Jopatok 1

«Mepenik cyTTEBMX MONpaBoOK A0 MPOTOKONIB K/iHIYHUX BUNPOOGYBaHb, PO3IMIAHYTUX Ha 3acifaHHi
HTP Ne 35 Big 18.09.24, Ha ki 6y/1n oTpUMaHi NO3UTUBHI BUCHOBKU eKCnepTiB»

1. OHoBneHwuii npotokon 1346-0014, Bepcia 3.0 Big 18 BepecHAa 2023 poKy; 3MmiHA Ha3BU NMPOTOKOMY
KNiHiYHOro BunpoG6yBaHHA 1346-0014; OHOBJ/IEHHA Ha3BU [OC/iIfKYBAHOrO NMiKapCbKoro 3acoby 3
Bl 425809 Ha IkneneptuH (Bl 425809); Bpowypa gocnigHMkKa AOCMILKYBAHOIO JliKAPCbKOro 3acooy
ikneneptuH (Bl 425809), Bepcia 14 Big 10 uepBHA 2024 poKy, aHrNilicbKko MOBOLO; IH(hopMmauis ans
YYacHUKIB gocnimKeHHs i oopma 3rogm yyacHUKIB AoCniMKeHHs, Bepcia ana Ykpaiin M_06_UKR02
Big 17 nunHa 2024 poky, Bepcia 01 ykpaiHCbKolo MoBo1; IHchopmauisa i dhopma 3roau gnsa naptHepa B
pocnipxkeHHi, Bepcia ana YkpaiHu O1_05_UKRO02 Big 17 nunHsa 2024 poky, Bepcis 01 ykpaiHCbKOo
MoBoto; IHchopmauia | hopma 3rogm ans ydacHUKIB AOCNIMKEHHA A1 nepeadi 3pa3Ka Ha 36epiraHHA
B 6io6GaHKy, Bepcia ana YkpaiHu B_02_UKRO02 Big 17 nunHa 2024 poky, Bepcisa 01 yKpaiHCbKOI MOBOIO;
lpeHTUdiKaliiHa KapTKa yyacHUKa KniHiYHOro gocnigkeHHs, Bepcia 2.0 ana YkpaiHu Big 29 notoro
2024 poKy, yKpailHCbKOI0 MOBO0; KapTka «KopoTKke HaragyBaHHsI», Bepcisi 1 ana YkpaiHu Big, 19 cepnHsA
2021 pokKy, yKpalHCbKOO MOBOIO; [MOCIOHMK WOAO Bi3UTIB, NepeAGauvyeHUX Yy AOCNIMKEeHHI_Ans
y4yacHuKiB gocnigxeHHa CONNEX-X, Bepcifi 1 ana Ykpainu Big, 15 nuctonaga 2021 poKy, yKpaiHCbKOIO
MoBoto; IHhopmauiiHnii GloneTeHb_Bunyck 1, Bepcia 1 ana YkpaiHu Big 07 rpygHa 2021 poky,
YKpaiHCbKOIO MOBOIO; IHhopmauiiiHuii 6roneTeHb_BUNYCK 2, Bepcia 1 gna YKpaiHu Big 07 rpygHsa
2021 poKy, YKpaiHCbKOKO MOBOIO; IHhopmauiliHuii GloneTeHb_BuUNyck 3, Bepcia 1 gna Ykpaiuu Big 07
rpygHAa 2021 pokKy, yKpaiHCbKOK MOBOIO; IH(hopmauiliHuia 6loneTeHb_Bunyck 4, Bepcisa 1 gna YkpaiHu
Big 23 nuctonaga 2021 poky, yKpaiHCbKol MoOBOMO; IHchopmauiiHa 6powypa «lHcopmauis npo
pocnimpkeHHA CONNEX-X_/[na noTeHUiliHMX napTHePiB y AocnimKeHHi», Bepcia 1 ana YkpaiHu Big 15
nuctonaga 2021 poKy, yKpaiHCbKOK MOBOWO; IHhopMmauiiHa Gpowypa «[ligTpumMka napTtHepa no
pocnipkeHHo», Bepcia 1 ana YkpaiHu Big 15 nuctonaga 2021 poky, YKpaiHCbKOO MOBOI; KapTka
noAasikyM 3a yyacTb Yy KiiHidyHoMy gocnigxkeHHi CONNEX-X, Bepcia 1 gna YkpaiHu Big, 13 )oBTHA 2021
POKY, YKpPaiHCbKOIO MOBOIO; MOAOBXEHHS TPUBAJIOCTI KMIHIYHOro BUNpPOGyBaHHA B YKpaiHi go 18
rpyaHs 2025 poky; Jocbe [OCifAKyBaHOro jslikapcbKoro 3aco6y, Bepcis 02 Big 05 )xoBTHA 2022 poky,
aHrnincbKo MOBOIO; 3anydyeHHA Boehringer Ingelheim Pharma GmbH & Co. KG, HimeuuuHa, sk
[O0[ATKOBOI BMPOGHUYOI AinbHULI AOCNigKyBaHOro nikapcbKoro 3aco6y ikneneptuHy (Bl 425809),
TabneTkn, BKPUTI NAIBKOBOKO OOOJ/IOHKO; MOAOBXEHHS TepMiHYy MNpuUAaTHOCTI AOCNimKyBaHOro
niKapcbKoro 3aco6y ikneneptuHy (Bl 425809), TaGn1eTKK, BKPUTI N1iIBKOBOIO 060/I0HKOIO A0 60 MicsLiB;
3pa3ku MapkyBaHHA npenapaty Bl 425809, taGnetku, BKpUTi NNiBKOBOKO 0GONMOHKOW, 10 mMr Bipg,
12 xoBTHA 2023 poOKY, aHrNifNCbKOK Ta YKPAiHCbKOIO MOBaMM [0 MPOTOKO/Y KMiHIYHOTO AOCAIAKEHHS
«BigkpuTe, po3LmMpeHe AOCNIMKEHHA 3 OAHIE rPYNoto NiKyBaHHA 415 BUBYEHHSA [OBrOCTPOKOBOI 6e3NeYHOCTi
npenapaty Bl 425809 npu npuiiomi oguH pa3 Ha f06y B NaLieHTIB i3 LM30GPEHIELD, SKi 3aBEPLUMAN YHacTb Y
nonepefHix pocnimxkeHHax Il dasu npenapaty Bl 425809 (CONNEX-X)», kog, gocnigpkeHHs 1346-0014,
Bepcisa 1.0 Big 15 6epesHs 2021 poky; cnoHcop - «bepiHrep IHrenbxanm PLIB Mvu6X eng Ko KIM», AscTpis /
Boehringer Ingelheim RCV GmbH & Co KG, Austria, CT Disclosure & Data Transparency, Germany3asBHUK -
MignpremcTso 3 100% iHO3eMHOI0 iHBecTULiel «AKFOBIA PAC YkpaiHa»

