Jopartok 1

«lMepenik cyTTEBUX NONpPaBOK A0 NPOTOKONIB KNiHIYHMX BUNPOOYBaHb, PO3rAAHYTUX Ha 3acigaHHi HTP
Ne 35 Big 19.10.2023, Ha siki 6y/iM oTpUMaHi NO3UTUBHI BUCHOBKU €KCNepTiB.»

1. Bpowypa gnsa gocnigHuka 3 npenapary Hipanapu6, pegakuisa Ne15 Big 23 uepsHs 2023 p.; CnpolieHe
Aocbe pocnimkyBaHOro nikapcbkoro 3aco6y (sIMPD) Hipanapu6, kancynu 100 wmr: Mopgynb
«fAkicTb/Quality», pepakuisa 2 (RPS-QUAL-215019 v3.0); Jlocbe focCnimKyBaHOro /ikapCbKoro 3acooy
(IMPD) Hipanapu6, nnaue6o kancynu, pegakuis 1 (RPS-QUAL-400689 v3.0); 3miHa BignoBiganbHOro
[ocnigHuKa Ta Ha3BU MicusA MPOBeAEHHA KAiHIYHOrO BUNPOOYBAHHA [0 MPOTOKO/Y K/IHIYHOro
pocnimpkeHHs «PaHgomisoBaHe noABiiHO criine nnaueb0-KoHTPOsIbOBaHE GaraToOLEHTPOBE AOC/IAKEHHS 3
chasu 3 OUIHKM NiATPMMYIOUOT Tepanii HipanapuMooMm Yy NauieHTOK i3 NOLMPEHNM PaKOM SIEYHUKIB, Y SIKUX BY10
3apeecTpoBaHo BiANOBIAb Ha Tepanilo nepLuol iHil i3 3acTocyBaHHAM XiMioTepaneBTUYHUX NpenapaTtiB Ha
OCHOBI nnatuHu», Kog pocnimpkeHHa PR-30-5017-C, pepakuisa 7.0 3 MonpaBkoto NeO6 Big 28 ciuHa 2022 p.;
cnoHcop - «TECAPO IHkopnopeiitea», CLUA

3asBHNK - TOBAPUCTBO 3 OBMEXEHOIO BIAMNOBIAANBHICTIO «Ml EC AA-YkpaiHa»

BYNO
3aB. Big. LeBHsa C.IM.
BiHHULUbKNIA 06M1AaCHUIA KNiHIYHUIA OHKOMOTIYHNIA
pucnadcep, BiagineHHs ximiorepanii, M. BiHH/USA

CTANIO
K.M.H. MaweBcbka O.B.
KoMmyHanbHe  HekomepuiliHe  NigNPUEMCTBO
«MopinbCbkuil perioHaNIbHUI LEHTP OHKOJIOTIT
BiHHULbKOT o6nacHoi Pagu»,
XimioTepaneBTUYHe BigAineHHA, M. BiHHMUA

2. 3miHa BigNOBiAANILHOIO AOCAIAHMKA Y MicLi NPOBeAEHHA K/iHIYHOro BUNPoGyBaHHSA, 3MiHa Micusa
npoBefeHHs KNiHIYHOro BUNpPoGyBaHHA; 3MiHa Ha3BU Micua NPOBeAEeHHA K/iHIYHOro BUNpoGyBaHHA
[0 NPOTOKOJY K/HIYHOTO AOC/iMKeHHs «PaHAoMi3oBaHe, GaraToLeHTpPoBe, NOABIMHO chine, MiXHapoaHe
pocnimpkeHHs 1l pasun gna BuBYEHHA epekTUBHOCTI Ta 6e3neYHoCTi KOMGiIHOBaHOT Tepanii AypsanymMaoom i3
onanapiéoM y NOpiBHAHHI 3 MOHOTepaniclo AypBaslyMmaboM y AKOCTi MiATpMMYBasibHOT Tepanii y nauieHTis 3
HeApPiGHOKNITMHHUM pakom Nnerexis IV cTagii, Aki oTpuMyBasIM Tepanito NepLuoi NiHii, B AKMX xBopoba He
nporpecysasia nicAs cTaHOapTHOI XiMmioTepanil npenapaTtoMm naatuHW 3 aypBastiymaboM (LOCNiOXKEHHS
ORION)», kog, gocnigpxkeHHA D9102C00001, sepcisa 5.0 Big 09 rpyaHs 2021 poky; cnoHcop - AstraZeneca AB,
LLBeuis

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

BYNO CTAJIO

nikap KpacHorpygb 10.C.

KomyHanbHe HekoMepuiiHe MignpPUMeMCTBO
«OpecbKkuit perioHanbHWii KNiHiYHWA
NPOTUNYX/IMHHUIA LeHTp» OfecbKoi 06nacHoi

paaw», BigAineHHs ximiotepanii, M. Ofeca

K.M.H. TpyxiH A.B.

