Jopartok 1

«lMepenik cyTTEBUX NONpPaBOK A0 NPOTOKONIB KNiHIYHMX BUNPOOYBaHb, PO3rAAHYTUX Ha 3acigaHHi HTP
Ne 01 Big 09.01.25, Ha AKi 6yNn OTPUMaHi NO3UTUBHI BUCHOBKU eKcnepTiB»

1. OHOBneHWiIT NPOTOKON KJiHIYHOrO BUNPOOYyBaHHsA, Bepcia 2.0 Big 25 nuctonaga 2024 poky,
aHrniincbKko MoBok; OHOBJ/IeHa Gpollypa gocrigHuka no npenapaty [anarnicpnio3vH nponaHgion
(Dapagliflozin propanediol), Bepcis 19 Big 30 xoBTHA 2024 poKy, aHrNilicbKolo MOBOIO; IHhopMauif
npo pocnimkeHHa Ta dopma iHtpopMoBaHOI 3roaun, NokasibHa Bepcia Homep 2.0 gna YKpaiHu
YKpaiHCbKOIO MOBOLO, aata Bepcii 02 rpygHAa 2024 poky Ha ocHoBi Mactep Bepcii Homep 2.0 Big
26 nuctonaga 2024 poky; OHOB/IEHHA po3ainiB [locbe AocnigpKyBaHUX NikapcbKux 3aco6iB Baxdrostat
Ta Dapagliflozin, aHrniiicbkoto moBot: Bctyn, Bepcia 1.0 Big 01.11.2024 p.; S.2 BupoGHULTBO
nikapcbKoi cyocTaHujii: S.2.1 Bupo6Huk(u), Bepcia 3.0 Big 30.10.2024 p.; S.2.2 Onuc BUPOGHUYOrO
npouecy Ta ioro KOHTPOJIO ANA NiKapCcbKoi cy6cTaHuil, Bepcis 2.0 Big 30.10.2024 p.; S.2.3 KoHTponb
Matepianis, Bepcia 1.0 Big 30.10.2024 p.; S.2.6 Po3po6Gka BMpOGHUYOro npouecy, Bepcia 1.0 Bif
30.10.2024 p.; S.3.2 Jomiwku, Bepcia 1.0 Big 30.10.2024 p.; S.4 KOHTponb nikapcbKoi cyo6cTaHuii: S.4.1
Cneuudpikauia ana nikapcbKoi cyocTtaHuii, Bepcis 1.0 Big 30.10.2024 p.; S.4.2 AHaNiTU4HI npoueaypu
ANA nikapcbKoi cyo6cTaHuil, Bepcia 1.0 Big 30.10.2024 p.; S.4.3 Banigauyis aHaniTuuHUX npoueayp Ans
nikapcbKoi cy6cTaHuii, Bepcia 1.0 Big 30.10.2024 p.; S.4.4 AHani3n cepiii gnsa nikapcbKoi cy6cTaHuii,
Bepcina 1.0 Big 30.10.2024 p.; S.4.5 OGr'pyHTyBaHHA cneuudikayii gns nikapcbkoi cyocTaHuii, Bepcis 1.0
Big 30.10.2024 p.; S.6 Cuctema ynakoBKUIyKynmopku p[nA nikapcbKoi cy6cTaHuii, Bepcia 1.0 Bipg,
30.10.2024p.; S.7 CrabinbHICTb ANA NiKapcbKoi cyGcTaHuii: S.7.1 Pe3iome npo cTabGiNbHICTb Ta
BUCHOBKM ANsA nikapcbKoi cy6cTaHuii, Bepcia 1.0 Big 30.10.2024 p.; S.7.3 [laHi npo cTtabinbHIicTb Agna
nikapcbKoi cyocTaHuii, Bepcia 1.0 Big 30.10.2024 p.; Matepiann gna nauieHTisB «BaxDuo Prevent-HF
Baw nyTiBHUK gocnimkeHHsAM», Bepcisa 1.0 Big 10 rpyaHAa 2024 poky, ANnA YKpaiHM YKpPaiHCbKOK MOBOIO;
Matepianu ansa nauieHTiB «BaxDuo Prevent-HF [iiimo pasom Ha BunepemxeHHs», Bepcia 1.0 Big
06 nuctonaga 2024 poky, ANnA YKpaiHU yKpaiHCbKOK MOBOW; Martepiasim ana nauieHTtiB «BaxDuo
Prevent-HF Moctep», Bepcia 1.0 Big 06 nuctonaga 2024 poky, AnA YKpaiHU YKPaiHCbKOK MOBOIO [10
NPOTOKO/Y KMiHIYHOTO JOC/impKeHHS «PaHaoMi30oBaHe, NoAgiliHe chine, nnaueb0-KOHTPObOBaHe, KepoBaHe
nogismMu gocnigmkeHHs ¢asm 3 ans ouivku BnavMBy bakcgpoctaty B koM6GiHauii 3 AanarnidpiosnHom
nopiBHAHO nuwe 3 [danarnipo3nHOM Ha PpU3NK PO3BUTKY BUMAJKIB Breplle BUABMEHOI cepLeBol
HeAOoCTaTHOCTI Ta CepueBO-CYAMHHOI CMepTi B YYaCHUKIB i3 MNiABULLLEHMM PU3UKOM PO3BUTKY CepLEBOT
HeAoCTaTHOCTI», KoA pocnipkeHHs D6973C00001, Bepcis 1.0 Big 27 cepnHa 2024 poKy; CNOHcop -
AstraZeneca AB, Sweden

3asBHUK - TOB «ACTPA3EHEKA YKPAIHA»

2. MpoTtokon kniHiuHOro gocnimkeHHA D9690C00005, Bepcis 2.0 — MonpaBka 1/ JIokaNbHWUIA NPOTOKON
KniHiyHOro gocnigkeHHsa 1.0 ana YkpaiHu Big 25 nuctonaga 2024 poky, aHrNilicbKo MOBOK [0
MPOTOKO/Y KAIHIYHOrO JOCNigKeHHs «MMoggiiHe cnine, nnaueb0-kOHTPOIboBaHe AOCNimpKeHHs dasn lla gns
OLiHKN edeKTUBHOCTI Ta 6e3nekn AZD7798 y nauieHTiB 3 XxBOpo6o KpoHa Bif cepefHbOro A0 TSXKKOro
ctyneHsa BaxkocTi (AMANITESA)», koa pocnimkeHHs D9690C00005, sepcia 2.0 - MNMonpaska 1 Big 26 KBiTHA
2024 poky; cnoHcop - AstraZeneca AB, Sweden