BYJIO

CTAJIO

«BigkpuTe, po3wuMpeHe [OOCNIMKEHHA 3 OfAHIE
rpynok NiKyBaHHS A5 BMBYEHHS LOBrOCTPOKOBOT
6e3nevyHocTi npenapaty Bl 425809 npu npwuiiomi
O[IMH pas Ha A006y B NALJEHTIB i3 WN30peHieto, SKi
3aBepLUUIM yyacTb Yy nonepegHix gocnigxeHHsax Il
thasn npenapaty Bl 425809 (CONNEX-X)»

«BigkpuTe, po3lmMpeHe [OCMIMKEHHS 3  OfHIE
rPynor NiKkyBaHHA A/11 BMBYEHHS [LOBrOCTPOKOBOI
6e3neyHocTi npenapaty IknenepTuH npu nNpuiiomi
OAMH pa3 Ha Aoby B MauUieHTIB i3 LWUN30GIPEHIEtD, SKI
3aBepLUMIM y4HacTb Yy nonepegHix gocnimkeHHsx Il
dhasn npenapaty IkneneptuH (CONNEX-X)».

BYJIO

CTA/O

Bl 425809

IknenepTuH (Bl 425809)

2. 36inbLUEHHSA KiNbKOCTI gocnigkyBaHuX B YKpaiHi Big nonepeaHbO 3ansaHoBaHol 3 66 go 80 oci6 o
MPOTOKO/TY  K/HIYHOTO  JochifpkeHHs «PaHgomizoBaHe, noAgifiHe cnine, niaueb0-KOHTPONbOBaHeE,
6araToLeHTpoBe gocnifxeHHsa dasu Il ang ouiHkM edpekTUBHOCTI Ta 6e3neyHocTi npenapaty ABX464 oauvH
pas Ha foby Ans iHAYKUINHOT Tepanil B NauieHTIB 3 akTUBHMM BUPa3KOBMM KOJ1ITOM Bif, CEPeAHbOro 40 TSHXKKOro
CTYMeHA TAXKKOCTI», Ko AocnigxeHHs ABX464-106, sepcia 4.1 Big 03 nuctonaga 2023 poky; CNOHCOpP -
ABIVAX, ®paHuin
3anBHuK - MignpuemcTso 3 100% iHo3emHol iHBecTuLjeto «AVK'IOBIA PAC YkpaiHa»



3. 36inbLUEHHSA KINbKOCTI gocnigpkyBaHuX B YKpaiHi Big nonepeaHbO 3ansaHoBaHol 3 66 go 80 oci6 o
MPOTOKO/TY  K/HIYHOTO  JochifpkeHHs «PaHgomizoBaHe, noApifiHe cnine, naueb0-KOHTPONbOBaHE,
baraToueHTpoBe gocnigxeHHsa dasu Il ans ouiHkM edpekTUBHOCTI Ta 6e3neyHocTi npenapaty ABX464 oauH
pa3 Ha fo6y Ans iHAYKUiiHOT Tepanii B NauieHTiB 3 aKkTUBHUM BUPAa3KOBUM KOJTITOM Bif, CEpeAHbOro A0 TSHXKOro
CTYMEeHA TSAXKKOCTI», kof pAocnigxkeHHs ABX464-105, sepcia 4.1 Big 03 nuctonaga 2023 poky; CNOHCOpP -
ABIVAX, ®paHuis
3anBHuK - MignpuemcTso 3 100% iHo3eMHol iHBecTuLjeto «AVK'IOBIA PAC YkpaiHa»

4. 3anyyeHHs [OAATKOBUX MicUub NPOBeAEeHHSA KMIHIYHOro BMNPOGYBAaHHA A0 MPOTOKO/Y K/iHIYHOro
pocnimpkeHHs «[lloAgiiiHe cnine [OCAIMKEHHA B nNapasiefibHuUX rpynax Ansi BUBYEHHS MNOPIBHS/IbHOT
edheKTMBHOCTI, 6e3MneyHOCTi Ta iMyHOreHHocTi AVT16 Ansi BHYTPILLHbOBEHHOIO BBEAEHHS i npenapaTy
EHTMBIO® y 40/0BIKiB i XiHOK Bikom Big 18 fo 80 pokiB BK/IOYHO 3 aKTUBHUM BMUPA3KOBWUM KOJIITOM Bif,
NMOMIPHOTO [0 TSXXKOro CTyneHs», ko4 aocnimkeHHa AVT16-GL-C01, sBepcia 3.0 (nonpaska 2.0) Big 02 nitoToro
2024 p.; cnoHcop - AnBotek Csicc Al LWeeinuapis (Alvotech Swiss AG, Switzerland)
3asBHNK - TOBAPUCTBO 3 OBMEXEHOIO BIAMNOBIAANBHICTHO «MiMifli KOKPEWH», Ykpaina

