Jopartok 1

«lMepenik cyTTEBUX NONpPaBOK A0 NPOTOKONIB KNiHIYHMX BUNPOOYBaHb, PO3rAAHYTUX Ha 3acigaHHi HTP
Ne 05 Big 06.02.25, Ha AKi 6yNn OTPUMaHi NO3UTUBHI BUCHOBKU eKcnepTiB.»

1. Bpowypa pocnigHuKa AocnimKyBaHOro Jikapcbkoro 3acody [MKNCENEKA® (JYSELECA®)
(PinroTiHi6 (GS-6034)), BupgaHHs 19 Big 19 nuctonaga 2024 poKy aHrNiiCbKOI0 MOBOIO /10 NPOTOKOJY
KMiHIYHOro AocnimkeHHs1 «[loBroTpuBasie NoAOBXEeHe AOCMIMKEHHS AN OLUiHKM 6e3nekn pinroTiHidy B
nauieHTIB i3 BMpa3KOBMM KONITOM», KOA AocnigxeHHs GS-US-418-3899, 3 iHKOpNopoBaHO nonpaBkoto 13 Bif,
22 cepnHs 2024 poky; cnoHcop - Galapagos NV, benbris

3aaBHuk - TOBAPUCTBO 3 OBMEXEHOI BIAMNOBIOANBHICTIO «®APMACBLIOTIKAN PICEPY
ACCOYLWVENTC YKPAIHA» (TOB «®PA YKPAIHA»)

2. 3anyyeHHA HOBUX MicUub MPOBEAEHHS KAiHIYHOro BUNPOGYBaHHA [0 MPOTOKOMY K/IiHIYHOrO
pocnipkeHHs «®asza 1 focnigpkeHHs ADI-001 AHTU-CD20 CAR-iHxeHepHnx AnoreHHux Mamma-Aensta (yd) T
KnitvH 'y [Jopocnux 3 BosuyakoBum Hecpputom», kop pocnimkeHHs ADI-202300103, Bepcis 1.2 Bif
07 6epesHsa 2024; cnoHcop - Adicet Therapeutics, Inc., USA «AgiceT TepanbloTike, IHK.», CnosyyeHi wratu
Amepuku

3anBHVK - TOBapMCTBO 3 06MEXEHOI0 BifnoBigasbHICTIO «MBP YKPAIHA»

No M.1.6. BigNoOBiAa/IbHOrO AOCNiAHMKA MpumiTkn
n/n HasBa micLs NpoBeAEHHs KNiHIYHOTO BUNPOOYBaHHS
1. K.M.H. KaukoBcbka B.B.

KomMyHasibHe HekomepuiiiHe nignpuemcTBo CyMcbKoi o06nacHoi paam
«Cymcbka obnacHa KniHiyHa JlikapHa», peBMaTosIoriyHe BifdiNeHHs,
CyMCbK1il AepXaBHWA yHiBepcUTET, kaddeapa BHYTPILLIHLOT MeguUmHA 3
LEHTPOM pecnipaTopHOT MeANUMHN MeAMYHOrO iHCTUTYTY, M. Cymu

2. nikap CemeHeHko C.I. 3HATO 3a pileHHAM
MeanyHuii UEeHTP ToBapucTBa 3 OOMEXEHOK  BiAMoBigasIbHICTIO | 3asiBHMKA
«MegnuHuii ueHTp «CantoTem», JiKyBaJibHO-4iarHOCTUYHWIA  Biggin,

M. BiHHMUS

3. O.M.H., npodp. Pekanos [.I. 3HATO 3a pilleHHAM
ToBapnCTBO 3 OOMEXEHOK BigNOBIAAILHICTIO «LleHTpasibHa KhiHiKa», | 3asBHMKA
M. [Hinpo

4. nikap Bacuneup B.B.

ToBapnMCTBO 3 OOMEXEHOKW BignoBiganbHICTIO  «[iM  MeanunHmn»,
coMaTtuyHe BigaineHHs ctauioHapy, M. Oageca

5. O.M.H., npodd. MapTuHiok J1.11. 3HATO 3a pPilleHHAM
KomyHanbHe HekomepuiiiHe nignpueMcTBO «TepHoMiNibCbka o6G/1acHa | 3asiBHMKa

KNiHiYHa  nikapHa»  TepHoNiNbCbKOI  06/1acHOl  pagn,  BiagdieHHA
Hedpponorii, TepHONINbCbKUIA HauioOHaNIbHUIA MeAUYHWIA  YHIBEpCUTET
iMeHi .. TopbayeBcbkoro MiHicTepcTBa OXOPOHM 340POB'A YKpaiHu,
Katheapa BHYTPIiLUHLOT MeanumHn Ne3, M. TepHonifb