KomyHanbHa ycTaHoBa «Ogecbkuili o6GnacHuii
OHKOJIOTiYHMI AucnaHcep», cTauioHap AEHHOro
nepe6yBaHHA AUCnaHCepHO-NONIKNiIHIYHOrO
BiaggineHHs, M. Ofeca

Micbka 6aratonpodinbHa KniHiuHa nikapHsa Ned»
JAHinponeTpoBCbLKOI o6nacHoi pagu»,
BigAineHHa Xximiotepanii, JepxaBHuUiA 3aknap,
«HinponeTpoBCbKa MeguuHa akagemis
MiHicTepcTBa OXOpPOHU 340pPOB’A  YKpaiHU»,

BYNO CTAJO
O.M.H., npod. BoHaapeHko I. M. O.M.H., npodp. BoHaapeHko |. M.
KomyHanbHuii  3aknag «JHinponetpoBcbka | KOMyHasibHe  HeKOoMepuiiiHe  NigNPUEMCTBO

«MicbKka KniHiyHa nikapHA Ned» [IHINPOBCLKOT
MiCbKOi pagu, XximioTepaneBTUYHe BiggineHHA 3
AEHHUM cTauioHapom, JAHinpoBcbKuii
[epXXaBHUI MeguuHUIA YHiBepcuTeT, Kadegpa
OHKOOriT Ta MegnyHOI pagionorii, M. [JHinpo

Kadpegpa OHKoMOrii  Ta MeauyHoi  pagionorii,
M. [Hinpo

3. OHoBneHwuii MpoTokon kniHiuHoro BunpoGyBaHHs VIB0551.P3.S1, Bepcia 6.1, 07 ciuHa 2023 p.,
aHrniicbKol MoBol; Bpowypa gocnigHuka Inebilizumab (VIB0551), BugaHHa 18.2 Big 09 BepecHsA
2022 p., aHrnincbKOK MOBOLO; IHhopmauis gnA ydacHMKa focnigKeHHsA | Popma iHchopMoBaHOT 3rogu:
Biena BaitollopaiizoH Tepan'totikc_VIB0551.P3.S1_OcHoBHa ®I3 anAa nepiogy noasiliHOro cninoro
NiKyBaHHA_YKpaiHa_aHrniiicbkolo moBoto_3.0_31 6epe3Hs 2023 poKy Ha OCHOBi maiicTep-Bepcii ®I3
ANnsa nepiogy nogBiiiHOro cninoro nikyBaHHA_4.0_15 6epe3HA 2023 pokKy; IHthopmMauis Ansa yyacHuKa
pocnipxkeHHa i ®opma iHcopmoBaHoi 3rogu: Biena BaiiollopaiisoH Tepan'totikc_VIB0551.P3.S1



