Jopatok 1

«Mepenik cyTTEBMX MONpaBoOK A0 MPOTOKONIB K/iHIYHUX BUNPOOGYBaHb, PO3IMIAHYTUX Ha 3acifaHHi
HTP N202 Big 11.01.2024, Ha siKi 61 OTPUMaHi MO3UTUBHI BUCHOBKU €KCNEPTiB.»

1. Jocbe pocnimxyBaHOro nikapcbkoro 3acody APG-2575, Bepcia 4.1 Big 28 nucrtonaga 2023
aHINiACbKOI MOBOIO; MOAOBXEHHA TepMiHy NpPUAATHOCTI [OCAIgKYBaAHOro niKapCbKOro 3acoby
APG-2575, Ta6netku BKpUTi NJ1iBKOBOK 060/10HKO0, 200 mr, 3 24 f,0 48 micALiB [0 NPOTOKO/Y KAIHIYHOTO
BMNpOGYyBaHHA «JocnimkeHHs dasu b/l 3acTocyBaHHs npenapaty APG-2575 sk mMoHoTepanii abo B
KOMOGiHaLii 3 iHWMMW NiKapCbKMMW NpenapaTamn y NauieHTiB 3 peunamByounmmn Ta/abo pedpakTepHUMn
XPOHIYHUM  AimdpoumuTapHum  neiko3om  (XJ11)/gpibHoKNiITUHHOW  nimdpounTapHo  nimdbomoro  (4J11)
(SACRED)», kog pocnigpkeHHss APG2575CU101, Bepcia 3.1 Big 28 6epe3Hsa 2023; crnoHcop - Ascentage
Pharma Group Inc. (AceHTax ®apma Mpyn IHk.), CLLUA

3asBHuK - TOB «Kpomocdapma YkpaiHa»

2. bpouwypa gocnigHuka ansa AocnigKyBaHoOro slikapcbkoro saco6y Camizestrant; AZD9833, BugaHHsA
6.0 Big 03 nuctonaga 2023 poky; OHOBJEHI ceKuii Po3giny 2.6 «Pe3tome fJOKNIHIYHUX AaHuX» flocbe
pocnigkyBaHoro nikapcbkoro 3aco6y Camizestrant: Cekuis 2.6.1. Bctyn, Big 27 )XoBTHA 2023 poKy;
Cekuin 2.6.4. Pe3lomMme papMaKOKiIHETUYHUX AAHUX Y TeKCTOBOMY chopmari, Big 23 )KoBTHA 2023 poKy;
Cekuin 2.6.6. Pe3loMe TOKCUMKONMOTIYHUX JaHUX Yy TeKCTOBOMY chopmarti, Big 14 nuctonaga 2023 poKy;
Cekuin 2.6.7. Pe3toMe TOKCUKOJIOTiYHUX faHuX Yy BUrnagi rabnuub, Big 02 nuctonaga 2023 poky; 3MiHa
BigNOBigaNbHOro AocCnigHUKA [0 NPOTOKONY KAIHIYHOro gocnigxeHHs «SERENA-2: PaHgomizoBaHe,
BigKpWTE, Y napanesnibHUX rpynax, baratoueHTpoBe AOCAiMKEHHS ha3n 2 MNOpPIBHAHHSA edIeKTUBHOCTI Ta
6e3neyHocTi nepopasibHoro npenapatry AZD9833 i dynBecTpaHTa y XIHOK 3 nowmpeHuMm ER-no3uTtuBHUM
HER2-HeratTMBHUM pakoM MOJIOYHOI 3a/103u», Ko gocnimpkeHHs D8530C00002, sepcisa 6.0 Big 04 TpasHSA
2023 poky; cnoHcop - AcTpa3eHeka Ab, LBeuis / AstraZeneca AB, Sweden

3asaBHUK - TOB «MAPEKCEN YkpaiHa»

HalioHaNbHWIA YHiBEpCUTET», Kadpeapa oHKoNorii Ta
pagionorii dakynbTeTy MiCAAAUNAOMHOT OCBITM Ta
[OOYHIBEPCUTETCHKOT NiAroTOBKM, M. Y)Kropog

BY/NO CTANIO
| A.M.H., npod. MoTbKO E.C. | nikap Foteko I.1O.
KomyHanbHe HeKomepLjiiHe nignpuemcteo | KomyHanbHe HekomepLiiHe nianpMeMCTBO
«LleHTpanbHa MicbKa KNiHiYHa nikapHa» | «LeHTpansHa MiCbka KniHiyHa nikapHs»
YropoACLKOT MICbKOi pau, MICbKWA OHKOMOTIUHUI | YXXTOPOACHKOI MICbKOT pay, MICbKUA OHKOJOTiYHWIA
LEHTp, TepanesBTUYHe BiAdineHHs, [epxasHuii | LEHTP, TepanesTWyHe BiAAieHHs, [lepXaBHuii
BULLMIA  HABYas/IbHWIA  3aKNaf,  «YXrOPOACLKWUIA | BULLMIA  HaBYa/lbHUA  3aKnaj — «YXXropoAChbKuii

HalioHaNbHWIA yHiBEpCUTET», Kadpeapa OHKONOriT Ta
pagionorii akynbTeTy NiCNAAUNAOMHOI OCBITM Ta
[OYHIBEPCUTETCHKOT NiATOTOBKU, M. YXXropos

3. IHchopmauisn ana yyacHuka Ta Popma 3rogm Ha yyactb A/ NnonepeaHbOro CKPUHiHry, ciHanbHa
Bepcia 2.0-UA(UK), Big 14 nuctonaga 2023 p., YKpaiHCbKOO MOBOIO; IHhopMauia ans yyacHuka Ta
dopma 3roguM Ha y4yacTb AN nonepefHbLOro CKPUHiHry, cdiHanbHa Bepcia 2.0-UA(RU), Big 14
nuctonaga 2023 p., pociiicbkoto MoBOHO; IHhopMaLis Ans yyacHUKa gocnigkeHHs Ta dopma 3rogm Ha
HagaHHA 3pas3KiB KpoBi AnA MaWlOyTHiX pocnimkeHb, ¢piHanbHa Bepcia 2.0-UA(UK), Bipg,
14 nuctonaga 2023 p., yKpaiHCbLKOI0 MOBOIO; IH(hopmaLis AN yyacHUKa pocnipkeHHs Ta dopma sroau
Ha HagaHHA 3paskiB KpoOBi p[na MailGyTHiIX gocnimkeHb, (iHanbHa Bepcia 2.0-UA(RU), Bipg
14 nuctonapga 2023 p, pocilicbkoto MOBO1O; IH(hopmaLif ANnA yyacHuKa Ta Popma 3rogu Ha yyacTb anis
napTHepa yyacHuUi y BMNaAKy NaTosioriyHoi BariTHOCTi aG0 HApOMKEHHS AUTUHWU i3 MOPYLUEHHAMU
cTaHy 3Aa0poB’a, diHanbHa Bepcia 2.0-UA(UK), Big 14 nuctonapga 2023., yKpaiHCbKOIO MOBOIO;
IHchbopmauis ana yyacHuka Ta Popma 3rogM Ha yyacTb ANS NapTHepa y4vacHuWi y Bunagky
NaTos1IoriyHOl BariTHOCTi a60 HaAPOMKEHHSA AUTUHN i3 NOPYLUEHHAMU CTaHy 340pPOB’A, (hiHaNbHaA Bepcia
2.0-UA(RU), Big 14 nuctonapga 2023 p., pocilicbkoo MOBOK; |HWa nucbMoBa iHcopmauia ans
nauieHTa: Baw nocioHuk 3 MATAHb CXYAOHEHHSA y evoke(+), cbiHanbHa Bepcisa 1. 0-UA(UK) Big

