
GaraToLEHTPOBE AOC/IMKEHHS AN OLiHKM 6e3nekun, NepeHoCcMMOoCTi Ta edhekTBHOCTI npenapaty XEN1101 B
SIKOCTi AOMOMDKHOT Tepanii npu eninencii 3 ookasibHUM Ae60TOM, 3 BiAKPUTOK MOAOBXEHOI ha3oro», Ko,
pocnipkeHHss XPF-008-201, sepcisa 8.0 Big 23 BepecHst 2024 poky; cnoHcop - KceHoH dapmac'toTikans IHk.,
Kanaga/ Xenon Pharmaceuticals Inc., Canada

3asaBHuK - TOB «<APEHCIA EKCIMIOPATOPI MEAICIH», YkpaiHa



10. OHOBIeHMI NPOTOKO KJliHIYHOro gocnigkeHHs 17000139BLC3001, 3 nonpaBKoto 5 Big, 16 )XOBTHs
2024 poKy aHrnificbkolo mMoBoOl; Bpouwypa pocnigHuKa AochnifgKyBaHOro JliKapCbKoro 3acooy
JNJ-63723283 (LleTpenimab (Cetrelimab)), pegaxkuis 9 Big 17 )X0BTHA 2024 pOKy aHrnilicbKoo MOBOIO;
OHoBeHe [locbe AocCnimKyBaHOro sikapcbkoro 3daco6y JNJ-17000139 (FemuitabiH (Gemcitabine)
225 wmr, cuctema iHTpaBesukanbHoOi poctaBku (TAR-200)), Bepcia 16.0 Big XOBTHA 2024 poky
AHINIACbKOI MOBOI; 3a/lydeHHs [O0AAaTKOBUX BUPOGHUUMX AINAHOK AN AOCAIAKYBaHOro
nikapcbkoro 3aco6y JNJ-17000139 (FemuitabiH (Gemcitabine) 225 mr, cuctema iHTpaBe3NKaJIbHOI
poctaBku (TAR-200)): Eurofins PHAST GmbH, HimeuunHa; Eurofins PHAST Development GmbH & Co.
KG, HimeuunHa; Anabiotec NV, Benbrisi; KopoTka xapakTepucTuka likapcbkoro 3acooy MemuitaGiH
Akkoppg (Gemcitabine Accord), 100 mr/mn, KOHLEHTpaT ANA NPUroTyBaHHA PO3YuHY AnsA iHdysii, Big 15
rpygHAa 2023 poKy aHrnilicbko mMoBoto; IH(hopMauiiiHMii NMCTOK nauieHTa Ta popma iHhopmoBaHOiI
3roau gnAa Ykpaiiu, Bepcis 8.0 Big 31 ciuHA 2025 poKy aHrniiicbKor, YKpPaiHCbKOK Ta POCiliCbKOK
MoBaMM [0 NPOTOKO/Y KIHIYHOro AOCAiMKEeHHS «baraToueHTpoBe paHA0oMi30BaHe A0CiAKeHHs dhasn 3 ans
OUiHKM edpekTMBHOCTI npenapaty TAR-200 B komb6iHauii 3 uLeTpenimabom Yy MNOPIBHAHHI i3 CynyTHbO
ximiopagioTepanieto B y4aCHMKIB i3 M’A30B0-iHBa3MBHOK ypOTe/liasIbHOK KapUUHOMOIO CEHOBOro MiXypa, AKUM
He npoBOAWIN pafuKasibHY LMCTEKTOMIO», KOA4 AocnifpkeHHs 17000139BLC3001, 3 nonpaskol 4 Bif
05 »x0BTHSA 2023 poky; cnoHcop - Janssen Pharmaceutica NV («AHcceH ®apmaueBTuka HB»), Benbris
3asBHuk - TOBAPUCTBO 3 OBMEXEHOK BIAMNOBIOANBHICTHO «d®APMACBIOTIKAN PICEPY
ACCOYLWVIENTC YKPAIHA» (TOB «®PA YKPAIHA»)