6. nikap Nawexko C.B. 3HATO 3a pileHHAM
MpuBaTHe nigNPUEMCTBO MpuBaTHa BUPOOHMYA diipMa «AUUHYC», | 3asdBHUKA
NiKyBa/IbHO-AIarHOCTUYHWIA LeHTP, M. KponuBHMLbKNMIA

3. IHhopmauia gnsa nadieHTa Ta iHhpopMmoBaHa 3rofia Ha yyacTb Y HAyKOBOMY AOC/iAKeHHi, Bepcia 13.0
ANnA YKkpaiHn Big 16 BepecHs 2024 pokKy, YKPaiHCbKOIO, aHIJIIACbKOI0 Ta POCiicbKoo moBamMmu; Popma
iHbopMoOBaHOiI 3rogu Ha ydyacTb Y HeOOOB’A3KOBOMY AOCAiMKeHHi, Bepcia 2.0 gna YKpaiHu Big
16 BepecHsA 2024 poOKy, YKpPAiHCbKOK, aHINIACbKOK Ta POCiicbKo MoBamMu; OHOBNeHWiA po3pgin
«HAkicTb» [oCbe AOCNiIMAKYBaHOro NiKapCbKOro 3aco6y YnagauutuHio (ABT-494), Bepcia 18.0 C Big
23 noToro 2024 poKy; OHoBNeHui po3gin «AKicTb» CKopoyeHoro Jocbe niaue6o Ao AocnigKyBaHOro
nikapcbkoro 3aco6y YnagauutuHio (Upadacitinib, ABT-494) Bepcis 6.0 P Big 29 nuctonaga 2023 poky
[0 NPOTOKOJlY K/HIYHOTO Joc/imkeHHs «baraToueHTpoBe, TpuBasie NoAoBxeHe dochimkeHHs Il dasm 3
OLjiHKM 6e3neYHoCTi Ta edpekTUBHOCTI YnapauutuHioy (ABT-494) y nauieHTiB 3 BUPA3KOBMM KOMITOM», KOZ
pocnigpkeHHa M14-533, 3 iHkopriopoBaHUMK AgMiHICTpaTUBHUMU 3MiHamu 1, 3, 5, 6, 7, 8 (Tinbku ana KaHaaw),
9, 10 i 11 (Tinbkn ana Monbuwi) Ta Monpaskamu 0.01, 1, 2, 3, 4, 5, 6, 7, 7.02 (Tinbkn gna HimeuunHu), 7.03
(Tinbkn ans Kopei) Ta 8 Big 28 motoro 2023 poky; crnoHcop - AbbVie Inc., USA

3anBHuK - «EB6BI BiothapmachkoTikana TM6X», LLseliLapisa



4. OHoOBNeHWii NPOTOKON KniHiuHOro Bunpo6oByBaHHA 03PDE2020, Bepcis 3.0 Big 21.11.2024
aHrniicbkolo mMoBolo; OHOoBMeHe [locbe AOCnigKyBaHOro nikapcbkoro 3aco6y CPL-500-036 (IMPD
nonclinical overview) Big 28.11.2024 poKy aHI/1iACbKOIO MOBOIO [0 NPOTOKOY KAIHIYHOTO AOCAIAKEHHS
«®aza ll, noggiiHe cnine, paHgoMi3oBaHe, nnauebo KOHTPOIbOBaHe, y NapasiefibHUX rpynax, AOCAIAKEHHS 3
METO0 BUBUYEHHS NOTEHLIHNX aHTUANCKIHETUYHMX BnacTueocTeli CPL500036 (iHribitop PDE10A) y naujieHTiB
i3 xBopob6ot [lMapkiHCOHa, AKi CTpaxaatTb Bif AUCKIHE3IT, CnpvYuMHEHOi J1eBoAonow», KoA AOCNiAKEHHS
03PDE2020, Bepcida 2.1 Big 08 BepecHs 2023 poky; cnoHcop - Celon Pharma S.A, Monbwa