3anBHUK - TOB «<ACTPA3EHEKA YKPAIHA»

3. OHoBeHa Bepcia bpowypu gocnigHuKa [ocnigKyBaHOro fiikapcbKoro 3acooy MaciTuHi6, BugaHHsA
4.0 Big 01 TpaBHA 2024 [0 NPOTOKOAMIB KNIHIYHWUX JocnimpkeHb: «baratoueHTpoBe, NPOCMNEKTUBHE,
paHAomi3oBaHe, NoAgiliHe cnine, nnaue60-KoHTPoIboBaHe AocnimkeHHs Ill hasu, LWo NnpoBoANTLCA NPOTSArOM
24 TWXHIB 3 MOX/IMBICTIO NOAOBXEHHA TEPMIHY MiKyBaHHS, y ABOX MapasienbHUX rpynax 3 paHaomisalieto
nawieHTiB y CniBBigHOLWEHHI 1:1, 3 MeTOl OUiHKM ed)eKTUBHOCTI Ta 6e3nekn NnepopasibHoro MaciTUHIOY Yy
NOPIBHAHHI 3 njauebo npy JlikyBaHHI NaLUEHTIB 3 MOBISIBHO NPOrpPecyrynM CUCTEMHUM Ta iHAONEHTHUM
CUCTEMHMM MaCTOLUMTO30M 3 TSXKKAMW CUMMATOMATMYHMMMK NPOsiBaMu, PE3NCTEHTHMM A0 ONTUMasIbHOI
CYMMTOMAaTUYHOI Tepanii», kog JocnimkeHHs AB15003, sepcia 7.0 Big 15 nunHa 2021; «lpocnekTuBHe,
GaraTtoueHTpoBe, paHAOMI30BaHe, MOABIHe cnine, nnauebo-koOHTpoNboBaHe gocnigpkeHHsa 1l dasm B
napanesibHuUX rpynax, 3 MeTO OLiHKM e(PeKTUBHOCTI Ta 6e3nekn MaciTUHIOY y KOMOGiHaLii 3 puIy30/10M Y
NOPIBHAHHI 3 NNauebo y KomMbiHauii 3 puy30/10M Npu MiKyBaHHI NaUiEHTIB 3 6i4YHNM aMioTPOdiYHUM CKIEePO30M
(BAC)», kop pocnimpkeHHs AB19001, Bepcid 8.3 Big 08 cepnHs 2022; «96-TMxHEBe, MNPOCMNEKTUBHE,
bGaraToLEeHTpOBe, paHAOMi30BaHe, MOABiHE cnine, niauebo-KOHTPONboBaHe AOCAifXKEeHHA 3 dasn Ans
NOPIBHAHHA e(PeKTUBHOCTI Ta 6e3neku TUTpyBaHHA 03n MaciTuHioy o 4.5 mr/kr/goby B MNOPIBHAHHI 3
nnaue6o npu NikyBaHHI NauieHTIB 3 NepBMHHO-MPOrpecytoynmMm abo BTOPWHHO-NPOrPeCcyoynM PO3CISHUM



ckrepo3om 6e3 3arocTpeHb», Kog docnimkeHHs AB20009, sepcis 4.1 Big 21 6epesHs 2022; cnoHcop -
AB Science, ®paHuis )
3asBHuK - TOB «CIHEPXXW IMTOBAN YKPAIHA», YkpaiHa

4. bpouwypa gocnigHuka PetichaHnimady (INCMGA00012, MGAO012), BugaHHa 11 Big 12 nuctonaga
2024 poKy, aHI1iACbKOK MOBOIO [0 NPOTOKO/Y KAIHIYHOIO AoChifpKeHHs «PaHgomMisoBaHe, noasiliHe crine
JocnipkeHHs dpasn 3 415 OUiHKM XiMioTepanii npenaparaMy Ha OCHOBI NaTvHU Yy KOMOGIHaLT 3 npenapaTom
INCMGAO00012 a6o 6e3 HbOro B sIKOCTI Tepanii nepLoi AiHii npyu MeTacTtaTtM4HOMY MIOCKOKMITUHHOMY i
HEeNO0CKOKNITUHHOMY HeAPiGHOKTITUHHOMY paky nereHis (POD1UM-304)», kog pocnigpkeHHs INCMGA 0012-
304, Bepcis 4 3 iHKOpNopoBaHo nonpasBkok 3 Big 18 xoBTHA 2022 poKy; cnoHcop - Incyte Corporation,
United States

3asBHUK - NignpremcTso 3 100% iHo3eMHOM iHBecTuLiclo «AVK'IOBIA PAC YkpaiHa»

