Jopatok 1

«Mepenik cyTTEBMX MONpaBoOK A0 MPOTOKONIB K/iHIYHUX BUNPOOGYBaHb, PO3IMIAHYTUX Ha 3acifaHHi
HTP Ne05 Big 01.02.2024, Ha siKi 6y/i1 OTPpUMaHi MO3UTUBHI BUCHOBKU €KCNepTiB.»

1. OHoBEeHMiT NPOTOKON K/iHIYHOro gocnimkeHHsa D9481C00001, Bepcia 8.0 Big 14 nuctonaga 2023
poky; OHoBneHa IHchopmauis npo gocnigkeHHs Ta dopma 3roam anA 6aTbKiB, IOKa/IbHA Bepcis Homep
10.0. Aata nokanbHoi Bepcii 19 rpygHsa 2023 p. aHrIiACbKOKO MOBOK A/A YKpaiHu; OHOBeHa
IHcbopmauia npo gocnimkeHHsa Ta Popma 3rogum Ans 6aTbkiB, NoKanbHa Bepcia Homep 10.0. Adata
NnokKanbHoi Bepcii 19 rpyaHa 2023 p. aHrNilicbKko MOBOIO ANA YKpaiHu. MepeknageHo Ha YKpaiHCbKY
MOBY A1 YKpaiHu 28 rpygHa 2023 p.; OHoBneHa IHhopmauis npo gocnigpkeHHa Ta Popma srogu ans
6aTbKiB, NoKanbHa Bepcis Homep 10.0. JaTa nokanbHoi Bepcii 19 rpyaHs 2023 p. aHrNilicbkoo MOBOO
Ansa YkpaiHu. MNepeknageHo Ha pocilicbky MOBY AnA YKpaiHu 28 rpyaHsa 2023 p.; OHoBieHa IHhopmauisa
ANnA nauieHta Ta ®opma iHhopmoBaHOi 3roan AN NauieHTiB, AKUM BUNOBHIOETLCA 18 pokiB nig yac
BMNPOGOBYBaHHSA, JIOKa/ibHa Bepcist Homep 8.0. [lata nokasibHOI Bepcii 19 rpyaHsa 2023 p. aHI1iACbKOLO
MoBoOlO A/ YKpaiHu; OHoBneHa IHdopmauis ana naudieHta ta ®Popma iHchopmoBaHOI 3roau Ans
nauieHTiB, SIKUM BUNOBHIOETLCA 18 poKiB nig yac BUNPo6GoBYyBaHHSA, JIoOKa/lbHa Bepcist Homep 8.0. Aata
nokanbHoi Bepcii 19 rpyaHa 2023 p. aHrniiicbKolo MOBOKO A1 YKpaiHu. NepeknageHo Ha yKpaiHCbKY
MOBY A5 YKpaiHu 28 rpygHa 2023 p.; OHoBneHa IHhopmauia ana nadieHTa Ta @Popma iHpopmoBaHoT
3roau ANA NauieHTiB, SKUM BUNOBHIOETLCA 18 pokKiB nig 4yac BMNPOGOBYBaHHSA, /IOKa/ibHA Bepcis
Homep 8.0. [lata nokanbHOI Bepcii 19 rpyaHa 2023 p. aHrnilicbkoo MOBOIO Ans YKpaiHu. MepeknageHo
Ha pocCiiicbKy MOBY Ans YKpaiHu 28 rpyaHsa 2023 p.; OHoBneHa IHchopmauisa npo gocnimkeHHA B
neAiatpuuHiv nonynsauii i ®opma 3rogmn A1 HEMOBHOJITHIX yYaCHUKIB BikoM 14-17 pokiB, IOKaNbHa
Bepcis Homep 5.0. JaTa nokanbHOI Bepcii 19 rpyaHa 2023 p. aHrNiicbKoO MOBOK ANA YKpaiHu;
OHoBneHa IHopmauis npo pocnimkeHHs B negiaTpuuHii nonynauii W dopma 3rogu ans
HENOBHOJIITHIX y4acHUKIB Bikom 14-17 pokiB, NokanbHa Bepcis Homep 5.0. lata fnokanbHOI Bepcii 19
rpyaHa 2023 p. aHrniicbkor MOBOIO Asis YKpaiHu. MNepeknageHo Ha yKpaiHCbKy MOBY ANns YKpaiHu 28
rpyaHa 2023 p.; OHoBieHa IHhopmaLia npo gocnimkeHHs B negiaTpuuHiii nonynsauii i ®opma 3roau
ANA HENOBHOJITHIX YYacHUKIB Bikom 14-17 pokiB, nokasbHa Bepcia Homep 5.0. JaTta nokanbHoI Bepcil
19 rpyaHs 2023 p. aHrNiicbKOK MOBOIO A5 YKpaiHu. MepeknageHo Ha pociiicbKy MOBY Ans YKpaiHu 28
rpyaHs 2023 p.; OHoBneHa IHhopMmauif npo gocnimKkeHHA B negiaTpuuHin nonynsauii it ®opma srogu
ANsl HeNOBHONITHIX yYaCcHUKIB BikoMm 12-14 pokiB, lokanbHa Bepci Homep 5.0. laTa nokanbHOI BepcCii
19 rpygHAa 2023 p. aHrIiicbKO MOBOK A1 YKpaiHu; OHoBrieHa IHhopmauis npo gocnigkeHHA B
neaiatpuuHiv nonynsauyii i ®opma 3roamn A1 HEMOBHOJITHIX yYaCHUKIB BikoM 12-14 pokiB, /IOKa/ibHa
Bepcia Homep 5.0. Jata nokanbHOI Bepcii 19 rpygHA 2023 p. aHrNiiicbKO MOBOK ANA YKpaiHu.
MepeknageHo Ha yKpailHCbKYy MOBY AnA YKpaiHu 28 rpygHa 2023 p.; OHoBneHa IHopmauis npo
[OCNiMHKEHHA B nepiaTtpuuHiii nonynauii i dopma 3roau ANA HENOBHOJIITHIX yYacHUKIB Bikom 12-14
poKiB, NoKanbHa Bepcis Homep 5.0. [laTa noKasibHOI Bepcii 19 rpyaHsa 2023 p. aHrnificbkoo MoOBOIO Ae
YkpaiHu. NMepeknageHo Ha pociiicbKy MOBY A5l YKpaiHu 28 rpyaHsa 2023 p.; OHoBneHa IHchopmaLis npo
[OCNiKEeHHA B negiaTpuuHii nonynsauii i ®Popma 3rogu Ans yyacHUKIiB Bikom 10-12 pokiB, NoKkasibHa
Bepcia Homep 4.0. JaTta nokanbHOi Bepcii 19 rpyaHa 2023 p. aHrNiicbKOK MOBOK AN YKpaiHu;
OHoBneHa IHhopmauis Npo gocnifpKeHHA B neaiaTtpuyHiii nonynsAuii i dopma 3rogn pNAA y4acHUKIB
Bikom 10-12 pokiB, nokanbHa Bepcif Homep 4.0. Jata nokanbHOI Bepcii 19 rpyaHsa 2023 p. aHrnilicbKoto
MOBOIO ANA YKpaiHu. NepeknageHo Ha yKpaiHCbLKY MOBY An1A YKpaiHu 28 rpygHAa 2023 p.; OHoBeHa
IHchopmauia npo gocnigkeHHA B negiatpuuHii nonynsauii i ®opma 3rogu ons y4acHUKIB Bikom 10-12
pPOKiB, NoKasibHa Bepcisa Homep 4.0. flaTta nokasibHOT Bepcii 19 rpyaHa 2023 p. aHrniicbKo MOBOIO As1si
YKpaiHu. NepeknageHo Ha pocilicbky MOBY Ans YKpaiHu 28 rpyaHs 2023 p.; OHoBneHa IHhopmauis npo
[ocnipKeHHs B negiaTpuuHin nonynsauii it @opma 3rogm gns yyacHukiB 6-10 pokiB, NoKasibHa Bepcis
Homep 4.0. JaTta nokanbHOI Bepcii 19 rpyaHa 2023 p. aHrNilicbkolo MOBO AnA YKpaiHu; OHOBJieHa
IHpopmauisa npo gocnimxeHHs B negiaTpuuHiin nonynsauii it dopma 3rogu Ans yyacHukie 6-10 pokiB,
nokanbHa Bepcis Homep 4.0. JaTa nokanbHOI Bepcii 19 rpyaHa 2023 p. aHrNilicbKolo MOBOK AN
YkpaiHu. MNepeknageHo Ha yKpaiHCbKy MOBY AnA YKpaiHu 28 rpyaHsa 2023 p.; OHoBneHa IHchopmauin
Npo AOCNiMHKEHHA B negiaTpuuHii nonynsauii i ®opma 3roau gAA ydacHukiB 6-10 pokiB, loKasbHa
Bepcia Homep 4.0. Jata nokanbHOI Bepcii 19 rpyaHa 2023 p. aHriiCbKOO MOBOK AN YKpaiHu.
MepeknageHo Ha pocilicbky MOBY pnfa YKpaiHu 28 rpyaHs 2023 p.; D9481C00001_rIpadiik Bi3uTiB
nauieHTiB, Bepcia 11.0 Big 21 nuctonaga 2023 p. ykpaiHCbKolo MoBoto; D9481C00001_Ipacpik BisuTiB
nauieHTiB, Bepcia 11.0 Big 21 nuctonaga 2023 p. pociiicbkoo moBoto; D9481C00001_JdoBigkoBa
KapTka pgocnigpkeHHsa, Bepcia 9.0 Big 21 nuctonaga 2023 poKy YKpPaAiHCLKOO MOBOIO;
D9481C00001_JoBigkoBa KapTKa gocnimkeHHs, Bepcia 9.0 Big 21 nuctonaga 2023 poKy pocCiiicbKoo
MoBoto; D9481C00001_JiucT go nepgiatpa, Bepcia 4.0 Big 23 nuctonaga 2023 poKy aHrMiiCbKOK
MmoBoto; D9481C00001_JiucT o neaiatpa, Bepcia 4.0 Big 23 nuctonaga 2023 poky. MepeknageHo Ha
YKpaiHCbKY MOBY A5l YKpaiHu 07 rpygHsa 2023 poKy [0 NPOTOKO/Y K/iHIYHOro BUNPo6yBaHHA «Bigkpute



