Jopatok 1

«Mepenik cyTTEBMX MONpaBoOK A0 MPOTOKONIB K/iHIYHUX BUNPOOGYBaHb, PO3IMIAHYTUX Ha 3acifaHHi
HTP Ne 20 Big 06.06.24, Ha sAiki 6y/In OTpUMaHi NO3UTUBHI BUCHOBKU eKCnepTiB»

1. IHchopmauiiiHnih nucTok nauieHTa i hopma iHhopmoBaHOi 3roaun yKkpaiHCbKOI0 MOBOIO, Bepcisa 10/1/0
Big 09 ciuHAa 2024 p. (Ha ocHOBi 6a30Boi Bepcii 10.0 Big 15 rpyaHa 2023 p.); IHpopMaLiiHUIA NNCTOK
nauieHTa i oopma iHPOpMOBaHOI 3rogn aHrniicbKO MOBOIO, Bepcia 10/1/0 Big 09 ciuHa 2024 p. (Ha
ocHoBi 6a3oBoi Bepcii 10.0 Big 15 rpygHa 2023 p.); Bpowypa gocnigHuka PF-06801591 (CacaHnimao),
Bepcia 9.0 Big nuctonaga 2023 p., aHrNiicbKo MOBOIO; IHhopmauiiiHa KapTKa AOoCigKEeHHA KOMNaHil
«Mdpaiizep», yKp-yKpaiHCbKOO MOBOM, Bepcis 1.0, 31 ciuHa 2024 p.; 3miHa agpecu crnoHcopa
KNiHiYHOro BunpooyBaHHsA: Byno: 235 East 42nd Street, New York, NY 10017, USA | 235 Byn. IcT 42,
M. Hbto-Mopk, wrat Heto-Mopk, 10017, CLLUA; Ctano: 66 Hudson Boulevard East, New York, NY 10001-
2192, USA/ 66 lN'yason BynbBap lcT, Hblo-Mopk, HA 10001-2192, CLUA; 3anyuyeHHsi KOHTPaKTHOI
JocniaHnLbKoi opraHisauii TOBAPUCTBO 3 OBMEXEHOHO BIAMNOBIAANBHICTHO «MIMIAl KOKPENH»,
BiANOBifaNbHOI 3a BUKOHaHHA BaX/1MBUX 3aBAaHb (MOHITOPUHr, NiAGip AOcCNigHUKIB B YKpaiHi,
NoJAaHHA 3asB MPO NPOBeAEHHA KAiHIYHOro flocnimKeHHA y KOMICii 3 MUTaHb €TUKW, 34iACHEHHS
iMMopTy Ta eKcnopTy 6ionoriuHuX 3paskiB, 06/1af4HaHHA Ta iHWKX MaTepianiB, AKi € HeOOXigHUMY ANsA
npoBeAeHHA KhiHiYHOro JlocnimpkeHHsA, iHWI OGOB’A3KM nepeaGayeHi HapgaHoio CrHOHCOPOM
JoBipeHicTio); 3miHa Ha3BU Micusa NPoBeaeHHs K/iHIYHOro BUNpPoO6yBaHHsA; 3MiHa BignoBigabHOro
[ocnigHuKa 0 NpoTOKONy K/iHIYHOro BUNpobyBaHHA «BigkpuTe gocnimkeHHs dasu 1b/2 3 MeTO OLHKM
chapmakoKiHeTMKN, 6e3neyvyHOoCTi, eddeKTMBHOCTI Ta hapmakognHamikn npenapaty PF-06801591 (iHri6iTop
PD-1) B y4acHMKiB i3 pPO3MNOBCIOMKEHUMWN 3M0SKICHUMN HOBOYTBOPEHHSMU», Kof, AocnigxeHHs B8011007,
ocTaToyHa Bepcis npoTokony, MonpaBka 2 Big 24 uepBHa 2020 poky; crnoHcop - Mdhaizep IHk., CLUA
3adABHuK - Mdpainzep IHk., CLUA
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BY/NO CTANIO
| A.M.H., npodh. FoTLKO E.C. | nikap Notoko L.HO.
KomyHasnbHe HekoMepLiiiHe nignpuemcTeo | KomyHasnbHe HeKomepLiitHe nignpueMCTBO
«LleHTpanbHa Micbka KNiHiyHa nikapHsa» | «LeHTpansHa MiCbka KniHiyHa nNikapHSA»
YXXropogacbKoi MiCbKOT paaum, MicbKuii | YXXTOpOACbKOT  MICbKOI  paan, TepaneBTUYHe
OHKOJIOTIYHUIA LEeHTP, TepanesTuyHe BiAfineHHs, | BiAAINEHHs, [epXaBHuii  BULLMIA  HaBYaSIbHWIA
JepxaBHuii BULLIWIA HaBYaUTLHWI 3aknag | 3aknag «YXXropoaCbKuia HaLjioHa/IbHUIA
«YKrOpOACHbKNIA  HaLjoOHaIbHWIA  YHIBEpCUTET», | YHIBEpCUTET», Kadpeapa OHKOMOrii Ta pagionorii
kadeapa oOHkonorii Ta pagionorii  akynbTeTy | akynbTeTy nicNAANNIOMHOT 0CBITU Ta
NiCAAAUNIOMHOI  OCBITU Ta [OYHIBEPCUTETCHbKOT | JOYHIBEPCUTETCHKOT MiAroTOBKU, M. YKropog,
niAroToBKK, M. YXropog