13 nuctonapga 2023 p.; Baw nocioHuk 3 MATAHb CXYOHEHHSA y evoke(+), chiHanbHa Bepcia 1. 0-
UA(RU) Big 13 nuctonaga 2023 p.; KapTka-HaragyBaHHA BisuTiB, piHanbHa Bepcia 1. 0-UA(UK) Big

13 nuctonaga 2023 p.; KapTka-HaragyBaHHs Bi3uTiB, hiHanbHa Bepcia 1. 0-UA(RU) Big 13 nuctonaga
2023 p.; evoke(+) NMepeBarn yyacTi: po3ymiHHA nepeBar yyacTti B AOCNifKeHHi, (piHanbHa Bepcia 1. 0-
UA(UK) Big 13 nucrtonaga 2023 p.; evoke(+) MepeBaru yuacTti: po3ymiHHAI nepeBar y4yacTi B
pocnipkeHHi, cpiHanbHa Bepcia 1. 0-UA(RU) Big 13 nuctonaga 2023 p.; CEPTUDIKAT NMPO YYACTD,
thinanbHa Bepcia 1. 0-UA(UK) Big 13 nuctonaga 2023 p.; CEPTU®DIKAT MPO YYACTDb, thiHanbHa Bepcis
1. 0-UA(RU) Big 13 nuctonaga 2023 p.; Ball nociGHUK i3 gocnigkeHHs Ta nnaHyBa/ibHUK evoke, Bepcisa
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1.0, 14 rpygHa 2021 p, Global Master_UA; Ball NoCiGHUK i3 gocnifkeHHA Ta nnaHyBaJ/ibHUK evoke,
c¢hinanbHa Bepcia 1. 0-UA(RU) Big 13 nuctonapga 2023 p.; Mopagm W nigTpymka ANA yyacHUKIB
pocnimpkeHHA evoke, Bepcia 1.0, 14 rpygHa 2021 p, Global Master_UA; Mopaagu i niaTpumka ans
ydyacHUKiB pocnipxkeHHs evoke, cdiHanbHa Bepcia 1. 0-UA(RU) Big 13 nuctonaga 2023 p.; Baw
MEPLUMIA indhopmauiiinnii 6loneteHb evoke(+) «Pasom o ycnixy», (hiHanbHa Bepcis 1. 0-UA(UK) Big
13 nuctonaga 2023 p.; Baw MEPLUMA incdopmauiiiHnii GloneteHb evoke(+) «Pasom Ao ycnixy»,
¢inanbHa Bepcia 1. 0-UA(RU) Big 13 nuctonaga 2023 p.; Baw APYIMA incopmauiiinuii GloneTeHb
evoke(+) «Pa3om y Ui nogopoxi», hiHanbHa Bepcia 1. 0-UA(UK) Big 13 nuctonaga 2023 p.; Baw
OPYINN incdopmalLiiiimii 6loneteHb evoke(+) «Pasom y Ljii nogopoxi», hiHanbHa Bepcia 1. 0-UA(RU)
Bia 13 nuctonapa 2023 p.; Baw TPETIN evoke(+) iHchopmaLjiiiHnii 6loneteHb «CTaHbMO aKTUBHUMM
pasom», tiHanbHa Bepcis 1. 0-UA(UK) Big 13 nuctonaga 2023 p.; Baw TPETIA evoke(+)
iHdbopMauiliHuii GtoneTeHb «CTaHbMO aKTUBHUMM pa3om», piHanbHa Bepcia 1. 0-UA(RU) Bipg,
13 nuctonaga 2023 p.; Baw YETBEPTUWN evoke(+) iHchopmauiiinuii GloneteHs «Pasom Mu
nigTpMmyemMo oauH ogHoro», diHanbHa Bepcia 1. 0-UA(UK) Big 13 nuctonaga 2023 p.; Baw
UETBEPTUN evoke(+) inchopmauiiinnii GloneTeHb «PasoM MU NiATPUMYEMO OUH OAHOTO», (hiHaNbHA
Bepcia 1. 0-UA(RU) Big 13 nuctonaga 2023 p.; Baw M'ATUNA indopmauilinnii GloneteHb evoke(+)
«Pa3oM y nolykax 3HaHb», hiHanbHa Bepcis 1. 0-UA(UK) Big 13 nuctonaga 2023 p.; Baw MATUN
iHbopMauiiHuii GloneTeHb evoke(+) «Pa3om y nowykax 3HaHb», piHanbHa Bepcia 1. 0-UA(RU) Bipg,
13 nuctonaga 2023 p.; XXutta 3 XBOpo60oto Anbureiimepa: nigTpumMka gNnsa y4acHUKIB [OCHiIfKEHHSA Ta
IX napTHepiB y pocnipkeHHi, dpiHanbHa Bepcia 1. 0-UA(UK) Big 13 nuctonaga 2023 p.; Xutta 3
XBOpPOOOI0 Anbureiimepa: NnigTpMMKa gns y4yacHUKIB [OCAIMKEHHA Ta iX NapTHEpPiB y [OCigKEeHHI,
thiHanbHa Bepcia 1. 0-UA(RU) Big 13 nuctonaga 2023 p. OO0 NPOTOKO/Y KAIHIYHOrO AO0CAIMKEHHS
«PaHgomizoBaHe noAgiiiHe cnine nnaye60-KOHTPOIbOBaHE KiHIYHE A0CNIMKEHHS, WO BMBYaE e(PeKTUBHICTb
Ta 06e3sneky 3acTOCyBaHHSA NepopasibHOro cemMarayTuay y nauieHTiB i3 Mo4yaTkoBOK CTafierd XBOpooU
Anbureivepa (EVOKE)», koa gocnigkeHHs NN6535-4730, chiHanbHa Bepcis 10.0 Big 20 rpygHsa 2022 p.;
crnoHcop - Novo Nordisk A/S, Denmark

3asBHUK - TOB «HoBo Hopgaick YkpaiHa»

