Jopartok 1

«Mepenik cyTTEBMX MNOMPABOK A0 NPOTOKOJIB KNIHIYHUX BUNPOOGYBaHb, PO3rfsiHYTUX Ha 3acigaHHi HTP
Ne 39 Big 23.11.2023, Ha siKi 6y/11 OTpUMaHi NO3UTUBHI BUCHOBKU €KCNepTiB.»

1. OHOB/IEHUI NPOTOKOJ KJiHIYHOro BUNpoGyBaHHs 1346-0012, sBepcis 3.0 Big 18 BepecHsa 2023 poky A0
NPOTOKOSY KNIHIYHOTO AOC/iMKEHHS «PaHgomizoBaHe, NoBgiiiHe crine, niauebo-KoOHTpoboBaHe focaigpkeHHs |l
chasn B napanenbHUX rpynax ass ouiHkM epeKTUBHOCTI Ta 6€3MeYHOCTI 3aCTOCYBaHHA npenaparty iknenepTuHy
OAMH pa3s Ha A0by NpoTArom 26-TYHXKHEBOrO nepioAy AikyBaHHA B nauieHTIB 3 wnsodpeHieto (CONNEX-2)», kog
pocnipxkeHHn 1346-0012, sepcis 2.0 Big 27 x0BTHA 2022 poky; cnoHcop - «bepiHrep IHrenbxalim PLB T'vb6X eHp,
Ko KI'», AscTtpist / Boehringer Ingelheim RCV GmbH & Co KG, Austria

3aaBHUK - NignpremcTso 3 100% iHo3eMHoI iHBecTuLicio «AVK'IOBIA PAC YkpaiHax»

2. OHOB/EHUIA NPOTOKOJ 3 MonpasKoto 7 Bifg 08 6epesHs 2023 poKy aHrNilicbKkoro MoBoto; IHhopmauiitHuii
nncTok i chopma iHchopmoBaHoOiI 3roau ansa giteil Bikom 12-13 pokiB, Bepcifi 7.0 Big 25 kBiTHA 2023 poKy
YKpaiHCbKOLO Ta pocilicbkoto moBamu; IHpopmauiiiHuii nMcTOoK i hopma iHchopmoBaHOi 3roau ansa pitei
Bikom 14-17 pokiB, Bepcia 7.0 Big 25 kBiTHA 2023 poOKy YKPaiHCbKOK Ta pPOCiifiCbKOol MOBamu;
IHhopMmauiviHuii nncToK i hopma iHhopMoBaHOI 3roau Ans Aopocnux, sepcisa 7.0 Big 25 KBiTHA 2023 poky
YKPAiHCbKOIO Ta pocCiiicbKolo moBamu; IHchopMauiiiHuii nMcToK i hopma iHhopmMoOBaHOI 3rogn 6aTbKiB Ha
yyacTb AUTUHU B fOChigKeHHi, Bepcia 7.0 Big, 25 KBiTHA 2023 poKy YKpPaiHCbKOIO Ta POCiliCbKOI0 MOBaMUu;
3miHa Ha3BM Micua MpPOBeAEHHA K/IHIYHOrO BUNPOOYBaHHA [0 MPOTOKONY KMIHIYHOTO AOC/IAKEHHS
«[ogoBxeHe AocnimkeHHsa a3 2b Ans BMBYEHHST [OBrOCTPOKOBOI 6e3MeyHOCTi Begonisymady npu
BHYTPILUHLOBEHHOMY BBE/EHHI B Naui€eHTIB AWTAYOrO BiKy 3 BUPA3KOBUM KOJITOM abo XBOpo6OK KpoHa.
JoBroctpokoBa 6e3neyHicTb Befonisymady npu BHYTPILHLOBEHHOMY BBEAEHHI B MNaUi€HTIB OUTAYOro BiKy 3
BMPa3KoBMM KOJiTOM abo xBopoboto KpoHax, kog, gocnipxkeHHs Vedolizumab-2005, 3 nonpaskoto 6 Big 01 rpyaHs
2021 poky; crnoHcop - Takepa [esenonveHT CeHTep Awmepikac, IHk., CLUA (Takeda Development Center
Americas, Inc., USA)

3asBHnk - TOBAPUCTBO 3 OBMEXEHOK BIAMOBIJANTBHICTIO
ACCOYLWVENTC YKPAIHA» (TOB «®PA YKPAIHA»)

«PAPMACBIOTIKA/T  PICEPY

«ObnacHa gutava KiaiHiyHa nikapHa», O6nacHui
ANTauni racTpoeHTeposIoriuHuii LeHTp,
XapkiBCbknii HauioHanbHWiA MeANYHUIA YHIBEPCUTET,

BYNO CTA/O
O.M.H., npod. NoHyapb M.O. O.M.H., npod. NoHyapb M.O.
KomyHanbHuiA  3aknag  oOXopoHu  3p0poB'A | KoMyHanbHe HeKomepuiliHe nignpMemMcTBO

XapkKiBCbKOi 06nacHoi pagu «O6nacHa pgutAda
KNiHiYHa NiKapHa», racTpoeHTeposioriuHe
BiggineHHs Ha 40 niKOK (UEeHTp), XapKiBCbKWii

Kathegpa negiatpii Nel Ta HeoHaTonorii, M. Xapkis HalioHa/TlbHWI  MeanYHUA - yHiBepcuTeT, Kadegpa

negiatpii Ne 1 Ta HeoHatonorii, M. Xapkis

3. MpoTtokon KniHiyHoro Bunpo6ysaHHA NOPRODPAPUH3001 3 nonpaBkoto 2 Bif 04 cepnHsa 2023 pokKy;
Bpouypa gocnigHuka pna pocnigkyBaHoro siikapcbkoro 3aco6y Cenekcinar (JNJ-67896049), BugaHHA 18
Big, 03 ntotoro 2023 poky; IHopmauisa ana yyacHuka gocnipkeHHs i dopma iHhopmoBaHOi 3roau, Bepcis
Aans Ykpaiin 4.0 Big 01 BepecHs 2023 poKy (MauiteHTaH (JNJ-67896062)), yKpaiHCbKOIO Ta POCIACLKOIO
MmoBamu; IHhopmauisa gna yyacHuka gocnigkeHHs i @opma iHhopmoBaHOi 3rogu, Bepcia ansa Ykpainm 3.0
Big 01 BepecHsa 2023 poky (Cenekcinar (JNJ-67896049), yKpailHCbKOK Ta POCINCbKOK MOBamMu [0
NPOTOKOY KNiHIYHOrO AocnimKeHHs «lMpocnekTnBHe, BigkpuTe, NNaTOpMHeE A0CNIAKEHHS 3 METOK NPOBEAEHHS
HaCTYMHOro JOBrOCTPOKOBOrO CMOCTEPEXEHHS 3a MaljieHTaMu 3 IereHeBOot0 rinepTeH3ieto, SKi paHile npuiimanu
yyacTb Yy NepBICHUX iIHTEPBEHLiHNX BUNPOBYBaHHAX», kog aocnigxeHHs NOPRODPAPUH3001, sepcis 1.0 Big 02
yepBHA 2021 poky; cnoHcop - «AHcceH PapmaueBTuka HB»/ Janssen Pharmaceutica NV, benbris

3asaBHUK - TOB «MAPEKCEN YkpaiHa»

4. OHOBNEHWI I NPOTOKOJ1 KNiHiuHOro Bunpo6yBaHHA TACTI-002, Bepcis 5.0 chiHanbHa, Big 18 cepnHsa 2023
POKY, aHrniicbKoo MOBOI0; 3MiHa HalimeHyBaHHA 3asiBHMKa B YKpaiHi 3 TOB «JIABKOPI K/HIKAN
AEBENOMMEHT YKPAIHA» Ha TOB «®OPTPIA AEBENOMMEHT YKPAIHA»; MNMoaoBXeHHA TepMmiHy



npoBefieHHs KNiHIYHOro BUNPOGOYBaHHA B YKpaiHi Ao 30 nucrtonaga 2024 poky [0 MPOTOKOY KNiHIYHOro
pocnipkeHHa «TACTI-002 (Two ACTive Immunotherapeutics): BaraToueHTpoBe, BigkpuTe focnimkeHHs dasu Il y
nawieHTiB 3 paHille HenikoBaHUM HeonepabenbHUM abo MeTacTaTUYHUM HefpPiGHOKMITUHHUM pakoM sereHi
(HAPN), a6o peuugusytounm PD-X pedpaktepHum HAOPJ, abo peumauBylouMm 4m  MeTacTaTUYHUM
M/IOCKOKAITUHHUM pakoM ronosu Ta wui (MPrL), aki oTpuMytoTb PO3YMHHUIA pekoMOiHaHTHWMIA 6inok LAG-3
eptunarivog anbpa (IMP321) y komb6iHauii 3 nembponizymabom (aHtaroHicT PD-1)», kog A0CAIMKEHHS
TACTI-002, Bepcisa 4.1 thiHanbHa, Big 8 uepsHA 2021 poky; cnoHcop - Immutep S.A.S., ®paHuis

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

5. OHOBNEHUI NPOTOKOJ KJiHIYHOro BUNPOGYBaHHA, Bepcia 4.0 Big 06 nunHa 2023 p.; fopaToK Ao
Bpolwypu gocnigHuka gocnigKysaHoro nikapcbkoro sacooy TaBanagoH (CVL-751) 2.0 Big 20 nunHAa 2023
p., A0 BupaHHA 4.0 Big 30 XOBTHA 2022 p., aHrfilicbkolo moBoto; CVL-751-PD-003_IHcdopmauisa pns
nauieHTa i ®opma iHchopmoBaHOi 3roau_Bepcisa Ana YkpaiHn 6.1.0 Big 25 nunHAa 2023 p. yKpaiHCbKOO
MOBOIO; Popma o(hpTa/IbMOJIONIYHOrO OGCTEXEHHA ANA KNiHIYHMX BUNpoGyBaHb TaBanagoHy (TemPo)
Bepcia 1.0 Big 27 uepBHA 2023 p., YKPAIHCbKOKD MOBOK [0 MNPOTOKO/Y KMIHIYHOMO [AOCNiAKEHHS
«PaHgomizoBaHe, noggiliHe chnine, nnaueb0-kOHTPO/bOBaHe AOCAIMKEHHA ha3nm 3 y napanenbHux rpynax
TPUBAJICTIO 27 TWXKHIB i3 THYYKMM Nig06opoM [03U ANS OUiHKM e(DeKTMBHOCTI, 6e3MeYHOCTI Ta NePEHOCUMOCTI
TaBanafioHy B SKOCTi AOMOMDKHOI Tepanii y [OpOC/MX MauieHTiB 3 XBOPOo6OK [NapkiHCOHA 3 MOTOPHMMM
dnykTyaLigmn, aki oTpUMYOTb NiKyBaHHA npenapatom Jlesogona (gocnigpkeHHs TEMPO-3)», Ko AoCNiAXeHHS
CVL-751-PD-003, Bepcida 3.0 Big 03 BepecHsi 2021 p.; cnoHcop - Cepesen Tepan'toTikc, JIIC, CLUA [Cerevel
Therapeutics, LLC, USA]