JOCnigxKeHHA AN ouiHkM 6e3nedHocTi Ta edpekTuBHOCTI LILWH v fiTeli 3 rinepkastiemieto», Ko, AOCAIIKEHHS
D9481C00001, Bepcis 7.0 Big 10 ciunsi 2023 poky; cnoHcop - AcTpa3eHeka AB, LLBeLlis
3aaBHUK - TOB «®OPTPIA AEBENTOMNMEHT YKPAIHA»

2. bpouwypa pgocnigHuka ansa AocnigkysaHoOro nikapcbkoro 3aco6y HLX10, sBepcis 7.0 Big 30 )XOBTHS
2023 poky; OHOBJIEHE [OCHE AOCiAKYBaHOro nikapcbkoro 3aco6y HLX10 100 Mr po3uuH ans iHdysiid,
Bepcia 4.0 Big 30 uepBHsA 2023 poky; OHOBJIEHE [OCHE AOCMIAKYBAHOIO flikapcbkoro 3acooy HLX10
100 mr pos3uuH pnsa iHdysiin, Bepcia 5.0 Big 24 nuctonaga 2023 poKy; MoAOBXEHHA TepMiHy
NpUAATHOCTI AOCNiAKYBaHOro nikapcbkoro 3aco6y HLX10 KOHUeHTpaT A po3unHy ansa iHdysii, 10
mr/mn Tta Mnaue6o fo AocnigKyBaHOro nikapcbKoro 3aco6y, Ao 36 micAuiB; 3miHa BigNoOBiga/IbHOIO
[ocnigHUKa [0 NPOTOKO/Y KiHIYHOrO AochimpkeHHs «PaHgomizoBaHe nofBiliHe crine GaraToLeHTpoBe
pocnimpkeHHa dasu 1l ona nopiBHAHHA KIiHIYHOT edekTnBHOCTI Ta 6e3neyHocTi HLX10 (pekoM6iHaHTHOro
rymaHi3oBaHOro MOHOK/I0Ha/IbHOTo aHTuTiNa go PD-1 (aHTn-PD-1) Ans iH'ekuiii) B KoM6GiHaLii 3 XimioTepanieto
(kapbonnaTvH + eTono3ua) y paHille HenikoBaHUX NauieHTiB 3 nowmpeHo hopmoro APiGHOKNITUHHOIO paky
nereHi (OKP/)», kog gocnigpkeHHa HLX10-005-SCLC301, sepcia 5.0 Bifg 22 kBiTHA 2022 poky; CNoHcop -
Shanghai Henlius Biotech, Inc., China / LaHxait XeHniyc baiioTek, IHk., Kutaii