4. OHoBneHwnii MpoTokon KniHiuHoro Bunpo6ysaHHsa VIB0551.P3.S1, Bepcisa 7.0, 13 BepecHs 2023 p.,
aHrniincbKo MoBOO; IHhopMauifa ana yyacHuka gocnigkeHHs i dopma iHthopmoBaHoi 3roau: Biena
Baiio, IHk./[MlopaiisoH Tepan'totikc_VIB0551.P3.S1 OcHoBHa ®I3 ans nepiogy nopaBiiHOro cninoro
NiKyBaHHA_YKpaiHa_aHrniiicbkoto moBoto_4.0_31 »oBTHA 2023 poKy Ha OCHOBI Maiictep-Bepcii ®I3
ANnA nepiogy nopgiiiHoro cninoro nikyBaHHA_5.0_09 xoBTHA 2023 pokKy; IH(hopMauis gns yyacHuUKa
pocnipkeHHs i Popma iHchopmoBaHoi 3rogu: Biena Baito, IHK./Topaii3oH Tepan'toTikc_ VIB0551.P3.S1_
OcHoBHa ®I3 gnAa nepiogy noaiiiHOro cninoro nikyBaHHA_ YKpaiHa_ yKpaiHCbKo moBoro_4.0_31
)XOBTHS 2023 poKy Ha OCHOBI MavicTep-Bepcii PI3 gnsa nepiogy noasiliHoro cninoro nikyBaHHsa_5.0_09
XOBTHA 2023 poky; IHhopMauia Ansa yyacHuka pgocnigkeHHs i ®@opma iHchopmoBaHoi 3rogu: Biena
Baiio, IHk.[MlopaiizoH Tepan'totikc_VIB0551.P3.S1_OcHoBHa ®I3 gnsa nepiogy noapiiiHOro cninoro
NiKyBaHHA_YKpaiHa_pociiicbkoto moBoto_4.0_31 xoBTHA 2023 poKy Ha OCHOBI MaiicTep-Bepcii I3 gna
nepiogy noagiiiHOro cninoro nikyBaHHA_5.0_09 >xoBTHA 2023 poky; IHcgopmauis gnsa ydacHuka
pocnipKeHHsA i dopma iHcbopmoBaHoi sroau: Biena Baiio, IHK./IFopaiizoH
Tepan'totikc_VIB0551.P3.S1_OcHoBHa ®I3 pana nepiogy BigKpUTOoro nikyBaHHSA_YKpaiHa_
aHrniicbkolo moBoto_4.0_31 xoBTHA 2023 poKy Ha OCHOBiIi Malictep-Bepcii ®PI3 pna nepioay
BigKpuTOro nikyBaHHs_5.0_09 xoBTHA 2023 poKy; IHchopmauia ansa yyacHUKa AoCnimKeHHs i dopma
iHbopmoBaHoi 3rogu: Biena Baito, IHK./MopaiizoH Tepan'toTikc_VIB0551.P3.S1_OcHoBHa ®PI3 ans
nepioay BigKpuUTOro ikyBaHHSA_YKpaiHa_yKpaiHCbKolo MoBOKO_4.0_31 >XOBTHA 2023 pOKy Ha OCHOBI
Malictep-Bepcii ®I3 gna nepiogy Bigkputoro nikyBaHHA_5.0_09 xoBTHA 2023 poky; IHchopmauis gns
yyacHuka gocnigpkeHHsa i dopma iHhopmoBaHoi 3roau: Biena Baiio, IHK./MopaiisoH Tepan'toTikc_
VIB0551.P3.S1 OcHoBHa ®DI3 pgnA nepiogy BigKpuToro nikyBaHHs_YKpaiHa_pociiicbKoto
MmoBoto_4.0_31 xoBTHA 2023 poKy Ha OCHOBiI Maiictep-Bepcii ®I3 ana nepiogy BigKpuToro
nikyBaHHA_5.0_09 xoBTHA 2023 poky; d®opma 3roan BariTHOI MapTHEPKU Ha HaAaHHA iHdopmawii:
Biena bBaiio, IHk.[MlopaiisoH Tepan'toTikc_VIB0551.P3.S1_ ®I3 pnA BaritTHOi napTHepKn pAns
YkpaiHu_aHrniiicbKoto MmoBoto_Bepcis 4.0_31 xoBTHA 2023 poKy_Ha OCHOBI maiictep-Bepcii ®I3 gna
BariTHol napTHepku_Bepcia 6.0_09 xxoBTHsA 2023 poky; dopmMa 3roau BariTHOI NapTHEPKN Ha Haf,aHHA
iHchopmauii: Biena Baiio, IHk./Mopaii3oH Tepan'toTikc_VIB0551.P3.S1_®I3 ans BaritHOi napTHepKu Ansa
YKpaiHu_yKpaiHCbKol MoBoo_Bepcis 4.0_31 »oBTHA 2023 poKy_Ha OCHOBI MaiicTtep-Bepcii PI3 ansa
BariTHOT napTHepKu_Bepcia 6.0_09 xoBTHA 2023 poky; dopmMa 3rogu BariTHOI NapTHEPKN HA HAfAHHA
iHchopmauii: Biena Baiio, IHK./[ITopaiizoH Tepan'totikc_VIB0551.P3.S1_®I3 gnsa BaritHOT napTHEPKU ansa
YKpaiHu_pociiicbkolo moBoto_Bepcis 4.0_31 xoBTHA 2023 poKy_Ha OCHOBi maiicTep-Bepcii ®I3 gns
BariTHOI napTHepku_Bepcia 6.0_09 xoBTHA 2023 pokKy; IlHopmauia Ana ydyacHUKa AOCNIMKEHHSA i
®dopma iHchopmoBaHOi 3roau: Biena bBaiio, IHK./lTopai3oH Tepan'toTikc_VIB0551.P3.S1_®I3 pnsa
nepiogy nopanblIOro CMNOCTEPEXEHHA ANA OLiHKM Ge3neku_YKpaiHa_adriiiicbkoio moBoro 2.0 31
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)XOBTHSA1 2023 poOKy Ha OCHOBi Maiictep-Bepcii PI3 gnAa nepiogy noganbLIOro CNOCTEPEXeHHA Ans
ouiHKn 6e3nekn_2.0_09 xoBTHA 2023 poky; IHchopmauia AnAa ydacHuka AocnimxkeHHsa i dopma
iHdbopmoBaHoi 3roau: Biena Baiio, IHK./TopaiisoH Tepan'totikc_VIB0551.P3.S1_®I3 pgna nepiogy
noAasibLIOro CNnocTepeXXeHHA ANA OLiHKM 6e3neKn_YKpaiHa_yKpaiHCbKoto MoBoto_2.0_31)XoBTHsA 2023
POKYy Ha OCHOBi MaiicTtep-Bepcii ®I3 ana nepiogy nopanblIOrO0 CNOCTEPEXEHHA A1 OLiHKU
6e3neku_2.0_09 »xoBTHA 2023 pokKy; IHhopmaLia Ans yyacHuKa gocnigkeHHs i dopma iHchopmoBaHOi
srogu: Biena bBaiio, IHK. [TopaiisoH Tepan'totikc_VIB0551.P3.S1 ®I3 gnAa nepiogy noganblioro
CMOCTEPEXXEHHA AJA OLiHKU Ge3neku_YKpaiHa_pociiicbkoo moBoto_2.0_31 xoBTHA 2023 poky Ha
OCHOBI MaiicTep-Bepcii PI3 ana nepiogy NnoganbLIOro CnocTtepeXxeHHA ANAA OuiHKM 6e3nekun_2.0_09
YXOBTHA 2023 poky; 3miHa agpecu KoMmnaHii-cnoHcopa: byno: «Biena Baiio, IHK./ Fopaii3oH Tepan'toTikc
Aiipneng AIiENCi (Fopaii3oH Tepan'toTikc)» [Viela Bio, Inc./Horizon Therapeutics Ireland DAC (Horizon
Therapeutics)]; Aapeca B €C: 70 CeiiHT CTiBeH'c piH, fiy6nin 2, D02 E2X4, IpnaHpgin [70 St. Stephen’s
Green Dublin 2 D02 E2X4 Ireland]; Agpeca B CLLUA: 2400 Picepu bynbBap, Odiic 200, PokBinb, wrar
Mepineng 20850 CLLA [2400 Research Blvd, Suite 200, Rockville, MD 20850 USA]; Ctano: «Biena Baiio,
IHk.] TopaiisoH Tepan'lotikc AiipneHp [LIEACi (FopaiizoH Tepan'toTikc)» [Viela Bio, Inc../Horizon
Therapeutics Ireland DAC (Horizon Therapeutics)]; Aapeca B EC: 70 CeliHT CtiBeH'c 'piH, Ay6niH 2,
D02 E2X4, IpnaHgis [70 St. Stephen’s Green Dublin 2 D02 E2X4 Ireland]; Agpeca B CLUA: 1 Fopaii3oH
Beit, Oipding, wrart lnniHoiic 60015 CLUA [1 Horizon Way, Deerfield IL 60015 USA]; 3miHa micus
npoBefeHHA BUNpoGyBaHHA; KapTka nauieHTa gocnigxeHHa 3a MpoTtokonom VIB0551.P3.S1 (MINT),
B2|15-BEPECHS-2023, aHrniiicbKoro, yKpaiHCbKOI, POCI/iCbKOIO MOBamMu [0 MPOTOKO/Y KAiHIYHOro
nocnimpkeHHs «PaHgomizoBaHe, noAgiliHe-cnine, 6araToueHTpoBe, niaueb0-KOHTPONbOBaHe AOCAIAKEHHS
chasu 3 3 BiAKPUTUM NEPIOAOM ANs1 OUIHKM e(peKkTUBHOCTI Ta 6e3neYHOoCTi iHeGinisymady y 4opOoCInX NauieHTiB
3 MiacTeHieto rpaBsic», Kog gocnimpkeHHs VIB0551.P3.S1, Bepcis 6.1, 07 ciyHa 2023 p.; cnoHcop - «Biena baiio,
IHK./ Topai3oH Tepan'toTikc AvipneHg IENWCI (FTopai3oH Tepan'toTike)» [Viela Bio, Inc./Horizon Therapeutics
Ireland DAC (Horizon Therapeutics)], IpnaHgis;