Ne M.1.6. BignoBigasibHOro AocnigHvKa

n/n HasBa Micusa NnpoBeAeHHs KNiHIYHOro BUNPo6yBaHHS

1. O.M.H., npod. buukos M.A.

KomyHasibHe HekomepuiiHe nignpuemMcTBO «J/IbBIBCbKE TepuTOpiasilbHE MeguvHe 06’€AHaHHS
«baratonpogisibHa K/iHiYHA NiKapHA [HTEHCMBHUX METOZIB JliKyBaHHA Ta LWBUAKOI MeAUYHOT
gonomoru», LleHTp Tepanii BigokpemneHoro nigposginy «JlikapHsa CsaAToro [lMaHTeneriMoHa,
JIbBiBCbKMIA HaUiOHa/IbHWIA MeauuHWIA yHiBepcuTEeT iMeHi JaHuna Fanvubkoro, kadgegpa tepanii
Nel, MeanuyHOI AiarHOCTUKK Ta remaTonoril i TpaHcdyy3sionorii hakybTeTy NiCAAAMNIOMHOT OCBITH,
M. JIbBiB

2. K.M.H. BuwimsaHiok B.1O.

KomyHasnbHe HekomepujiiHe nignpuemcTBo «O6acHa KhiHiYHa fikapHa IBaHO-PpaHKiBCbKOT
obnacHoi pagm», raCTpOeHTEepPOosIorivyHe BiaAiNneHHs, IBaHo-PpaHKiBCbKUIA HALOHaTbHUIA MeANYHWIA
yHiBepcuTeT, kKadpegpa BHYTPIWHLOT MeauumMHu Nel, KniHiYHOT iMyHonorii Ta anepronorii
iM. akageMika €.M. Heiika, M. IBaHO-®paHKiBCbK

3. A.M.H. FonosueHko O.l.

ToBapucTBO 3 0OMEXEHOW BignoBiganbHicTio «Meanunnii LleHTp Xenc Kninik», MeguuHuii
KNIHIYHWIA  JOC/IAHVMLBKUIA UEHTP, BiAA4i racTpOeHTeposIorii, renarosiorii Ta eHAOKPUHOJIOTIT,
M. BiHHMUS

4. nikap doHeub A.T.

MeamnyHuii LEHTP TOBapMCTBa 3 06MEXEHO BiAMOBIfaNbHICTIO «Menbya-KniHik», cnevianizoBaHe
racTPOEeHTepo/IorivyHe BigaineHHsi, M. Knis

5. K.M.H. ly6osuin B.A.

KomyHanibHe HekomepLiiHe nignpueMcTBO «KMiBCbKa MiCbka KniHiuHa nikapHsi Ne18» BUKOHaABYOro
opraHy KwuiBcbkoi Micbkoi pagn (KWIBCbKOT MICbKOI AepXaBHOI agMiHicTpalii), NpPoKTonoriyHe
BigAiNeHHs, M. Kuis

6. A.M.H., npod. 3axapaw HO.M.

MeanyHWin LeHTP TOBapUCTBa 3 06MEXEHOI BigNoBigasibHICTIO «ApeHcis EkcniopaTopi MegiciH»,
BiAA1 KNiHIYHMX focaigpKeHb, M. KuiB

7. K.M.H. Jleowwuk O.B.

KomyHanbHe HekomepuiliHe nignpuemctBo JIbBiBCbKOI 06nacHOi paan «J/lbBiBCbka ob6sacHa
KNiHiYHa NikapHs», NPOKTO/OrNYHe BiaAiNeHHs, JIbBIBCbKUIA HALiOHa/TbHUIA MeANYHWIA yHIBEpCUTET
iMmeHi laHnna Manuubkoro, kadpeapa xipyprii Nel, M. /IbBiB

8. nikap NorgaHigi T.1.

KomyHasibHe HekomepuiiiHe nignpueMcTBo KuiBcbkol 06/1acHoi pagmn «KniBcbknini 061acHWin LeHTp
peabiniTauiinHol MeauUUHNY», TepaneBTUYHE BiadineHHs, M. Kuis

9. 3aB. Bid. Piwko A.9.

KomyHasnlbHe  HekOMepuiiiHe nignNpueMCTBO  «3akapnaTcbka 06s1acHa  K/iHIYHA  JlikapHs
iMmeHi AHApis HoBaka» 3akapnatCbkoi 06/51acHOI paau, racTpOeHTEeposioriyHe BiafiNeHHs,
M. Y)Xropop,

10. | A.M.H., npoch. CTaHicnaBuyk M.A.

KomyHasnlbHe  HekoMmepLiiiHe  nigNpMEMCTBO  «BiHHMUbKA o06nacHa  KiHiYHa  flikapHs
iMm. M.I. TMuporoBa BiHHMLbLKOI o06nacHoi paan», O6nacHWiA cnewianizoBaHUA  KNiHIYHWIA
racTPOEHTEPONIONYHUA  UEHTP,  BiHHMUBKWI  HauiOHaNbHUIA  MEAWYHWIA  YHiBepcuTeT
iMm. M.I. Muporosa, kadhegpa BHYTPILWHLOT MeanumHn Nel, M. BiHHMUA

11. K.M.H. Tomatukesny I'.1.

MpuBaTHe MaJsie NianPUEMCTBO, MeANYHMWIA LEeHTP «ITynbc», TepaneBTUYHE BiaaineHHs, M. BiHHULS




12. | A.M.H., npocp. LLeBuyk C.B.

KniHika HaykoBo-focnigHOro iHCTUTYTY peabinitauii ocié 3 iHBanigHicTio (HaBYasIbHO-HAYKOBO-
NiKyBaJIbHUI KOMM/IeKC) BiHHMLBKOrO HalioHa/IbHOTO MeauyHOro yHisepcuTeTy iM. M.1. MNMuporosa,
TepaneBTWYHe BiAAiNeHHS, BIHHALLKNIA HaLiOHa/TbHUIA MeanyHWiA yHiBepcuTeT iM. M.I. MNuporosa,
Kathbesipa BHYTPIiLWHbOT MeanumHM No2, M. BiHHUUA