3aasHuk - TOB «CT AKAJEMIA», YkpaiHa

5. OHOBnNeHnii NpPOTOKO/ KAiHIYHOro BUNpPOGyBaHHA, Bepcia 10.0 Big 24 OBTHA 2024 poKy
aHrniicbkolo MOBOW; Bpolypa pocnigHuMka [ocnifgKyBaHOro fikapcbKkoro 3aco6y MfocTtapnimab
(Dostarlimab) (Takox Bigomoro sik TSR-042), Bepcis 09 Big 16 cepnHsa 2024 poKy aHrNilicbKo MOBOIO;
Bpouwypa gocnigHuka aocnigpxkysaHoro nikapcbkoro 3aco6y Hipanapi6 (Niraparib)/ 3emxyna (Zejula)
(GSK3985771, MK-4827), Bepcis 16 Big 19 uepBHA 2024 pokKi aHrNilicbkolo MOBOHO; IHchopmauiiiHnii
INCTOK nauieHTa Ta ¢dopma iHopmoBaHoi 3rogu, Bepcia 13.0 Big 06 nucrtonaga 2024 poky
YKpPaiHCbKOIO Ta pociiicbkolo MoBamu; CnpouleHe [locbe 3 SIKOCTi [OCNIAKYBAHOrO /iKApCbKOro
3aco6y floctapnima6 (Dostarlimab), 50 mr/imn, Bepcis 3 aHrniicbKOIO MOBOIO; 3aslyYeHHA [,0AaTKOBOI
BUPOGHMUOT AiNAHKN ANS AOCNIAKYBaHOro Jlikapcbkoro 3acob6y TSR-042 (TSR-042, WBP-285,
GSK4057190A; Oocrtapnima6/Dostarlimab; AHTU-PD-1 (6Ginok 3anporpamoBaHOi CMepTi KNiTuHu 1)
MOHOKJ/TOHaJIbHUX aHTUTIN, IgG4), po3unH ans iHdysiid; 500 mr/10 mn (50 mr/imn): Glaxo Operations UK
Ltd trading as Glaxo Wellcome Operations, Benuko6puTaHia [0 NPOTOKO/Y KAIHIYHOTO AOCAIAKEHHS
«PaHgomizoBaHe, NoABIHO cnine AOoC/iMpKEHHST hasn 3 NOPIBHSAHHA NIAaTMHOBMICHOI Tepanii i3 npenapaTtom
TSR-042 Ta Hipanapi6bom 3i CcTaHAapTHOK NJATUHOBMICHOK Tepanield B SAKOCTI 1-i AiHil nikyBaHHSA
HeMyLUMHO3HOro eniTenianbHOro paky seyHukis lll abo IV cragii», kog pgocnigxkeHHs 3000-03-005/ENGOT-
0V44, sepcis 9.0 Big 07 yepBHa 2024 poky; cnoHcop - TESARO, Inc., CLLUA

3asaBHuk - TOBAPUCTBO 3 OBMEXEHOK BIAMOBIAABHICTIO «®APMACBIOTIKA/T PICEPY
ACCOYLWVENTC YKPAIHA» (TOB «®PA YKPAIHA»)

6. OHOBNEHUIA NPOTOKOJI KJiHIYHOro Bunpo6yBaHHA D8530C00002, Bepcis 7.0 Big 27 nuctonaga 2024
poky; Bpowypa gocnigHuka AnsA AOCAiAHKyBaHOro nikapcbkoro 3acoby Camizestrant; AZD9833,
BugaHHa 7.0 Big, 06 nuctonaga 2024 poKy; OHoBNeHi cekuii Po3giny 2.6 «Pe3tome fOKNiHIYHMX AaHNX»
Jocbe pocnigKyBaHOro nikapcbkoro 3aco6y Camizestrant: Cekuisa 2.6.1. «Bctyn» Big 14 XXOBTHA
2024 poky; CekKuif 2.6.4. «<Pe3tome hapMakOKIHETUHHNX JaHUX Y TEKCTOBOMY chopmari» Big 14 )XOBTHSA
2024 poky; CekKuifa 2.6.6. «Pe3loMe TOKCUKOJ/IONYHUX AaHUX Y TEKCTOBOMY chopmarti» Big 14 XXOBTHA
2024 poky; Cekuin 2.6.7. «Pe3lome TOKCUKOMOrYHUX AaHUX Y BUINAfi 1aénuub» Bif 15 XOBTHSA
2024 poky; 3miHa Has3BU Micus NpPoBefEeHHA BUMPOOGYBAHHA [0 MPOTOKOY K/IIHIYHOMO AOCNILKEHHS
«SERENA-2: PaHfomi3oBaHe, BigkpuTe, Y napanefnbHux rpynax, 6aratoueHTpoBe AOCNimKeHHs dasn 2
NOpIBHAHHA eeKTUBHOCTI Ta 6e3neyYHoCTi nepopasnibHOro npenapaty AZD9833 i dPynBecTpaHTa Yy XiHOK 3
nowunpeHnm ER-no3ntneHnm HER2-HeraTMBHMM pakom MOJIOYHOT 3a103U», KoA, AocnigkeHHss D8530C00002,
Bepcisa 6.0 Big 04 TpaBHa 2023 poky; cnoHcop - AcTtpa3eHeka Ab, LUseuis / AstraZeneca AB, Sweden
3aasHuK - TOB «MAPEKCE/ YkpaiHa»