2. OHoBneHa bpowypa aocnigHuka (Cemiplimab (REGN2810)), Bepcia 11 Big 15 rpygHsa 2023 p.,
aHINMiNCbKOK MOBOK A0 MPOTOKONY KAIHIYHOrO AochigpkeHHs «MbkHapodHe, paHAOMi30BaHe, BigkpuTe
pocnimpkeHHa dasu 3 gna ouiHkm npenapaty REGN2810 (aHTuTtina go PD-1) nopiBHAHO 3 XimioTepanielo Ha
OCHOBI NpenapartiB NJ1aTUHN AK Tepanii nepLol MiHiT B NauieHTiB i3 po3noBcogpkeHnM abo metactaTuyHumMm PD-
L1-no3UTUBHUM HeAPIOHOKNITUHHUM PakoM JiereHb», Ko gocnimkeHHs R2810-ONC-1624, 3 iHKoprnopoBaHo
nonpaskoto 9 Big 13 TpaBHA 2020 p.; cnoHcop - Regeneron Pharmaceuticals, Inc., USA/ PempxeHepoH
®PapmachioTikanc, [HK., CWA
3anBHUK - TOB «KniHiuHi gocnigkeHHs AKOH», YkpaiHa

3. OHoBAEeHI po3ainu locbe AOCNioKYBaHOroO slikapcbKoro 3aco6y LY3527723, Bepcia Big 6epe3Hs
2024 poky aHrniiicbkoro MoBOH: S.7 «CTtaGinbHicTb»; P.3.1 «BupoGHUKM», P.8 «CTabiNbHiCTb»;
MopoBxeHHA TepMiHY NPUAATHOCTI NiKapCbKOro 3acoby cennepkaTuHio (LY3527723, Selpercatinib,
LOX0-292) po 60 micsuiB; 3anyyeHHA AoAaTkoBoi BUpoGHUYOi ainaHku Shanghai STA Pharmaceutical
Product Co., Ltd/ «LLlaHxait CTA ®apmacbrotukan Mpogakr Ko., NITA», LLaHxaii, Kutaii, ik BUpoGHUKa
pocnipxysaHoro nikapcbKoro 3aco6y LY3527723, a Takox komnaHdii Catalent CTS Edinburgh Limited /
«KataneHt CTC EguHGypr Jlimiten», Batreiit, BennkoGpuTaHis, ik NnakyBaJibHMKa Ta MapKyBa/lbHUKA;
OHOB/EHHS CTUC/I0T XapaKTEPUCTUKN npenaparty nopiBHsAHHA Mem6ponizymab Kitpyaa Big 11 rpygHaA
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2023 poKy, aHrNificbKO MOBOIO 10 NPOTOKO/Y K/iHIYHOTO gocnigxeHHs «LIBRETTO-431: baratoueHTpose,
paHaoMi3oBaHe, BigkpuTe gocnimpkeHHs Il dpasn nopiBHAHHA Tepanii npenapaTtom CennepkaTtiHio 3 Tepanieto
npenapaTamy Ha OCHOBI MOXiAHWMX NAATUHW B NOEAHAHHI 3 MemMeTpekceoM B a6o 6e3 KombiHaLiT 3 NpMinoMom
nem6ponizymaba B AKOCTi MepLLOT MiHiT NiKyBaHHA NOLUMPEHOro Y1 MeTacTasytouoro HegpibHOKNITUHHOIO paky
nereHi 3 HaaBHICTIO ribpuagHoro reHa RET», koA gocnimkeHHa J2G-MC-JZJC, Bepcis 3 iHKOPNOpOBaHO
nornpaskoto (e) Bif 15 cepriHa 2023 poky; cnoHcop - Eni Ninni eHng Komnawi, CLUA / Eli Lilly and Company, USA
3anBHuK - «Eni Ninni Boctok CA», LLBeliyapis