5. OHoBneHwnii MpoTokon KniHidHOro pocnipkeHHa LTE15174, Bepcia 06 Big 02 TpaBHA 2024 p.;
Bpouwypa gocnigHuka SAR439774 - fitusiran, BugaHHAa 14 Big 27 notoro 2024 poKy, aHrNiliCbKOLo
moBoto; Bpowypa pocnigHuka SAR439774 - fitusiran, BugaHHa 15 Big 16 TpaBHA 2024 poOKy,
aHrniicokoto MoBol1o; IHhopmauisa gnsa nauieHTa Ta popma iHhopmoBaHOiI 3roaun AnA YKpaiHu, Bepcis
7.0 Big 7 uepBHA 2024 p., aHrNiiicbKo MOBOLO; IH(hopMauis ana nauieHTa Ta popma iHpopmoBaHoOI
3rogu ana YkpaiHm, sepcia 7.0 Big 7 uepBHsa 2024 p., yKpaiHCbKOIO MOBO0; IH(hopmauia ana nadieHTa
Ta popma iHpopMoOBaHOT 3rogu anAa YKpaiHu, Bepcia 7.0 Big 7 uepBHs 2024 p., pocCilicbKOO MOBOIO;
IHcbopmauia ana nauieHTa Ta hopma iHpopmoBaHOT 3rogun Ana 6aTtbKiB Ana YKpaiHu, Bepcisa 7.0 Big,
7 yepBHs 2024 p., aHrniicbKkor MoBoIo; IHchopmauis ana nauieHTa Ta oopma iHpopmoBaHOi 3roau Ans
6aTbKiB ANA YKpaiHu, Bepcis 7.0 Big 7 uepBHA 2024 p., yKpaiHCbKOIO MOBOIO; IH(hopmauis ana nauieHTa
Ta dopma iHpopMoBaHOI 3roau ANA GaTbKiB ANA YKpaiHu, Bepcia 7.0 Big 7 4depBHA 2024 p.,
pociiicbkolo MOBOIO; IHchopmauia ana yyacHuka i hopma iHchopMmoBaHOT 3rogu A/ HEMOBHOJIITHIX
oci6 BikOM Bif, 14 pokiB A0 MOMEHTY HacTaHHSl NOBHUX 18 pokiB ansa YkpaiHu Bepcisa 7.0 Big 7 uepBHA
2024 p., aHrnincbKkol mMoBOM; IHpopmauis ana ydacHuka i ¢hopma iHpopmMoBaHOI 3rogu AnsA
HEMOBHOJIiTHIX OCi0 BikOM Big 14 pokiB O MOMEHTY HaCTaHHA NOBHUX 18 pokKiB gnsa YkpaiHu, sepcisa 7.0
Big, 7 uepBHA 2024 p., yKpaiHCbKOIO MOBOIO; IH(hopmauia ana yyacHuka i popma iHdhopmoBaHoOi 3roamn
ANA HEMOBHOJITHIX OCiO BiKOM Bifg 14 poOKiB 4O MOMEHTY HacTaHHs NOBHUX 18 pokiB AnAa YKpaiHu,
Bepcia 7.0 Big 7 uepBHA 2024 p., pociiicbkold MOBOLO; IHchopmauia gnAa ydyacHuka i copma
iHcbopMoOBaHOI 3roaun AN ManoNiTHIX 0Ci6 BiKOM Bify 12 poKiB 40 MOMEHTY HaCTaHHA NOBHUX 14 pPOKiB,
Ana YKpaiHu, Bepcia 7.0 Big 7 uepBHa 2024 p., aHrnilicbkoo MOBOIO; IHchopmaLisa ana yyacHuka i
thopma iHchopmoBaHOT 3rogn ANA MasIoONiTHIX OCi6 BiKOM Big 12 pokKiB 0 MOMEHTY HAaCTaHHA NOBHUX
14 pokiB, ana YkpaiHu, Bepcia 7.0 Big 7 yepBHA 2024 p., yKpaiHCbKOIO MoBOIO; IHchopmauin ana
ydyacHuka i chopma iHhopMoBaHOI 3roau A1 MaslofiTHIX OCi6 BiKOM Bif 12 pokiB A0 MOMEHTY
HacTaHHA NMOBHUX 14 pokiB, gnsa YkpaiHu, Bepcia 7.0 Big 7 vyepBHA 2024 p., pPOCilicCbKOlO MOBOLO;
IHcpopmauia Ta chopma iHhopmoBaHOI 3roam Ha 36ip AaHUX NPO BariTHY NapTHEPKY Ta HOBOHAPOMKEHY
ANTUHY ansa YKpaidm, Bepcia 3.0 Big 7 uepBHA 2024 p., aHrnilicbKolo MoBoto; IHopMauisa Ta hopma
iHhopMoOBaHOI 3rogun Ha 36ip AaHMX NPO BariTHy NapTHEPKY Ta HOBOHAPOKEHY AUTUHY AMA YKpaiHu,
Bepcia 3.0 Big, 7 uepBHA 2024 p., yKpaiHCbKOIO MOBOIO; IHchopmauia Ta popma iHchopMoBaHOi 3roam Ha
36ip AaHMX NPO BariTHy NApTHEPKY Ta HOBOHAPOMAKEHY AUTUHY ANA YKpaiHu, Bepcia 3.0 Big 7 uepBHA
2024 p., pociicbKOI0 MOBOI0; 3pa30K KapTKu nauieHTa, Bepcia 3.1.0 Big 04 kBiTHA 2024 p., aHIMiNCbKOIO
MOBOI0; 3pa3oK KapTKu nauieHta, Bepcia 3.1.0 Big 04 kBiTHA 2024 p., yKpaAiHCbKOI0 MOBOIO; 3pa3okK
KapTKu nauieHta, Bepcia 3.1.0 Big 04 kBiTHA 2024 p., pOCificbKOIO MOBOI [0 MPOTOKO/Y KiHIYHOIO
pocnipkeHHa «ATLAS-OLE: Bigkpute focnifxeHHs1 [OBrocTPOKOBOI 6e3nekun Ta ethekTMBHOCTI ®PiTycipaHy y
nauieHTiB 3 remocpinieto A abo B, 3 abo 6e3 iHri6iTopHMX aHTUTIN A0 thakTopy 3cigaHHs VIII abo 1X», kopg,
pocnigxeHHa LTE15174, sepcisa 05 Big 12 )oBTHA 2022 p.; cnoHcop - Genzyme Corporation, USA/ )xeH3alim
KopnopeiiliH, CWA
3asBHNK - TOBAPUCTBO 3 OBMEXXEHOIO BIAMNOBIAANBHICTIO «MiMifi KOKPENH», YkpaiHa