3asaBHUK - TOB «CiHeoc Xenc YkpaiHa»

6. MpoTtokon kniHiyHoro pgocnimkeHHa J2G-MC-JZJC, Bepcia 3 iHKOpnopoBaHoOIO nonpaskoto (e) Big 15
cepnHA 2023 poKy aHrniiicbko MOBOK; Bpolwypa gocnigHuka [OCAifKYBaHOIO NiKapCbKOro 3acoGy
CennepkartiHi6, Bepcia Big 09 cepnHa 2023 poKy aHrilicbkolo MoBOlo; IHpopmauis Agns nauieHTa
pocnipkeHHa Ta ®opma IHhopmoBaHoi 3roau ANA yyacTi y gocnigkeHHi ANA BUKOPUCTAHHA B YKpaiHi,
Bepcis Ne 6.0 ykpaiHCbLKOIO MOBOIO Bif} 29 BepecHs 2023 poky; IHopmMaLis Ana nauieHTa AOCNIMKEHHA Ta
®dopma IHhopmoBaHoi 3roan onsa yyacTi Yy AOCAiMKEHHI ANA BUKOPUCTAHHA B YKpaiHi, Bepcifa Ne 6.0
pociiicbkolo MOBOIO Big 29 BepecHA 2023 poky; IHopmauia ansa nauyieHTa gocnigpkeHHsa ta dopma
IHcbopmoBaHOi 3rogn Ana y4yacti y nepexigHoMy nepiogi AocnifiKeHHA AN BUKOPUCTAHHA B YKpaiHi,
Bepcifa Ne 6.0 ykpaiHCbKOIO MOBOIO Bif, 29 BepecHs 2023 poky; IHthopMauisa AnA nayieHTa AOCNigKEeHHA Ta
®dopma IHhopmoBaHoi 3rogn AnA ydacti y nepexigHomMy nepiogi AOCNigKeHHA ANA BUKOPUCTAHHA B
YKpaiHi, Bepciss Ne 6.0 pocilicbkoio moBoto Big 29 BepecHsi 2023 poKy; 3MiHa HasBu MicLuA NpoBeAeHHs
KNiHIYHOrO BUMNPOOYBaHHA [0 NPOTOKOY KNiHIYHOTO pocnimkeHHs «LIBRETTO-431: BaraToueHTpoBe,
paHgoMmizoBaHe, BigkpuTe gocnimkeHHs Il hasn nopiBHAHHA Tepanii npenapaTtom CennepkaTiHié 3 Tepanieto
npenapaTamMy Ha OCHOBI MOXiAHUX MJATVHWU B MOEAHAHHI 3 NemMeTpekceaoM B abo 6e3 kombiHauii 3 npuiiomMomM
nembponisymaba B AKOCTI MepLUOi iHil JliKyBaHHA MOLIMPEHOr0 YN MeTacTasyuoro HefpiGHOKTITUHHOIO paky
nereHi 3 HagBHicTiO riopugHoro reHa RET», kog pocnigkeHHa J2G-MC-JZJC, Bepcis 3 iHKOPNOpOBaHO
nonpaskoto (d) Big 18 nuctonaga 2020 poky; cnoHcop - Eni Jlinni eHg Komnawi, CLUA / Eli Lilly and Company, USA
3anBHuK - «Eni Ninni Boctok CA», LLBeliuapis

BYNO CTA/O
O.M.H., npod. BoHaapeHko |.M. O.M.H., npody. BoHaapeHko |.M.
KomyHanbHe HekomepujiiHe nignprMemctBo «Micbka | KOMyHanbHe HekomepuiiHe nignpuemctBo «Micbka
KNiHiyHa nikapHs Ned» [IHINPOBCbLKOT MIiCbKOT pagw, | KniHiuHa nikapHa Ned» [HINPOBCLKOT MICbKOi paaw,
BigAaineHHa ximioTepanii, JepxaBHuWiA 3aKknag | XximiotepaneBTUuHe  BigAiNleHHA 3 AEHHUM
«HinponeTpoBCbKa MepuYHa akagewmisi | ctauioHapom, [AHinpoBcbkuii [epXXaBHUA
MiHicTepcTBa OXOpPOHM 3[0pOB’A  YKpaiHu», | MegUYHuiA  yHiBepcuTeT, kadpeapa OHKosorii Ta
Kadpegpa OHKoMoOrii  Ta  MeAuyHOI  pagionorii, | MeguyHol pagionorii, M. JHinpo
M. [JHinpo

7. Bpowypa JocnigHuka Bepcis 8.0 Big 28 BepecHs 2023 p.; JocnimkeHHs 20321 _IHcdopmauiiiHnii NTNCTOK i
t¢hopma iHcbopmoOBaHOI 3rogu WOA0 3MiH Y AOCNIMKEHHI ANA yyaCHUKIB, SIKMX OYy/i0 nepeBefeHO 3
OCHOBHOro gocnigpxeHHss ARAMIS (17712), Bepcis 2.0 Big 15 BepecHA 2023 poKy A1s YKpaiHU YKPaiHCbKOKO



Ta pociiicbKolo MoBaMu Ha 6a3i 0OCHOBHOI Bepcil IHhopmauiiHoro nucTtka i coopmu iHhopmoBaHoi 3rogu
WOoAO0 3MiH Yy AOCNiSKEHHI ANA yYaCHUKIB, SKMX OYy/10 nepeBefeHO 3 OCHOBHOro gocnigpkeHHa ARAMIS
(17712), Bepcia 2.0 Big 16 cepnHAa 2023 poky; BAY 1841788 | 20321 | KoHTaKkTHa KapTka nauieHTa ans
YkpaiHu Bepcia 2.0 Big 28 cepnHsa 2023 p. yKpaiHCbKOK Ta PoCilicbKO0 MOBaMu Ha 6a3i OCHOBHOI Bepcii
KoHTakTHOI KapTku nauieHTa / Bepcis 3.0 Big 07 cepnHa 2023 p.; 3miHa Ha3B MicUb NPOBEAEHHSA KNiHIYHOro
BMNPOGYBaHHA [0 NPOTOKO/Y KAIHIYHOTO AOCNIMKEHHS «BigkpuTe, 04HOrPynoBe, AOAATKOBE AOCIMKEHHS ANs
3a6e3neyvyeHHss NPOAOBXEHHS JlikyBaHHSA AaposlyTamifoM MalieHTiB, ki Oynu BK/IOYEHI Yy nonepegHi
JocnigpkeHHs komnaHii baiep.», kog gocnipxkeHHs BAY 1841788/ 20321, sepcis 2.0 3 iHTErpoBaHo NONpPaBkoo 1
Big 07 »oBTHA 2022 p.; cnoHcop - baiiep KoHcbiomep Kep AT, LUBeliuapis

3anBHuK - TOB «baliep», YkpaiHa

XapkiBcbkoi O6nacHoi Paan «O6nacHuii MeanyHuii
KNiHIYHWI LEeHTp yponorii i Hedpponorii
iMm. B.l. Wanosana», yponoriyHe BiggineHHAa Ne5,
M. XapkiB

BYNO CTAJO
O.M.H. 'puropeHko B.M. O.M.H. puropeHko B.M.
JepxaBHa ycTaHoBa «lHCTUTYT yponorii | lepxaBHa ycTaHOBa «IHCTUTYT Yyponorii iMeHi
HauioHanbHOT akagemil MeguUHUX HayK YKpaiHu», | akagemika O.®P. BosiaHoBa HauioHanbHOI
BiAA4iN BiAHOBHOI yPOJIOril Ta HOBITHIX TEXHONOTIV | akagemii  MegWUHUX HayK YKpaiHu», Bigain
Ha 6asi lll yponoriuHoro BigaineHHA KniHikn Y | BigHOBHOI yponorii Ta HOBITHiIX TEeXHOJIOrii,
«lHcTuTyT yponorii HAMH YkpaiHu», M. Kuis M. Knis
O.M.H., Npodd. AHTOHSH .M. O.M.H., Npodd. AHTOHSH |.M.
KomyHasbHe HeKoMepLUiiHe nignpuemcTBo | KomyHanbHe HeKoMepLiiHe nigANpUEMCTBO

XapkiBcbkoi 06nacHoi pagn «O6nacHuin meauyHuii
KNiHIYHWIA  UeHTp yponorii | Hedponorii  iMeHi
B.l. Wanosana», BigAiNneHHA OHKONOrIYHOI yponorii
Ne5, M. XapkiB