4. IHchopmaunia ana nauieHta Ta Popma iHpopmoBaHoi 3roau — Mpotokon 54767414MMY3030, Bepcis
4.0 yKpaiHCbKOW MOBOK pAns YKpaiHu Big 22.03.2024 [0 nNpOTOKOY KAIHIYHOrO  AOCNiAXEHHS
«baraTouUeHTpoBe BiAKpUTE KNiHIYHE gochigxeHHs 3b  das3nm TpuBasioro MNPOAOBXEHHS  fliKyBaHHS
Aapatymyma6om», kof, gocnimkeHHs 54767414MMY3030, 3 nonpaskoto 2 Big 26.04.2023 p.; cnoHcop -
«fHCCeH dapmaLeBTNKa HB», Benbris
3asaBHuK - «AHCCEH ®APMALIEBTVIKA HB», benbris

5. OHoBneHi po3ginu Jocbe aocnimkyBaHOro nikapcbkoro 3aco6y LY3527723, Bepcis Big G6epesHsA
2024 poky aHrniicbkow MOBOW: S.7 «CtabinbHicTb»; P.3.1 «Bupo6Huku», P.8 «CTaGinbHiCTb»;
MopoBXeHHA TepMiHy NMPUAATHOCTI NIKAPCbLKOro 3acoby cennepkaTuHio (Selpercatinib, LY3527723,
LOXO0-292) po 60 micsauiB; OHOBNEHI po3ginu flocbe Ha Niaue6o Ao cennepkaTuHioy 40 ta 80 wmr,
Bepcia Big 6epe3HA 2024 poky aHrnincbkow mosBoto: P.3.1 «BupoGHuKu», P.8 «CTaGifibHICTby;
3anyueHHA popatkoBux BUpoGHUUux pinsaHok Fisher Clinical Services, Inc., USA, Fisher Clinical
Services UK Limited, UK, Almac Clinical Services, USA, Catalent Pharma Solutions, LLC, USA,
Shanghai STA Pharmaceutical Product Co., Ltd, China, Catalent CTS Edinburgh Limited, UK, Ta
Catalent (Shanghai) Clinical Trials Supplies Co., LTD, China g0 npoTokony KAiHIYHOro [OCNigKeHHSA
«LIBRETTO 432: MNnaue6o-KoHTpoNbOBaHe NoAgiiiHe cine paHaoMi3oBaHe AOCiIAKEeHHA 3 hasmn A5 OLiHKM
af’loBaHTHOI Tepanii cennepkaTuHiGoOM nMicnA pajuKasibHOI JIOKOPEerioHapHOT Tepanii y naujieHTiB 3
HeApiGHOKNITUHHUM pakoM nereHi ctagii IB—IIIA 3 HasBHicTo ri6pugHoro reHa RET», kog gocnigpxkeHHa J2G-
MC-JZJX, Bepcisa 3 nonpaskoto (h) Big 17 cepnHa 2023 poky; cnoHcop - Eni flinni enp KomnaHi, CLUA / Eli Lilly
and Company, USA
3anBHuK - «Eni Nlinni Boctok CA», LLBeliuapis

6. NMopoBXeHHA TepMiHy 30epiraHHA npenapaty ®diHepeHoH (Finerenone/BAY 94-8862) 3 36 go 60
MicsiliB; OHoBneHuii po3gin (Akictb) [locbe pocnimkyBaHOro nikapcbkoro 3aco6y BAY 94-8862
(PiHepeHoH) IMPD Quality Bepcia 04 Big 01 nuctonaga 2023 poKy [0 NPOTOKO/Y K/1iHIYHOTO AOCNIIKEHHS
«baraTtoueHTpoBe, paHAoOMi30BaHe, NoABiliHe-cnine B napaseflbHUX rpynax, nnauebo-koOHTPOsiIboBaHe
OOCNiKeHHA AN1A OUiHKM edheKTMBHOCTI Ta 6e3neyHocTi (piHepeHOHY npu 3axBOPIOBaHHI Ta CMEpPTHOCTI
nawieHTiB 3 cepueBoto HegocTaTHicTio (NYHA knac II-1V) Ta dppakuieto Bukuay nisoro wiyHouka =240% (eB/ILW
>40%)», ko pocnigpkeHHs No. BAY 94-8862 (finerenone) / 20103, Bepcisa 3.0 3 iHTerposaHo nonpaskoto 2
Big, 16 TpaBHA 2022 poky. JlokasibHa nonpaska A0 npoTokony (ApreHTuHa, bpasunisa, Konymoia, Mekcuka,
Pocis, Ykpaina) BAY 94-8862 (cpiHepeHoH) / 20103 Big 26 xoBTHA 2022; cnoHcop - baiiep All, HimevunHa
3asBHuK - TOB «baiiep», YkpaiHa