6. 3MiHa Ha3BU Micusa NpPoBeAeHHA BMNPOGYBaHHA A0 NPOTOKOY KAiHIYHOro gocnigkeHHs «SERENA-2:
PaHgomizoBaHe, BigkpuTe, y napanenibHUX rpynax, baratoueHTpoBe AOCAIMKEHHSA dhasn 2 MNOPIBHSAHHSA
edheKTMBHOCTI Ta 6e3neYyHOCTi nepopasibHoro npenapaty AZD9833 i dynBecTpaHTa Y XIHOK 3 MOLUMPEHNUM
ER-no3ntneHum HER2-HeraTMBHMM pakom MOMOYHOI 3a/1031», KoA aocnigkeHHs D8530C00002, sepcis 6.0
Big 04 TpaBHA 2023 poky; cnoHcop - AcTpa3eHeka AbB, LBeuis / AstraZeneca AB, Sweden
3asBHuK - TOB «MAPEKCEJ YkpaiHa»

BYNO CTANO

nikap rotsko I.1O. nikap roteko 1.1O.

KomyHanbHe HekomepuiliHe nignpuemctBo | BigokpemneHuii nigpo3ain «KniHiuHa nikapHa 3
«lleHTpanibHa MicbKa  K/iHiYHA  NiKapHA» | HEBIAKNAAHUX CTaHIB Ta E€KCTPeHOi MeAuuyHOoi
YXropopgacbKoi MiCbKOT paau, MiCbkuiA | gonomMmorn» KOMyHa/IbHOrO HEKOMepLiliHOro
OHKOJIOTiYHWIA LeHTp, TepaneBTUYHe | NignpuemMmcTBa «YropoacbKa Micbka
BiagineHHsa, [epxaBHWil BUWMIA  HaBYaslbHWI | GaraTtonpodinbHa KNiHiYHa NiKapHA»
3aknap, «YXXropoacbKuii HaLjioHaNbHUI | Y)XTOPOACLKOI MICbKOI papu, OHKOJOriuHe
yHiBEpCUTET», Kadpeapa OHKonorii Ta pagionorii | BigaineHHA, [epXaBHU BULWNWIA  HaBYaU/TbHUIA
hakynbTeTy nicnsaMNAOMHOI OCBITU Ta | 3aknag «YXXropoACbKuii HauioHasTbHWi
[OOYHIBEPCUTETCHLKOT NiAroTOBKW, M. Y)Kropog, YHIiBEpPCUTET», Kadpeapa OHKosorii Ta pagionorii
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hakynbTeTy nicNsAnnNIOMHOI OCBITK Ta
[JOYHIBEPCUTETCHKOI NiArOTOBKK, M. YXXropog

7. OHOBNeHWii NPOTOKON KAiHIYHOrO AocnigpkeHHsa OBI-822-011, ocrtaTouHa pepgakuis 8.0 Big
02 TpaBHA 2024 p.; CUHONCUC OHOBJ/IEHOrO MPOTOKOY KI/iHIYHOro pocnimpkeHHs OBI-822-011,
octaTtouHa pegakuis 8.0 Big 02 TpaBHA 2024 p., oCTAaTOYHMIA NepeKknag 3 aHrniicbKoi MOBU Ha
YKpaiHCbKy MOBY Bif 03 uepBHs 2024 p.; IHchopmauiiiHuii nucToK Ansa naudieHTa i popma iHpopmoBaHoT
3roau, octatouyHa pegakuia gna YkpaiHm 7.0 Big 06 uepBHA 2024 p., ocTaTOuHMIA nepeknag 3
aHINiNCbKOI MOBM Ha YKpaiHCbKy MOBY Big 04 nunHA 2024 p., ocTaTOYHUIA Nepeknapg 3 aHrNnilcbKoi
MOBM Ha pociiicbKy MoBYy Big 04 nunHa 2024 p.; IHcopmauiiiHMii NMCTOK AnAa naudieHTa i dopma
iHcbopmoBaHoOi 3rogu. MonepegHili CKPUHIHI, ocTaToOuHa pegakuia ana YkpaiHu 5.0 Big 06 uepBHA
2024 p., ocTaTOYHUIA nNepeknag 3 aHrNiicbKol MOBU Ha YKpaiHCbKy MoBY Big 04 nunHa 2024 p.,
OCTaTOYHUI NepeKknapg 3 aHricbKol MOBU Ha pociiicbky MoBY Big 04 nunHsa 2024 p.; Bpowypa gns
pocnigHuka 3 npenapaty Aparnokcag cimosneHiH (OBI-822)/0OBI-821, pepakuia 15.0 Big 29 KBiTHSA
2024 p.; KapTKa-loaeHHUK ANA peecTpauii peakToreHHOCTi npenapary BNPoOAOBX 7 AHIB, ocTaTOYHA
pepakuia 2.0 pna YkpaiHn Big 29 nunHa 2024 p., ocTaTOuMHWA Nepeknag 3 aHraiicbkoi MOBM Ha
yKpaiHCbKy MoBY Big 01 cepnHa 2024 p., ocTaTOYHUIA NepeKiag 3 aHr1iicbKOi MOBM Ha POCICbLKY MOBY
BiA 01 cepnHs 2024 p.; 3pa3kn eTUKeTOK Bif 06 rpyaHs 2023 p. yKpaiHCbKOIO0 MOBOIO Ta iHWMMX MOBaMu
[0 NpOTOKOMY KNiHIYHOrO JocnimpkeHHs «Bigkpute paHgomizoBaHe pocrimpkeHHs I a3y 3 ouiHkm
apgarnokcany cimoneHiny (OBI-822)/0OBI-821 (BakuuHM Ha OCHOBi aHTUreHy Globo H) npu npoBegeHHi
af'toBaHTHOI Tepanii nayieHTam i3 Tpu4yi HEraTUBHUM pPakOM MOJIOHHOI 3a/103M Ha paHHiin cTagii, y SKux
BigMivaeTbCs ekcripecisa Globo H i € BUCOKMIt pr3nk po3BuUTKy peunamnBy (KOAOBE MNO3HAYEHHS AOCAIAXEHHS:
GLORIA)», koa gocnipkeHHs OBI-822-011, ocTtaTouvHa pegakuisa 7.1 Big 07 6epesHs 2022 p.; cnoHcop - OBI
Pharma, Inc., TaiBaHb, Kutaicbka Pecny6nika
3aasHuK - TOBAPUCTBO 3 OBMEXKEHOHO BIAMOBIAANBHICTHO «Ml EC AA-YKPAIHA»