BYNO CTA/O
nikap CemereH HO.B. nikap CewmereH HO.B.
O6nacHe KOMyHaslbHe HEKOMepLU,iiHe nianprmemcTso | ObnacHe KOMyHaslbHe HEKOMEpLiiHe NiANPUEMCTBO
«BYKOBWHCBKWIA KNIHIYHUIA OHKOMOTYHWUIA LLEHTP», | «BYKOBUHCLKUIA KAIHIYHWI OHKOMOFYHWIA LIeHTp»,
BigAineHHA AeHHOro crauioHapy, M. YepHisu,i CTPYKTYPHUIA nNigpo3ain  KiHiuYHOI OHKONOTil,
M. YepHiBuj

7. BKNHOUEHHA [OMOMDKHOro J/liKapCbKOro 3acod0y - MopowokK Ans cycnelsii Colestyramine 4 r;
OHoBneHi 3pa3kyn MapKyBaHHS [OMNOMDKHONO nikapCcbKoro 3aco0y (MOpoOLWOK A[ns cycneHsii
Colestyramine 4 r) - 30BHilIHA ynakoBkKa, Bepcif 3.0 yKpaiHCbKOIO MOBOIO Bif 31 TpaBHs 2024 poky
[EFC17919/DB STUDY/OL KIT | Washout_Box of 100 sachets/Colestyramine/4g/ Outer_Pack_General_
rules]; OHoBneHi 3pa3kM MapKyBaHHS JOMOMDKHOrO NikapCbKOro 3acooy (NOpPOLUOK ANSA cycneHsil
Colestyramine 4 r) - BHYTpillHSA ynakoBka, Bepcis 3.0 ykpaiHCbKOl0 MOBoOIO Bif 31 TpaBHA 2024 poKy
[EFC17919/DB STUDY/OL KIT/Washout_Box of 100 sachets/Colestyraminel4g/ Inner_Pack_General_
rules]; OHoBneHi 3pa3kM MapKyBaHHA LOMOMDKHOIO NMiKapCbKOro 3aco6y (MOPOLLOK ANA cychneHsil
Colestyramine 4 r) - BHYTpPIiLLHA ynakoBKa, MNakeTuK, Bepcia 3.0 yKkpaiHCbKO MOBOIO Big 31 TpaBHA
2024 poky [EFC17919/DB STUDY/OL KIT/Washout Box of 100 sachets /[Colestyramine /4g/
Inner_Pack_small] go npotokony kniHiyHOro pocnimkeHHss «OCHOBHUI MNPOTOKOA [ABOX HE3asIeXHUX,
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paHAoMI30BaHNX, NOABIMHWMX CcAINMX AochifpkeHb dasnm 3 A1 NOpPIBHAHHA edqIEKTUBHOCTI Ta 6e3neku
tpekcanimady (SAR441344) 3 TepidhyHOMIZOM Y [OPOCANX YYacHUKIB 3 peLuanBytounummn dopmamm
PO3CiSiHOTO CKNepo3y», Kog gocnigkeHHa EFC17919, 3 nonpaskoto 02, Bepcia 1 Big 02 kBiTHA 2024 poky;
cnoHcop - Sanofi-Aventis Recherche & Developpement, France (CaHodi-ABeHTic Peluepll e [leBesionmat,
PpaHLis)

3aaBHuK - TOB «MAPEKCE/T YkpaiHa»

8. 3miHa BignoBiganbHOro gocnigHMkKa B Micui NpoBeAeHHA K/iHIYHOro BUNPOGYBaHHA A0 NPOTOKOY
KNiHIYHOrO A0CAIMKEHHS «BigKpMTe NOAOBXEHEe AOCNIAXKEHHS YyONniTyKCMMaoy y nauieHTiB i3 peungnBHuM
PO3CisiHUM CKNepo3om», kog gocnimpkeHHs TG1101-RMS303, sepcis 4.0 Big 31 ciuHa 2024 poky; CNOHCop -
Tifxn TepanbioTuke, IHK., CLLA (TG Therapeutics, Inc., USA)

3asaBHuK - TOB «K/IHIYHI BUTTPOBYBAHHSA», YkpaiHa

BYNO

CTANO

BO.M.H., npodp. lutBuHeHko H.B.

KomyHasnbHe nignpmemctsBo «[lMontaBcbka obnacHa
KniHiyHa nikapHa  iMm. M.B.  CkiithocoBCbKOro
MonTtaBcbkoi  06/1acHOT  pagu», HEeBPOJOrivyHe
Bio4i/1IeHHs, [oNTaBCbKUA [EePXaBHWUI MeaVNYHWIA
yHiBEpcUTeT, Kadpegpa  HEpPBOBUX  XBOPOO,
M. NonTasa

A-M.H., npod., 3aB. Kadheapu JenbBa M.HO.
KomyHasnbHe nignpuemctsBo «[llontascbka obnacHa
KniHiyHa nikapHa  iMm.  M.B.  CkiichocoBCbKOro
MonTtaBcbkoi  06nacHoi paau», HEeBpPOJIoriyHe
BigAiNeHHs, MNoNTaBCbKUA [epXaBHWUI MeaNYHWI
yHiBepcuTer, Katheapa  HepBOBUX  XBOPOO,
M. [NonTasa