3asBHUK - TOBAPUCTBO 3 0BMEXEHOI BiANoBigabHICTIO «<MEAMEVC YKPAIHA»

BYNO

CTANO

«Biena batio, IHk./ TopalizoH Tepan'tomikc
AlipneHd JIEGCI (MopalizoH Tepan'tomikc)»
[Viela Bio, Inc./Horizon Therapeutics Ireland
DAC (Horizon Therapeutics)];

Adpeca B8 €EC: 70 Cetim CmigeH'c I'piH, fy6:1iH
2, D02 E2X4, IpnaHOis [70 St. Stephen’s Green
Dublin 2 D02 E2X4 Ireland];

Aodpeca 8 CLUA: 2400 Picepuy Bynbsap, Ogpic
200, Poksinb, wmam MepineHo 20850 CLLA
[2400 Research Blvd, Suite 200, Rockville, MD
20850 USA]

«Biena batio, IHk./! Topali3oH Tepan'tomikc
AlipneHo JIElGCI (MopalizoH Tepan'tomikc)»
[Viela Bio, Inc../Horizon Therapeutics Ireland
DAC (Horizon Therapeutics)];

Adpeca 8 €C: 70 Celim CmiseH'c I'piH, fy6:/1iH
2, D02 E2X4, IpnaHOis1 [70 St. Stephen’s Green
Dublin 2 D02 E2X4 Ireland];

Adpeca 8 CLUA: 1 lopalizoH Bel, fipdgino,
wmam Inninolic 60015 CLUA [1 Horizon Way,
Deerfield IL 60015 USA]

BYNO

CTANO

K.M.H. Kanb6yc O.l.

KomyHanbHe nigNpuemMcTBOo
«JHINponeTpoBCbKa Oo6G/lacHa K/iHIYHA NiKapHA
iM. L.I.MeuHuKoBa» [ HinponeTPoBCbLKOI 06/1aCHOI
paaw», BigaineHHA HeBposorii Nel, [JHINpOBCbKWiA
JepXaBHUI  MeauuHWUiA  yHiBepcuTeT, kadegpa
Hesposiorii, M. [IHiNpo

AO.M.H., npoc. Kanboyc O.l.
BigokpemneHwuii CTPYKTYpPHMUiA
«YHiBepcuTeTCbKa JflikapHa» [HINPOBCLKOro
AepXaBHOro MeAWYHOro yHiBepcuTeTy,
BiAfiNneHHs HeBPONorii, [JHINPOBCLKUIA AepXXaBHWUIA
MeOUYHUA  yHiBEpCUTET, Kadoegpa HeBPOSOrii,
M. [IHinpo