3aaBHuK - TOB «MAPEKCE/T YkpaiHa»

BY/O CTAJIO
| O.M.H., npod. FroTbKo €.C. | nikap rorbko L.1H0. _ _
KomyHanbHe HekomeplLiiiiHe nignpuemcteo | KoMyHanbHe HekomepLnHe MmanpuemcTeo

«LleHTpasibHa ~ Micbka  KiiHiuHa  flikapHs» | <LieHTpanbHa  micbka  K/iHiYHA  nikapHs»
YXKTOpOACHKOi  MiCbkOi  pagy, — TepanesTudHe | YXXTOPOACkKOT  MiCbkol — paau, — TepanesTuuHe
BifAINEHHA  MICbKOrO  OHKOJIOTYHOrO  LeHTpy, | BIAAVIEHHA — MICbKOTO  OHKOJIOMHYHOTO  LIeHTPY,
JepxaBHuii BULLWIA HaBYa/IbHUIA 3aknag | AepxasHun _BaLmn - HaBHalbHN 3aKnafg
«YXTOPOACLKUI  HAUiOHa/IbHWUIE  yHIBEpCUTET», | «YXKTOPOACLKAA  HaUlOHa/IbHUA  YHIBEPCUTET»,
kadbegpa oHKkosorii Ta  pagionorii  chakynbTeTy | Kadeapa  oHkonorii Ta  pagionorii - hakybTeTy
nicnsaMnIOMHOI  OCBITM Ta [OYHIBEPCUTETCbLKOI ”!CﬂﬂAWHHOMHOT OCBITM Ta [OYHIBEPCUTETCHKOI
NiAroToBKKW, M. YXropog NigroToBKM, M. YXropog

3. OHOB/EHI po34inn AoCbE A0CNIAKYBAHOro NiKapcbKOro 3aco6y iHaBolicn6 (RO7113755) tadbneTkn,
BKpPUTi NN1iBKOBOKO 060/M0HKOI no 3 mr Ta no 9 mr (2.1.S.2.1, 2.1.5.2.2, 2.1.S.2.3, 2.1.5.2.4, 2.1.5.2.6,
21.53.2,2.1.5.4.1,2.1.54.2,2.1.5.4.3,2.1.5.4.4,2.1.5.4.5,2.1.S.5,2.1.5.7.1,2.1.S.7.3; 2.1.P.2, 2.1.P.3.1,
2.1.P.3.3, 2.1.P.5.4, 2.1.P.5.5, 2.1.P.5.6, 2.1.P.8.1, 2.1.P.8.3), Bepcia Big rpygHa 2023 p.; OHOBNeHa
KopoTKa xapaktepuctuka (SmPC) dasnogekc (Faslodex, Fulvestrant), po3uuH ans iHe’Kuin 250 mr/5
MJ1, Big cepnHA 2022 poky; 3aslydeHHs [O[ATKOBOI opraHisauii, sKiii cnoHcop a6o ioro odiliiHnii
npeAcTaBHUK peneryBaB CBOI OGOB’A3KM Ta (PyHKUii, NMOB’A3aHi 3 MNPOBEAEHHAM KNiHiYHOro
BUNPOOYBaHHA (BBe3eHHA AOCNifKyBaHMX JliKAPCbKMX 3aco6iB Ta CyNyTHiIX MartepianiB) -
TOB «CaHaKnic», YKpaiHa A0 NpOTOKOAY KMiHIYHOro AocnigXeHHs «PaHgomizoBaHe, noAgiliHe chine,
nnauebo-KoOHTPO/IbOBaHe AoCAiMKeHHSA da3n Il 3 ouiHkm edqIeKTMBHOCTI Ta 6e3MnedyHOCTi KoMOGiHauiT
iHaBonicuoy 3 nanboumknibom Ta oyIBECTPaHTOM Y NOPIBHSAHHI 3 KOMGIHaLiEe naauebo 3 nanbounknidoom Ta
hynBecTpaHTOM Yy nauieHTiB 3 MyTauieto reHa PIK3CA, ropmoH-peLenTop-no3ntueHuM, HER2-HeratnBHum
MiCUEeBO-MNoWMPEHNM abo MeTacTaTUYHUM PakOM MOJIOYHOI 3a/103U», Ko4 gocnipkeHHs WO41554, sepcisa 8
Bia 08 6epesHs 2023 p.; cnoHcop - ®.XodhdmaHH-/1a Pow JTa, LBeiuapis

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

4. BK/IOYEHHA [O0[ATKOBOro Micus NMPOBEAEHHSA KMiHIYHOrO BMNPOOYBaHHA [0 MPOTOKO/Y KAIHIYHOTO
pocnipkeHHs «ROSY-D: JocnimpkeHHSA NPOLAOBXEHHA NiKyBaHHA ANA MalieHTiB, AKi 3aBepnnn yyactb y
nonepeaHbLOMY AOCNIAKEHHI OHKOONYHOrO 3aXBOPHOBAHHSI i3 3aCTOCYBaHHAM AypBaslymady i, 3a OLHKO
LOCNigHUKa, OTPMMAIOTh KAiHIYHY KOPUCTb Bif MPOAOBXEHHS NiKyBaHHS», KoA AocnigpkeHHs D4191C00137,
Bepcis 2.0 Big 24 cepnHsa 2022 poky; cnoHcop - «AcTpa3eHeka Ab», LLBeuis / AstraZeneca AB, Sweden
3asaBHUK - TOB «IMAPEKCE/1 YkpaiHa»