9. OHoBneHui MpoToKoN KniHiuHOro Bunpo6yBaHHA VIB0551.P3.S1, Bepcis 8.0, 13 BepecHa 2023 p.,
aHrniiicokoto MoBoto; IHdhopmaunia gnsa yyacHuka gocnimxkeHHs i dopma iHchopmoBaHOI 3rogu:
FopaitizoH Tepan'toTikc AiipneHg AIEACi (goyipHA KomnaHisi, WO MOBHICTIO HaNeXWUTb KOMMaHii
«AMpKeH [HK.»)_VIB0551.P3.S1_OcHoBHa ®PI3 pana nepiogy noABIAHOrO CfiNOro nikyBaHHA_
YkpaiHa_aHrniiicbkoro moBoto_5.0_14 nuctonaga 2024 poKy Ha OCHOBi Maiictep-Bepcii ®PI3 pns
nepiogy noagiiiHoro cninoro nikyBaHHA_6.0_04 nuctonaga 2024 poky; IHopmauis gna yyacHuka
pocnimpkeHHa i ®opma iHpopmoBaHoi 3roau: MopaiizoH Tepan'totikc AlpneHg AIERCi (gouipHA
KOMNaHisi, WO MOBHICTIO HaNeXuUTb KoMmnaHii «AmmkeH IHK.») VIB0551.P3.S1_OcHoBHa ®PI3 ansa
nepioay NoABifiHOro cninoro slikyBaHHA_YKpaiHa_yKpaiHCbKoo MoBo_5.0_14 nuctonapa 2024 poky
Ha OCHOBIi MmaiicTep-Bepcii ®I3 gnA nepiogy noagiiiHoro cninoro nikyBaHHs_6.0_04 nuctonaga
2024 poky; IHchopmauia gnAa yyacHuka pgocnigpkeHHA i dopma iHopmoBaHoi 3rogu: Fopaii3oH
Tepan'totikc AiipneHg AIEWCi (gouvipHA KomMnaHifl, WO NOBHICTIO Ha/MeXWUTb KOMMNaHii «AMIKEH
IHK.»)_VIB0551.P3.S1_OcHoBHa ®I3 pana nepiogy MNOABIKHOINO C/iNOro nikyBaHHsA_YKpaiHa_
pocilicbkolo moBoto_5.0_14 nuctonaga 2024 poKy Ha OCHOBIi Maiictep-Bepcii ®PI3 gna nepiogy
nopBifiHoro cninoro JnikyBaHHA_6.0_04 nuctonaga 2024 poky; IHdopmauia ana ydacHuKa
pocnimpkeHHA i ®Popma iHhopmoBaHoi 3roau: MopaiizoH Tepan'totikc AipneHg AIERCi (gouipHA
KOMNaHisi, WO MOBHICTIO HaNeXuUTb KoMmnaHii «AmmkeH IHK.») VIB0551.P3.S1_OcHoBHa ®PI3 ansa
nepioay BiAKPUTOro NiKyBaHHA_YKpaiHa_aHriiicbkolo moBoto_5.0_14 nuctonapa 2024 poKy Ha OCHOBI
Maiictep-Bepcii PI3 gna nepiogy BigkpuToro sikyBaHHA_6.0_04 nuctonaga 2024 poky; IHcopmauis
ANA ydacHuKa gocnimkeHHa i ®opma iHpopmoBaHoi 3rogu: MopaiizoH Tepan'toTikc AiipneHpg OiEACi
(poYipHA KOMNaHifA, WO MOBHICTIO HAIEXUTb KOMNaHii «AMapKeH IHK.»)_VIB0551.P3.S1_OcHoBHa ®I3
ANns nepiogy BiAKPUTOro ikyBaHHS_YKpaiHa_yKpaiHCbKoio moBoto_5.0_14 nuctonaga 2024 pokKy Ha
OCHOBI MaiicTep-Bepcii ®I3 ansa nepiogy BigkpuToro nikyBaHHA_6.0_04 nuctonaga 2024 poky;
IHchopmauia ana ydyacHuka pgocnigkeHHA i ®opma iHchopmoBaHOi 3rogu: lopaiisoH Tepan'loTikc
AiipnenHg  AIiENCi  (gouipHA  KOMMaHiA, WO TMOBHICTIO HaIeXUTb KOMMaHii  «AMOKeH
IHK.»)_VIB0551.P3.S1_OcHoBHa ®PI3 pna nepiogy BigKPUTOro siKyBaHHA_YKpaiHa_poCiliCbKOIo
MmoBoto_5.0_14 nuctonapga 2024 poky Ha OCHOBi Malictep-Bepcii ®I3 gna nepiogy Bigkputoro
nikyBaHHA_6.0_04 nuctonaga 2024 poky; ®opma 3roau Ha HagaHHs iHcopmauii Woao BariTHOCTI:
FopaitizoH Tepan'loTikc AiipneHg AIEACi (aoyipHA KomnaHisi, WO MOBHICTIO HaNeXWUTb KOMMaHii
«AMmKeH IHK.»)_VIB0551.P3.S1_®I3 Ha HapgaHHA iHdopMauii woAo BariTHOCTI ANA  YKpaiHu_
aHrnificbkoro moBoto_Bepcis 5.0_14 nuctonaga 2024 poKy_Ha OCHOBI Malictep-Bepcii P13 ana BaritHOI
napTHepku_Bepcia 7.0_04 nuctonaga 2024 poky; dopma 3roau Ha HafgaHHA iHdopmauii wopno
BariTHocTi: FopaiizoH Tepan'toTikc AhpneHg OIEACiI (AOYipHA KOMMaHis, WO MOBHICTIO Ha/EXUTb
KoMnaHii «AmmpkeH IHK.») VIB0551.P3.S1_®I3 Ha HagaHHA iHcopmauil wopo BaritTHOCTi AnA
YKpaiHu_ykpaiHCbKolo mMoBOIO_Bepcis 5.0_14 nuctonaga 2024 poky_Ha OCHOBi MaiicTtep-Bepcii ®PI3