nigpospain

5. OHoBneHa Bpowypa gocnigHuka 3 npenaparty 3aHy6pyTiHi6 (BGB-3111), BugaHHA 11.0 Big 14 KBiTHA
2023 poky; IHchopmauiiHuia IMCTOK nauieHTa Ta Popma iHchopmoBaHOI 3roaun ans YKpaiHu, Bepcis 6.0
Big 18 cepnHA 2023 poKy, aHrNiicbKo MOBOH; IHhopmauiiHMiAi NUCTOK nauieHTa Ta Popma
iHcbopmoBaHOi 3roau AnAa YKpaiHu, Bepcia 6.0 Big 18 cepnHa 2023 poky. MNepeknageHo yKpaiHCbKOLO
MOBOIO AJ15 YKpaiHu 28 cepnHA 2023 poky; IHchopmauiiiHuii IMcToK nayieHTa Ta dopma iHpopmoBaHOi
srogn pna YkpaiHu, Bepcia 6.0 Big 18 cepnHa 2023 poky. MepeknageHo pocilicbKkoo MOBOKO AN
YkpaiHn 28 cepnHAa 2023 poky; IHchopmoBaHa 3roga A HeOOOB'A3KOBOro nigaocnigkeHHsA
GiomapkepiB gnAa YkpaiHu, Bepcifa 1.0 Big 13 BepecHsi 2023 poKy, aHrnilicbKo MOBOLO; IHpopmoBaHa
3roga ANA HeOGOB'A3KOBOro NigAocnimKeHHs 6iomapkepiB ana YkpaiHu, Bepcia 1.0 Big 13 BepecHsA
2023 poky. MNMepeknageHo yKpaiHCbKOO MOBOI A5 YKpaiHu 20 BepecHs 2023 poky; IHopmoBaHa
3roaa AN HeOGOB'A3KOBOrO NiAfOCAIfAKEHHA GiomapkepiB anAa YkpaiHu, Bepcia 1.0 Big 13 BepecHs
2023 poky. MepeknapeHo pocificbkolo MOBOIO AnA YKpaiHu 20 BepecHs 2023 poky; lgeHTudikagiina
KapTKa nauieHta gocnimpkeHHa BGB-3111-306, Bepcifa 2.1 gnA iHWKUX KpaiH Big 06 BepecHsA 2023 poky
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aHrnificbKkoro MoBo1; laeHTUiIKauiliHa KapTKa nauieHTa gocnigpxkeHHs BGB-3111-306, Bepcia 2.1 ans
iHWwKX KpalH Big 06 BepecHA 2023 poky. MepeknageHo Ha YKpaiHCbKY MOBY Asl YKpaiHu 25 BepecHA
2023 poky; laeHTudpikauiiHa KapTka nawieHTa gocnigpkeHHa BGB-3111-306, Bepcis 2.1 oA iHWMUX KpaiH
Big 06 BepecHs 2023 poky. MepeknageHo Ha pocilicbKy MOBY AJ/ifl YKpaiHu 25 BepecHA 2023 poKy;
3MiHa HalimeHyBaHHA 3asBHUKa B YKpaiHi 3 TOB «/ITABKOPIN KNIHIKA/T AEBE/IONMEHT YKPAIHA» Ha
TOB «®OPTPIA AEBENIONMEHT YKPAIHA» [0 NpOTOKO/Y K/IHIYHOTO AOC/iIKEHHA «PaHgomizoBaHe,
BiAKpUTE, HGaraToLeHTpPoBe AOCAiMpKEHHA dpasn 3 1A BMBYEHHSA KOMOGIHaLii 3aHyGpyTiHiGy (BGB-3111) 3
PUTYKCMMaboM y MOPIBHAHHI 3 KOMOIHAUIE 6eHAaMyCTUHy 3 pUTyKCMMaboMm y MauieHTiB 3 paHiwe He
NiKOBAHOK MAHTINHOK/TITUHHOK NiIMJIOMOI0, SIKUM He MokasaHa TpaHCn/aHTauisi CTOBOYPOBUX KAITUH», KOA
pocnipkeHHss BGB-3111-306, Bepcisi 3 nonpaskoto 3.0 Big 17 cepnHs 2022 poky; cnoHcop - belixeH Jita
[BeiGene Ltd], CLLA

3asBHVK - TOB «®OPTPIA AEBENOMMEHT YKPAIHA»

BYNO CTAJIO
TOB «/IAGKOPI K/IIHIKA/1 AEBE/IONMEHT | TOB «®OPTPIA AEBE/IONMEHT YKPAIHA»
YKPAIHA»

6. OHOBNeHa Gpollypa gocnigHuka no npenaparty Tpemenimymao (Tremelimumab), Bepcis 11 Big 20
XOBTHA 2023 poky; IHhopmauisa Ta popma 3rogun Anst AOPOCNUX YUACHUKIB AOCNiMKEHHS, JloKanbHa
Bepcis HoMmep 10 AnA YKpaiHu yKpaiHCbKOK MOBOIO, faTta Bepcii 28 nuctonaga 2023 poky - Ha OCHOBI
MacTtep Bepcii Homep 12 Big 13 nuctonaga 2023 poky, Oopatky 1 MacTtep Bepcii Homep 4 Big
30 nuctonapga 2018 poky Ta Odopatky 2 Mactep Bepcii Homep 4 Big 30 nuctonaga 2018 poky [0
NPOTOKONY KNIHIYHOTO AocnimkeHHs «PaHgomisoBaHe, BigkpuTe, 6aratoueHTpoBe gochimkeHHs Il dasn
AypBanymaby Ta Tpemenimymady B SKOCTI Nepllioi AiHii  NikyBaHHSA Maui€eHTiB 3 MOWUPEHUM
renatouentonspHum pakom (HIMALAYA)», kog gocnipkeHHs D419CC00002, Bsepcisd 7 Big 22 BepecHs
2021 poky; cnoHcop - AstraZeneca AB, Sweden

3asABHVK - TOB «ACTPA3EHEKA YKPAIHA»

7. 3miHa BignosigasibHOro AocnigHWKa Ta 3MiHA Ha3BU Micua MpoBeAeHHs1 BUMNPOOYBaHHA [0
NPOTOKONY KMIHIYHOro pJocnimkeHHs «3a dhasa, BigkpuTe, paHAoOMi30BaHe [OCMIMKEHHA [O1A OLiHKK
echekTBHOCTI Ta 6e3nekn npenapaty Ate3sosnisymad (ANTI-PD - L1 aHTUTINI0) B NOPIBHSIHHI 3 ONTUMaJ/IbHOK
NiATPUMYKOUOK Tepanieto nicnsa aA’toBaHTHOT XiMioTepanii oCHOBaHOI Ha LiMcnnaTtuHi y nauieHTiB 3 NOBHICTIO
pesekTabenbHUM HeapibHOKNITMHHUM pakom nereHb IB-11IA cTagii», kog gocnigxkeHHs GO29527, sepcisa 11
Big 16 ntotoro 2023 p.; cnoHcop - F. Hoffmann-La Roche Ltd, Switzerland («®. XoddmaHH-/19 Pow iTa»,
LLseiiyapis)

3asBHIK - TOBAPUCTBO 3 OBMEXXEHOIO BIANOBIAANBHICTHO «MiMifli KOKPEWH», YkpaiHa

BYNO CTANO
K.M.H. lLlampaii B.A. nikap MawegBcbka O.B.
BiHHMUbLKNIT 0GNACcHUIA KAiHIYHWIA OHKONOriYHUIA | KOMyHanbHe  HeKoMepuiliHe  nignpuemMcTBO
[vcnaHcep, BigaineHHAa ximiotepanii, M. BiHHuusa | «MoAinbCbkuii perioHaNlbHUiA LLeHTP OHKoorii
BiHHMUbLKOT obnacHol Pagu»,
XimioTepaneBTUYHe BigAiNneHHA, M. BiHHMLA