7. 3MiHa Ha3BM MicLA NPoBeAEeHHS K/iHIYHOro BUNPOGYBaHHA [0 NPOTOKO/Y KAiHIYHOro BUNpPObyBaHHS
«JlocnimKeHHsA BNAMBY cemarnyTuay Ha cepueBo-CyAMHHI YCKNaAHEHHS Y NayieHTiB 3 LLyKpoBUM giabeTom
2-ro Tuny (SOUL)», kog pocnimpkeHHs EX9924-4473, chiHanbHa Bepcisa 3.0, Big 17 nuctonaga 2020 p.;
crnoHcop - Novo Nordisk A/S, Denmark

3asBHuK - TOB «HoBO Hopgaick YkpaiHa»

BYNO CTANO

O.M.H., npod). MatkoBcbka H.B. O.M.H., npod). MatkoBcbka H.B.

O6nacHa KOMYyHa/lbHa yctaHoBa | O6nacHe KOMYHaJIbHe HeKoMepUuiliHe
«YepHiBeubKNii 06n1acHUA eHAOKPUHOJOTYHUIA | nignpuemcTBO «YepHiBeLbka 06n1acHa KiiHiuHa
LEeHTP», MOJliKNiHiuHe BigAineHHA, Buwwii | nikapHA», eHAOKPMHOMOrIYHE  NOoAiKAMiHIYHe
AEpPXaBHUA  HaBUYa/IbHUA  3aknagd  YKpaiHu | BipAineHHs, BYKOBMHCbKWIA BepXaBHU
«BYKOBUHCbKUA AepxaBHUi MeAUUYHUIA | MeauYHUI  yHiBepcuTeT, Kadegpa  KiHIYHOT
YHiBepcuteT», Kadpeapa KIiHIYHOT iMyHoNorii, | iMyHonorii,  anepronorii  Ta  €HAOKPUHOAOTIT,
anepronorii Ta eHAoKpUHOAOrii, M. YepHiBLi M. YepHiBuj




8. Bpouwypa gocnigHuka gocnigkyBaHOro slikapcbkoro 3aco6y CVL-865 (aapira6art), BugaHHsa 5.0 Big,
16 ntotoro 2024 p.; MoAoBXeHHs TePMiHY TPUBAOCTI AocnimKeHHs B YKpaiHi o 31 rpyaHs 2025 poky
00 NPOTOKOJY KNiHIYHOTO JochifpkeHHA «57-TxHeBe 6aratoueHTpoBe BigKpuUTe [04aTkoBe KNiHiuHe
BUNPOOYBaHHA 3 JliKyBaHHAM akTUBHUM MpenapaTtoM A1 BMBYEHHA npenapaty CVL-865 fk [0NOMiIXHOT
Tepanii B AOPOCAUX NAUiEHTIB i3 CYAOMHUMMW Hanagamu 3 (DOKa/IbHUM MOYaTKOM, PEe3UCTEHTHUMMU [0
MeMKaMeHTO3HOrO JlikyBaHHS», Kog, focnigpkeHHA CVL-865-SZ-002, sepcisa 3.0 Big 14.07.2020 p.; cnoHcop -
Cerevel Therapeutics, LLC, United States
3aaBHUK - TOB «CiHeoc Xenc YkpaiHa»

9. Po3gin 2.2 [okniHiuHi ¢papMmaKonoriyHi Ta TOKCUKOMOriYHi gaHi Ta Po3gin 2.3 [aHi KAiHiYHMX
AocnipkeHb Ta nonepegHbLOro A0CBiAYy Ha noaax focbe AOCNigKYBaHOrO likapcbkoro 3aco6y (IMPD)
TARA-002 gns iHTpaBe3uKalbHUX iHCTUNALIA, Bepcia Big 6epe3HA 2024 poKy, aHIrNilicCbKOO MOBOIO;
[ocbe 3 AKocTi gocnimpkyBaHoro nikapcbkoro 3aco6y (Q-IMPD) TARA-002 ans iHTpaBe3uKalbHUX
iHcTUNALiA, Bepcia Big 6epe3Hsa 2024 poky, aHrNiiCbKOKO MOBOIO 10 MPOTOKO/Y K/IiHIYHOIO A0CAIAKEHHS
«Pa3a la, BigKpuTe AOCNIMKEHHSA 3 MOLUYKY ONTUMasIbHOT 403U 3 METO OLiHKM 6e3neYHOCTi i TOKCUYHOCTI
iIHCTWUAUIA cevoBoro Mixypa npenapatom TARA-002 y AopoCanX MAUEHTIB i3 M'A30BO-HEIHBA3NBHVIM PakoM
Cevy0oBOro Mixypa BMCOKOro CTyNneHs 3/M105KiICHOCTI», koA gocnimkeHHs TARA-002-101-Phla, sepcisa 3.0 Big 03
nwotoro 2023 poky; cnoHcop - [portapa Tepan'toTikc, IHk., CLUA / Protara Therapeutics, Inc., USA
3anBHuK - TOB «APEHCIA EKCIMN/IOPATOPI MEAICIH», YkpaiHa