No M.1.6. BignoBiganbHOro gocnigHnKa MpuMiTKN

n/n HasBa micLs npoBeAeHHs KMiHIYHOTO BUNPOOYBaHHS

1. | k.M.H. Kopo6ko €.B. He pekoMeHOOoBaHO [0 3aTBepaKeHHSA
JepxaBHe HekoMepLiiiHe NignpremMcTBO «HauioHasbHWil | Ans npoBefeHHSA KNiHiYHOro
IHCTUTYT pakKy», BIAAIIEHHS MyX/MH TO/I0BM Ta LWWI, | BUNPOOYBaHHS, OCKI/IbKX 3aydeHuii Ao
M. KniB NpoOBeAEHHS KMiHIYHOTO BUNPOOYBAHHS




pocnigHuk  MeTpeHko  JI1.I.  (nikap-
cTomaTosor-xipypr) He Mae
nigTBEPLKEHHSA Lwono [OCTaTHLOI
npocpecinHoi  nmigrotoBkn (cepTudikat
nikapsa-cneujanicta 3a paxoM OHKOOriA)
Ta [OCBif, NiKyBaHHA nNauieHTiB 3
OHKOJIOMNYHMMMN  3aXBOPHOBaAHHAMMK, 3
Ornsay Ha OCHOBHI N1aHOBI 060B'A3KM Nifg
yac KB, ki 3a3HayeHi B n. 2.2
«lHpopmauii npo JIN3 Ta Micue
NpoBeAEeHHS KNiHIYHOTO BUNPOOYBaHHS»

(ouiHka Bi4NOBIAHOCTI KpuUTepisam
BK/IIOYEHHSA/HEBK/TIOYEHHSA,  NiANNCaHHA
iHopMoBaHoT 3roam nauieHTa,

BUKOHaHHA npoueayp, nepegbdayvyeHnx
NPOTOKOJIOM, 3anuMc MefMYHOT icTopil,
oLiHKa XUTTEBUX NOKa3HUKIB,
BU3HAYEHHS (DYHKLiOHaNbLHOro craTycy
nauieHTa, NikyBaHHA MaLi€HTIB), WO He
Bignosigae Bumoram n. 5.1 posginy V
«[lopsaky npoBefeHHs KNiHIYHMX
BMMNPOOYBaHb /iKapCbkux 3acobiB Ta
ekcnepTunsu MaTepianis KNiHIYHNX
BMNPOOYBaHb», 3aTBEPIKEHOIO HAKa30M
MO3 Ykpainu Big 23.09.2009 poky Ne690
3i 3MiHamK

2. | A.M.H., npod. BoHaapeHko .M.

KomyHanbHe HekomepuiliHe nignpnemctBo  «Micbka
KniHiYHa nikapHa Ned» [HINPOBCLKOT MiCbKOT paau,
ximioTepaneBTUYHe BifAiNIEHHA 3 AEeHHUM CTauioHapom,
[HiNnpoBCbKWii  AepxaBHUA  MeAuuHWiA  YHIBEepCUTET,
katpeapa oHkonoril Ta Mean4yHoi pagionorii, M. AHINpo

5. OHOB/1€HWIA MPOTOKON KJliHiYHOro BUNpo6yBaHHA M14-430 3 iHkopnopoBaHUMU AAMIHICTPAaTUBHUMMU
3miHamu 5 Ta 6 i MonpaBkamu 1, 2, 3, 4, 5, 6, 7, 7.01, 7.02, 7.04, 8 Ta 9 Big 25 TpaBHA 2023 poOKy 10
NPOTOKONY KIHIYHOTO AocnigaXeHHs «baraTtoueHTpoBe, paHAoMi3oBaHe, MnoAgiiiHe cnine, nnaue6o-
KOHTPO/IbOBaHe [0BIFOCTPOKOBE MPOAOBXEHE AOCAIMKEHHA NigTpUMyoUol Tepanii Ans  BUBYEHHS
edheKTMBHOCTI Ta 6e3neyvyHoCTi YnagauutuHioy (ABT-494) y naujieHTiB 3 XBOp0o60o KpoHa, siki 3aBepLumnim
pocnimpkeHHs M14-431 un M14-433», kog gocnigpkeHHss M14-430, 3 iHKopnopoBaHMMKU AAMIHICTPATUBHUMM
3MiHamu 5 Ta 6 i MonpaBkamn 1, 2, 3, 4, 5, 6, 7, 7.01, 7.02, 7.04 Ta 8 Big 28 ntotoro 2023 poky; CNOHCOP -
AbbVie Inc., USA

3anaBHuK - «<E66BI BiochapmacktoTikan3 FTM6X», LLseliyapis

6. 3miHa micuAa npoBefeHHS BUNPOOGYBaHHA [0 MPOTOKONY K/HIYHOro AOCNifXeHHA «PaHaoMizoBaHe,
noZgiiiHe cnine, nnaueb0-KOHTPO/IbOBaHE Ta 3 akTMBHMM KOHTpOMEeM, 6araToLeHTpPOoBe AOCNIMKEHHS hasu
2/3, WO NpoBOANTbLCA Y NapanieNlbHUX rpynax 3 MEeTOH OLiHKM eDEKTUBHOCTI Ta 6€3MeYHOCTI rycesibkymaoy y
nauieHTiB i3 xBOpo6O KpoHa B akTUBHIN (hasi Bif cepedHbOro A0 BaXKKOrO CTYMEHS TSDKKOCTI», KOf
pocnipkeHHss CNTO1959CRD3001, 3 nonpaskoo 5 Big 12 naunHa 2022 poky; CnoHcop - Janssen
Pharmaceutica NV, Belgium / fiHcceH ®apmaueBTrka HB, Benbris

3asaBHUK - TOB «IMAPEKCE/1 YkpaiHa»

BYNO CTANO
A.M.H., npodp. BinAHcbkuid J1.C. A.M.H., npod. Binaxcbkuia N1.C.
KomyHasbHe HekomepLiiiiHe nignpuemcTBo | MegnyHWin -~ LEHTp  NpMBaTHOrO  MiANpUYEMCTBA

«KuiBcbka  Micbka  KniHiYHa  nikapHa  Nel8» | «Curma», M. Kuis
BMKOHaABYOro opraHy KuiBCbKOi MiCbKOi paau
(KviBCbKOT ~ MICbKOT  AepXaBHOT — afgMmiHicTpauii),
NPOKTONOriYHE BiagAiNeHHs, M. Knis