8. OHoBneHa bpouwypa AocnigHuka KoHumsymab, npoekt NN7415, Nemoduinia A ycknagHeHa a6o
HeycKnagHeHa iHrioitopamu o ®VIll, Femodpinis B ycknagHeHa ab0 HeycknagHeHa iHriitopamu go ®IX,
BuAaHHA 13, diHanbHa Bepcia 1.0 Big 15 BepecHA 2023 p., aHrniiicbko MoOBOWO; IHchopmauia pns
y4yacHuKa i Popma 3roau Ha yyacTb Ans gopocnux, diHanbHa Bepcia 7.0-UA(UK) Big 25-BepecHs-2023,
yKpaiHCbKOI0 MOBOIO; IH(hopMmauia ans yyacHuka i dopma 3roaum Ha yvyacTtb A1 gopocnux piHasibHa,
Bepcifa 7.0-UA(RU) Big 25-BepecHs-2023, pociiicbKolo MOBOLO; IHhopmauisa gns ydacHuka i dopma 3rogu
Ha y4yacTb AnA 6aTbkiB, piHanbHa Bepcia 8.0-UA(UK) Big 25-BepecHs-2023, yKpaiHCbKOK MOBOIO;
IHcbopmauia gna yyacHuka i Popma 3rogu Ha yvyactb AnA 6atbkiB, hiHanbHa Bepcia 8.0-UA(RU) Big 25-
BepecHs-2023, pociiicbkoto MoBoto; IHhopmallia Ana yyacHuka Ta Popma 3rofum Ha yyacTb y AOCAIMKEHHI
ana nignitkie (14-17 pokis), diHanbHa Bepcia 7.0-UA(UK) Big, 25-BepecHs-2023, ykpaiHCbKOO MOBOIO;
IHbopMmauia ans yyacHuka ta dopma 3roau Ha yyacTb Yy AOChiMKeHHi ana nignitkis (14-17 pokis),
thinanbHa Bepcia 7.0-UA(RU) Big 25-BepecHs-2023, pocilicbkoio MOBOIO; IHpopMaLifi AN yyacHUKa Ta
dopma 3roan Ha BUKOPUCTaHHA 3pas3KiB KPOBI A5 MaliGyTHIX gocnimkeHb, (hiHanbHa Bepcia 7.0-UA(UK)
Bif 25-BepecHA-2023, ykpalHCbLKOI0 MOBOI0; IH(hopmauis anAa yyacHuka Ta dopma 3roan Ha BUKOPUCTAHHS
3pas3KiB KpoBi Ans MaibyTHiX pgocnimkeHb, diHanbHa Bepcia 7.0-UA(RU) Big 25-BepecHsn-2023,
pociiicbkolo MOBOIO; MoAoBXEHHA TEPMiHY NPOBEAEHHSA K/iHIYHOro BUNPOOYBaHHA B YKpaiHi fo 21 KBiTHA
2026 poKy [0 MPOTOKOJY KMiHIYHOTO J0CAiMKEHHA «EekTnBHICTb Ta 6e3neka NpoiNakTMYHOrO 3aCTOCYBaHHS
KoHuusymaoy y nauieHTiB 3 remodisiieto A un b, He yCcKnagHeHOHK iHribiTopamm», kog gocnimpkeHHs NN7415-
4307, hiHanbHa Bepcis 6.0 Big 22 yepBHA 2023; cnoHcop - Novo Nordisk A/S (JaHis)

3asaBHUK - TOB «HoBo Hopgaick YkpaiHa»

9. OHoBneHui MpoTokon KniHiuHoro gocnigpkeHHsa ACE-536-MDS-002, nonpaBka 5.0 Big, 24 cepnHa 2023 p.,
aHrnificbKko MOBOI; 3MiHA KOHTPAKTHOI AOCNiAHWLbLKOI opraHisauii, BignoBiganbHOI 3a NpoBefeHHs
pocnipkeHHA B YKpaiHi (3assBHUKa) 3 ToBapuctBa 3 OGMexeHOW BignosiganbHicTIO «KOHTpaKTHO-
AocnigHuybka OpraHisauis IHHOhapMm-YKpaiHa» Ha TOBAPUCTBO 3 OBMEXXEHOIO
BIANOBIAANBHICTIO «MiMifi FKOKPEWH»; Bpouwypa AocnifgHNKa AOCNiMKYBaHOrO NiKapCbKOro 3aco6y
Nycnarepuent (ACE-536), BugaHHA 16.0 Big 23 uepBHA 2023 p., aHrniicbKko moBoto; ACE-536-MDS-002,
IHhopMmauisa gna nauyieHTa i hpopma iHchopmoBaHOI 3roau aHIMiINCbKOK MOBOIO A1 YKpaiHu, Bepcis 8.0 Big,
18 BepecHa 2023 p.; ACE-536-MDS-002, IHchopmauia ana naudieHta i ¢hopma iHpopmoBaHOI 3roau
YKpaiHCbKOIO MOBOIO Ans YKpaiHu, Bepcis 8.0 Big 18 BepecHs 2023 p.; ACE-536-MDS-002, IHhopmauis ans
nauieHTa i coopma iHhopMmoBaHOiI 3rogu pociicbLKO MOBOK A5 YKpaiHu, Bepcisa 8.0 Big 18 BepecHs



2023 p. 0o NPOTOKO/Y KNiHIYHOTo AOoCNiMKeHHNA «Bigkpute, paHaoMizoBaHe JocnimpkeHHA Pa3n 3 AN NopPiBHAHHSA
edheKkTMBHOCTI Ta 6e3neyHocTi npenapaty nycnarepuent (ACE-536) Ta enoeTuHy asnibha Ans nikyBaHHA aHeMil,
CNpUYNHEHOT MienoaucniacTuuHuMmn cuHgpomamun (MAC) 3 AyXe HU3bKUM, HU3bKUM abo NPOMDKHUM piBHEM
pu3nky 3a IPSS-R, y nauieHTiB, fki paHille He OTpuMMyBann CTUMYNSATOPWU epUTPOonoesy Ta noTpebyloTb
nepenvBaHHA eputpounTiB», kog pocnipkeHHs ACE-536-MDS-002, nonpaska 4.0 Big 31 6epesHsa 2022 p.;
cnoHcop - Celgene Corporation, USA/ CengxeH KopnopeiiwH, CLUA

3asBsHNK - TOBAPUCTBO 3 OBMEXXEHOIO BIAMNOBIAANBHICTIO «MiMifli KOKPEWH», YkpaiHa

10. 3miHa KOHTPaKTHOI AOCNiAHNLLKOT opraHisauii, BignoBiga/IbHOI 3a BUKOHAHHA BaX/INBUX 3aBAaHb Y
pamKax KniHiuHoro BunpooyBaHHA 3 TOB «CaHodi-ABeHTic YKkpaiHa» Ha TOB «MAPEKCE/J1 YkpaiHa» A0
NPOTOKONY KAIHIYHOro AoCnimKeHHs «PaHaomizoBaHe, noagiliHe cnine, niaueb0-KOHTPOoNboBaHe AOCAIAXEHHS
0N OUiHKM BNAMBY AyninyMaty Ha 3anafieHHs AuXasibHUX WAXIB Yepes OLiHKY OYHKLIT IereHb, 3aKyrnoptoBaHHA
C/IM3Yy Ta iHWMWX napameTpiB Bi3yanizauii fereHb y nauieHTiB 3 acTMol», Kog AocrimkeHHs LPS15834, 3
nonpaskoto 02, Bepcisa 1 Big 15 6epesHsa 2021p.; cnoHcop - Sanofi-aventis groupe, France (CaHodpi-aBeHTiC rpyn,
PpaHLif)

3asaBHUK - TOB «MAPEKCE/ YkpaiHa»

11. OHoBnNeHHA Bpolwypu aocnigHuka, Lebrikizumab Bepcis Big 30 TpaBHsA 2023p. 40 NPOTOKONY KNiHIYHOIO
AocnimpKeHHs1 «[JOBrocTPOKOBe AOC/IMKEHHS NS OUiHKM 6e3nekn Ta edeKTMBHOCTI Ne6piKisymada y nauieHTiB 3
aToniyHMM OepmMaTUTOM MNOMIPHOro i TSXKKOro CTyneHs», kKog aocnigpkeHHss DRMO06-AD07/J2T-DM-KGAA,
npoTtokon Big 27.03.2020 p., nonpaska 2 Big 14 rpyaHs 2022 p.; cnoHcop - Dermira Inc. a wholly-owned subsidiary
of Eli Lilly and Company, USA («[epmipa, IHK.», AOUipHSA KOMNaHis, Wo 3HaXoANTbLCS Y NOBHI BNACHOCTI KOMMNAHIT
«Eni Nlinni e KomnaHi», CLUA)

3aaBHUK - TOB «CiHeoc Xenc YkpaiHa»

12. OHoBneHuii npoTokon 3 MonpaBkoto 4 Big 28.08.2023 p.; Bpowypa gocnigHuka Niraparib (Zejula),
BuaaHHA 15 Bif, 23.06.2023 p.; Bpouwypa gocnigHuka JNJ-212082 3UTICA (abipaTtepoHa aueTtar), BUAaHHA
18 Bif, 15.06.2023 p.; bpowypa pocnigHuka CINJI-67652000 (niraparib/abiraterone acetate fixed-dose
combination), BugaHHs 5 Big 28.07.2023 p.; IHopmauisa ana nauieHTa Ta Popma iHhopmoBaHoOi 3roau —
MpoTtokon 67652000PCR3002, Bepcis 8.0 yKkpaiHCbKOIO MOBOIO A/151 YKpaiHu Big, 22.09.2023 p.; IHchopmauin
ANnA naudieHta ta Popma iHchopmoBaHoi 3rogu — MNpoTokon 67652000PCR3002, Bepcia 8.0 pocilicbKkoio
MOBOIO A/1A YKpaiHu Big 22.09.2023 p.; AHKeTa WoA0 cTaHy 3a0poB A EQ-5D-5L, nepeknag Ha yKpaiHCbKy
MOBY Ane YKpaiHu, 2010; OnutyBasibHUK NPO cTaH 340poB A EQ-5D-5L, Bepcisa pocilicbkolo MOBOIO AJ1si
YKpaiHu, 2010; 3mMiHa Ha3BUM Micus NpoBeAEeHHs KNiHIYHOro BUNPOOGYBaHHA [0 MPOTOKOAY KMiHIYHOMo
pocnigxeHHs «PaHaomizoBaHe, nnaueb0-kOHTPO/IbOBaHe, MOABIViHE cnine KIiHiYHe AocnimpkeHHs 3 dhasu
npenapaty Hipanapu6 B komb6iHauii 3 abipatepoHa auetaTom Ta NPefHi30HOM Y MNOPIBHAHHI 3 abipaTepoHa
aueTaTom Ta npefHi3oHOM 415 JliKyBaHHA NauieHTiB 3 MeTacTaTUYHUM KacTpaT-4yT/IMBMM Pakom nepeamixypoBoi
3as1031 (MCSPC) 3i WKia/MBO repMiHa/IbHO 260 COMaTUYHOK MYyTaLLiE€l0 reHiB, WO BiAnosigatoTe 3a penapaLito
LSIAXOM TomosioriyHoi  pekombiHauii (HRR)», kog pocnigpkeHHs 67652000PCR3002, 3 [MonpaBkok 3 Bif,
09.02.2023 p.; crnoHcop - «AHCCEH ®APMALIEBTUVKA HB», benbris