5. OHOBneHuii NpoToKosl 3 nonpaBkoto 4 Big 27.08.2024 p.; Bpowypa gocnigHunka CNTO1959
(guselkumab), BugaHHsa 16 Big 29.08.2024 p.; IHcopmauis ana nauyieHTa Ta Popma iHthopmoBaHOI
3rogu, Bepcia 11.0 ykpaiHCbKOI0 MOBOIO AnAa YKpaiHu Big 14.10.2024; IHcpopmauis ans nauieHTa Ta
®dopma iHhopmMoBaHOiI 3rogu, Bepcisa 11.0 pociicbkolo MOBOK AnsA YkpaiHu Big 14.10.2024; Pospgin
3.2.S flocbe AN13 rycenbkymab (CNTO1959), Big 21 6epesHa 2024 p.; Posgin 3.2.P (4N13, 0.5 mn., 1 mn.,
nonepegHbLO 3anoBHeHWI wnpuy, 100 mrivn), ocbe AN13 rycenbkymad (CNTO1959), Big 21 GepesHs
2024 p.; Posgin 3.2.P (4N3, nnauye6o, 0.5 mn., 1 M., nonepegHLO 3anOBHEHUN wnpuy, 100 mrimn),
Aocbe AN13 rycenbkymab (CNTO1959), Big 30 kBiTHA 2024 p.; Po3gin 3.2.A Jocbe OAJ13 rycenbKymao
(CNTO01959), Big 30 kBiTHA 2024 p.; Po3ain 3.2.R Aocbe AN13 rycenbkymao (CNTO1959), Big 28 ntotoro
2022 p.; 3MiHa Ha3BM MicUA nNpoBefeHHs K/iHIYHOro BUNPOOYBAHHA [0 MPOTOKONY KAiHIYHOMO
pocnipkeHHs «PaHgomizoBaHe, 6GaraTtoueHTpoBe, MNoABiliHe chine, nnaueb60-KOHTPOSIbOBaHE KAiHIYHE
pocnipkeHHs 2b / 3 dpasn B napanensHux rpynax Ans ouiHku etpekTMBHOCTI Ta 6e3neYHOoCTi rycenbkyMmaoy B
naLieHTiB i3 cepeHbOro CTyneHo TSHXKKOCTI Ta TAXKAM aKTUBHUM HecneundiuyHUM BUPa3KOBUM KOJTITOM», KOZ,
pocnipkeHHs CNTO1959UCO03001, 3 nonpaekowo 3 Big 12.09.2022 p.; cnoHcop - «AHCCEH
SAPMALEBTUKA HB», Benbris

3asaBHUK - «AHCCEH ®APMALIEBTUKA HB», Benbris

BYNO CTAJIO
nikap KOpkis A.€. nikap HOpkis A.€.
KomyHanbHa yctaHoBa «Opecbka o6GnacHa | KomyHanbHe  HeKkomepuiliHe  nignpuemMcTBO
KNiHiYHa NiKapHsa», O6GnacHui | «Oaecbka o6n1acHa KniHiuHa nikapHa» OgecbKoi
racTpoeHTepPOosIoriYHniA LEeHTp Ha 0asi | oonacHoi pagu», BigAiNneHHA 3arajibHOI Ta
XipypriyHoro BiggineHHsa, M. Ogeca MaJ10iHBa3uBHOI Xipyprii, M. Ofeca

6. OHoBneHuii npoTokon 3 nonpaBkolw 11, Bepcia 13.0 Big 20 BepecHsa 2024 poky; Bpowypa
pocnigHuka (GEN1046; DuoBody®-PD-L1x4-1BB), Bepcia 6.0 Big 3 uepBHA 2024 p.; GCT1046-
01_Indopmauia gna naudieHta ta Popma iHhopMoBaHOI 3rogM - 4yacTUHA PO3LIUPEHHA: KoropTa
poswunpeHHa 12 - Bepcia 2.1 Big 12 rpyaHsa 2024 poky AnAa YKpaiHu - yKpaiHCbKOK MOBOI0; OHOB/IeHa
KOpOTKa Xapaktepuctuka npenapary MNemoponisymaé (KITPYOA®) Big 29 cepnHa 2024 poky [0
NPOTOKOSY K/TiHIYHOTrO BUMPOBYBaHHSA «BigkpuTe [OCNILKEHHS NEPLUOro 3acTocyBaHHs npenapaty GEN1046 y
NOANHW 3 NIABULLEHHAM [03Y Ta 3 PO3LUMPEHMMN KOrOopTamu, Lo NPOBOAUTLCA 3 METOH OLHKM 6e3ne4HoCTi
GEN1046 y XxBOpuX i3 3/I0SIKICHUMM CONIAHUMN NyXIMHaMW», Koa gocnigpxkeHHs GCT1046-01, 3 nonpaskoto 10,
Bepcisa 12.0 Big 30 ciuHa 2024 poky; cnoHcop - Genmab US, Inc., CLUA

3asaBHUK - TOB «CiHeoc Xenc YkpaiHa»

7. OHOB/IEHUI NPOTOKO/ KNiHiYHOro BUNpo6yBaHHA LTS17043 3 iHKopnopoBaHoO nonpaBkoio 08,
Bepcia 1 Big, 27 BepecHs 2024 poky; IHchopmauia gnsa naudieHTa Ta popma iHchopmMoBaHOi 3roau, Bepcisa
Ne5 Big 11 nuctonaga 2024 poKy, YKpaiHCbKOI Ta pPOCiiicbkol MmoBaMu; 3MiHa MicusA NpoBeAeHHSA
KMiHIYHOTO BUNPOGYBAaHHA [0 MPOTOKO/ly K/IIHIYHOTO AOC/iAKEHHS «IHTepBeHLiliHe pOo3WKMpeHe
JocnimpkeHHs pasu 3 4NA BUBYEHHS [OBFOCTPOKOBOI 6e3Mneku Ta NepeHOCUMOCTi TONIe6PYTUHIOY B yUYaCHUKIB
i3 peunavByUMM PO3CISHUM CKIepO30M, NEPBUHHMUM NPOrPeCcyoUMM PO3CISHUM CKepo30M abo BTOPUHHUM
NpOrpecyymMmMm HepeunanByrouMM PO3CIAHUM CK1ep0o30M», Ko AochimkeHHa LTS17043, 3 iHKOpnopoBaHo
nonpaskoto 07, Bepcis 1 Big 12 uepBHA 2024 poky; cnoHcop - Sanofi-Aventis Recherche & Developpement,
France (CaHodi-ABeHTic Pelweplu e [leBenonmaH, ®paHLis)

3anaBHuK - TOB «MAPEKCE/T YkpaiHa»



BYNO CTANO
Nikap Neta L.1. nikap Neta L.l
MepguuHnii  UeHTp «Helipomeg» ToBapucTBa 3 | MeanuHuin LeHTp «Helipomeg» ToBapucTBa 3
0O6MeXeHOo  BignoBiganbHiCTIO «CkaH [laliT», | 06MeXeHoH  BignoBigasbHiCTIO  «CkaH  JlaliT»,
HeBPONOriyHWIA nigpo3ain, M. BiHHMUSA HeBponorivyHe BigAiNneHHA, M. BiHHMUA