_ OcHoBHa ®I3 gnsa nepiogy noaBiiHOro cninoro JlikyBaHHA_YKpaiHa_yKpaiHCbkolo moBoto_3.0_ 31
Gepe3Hs 2023 poKy Ha OCHOBI MaiicTep-Bepcii P13 ana nepioay nogiiHoro cninoro nikyBaHHA_4.0_15
6epesHAa 2023 poky; IHhopmauia ana ydacHuka gocnigkeHHs i dopma iHhopmoBaHoi 3rogu: Biena
Baiiollopaii3oH Tepan'loTikc_VIB0551.P3.S1_OcHoBHa ®PI3 pgna nepiogy noggiiiHOro cninoro
NiKyBaHHA_YKpaiHa_pocilicbkoto moBoto_3.0_31 Gepe3HA 2023 poKy Ha OCHOBi maiicTep-Bepcii PI3
ANA nepiogy noggsiiiHoro cninoro nikysaHHA_4.0_15 6epe3Ha 2023 poky; IHhopmauis gna yyacHuka
pocnimpkeHHa i ®opma iHhopmoBaHoi 3roau: Biena BaiiollopaiisoH Tepan'totikc_VIB0551.P3.S1
_ OcHoBHa ®PI3 gnsa nepiogy BiJKPUTOro JlikyBaHHA_YKpaiHa_aHrniiicbkolo moBoto_3.0_31 Gepe3Hs
2023 poKy Ha OCHOBi MalicTep-Bepcii ®I3 gna nepiogy BigKputoro nikyBaHHs_4.0_15 Gepe3Hs
2023 poky; IHdopmauia pna ydacHuka pocnigpkeHHA i dopma iHopmoBaHoi 3rogu: Biena
Baiiol/lopaii30H Tepan'totikc_VIB0551.P3.S1_OcHOBHa PI3 ansa nepiogy BigKpUTOro
NiKyBaHHA_YKpaiHa_yKpaiHCcbKolo mMoBoto_3.0_31 6epe3Hsi 2023 poKy Ha OCHOBi MalcTep-Bepcii PI3
ANnA nepioay BigkpuToro nikyBaHHs_4.0_15 OGepe3Ha 2023 poky; IHcopmauia ana ydyacHuka
pocnimpkeHHa i ®opma  iHcopmoBaHOi  3rogu: Biena  BaiiollopaiisoH  Tepan'toTikc
_VIB0551.P3.S1_OcHoBHa ®PI3 pgna nepiogy BigKPUTOro NiKyBaHHA_YKpaiHa_pocCilicbKoto
moBoto_3.0_31 OGepe3Hs 2023 poKy Ha OCHOBi Mailictep-Bepcii ®I3 ana nepiogy BigKpuToro
nikyBaHHA_4.0_15 Gepe3HAa 2023 poky; dopma 3rogu BariTHOI NapTHepPKU Ha HapaHHA iHcopMmauil:
Biena bBaitollopaiizoH Tepan'totikc_VIB0551.P3.S1 ®I3 ana BaritTHOi MapTHepKun  Ans
YKpaiHu_aHrniicbkoto moBoto_Bepcia 3.0_04 kBiTHA 2023 poKy_Ha OCHOBi malictep-Bepcii ®I3 gns
BariTHOI napTHepku_Bepcia 5.0_15 6epe3HA 2023 poky; dopma 3rogu BariTHOT NnapTHEPKU HA HAZAAHHSA
iHdbopmaduii: Biena Baito/llopaiizoH Tepan'toTikc_VIB0551.P3.S1_®I3 gnA BariTHOI napTHepKU Ans
YKpaiHu_yKpaiHCbKoto MoBoto_Bepcis 3.0_04 kBiTHA 2023 poKy_Ha OCHOBI MmaiicTep-Bepcii ®I3 gna
BariTHOI napTHepku_Bepcia 5.0_15 6epe3Hsa 2023 poKy; dopma 3rogun BaritTHOI NapTHEPKM HA HaAAHHA
iHdbopmauii: Biena Baiio/lopaiizoH Tepan'toTikc_VIB0551.P3.S1_®I3 gna BariTHOT napTHepKu Ans
YkpaiHu_pociiicbkolo MoBoto_Bepcis 3.0_04 kBiTHA 2023 poKy_Ha OCHOBi Malictep-Bepcii ®I3 gna
BariTHOI napTHepku_Bepcisa 5.0_15 6epe3HAa 2023 poky; IHopmauia AnAa ydacHUKa [AOCAISXKEHHS i
®dopma iHchopmoBaHoi 3rogu: Biena BaiiollopaiizoH Tepan'toTikc _VIB0551.P3.S1_ ®I3 pna nepiogy
NOAA/bLUIOIO CMOCTEPEXEHHS A4J151 OLiHKM Ge3neku_ YKpaiHa_aHrniiicbkolo moBoto_1.0_04 kBiTHA 2023
POKYy Ha OCHOBi MmaiicTtep-Bepcii ®I3 ana nepiogy nopanblIOrO0 CNOCTEPEXEHHA AJI OLiHKU
6e3neku_1.0_15 6epesHsa 2023 poky; IHchopmaLia ana ydacHUka gocnipkeHHs i Popma iHhopmoBaHoi
srogu: Biena bBaiiollopaiizoH Tepan'totikc_VIB0551.P3.S1 ®I3 pnsa nepiogy noaanblioro
CMOCTEPEXEHHA ANA OUIHKM 6e3nekn_YKpaiHa_yKpaiHCbkolo moBoto_1.0_04 kBiTHA 2023 poky Ha
OCHOBI MaiicTep-Bepcii PI3 ana nepiogy NoganbLIOro CNOCTEPEXeHHA ANA OuiHKM 6e3nekn_1.0_15
G6epesHAa 2023 poky; IHhopmauia agna yyacHuka gocnigkeHHA i dopma iHthopmoBaHoi 3rogu: Biena
BaiollopaiizoH Tepan'totikc_VIB0551.P3.S1_®I3 gna nepiogy nopanblioro CNOCTEPEXEHHs AnA
OLiHKM 6e3neKn_YKpaiHa_pociiicbkolo MoBoto_1.0_04 kBiTHA 2023 poKy Ha OCHOBI MalicTep-Bepcii ®I3
ANA nepioay noganbLIOro CnocTepexeHHA AN ouiHku 6e3neku_1.0_15 GepesHs 2023 poky; 3miHa
Ha3BW Ta agpecu KomnaHii-cnoHcopa: Byno: «Biena Baio, IHk.» [Viela Bio, Inc]. Agpeca: BaH
MealmmbloH Beid, FelitepcGypr, wtat Mepineng, 20878, CLLUA [One Medimmune Way, Gaithersburg MD,
20878, USA] Crano: «Biena baiio, IHk.] lopaiisoH Tepan'totikc AiipneHg AIEACi (FopaiizoH
Tepan'totikc)» [Viela Bio, Inc./Horizon Therapeutics Ireland DAC (Horizon Therapeutics)]; Aapeca B
€C: 70 CeiiHT CTiBeH'c piH, Ay6niH 2, D02 E2X4, IpnaHgis [70 St. Stephen’s Green Dublin 2 D02 E2X4
Ireland]; Agpeca B CLUA: 2400 Picepuy BynbBap, Ocpic 200, PokBinb, wtat MepineHg 20850 CLLUA [2400
Research Blvd, Suite 200, Rockville, MD 20850 USA]; L oBigHMK ANs y4acHUKa focnimxeHHs: Bepcia 2 |
29 6epe3Hsa 2023 poky | VIB0551.P3.S1, aHrnificbKoto, yKpaiHCbKOKO Ta POCilficbKoo MoBamMu; 3pasku
300paXeHb €NeKTPOHHOro onutyBaJibHMKa ansA naudieHTiB: ePRO Screenshots - Ukraine-Ukrainian,
v3.0, 28-Feb-2023 [Neuro-QoL, MGQoL-15r, PGIC (3arasibHe BpaXeHHA nayieHTa npo 3miHy)]; 3pasku
300paXeHb e/IEKTPOHHOIO OoNUTYBaJIbHUKA ANA nayieHTiB: ePRO Screenshots — Ukraine-Russian, v3.0,
28-Feb-2023 [Neuro-QoL, MGQoL-15r, PGIC (3arasibHe BpaXeHHsi nauieHTa npo 3MiHy)]; 3pasok
MapKyBaHHA AOCNiAKyBaHOro Jilikapcbkoro 3acoby IHeb6inisyma6 (Inebilizumab), 10 mr/mn a6o
nnaue6o, 10 M, KOHUEHTpaT A1A pPo3uuHy AnAa iHdysin (dpnakoH, ynakoBka [Ha6ip]), yKpaiHCbKOLO
MOBOIO [0 MpPOTOKOMY KIIHIYHOTO AocnigkeHHsa «PaHgomizoBaHe, noAgiliHe-cnine, 6aratoueHTpoBe,
nnaueb0-KOHTPOIbOBaHEe [OCMIMKEHHA (a3 3 3 BiAKPUTUM nepiogoM ANs OUiHKA eekTUBHOCTI Ta
6e3neyHocTi IHe6inisymady y [opoC/vX NauieHTiB 3 MiacTeHielo rpasic», kog, gocnigpkerHa VIB0551.P3.S1,
Bepcis 5.0, 23 kBiTHA 2021 p.; cnoHcop - Biena baiio, IHk., CLUA (Viela Bio, Inc., USA)