AN BariTHOI napTHepKu_Bepcia 7.0_04 nuctonaga 2024 poky; ®opma 3rogm Ha HagaHHA iHopmauii
oo BaritTHocTi: Fopaii3oH Tepan'toTikc Aiipnenpg AiEACi (go4vipHA KOMNaHifA, WO NOBHICTIO HANIEXUTb
KOMRNaHii «KAMgKeH IHK.»)_VIB0551.P3.S1_®I3 Ha HagaHHA iHchopmau,il wo0 BariTHOCTI A4na YKpaiHu_
pociiicbkolo MoBoto_Bepcifa 5.0_14 nuctonaga 2024 poKy_Ha OCHOBI MalicTep-Bepcil PI3 gna BaritHOT
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napTHepku_Bepcia 7.0_04 nuctonaga 2024 poky; IHhopmauis gna yyacHuka gocnipkeHHs i dopma
iHhpopmoBaHoi 3rogu: MopaiizoH Tepan'totikc AipneHg AOIEiACi (AouvipHA KOMMaHis, WO NOBHICTIO
HaneXuTb KomnaHii «AMakeH IHK.»)_VIB0551.P3.S1_®I3 gnsa nepiogy nopanblioro cnocrepeXeHHs
ANA OUiHKK Ge3neku_YKpaiHa_aHrnilicbkoto moBoto_3.0_14 nuctonaga 2024 poky Ha OCHOBI MaiicTep-
Bepcii ®I3 ana nepiogy nofanbLOro CrnocTtepeXxeHHs AnA ouiHkm 6esnekun_3.0 04 nucronaga
2024 poky; IHchopmauia gna yydacHuka pgocnigkeHHA i dopma iHopmoBaHoi 3rogu: FopaiizoH
Tepan'totikc AiipneHpg [LIENCi (gouvipHA KOMMNaHis, WO NOBHICTIO Ha/IEXUTb KOMMAaHii «AMpPKEH
IHK.»)_VIB0551.P3.S1_®I3 pana nepiogy nopanbLIOro CHNOCTEPEXEHHA AMA OUiHKM 6e3neKkn_
YKpaiHa_yKpaiHcbkolo moBoto_3.0_14 nuctonaga 2024 poky Ha OCHOBIi Maiictep-Bepcii ®I3 ansa
nepioay noganbLIOro cnoctepeXxeHHA AnA ouiHkn 6e3neku_3.0_04 nuctonaga 2024 poky; IHchopmau,is
ANA ydacHuKa gocnigkeHHA i Popma iHcbopmoBaHoi 3rogu: MNopai3oH Tepan'totikc Alipnenpg AiENCi
(poYipHA KOMNaHifA, WO NOBHICTIO HaNeXWUTb KOMNaHii «AmMmKeH IHK.») VIB0551.P3.S1_®I3 ansa
nepiogy nopanblUOro CMNOCTEPEXEHHA A/ OuiHKM Ge3neku_YKpaiHa_pocilicbkoo moBoio_3.0_
14 nuctonaga 2024 poKy Ha OCHOBi MaiicTep-Bepcii ®I3 gnA nepiogy NofanbLIOro CNOCTEPEXEHHSA
AnA ouiHkn 6e3nekn_3.0_04 nuctonaga 2024 poky; 3miHa Ha3BU Ta agpecun KoMmnaHii-cnoHcopa; KapTka
nauieHta gocnimxeHHs 3a MpoTtokonom VIB0551.P3.S1 (MINT), B3|28-)KOBTHSA-2024, aHrniiicbKkoto,
YKpaiHCbKOLO, pociiicbkolo mMoBamu; IHhopmayliiHMiA NUCT Nikapro 3araibHOT NpakTuknu: Mopaii3oH
Tepan'totikc AiipneHpg [LIEWCi (godvipHA KOMMaHis, WO NOBHICTIO Ha/IEXXUTb KOMMAHii «AMPKEH
IHK.»)_VIB0551.P3.S1_IHdhopmaLiiiHAI INCT J1iKapio 3ara/ibHOT NPaKTUKN_aHIiiCbKOK, YKPAIHCBLKOIO,
pociiicbkolo moBamu_B2.1_12 nuctonapga 2024 p.; OHOB/ieEHe AOCbE [OC/iIAKYBAHOIO NiKapCbKOro
3aco6y IHeGinisymao Bepcia 3.0 Big 22 nuctonaga 2024 poKy, aHriNCbKOWO MOBOLO; 36i/fiblUEHHA
TEepMiHy NpuaaTHOCTI 4OCNigKYBaHOrO liKapCbKOro 3aco6y iHe6inisymao (inebilizumab), koHueHTpaT
ANna po3uuHy pnsa iHdysii 10 mr/mn, go 60 MicAUiB 40 NPOTOKOAY KAIHIYHOrO AOCNiAKEHHS
«PaHgomizoBaHe, noAgiliHe-cnine, 6aratoueHTpoBe, nnauebo-KOHTPO/bOBaHE A[OCAIMKEHHA dasn 3 3
BIAKPUTUM NepiogoM AN OUiHKM edpeKTUBHOCTI Ta 6e3neyHocTi iHe6inisymady y Aopocnnx nauieHTiB 3
MiacTeHielo rpasic», kog gocnimkeHHs VIB0551.P3.S1, Bepcia 7.0, 13 BepecHs 2023 p.; cnoHcop - «Biena
Baito, IHk./ TopaiizoH Tepan'toTikc Anpneng [iERCi (Fopai3oH Tepan'toTikc)» [Viela Bio, Inc./Horizon
Therapeutics Ireland DAC (Horizon Therapeutics)], IpnaHgis
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BYJIO