8. OHoBneHuii MpoTokon KniHiYHOro gocnimkeHHa TV48574-IMM-20038 3 MonpasBkow 04 (JP 03),
Bepcia Big 25 nuctonaga 2024 p.; CMHONCUC OHOBJIEHOrO MNPOTOKOJY KNiHIYHOro pocnigXeHHA
TV48574-IMM-20038 3 MonpaBkoto 04 (JP 03), nepeksiag 3 aHrMilicbKOi MOBU Ha yKpaiHCbKy MOBY Bipg, 03
rpyaHsa 2024 p.; IHpopmauiiiHuii nucToK i chopma iHchbopmoBaHOiT 3roau, octatouHa pegakuis 3.0 gns
YKpaiHu Big 07 nuctonaga 2024 p., ocTaToOuHWUIA NepeKnaj 3 aHrNificbKoi MOBM Ha YKpaiHCbKY MOBY Bij,
13 nuctonaga 2024 p.; IHchopmauiiiHMii nucTtoK Ta chopma iHchopMOBaHOI 3rogM Ha y4yacTb Yy
He060B'A3KOBOMY MaiioyTHLOMY HAYKOBOMY AOCAigKEeHHi, ocTaTouHa pegakuia 3.0 ona YkpaiHu Big, 07
nuctonaga 2024 p., OCTaTouHWUii Nepeknag 3 aHrNiicbKoi MOBU Ha YKpaiHCbKy MOBY Bipg,
13 nuctonaga 2024 p.; IHdopmauiiHMii nuctok i ¢hopma iHhopmoBaHOi 3rogu Ha ydactb Yy
Heo6O0B’sI3KOBOMY f04aTKOBOMY (hapMaKoreHeTUYHOMY AochnimxeHHi (gocnigpkeHHi AHK), octatouHa
pepakuia 3.0 ana Ykpaiim Big 07 nuctonaga 2024 p., ocTaTouHUi nepeknag 3 aHrniicbKkoi MOBU Ha
YKpaiHCbKy MOBY Big 13 nuctonaga 2024 p.; IHchopmauiiiHuii nucTok i popma iHhopMmoBaHOi 3roan Ha
yyacTb Yy nporpami CrnoctepeXeHHs 3a BariTHICTIO, ocTtaTtouHa pepgakuia 3.0 ona YkpaiHu Big
13 nuctonaga 2024 p., OCTAaTOUYHMIA Nepeknag 3 aHrnificbKoi MOBU Ha YKpaiHCbKy MOBY Bif,
14 nuctonaga 2024 p.; lHchopmauiiiHuii nuctok i popma iHpopMoOBaHOI 3rogu ANA [OAATKOBOro
BiAKPUTOro nepioay AocnifkeHHs, ocTaTouHa pegakuia 2.0 ana YkpaiHu Big 07 nuctonaga 2024 p.,
OCTaTOUYHWI nepeknag 3 aHrniicbKoi MOBM Ha YKpaiHCbKy MOBY Big 13 nuctonaga 2024 p.;
IHcbopmauiiiHuin nucTok Ta hopma iHHOpPMOBaHOT 3roaun Ha ydacTb Y HEOGOB’A3KOBOMY MaiiGyTHbLOMY
HAyKOBOMY AOC/iAKEHHiI A1 YYAaCHUKIB [04aTKOBOro BigKpPUTOro nepioay OOCNiAKeHHs, ocTaTouyHa
pepakuia 2.0 ana Ykpaiiu Big 07 nuctonaga 2024 p., ocTaTOuHUI nepeknag 3 aHrniicbKkoi MOBU Ha
YKpaiHCbKy MOBY Bif 13 nuctonaga 2024 p.; Aocbe pgocnipkyBaHOro nikapcbkoro saco6y (IMPD)
TEV-48574, Mogynb "Quality", Bepcis 6.0 Big, »xoBTHs 2024 p.; JoaaHHA MixHapoaHoi HenateHToBaHOT
Hassu "Duvakitug"” ao Ha3Bu gocnigKyBaHoOro nikapcbkoro sacooy TEV-48574 (HoBa Ha3Ba: Duvakitug
(TEV-48574)) [0 NpOTOKONY KAiHIYHOTO AochifkeHHs «PaHgomizoBaHe, noAgiiiHe chine, AOBrOCTPOKOBE
po3wupeHe pdocnipkeHHa a3 2b ana ouiHkM - papMakoKiHeTUKM, ePeKTMBHOCTI, 6e3neyHocTi Ta
nepeHocumocTi npenapaty TEV-48574 y nopoc/vx nauieHTiB i3 BUPa3KoBUM KOJIITOM abo XBopobok KpoHa
cepeAHbOro Ta TSHKKOrO CTyMeHs, Siki 3aBepunav goasy fNikyBaHHSA y Mexax AOC/iMKEHHS i3 nigbopom [03
(RELIEVE UCCD LTE)», koa pocnimpkeHHs TV48574-IMM-20038, 3 lMonpasBkoto 03 (JP 03), Bepcia Big
17 ciuHs 2024 p.; cnoHcop - Teva Branded Pharmaceutical Products R&D, Inc., CLUA

3asBHIK - TOBAPUCTBO 3 OEMEXEHOIO BIAMNOBIAANBHICTHO «l EC AN-YKPAIHA»