8. 3miHa Ha3BU Micus NpoBefEeHHA KiHIYHOro BUNPOGYBaHHA [0 MPOTOKO/Y KAIHIYHOTO AOCNIAKEHHS
«baraTtoueHTpoBe, Bigkpute, MogosxeHe JocnimkeHHs Il da3un gna OuiHkn JosroTpmsanoi EcdektnBHOCTI Ta
BesneuHocTi 3acTtocyBaHHA Mipikisymady y T[auieHTiB i3 XBOpo60ot0 KpoHa», KOA AOC/igKEeHHS
I6T-MC-AMAX, 3 iHKoprioposaHoto nonpaskoto (d) Big 06 ntotoro 2023 poky; cnoHcop - Eni Ninni enp Komnai,
CWA / Eli Lilly and Company, USA
3anBHuK - «Eni Ninni Boctok CA», LLBeliuapis

BYNO CTAIO
nikap IsaHiwnH O.b. nikap IsaniwmH O.b.
NbBiBCbKa KniHiYHA NikapHs Ha 3ani3HUYHOMY | «YHiBepcuTeTcbka JlikapHa» duinia /ibBiBCbKOro
TpaHcnopTi Qinii «LleHTp oxopoHu 3a0poB'a» AT | HaUiOHa/IbHOrO MeguyHOro yHiBepcurtety
«YKpaiHCbKa 3anisHuua», BigaineHHA Tepanii | imeHi fJaHuna FanuubKoro, BigAineHHA Tepanil,
Nel, m. J/IbBiB M. /1bBIB

9. OHOBNEHWii NPOTOKON K/iHIYHOTO BUMNPOGYBaHHA, Bepcia 4 Big 09 nunHAa 2024 p.; dopma
iHdbopMoBaHoI 3roau, Bepcia 5.0 onA YKpaiHn yKpaiHCbKOI0 MOBOIO Big 15 nunHa 2024 p. Ha ocHOBI
Malictep-Bepcii hopmu iHchopmoBaHoi 3roau ana pocnigpkeHHsa BO41843, Bepcia 5 Big 09 nunHsA
2024 p. 0O NPOTOKO/Y K/iHIYHOrO AOCMiMKEHHS «PaHaomizoBaHe noAgiiHe cnine naaueb0-KOHTPOIbOBaHe
GaraToueHTpoBe gochigpkeHHs gpasu Il gnsa ouiHkm edpekTMBHOCTI Ta 6e3neyHocTi GDC-9545 y kombiHauii 3
Nas16ouuUKII6OM MOPIBHSAHO 3 KOMOIHAUIED /1IeTPO30y Ta nanbounkniby y nauieHTiB 3 eCTporeH-pelenTop-
no3nTMBHUM, HER2-HeraTMBHMM MICLEBOMOLUMPEHNM YN METacTaTUYHUM PakoM MOJIOHHOT 3a/103U», Kop,
pocnigpkeHHss BO41843, Bepcisa 3 Big 20 rpyaHsa 2022 p.; cnoHcop - ©.XodhdmaHH-1a Pow /14, LWBeliuapis
3asBHUK - TOBApUCTBO 3 0OMEXEHOL0 BiANOBIAa/IbHICTIO «Pow YkpaiHa»

10. MK-3475-756_306pa)KeHHs1 Ha eNeKTPOHHUX LWoAaeHHUKax ana nagieHta (EORTC QLQ-C30; EORTC
QLQ-BR23; EQ-5D-5L), ana YkpaiHu, Bepcia 2.00 Big 06 uepBHA 2024 poKy, YKpPaiHCbKOIO MOBOIO [0
MPOTOKO/TY KIHIYHOIO AoCNifpKeHHs «PaHaomi3oBaHe, noAgiiHe cnine gocaigxeHHs Il dhasn Ans nopiBHAHHSA
nemoposnisymaoy 3 niauebo y koMmbiHaLii 3 Heoa'toBaHTHOI XiMioTepanieto Ta af'toBaHTHOK eHAOKPUHHOK
Tepanielo npu nikyBaHHi paky MOJIOYHOI 3a/103M 3 HasBHICTIO peLenTopiB A0 eCTPOreHiB i BiACYTHICTIO
NIOACBKNX pelenTopiB enigepMasibHoro dpaktopa pocty 2 (ER+ / HER2-) Ha paHHili ctagii npy BMCOKOMY
ctyneHi pusunky (KEYNOTE-756)», kog nocnimpkeHH MK-3475-756, 3 iHkopnoposaHoto nonpaskoto 07 Big 08
BepecHsi 2023 poky; crnoHcop - TOB Mepk Wapn eHa Ooym, CLUA (Merck Sharp & Dohme LLC, USA)
3asBHUK - TOBApUCTBO 3 0OMEXEHOI0 BiAnoBigasbHICTI0O «MC/[, YKpaiHa»



11. Bpowypa pocnigHuka MK-1026, Bepcia 9 Big 12 nunHa 2024 pokKy, aHrNifiCbKOK MOBOIO;
36inbLeHHsA 3an/1aHOBaHOI KiNIbKOCTI AOCNifKyBaHUX ONA BK/IIOYEHHA Y KNiHiYHe BUNPoGyBaHHA B
YKpaiHi 3 25 go 45 oci6 [0 NPOTOKONY KIHIYHOrO AoChigKeHHA «PaHaomi3oBaHe gocnipkeHHs |l chasu ans
MOPIBHAHHA eDEKTUBHOCTI Ta 6e3NeyYHOCTi HeMTaOPYTUHIGY B MOPIBHAHHI 3 XiMioiMyHOTepanieto Npu paHiwe
HesliKoBaHOMY XPOHIYHOMY slimcbouuTapHomy neikosi/nimgomi 3 manmx nimdoumnTie 6e3 abepa,iii reHa TP53
(BELLWAVE-008)», kog pocnigpkeHHs MK-1026-008, 3 iHkoprnopoBaHow nonpaBkoio 01 Big 16 6epesHs
2023 poky; cnoHcop - TOB Mepk Wapn eHpg Ooym, CLIA (Merck Sharp & Dohme LLC, USA)
3asBHUK - TOBApPUCTBO 3 0OMEXEHOI0 BianoBigasbHICTI0O «MC/[, YKpaiHa»