8. 3miHa Ha3BU MicUs NPOBeAEHHA K/iHIYHOro BUNPOGYBAaHHA [0 MPOTOKOY K/IHIYHOMO AOCAIAKEHHS
«PaHgomizoBaHe, nopggiiHe-cnine gocnimpkeHHs 11l dpasM [BOXKOMMOHEHTHOT XimioTepanii mpenaparamu
naatuHn B KombiHauii 3 nem6ponizymaéom (MK-3475) abo 6e3 HbOro, B SKOCTi Heoaf'toBaHTHOI /
aja’'toBaHTHOI Tepanii gn1a nauieHTiB 3 onepabesnibHUM HeAPIBHOKNITUHHMM pakoMm nerens I, A Ta llIB (T3-4N2)
ctagin (HOP) (KEYNOTE-671)», ko, gocnipkeHHs MK-3475-671, 3 iHkopnopoBaHoto nonpaskoto 11 Big 29
nunctonaga 2022 poky; cnoHcop - TOB Mepk LWapn eHg Joym, CLUA (Merck Sharp & Dohme LLC, USA)
3asiBHUK - TOBaApUCTBO 3 06MEXEHOH0 BignoBigasbHICTI0 «MC/, YkpaiHa»

BYJNIO CTAJNIO
AnpekTtop MNMapamoHos B.B. AvpekTop MNapamoHoB B.B.
KomyHasibHe HekomepLiiiHe nignpuemcTBo | KomyHasbHe HekomepLiiHe nigNnpPUeEMCTBO
«KniHiyHMin LEeHTp OHKONOTriT, remartonorii, | «KniHivyHui LeHTp OHKoJ10riT, remaTosorii,

TpaHcnnaHToMori  Ta naniaTMBHOW  JOMOMOrM | TPAHCMAaHTO/MorNT  Ta  naniaTMBHOI  Jonomoru
Uepkacbkoi obnacHoi pagu», OGnacHMiA ueHTp | Yepkacbkoi ob6nacHoi pagu», Bigain KniHIYHOI
KNiHIYHOT OHKOJOrii (OHKOXiMioTepaneBTUYHUI), | OHKOMOTiT (oHKOXiMiOTEepaneBTUYHNIA),




| M. YUepkacy | M. Uepkacm

9. IHchopmauisn Ta chbopma 3roau Ha y4vyacTb Yy K/iHIYHOMY [OCAifKEHHi, BK/AOYaluuM [03BiN Ha
pPO3KpUTTA MeguyHoI iHpopmauii, Bepcisa 5.1 Big 30 nuctonaga 2023 p., aHrMiNCbKO, YKPAIHCBLKOIO Ta
pociiicbkolo MOBaMun [0 MPOTOKOY KNIHIYHOrO AocnigxeHHs «[pocnekTueBHe, paHAOMi30oBaHe, NoABiliHe
cnine, niaauebo-KOHTPO/IbOBaHe, GaraTtoueHTPoBe AOC/IKEHHS, fke MPOBOAMTLCA 3 METOH BUBYEHHS
edhekTMBHOCTI Ta 6e3neku npenapaTy NT 201 npu nikyBaHHI CNACTUYHOCTI HWXKHIX KiHLIBOK, CNpUYMHEHOT
iHCY/IbTOM ab0 TpaBMaTU4YHMM MOLIKOMKEHHAM MO3KY Y AOPOC/MX Naui€HTiB, 3 NOAA/IbLUMM BigKPUTUM
PO3LMpPEHNM MNEpPIogOM [AOCNIMKEHHA 3 abo 6e3 KOMOIHOBAHOIO JliKyBaHHS BEPXHIX KIHLIBOK», KOZ
pocnigpkeHHss M602011014, sBepcis 6.0 Big 10 nunHa 2023 p. (Monpaeka Nel.0, Bepcis 6.0, cneuyndpiuHa ans
Ykpainn Bepcis 1.0 Big 18 BepecHs 2023 p.); cnoHcop - Mepy, ®apmacbioTikans MmeX, HimeuunHa (Merz
Pharamaceuticals GmbH, Germany)

3aaBHuK - TOB «BOPNABANA KNIHIKAN TPAINIC YKP»

10. /iuct-po3s’saicHeHHA Big 14 nuctonapga 2023 poky fo MNpoTokosly KNiHIYHOro BUNPOGOBYBaHHS
67652000PCR1001, Bepcisa MonpaBka 3 Big 01 cepnHa 2022 poky, aHrniiicbkoro mMoBoilo; Popma
iHhopMoBaHoOI 3rogu, aganToBaHa ANA KpaiHW Bepcis AnA YKpaiHu, Homep 7.0 Big 27 nucronaga
2023 poKy Ha ocHoBi MaiicTep-Bepcii ®I3 7.0 Big 27 nuctonaga 2023 poKy, aHINIACbKOIO Ta
yKpaiHCcbKoo MoBamu; JoaaTtok fo ®opmu iHhopmoBaHoI 3rogu, agantToBaHoil ANA KpaiHU Bepcia gns
YKpaiHu, Homep 7.0 27 nuctonaga 2023 poKy Ha OCHOBIi Mmavictep-Bepcii ®I3 7.0 Big 27 nucrtonaga
2023 poOKy, aHrNificbKOK Ta YKPAIHCbKOK MOBaMMW [0 NPOTOKO/Y KAIHIYHOrO AOCNimKeHHs «Bigkpute,
paHAoMi30BaHe [AOCMIMKEHHST ANs OUiHKM BigHOCHOI 6iogocTtynHocTi (B[) i 6ioekBiBaneHTHOCTI (BE)
npenaparTiB y BUrNs4i KoMbiHau,i i3 chikcoBaHoto ao3oto (KP/]) HipanapuGy natoc abipatepoHy auetart (AA) y
MOPIBHAHHI 3 Hipanapnbom i AA, WO NpM3HaYalTbCA OAHOYACHO Yy BUrAsSAi MOHONPenapaTiB, Y YO/O0BIKiB 3
pakoM nepeamixypoBoi 3a5103U», Kog, focnimpkeHHs 67652000PCR1001, sepcis MonpaBka 3, Big 01 cepnHs
2022 poky; cnoHcop - AHcceH ®apmauesTrka HB /Janssen Pharmaceutica NV, Benbris

3asaBHuK - TOB «APEHCIA EKCIM/IOPATOPI MEAICIH», YkpaiHa

11. 3anyyeHHA1 [OAATKOBUX MiCLb NMPOBeAEeHHs1 K/HIYHOro AOCHiMKEHHA [0 MPOTOKOMY KNiHIYHOro
BMNPOOyBaHHA «52-TXKHEBE, paHAOMI30BaHe, MoAgiHe cnine, nnauebo KOHTPONbOBaHE [AOCHILKEHHS Y
napanenbHUX rpynax 3 MeTo OLIHKM e(heKTMBHOCTI Ta 6e3ne4HOoCTi ABOX A03 npenapaty CHF6001 y dhopmi
CYXOro MOPOLKY A5 iHransuii, Wo AoAaTbea A0 NiATPMMYHUOT NOTPIAHOT Tepanii y NauieHTIB i3 XPOHIYHUM
OGCTPYKTUBHMM  3aXBOPHOBaHHAM fiereHb (XO3J/1) Ta XPOHIYHMM  OPOHXITOM», KO,  OOCHIMKEHHS
CLI-06001AA1-04, Bepcisa 5.0 Big 03 6epe3Hsa 2023 poky; cnoHcop - «K'esi PapmauesTivi C.n.A.» [Chiesi
Farmaceutici S.p.A.], ITanisa

3asABHVK - TOB «®OPTPIA IEBENOMMEHT YKPAIHA»

Ne M.1.6. BignosigansHOro gocnigHuka

n/n Ha3Ba Micus npoBeAeHHSA K/iHIYHOro BUNPOBGYBaHHS

1. O.M.H., npod. CTynHuubka I.A.

MeanyHWiA LEHTP TOBapMCTBa 3 0OMEXEHOH0 BiANOBIAANBHICTIO «EBpOMeACEPBIC», M. YepHiBL,i

2. nikap CagomoBa-AHgpiaHosa IM.B.