3adaBHUK - «AHCCEH ®APMALLEBTUKA HB», Benbris

BYNO CTAJIO
nmpektop MNapavoHos B.B. avpekrtop MNapamoHos B.B.
KomyHanbHe HekomepLiiHe nignpuemcTeo | KomyHasibHe HeKoMepLinHe nigNnpUeEMCTBO
«KniHiYHWIA LEHTP OHKOJOTT, remaTonoril, | «KniHiyHwni LEeHTP OHKOJOTT, remartonorii,

TpaHcnMaHToNorii  Ta  na/liatMBHOI  AONOMOrW | TPaHCNNAHTOMOrMT  Ta  naniaTMBHOI  AOMNOMOIU
Uepkacbkol o6nacHoi pagu», O6nacHuii ueHTp | Yepkacbkoi o6nacHoi paaw», Biggin yponorii,
NNacTU4HoI, PEKOHCTPYKTUBHOI Ta | Hedpponorii Ta TpaHcnnaHTauili HUPKWY,
Mas10iHBa3MBHOI OHKOypoJiorii, M. Yepkacu M. Yepkacu

13. 3miHa KOHTpaKTHOI AOCNiAHNLBLKOI opraHisauil, BignoBiga/bHOI 3a BUKOHAHHA BaXX/IMBUX 3aBAaHb Yy
pamMkax KniHiyHoro Bunpo6yBaHHs 3 TOB «CaHodi-ABeHTic YKpaiHa» Ha TOB «MAPEKCE/1 YkpaiHa» [0
MPOTOKONY KIHIYHOro AOCnimKeHHs1 «PaHaomizoBaHe, NoaBiliHe cnine, niaueb0-KOHTPONboBaHe AOCAIAXKEHHS



0N 06rpyHTYBaHHA KOHLENUil Woao ouiHKM edpekTUBHOCTI Ta 6e3nekn 3actocyBaHHA SAR443122 (iHribiTopa
RIPK1) y naujieHTiB 3 NigrocTpym abo UCKOIAHUM/XPOHIYHUM LUKIDHUM YEPBOHMM BOBYAKOM CEPELAHBLOTO i TAXKOro
CTyneHsi», kog, gocnimkeHHs ACT16404, oHOB/EHMI MPOTOKON KiHIYHOrO focnimkeHHsa 02, Bepcia 1 Big 22
nuctonaga 2022 poky; cnoHcop - sanofi-aventis recherche & developpement, France (CaHodti-ABeHTIC peLuepLl e
AesenornmMaH, ®paHuis)

3aaBHuK - TOB «MAPEKCE/T YkpaiHa»

14. Bpowypa gocnigHuka, TL-895, Bepcia 7.0, 30 uepBHA 2023 poKy, aHrniiicbko MoBoto; IHhopmauis
Ansa naugieHta i popma iHchopmoBaHoi 3rogu: MS2006622_0001 ®I3 g151 OCHOBHOIO AOC/iAKEHHA, YaCTUHA
2, pna YKpainu, pegakuis 5.0 Big 12 BepecHs 2023 p. (MS200662_0001 LLaGnoH PI3, pepakuia 11.0 Big 25
nnnHa 2023p.), YKpaiHCbKOK, POCINCLKOK, aHrnificbkord moBamu; 3MiHA HasBU Micusi NpoBefeHHSA
BMNPOGYBaHHSA [0 NPOTOKO/Y KAiHIYHOro gocnigpkeHHs «®asza l/ll, focnifxeHHs NepLuoro 3acTocyBaHHs y nogei
npenapaty TL-895 sk MoHOTepanii 3 eckanauielo [03W Yy nauieHTiB 3 peuuamBHuMu/pedpakTepHumu B-
KTITUHHUMM 3M0AKICHAMMW 3aXBOPIOBAHHSAMM Ta i3 NoAa/bLUMM 3acTOCyBaHHAM npenapaTy TL-895 ak MoHoTepanii
Ta 'y pamkax Komb6iHoBaHOI Tepanii pa3oM i3 HaBTeMaA/iHOM Yy NaLEHTIB 3 XPOHIYHUM AiIMOLUTAPHUM NEeKO30M
abo ApiGHOKMITUHHOK AiMdIOUUTApPHOK NIMGIOMOI0, AKI paHille He OTpUMyBasIM NiKyBaHHSA, Ta MauieHTiB 3
peunamBHuM/pehpakTepHM  XPOHIYHUM  NIMAIOUUTAPHUM  NIeKO30M  abo  peuumanBHOK/pPedIpakTEpPHO
OPIGHOKNITUHHOK nliMcbouuTapHo NiMAIOMOIo», Kog gocnimkeHHs MS200662_ 0001, sepcia 14.0 Big Big 03
nncrtonaga 2022 poky; cnoHcop - «Tenioc ®apma, IHk» [Telios Pharma, Inc.], CLUA

3asBHYK - TOBAPUCTBO 3 06MEXEHOI0 BiANOBigabHICTIO «<MEAMENC YKPAIHA»

BYNO CTANO
3aB. LeHTPOM YceHko [.B. 3aB. Bif. YceHko I".B.
KomyHanbHe HekomepuiiiHe nignpuemctBo «Micbka | KOMyHasibHE HekomepujiiHe nignpuemMcTBo «Micbka
KniHiyHa nikapHsa Ned» [HINPOBCLKOI MICbKOI paau, | KNiHiyHa nikapHs Ned» [HINPOBCLKOI MICbKOI paaw,
MiCbKWUIA reMaTos1oriYHuiA LeHTp, M. [IHinpo remarosioriyHe BiggineHHa, M. [IHiNpo

15. 3MiHa KOHTPaKTHOI AOCNiIAHULLKOT opraHisaLii, BigNoBigaNbHOT 3a BUKOHAHHSA BaXX/IMBUX 3aBfaHb Y
pamMkax KniHiyHoro Bunpoo6yBaHHs 3 TOB «CaHodi-ABeHTic YKpaiHa» Ha TOB «MAPEKCE/1 YkpaiHa» [0
NMPOTOKOY K/IIHIYHOrO [OCNIAKEHHS «PaHfomizoBaHe, NoABiiHe chine Aoc/iMKeHHs 3 duasn AN BUBYEHHS
echekTnBHOCTI Ta 6e3neyHocTi npenapaty SAR442168 y nopiBHAHHI 3 nnauebo B ydyacHMKIB 3 NMEPBUHHO-
nporpecyymm poscisHumM ckneposom (PERSEUS)», koa gocnigpxeHHs EFC16035, 3 nonpaskoto 10, Bepcid 1 Big
12 rpygHa 2022p.; cnoHcop - Genzyme Corporation, USA (xeH3aiim KopropeiiwH, CLUA)

3aaBHuK - TOB «[MAPEKCE/ YkpaiHa»

16. 3miHa KOHTPaKTHOI AOCNiAHULbKOI opraHisauii, BignoBiga/IbHOI 3a BUKOHAHHA BaX/INBUX 3aBAaHb Y
pamMkax KniHiyHoro Bunpo6yBaHHs 3 TOB «CaHodi-ABeHTic YKpaiHa» Ha TOB «MAPEKCE/ YkpaiHa» [0
MPOTOKO/TY KiHIYHOTO AocnimpkeHHs «PaHgomizoBaHe noggiHe cnine pocnigpkeHHus Il asn 3 BMBYEHHSA
edpekTrBHOCTI Ta 6e3neyHocTi npenapaty SAR442168 y nopiBHAHHI 3 Mauebo cepep y4acHUKIB 3 BTOPUHHO-
Nporpecyynum poscisHnm ckiiepo3oM 6e3 peunamsis (HERCULES)», kog gocnigpkeHHa EFC16645, 3 nonpasKoto
08, Bepcis 1 Big 14 rpyaHa 2022p.; cnoHcop - Genzyme Corporation, USA (xeH3alim KopnopeiiwH, CLUA)
3aaBHuK - TOB «MAPEKCE/T YkpaiHa»

17. 3miHa KOHTPAKTHOI AOCNiAHNLLKOT opraHisauii, BiAnoBiAa/IbHOI 3a BUKOHAHHA BaOX/INBUX 3aBAaHb Y
pamKax KiiHiuyHoro Bunpo6yBaHHA 3 TOB «CaHodi-ABeHTic YKpaiHa» Ha TOB «MAPEKCE/J1 YkpaiHa» A0
NPOTOKONY KMiHIYHOrO AOocChigXeHHs1 «PaHgomizoBaHe, NoABiHE chnine AochnigXeHHs 3 doasn Ans BUBYEHHS
edheKkTMBHOCTI Ta 6e3neyHocTi npenapaty SAR442168 y nopiBHAHHI 3 TepudyyHomigom (O6amkio®) B y4acHMKIB
3 peumamByouMMmn dpopmamm poscisiHoro ckneposy (GEMINI 2)», kog gocnigpkeHHss EFC16034, 3 nonpaskoto 08,
Bepcis 1 Big 12 rpyaHs 2022p.; cnoHcop - Genzyme Corporation, USA ([)keH3aiim KopnopeiiwH, CLUA)

3asBHuK - TOB «MAPEKCEJ YkpaiHa»

18. 3miHa KOHTpaKTHOI AOCNiAHMLBbKOI opraHisauii, BignoBigasibHOI 3a NpPoBefeHHs1 [OCAIgXeHHA B
YKpaiHi (3asaBHMKa) 3 ToBapucTtBa 3 OOMexeHow BignoBiganbHicTio «KOHTpakTHO-JoOCnigHMLbKA



OpraHisauyis IHHodapm-YkpaiHa» Ha TOBAPUCTBO 3 OBMEXXEHOKD BIAMNOBIAANBHICTHO «MiMiAi
FOKPEWH»; [HOocbe pocnigxysaHoro nikapcbkoro 3aco6y ARGX-113 with rHuPH20, posuuH ans
nigWwKipHUX iH’eKLiii, Bepcia 7.0 Big 28 cepnHA 2023 poKy, aHrnilicbkoo MoBO; [locbe AOCAiAKYBaHOIoO
nikapcbkoro 3aco6y ARGX-113 with rHuPH20, po3uuH gnAa nigwkipHux iH’ekuiini, posgin «JopaTtku
rHuPH20», Bepcis 7.0 Big, 28 cepnHs 2023 poKy, aHI/1iiCbKO MOBOH A0 MPOTOKOSY K/TiHIYHOMO AOCAIAKEHHS
«BigkpuTe 6GaraTtoueHTpoBe MPOAOBXeHHSA AochnimkeHHa ARGX-113-1904 ana BUBYEHHSA 6e3neyvHoCTi,
nepeHocuMocTi Ta edpekTuBHOCTI npenapaty EdprapTirimog PH20 anAa niflikipHOro BBEAEHHSA Y MaLi€eHTiB 3
nyxmpyatkoto (ADDRESS+)», kog gocnigxeHHs ARGX-113-1905, sepcis 3.0 Big 05 BepecHs 2022 poky; CroHcop
- apmxeHkc BB, benbria / argenx BV, Belgium