CTAJIO

«Biena balio, IHk./ [opatizoH Tepan'tomikc
AlipneHo [IEGCI (MopalizoH Tepan'rtomikc)»
[Viela Bio, Inc../Horizon Therapeutics Ireland
DAC (Horizon Therapeutics)];

Aodpeca B8 €C: 70 CeliHm CmiseH'c IpiH, Ay6iH
2, D02 E2X4, IpnaHOin [70 St. Stephen’s Green
Dublin 2 D02 E2X4 Ireland];

«lopalizoH Tepan'tomikc AdlipsieHd JiEGCi»
[Horizon Therapeutics Ireland DAC] (Oou4ipHsi
KOMMaHisi, o rnepebysae y nosHill si1acHocmi
KomnaHii «KAMOXxeH IHK.» [Amgen Inc.])

Adpeca 8 €C: [Tommepi Poyo, AaH Jlepi, y61iH,
A96 F2A8, IpnaHois [Pottery Road, Dun
Laoghaire, Dublin, A96 F2AS8, Ireland]

Adpeca 8 CLUA: 1 rlopatizoH Bet, Aipginod,
wmam Innidotlic 60015 CLUA [1 Horizon Way,
Deerfield IL 60015 USA]

10. OHoBneHuii MpoTokKon KAiHIYHOIO p[ociigKeHHs, nonpaBka 3, Bepcia 3.0 Big 30 cepnHA
2024 p.; bpowypa pgocnigHuka, CT-P51 (Pembrolizumab), Bepcisa 3 Big 7 xoBTHA 2024 p.; CT-P51 1.1
IHcbopmaunia ana nauieHTa Ta cpopma iHhopmoBaHoi 3rogu, Bepcia ansa Ykpainu 3.1.0 Big 09 rpyaHsa
2024 p. ykpaiHcbkoio MoBoto; CT-P51 1.1_IHcdopmauiiiHuii NUCTOK nauieHTa 3 iHcopmauiero npo
KOMNneHcauito, Bepcia ana Ykpaiiu V3.0 Big 09 rpygHAa 2024 p. ykpaiHCbKol MoBor; CT-P51 1.1_
®dopma iHhopmoOBaHOI 3rogu OnA OTPUMAHHA KomMeHcauii nauieHTy uvepe3 cuctemy NeSPaT gns
Ykpainu_epcia 1.0_09 rpygHa 2024 p._yKpaiHCbKOIO MOBOK; OHOBJIEHIi KOPOTKi XapaKTepucTuku
npenapary KITPYOA®, Keytruda, 100mr/4mn po3umHy npenapaty nemoponisymao; 100 mr/4 mn
(25 mr/imn) KOHUEHTpAaT AN po3uuHy s iHdysiid, Bepcis Big BepecHs 2024 p. ans KpaiH €EC Ta Bepcis
Bif BepecHs 2024 ansa CLUA; Jocbe pocnimxysaHoro nikapcbkoro saco6y (IMPD), CT-P51, sepcis 1.3
BiA 10 rpyaHa 2024; CT-P51 1.1 /lucT Big, nikapa Ao nikapa Bepcia 1.0 Big 13 rpyaHa 2024 ykpaiHCbKOKO
MoBoto; CT-P51 1.1 IHdhopmauiiiHUiA NNCT [0 NikapA 3arasibHOI NpakTuky Bepcisa 1.0 Big 19 rpygHs
2024 ykpaiHCbKOK MOBOIO [0 MPOTOKO/Y KAiHIYHOro AocnimkeHHs «[loggiiiHe cnine, paHAoMi3oBaHe,