3anBHUK - TOBAPUCTBO 3 0BMEXEHO0 BiANOoBiAanbHICTIO «MEAMENC YKPAIHA»

BYNO CTANO
«Biena Baito, IHk.» [Viela Bio, Inc]. | «Biena Baiio, IHk./ Topaii3oH Tepan'lOTikC
Appeca: BaH MepglvmbloH Beii, leiitepcoypr, | AiipneHg QiECi (Topait3oH Tepan'toTike)» [Viela
wTtaTt MepineHg, 20878, CLUA [One Medimmune | Bio, Inc./Horizon Therapeutics Ireland DAC
Way, Gaithersburg MD, 20878, USA] (Horizon Therapeutics)]
Appeca: 2400 Picepu bynbBap, Odic 200,




PokBinb, wtat MepineHg 20850 CLUA [2400
Research Blvd, Suite 200, Rockville, MD 20850
USA].

4. IHchopmania gna nauieHTa Ta chopma iHhpopMOBaHOI 3roan Ha y4dacTb y dhaky/bTaTUBHOMY
[0AaTKOBOMY amMOy/laTOPHOMY MOHITOPUHIY apTepiasibHOro TUCKY, ocTaTouyHa pegakuis 2.0 gns
YkpaiHu Big 17 cepnHsa 2023 p., oCTaTOUHWIA NepeKnag 3 aHrnificbKoi MOBY Ha YKpaiHCbKy MOBY Big, 21
cepnHA 2023 p., ocTaTtouHWiT Nepeknag 3 aHr1ikcbKOi MOBU Ha POCificbKy MOBY Bipg, 21 cepnHa 2023 p.;
3miHa Ha3BM Micus npoBeAeHHs1 KAiHIYHOro AocnifkeHHs; BkniouyeHHs p[oAaTKoBOro Micus
npoBefeHHs KNiHIYHOTO AOCNIgKEeHHA [0 MpOTOKO/AY K/HIYHOro [AocnimkeHHsi «baratoueHTpoBe
paHAomi3oBaHe, NoABINHO cine, niaueb0o-KOHTPoNbOoBaHe AocnimkeHHs Il dhasn 3 MeTor OLiHKM 03aHiMoAay
ONs npuitomMy nepopasibHO Npu NPOBEAEHHI IHAYKUINHOT Tepanii nayieHTam i3 cepeaHbOTKKMM ab0 TSHXKKUM
nepebirom xBopobu KpoHa B akTuBHIn ¢hopmi (gocnimkeHHs Nel 3 ouiHKM iHAYKUIAHOT Tepanii)», Kkopg,
pocnipkeHHsa RPC01-3201, pegakuisa 6.0 Big 14 yepBHs 2021 p.; cnoHcop - «CenmpkeH IHTepHelwHn Il Capn»
(Celgene International Il Sarl), LLseliyapis

3asaBHuK - TOBAPVCTBO 3 OBMEXXEHOHRO BIAMNOBIJAJIBHICTIO «I11 EC A-YKPATHA»

BYJO CTAJIO
3aB. Big. byabko T.M. 3aB. ueHTpy byasko T.M.
KomyHasibHe HekomepuiiHe nignpMeMcTBo | KoMyHaslbHe HeKOoMepLiiHe nignpnemcTBo KniBCbKOi
KuiBcbkol o6nacHoi paan «KuiBcbka o6nacHa | obnacHoi pagn  «KuiBcbka o06s1acHa  KniHivyHa

KNiHiYHa niKapHa», racTPOEHTEPONOriyHe | NikapHsa», KAIHIYHMIA LEeHTP TepaneBTUYHOrO
BigAaineHHsa, M. Kuis npodpinto, racTtpoeHTeponoriyHe BiagAiNEHHS,
M. Knis
Ne M.1.6. BignoBigasibHOro AocnigHvKa MpuMiTKN
n/n HasBa MicLs NpoBeAeHHS KMiHIYHOTO BUNPOOYBaHHS
1. 3aB. Bif. binotkau O.Y. HEe  peKomMeHAoBaHO Ao

ToBapunCTBO 3 0OMEXEHOIO BigNOBIAa/bHICTIO «EaenbBeinc Meaike», | 3aTBEPMAKEHHS, OCKIIbKN He
MeanyHuia LEeHTp, cneujianizoBaHe racTPOEHTEpPOsIoriyHe | HaJdaHO  KOMitd  YMHHOro
BigAineHHs, M. Kuis akpeamTauiiHoro
cepTtudpikaty LIOBB

2. 3aB. Bif. 360piBCcbkuii A.M.