3asBHIK - TOBAPUCTBO 3 OBMEXXEHOIO BIAMNOBIAANBHICTIO «MiMifi KOKPEWH», YkpaiHa

19. CueHapiii npoBeAeHHA Tesie(POHHOrO iHTepB’t0 ONUTYBa/IbLHUK A1 OLiHKM AKOCTi XXuT1Ta — Core 30,
Bepcia 3 (QLQ-C30), Bepcisa 2.0; AHKeTa wop[o ctaHy 3gopos’as EQ-5D-5L, v 1.1, yKpaiHCbKOI0 MOBOIO;
(Bepcia pgna 3acTtocyBaHHA iHTepB’loepoM); Bawl NOCiIGHUK 3 BUMKOHAHHA Bi3UTIB Y paMKax KJliHIYHOro
pocnipkeHHsa, MK-1026-003_PVG_EXUS_pana YKpaiHM YyKpaiHCbKOWO MoBoOl, Bep.05.6; MK-1026-
003_02_Bbpowypa nauieHTa_ YyKpaiHCbkolo moBolo_UKR_EMEA_01 rpygHAa 2021p.; BknroueHHsA
[O0AAaTKOBMX MiCLb NpoBeAeHHsA KNiHIYHOro BMNPOGyBaHHA B YKpaiHi; 3miHa Ha3BM Micua NpoBeAeHHA
KNiHIYHOTO BUNPOOYBaHHA [0 MPOTOKO/Y K/IHIYHOrO BUMNpPoGYyBaHHA «JocnipkeHHsa |l dasm  oujiHkn
edpekTnBHOCTI Ta 6e3neyHocTi MK-1026 y nauieHTiB 3 remMartonoriyHuMmn 3M0SKICHUMUN 3aXBOPIOBAHHAMU», KO,
pocnipkeHHa MK-1026-003, 3 iHkopnoposaHoto nonpaskoto 06 Big 10 nmnHa 2023 poky; cnoHcop - TOB Mepk
Wapn eHp Joym, CLUA (Merck Sharp & Dohme LLC, USA)

3anBHUK - TOBapMCTBO 3 06MEXEHO0 BiAnoBigasibHicTI0 «MC/L YkpaiHa»

No M.1.6. BignoBigasibHOro AocnigHKa
n/n HaszBa micusa npoBefeHHs KNiHIYHOro BUNpo6byBaHHS
1. nikap Horaesa J1.1.
KomyHaslbHe  HekomepuiiiHe — mignpueMmcTtBo  «KniHiYHWIA  LEHTP  OHKONOrii,  remartosiorii,

TpaHcnaaHToNOorT Ta mastiaTMBHOT Jonomorn Yepkacbkoi 06s1acHOi pagw», Biggin remartonorii Ta
TpaHcnaHTauji KicTKOBOro Mo3Ky, M. Yepkacu

2. 3aB. Bif., K.M.H. [nyLwwiko H.J.

KomyHanbHe HekomepuiliHe nignpnemMcTBo «ObnacHa KiiHiuHa nikapHs |BaHo-PpaHKiBCbKOT 06/1aCHOT
pagmn», remaTofioriyHe BigaisieHHs, M. IBaHO-PpaHKiBCbK

BYNO CTAJIO
O.M.H., npod. Kpsyok ILA. O.M.H., Npodd., 3aB. K/iHiKoK Kpsadok |LA.
HauioHanbHWi IHCTUTYT paKy, HayKoBO-gocnigHe | JepXaBHe HeKomepLiliHe nignpMemMcTBO
BigAineHHa XximioTepanii remo6GnacrtosiB Ta | «HauioHanbHMA IHCTUTYT Paky» KniHika
af’loBaHTHUX MeToAiB JliKkyBaHHA, BigAineHHA | XimioTepanii Ta OHKoremartosiorii, HayKOBO-
OHKOremMaTonorii 3 CeKTOpOM aj'loBaHTHUX | K/iHIYHWIA Big[in oOHKorematosorii, BiaAineHHs
MeToAiB NiKyBaHHA, M. KuiB OHKOremartosorii, M. Knis

20. 20290_KoHTaKTHa KapTKa A1 eKCTPEeHOro BUKAUKY, Bepcia 2.0 Bif, 20 xoBTHA 2023 poKy AN YKpaiHu
Ha 6a3i 0CHOBHOI KOHTAaKTHOT KApTKWN A1 EKCTPEHOr0 BUKNUKY, Bepcifa 5.0 Big 12 nunHa 2023 go NnpoToKosty
KMiHIYHOTO BMNpOO6yBaHHsA «JocnigpkeHHs 1/2 dha3mn 3acTocyBaHHA NepopasibHOro iHribiTopy TRK napoTpekTiHioy
Yy NauieHTiB ANTSYOro BiKy 3 NPOrpecyryMMmn CoaigHUMM NyxXaMHaMmym abo NepBUHHUMN NyXIMHAMW LeHTPasbHOI
HepBOBOI cucTeMm», kog gocnimpkeHHs No. BAY 2757556 / 20290, sepcis 15.0 Big 03 6epe3sHsa 2023 p.; cnoHcop -
Bainep KoHcbiomep Kep AT, LLseiuapis

3anBHUK - TOB «baliep», YkpaiHa

21. OHoBNeHa Gpollypa gocnigHuka 3 npenapary Putykcuma6o, Bepcisa 29 Big yepBHsa 2023 poky; 3miHa
HaliMeHyBaHHA 3asiBHMKa B YKpaiHi 3 TOB «/IABKOPI K/IHIKAN AEBENOMNMEHT YKPAIHA» Ha TOB
«®OPTPIA OEBEJIONMEHT YKPAIHA»; 3MiHa Ha3sBM Micus MPOBEAEHHS K/iHIYHOrO BUNPOGYBAaHHA [0
MPOTOKOMY  KMIHIYHOTO  AOCNifKeHHs «baraToueHTpoBe, paHAoMi3oBaHe, MOABIMHO cnine, nnaue6o-
KOHTpO/IbOBaHe gocnimkeHHs |l dpasn gnas nopiBHAHHA ePEKTUBHOCTI Ta 6e3neyHocTi npenaparty Monary3symat
BeAOTUH y kOMGiHavji 3 Putykcuma6om ta CHP (R-CHP) i Putykcnmabom Ta CHOP (R-CHOP) y naujeHTiB i3



ANdY3HOK KPYMHOKITUHHOK B-KMITUHHOO NiMGDOMOL0, SKi paHille He OTPpUMYBan NiKyBaHHA», KO4, AOCNIIKEHHSA
G039942, Bepcis 7 Big 18 rpyaHa 2020 poky; cnoHcop - ®. XodpdpmaHH-/1a Pow NTa,, [F. Hoffmann-La Roche Ltd],
Liseiiuapis

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

BYNO CTANO
nikap Horaesa J1.1. nikap Horaesa J1.1.
KomyHanbHe HeKoMepUiliHe nianpuemcTBo | KomyHasibHe HeKoMepLUiliHe niaANpuemMcTBO
«Yepkacbkuii obnacHui OHKONOTiYHUIA | «KNiHIYHMA  UeHTP  OHKonorii, remMaroJsorii,
pucnaHcep  YepkacbKoi  06nacHOi  pagu», | TPAHCN/MAHTONOrNT Ta nNaMiaTUBHOI  AONOMOIU
o6nacHwii NiKyBa/IbHO-AiarHOCTUYHNIA | YepKacbKoi o6/1acHOI pagu», Biaggin remarosnorii
remMarosioriyHuii LeHTp, M. Yepkacu Ta TpaHcnaaHTauii KICTKOBOro Mo3Ky, M. Yepkacu

22. 3MiHa KOHTPAKTHOI AOCNiAHULBKOT opraHisauii, BignoBiAa/IbHOI 3a BUKOHAHHA BaOX/INBUX 3aBAaHb Y
pamMkax KniHiyHoro Bunpo6yBaHHs 3 TOB «CaHodi-ABeHTic YKpaiHa» Ha TOB «MAPEKCE/ YkpaiHa» [0
MPOTOKOJTY KAiHIYHOro AocnigpkeHHs «PaHgomizoBaHe, noAgiiHe crine, nnaue60-KOHTPONbOBaHe AOCAIMKEHHS 3
OLjiHKM [0BroCTPOKOBOro BM/IMBY AyniniyMadby Ha nonepemkeHHs 3HWKEHHA (DyHKUil fereHb y nauieHTiB 3
HEKOHTPO/IbOBAHOK OPOHXia/IbHOK acTMOK MOMIPHOTO Ta BAXKKOr0 CTYMEHA TSXKKOCT», KOA [LOCNiKeHHSA
LPS16676, 3 nonpaskot 01, Bepcia 1 Big 20 rpyaHa 2021 poky; cnoHcop - sanofi-aventis recherche &
developpement, France (CaHodi-ABeHTIiC pelleplLl e aesenonmad, ®paHLis)

3aaBHuK - TOB «MAPEKCEJT YkpaiHa»