12. OHoBneHa Bpowypa agocnigHuka 3 npenapaty CHF6001 DPI (kog gokymeHty CLI-CHF6001-
IB-00545), Bepcia 7.0 Big 19 nunHa 2024 p. [0 NPOTOKOY KNIHIYHOTO AOCAIMKEHHA «52-TukHeEBe,
paHgoMi3oBaHe, noAgiiHe chnine, nnauebo KOHTPONbOBAHE AOCAIMKEHHS y napasieflbHUX rpynax 3 MeToi
OLLiHKK echeKkTUBHOCTI Ta 6e3neyHOCTi ABOX A03 npenapaty CHF6001 y dhopmi CyXxoro NopoLLKy Ans iHranswuin,
LLIO A0Aa0TbCA A0 NiATPUMYHYOT MOTPINHOT Tepanii y NalieHTIB i3 XPOHIYHMM 06CTPYKTUBHUM 3aXBOPHOBAHHSAM
nereHb (XO3/1) Ta XpOHIYHUM GPOHXITOM», Ko pocnimpkeHHA CLI-06001AA1-04, sepcisa 5.0 Big 03 6epesHs
2023 poky; cnoHcop - «K'esi PapmauesTivi C.n.A.» [Chiesi Farmaceutici S.p.Al], Itania
3asnBHUK - TOB «®OPTPIA IEBENOMMEHT YKPAIHA»

13. 3miHa Mmicua npoBeAeHHA KMiHIYHOrO BUMPOOYBaHHA [0 MPOTOKO/Y K/IHIYHOrO AOCAIAKEHHS
«BigKprTe NOAOBXEHE AOCNIMKEHHS YONITYKCMMAOy y nauieHTiB i3 peunanBHUM PO3CITHM CKIIEPO30M», KO,
pocnipkeHHs TG1101-RMS303, Bepcis 4.0 Big 31 ciuHsa 2024 poky; cnoHcop - Tipkm TepanbloTukc, IHK., CLUA

(TG Therapeutics, Inc., USA)
3aaBHUK - TOB «K/IHIYHI BUNMPOBYBAHHSA», YKpaina
BYJO CTANO
K.M.H. HepsaHoBa tO0.M. K.M.H. HepsaHoBa tO0.M.

KomyHanbHe  HekomepuiiiHe nigNpPUEMCTBO
«Micbka nikapHsi Ne9» 3anopisbKoi MiCbKOT paau,
HEeBPOJIOrivyHe BigAineHHs, M. 3anopixxa

ToBapuCTBO 3 OOMEXEHOK BifnoBifaNnbLHICTIO
«MeguuHuii ueHTp «FOHIMEL», M. 3anopixks

14. 3anyyeHHA foAaTKOBUX MiCLb NPOBEAEHHSA K/iHIYHOro BUNPOGOYBaHHA; 3MiHA MiCLiA NPOBeAEHHSA
KNiHIYHOrO BUNPOGYBaHHA; 3MiHA Ha3BU MicLA NPOBeAEHHSA K/iHIYHOro BUNPOGYBaHHA [0 NPOTOKOMY
KNiHiYHOro gocnimkeHHs «PaHgomisoBaHe, noagiliHe chine, nnauebo-KOHTPOIboBaHe AOCAiAXEHHS hasn 2
npenapaTty VE202 B nauieHTiB, XBOPUX Ha BUPA3KOBUIA KOIT NErKoro abo NOMIpPHOro CTyneHst TSHKKOCTi», KOA,
pocnipkeHHss VE202-002, sepcia 2.1 Big 09 6epesHa 2022 poky; cnoHcop - «BegaHTa biocasiHCKs, IHK.»

[Vedanta Biosciences, Inc.], CWA
3asaBHKK - TOB «®OPTPIA AEBEJIOTNMEHT YKPAIHA»
Ne MM.1.B. BignoBigaIbHOro AocigHuKa

n/n
1. K.M.H. [ly6oBuin B.A.

KomyHanbHe HekomepLiliHe nignpueMcTeo «KniBcbka Micbka KiiHiuHa fikapHA Nel8» BMKOHABYOro
opraHy KuiBcbkoi Micbkol paan (KWUIBCbKOI MICbKOT AepxaBHOI afMiHicTpaLil), NPOKTosoriYHe
BiadiNeHHs, M. Kui

2. K.M.H. BabaHiHa M.}O.

KomyHasnbHe nignpnemctBo «[llonTaBcbka o6nacHa KniHidHa nikapHsa im. M.B. CkniddoCOBCLKOro
MonTaBcbKOi 06/1aCHOT paan», racTpoOeHTepPOIoriyHmiA LeHTp, M. Montasa

HasBa Micus npoBeAeHHs KiHIYHOro BUNPOGYBaHHS

BYJ1IO CTAJIO

ronosHuii nikap Myray M.M.

MeguuHuiA UEHTP TOBapucTBa 3 OOMEXEHOI
BignoBiganbHICTIO «MepguuHa KNiHika
«bnaromeg», NiKyBaJ/IbHO-AiarHOCTUYHWMIA
nigposain, M. Kvis

nikap Myray M.M.