9. OHOBMEHUii NPOTOKOJ1 KJiHIYHOro BUNpPOGyBaHHA, Bepcia 2.0 Big 12 nuctonaga 2024 poky
aHrniicbkolo MoBoko; OHOBJ/iIeHa Gpollypa gocnigHuka no npenapaty [anarnicpno3vH nponaHpgion
(Dapagliflozin propanediol), Bepcis 19 Big 30 xxoBTHA 2024 pOKy aHrificbKo MoBO10; IHhopmaLis npo
pocnipkeHHs Ta oopma iHpopMoBaHoOI 3roaun, NokanbHa Bepcis Homep 2.0 Big 03 rpyaHsa 2024 poky
Ans YKpaiHu yKpaiHCbKOK MOBOKO Ha ocHOBi MacTtep Bepcii Homep 2.0 Big 14 nuctonaga 2024 poky;
IHcbopmaLia npo [OCKPUHIHTOBe OGCTeXeHHA Ta dopma iHchopMoBaHOI 3rogu, JiokanbHa Bepcif
Homep 2.0 Big 03 rpyaHA 2024 poky ans YKpaiHM YKpalHCbKOIO MOBOIO Ha oCHOBiI MacTtep Bepcii Homep
2.0 Big 14 nuctonapga 2024 poky; OHOBNeHHsA po3giniB Jocbe AoCNimKyBaHUX NiKapCbKUX 3aco6iB
Baxdrostat ta Dapagliflozin, aHrniiicbkoo moBorw: Bctyn, Bepcia 1.0 Big 01.11.2024 p. S.2
BupoGHMLTBO NiKapcbKoi cyGcTaHuii: S.2.1 BupooHuk(u), Bepcia 3.0 Big 30.10.2024 p.; S.2.2 Onuc
BUPOGHMYOrO NMpoOLeCy Ta Oro KOHTPOJI ANA NiKapCbKol cy6cTaHuii, Bepcia 2.0 Big 30.10.2024 p.;
S.2.3 KoHTponb martepianis, Bepcia 1.0 Big 30.10.2024 p.; S.2.6 Po3po6ka BMPOOHUUOro npouecy,
Bepcia 1.0 Big 30.10.2024 p.; S.3.2 Aowmiwku, Bepcis 1.0 Big 30.10.2024 p.; S.4 KOHTpO/b NiKapCbKOi
cy6cTaHuii: S.4.1 Cneuundpikauis anAa nikapcbkoi cy6cTtaHuii, sepcia 1.0 Big 30.10.2024 p.; S.4.2
AHaniTu4Hi Npoueaypu ANa NikapcbKoi cyo6cTaHuii, Bepcia 1.0 Big 30.10.2024 p.; S.4.3 Banigauia
aHaniTMYHUX Npoueayp AA NikapcbKoi cy6cTaHuii, Bepcia 1.0 Big 30.10.2024 p.; S.4.4 AHani3u cepiii
ANA nikapcbKoi cy6cTaHuil, Bepcia 1.0 Big 30.10.2024 p.; S.4.5 O6GrpyHTyBaHHA cneuucpikauii gns
nikapcbKoi cy6cTaHuii, Bepcis 1.0 Big 30.10.2024 p.; S.6 Cuctema ynakoBKulyKynopku Ans fikapcbKoi
cy6cTaHuii, Bepcia 1.0 Big 30.10.2024p.; S.7 CtabinbHICTb AA NiKapcbKoi cy6cTaHuii: S.7.1 Pestome
Npo cTaGiNbHICTb Ta BUCHOBKU AJ1A NiKapCbKOi cy6cTaHLii, Bepcisa 1.0 Big 30.10.2024 p.; S.7.3 [laHi npo
CcTabiNnbHICTb ANA NiKapcbKoi cyocTtaHuii, Bepcia 1.0 Big 30.10.2024 p.; KapTka yyacHMKa [oCnigKeHHA
NokanbHa Bepcia 1.1 Big 04 rpyaHAa 2024 poKy ans YKpaiHM YKpaiHCbKOK MOBOIO Ha OCHOBiI MacTtep
Bepcii Homep 1.0 Big 28 cepnHAa 2024 poky; MocTtep «HE BCE MPALKOE KPALUE Mi4 TUCKOM. Y HE
TAK?», Bepcia 1.0 Big 22.11.2024p. gnsa YKpaiHW YKPAiHCbKOIO MOBOKO; 3a/lyuyeHHsA A[ochigHUKa-
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KoopAauHaTtopa B YKpaiHi — K.M.H., goueHT CTpumxak Bacunb BacunboBuY [0 MPOTOKOSY KAiHIYHOIO
pocnigxeHHsa «PaHgomizoBaHe, noggiliHe cnine, nnaue60 KOHTPO/IbOBaHe, KepoBaHe NoAis MU, AOC/iAXKEHHS
hasn 3 A ouiHKM  edekTMBHOCTI, 6e3nekn Ta nepeHocumocTi Bakcgpoctaty B KoMOGiHauil 3
Janarnidpyo3nHoM nopiBHAHO nvwe 3 Janarnich/i03MHOM LWOAO HUPKOBUX HAC/iAKIB Ta CMEPTHOCTI Bif
CepueBO-CyANHHMX 3aXBOPIOBaHb B YYACHWKIB i3 XPOHIYHOIO XBOPOOOI HUPOK i BUCOKUM KPOB'SAHUM TUCKOM>,
Ko pocnipkeHHs D6972C00002, sepcisa 1.0 Bif 26 cepnHa 2024 poky; cnoHcop - AstraZeneca AB, Sweden
3anBHUK - TOB «<ACTPA3EHEKA YKPAIHA»

10. NMopoBXeHHA TPUBAMOCTi KMiHIUHOro BMNpPoGyBaHHA B YKpaiHi go 31 rpyaHa 2025 poky [o
NPOTOKONY KNiHIYHOIO AO0CMiMKEHHS «PaHaoMi3oBaHe, NoABiiHe chine AocnimpkeHHs 3 dpasn AN BUBYEHHS
edhekTMBHOCTI Ta 6e3neyHocTi npenapaty SAR442168 y nopiBHAHHI 3 nNnauebo B yYacHUKIB 3 NEpPBUHHO-
nporpecytounum poscisHum ckneposom (PERSEUS)», kog pocnimpkeHHsa EFC16035, 3 iHKOpNopoBaHo
nonpaskoto 13 Big 20 nuctonaga 2023 poky, Bepcia 1 (enektpoHHa Bepcia 20.0); cnoHcop - Genzyme
Corporation, USA (JxeH3aiim KopnopeiiwH, CLLA)

3asaBHUK - TOB «MAPEKCE/ YkpaiHa»