10. Bpouwypa gnAa pocnigHuka 3 npenapaty MakpuTuHIO, pegakuia 17 Big 26 6epe3Hsa 2024 p. go
NPOTOKONY KNIHIYHOTO AOCNiMKEeHHs «PaHAoMi3oBaHe KOHTPOJSibOBaHe pocnimkeHHs 1l ha3m 3 meToro
NOPIBHA/ILHOI OLHK/ NAKPUTUHIOY Ta npenapaTy 3a BMOOPOM Nikapsa Npu NikyBaHHI NauieHTIB i3 NepBUHHUM
Mienodpibpo3om abo Mienoibposom, WO PO3BUHYBCA MiCNA CNPaBXHLOI NOAILUTEMIT UM eceHuiasibHOT
TpomboUUTEMIT, B SKUX BiA3HAYAETLCA THKKa TpomboumToneHia (piBeHb TpoMmbouuTie <50 000/MK)», KOZ
pocnipxeHHa PAC303, pepakuia 3 Big 21 BepecHs 2023 p.; cnoHcop - «Ci Ti Al Biodapma KopnopeiiwH» [CTI
BioPharma Corp.], CWA
3asBHNK - TOBAPUCTBO 3 OBEMEXEHOIO BIAMNOBIAANBHICTIO «IMl EC AN-YKPAIHA»

11. Bpowypa AocnigHuka p[ocnigkKyBaHOro nikapcbkoro 3acoby RO5333787/ ENSPRYNG®
(satralizumab), Bepcis 15 Big, KBiTHA 2024p., aHrNiliCbKOK MOBOLO [0 MPOTOKO/Y KAIHIYHOrO A0CAIAKEHHS
«baraToLUeHTpoBe, HEMOPIBHS/IbHE, BIAKPUTE AOCAIMKEHHSA 3 METOH OLIHUTW AOBrOCTPOKOBY 6e3neYHiCTb Ta
edheKTMBHICTb Npenapaty caTpasisymad y nauieHTiB 3 po3/1afom CnekTpy onTukoHenpomienity (PCOHM)»,
kop, pocnimpkeHHsa WN42349, sepcisa 1 Big 28 nunHa 2020 poky; cnoHcop - «®. XoddmaHH-/1a Pow Nita» (F.
Hoffmann-La Roche Ltd), LLBeiiuapis
3asBHuK - TOBAPVCTBO 3 OBEMEXXEHOHRO BIAMNOBIAANBHICTHO «MiMi4i FOKPEH>, YKpaiHa

12. IncT-po3’sacHeHHs Big 10 TpaBHsA 2024 poKy Ao MNpoToKosy K/iHiYHOro Bunpo6yBaHHAa BJT-778-001,
Bepcia 3.0, nonpaBka 2, Big 22 ntotoro 2024 poKy, aHrMiCbKOKO MOBOI [0 MPOTOKO/Y KAIHIYHOrOo
pocnipkeHHs «®asa 1/2a, paHgomizoBaHe, niaueb0-KOHTPO/IbOBAaHE AOC/IMKEHHSA L1 OUHKM 6e3neku,
NepeHoCMMOCTI, dapMaKkOKIHETUKM Ta MpPOTMBIPYCHOT akTMBHOCTI npenapaty BJT-778 y 300poBuMX
[06pPOBO/bLIB Ta NALIEHTIB i3 XPOHIYHOK iH(PEKLIED BipyCy renatuTy B, BKAKOUAKOUM NauieHTiB i3 XPOHIYHO
iHdhekuieto Bipycy renatuty D», kog gocnigpkeHHs BJT-778-001, Bepcia 3.0, nonpaeka 2, Big 22 NHOTOro
2024 poky; cnoHcop - bBnopkeir  TepanbloTikc, |IHK. [Bluejay  Therapeutics, Inc.], CLUA
3asaBHuK - TOB «APEHCIA EKCIMIOPATOPI MEAICIH», YkpaiHa