Meganuuunii ueHTp «Ok!KniHik+» ToBapucTBa 3 0OOMEXEHOK BiANOBigaNbHICTIO «MiXHapOAHWA
IHCTUTYT KMIHIYHUX AOCIMKEHb», aMOy1aToOPHO-NOAIKNIHIYHE BigaineHHs, M. K1iB

3. nikap babaHiHa T.B.

MeaunyHnii LEHTP «YHiBepcasibHa KiiHika «O6epir» ToBapmcTea 3 0OMEXEHOI BifMNOBIiga/IbHICTIO
«Kanutan», KNiHIKO-KOHCY/IbTaTUBHE BigdisieHHs, M. Kuis

12. 3miHa MicuA npoBefeHHA BUNPOGYBaAHHA [0 MPOTOKO/Y K/IHIYHOro AOCNimKeHHs «PaHaomizoBaHe,
noagiviHe cnine, nnaueb0-KOHTPOMbOBaHE AOCAIMKEHHS dhasn 2 Ana OUiHKM edIeKTUBHOCTI, 6e3neyHocT,
nepeHoCMMOCTi, hapMaKOKIHETUKM Ta Bi0N0rYHOT aKTUBHOCTI OpenadpyTUHIOY y naLieHTIB i3 peumanByoyo-
peMITyIoUMM PO3CISHUM CK1IEPO30M», Ko aocnimkeHHs ICP-CL-00112, sepcis 8.0 Big, 21 BepecHA 2023 poky;
cnoHcop - InnoCare Pharma, Inc., USA

3asBHUK - NignpremcTBo 3 100% iHo3eMHOI iHBecTuLiclo «AVK'IOBIA PAC YkpaiHax»

BYNO CTA/O
O.M.H. Kanbbyc O.l. O.M.H., npodp. Kanbbyc O.1.
BigokpemsieHnii CTPYKTYpPHUWA nigposgin | BigokpemneHuii CTPYKTYPHWIA nigposnain




«YHiBepcuTeTCbKa KNiHiKa» [JHINPOBCbLKOro | «YHiBepcuteTcbka nikapHA» [HiNPOBCbLKOro
AepXaBHOro MeAUYHOro yHiBepcuTeTy, | AepXaBHOro Me[UYHOro yHiBepcurerTy,
BigAdiNeHHs Hesponorii, JHINPOBCbKWA AepXaBHWIA | BigAiNeHHA HeBPonorii, [JHINPOBCLKUIA AepxaBHUIA
MeAWYHWIA  yHiBepcuTeT, kadpegpa HeBPOJOrii, | MeanuHuii  yHiBepcuteT, kadegpa HeBpoorii,
M. [IHINpo M. [IHinpo

13. [ocbe pocnigmkyBaHoOro nikapcbkoro saco6y (IMPD) XEN1101 <dopma IV T1a nnaue6o Ao
[ocnipKyBaHOro nikapcbKoro 3aco6y, BuaaHHs 2.2 Big 13 BepecHs 2023 poky, aHrNificbKoO MOBOIO;
3anyyeHHsa popatkoBol onucoBol HasBu XPF-010 (XEN1101 <dopma IV) ana aocnigxyBaHOro
nikapcbkoro 3aco6y XEN1101 g0 npoTOKO/y KMiHIYHOrO AOCAifXeHHs «PaHgomizoBaHe, nofginiHe-chnine,
nnauebo-KoOHTPO/IbOBaHe, OGaraToUeHTPOBE AOCNIMKEHHS [ANS  OUiHKM  6e3nekn, nepeHocUMocTi Ta
edhekTmBHOCTI npenapaty XEN1101 B AKOCTi AOMNOMIXHOT Tepanii npu eninencii 3 gokasibHMM Ae6ToM, 3
BIAKPUTOK NOAOBXEHOW dha3oto», kog gocnimpkeHHs XPF-008-201, sepcia 6.0 Big 05 cepnHa 2022 poky;
crnoHcop - KceHoH ®apmac'toTikan3a IHK., KaHaga/ Xenon Pharmaceuticals Inc., Canada

3asaBHuK - TOB «<APEHCIA EKCIMIOPATOPI MEAICIH», YkpaiHa

14. NucT iHdopmauii ana nauieHTa Ta ®opma iHhopmoBaHOI 3roan Ha yyacTb Yy AOCAIMKEHHI, ANns
YkpaiHu, Bepcia 5.1 Big 14 nuctonaga 2023 Ha OCHOBiI mavicTep-Bepcii gna €C 6.0 Big 10 GepesHsA
2023 (yKpaiHCbKOIO Ta POCiliCbKOI MOBOLO) [0 NPOTOKOJTY KAiHIYHOro BUNPO6yBaHHA «oCnimpkeHHs dhasu
Ib/Il 3acTocyBaHHA npenapaty APG-2575 sk MoHoTepanii abo B KOMOIHaLii 3 iHWWMMK NiKapCbKUMK
npenapaTtamu y nauieHTiB 3 peunanByoummMm Ta/abo pepakTepPHUMN XPOHIYHUM NiMOLUTAPHUM /1EAKO30M
(XNn)/gpibHokNiTUHHOW NimdoumTapHoto nimcomoto (4/11) (SACRED)», kog gocnimxkeHHs APG2575CU101,
Bepcia 3.1 Big 28 6epes3Ha 2023; cnoHcop - Ascentage Pharma Group Inc. (AceHTax ®apma pyn IHK.),
CLUA

3asBHUK - TOB «Kpomocdapma YkpaiHa»

15. o6anbHa bBpowypa pocnigHuka Beponizyma6é (MLNO0002), BugaHHA 27 Big 17 nunHsA
2023 poKy, aHrniicbkoto MoBoto; FnoGanbHa Bpoulypa gocnigHuka Begonisyma6 (MLN0002), BuaaHHs
28 Big 14 nuctonaga 2023 poky, aHIMiNCbKOK MOBOIO 10 NPOTOKO/Y KNiHIYHOro BUNpobyBaHHA «Bigkpute
pocnipkeHHs dasm 3b gna ouiHkM [OBroCTPOKOBOI 6E3MeYHOCTI Ta eqeKTMBHOCTI Beposisymady o
NigWKIPHOrO BBEAEHHS Y MauieHTIB 3 BMPA3KOBMM KOJIITOM Ta XBOPOOOK KpoHa», KoA [OCNILKEHHS
MLNO0002SC-3030, iHkopnopoBaHuii nonpaskoto 10 Big 20 >oBTHA 2020 poKy; CnoHcop - «Takepa
JesenonmveHT CeHTep HOpon Jita.» (Takeda Development Centre Europe Ltd.), CnonyyeHe KoponiBcTBO
3asBHYK - MignpremcTBo 3 100% iHo3eMHoto iHBecTULjel0 «ANK'HOBIA PAC YkpaiHa»