11. Bpowypa gocnigHuka BJT-778, BugaHHa 3, Big 29 )oBTHA 2024 pOKy, aHIiACbKOIO MOBOIO; 3MiHa
MiCLiA NPpOBeAEHHSA KJ/liHIYHOro BUNpPo6yBaHHA; [locbe AocnimpKkyBaHoOro nikapcbkoro 3aco6y (IMPD)
Cavrotolimod (AST-008), Bepcis Big, 17 BepecHA 2024 poKy, aHINiACbKOI MOBOIO; 36iNblIeHHA TePMiHY
npuaaTHoOCTi AocnigpkyBaHOro nikapcbkoro 3aco6y Cavrotolimod (AST-008) go 60 wmicAuiB a0
NPOTOKONY KMIHIYHOTrO AOCAIMKEHHS «[ocnimkeHHs cda3n 1b ana ouiHkm 6e3neyHocTi, hapMakoKiHETUKM,
hapmakoanHamikm Ta epeKTMBHOCTI KaBpoToJlimoAay Y BUrNSA4I MOHOTepanii Ta y KoMGiHauisx 3 iHWuMmK
npenapaTamm y nayieHTiB 3 XPOHIYHOLO iHdheKLUiero Bipycy renatuty Bx», kog gocnimpxkeHHs BJT-008-001, sepcis
1.0 Big 08 TpaBHs 2024 poky; cnoHcop - baogxen TepanbioTike, IHK., CLUA [Bluejay Therapeutics, Inc., USA]
3asaBHuK - TOB «<APEHCIA EKCIM/IOPATOPI MEAICIH», YkpaiHa

BYNO CTA/O

nikap JobpsHcbka M.A. nikap JobpsHcbka M.A.

KomyHanbHe  HekomepuiliHe nignpuemcTBo | MeguMuHUIA LEHTP TOBapuUCTBa 3 OOMEXEHOH
«KuiBcbka MicbKa KniHiuHa nikapHa Ne 12» | BignoBiganbHicTi0O «ApeHcia Ekcnnopartopi
BUKOHaB4YOro opraHy KuiBcbkol Micbkoi pagu | MepgiciH», Biggin kniHiYHMX gocnimxeHb, M. Kuis
(KniBcbKoi MiCbKOi pgepaBHOI agMiHicTpauii),
BigAiNneHHA HeBiAKNaAHOI (EKCTPEeHOI) MegUUHOI
pgonomoru, M. Knis

12. NonpaBka Ne 4.0 Big 02 rpygHAa 2022 p. (kog pokymeHta CLI-CHF5993-TEST-IMPD-AMD-01452,
Bepcia 1.0) ago Aocbe paocnigxyBaHoro npenapaty CHF 5993 pMDI (kog cekuii Jocbe CLI-CHF5993-
TEST-IMPD-MAIN-00738, Bepcis 1.0 Big 16 uepBHs 2020 p.) aHrnilicbKoto moBoto; Monpaska Ne 5.0 Big,
14 cepnHsa 2024 p. (kog AokymeHTa QUAL-CHF5993-TEST-IMPD-NSM-00241, Bepcia 1.0) go Aocbe
pocnipkysaHoro npenapaty CHF 5993 pMDI (kopg cekuii Aocbe QUAL-CHF5993-IMPD-Summary-00070,
Bepcis 1.0 Big 16 uepBHsa 2020 p.) aHrniicbkoo MoBoto; MonpaBka Ne 2.0 Big 14 cepnHsa 2024 p. (koa
pokymeHTa QUAL-CHF5993-TEST-IMPD-NSM-00242, Bepcia 1.0) po [MOocbe po naaueGo
pocnipkysaHoro npenapatry CHF 5993 pMDI (kog cekuii Jocbe QUAL-CHF5993-
IMPD_SUMMARY-00069, Bepcia 1.0 Big 16 uepBHA 2020 p.) aHrAiiCbKOK MOBOK [0 NPOTOKO/Y
KMNiHiYHOro AgocnimkeHHs «MikHapogHe, 6araTtoueHTpoBe, paHAOMi30oBaHe, MOABIHE cnine AOCAiMKEHHS
hasu Il y 2 napanenbHUX rpynax TpuMBasliCcTio 52 TWXKHI 3 METOK NOPIBHSHHA edeKTUBHOCTI, 6e3nekn Ta
nepeHocMMOocCTi doikcoBaHUX 03 NOTPIAHOT KOMBIHALLT «6eknoMeTa3oH AunponioHat, hopMoTepos ymapar i
rNikonipoHin 6pomig» (CHF 5993) i chikcoBaHUX 03 NOABIHOT KOMBIHALLT «6eKTOMETa30H AMnponioHaT
i chopmoTepon cymapat» (CHF 1535), o6uasi 3 AKMX BBOAATLCA Yepes iHranatop pMDI, y nauieHTis i3
XPOHIYHUM OBCTPYKTUBHUM 3aXBOPOBaHHAM nereHb (XO3/1)», kog pocnipkeHHs CLI-05993AA3-06, sepcis
2.0 Big 11 nuctonaga 2021 poky; cnoHcop - «K'esi ®@apmauesTivi C.n.A.» [Chiesi Farmaceutici S.p.A.], Itanis
3asBHuK - TOB «®OPTPIA AEBE/IONMEHT YKPAIHA»

13. 3miHa micusa npoBeAEeHHA BUNMPOGYBaHHA [0 NPOTOKO/Y KAIHIYHOIO [OCNIMKEHHS «PaHgomi3oBaHe,
noZgiiiHe cnine, nnaueb0-KOHTPO/IbOBaHe, baraToueHTpoBe gocimkeHHs dhasu Il gnsa ouiHku ePeKTMBHOCTI
Ta 6e3neyHocTi npenapaty ABX464 oguH pas Ha o6y Ansa iHAyKUiiAHOT Tepanii B Naui€HTIB 3 aKTUBHUM
BMPAa3KOBMM KOMITOM Bif, CEPeHbOro A0 TSHXKKOro CTyNeHs TSHXKOCTI», Kog aocnimpkeHHs ABX464-106, sepcis
5.1 Big, 10 kBiTHA 2024 poky; cnoHcop - ABIVAX, ®paHujs

3anBHWK - MignpuemcTBo 3 100% iHo3eMHolo iHBecTULieo «ANK'IOBIA PAC YkpaiHa»