23. OHoBAeHuii MPOTOKON KNiHIYHOro gocnigkeHHsA, Bepcia 5 Big 25 cepnHsa 2023 p., aHINiACbKOIO MOBOLO;
3MiHa KOHTPaKTHOI AOCNiAHNLBbKOT OpraHisauii, BignoBiga/nbHOI 3a NPOBeAEHHA [OCNIQKEeHHA B YKpaiHi
(3asBHMKA) 3 ToBapuctBa 3 O6MexeHoK BignoBiganbHicTio «KOHTpakTHO-AocnigHuybka OpraHisauifa
IHHObapm-YkpaiHa» Ha TOBAPUCTBO 3 OBMEXXEHOIO BIAMOBIAANBHICTIO «MiMifi FOKPENH»;
Bpolypa gocnigHuka gocnigKyBaHoro nikapcbkoro 3acody RO7197597 (Giredestrant, GDC-9545), Bepcis
7 Big, TpaBHsA 2023 p., aHrNiicbKoK MOBOIO; IHchopmauia Ana nayieHTa Ta popma iHchopmoBaHoOiI 3rogu ans
YKpaiHu, aHrniicbKol MoBolo, Bepcis 5.0 Big 08 BepecHs 2023 p.; IHchopmauisa ana nauieHta Ta hopma
iHhopMoBaHoOI 3roau Ana YKpaiHu, YKpaiHCbKO MoBolo, Bepcia 5.0 Big 08 BepecHAa 2023 p.; IHchopmauis
ANA nadieHta Ta ¢opma iHcpopmoBaHOi 3rogn ans YKpaiHu, pociiicbkoo mMoBolo, Bepcia 5.0 Big 08
BepecHs 2023 p.; LogeHHUK nayieHTa 3 NpMiMaHHA [OCNiIgKYyBaHOro npenapary Ta NpoOBeAEHHs TECTY Ha
BariTHiCTb y pamkax pgocnigpkeHHa GO042784 lidERA_Patient Study Medication Diary_Giredestrant
Tamoxifen Letrozole Anastrozole Exemestane, Bepcia 4.0 Big 26 BepecHA 2023 pOKy, YKpPaiHCbKOIO
MoBoto; LLoAeHHUK nauieHTa 3 npuiiMaHHA AOCNifKyBaHOro npenapary Ta MpoBefeHHs TecTy Ha
BariTHICTb y pamkax pocnigpkeHHA GO042784 lidERA_Patient Study Medication Diary_ Giredestrant
Tamoxifen Letrozole Anastrozole Exemestane, Bepcisi 4.0 Big, 26 BepecHsi 2023 poKy, pOCiliCbKOK MOBOIO;
KopoTka xapaKTepucTuKa likapcbkoro 3acooy EksemecTaH, Ta6/1eTKM BKPUTi N1iBKOBOIO 060/I0HKOIO, MO
25 wmr, Big 17 KBiTHA 2023 p., aHrNifiICbKOIO MOBOIO [0 NPOTOKO/Y KMAIHIYHOTO gochimpkeHHs «PaHgomizoBaHe,
BigkpuTe, 6aratoueHTpoBe JocnimkeHHA dasu Il 3 ouiHk1 edheKTMBHOCTI Ta 6e3neYvHOCTi af'loBaHTHOI Tepanii
ripeaecTpaHTOM MOPIBHAHO 3 af’tOBAHTHOK EHJOKPMHHOK MOHOTeparniclo 3a BUOOPOM Jlikaps B MaLieHTiB 3
eCcTporeH-peLenTop-no3ntmsHuM, HER2-HeraTyBHMM pakom MOJSIOUHOT 3&/103M Ha PaHHii  cTagii», kopg
pocnigpkeHHs GO42784, sepcis 4 Big 21 rpyaHsa 2022 p.; cnoHcop - . XodhdmarH-/1a Pow Nta, LWeeiuapis (F.
Hoffman-La Roche Ltd., Switzerland)

3asBHNK - TOBAPUCTBO 3 OBMEXXEHOIO BIANOBIAANBHICTIO «MiMifi KOKPENH», Ykpaina

24. 3MiHa KOHTPAKTHOI AOCNiAHULBKOT OpraHisauii, BiAnoBiAa/IbHOI 3a BUKOHAHHA BaOX/INBUX 3aBAaHb Y
pamKax KniHiuyHoro Bunpo6yBaHHA 3 TOB «CaHodi-ABeHTic YKkpaiHa» Ha TOB «MAPEKCE/J1 YkpaiHa» [0
MPOTOKO/TY KMiHIYHOTO AocnigpkeHHs «PaHgomizoBaHe, noggiiHe cnine, niaueb0-KOHTPONbOBaHe A0CAIMKEHHS,
WO cKNajaerbca 3 ABOX YacTWH, AR OUiHKM ed)eKTUMBHOCTI Ta 6e3neyHocTi gyninymady y nauieHTiB 3
HEKOHTPOIbOBAHUM XPOHIYHUM PUHOCUHYCUTOM 6e3 noninosy Hoca (XPCO6IMH)», kog pgocnigpkeHHa EFC16723, 3
nonpaskoto 01, Bepcia 1 Big 08 nunHa 2021p.; cnoHcop - sanofi-aventis recherche & developpement, France
(CaHodi-ABeHTIC pellepLu e aesesionmMaH, ®paHLis)

3aaBHuK - TOB «MAPEKCE/T YkpaiHa»



25. 3miHa KOHTPaKTHOI AOC/iAHULLKOT opraHisauil, BignoBigaNbHOI 32 BUKOHAHHSA BaXX/IMBUX 3aBAaHb Y
pamMkax KniHiyHoro Bunpo6yBaHHs 3 TOB «CaHodi-ABeHTic YKpaiHa» Ha TOB «MAPEKCE/ YkpaiHa» [0
MPOTOKO/TY K/HIYHOTO AochifpKeHHs «PaHgomizoBaHe, NoAgiiiHe cnine, niauebo-KOHTPoNboBaHe, 52-TuxHeBe
6a30Be [OC/IIKEHHA, ke NPOBOAATb Y NapaneflbHuX rpynax AN OUiHKM ed)eKTMBHOCTI, 6e3neyHocTi Ta
nepeHocUMocCTi gyninyMmaby B MaLieHTIB i3 XPOHIYHUM OOCTPYKTMBHMM 3axXBOpHOBaHHAM sereHb (XO3J1) Bif
NMOMIPHOTrO A0 TSAXKOro CTyNeHs i3 3anasieHHAM 2 Tuny», koA gocnigpxkeHHs EFC15805, 3 nonpaskoto 02, Bepcisa 1
Big 16 rpyaHa 2021p.; cnoHcop - sanofi-aventis recherche & developpement, France (CaHogi-ABEHTIC peLuepLl e
JesesnonmMaH, ®paHuis)

3aaBHuK - TOB «MAPEKCE/ YkpaiHa»

26. 3MiHa KOHTPAKTHOI AOCNiAHULBKOT opraHisauii, BignoBiAa/IbHOI 3a BUKOHAHHA BaOX/INBUX 3aBAaHb Y
pamMkax KniHiyHoro Bunpo6yBaHHs 3 TOB «CaHodi-ABeHTic YKpaiHa» Ha TOB «MAPEKCE/ YkpaiHa» [0
MPOTOKOJ/TY K/IHIYHOTO AochimKeHHs «PaHgomizoBaHe, noAgiiiHe cnine, niauebo-KOHTpoNboBaHe, 12-TuxHeBe
OOCNiKEeHHA, WO NPOBOAUTLCA B NapasiesibHUX rpynax 3 MeTow nigTsepmpkeHHa koHuenuii (MK), 4nsa ouiHkm
e()eKTMBHOCTI, 6Ge3neyHOCTi Ta MepeHOCMMOCTI PUN3abpyTUHIGY B Yy4yacCHWKIB i3 OGPOHXia/IbHOK acTMOH
cepeAHbOro Ta BaXKOro CTYMeHs TSHKKOCTI, siKi HeAoCTaTHbO [06pe KOHTPO/IHKTLCA Tepamnieto iHranAauinHiMm
kopTukocTepoigammn (IKC) nntoc 6eTa-2-agpeHepriyHMMy aroHictamu Tpuanoi gii (BAT)», KoA4 [AOCMiAKEHHS
ACT17208, 3 nonpaBkot 01, Bepcia 1 Big 30 cepnHa 2021 poky; cnoHcop - sanofi-aventis recherche &
developpement, France (CaHodi-ABeHTIiC peluepLl e aesenonmad, dpaHLis)

3aasHuK - TOB «MAPEKCE/ YkpaiHa»

27. 3MiHa KOHTPAKTHOI AOCNiAHULBKOT opraHisauii, BignoBiAa/IbHOI 3a BUKOHAHHA BaOX/INBUX 3aBAaHb Y
pamMkax KniHiyHoro Bunpo6yBaHHs 3 TOB «CaHodi-ABeHTic YKpaiHa» Ha TOB «MAPEKCE/ YkpaiHa» [0
NPOTOKOMNY KNIHIYHOTO [OCNIMKEHHA «OAHOpiYHE [OCNIMKEHHA [N1A OUiHKM [OBroCTPOKOBOI 6e3nekn Ta
nepeHoCcUMOCTi Ayninymaoy y nauieHTiB 3 aCTMOI0 AUTAYOro BiKy, Siki 6pasin yyacTb y nonepegHboMy KNiHiYHOMY
JocnimpkeHHi gyninymaby ans nikyBaHHs acTMu», KoA gocnimpkeHHsA LTS14424, 3 nonpaBkoto Ne04, Bepcis 1 Big 15
kBiTHA 2020p.; cnoHcop - sanofi-aventis recherche & developpement, France (CaHodpi-ABeHTIC peluepll e
JesesnonmMaH, ®paHuis)

3aaBHuK - TOB «MAPEKCEJT YkpaiHa»

28. 3MiHa KOHTPAKTHOI AOCNiAHULBLKOT OpraHisauii, BignoBiga/IbHOI 3a BUKOHAHHA BaOX/INBUX 3aBAaHb Y
pamKax KniHiuHoro Bunpo6yBaHHA 3 TOB «CaHodi-ABeHTic YKkpaiHa» Ha TOB «MAPEKCE/J1 YkpaiHa» A0
NPOTOKONY KMIHIYHOro AocnimkeHHs «PaHaomizoBaHe, NoAgiliHe cnine, nnaueb0-KOHTPONbOBaHe AOCAIAKEHHS
hasu 2 on1sa OUiHKM edpekTUBHOCTI Ta 6e3nekn SAR441344, MOHOK/TOHa/IbHOrO aHTUTINAa A0 aHTaroHicta CD40L, y
nauieHTiB 3 peunanByrUMM PO3CISSHUM CKepo3oM», Koa gocnigpkeHHs ACT16877, 3 nonpaskoto 02, Bepcis 1 Big,
21 ntoToro 2023 poky; crnoHcop - sanofi-aventis recherche & developpement, France (CaHocpi-ABeHTIC peluepLl e
AesenornmMaH, ®paHuis)

3asaBHUK - TOB «MAPEKCE/ YkpaiHa»