KomyHanbHe HekomepuiiiHe nignpuemcTBo J1bBiBCbKOi 061aCHOT
paau «JIbBiBCbKa 06/1acHa KniHiuHa nikapHs», XipypriyHe BigaiieHHA
Nel, m. JIbBiB

5. 3miHa KOHTpaKTHOI AocniAHULLKOI opraHi3auii, BignoBigaibHOI 3a NpoBeAeHHA AOCNigKeHHA B
YKpaiHi (3asBHMKa) 3 ToBapucTBa 3 OOGMexeHorw BignosiganbHicTio «KoHTpakTHO-JocCnigHuLbKa
OpraHisauis IHHochapm-YkpaiHa» Ha TOBAPUCTBO 3 OBMEXEHORK BIANOBIAANBHICTHO «MiMifi
FOKPEWH»; Bpouwypa gocnigHuka RO5541267, Tecentriq (atezolizumab), Bepcia 20 Big nunua 2023
POKY, aHrNiiCbKOKO MOBOIO [0 NMPOTOKO/Y KNiHIYHOTO AocnimkKeHHs «3a pasa, BigkpuTe, paHgoMi3oBaHe
OOCNiMKEHHST AN OUiHKM edheKTUBHOCTI Ta 6e3nekn npenapaty ATtesonizymad (ANTI-PD - L1 aHTuTINO) B
MOPIBHAHHI 3 ONTMM&/ILHOK MIATPUMYIOUOK Tepaniel nicna af'loBaHTHOT XimioTepanii OCHOBaHOI Ha
LivcnnaTuHi y nauieHTiB 3 MOBHICTIO pe3ekTabenbHUM HeApiGHOKTITUHHUM pakoM nereHb IB-11IA cTagii», ko
pocnipkeHHs GO29527, sepcia 11 Big 16 ntotoro 2023 p.; cnoHcop - F. Hoffmann-La Roche Ltd, Switzerland
(«®. XodhdpmaHH-/1a Pow Jita», LLseiuapis)

3asBHIK - TOBAPUCTBO 3 OBMEXEHOIO BIANOBIAANBHICTIO «MiMifli KOKPEWH», Ykpaina

BYNO CTANO
ToBapucteo 3 O6mexeHor BignosiganbHicTio | TOBAPUCTBO 3 OBME)XXEHOHKO
«KoHTpaKTHO-AocnigHnLbKa Opranisauisa | BIAMNOBIAANBHICTHO «MiMifi FOKPENH»
IHHOhapM-YKpaiHa»

6. OHoBneHul po3gin 3.2.P locbe focnigKyBaHoro fikapcbkoro 3acooy JNJ-67896062-AAA, 37,5 mr
Ta 75 Mr, TabneTkn, BKpUTi 060510HKO0 (G008/G004), Big 22 uepBHA 2023 p.; MNofOBXKEHHA TEPMIHY
npugatHocTi AJ13 mauiteHTaH (JNJ-67896062-AAA), 37,5 mr Ta 75 Mr, TaGn1e€TKW, BKPUTi 0GO/IOHKOI0, A0
48 micALWiB 0O NPOTOKOY K/HIYHOTO AocnimpkeHHs «[lpocnekTuBHe, 6araToueHTpOBe, NoAgiiHe chine, 3
noABiiHOK iMiTalielo, paH4oMi30BaHe, 3 aKTVBHMM KOHTPO/IEM, B napaesibHuxX rpynax, 3 mnoc/lifoBHUM



BK/IIOYEHHAM Tpyrn, afanTuBHe, KOHTPOJ/IbOBaHe 3a MNOAIAMU KMiHIYHEe [OCNIMKEHHS TPeTboi asn Ans
NOPIBHAHHA eeKTUBHOCTI, 6e3neyYHOCTi Ta NepeHoCMMOCTi MauiTeHTaHa 75 Mr 3 mauiteHtaHom 10 wmr y
nawlieHTiB 3 JIereHeBOK apTepiasibHOI0 TinepTeHsiel 3 nojablunM MNepiogoM  BigKPUTOrO NiKyBaHHA
MaviTeHTaHOM 75 Mr», kof, gocnigxkeHHa AC-055-315, 3 nonpaskoto 4, Bepcisa 5, Big 04.04.2023 p.; cnoHcop -
«AHCCEH ®APMALIEBTUKA HB», benebris

3asaBHUK - «AHCCEH ®APMALIEBTUKA HBx», Benbris

7. Bpowypa gocnigHuka gnsa iHaBonicnéy (RO7113755), Bepcisa 8 Big cepnHa 2023 p.; Aopatok 1 go
c¢hopmu iHchopmoBaHOi 3rogu nig yac KPM30BOI cutyauii B YKpaiHi gna gocnimpkeHHa WO041554, Bepcisa
2.0 ana YKpaiHu yKpaiHCbKOK MOBOIO Big, 05 cepnHsa 2023 p. Ha ocHoBI MaiicTep-Bepcii gogatka 1 oo
®I3 nig yac KpusoBoi cutyauii B YKpaiHi, Bepcia 3.0 Big 14 nunHa 2023 p.; 3miHa Ha3BuU MmicuAa
npoBefieHHs KJ/iHIYHOro BUMNPOGYBaHHA [0 MNPOTOKO/Y KIHIYHOTO [OCNILKEHHSA «PaHfoMmi3oBaHe,
nofBiiiHe cnine, Naauebo-KOHTPO/IbOBaHe AOCNiMKEHHST doasun Il 3 ouiHKM ed)eKTUBHOCTI Ta 6e3neyHoCTi
koMb6iHaLji iHaBoslicMby 3 nasdounkiibom Ta Oy/IBECTPAHTOM Y MOPIBHAHHI 3 KOMOGiHauielo niauebo 3
nanoéouuknioom Ta chynBecTpaHToM Yy nauieHTiB 3 myTauieto reHa PIK3CA, ropMoH-peuenTop-no3uTUBHNUM,
HER2-HeraTtMBHMM MicLEBO-NOLWIMPEHUM ab0 MeTacTaTUUYHUM PakoM MOJIOYHOI 3a/1031», KOA, AOCNIIKEHHSA
WO041554, Bepcis 8 Big 08 6epesHsa 2023 p.; cnoHcop - ©.XodbmaHH-/19 Pow JlTg, LBenuapis

3asBHMK - TOBApMCTBO 3 06MEXEHOI0 BiAMOBIAAIBHICTIO «Pow YkpaiHa»

BYJ1O

CTAJIO

O.M.H., npod. AyaHiyeHko O. C.