BYNO CTANO
nikap Knpnuenko O.B. nikap Kupunuenko O.B.
KuiBcbka KNiHiYHA NikapHA Ha  3anisHMYHOMY | KUiBCbKa  KNiHiYHA  NikapHA Ha  3ani3HUYHOMY
TpaHcnopTi Ne2 ®inii «LleHTp oxopoHu 340poB’'sS» | TpaHcnopTi Ne2 ®inii «LleHTp OXOpoHM 340pOoB’a»
aKLioOHepPHOro ToBapuCTBa «YKpaiHCbKa 3aUTi3HULA», | aKLiOHEPHOro TOBapUCTBa «YKpalHCbKa 3aUTi3HMLSA,
BigAiNneHHA AeHHOro crauioHapy, M. Kuis LleHTp KNiHiYHUX AocnimKeHb, M. K/iB

14. NMopoBXeHHs TPUBAOCTI K/iHIYHOro BUNPOGyBaHHA B YKpaiHi o 01 nuctonaga 2025 poky [0
NMPOTOKOMY  K/IHIYHOrO  JocnifpkeHHs «PaHpgomizoBaHe, noggiliHe cnine, nnaueb0-KOHTPOsiboBaHe
OOCNiMKEHHA B MapasieflHUX rpynax [Anas  OuiHkuM edekTMBHOCTI, 6e3Me4yHOCTi Ta MNepeHOCUMOCTI
JeKcnpawminekcony Ans NepopasibHOro 3acToCyBaHHSA NPOTAroM 24 TWXHIB y NaUieHTIB 3 e031HOI/TbHO
actmoro (EXHALE-4)», kog pgocnigpkeHHs AR-DEX-22-03, nonpaBka 3 Big 25 cepnHsi 2023 p.; CnoHcop -
ApeTes Tepan'toTikc IHK. (Areteia Therapeutics, Inc.), CLLUA

3asBHuK - TOB «BOPNABANA KNIHIKAN TPAISIC YKP»

15. 3miHa micus npoBefeHHSA BUMPOOGYBAHHA [0 NPOTOKO/Y KNiHIYHOIO OOCNIAXKEHHA «PaHOoMi3oBaHe,
noagiiHe cnine, GaraToueHTpoBe AocnimkeHHs a3n Il ana ouiHkM [0BrocTpOKOBOI edheKTUBHOCTI Ta
6e3neyHocTi npenapaty ABX464 npu 3actocyBaHHi B f03i 25 mr a6o 50 Mr oauMH pas Ha [o6y sk
nigTPUMYBaUIbHOT Tepanii B NaLieHTIB i3 akTMBHUM B/Pa3KoBMM KOIITOM Bifl cepeHbOro 10 TSXKOro CTyneHs
TSXKKOCTI», KoA, aocnimkeHHss ABX464-107, sepcisa 5.0 Big 10 kBiTHA 2024 poky; cnoHcop - ABIVAX, ®paHuis
3anBHuK - MignpuemcTso 3 100% iHo3emHol iHBecTuLjeo «AVK'IOBIA PAC YkpaiHa»

BYNO CTANO
nikap Knpnuenko O.B. nikap Kupunuenko O.B.
KuiBcbka KNiHiYHa flikapHA Ha  3ani3HMYHOMY | KMiBCbka  KiHIYHA  NikapHA Ha  3ai3HUYHOMY
TpaHcnopTi Ne2 inii «LleHTp oXOpoHW 340poB’sA» | TpaHcnopTi Ne2 cinii «LieHTp OXOpOHW 340pPOB’'s»
aKLioHepHOro ToBapuCcTBa «YKpaiHCbKa 3as1i3HULS», | aKUiOHepHOro TOBapUCTBa «YKpaiHCbKa 3aNi3HNLS»,
BiAfiNneHHa AeHHOro cTauioHapy, M. Kuis LleHTp KNiHiYHUX AocnifgxeHb, M. K1is

16. 36inbLUEHHA 3an/1aHOBAaHOI KifIbKOCTi AoCNiAKyBaHUX A1 BK/TFOUEHHA Y BUNPOGYBaHHA B YKpaiHi 3
550 go 660 oci6 A0 NpPOTOKO/Y K/iHIYHOrO AoCnigkKeHHS «52-TuKHEBe, paHAoMi30BaHe, NoAgiHe chine, 3
NoABIHUM MackKyBaHHAM, 3 KOHTposieM nfiauebo Ta akTUBHWM KOHTposnem gocnigxeHHs (Podpnyminact,
Aanipecn® 500 MKr), L0 NPOBOANTLCS B NapasiesibHUX rpynax 3 MeTOH OLiHKM e(pekTUBHOCTI Ta 6e3neYHOCTi
ABox o3 npenapaty CHF6001 y dhopmi Cyxoro nopoLuky As iHransauii, wo o4alTbea A0 NiATPUMYHOYOT
NOTPINHOI Tepanii y NayieHTIB i3 XPOHIYHUM OBCTPYKTUBHUM 3axXBOPIOBaHHAM siereHb (XO3/1) Ta XpOoHiYHUM
GpoHxiTOM», koa pocnimkeHHst CLI-06001AA1-05, Bepcis 5.0 Big 03 6epe3Hs 2023 poky; cnoHcop - «K'esi
dapmauesTivi C.n.A.» [Chiesi Farmaceutici S.p.A.], ITanis

3asiBHUK - TOB «®OPTPIA AEBE/IONMMEHT YKPAIHA»