29. 3MiHa KOHTPaKTHOI AOoCNiAHULBbKOT opraHisauii, BiANOBiAa/IbHOI 3a BUKOHAHHA BaXX/INBUX 3aBAAaHb Y
pamKax KiiHiuyHoro BunpooyBaHHA 3 TOB «CaHodi-ABeHTic YkpaiHa» Ha TOB «MAPEKCE/J1 YkpaiHa» A0
NPOTOKONY KAiHIYHOro gocnigxeHHsa «PaHaoMi3oBaHe, NoaBiliHe crine, nnaueb0o-KoHTPo/IboBaHe, Y NapanesibHUX
rpynax, onopHe AOC/iMpKEHHS TPUBAICTIO 52 TMXKHI 3 METOI OUiIHKM edDEKTMBHOCTI, 6e3nekn Ta NepeHOoCUMOocCTi
Ayninymaoy y naujieHTiB 3 cepeHbOBaXKKMM ab0 BaXKKMUM XPOHIYHUM OOGCTPYKTUBHUM 3aXBOPHOBAHHSIM NereHb
(XO3N) i3 3ananeHHaM 2 Tuny», kog, aocnipkeHHs EFC15804, 3 BHeceHow nonpaskoto 08, Bepcia 1 Big 29
BepecHs 2020p.; cnoHcop - sanofi-aventis recherche & developpement, France (CaHoci-ABeHTIC pellepll e
AesenornmMaH, ®paHuis)

3asaBHUK - TOB «MAPEKCE/ YkpaiHa»

30. 3MiHa KOHTPaKTHOI AOCNiAHULBLKOT opraHisauii, BiANoBiAa/IbHOI 3a BUKOHAHHA BaXX/IUBUX 3aBAaHb Y
pamMkax KniHiyHoro Bunpo6yBaHHs 3 TOB «CaHodi-ABeHTic YKpaiHa» Ha TOB «MAPEKCE/1 YkpaiHa» [0
NPOTOKONY K/IHIYHOro AoCNimKeHHs «PaHgomizoBaHe, NoAgiiiHe cnine, nnauebo-KOHTPosiboBaHe, 12-MicsiuHe
AocnimpkeHHs ha3n 3 3 OLiHKM BM/IMBY BEHrAycTaTy Ha HeliponaTuyHuii Ta abaoMiHanbHWiA 6iflb Y AOPOCIMX



naujieHTiB 060x cTaTei 3 xBopoboro Pabpi, ki paHille He NPOXOAWMN JliKyBaHHA abo He OTPMMYBa/IM JliKyBaHHS
NPOTAroM LLoHaiMeHLe 6 micAauiB», kog gocnimkeHHa EFC17045, sepcis 1 Big 29 uepsHs 2021 poky; cnoHcop -
sanofi-aventis recherche & developpement, France (CaHoi-ABeHTIC peLlepLl e AesesionmaH, PpaHLis)
3asaBHUK - TOB «MAPEKCEN YkpaiHa»

31. 3MiHa KOHTPaKTHOI AOCNiAHULBLKOT opraHisauii, BiANoBiAa/IbHOI 3a BUKOHAHHA BaXX/IMBUX 3aBAaHb Y
pamMkax KiniHiyHoro Bunpo6yBaHHs 3 TOB «CaHodi-ABeHTic YKpaiHa» Ha TOB «MAPEKCE/1 YkpaiHa» [0
MPOTOKONY  K/IHIYHOTO  AOCAiMKeHHS  «PaHgomizoBaHe, noAgiiiHe cnine, niaue60-KOHTPObOBaHe,
GaraToLEeHTPOBe AoCNiAXeHHs 4 ha3un B napanenbHUX rpynax Ansi BABYUEHHS BNAUBY AyninymMmaoy Ha NopyLLIEHHS
CHY Y Naui€HTIB 3 HEKOHTPOIbOBAHOK NEPCUCTYHOUOI acTMOIO», Koa aocnimpkeHHs LPS16677, 3 nonpaskoto 01,
Bepcisa 1 Big 17 BepecHs 2020p.; cnoHcop - sanofi-aventis recherche & developpement, France (CaHodi-ABeHTIC
pelwepw e gesenonmaH, PpaHuis)

3asBHuK - TOB «MAPEKCEJ YkpaiHa»

32. OHoBneHa Bpowypa pgocnigHuka ana Hatpiii Imetenbctar, BugaHHa 19 Big 24 nunHa 2023 poky;
IHhopMmauia ana nauieHTa i @Popma iHdbopmoBaHoi 3roau, Mogens ans YkpaiHu, sepcis 4.0 Big 03 XXOBTHA
2023 poKy, YKpPaiHCbKOIO Ta POCi/iCbKOIO MOBaMu [0 MPOTOKO/TY KANiHIYHOro BMNPOoOGyBaHHA «OCAigpKeHHs 3
ouiHkn npenapaty Imetenbctat (GRN163L) y nikyBaHHI 3aneXHuUX Bi4 TpaHCysin nauieHTiB 3
mMienogmcnnactTniHum cuHgpomom (MAC) 3 «HU3bKMM» ab0 «MPOMDKHUM-1» CTyrneHeM pusunKy 3a Wkanow IPSS, 3
nporpecyBaHHsAM ab0 BiACYTHICTIO BiAMNOBiAI Ha Tepanito epuTponoes-CTuMytoUunmMmn areHtammn (ECA)», ko
pocnipkeHHs 63935937MDS3001, 3 nonpaskoto 8 Big 30 nuctonaga 2022 poky; cnoHcop - FepoH KoprnopeLuH,
CLIA / Geron Corporation, USA

3asBHuK - TOB «MAPEKCEJ1 YkpaiHa»

33. OHOBEHWI NPOTOKOJ/T KMIHIYHOro BUNPOGYBaHHsA, BepciA Homep 6.0 Big 09 cepnHA 2023 poOKy;
OHoBneHa bpowypa gocnigHuka no npenapaty AZD9291 (Osimertinib, TAGRISSO™), Bepcisa Homep 17.0
Big 01 nmoTtoro 2023 poky; IHhopMauia nNpo gocnimkeHHA Ta popMa 3rogn AN AOPOCAUX, NIOKaSIbHA
Bepcif Homep 8.0 AnA YKpaiHu yKpaiHCbKOK MOBOIO, AaTa Bepcii 03 )XoBTHs 2023 poky, Ha ocHoBi MacTep
Bepcii Homep 10 Big 12 TpaBHsa 2023 poky; JoaaTok Ao IHpopmauii npo agocnimkeHHs Ta popmu 3rogm AnA
Aopocnux ANnA AOBroCTPOKOBOro NOAa/bLLIOIO CNOCTEPEXEHHS 3a TPUBAJIICTIO 3arasibHOI BMXUBAHOCTI
(3B), nokanbHa Bepcisa Homep 1.0 AnA YKpaiHu yKpaiHCbKOI MOBOIO, AaTta Bepcii 03 )xoBTHA 2023 poKy Ha
ocHoBi MacTtep Bepcii Homep 2.0 Big 15 BepecHs 2023 poKy; 3mMiHa TPMBaOCTi K/1iHIYHOro BUNPoGyBaHHA
B YKpaiHi 3 2-ro kBaptany 2023 pokKy A0 4-ro ksaptany 2029 poky BK/1loUHO; MaTepianu ana nayieHTiB «Mu
XoueMo noaaKkysatu BaM!», Bepcia: 1.0, aata: 03.10.2023 gnsa YKpaiHM YKpaiHCbKOK0 MOBOKO 10 NPOTOKOSY
KTiHIYHOTO  JocnigxeHHs «baratoueHTpoBe paHAoOMi3oBaHe noABiiHe cnine nnauebo KOHTPOsibOBaHe
pocnimpkeHHa 3 dhasmn 418 ouiHKM eddeKTUBHOCTI Ta 6e3neydHocTi npenapaty AZD9291 y nopiBHAHHI 3 nnauebo y
nawieHTiB 3 HeApPiIGHOKNITUHHUM pakoMm nereHb IB-1IIA cTagii Ta myTauieo pelenTopa enigepmasibHoro axkropa
POCTY Npu 3aCTOCYBaHHI MiCNA MOBHOT pe3ekuii NyxX/IMHW He3aNeXxHo Bif NpoBefeHHs af'toBaHTHOI xiMioTepanii
(ADAURA)», kop pocnimkeHHs D5164C00001, sepcis Homep 5.0 Big 25 ciyHa 2021 poky; CrnoHcop -
«AcTpa3eHeka Ab», LLiBeLis

3anBHUK - TOB «<ACTPA3EHEKA YKPAIHA»

34. NMpoaoBXeHHA TePMiHY NPOBeAeHHA KNiHIYHOro BUMNpo6yBaHHA 67652000PCR1001 B ycix KpaiHax, ae
NpoBOAUTLCA KNiHIYHEe BUNPOOGYBaHHA Ta B YKpaiHi Ao 04 pokiB 08 MicsALwiB 00 NPOTOKOAY K/iHIYHOMO
JocnipkeHHa «Bigkpute, paHAoMi3oBaHe [OCNiMKEHHA AN OUiHKM  BigHOCHOT 6iogoctynHocTi (BA) i
6ioeksiBaneHTHOCTi (BE) npenapartiB y Burasai komb6iHauii i3 chikcoBaHoo gosoto (K®[) HipanapuGy ntoc
abipatepoHy auetat (AA) y NOpiBHSAHHI 3 Hipanapubom i AA, WO MpM3HaAYalTbCA OAHOYACHO Yy BUIAAI
MOHoONpenaparis, y YOMOBIKIB 3 pakoM nepeaMixypoBoi 3a5103u», Kof, [OCNiAXeHHS 67652000PCR1001, Bepcis
Monpaska 3, Big 01 cepnHA 2022 poky; crnoHcop - AHcceH PapmaueBTnka HB /Janssen Pharmaceutica NV,
Benbris

3anBHuK - TOB «APEHCIA EKCMNIOPATOPI MEAICIH», YkpaiHa



35. 3MiHa Ha3BU Micua NpoBeAeHHA BUNPOGYBaHHA [0 NPOTOKOJY KiHIYHOrO BUNPOGYBaHHA «[0C/iIKEHHS
hasn 3 3 OUiHKM 3acTOCyBaHHSl iGPYTUHIGA B KOMGiHAL|i 3 BEHETOKNAKCOM Yy NaUEHTIB 3 MaHTINHOKNITUHHO
nimcoomotro (MK/)», kog pocnigxkeHHs PCYC-1143-CA, 3 iHKOpnopoBaHOol nonpaskot 4 Bif 16 BepecHsa 2022
poky; cnoHcop - Pharmacyclics LLC, CLUA (BxoguTb B rpyny komnaHiii «AbbVie»)