KOHTPO/IbOBaHe aKTUBHVMM MpenapaToM AOCAiMKeHHA dasn 1 y TpbOox napanesibHuWX rpynax Ans OuiHKu
hapmakoKiHETMYHOIT NMOAIGHOCTI TPLOX Nikapcbknx hopM neméponisymady (npenapaty CT-P51, npenapaty
KitTpyaa, cxBaneHoro B €C, i npenapaty Kitpyaa, niueHsosaHoro B CLUA) B AKOCTi af’toBaHTHOT Tepanii y
naLieHTIB i3 NOBHICTIO BuganeHo menaHomoto ctagii 1B, 11C 1a lll», kog gocnigpkenHs CT-P51 1.1, Bepcis 2.1
Bif 25 6epe3Hs 2024p.; cnoHcop - «CEMNNTPIOH, IHk.» Pecny6nika Kopesi (CELLTRION, Inc. Republic of
Korea)
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11. OHoBneHuit MpoToKoN KAiHiuHOro BunNpoGyBaHHA SGR-1505-101, Bepcia 11.0 Big 13 rpygHsa
2024 poKy, aHrniiicbkoro MOBOK; OCHOBHa |Hdhopmauia AnA ydacHuka pocnimkeHHs i dopma
iHdbopMoBaHoI 3rogu Ta [L03BiN1 HA BUKOPUCTAHHS i PO3ro/IOLEHHA 3aXuULLeHOoi MeguyHoi iHchopmadii,
SGR-1505-101, gna YkpaiHu, Bepcisa 2.0 Big 24 rpygHa 2024 poky Ha OCHOBi Mmaiictep-Bepcii 5.0,
OcHoBHOI PI3 gna €C, Big 17 rpyaHsa 2024 poKy, aHIMMiliCbKOIO Ta yKpaiHCbKOlo MmoBamu; LLlogeHHUK
y4yacHuKa gocnimxkeHHs, F'pyna A, Lukn X, SGR-1505-101, Bepcisa 5.0 Big 20 nucrtonaga 2024 poky,
AHINIACbKOIO Ta YKpaiHCbKOK MoBamu; LLloaeHHMK y4dacHuka pgocnigkeHHs, Fpyna B, Lukn X,
SGR-1505-101, Bepcisa 5.0 Big 20 nuctonaga 2024 pokKy, aHIMINCbLKOK Ta YKPaiHCbKOK MOBamu;
LLoaeHHUK yyacHUKa gocnigpkeHHsA, Fpyna A, Uuknu 1-4, SGR-1505-101, Bepcis 8.0 Big 20 nuctonaga
2024 poKy, aHINiNCbKOIO Ta YKpaiHCbKOI0 MoBamu; LLLloaeHHUK yyacHUKa gocnigkeHHs, Fpyna B, Uuknn
1-4, SGR-1505-101, Bepcis 5.0 Big 20 nuctonaga 2024 pokKy, aHrMilicbKOK Ta YKPaiHCbKOK MOBaMu 10
NpoTOKONY KAiHiYHOro pgocnigxkeHHa «®A3A 1, BIOKPUTE, BATATOLUEHTPOBE AOCHIAXEHHA 3
ECKANALIEID A03M ANA OLUIHKM MPEMAPATY SGR-1505 PV MOrO 3ACTOCYBAHHI $K
MOHOTEPAMIT ¥ MALJIEHTIB 31 3N0AKICHAMW HOBOYTBOPEHHAMWM 31 3PINNX B-KMITWH», kog,
pocnipkeHHa SGR-1505-101, sepcia 10.0 Big 02 cepnHa 2024 poky; cnoHcop - LpbogiHrep, IHk., CLUA
[Schrodinger, Inc., USA]
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