JepxaBHa ycTtaHoBa «lHCTUTYT 3arajibHOi Ta
HeBigknagHoi  Xipyprii M. B.T. 3aiueBa
HauioHanbHOT akagemii MeguyHmMx Hayk YKpaiHu»,
BiAgQiNneHHa THiliHOT Xipyprii Ha 25 nikok 3
nanaror IHTEHCUBHOI Tepanii Ha 6 JDKOK,
XapkiBCbka Megu4yHa akagemisa nicnagunaoMHoi
oCBiTU, Kacheapa OHKOOrIT Ta AUTAYOT OHKOJOTIl,
M. XapkiB

O.M.H., npody. AyaHiyeHko O. C.

JepxaBHa ycTaHoBa «IHCTUTYT 3arasibHOl Ta
HeBigknagHoi  Xxipyprii  im. B.T.  3aiueBa
HauioHanbHOT akagemii MeguuHux Hayk YKpaiHu»,
BiaAiNneHHsA XipypriyHux iHcheKui Ta
yCKnaaHeHOT OHKOJIOTiUHOT NaToorii Ha 25 NiXXoK
3 nanaror iHTEHCUBHOI Tepanii Ha 6 nNiKOK,
XapKiBCbKuii HauioHaNIbHUIA MeAUYHUIA
yHiBepcuteT, Kadegpa OHKonorii, NpoMeHeBOI

Tepanii, OHKOXipypril Ta naniaTUBHOI AONOMOrH,
M. XapkiB

8. Dopatok ao chopmu iHchopMoBaHOI 3rogn Nig Yac KPU3OBOI cUTyaLii B YKpaiHi ANA AocnigKeHHSA
WO042312, Bepcifa 2.0 gna YKpaiHu yKpaiHCbKO MOBOIO Big 05 BepecHs 2023 p. Ha ocHoBi maiictep-
Bepcii gogatka 1 go PI3 nig yac Kpu3oBoi cutyauii B YKpaiHi, Bepcia 3.0 Big 14 nunHa 2023 p. o
NPOTOKONY K/iHIYHOro gocnimpkeHHsa «PAHAOMI3BOBAHE, BIAKPUTE, BATATOLUEHTPOBE AOCHIAKEHHA
®A3N 1l ANA OUIHKN E®PEKTUBHOCTI TA BE3MNEUHOCTI GDC-9545 Y MNMOPIBHAHHI 3 BUBPAHOLO
NIKAPEM EHOOKPMHHOKD MOHOTEPAMIEKD Y TMAUIEHTIB 13 PAHIWE JNIKOBAHVM ECTPOIEH-
PELUEMNTOP-NO3NTUBHM, HER2-HETATBHUM MICLUEBO-NOWNPEHNM ABO METACTATUWYHNM
PAKOM MOJIOYHOI 3A/TI03W», ko aocnimkeHHss WO42312, sepcis 4 Big 06 rpyaHs 2022 p.; CNOHCOp -
®.XodhdmaHH-/15 Pow fTa, LWBeiuapis

3aaBHUK - TOBApMCTBO 3 06MEXEHOI0 BiANOBIAAILHICTIO «Pow YkpaiHa»

9. flocbe foCNiAKYBaHOro NMiKapCbKOro 3acody eHsanyTtamig Big 14 nunHsa 2023, aHrNiiCbKOKO MOBOIO;
NOAOBXEHHA TepMmiHy npugaTHocTi AJ13 ExsanyTtamig (MDV3100) pgo 48 MicsAuiB; 3a/yyeHHsA
AoaaTtkoBol BUpooHuuoi ginbHuui Almac Clinical Services, USA 10 npoToKOAYy KAiHIYHOIo BUNPOO6YBaHHS
«ocnigpkeHHsa «PROSPER»: MixHapogHe, paHAomi3oBaHe, MnoAgiiiHe cnine, nnaueb0-koHTpOsibOBaHe
JocnimkeHHss a3 3 AN OUiHKM  edpeKTUMBHOCTI Ta 6e3nedvyHocTi eHsanytamigy Yy nauieHTiB 3
HemMeTacTaTUYHUM KacTpaT-pe3ncTeEHTHUM pakoM nepeaMixypoBol 3an103u», kog fgocnimpkeHHs MDV3100-14
(C3431005), Bepcis 5 Big 26 ciyHa 2018 poky 3 iHKOPNOPOBaHO NOMNPaBKoo 4; CNOHCOp - «MefiBeliLlH, IHK.»
(Medivation, Inc.), fo4ipHA kOMMaHisd, Lo nepebyBae y NOBHIN BnacHOCTI komnaHii «ldalizep IHk.» (Pfizer
Inc.), CLLA (Medivation, Inc., a wholly owned subsidiary of Pfizer, Inc., USA)

3anBHuK - MignpuemcTso 3 100% iHo3eMHol iHBecTuLjeto «AVK'IOBIA PAC YkpaiHa»