3aaBHuK - MignpuemcTso 3 100% iHo3eMHol iHBecTuLjeto «AVIK'IOBIA PAC YkpaiHa»

BYNO CTANO
nikap Horaesa /1.1. nikap Horaesa J1.1.
KomyHasibHe HekomepLUiiHe nignpuemcTeo | KomyHanbHe HekomepLinHe niANpUEMCTBO
«KniHiYHWIA LeHTp OHKONOTT, remaTonorii | «KniHivHwia LeHTp OHKONOTT, remarosorii
TpaHcnIaHTonMorii  Ta  NatiaTMBHOM  AOMOMOIM | TPAHCN/MIAHTONOrT  Ta  ManiaTMBHOM  AOMNOMOrU
Uepkacbkoi obnacHoi pagun», O6nacHuii | Uepkacbkoi 061acHOi pagn», Bigain remartonorii Ta
NiKyBa/IbHO-AiarHOCTUUYHUIA remMaTosIoriYyHMi | TpaHcnaaHTauil KIiCTKOBOro Mo3Ky, M. Uepkacu
UeHTp, M. Yepkacu

36. 36inblIeHHA 3an/laHOBAHOI KiNIbKOCTi AocnigkyBaHUX A1 BK/IIOYEHHA Y BUNPOOGYBaHHA B YKpalHi 3
220 po 270 oci6; MoaoBXeHHs TPUBANOCTI NPoBeAeHHA K/iHIYHOro BUNPOoOyBaHHS B CBiTi Ta B YKpaiHi fo
27 BepecHs 2024 p.; Crtikep 3 iHchopmaujicio NpPo MPUNUHEHHs1 HabGopy nauieHTiB, AKi nNpoxoaunu
GionoriuHy Tepanito, pegakuis Nel, nepeknag 3 aHrnificbKoi MOBM Ha YKpaiHCbKY MOBY Big, 30 )XOBTHA 2023
p., Nepeknag 3 aHrNiicbkoi MOBU Ha pociiicbky mMoBy Big 30 XXOBTHA 2023 p. 40 MPOTOKONY K/iHIYHOIO
JocnipkeHHs «baratoueHTpoBe paHAoMmi3oBaHe, NOABIHO chine, niaueb0-KOHTposboBaHe gochigpkeHHs |l
hasm 3 METOK OLIHKM O3aHiMoagy 4/ NPUIioOMy NepopasibHO NpY NPOBEAEHHI IHAYKUIMHOT Tepanii nalieHTam i3
CepefiHbOTSHKKMM abo TsHKKMM nepebiroM XBopobu KpoHa B akTuBHIn cdopmi (gocnigpkeHHss Nel 3 OujiHKK
iHOYKUIRHOT Tepanii)», kog gocnimkeHHs RPC01-3201, pepakuia 6.0 Big 14 yepsHsa 2021 p.; cnoHcop - «CenpxeH
IHTepHewHn Il Capn» (Celgene International Il Sarl), LUseiyapis

3asBHuK - TOBAPVICTBO 3 OEMEXXEHOIO BIAMOBIAANBHICTHO «Ml EC AN-YKPAIHA»

37. BknouyeHHs popaatkoBoi agpecu CnoHcopa B MaTtepianu KniHiYHOro pocnigkeHHs; bpolwypa
pocnigHuka yonitykcumaoy, Bepcis 13.0 Big 21 nunHAa 2023 poKy, aHriicbKoo MOBOO; IHchopMauiiHni
JINCTOK NaujieHTa Ta popma iHhopmoBaHoI 3roau, Bepcia 6.0 ana Ykpainu Big 13 XoBTHA 2023 p., HA OCHOBI
rnoGanbHOi MaiicTep-Bepcii Big 25 BepecHA 2023 p. aHrMiicbKow MOBOIO; IHopmMauiiiHuii NNCTOK
nauieHTa Ta dpopma iHbopmoBaHoOi 3roau, Bepcia 6.0 ana YkpaiHu Big 13 oBTHA 2023 p., HA OCHOBI
rnoGasibHOI MaiicTep-Bepcii Big 25 BepecHsa 2023 p., nepeknaj yKpaiHCbKO MOBOLO Big 17 »xoBTHA 2023
pokKy; IHhopmauiiiHnii NMCTOK nauieHTa Ta hopma iHhopmoBaHOiI 3roau, Bepcia 6.0 ana YkpaiHun Big 13
YXOBTHA 2023 p., Ha OCHOBI rN0Ga/sIbHOI MaiicTep-Bepcii Big 25 BepecHsA 2023 p., nepeknag pPociiicbKolo
MOBOIO Bif, 17 )XOBTHsA 2023 pOKy [0 NPOTOKO/TY K/iHIYHOrO AOCNIMKEHHA «BigkpuTe NnofoBXeHe AOCNIIKEHHS
yoniTykcumaoy y nauieHTiB i3 peunanBHUM PO3CISIHAM CKNepo3oM», kog, gocnipkeHHs TG1101-RMS303, sBepcis
3.0 Big 19 rpyaHa 2022 poky; cnoHcop - Tixu TepanbioTuke, IHK., CLUA (TG Therapeutics, Inc., USA)

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

| 3020 6ynbsap Keppinamon Minn, ocpic 475 Moppicsinn, wmam lisdeHHa Kaponina 27560

38. Bpouwypa gocnigHuka JNJ-64264681, BugaHHsa 6, Big 26 BepecHsA 2023 pokKy, aHINMilicbKOlO MOBOIO;
[ocbe pocnipxyBaHoro ikapcbkoro 3aco6y (IMPD), JNJ-67856633-ZAF, Posginu 2.3 Bctyn, 3.2.S
Nikapcbka cy6cTaHuisa, Big 02 OBTHA 2023 pOKy, aHIIIACbKOK MOBOK [0 MNPOTOKOAY KAiHIYHOro
BMNpobyBaHHA «BigkpuTe gocnigpkeHHsa 1b a3u 3 ouiHkM 6e3nevHoCTi, hapMaKkoKiHETVKN | hapMakogUHaMIKK
npenapaty JNJ-64264681 y kombiHauji 3 npenapaTtoM JNJ-67856633 B y4aCHUKIB 3 HEXOKKIHCBKOH /TIMCPOMOL0
Ta XPOHIYHUM AiMdIoUUTaPHMM NENKO30M», KOA AocCAimpKeHHS 64264681LYM1002, MNonpaeka 3, Big 08 rpyaHs
2022 poky; cnoHcop - AHccen-Cinar IHTepHewHn HB, Benbris / Janssen-Cilag International NV, Belgium
3asBHuK - TOB «APEHCIA EKCIT/TIOPATOPI MEAICIH», YkpaiHa

39. OHOBNEHUit NPOTOKOJ K/iHIYHOrO BUNpoGyBaHHA, Bepcia 4.0 Big 06 nunHa 2023 p.; AopaTok Ao
Bpolypu gocnigHuka gocnigKysaHoro nikapcbkoro sacooy TaBanagoH (CVL-751) 2.0 Big 20 nunHAa 2023
p., A0 BupaHHAa 4.0 Big 30 XoBTHA 2022 p., aHrniicbkolw MoBow; CVL-751-PD-002_IHdopmauisa gns
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nauieHTa i ®opma iHchopmoBaHOi 3roau_Bepcisa ana YkpaiHn 6.1.0 Big 25 nunHAa 2023 p. yKpaiHCbKOIO
MOBOIO; Popma o(hTa/IbMOJIONIYHOrO OGCTEXEHHA ANA KAiHIYHMX BUNpoGyBaHb TaBanagoHy (TemPo)
Bepcia 1.0 Big 27 uepBHA 2023 p., YKpPAIHCbKOKD MOBOK [0 MNPOTOKO/Y KMIHIYHOTO [AOCNiAKEHHS
«PaHpomizoBaHe, noggiliHe cnine, nnaue60-KOHTPONbOBaHe AOCAiMkeHHA a3 3 y nmapanienbHux rpynax
TPUBAICTIO 27 TWXKHIB i3 THYYKMM Nig60POM [03U ONA OUiHKM eDeKTMBHOCTI, 6e3MeYyHOCTi Ta NepeHOCUMOCTi
TaBanafgoHy y NauieHTIB 3 XBOPOOO0 NapkiHCOHa Ha paHHIi cTagji (gocnigpxeHHsa TEMPO-2)», kog, AOCAiAKEHHS
CVL-751-PD-002, Bepcia 3.0 Big 03 BepecHs 2021 p.; cnoHcop - Cepesen Tepan'totikc, JIIC, CLUA [Cerevel
Therapeutics, LLC, USA]

3asaBHUK - TOB «CiHeoc Xenc YkpaiHa»

40. 3MiHa KOHTPaAKTHOI AOCAIAHULbLKOI OpraHisayii, BignoBigaNbHOI 3a BUKOHAHHA BaX/IMBUX 3aBAaHb Y
pamMkax KniHiyHoro Bunpo6yBaHHs 3 TOB «CaHodi-ABeHTic YKpaiHa» Ha TOB «MAPEKCE/ YkpaiHa» [0
NPOTOKOY KNiHIYHOTO AocnigkeHHs «baraToeTanHe, mogudikoBaHe NoABiiHe cnine gocnigpkeHHs dasn 3, Wo
NpoBOANTLCA B H6araTbOx NapasesibHUx rpynax A/ ouiHKi edIeKTUBHOCTI, 6€3NeYHOCTi i IMyHOTeHHOCTi ABOX
af’'loBaHTHUX PEKOMOIHAHTHUX GiSIKOBUX BakuuH (MOHOBasIEHTHOI Ta 6iBaneHTHol) npotn SARS-CoV-2 ans
3anobiraHHsa COVID-19 y gopocnunx BikOM 18 pokiB i cTapwe», kog gocnigkeHHsa VATO00008, 3 nonpaskoro 4,
Bepcisa 8.0 Big 08 BepecHs 2022p.; cnoHcop - Sanofi Pasteur Inc., USA (CaHodi MacTtep IHK., CLLA)

3aaBHuK - TOB «MAPEKCEJT YkpaiHa»
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