16. bpowypa paocnigHuka MimaBaHcepuH (ACP-103), BupgaHHA 16.0 Big 30 kBiTHA 2023 pOKY,
aHrnificbkoro MoBoOW; IHopmauiiHMiAi nucTtok i chopma 3rogu, Bepcia V9.0UKR(uk)1.0 Big
16 nuctonaga 2023 poky, nepeknag YKpaiHCbKOW MOBOK Big 22 nuctonaga 2023 poky;
IHhopMmauiiHuii nucTok i hopma 3rogu, Bepcisa V9.0UKR(ru)1.0 Big 16 nuctonaga 2023 poKy, nepeknag
pociiicbkolo MoBOIO Big 22 nuctonaga 2023 poky; IHchopmauiiiHuii nucTok i hopma 3rogu oco6u, sika
Hagae pornsaa nadieHToBi, Bepcia V7.0UKR(uk)1.0 Big 16 nuctonaga 2023 poky, nepeknaj
YKpaiHCbKOIO MOBOIO Big 22 nuctonaga 2023 poky; IHcopmauniiiHnii nucTok i popma 3rogm ocoom, ska
Hagae gornag nauieHtoBi, Bepcia V7.0UKR(ru)1.0 Big 16 nuctonaga 2023 poKy, nepeknag, pocCiiicbKoto
MOBOI0 Big 22 nuctonaga 2023 poKy; JIMcT-NoBigoM/IEHHA NalieHTa NPo NOGIYHI ABULWA Y AOCNIfKEHHI
ACP-103-035 Big 27 nunHa 2023 poKy, nepeknaj YKpaiHCbKOK Ta POCilicbkold MoBamMu Bip,
21 nuctonaga 2023 poKy [0 NPOTOKOJY KMiHIYHOrO BUMNPOGYBaHHA «52-TWXKHEBE BigKPUTE po3LUMpPEHe
JocnifpkeHHA niMaBaHCepPUHY B AKOCTI 40AaTKOBOrO JliKkyBaHHA WN30hpeHii», kog, gocnigxeHHs ACP-103-
035, nonpaska 3 Big 11 cepnHsa 2020 poky; cnoHcop - Acadia Pharmaceuticals Inc. (AKALIA ®apmachioTikan3
IHK), CLLUA

3asBHYK - MignpueMcTBo 3 100% iHo3eMHol iHBecTuLjieto «AK'IOBIA PAC YkpaiHa»

17. OHOBNEHUI NPOTOKOJ KAiHIYHOrO BMNpoOyBaHHA LTS16004, 3 nonpaBkoto 09, Bepcisa 1 Big 16
nnctonaga 2023 poKy 0 NPOTOKOY KAIHIYHOTO BUNPOOYBaHHS «[10BroCTPOKOBE PO3LIMPEHE [OCNIIKEHHS 3
OUiHKM 6e3nekn Ta edhekTMBHOCTI npenapaty SAR442168 y y4yacHUKIB OOC/IMKEHHS 3 PeunguByrovmMMm
PO3CiSiHUM CKNepo30M», Kog, AocnigpkeHHs LTS16004, 3 nonpaskoto 08, Bepcis 1 Big 19 uepsBHs 2023 poky;
crnoHcop - Genzyme Corporation, USA (xeH3am KopnopeliwH, CLLUA)

3asaBHUK - TOB «IMAPEKCE/1 YkpaiHa»



18. OHoBneHwuii NpPoTOKON KhiHiYHOro AocnimkeHHa 17000139BLC3001, 3 nonpaBkoio 4 Bif
05 xoBTHA 2023 poKy aHrniiicbkoo MOBOK; Bpolwypa gocnigHuka AocCnigKyBaHOro NikapcbKoro
3aco6y JNJ-17000139 (FemuitabiH (Gemcitabine) 225 Mr, cucrema iHTpaBe3uKa/IbHOI AOCTaBKU
(TAR-200)), Bepcis 8.0 Big 14 BepecHA 2023 poKy aHrfilicbkoilo MoBoOW; Bpouwypa pocnigHuka
pocnipkysaHoro nikapcbkoro 3acody JNJ-63723283 (Uetpenimab (Cetrelimab)), pepakuia 8 Big
12 xoBTHA 2023 pPOKy aHI/iiCbKOI0 MOBOIO; OHOB/eHe [locbe AOCNIMKYBaHOrO /liKapCbKOro 3aco6y
JNJ-63723283 (Lietpenimad (Cetrelimab)) (360 mr (30 mr/mn), po3unH ansa iHdysiii), Bepcia 6 Big,
BepecHs 2023 poKy aHriicbKkolo MOBOI; oAOBXEHHA TepMiHy NpUMAATHOCTI [OCAigKyBaHOro
nikapcbkoro 3aco6y Lietpenima6 (Cetrelimab) (JNJ-63723283; LieTpenima6); 360 mr (30 mr/mn), po3unH
Ansa iHdysin go 36 micauiB; IHcopmauiliHuii NMCTOK nauieHTa Ta hopma iH(hopMmoBaHoi 3roau ans
YKpaiHu, Bepcisa 5.0 Big 17 »xoBTHA 2023 poKy YKPaAIHCbLKOIO Ta poCiiicbKolo moBamu; IHhopmaviiiHnii
GlonieTeHb AN1s NaLieHTIB nporpaMmu 60poTbLGU 3 pakoM Ce4YoBOro Mixypa — BugaHHa 1, sepcia 1.0 Big,
08 cepnHs 2023 poKy YKpalHCbLKOM Ta pPOCINCbLKOK MOBamMu [0 NPOTOKO/Y K/iHIYHOrO BMNPO6YBaHHS
«baratoueHTpoBe paHAoMi30BaHe AocnimkeHHs dhasu 3 anA ouiHkm edekTnsHocTi npenapaty TAR-200 B
koMb6iHaLii 3 ueTpeniMabom y MNOPIBHAHHI i3 CYMyTHbLOW XiMiopagioTepanield B yyacHUKIB i3 M'A30BO-
iHBA3MBHOIO YpOTeiaNbHOK KapLMHOMOIO CEHOBOro Mixypa, SKUM He NPOBOAWN paauKasibHY LIUCTEKTOMIKO»,
koA pocnimkeHHs 17000139BLC3001, 3 nonpaskoto 3 Big 17 nuctonaga 2022 poky; crioHcop - Janssen
Pharmaceutica NV («fAHcceH ®apmaueTuka HB»), benbris

3asBHuKk - TOBAPWCTBO 3 OBMEXEHOK BIANOBIJA/IBHICTIO «®APMACBLIOTIKAT PICEPY
ACCOYLWVENTC YKPAIHA» (TOB «®PA YKPAIHA»)