10. /inct-po3’AcHeHHA Big, 26 nunHA 2023 poky po MpoTokony KiiHiuHOro Bunpo6ysaHHs DF-006-1001,
Bepcia 8.0 Big 25 TpaBHA 2023 poOKy, aHrNiliCbKOKO MOBOK; [lOCbLE [OCIAKYBAHOIO JliKApCbKOro
3acoby (IMPD) DF-006, Bepcia 2.4-EU/UKR, Big 13 BepecHs 2023 poOKy, aHI/liIACbKOIO MOBOIO;
MoaoBXXeHHA TePpMiHY NPUAATHOCTI AOCAIAKYBAHOrO flikapcbkoro 3aco6y DF-006 po3uunH 20 mkrimn: 1
mnl/cpnakoH, Lot/Batch number 20210509-2 go 48 micsauiB; MoaoBXeHHA TepMiHY NpuaaTHOCTI niaue6o
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[0 AocnimKyBaHoro nikapcbkoro 3acooy DF-006 Placebo, 1 mni/cnakoH, Lot/Batch number 20201115
[0 48 wmicAuiB 00 NPOTOKOAY K/HIYHOTO AocnigpkeHHs «[lloagiiHe cnine, paHgoMmi3oBaHe, nnauebo-
KOHTpO/IbOBaHe gochigpkeHHs 1 dhasu 3 nepimmM 3acTocyBaHHAM nepopasibHoro npenapaty DF-006 y nogeit
Ans ouiHKM 6e3nekn, NepeHOCMMOCTi i hapMakoKiHETUKM MiCAS NepopasibHOrO NPUNOMY OJHOKPATHOI 403U |
baraTokpaTHuX 03 npenapaty DF-006 y 3g0opoBux oci6 (HactuHa 1 i YacTuHa 2) Ta y nauieHTiB 3 XPOHIYHUM
renatutom B (YactnHa 3)», kog gocnigxeHHs DF-006-1001, sepcia 8.0 Big 25 TpaBHa 2023 poky; CMOHCOp -
UxeussaH Ho KOaHb baiiotexHonomxi /ita. (Takox Bigoma sk komnaHisa «[par ®apm»), Kutali /Zhejiang Yao
Yuan Biotechnology Ltd. (also known as Drug Farm), China

3aaBHuK - TOB «APEHCIA EKCINJIOPATOPI MEAICIH», YkpaiHa

11. OHoBEeHWii NPOTOKON KNiHiuHOro gocnigpkeHHs VE202-002, Bepcin 2.1 Big, 09 6epe3HA 2022 poky;
OHoBneHe Jocbe gocnigkysaHoro npenapaty VE202 ta NMnawe60, Bepcis 4.3 Big 02 uepsHA 2023 poKy;
3anyuyeHHs A0AATKOBUX BUPOOHMUUX AINAHOK ANA pocnipkyBaHoro npenapary VE202, kancynu:
Boston Analytical, Inc., CLLUA (14 Manor Parkway Salem, New Hampshire 03079); Vedanta Biosciences,
Inc., CLUA (19 Blackstone Street, Cambridge, Massachusetts 02139); Vedanta Biosciences, Inc., CLLUA
(42 Nagog Park, Acton, Massachusetts 01720); 3miHa TepMiHy npugaTtHocTi npenapaty VE202 3 27
MicsLliB [0 6 micAuiB; 3any4yeHHA [04aTKOBMX BUPOGHUUMX AiNIAHOK ANA [OC/iAXKYBaHOro npenapaty
Mnaue6o po VE202, kancynu: Vedanta Biosciences, Inc., CLUA (19 Blackstone Street, Cambridge,
Massachusetts 02139), PCI Pharma Services, CLLUA (4545 Assembly Drive Rockford, Illinois 61109);
OHoOB/IEHe CNnpolleHe A0CbE Ha NiKapcbKuii 3acio BaHkomiuuH, Bepcia 3.0 Big 02 uepBHA 2023 p.;
3anyueHHA A0[aTKOBOI BUPOGHUYOT AiNAHKU AN npenapaTty cynyTHbOI Tepanii BaHKOMiLuH, kKancynu:
Vedanta Biosciences, Inc., CLLUA (19 Blackstone Street, Cambridge, Massachusetts 02139); OHoBneHe
crnpoujeHe A0CbE Ha Jlikapcbkuii 3acioé Mnauye6o ao BaHkomiyuHy, Bepcia 3.0 Big 02 uepBHs 2023 p;
3anyuyeHHA [O0[ATKOBOI BUPOGHUYOI AiNAHKM ANA npenaparty cynyTHboi Tepanii Mnaue6o pfo
BaHkoMmiuuHy, Kancynu: Vedanta Biosciences, Inc., CLUA (19 Blackstone Street, Cambridge,
Massachusetts 02139); OHoBneHa Bpowypa gocnigHuka 3 npenapary VE202, Bepcis 2.0 Big 28 ntotoro
2022 p; 306inblWweHHA KiNbKOCTi NauwieHTiB, AKi NPMAMATUMYTb y4yacTb Y K/iHIYHOMY AOCNigKeHHi B
YkpaiHi 3 35 go 45 oci6; 3pa3ok MapKyBaHHAI AOCNiMKYBaHOro Jiikapcbkoro saco6y VE202 a60
Mnaue6o0, Bepcis 2.0 Big 25 TpaBHA 2022 poKy aHIMIICbKOLO Ta YKpaiHCbKOIO MoBaMu; OcHOBHa chopma
iHhOpMOBaHOI 3rof4u aHr1ikCbLKOI MOBOIO A/1A YKpaiHu, Bepcisa 3.0 Big, 22 yepBHs 2023 poky; OCHOBHa
cthopma iHhOopMOBaHOI 3rogn aHrNiICbLKOIO MOBOIO A1A YKpaiHu, Bepcia 3.0 Big 22 uepBHA 2023 poky.
Mepeknag Ha yKpaiHCbKY MOBY A5 YKpaiHu Big 28 uepBHA 2023 poky; KapTka nauieHTta, Bepcis 5.0 Big
26 nunHA 2023 p. aHrnilicbKo MOBOLO ANsA YKpaiHu; KapTka nauieHTa, Bepcisa 5.0 Big 26 nunHa 2023 p.
YKPAlHCbKOKO MOBOK AN YKpaiHu; OnutyBasibHUK AN YKpaiHm EQ-5D-5L ykpaiHCbKO MOBOLKO
(AHKeTa WoA0 cTaHy 3a0poB’a); COLLECTIVE202_JlucT fo nauieHTa, Bepcia 1.0 Big 12 kBiTHA 2022 p.
ANA YKpaiHu, ykpaiHcbkoto MmoBoto; COLLECTIVE202_IHcTpykKuii 3i 360py 3paska Kany BgoMa, Bepcis
1.0 Big 12 kBiTHA 2022 p. Ana YKpaiHu, YKpaiHCbKoo MoBolo; COLLECTiIVE202_ Cxema Bi3uTiB, Bepcis
1.0 Big 12 kBiTHA 2022 p. ana YKpaiHuW, yKkpaiHCcbKolo MoBoto; COLLECTIVE202_Be6caiiT, Bepcis 2.0 Big,
21 kBiTHA 2022 p. ANnA YKpaiHu, yKpPaiHCbKOIO MOBOIO; 3MiHa HaliMeHyBaHHS 3asfiBHMKa B YKpaiHi 3 TOB
«TABKOPM KNIHIKAN AEBENOMMEHT YKPAIHA» Ha TOB «®OPTPIA AEBE/IONMMEHT YKPAIHA»;
3anyyeHHs1 A0JATKOBUX MiCUb NPOBeAEHHS K/IHIYHOro AOCNIMKEHHS [0 MPOTOKOJY K/iHIYHOIOo
JocnipkeHHs «PaHgomizoBaHe, NoAgiliHe ciine, nayebo0-KOHTPO/IbOBaHe AOC/iMKEHHSA dha3un 2 npenapaty
VE202 B nauieHTiB, XBOPUX Ha BUPA3KOBUIA KOJIIT S1IEFKOr0 ab0 NOMIPHOTO CTYMEHS TSHXKKOCTI», KOZ, AOCAIIKEHHS
VE202-002, opuriHanbHa (Bepcisi 1.0) Big 09 kBiTHA 2021 poky; crnoHcop - «BepaHTa BiocasiHCu3, IHK.»
[Vedanta Biosciences, Inc.], CLLA