17. OHoBneHuii npotokon N01269, 3 iHKopnopoBaHol nonpaBkoto 3 Big 14 nuctonaga 2024 poky;
IHchbopmauiiiHuii nncTok i hopma 3roam yyacHuKa gocnimxeHHs, sepcisa V6.0UKR(uk)1.0 Big 03 rpyaHs
2024 pokKy, nepeknap, yKpaiHCbKolo MOBOLo Big, 10 rpyaHsa 2024 poky; IHchopmauiiHnii nuctok i hopma
3roau MasiofliTHbLOro nauieHta (y Biui Big 12 ao 14 pokiB), Bepcisa V5.0UKR(uk)1.0 Big 03 rpyaHa
2024 poky, nepeknapg yKpaiHCbKOlO MoOBOK Big 09 rpygHa 2024 poky; KopoTka XapaKTepucTuka
Nikapcbkoro 3aco6y Briviact, aHrniicbkol0 MOBOK [0 MPOTOKOMY KIIHIYHOTO  AOC/IiIKEHHS
«PaHgomizoBaHe, nigTBEpLKYOYe, NoABIliHe cnine, niaLebo-KOHTPOIbOBaHe, 6araToLeHTPOBE AOCILKEHHS
nigéopy onTMMasibHOT 403K B NapasiesibHUX rpynax i3 2-eTanHnum aganTUBHUM AM3aiHOM | paH40MI30BaHO
BiAMIHOIO A5 OLIHKM eDEeKTMBHOCTI, 6e3NeYHOCTi Ta NepeHOCUMOCTi 6piBapavleTamy B SKKOCTi MOHOTepanii B
nauieHTiB y BiUi Big 2 A0 25 pOKIB i3 AWTAYOKD abCaHCHOK enifiencield abo HBEHINIbHOK abCaHCHOH
eninencieto», ko gocnigpkeHHs N01269, 3 iHkopnopoBaHo Nonpaekoto 2 Big 29 6epesHs 2021 poky; CNOHcop
- UCB Biopharma SRL, Belgium

3aaBHUK - MNignpremMcTBo 3 100% iHo3eMHOI iHBecTuLiclo «AVK'IOBIA PAC YkpaiHa»

18. OHOBNEeHWI NPOTOKON KNiHIYHOro BUNpPoGyBaHHA, Bepcia 12.0, nonpasBka 11.0 Big 16 cepnHs
2024 poky aHrniicbKo MoBOIO; IHhopMauifa nNpo gocnimkeHHA Ta dpopmMa iHpoOpMOBaHoOI 3roau —
Moaynb 1, nokanbHa Bepcia Homep 2.0 anA YKpaiHM yKpaiHCbKOK MOBOIO, AiaTa Bepcil 26 nucrtonaga
2024 poky Ha ocHoBi MacTtep Bepcii Homep 10.0 Big 19 cepnHa 2024 poky; IHdopmauia npo
pocnipkeHHA Ta hopma iHchopmoBaHoi 3roan — Moaynb 4, nokasibHa Bepcia Homep 2.0 Ana YKpaiHu
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YKpaiHCbKOIO MOBOIO, AaTa Bepcii 26 nuctonaga 2024 poky Ha ocHoBi Mactep Bepcii Homep 6.0 Big,
19 cepnHa 2024 poky; OHOBNeHa Gpouwypa AocnigHuKa nNo npenapary Tpacty3symad AepyKcTeKaH
(Trastuzumab deruxtecan (T-DXd)), Bepcia 11.0 Big 23 BepecHsi 2024 poKy aHrniicbKod MOBOIO;
D9720C00001 LliogeHHUK npuiioMmy npenapaTy Ta IiHCTPyKUiA i3 3acTocyBaHHA — Moayni 1,25,
nokanbHa Bepcia 2.0 Big 06 rpyaHAa 2024 poKy Ansa YKpaiHU YKpalHCbKOIO MOBOIO Ha OCHOBI MacTep
Bepcii 7.0 Big 22 nuctonapga 2024 poky; D9720C00001 LLogeHHUK npuiioMy npenapary Ta iHCTPYKU,if i3
3actocyBaHHs — Moaynb 4, nokanbHa Bepcis 1.0 Big 06 rpyaHa 2024 poky ans YKpaiHU YKpaiHCbKOIO
MOBOIO Ha OCHOBi MacTtep Bepcii 1.0 Big 22 nuctonaga 2024 poky; 3any4yeHHs1 AOOATKOBOro Micus
npoBefeHHs KNiHIYHOTO BUNPOGYBaHHA; OHOBJ/IEHE MapKyBaHHA [OC/ILKYBAHOIO JliKapCbKOro
3aco6y AZD5305, 30 Ta6netok, Bepcia 1.0 Big 15 nunHa 2024 p.; OHOBNeHe MapKyBaHHA
[OCNiopKyBaHOroO JlikapcbKoro 3aco6y 1 ¢pnakoH DS-8201a MopoLwokK Ans KOHUEHTpaTy A po3UnHy
pana iHdysin 100 wmri/chnakoH, Bepcia 1.0 Big 09 GepesHa 2023 p.; OHOBNEeHe MapKyBaHHSA
[ocCnifmKyBaHOro fikapcbkoro 3aco6y DS-8201a Mopoluok AnA KOHUEHTPaTy ANA Po3UuHy Ans iHdysil
100 mr/cpnakoH, Bepcia 1.0 Big 09 6epe3Ha 2023 p. 40 NPOTOKOMY KNIHIYHOTO [OCNIAKEHHSA «MoaynbHa
thaza l/lla, BigKpnTe HGaraToueHTpoBE AOCNIMKEHHS AN OLiHKM 6e3nekun, NepeHOCUMOCTi, hapMakoKiHETUKM,
thapmakognHamikm Ta nonepeaHbol ethekTMBHOCTI 3pocTatounx o3 AZD5305, Ak MoHoTeparnii Ta B KOMGiHaLi
3 MPOTUNYX/IMHHUMK 3aco6amy y NauieHTiB 3 NPOrpecyyYnMy CoMigHUMMN 3/10AKICHUMU HOBOYTBOPEHHAMM
(PETRA)», Kog, aocnimpkeHHs D9720C00001, sepcis 11.0, nonpaska 10.0 Big 19 BepecHA 2023 poky; COHCOp
- AstraZeneca AB, Sweden

3anBHUK - TOB «<ACTPA3EHEKA YKPAIHA»

Ne M.I.6. BiANOBiAa/IbHOrO AOCNIAHMKA

n/n HasBa micLis NpoBeAEHHS KNiHIYHOTO BMNPOOYBaHHS

1. K.M.H. OcTaneHko O.B.

[epxaBHe HekoMepuiiHe nNiANpUMEMCTBO  «HaujoHanbHWIA  HCTUTYT  paky», BiAA4i/IEHHSA
MaU10iHBa3UBHOI Ta eHA0CKOMIYHOT Xipyprii, iHTepBeHUINHOI pagionorii, M. Knis