7. bpowypa aocnigHuka Pembrolizumab (MK-3475), BugaHHa 24 Big, 08 nuctonaga 2023 poky,
aHrniicbKo MOBOIO; YKpaiHa, MK-3475-859, IHchopmalis Ta JOKYMEHT nNpo iHchopmoBaHy 3rogy Ans
nauieHTa, Bepcia 15 Big 25 ciuHa 2024 p. yKpaiHCbKOKO MOBOK [0 MPOTOKO/Y KNiHIYHOTO AO0CAIAKEHHS
«PaHpomizoBaHe, noggiiiHe chine kiiHiYHe gocnimxkeHHsa pa3un 3 nem6ponisymady (MK-3475) y kombiHauii 3
ximioTepanielo y MOPiBHAHHI 3 Mauebo y KoMb6iHaLii 3 XimioTepanielo B AKOCTI JliKyBaHHA MepLUOoi NiHii Y
nauieHTisB 3 HER2-HeraTvBHOW0, nonepefHbO HenikoBaHOW, HeonepabesbHOW abo MeTacTaTu4HOK
afeHoKapLMHOMOK LWYHKY abo ractpoesodareansHoro 3'egHaHHs (KEYNOTE-859)», kof AocnigpKeHHs
MK-3475-859, 3 iHkopnopoBaHoto nonpaskoto 06 Bif 28 BepecHs 2022 poky; cnoHcop - TOB Mepk LWapn eHp
Joym, CLUA (Merck Sharp & Dohme LLC, USA)

3asBHUK - TOBApUCTBO 3 0OMEXEHOI0 BiAnNoBiAasbHICTI0O «MC/[, YKpaiHa»

8. bpowypa pocnigHuka Pembrolizumab (MK-3475), BugaHHa 24 Big 08 nuctonaga 2023 poky,
aHrniicbKo MOBOIO; YKpaiHa, MK-6482-012, IHchopmauis Ta JOKYMEHT Npo iHchopmoBaHy 3rogy Ans
nauieHTa, Bepcia 3.01 Bif, 24 cidyHA 2024 p. yKpaiHCbKOK MOBOI; 3MiHa Ha3BU Micus NpoBefeHHS
KNiHIYHOro BUNPOOGYBaHHSA [0 NPOTOKO/Y KNiHIYHOIO A0C/iMKEHHSA «BigkpuTe, paHaoMizoBaHe AOCNiIKeHHA
Il dpa3n pna ouiHkm edpekTuBHOCTI Ta 6e3neyvyHocTi nemo6ponisymady (MK-3475) y komb6iHauil 3
6ensytugpaHom (MK-6482) Tta neHsaTtuHibom (MK-7902), abo MK-1308A y komb6iHauii 3 sieHBaTUHIOOM
MOPIBHAHO 3 Nem6bposisymaboMm i feHBaTUHIOOM B SKOCTI MepLoi MiHii Tepanii gns y4YacHuKiB 3
PO3MOBCIOAXEHOK CBIT/IOKNITUHHOK HUPKOBO-KNITUHHO KapLMHOMOK», KO4 Aoc/imkeHHS MK-6482-012, 3
iHKoprnopoBaHoto nonpaskoto 04 Big 12 BepecHst 2022 poky; cnoHcop - TOB Mepk Wapn eHa Ooym, CLUA
(Merck Sharp & Dohme LLC, USA)

3asBHUK - TOBApUCTBO 3 0OMEXEHOI0 BiAnoBigasbHICTI0O «MC/[, YKpaiHa»

BYNO CTAJO
Anpekrop MapamoHos B.B. anpekrop MapamoHos B.B.
KomyHasnbHe HekomepLiiHe nignpuemcTso | KomyHanbHe HekomepUiiHe nignpueMCTBO
«KniHiYHWi LEeHTp  OHKOJIOTii, remaTonorii, | «KniHivHwWi LEeHTp OHKOSOriT, remaroJsiorir,

TpaHcniaHToNori  Ta najiatMBHOI  [OMOMOrM | TpaHcnaaHtonorii  Ta  naniaTMBHOI  AONOMOTU
Uepkacbkoi obnacHoi paau», OGnacHMA uUeHTp | Yepkacbkoi obnacHoi pagu», BigAin KNiHIYHOI
KNiHIYHOT OHKOJOriT (OHKOXiIMiOTEepaneBTUYHNIA), | OHKONOTiT (oHKOXiMiOTEepaneBTUYHNIA),
M. Yepkacu M. Yepkacu

9. bpowypa pocnigHuka Pembrolizumab (MK-3475), BugaHHa 24 Big 08 nuctonapga 2023 poky,
aHrniicbKo MOBOIO; YKpaiHa, MK-3475-826, IHchopmalis Ta JOKYMEHT nNpo iHchopmoBaHy 3rogy AN
nauieHTa, Bepcisa 3.05 Big, 25 ciuHsa 2024 p. yKpaiHCbKOKO MOBOIKO [10 NPOTOKOY KAiHIYHOrO AOC/iAKEHHS
«PaHpgomizoBaHe, nogsiiiHe cnine, nnauebo-KOHTpoNboBaHe pochimkeHHs Il a3y  nopiBHAHHSA
nemo6ponisymady (MK-3475) 3 ximioTepanielo Ta ximioTepanielo 3 nnauebo Anga tepanii nepLuot AiHii npu
NEpPCUCTYUOMY, pPeuuguBHOMY abo meTacTaTuyHoMmy paky wuiiku wmatku (KEYNOTE-826)», kof
pocnipkeHHs MK-3475-826, 3 iHkoprnopoBaHoto norpaskoto 08 Big 10 yepsHa 2022 poky; cnoHcop - TOB Mepk
LWapn eHp Joym, CLUA (Merck Sharp & Dohme LLC, USA)

3asBHUK - TOBApUCTBO 3 0OMEXEHOI0 BiAnoBigasbHICTI0O «MC/[, YKpaiHa»

10. 3anyuyeHHA [OAATKOBUX MiCLb NPOBeAEHHA K/IHIYHOrO AOCAiMKEHHA [0 MPOTOKOY KAiHIYHOro
AocnipkeHHs «PaHAomizoBaHe, NoABiliHe chine, niauebo-KoOHTPO/IbOBaHe AOC/iMKEHHS da3un 2 npenapaTy
VE202 B naLieHTiB, XBOPVX Ha BUPA3KOBUIA KOAIT NErkoro abo NoMipHOro CTyNeHs TSHKKOCTi», KO, AOC/TiAKEHHS
VE202-002, Bepcia 2.1 Big 09 6epe3Hs 2022 poky; cnoHcop - «BepaHTa BiocasHcus, IHK.» [Vedanta
Biosciences, Inc.], CLLUA

3anBHUK - TOB «®OPTPIA IEBENNOMMEHT YKPAIHA»

Ne MN.L.B. BignoBiganbHOro gocnigHuka

n/n Has3Ba micusa npoBefeHHA KNiHIYHOro BUNPOGyBaHHA

1. K.M.H. FepacumeHko O.M.

MeanyHWil LLeHTp ToBapucTBa 3 0OMEXEHO BiANOBiJabHICTIO «MeauuHuii LeHTp «KoHcuniym
Megikan», KMiHiKo-KOHCYNbTaTUBHE BigdineHHs, M. Kuis

2. nikap Ckubano C.A.