3anBHUK - TOB «®OPTPIA AEBENOMMEHT YKPAIHA»

BYNO CTANO
TOB ) «JTABKOPN KNMIHIKAN AEBENOMMEHT | TOB «®OPTPIA AEBE/IONMEHT YKPAIHA»
YKPAIHA»

No M.1.6. BignoBigasibHOro AocnigHMKa
n/n HasBa micLil MpoBeAEHHS KNiHIYHOTO BUNPO6YBaHHS
1. O.M.H. Tonos4yeHko O.I.

ToBapuCTBO 3 0OMEXEHOK BigNOBigaNbHICTIO «MeanuHuii LieHTp Xenc KniHik», mMeauuHuii
KNIHIYHWIA JOCNIOHVLbLKWIA LEHTP, BIA4IT racTpOeHTeposiorii, renaTonorii Ta eHAOKPUHOSIOTIT,
M. BiHHMLS

2. O.M.H. Yoneli |.B.

KomyHanlbHEe HeKOMepUiiiHe NiANPUEMCTBO «YXropoAcbka Micbka 6GaraTonpodiisibHa KniHibHa
nikapHs»  Y)XXrOpoACbKOT MICbKOI pagun, TepaneBTUYHE Bia4ineHHs, [epXaBHUin BULINIA
HaBYa/IbHUI 3aKaf «Y>XropoAcbKuii HalioOHa/IbHUIA YHIBepcuTeT», Kadeapa Tepanii Ta CiMenHol




MeaMLIMHK chakyNbTeTy NiCNSAMNIOMHOT OCBITU Ta [I0YHIBEPCMTETCHKOI NiArOTOBKM, M. YKropoz,

nikap Piwko A.®.

KomyHanbHe HekoMepuiiHe nignpuemcTBo «3akapnartcbka o06nacHa KiHiYHa  JlikapHs
iMeHi AHApia Hosaka» 3akapnatcbkoi o6sacHOi paaW, racTpoeHTeposioriyHe BiadineHHs,
M. YXropog

K.M.H. Kiznosa H.M.

KomyHaslbHe  HekoMepujiiHe  nignpueMcTBO  «BiHHMUbKa 06/1acHa  KAiHIYHA  NikapHSA
iMm. M.l. TMuporoBa BiHHMUBKOT o6nacHoi Pagu», o06nacHWii chnewuiaslisoBaHWi  KNiHIYHWIA
racCTPOEHTEPOIONIYHUIA LEHTP, M. BiHHUUS

K.M.H. BrwmsaHiok B.1HO.

KomyHasibHe HekomepuiliHe nignpuemcTBo «O6nacHa K/iHiYHa nikapHA IBaHO-®paHKiBCHKOI
o6nacHoi pagu», racTPOEHTEPOsIONiYHe BigAiNeHHs, |BaHO-PpaHKIBCbKUA  HaLIOHaU/TbHWIA
MeaVNYHUA yHiBepcuTeT, Kadeapa BHYTPIWHbOT MeauumHyu Nel, KNiHIYHOT iMyHOnorii Ta
aneprosorii im. akagemika €.M. Helika, M. IBaHO-PpaHKIBCbK