MeguuHUiA LEHTP TOoBapucTBa 3 OGMEXEHOH
BignoBiganbHicTio «MeguuHunii yeHTp «APTEC
MEAIKYM», NiKyBa/IbHO-AiarHOCTUYHE
BigAineHHs, M. Kuis

BYNO

CTANO

nikap Nagmkeup O.I.
[epxaBHa ycTtaHoBa «HauioHaJIbHUA IHCTUTYT

nikap Nagmxkeub O.I.
AepxaBHa yctaHoBa «HauioHa/ibHU HayKOBWUA




Xipyprit Ta TPAHCMIAHTOOrIT | LeHTP xipyprii Ta TpaHCNAaHToNOrii
iMm. O.0. WanimoBa» HauioHanbHOi akagemii | iMeHi O.0. WanimoBa HauioHanbHOI akagemii
MegUUYHUX HayK YKpaiHn, BiOOI/IEHHA | MeAUYHUX HaykK YKpaiHu», Big4iNeHHs

foonepaviiiHoi  gjarHOCTVKM | BIAHOBOBa/IbHOMO
nikyBaHHs, M. Knis

JoonepaviiiHoi  gjarHOCTUKM | BiAHOB/OB&/IbLHOTO
NikyBaHHs, M. K1iB

15. Bpouwypa gocnigHnka Hemta6pyTuHio (MK-1026), BugaHHaA 9 Big 12 nunHsa 2024 pokKy, aHT1iliCbKOO
MOBOI0; YKpaiHa, MK-1026-003, IHchopmaLis Ta AOKYMEHT npo iHpopmoBaHy 3rody ANS nauieHTa
koroptu A-H i J, Bepcia 3.01 Big 27 cepnHA 2024 p. yKpalHCbKOIO MOBOK; 3MiHa Has3BU Micus
npoBefEeHHs K/iHIYHOro BUNPOOYBaHHA [0 MPOTOKO/Y KNiHIYHOrO BMNPOo6yBaHHs «JocnimkeHHs |l dasmn
OUiHKN edhekTMBHOCTI Ta 6e3neyHocTi MK-1026 y nauieHTiB 3 remMaToNoriyHuMy  3/108KICHUMU
3axBOpPIOBaHHAMM», Kog, AocnigxeHHs MK-1026-003, 3 iHkopnopoBaHow nonpaBkow 07 Big 04 ciyHs
2024 poky; cnoHcop - TOB Mepk Wapn eHg Ooym, CLIA (Merck Sharp & Dohme LLC, USA)
3aaBHUK - TOBApUCTBO 3 0OMEXEHO0 BiAnoBiganbHicTio «MC/L YkpaiHa»

BYNO CTANO

nikap Horaesa J1.1. nikap Horaesa J1.1.

KomyHasnbHe HekomepLiiHe nignpuemcTBo | KoMmyHasibHe HekomepUiiHe nignpPUeEMCTBO
«KniHiyHMin LEeHTp OHKONOTriT, remartonorii, | «KniHivyHuiA LeHTp OHKoOJ10riT, remaTosorii,
TpaHcnaaHToMori  Ta  nasliaTMBHOI  AOMOMOIU | TPAHCM/IAHTOMOrN T  Ta  MmasliaTMBHOI  4OMOMOrU

Uepkacbkoi obnacHoi pagu», Biggin rematonorii | Yepkacbkoi o6nacHoi pagu», Biggpin remaronorii
Ta TpaHcnnaHTaLil KICTKOBOro Mo3Kky, M. Uepkacy | Ta  TpaHcnnaHTauil KiCTKOBOro MO3Ky 3
KaGiHeTamu XimioTepanii, M. Yepkacu

16. 3miHa BignoBiganbHOro AocnigHuka; 3pa3oK CNpPoOLWEHOro MapKyBaHHA 3apeecTpPpoBaHOro B
YKpaiHi NikapCbKOro 3aco6y, sikMii 3aCTOCOBYETbCA B K/liHIYHOMY BUNpo6yBaHHi MK-5592-127, Bepcis
1.0 gnsa YkpaiHu Big, 22 cepnHA 2024 p., YKPAIHCbKOIO MOBOIO; 3pa3soK MapKyBaHHA [0CAIgKYBaHOro
nikapcbkoro 3zacoody MK-5592 (MocakoHa3on) ANA JIOKa/IbHOTO BUKOPUCTAHHA B AOCAIAHULBKUX
LeHTpax ANnAa KniHiyHoro Bunpo6yBaHHa MK-5592-127, sepcis 1.0 ansa YkpaiHu Big 22 cepnHsa 2024 p.,
YKpPalHCLKOI0O MOBOK [0 TMPOTOKO/Y K/IHIYHOrO [OCNIOAXEHHS «Bigkpute, nocnigoBHe naHesibHe
pocnigxeHHsa |l dasw, Wo npoBOAUTLCA B OAHIM rpyni AN OUHKM (hapMakoKiHeTMKM, 6Ge3neyHocTi Ta
nepeHocMmocTi nocakoHasony (POS, MK-5592) nns BHYTPILUHbOBEHHOINO BBEAEHHS Ta MNOPOLLKY /1A
NPUroTyBaHHsS OpPaUTbHOI CYCNeHsil y AiTeil BIKOM Bif HApPOMKEHHS A0 2 POKIB 3 MOX/IMBOK, MMOBIPHO a60
nigTBEPAKEHOI IHBA3MBHOK TPUOKOBOK iH(heKUie», kog AocnimpkeHHs MK-5592-127, 3 iHKOpNopoBaHOH
nonpaskoto 03 Big, 14 BepecHsa 2023 poky; cnoHcop - TOB Mepk Wapn eHa Joym (Merck Sharp & Dohme LLC),
USA

3asBHUK - TOBApUCTBO 3 0OMEXEHOI0 BiANoBiAasbHICTI0O «MC/[, YKpaiHa»

CTAO
3aB. Big. KapneHko H.I.
HauioHanbHa AuTAva cneuianisoBaHa  nikapHs
«OXMATANT» MO3  YkpaiHu, BiOAiTIEHHSA
iHTEeHCMBHOI Tepanii, M. Kuis

BYNO

K.M.H. A4YHUK .M.

HauioHanbHa AuTAva  cheuianisoBaHa nikapHs
«OXMATONT»  MO3  YKpaiHu, BifAiIEHHSA
iHTEHCMBHOI Tepanii, M. Kuis