Meanuuunin LeHTp «OK! KniHik+» ToBapucTBa 3 0OMEXEeHOW BIAMOBiAa/LHICTIO «MikHapoaHwuiA
IHCTUTYT KNIHIYHMX JOCNiMKEeHb», BioAiN racTpoeHTeposiorii Ta renarosiorii  ctauioHapHoro
BigAiNeHHs, M. Knis

3. Nikap Wynera O.0.




KomyHasibHe nignprMemMcTBo «BosiMHCbKa o6s1acHa KiiHiYHa nikapHsa» BOMMHCLKOI 061acHOT paau,
XipypriyHe BigaineHHs (abfoMiHasIbHOI, KOSTONPOKTO/ONYHOT, eHAOKPUHHOI NaTosoril) 3 fbkkamu
NAacTUYHOI Xipyprii Ta Xipyprii KUCTi, M. JIyLibK

11. KapTka npuiiomy npenapaTty y4YacHMKOM 3 rpynu AochnigxysBaHoro nikyBaHHA HemTaOGpyTuHIG
(MK-1026), Bepciss 1 Bia 08 BepecHs 2022 poky; 300paXXeHHA Ha €NeKTPOHHUX LWOoAEeHHUKaxX Ans
naugieHTa (EORTC QLQ-C30, EORTC QLQ-CLL17, EQ-5D-5L, FACIT-ltem-GP5, HaBYa/ibHUiA MOAYb),
Bepcia 2 Big 22 nuctonaga 2023 poky, YKpPaAlHCbKOIO MOBOKO [0 MPOTOKO/Y KNiHIYHOIO AO0C/iAKEeHHS
«PaHgomizoBaHe gocnigpxkenHs Il dpasn ons nopiBHAHHA ehekTBHOCTI Ta 6e3NeYyHOCTi HEMTaOpPyTUHIOY B
MOPIBHSHHI 3 XiMiOiMyHOTepanieto Npu paHille HenikoBaHOMY XPOHIYHOMY AiMddoLUTapPHOMY Nelikosi/nimdomi 3
Manux nimgounTie 6e3 abepauiin reHa TP53 (BELLWAVE-008)», kog pocnimpkeHHs MK-1026-008, 3
iHKoprnopoBaHoto nonpaskoto 01 Big 16 6epesHs 2023 poky; cnoHcop - TOB Mepk LWapn eHa Aoym (Merck
Sharp & Dohme LLC)

3aaBHUK - TOBApUCTBO 3 0OMEXEHO0 BiAnoBiganbHicTio «MC/L YkpaiHa»

12. 3miHa Ha3BuM MicuA NpoBeAeHHs KNiHIYHOro BMNPoOGyBaHHsA; 3MiHa BignoBifanbLHOro AocnigHuKa
[0 NPOTOKO/TY KAIHIYHOrO Aoc/igkeHHs «baraToueHTpoBe, paHAoMi30BaHe, NogBiiiHe ciine gocnigxkeHHs |l
thasm kombiHauii MK-7684 3 nem6ponizymadbom (MK-7684A) nopiBHAHO 3 MOHOTEpanieto neMoponisymabom B
AKOCTI NepLuoi NiHii Tepanii gn1a yyacHukis 3 PD-L1-N03UTMBHMM MeTacTaTUYHUM HeAPiOGHOKTITUHHM PakoMm
nereHie» (KEYVIBE-003), ko pocnimpkeHHs MK-7684A-003, 3 iHkoprnoposaHow nornpasko 04 Big 08
nunctonaga 2022 poky; cnoHcop - TOB Mepk Wapn eHg Joym, CLUA (Merck Sharp & Dohme LLC, USA)
3asBHUK - TOBApUCTBO 3 0OMEXEHOI0 BiAnNoBiAasbHICTI0O «MC/[, YKpaiHa»

Uepkacbkoi o6nacHoi paan», OGMacHWU LEHTp

BYNO CTANO
anpekrtop MNMapamoHos B.B. ouvpexTop MNapamoHos B.B.
KomyHasibHe HeKomepLUiiHe nignpuemcTeo | KomyHanbHe HekomepLinHe nignpUeEMCTBO
«KniHiYHWIA LUeHTp OHKONOriT, rematonorii, | «KniHivHwi LeHTp OHKONOTT, remaroJsiori,
TpaHcnIaHToNMorii  Ta ManiaTMBHOM  AONOMOrK | TPAHCMAAHTOMOrNT  Ta  NasliaTMBHOI  A0MOMOrK

Uepkacbkol ob6nacHoi pagu», Biggin kniHiuHoT

BiAAINEHHS, M. YXXropop,

KNiHiYHOT OHKOOrii (OHKOXiMiOTepaneBTUYHWNIA), | OHKOJOTIT (oHKOXiMiOTEepaneBTUUYHNIA),
M. Yepkacu M. Yepkacu

BYNO CTANO
[ a.m.H., npodh. FoTbko €.C. | nikap rotbko L1O.
KomyHasibHe HekomepLiiHe nignpuemcteo | KOMyHanbHe HEekomepuiHe  NIANPMEMCTBO
«LleHTpasbHa MiCbKa KiHiYHa nikapHs» | «LieHTpanbHa MICbka K/TIHIYHa JNIKapHs»
YITOPOACLKOT  MIiCbKOT  pagw,  TepanesTudyHe | YXTOPOACLKOI — MICbKOI  pagwn,  TepaneBTu4He

BiA4iNIeHHA, M. YXropog

13. OHoBneHuii MpoToKON K/iHIYHOTO AOCAiAKEeHHA AgMiHicTpaTUBHE OHOBNEHHA #4 Big 22 NOTOro
2023p., aHrnincbkol MoOBO; OHoBreHuii CuHoncuc Bepcis ana YkpaiHu, MpoToKon KiiHiYHOro
JocnimpKeHHA AgMiHicTpaTuBHe OHOBNEHHA #4 Big 22 notoro 2023p., aHrNINCbKOK Ta YKPAIHCbKOIO
MOBamMu [0 MPOTOKOMY KAIHIYHOTO JdochigpkeHHs «[lpocnekTuBHe, NoABiiHE 3achinneHe, naauebo-
KOHTPO/IbOBaHe, paHAoMi3oBaHe pfochimpkeHHa da3u Il ag'ioBaHTHOI Tepanii npenapaty MEDI4736 y
NauieHTIB 3 MOBHICTHO BUAA/IEHUM HEOPIOHOKTITUHHAM pPakoMm JflereHiB», Kog gJocnigpkeHHs BR.31,
ALMiHICTpaTMBHEe OHOBMEHHS #3 Big 19 ciuHa 2022p.; cnoHcop - KniHinelic Fno6an 4., Benvka Bputanis
(Clinipace Global Ltd., Great Britain)

3asBHUK - TOBApUCTBO 3 0OMEXEHOL0 BiANOBIAabHICTIO «AKOBIOH», YKpaiHa

14. 3any4yeHHs NikapcbKoro 3acooy, o BUKOPUCTOBYETLCSA AK Npenapar NopiBHAHHA: BeHpamycBicTta
(BendamusVista), nopowoK AnA NpUroTyBaHHA KOHUEHTpaTy ANA MPUroTyBaHHA pPO3UMHY ANs
iHpy3iin, 25mr, BUpoGHUK: Synthon Hispania, S.L., Spain [0 NpOTOKOAY KAIHIYHOTO A0CAIMKEHHS
«PaHgomizoBaHe gocnigmxeHHs I dhasu an1a nopiBHAHHA edeKTUBHOCTI Ta 6e3MeYHOCTi HeMTabpyTUHIOY B
NOPIBHAHHI 3 XiMIOIMyHOTepanieto Npy paHille HeslikoBaHOMY XPOHIYHOMY SliMGoLMTapHOMY Nelikosi/niMdomi 3
Manux nimgounTie 6e3 abepauiin reHa TP53 (BELLWAVE-008)», kog pocnigpkeHHs MK-1026-008, 3
iHKopnopoBaHoto nonpaskok 01 Big 16 6epesHs 2023 poky; cnoHcop - TOB Mepk Wapn eHg Adoym (Merck
Sharp & Dohme LLC)

3asBHUK - TOBApUCTBO 3 0OMEXEHOI0 BiAnoBigasbHICTI0O «MC/[, YKpaiHa»



15. MixHapoaHa Opolwypa AocnigHuka A[ocnifmpKyBaHoOro nikapcbkoro 3acody Vedolizumab
(Bepgonizyma6) (MLNO0002), BuaaHHA 28 Big 14 nuctonaga 2023 poKy aHI/iACbKOD MOBOIO;
IHchbopmauiiiHuii nncTok i hopma iHpopmoBaHOi 3roau ana gopocnux, sepcis 8.0 Big 30 nuctonaga
2023 poKy yKpaiHCbKOIO Ta pocilicbkolo MoBamu; IHchopmauiiiHuii nucToK i hopma iHhopmoBaHOT
3roau 6aTbKiB Ha y4acTb AUTUHU Y AocNifgKeHHI, Bepcia 8.0 Big 30 nuctonaga 2023 poKy YKpaiHCbKOIO
Ta pocilicbkoto moBamMu; IHchopmaviiiHuii INCTOK | popMa iHthopmoBaHOi 3rogu ans Aiten Bikom 7-11
pokiB, Bepcis 6.0 Big 30 nuctonaga 2023 poKy yKpaiHCbKOIO Ta POCilicbKOo moBamu; IHchopmaviiiHnii
NNCTOK | hopma iHhopmMoBaHoi 3roau ansa giten Bikom 12-13 pokiB, Bepcisa 8.0 Big 30 nnctonaga 2023
POKY YKpPAIHCbKOIO Ta pocCilicbkolo MoBamMu; [MogoOBXeHHA TepMiHy MpPOBeAEHHA KIiHiUHOro
BUNPOOYBaHHA B YKpaiHi 4o nunHa 2029 poKy A0 NPOTOKOAY KAiHIYHOrO BMNPOBGyBaHHS «lofoBXeHe
AocnimpkeHHs pasn 2b ansa BMBYEHHS AOBrOCTPOKOBOI 6e3neYHOCTi Befo1isymady npy BHYTPILULHbOBEHHOMY
BBE/I€HHI B NaLiEHTIB ANTAYOro BiKy 3 BUPa3KOBMM KOITOM ab0 XBOpo60to KpoHa. [loBroctpokoBa 6e3neyHicTb
Bef0Ni3ymMaby npu BHYTPILUHLOBEHHOMY BBEEHHI B NaUiEHTIB OUTAYOro BiKYy 3 BMPa3KOBUM KOJTOM ab6o
XBOpo6010 KpoHax, ko gocnipkeHHs Vedolizumab-2005, 3 nonpaskoto 7 Big 08 6epesHsa 2023 poky; CrnoHcop
- Takepa OesenonmeHT CeHTep Amepikac, IHk., CLLUA (Takeda Development Center Americas, Inc., USA)
3asBHnk - TOBAPWUCTBO 3 OBMEXEHOI BIAMNOBIJANBHICTIO «d®APMACBIOTIKAN PICEPY
ACCOYLWVENTC YKPAIHA» (TOB «®PA YKPAIHA»)

16. MpoTokon KiHiYHOro BUNpo6yBaHHA, Bepcis 4.0 Big 09 BepecHA 2023 poKy aHrilicbKoo MOBOIO;
MOTIVATE_IHchopmauniiHniA nuUcToK nauieHta Ta chopma iHcpopMoBaHOI 3rogu ANA [OPOCIOro
nauieHTa_Bepcia ana YkpaiHn 4.1.0_Big 28 nuctonaga 2023 poKy_ YKpaiHCbKOKD MOBOIO;
MOTIVATE_IHchopmauiviHnia nuctok Ta oopma iHthopmMmoBaHOi 3rogu ansa 6atbKiB_Bepcia gnsa YKpaiHu
4.1.0_Big 28 nuctonaga 2023 poKy_yKpaiHCcbkoiw MoBow; MOTIVATE_IHchopmauiiHuii nnctok
nauieHTa Ta dpopma iHchopmoBaHOi 3roau Ans naudieHTa Bikom 6-10 pokiB_Bepcia ansa Ykpaiin 4.1.0_Big
28 nuctonaga 2023 pokKy_yKpaiHCbKoto MoBow; MOTIVATE_IHdopMauiiHMA NUCTOK nNauieHTa Ta
thopma iHhopmoBaHOT 3rogu AnA naudieHTa Bikom 10-12 pokiB_Bepcia ana YkpaiHu 4.1.0_Big 28
nuctonaga 2023 poKy_yKpaiHcbkolo moBoto; MOTIVATE_IHcopmauiiiHuii TMCTOK nauieHTa Ta popma
iHbopMoBaHOi 3rogn Ana nauieHTa Bikom 12-14 pokiB_Bepcia ans YkpaiHu 4.1.0_Big 28 nuctonaga
2023 poky_ykpaiHcbkoo MoBow; MOTIVATE IHdopmauiiiHmiA nMcTOK naudieHta Ta dopma
iHbopMoBaHOi 3rogn Ana nauieHTa BikoMm 14-17 pokiB_Bepcia ansa YkpaiHu 4.1.0_Big 28 nuctonaga
2023 poKy_yKpaiHCbKOK MOBOIO [10 NPOTOKOJTY K/IHIYHOIO A0C/imKeHHS «Cy4yacHe JlikyBaHHA MaLieHTiB 3
iHriGiITOpHOM hopmoto remodinii A - MibxHapogHe CNOCTEpPEXHe A0CNIMKEHHS», kog gocnigpkeHHss MOTIVATE,
Bepcia 2.0 Big 19 nwoTtoro 2019 poky; cnoHcop - HZRM Hamophilie-Zentrum Rhein Main GmbH, Germany
(HimeyunHa)

3asBHUK - TOB «CiHeoc Xesnc YkpaiHa»

17. Nnct-po3’sicHeHHA BiA 29 nucTtonaga 2023 poky Ao NMpoTokony KniHivHoro Bunpo6ysBaHHA BJIT-778-
001, Bepcisa 2.0, nonpaBka 1, Big 19 oBTHA 2023 poKy, aHI/1iACbKOI0 MOBOK; 36i/IbLUEHHS Ki/IbKOCTi
nauieHTiB B YKpaiHi 3 50 Ao 60 oci6é [0 npoToKosy KNiHIYHOro focnimkeHHs «®asa 1/2a, paHaoMi3oBaHe,
nnaueb0-KOHTPO/IbOBaHe AOCNIMKEHHA ANA  OUiHKM  6e3nekn, NnepeHOCUMOCTI, (apMakoKiHeTUkM Ta
NPOTUBIPYCHOI akTUBHOCTI npenapaTy BJT-778 y 300poBux [06GPOBO/BLLIB Ta MAUIEHTIB i3 XPOHIYHOK
iHbekuieo Bipycy renatuty B, Bkno4yarum nNauieHTiB i3 XPOHIYHOW iH(pekuieo Bipycy renatuty D», kopf
pocnipkeHHss BJT-778-001, Bepcia 2.0, nonpaBka 1, Big 19 >oBTHs 2023 poky; cnoHcop - bawmxei
TepanbioTike, IHK. [Bluejay Therapeutics, Inc.], CLUA

3asaBHUK - TOB «APEHCIA EKCIJTOPATOPI MEAICIH», YkpaiHa

18. Bpowypa aocnigHuka AHicpponyma6é (MEDI-546), BugaHHa 16.0 Big 11 rpyaHsa 2023 poky,
aHrNINCbKO MOBOIO; 3pa3oK 3006paXeHHsT Ha €eKpaHi e/IeKTPOHHOro MPUCTPOI0  BKIAaAEHHS
«HaBuanbHMii MOAYNb i3 KOPUCTYBaHHA NOPTAaTUBHUM NMPUCTPOEM», Bepcia 1.00 Big 17 rpyaHa 2020
POKY, YKpPAlHCbKOIO MOBOIO [0 MNPOTOKO/Y KMiHIYHOrO AOCNifKeHHA «baraTtoueHTpoBe, paHAoMi3oBaHe,
noZgiiHe cnine, Naaueb0-KOHTPOIbOBaHE [OCMIMKEHHS (pasn 3 A5 OUiHKM eDEKTUBHOCTI Ta 6e3MeYHOCTI
NigWKIPHOrO BBEAEHHS aHicpposymadby [0pOC/IMM NauieHTam 3 CUCTEMHUM YEPBOHUM BOBYaKOM», KOZ
pocnigpxeHHs D3465C00001, sepcis 4.0 Big 14 yepBHA 2023 poky; crnoHcop - AstraZeneca AB, Sweden
3asBHYK - MignpremcTso 3 100% iHo3eMHot0 iHBecTuLje «AVK'IOBIA PAC YkpaiHa»

19. 3miHa BignoBiganbLHOro AocnigHuKa B Micui npoBeAeHHA BUNPOGYBaHHA [0 NPOTOKONY KAiHIYHOro
pocnimpkeHHs «Bigkpute gocnigpkeHHs ¢asn 3b gns ouiHkM AOBrocTPoKOBOI 6e3neYvHOCTi Ta e(pekTUBHOCTI
BefoNisymady 414 NiAWKIpHOro BBeAEHHSA Y MauieHTiB 3 BUPa3koBUM KOITOM Ta XBOpo6ok KpoHa», kof
pocnigxeHHs MLN0002SC-3030, iHkopnopoBaHuii nonpaskoto 10 Big 20 >xoBTHA 2020 poky; CnoHcop -
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«Takega [esenonmeHTt CeHTep HOpon Nita.» (Takeda Development Centre Europe Ltd.), CnonyyeHe
KOpONiBCTBO .
3asaBHuUK - MignpuemcTeo 3 100% iHo3eMHoOto iHBecTuLieto «AVK'HFOBIA PAC YkpaiHa»

BYNO CTANO
A.M.H., npodd. MocToBoli HO.M. K.mef.H. TomawkeBmu I.1.
MpuBaTHe Mane nianpUMEMCTBO, MeAndHWiA UeHTp | MpruBaTHe Masie NiANPUEMCTBO, MEAUYHWUIA LEHTP
«[lynbc», TepaneBTUYHE BigdiNeHHSA, M. BiHHMUA «[ynbC», TepaneBTUYHE BiadiNeHHs, M. BiHH1USA




