JopaTtok

«Mepenik cyTTeEBMX MONpaBoOK A0 MPOTOKOANIB K/iHIYHUX BUNPOOGYBaHb, PO3IMAHYTUX Ha 3acifaHHi
HTP Ne 17 Big 20.05.2021, Ha siKi 6y OTPpUMaHi NO3UTUBHI BUCHOBKU €KCNEpPTiB.»

1. Jocbe pocnigKyBaHOro Jsiikapcbkoro 3acooy BBT-401-1S, Bepcia 1.1 Big 06 kBiTHA 2021 poky,
aHrNiNCbKOIO MOBOIO; 3as/lydyeHHA A0AATKOBOI BUPOGHUYOI AinsHku Almac Clinical Services (Ireland)
Limited, IpnaHgia gna gocnigkyBaHoro nikapcbkoro 3acooy BBT-401-1S Ta BignoBigHoro niaue6o,
Kancynu no 200 mr; BK/OYEHHA A0[ATKOBUX MiCUb NPOBeAEeHHs KMiHIYHOroO BUNPOGYBaHHA [0
NPOTOKONY  KMiHIYHOrO  gocnimpkeHHs «PaHgomisoBaHe, nofgiiHe cnine, nnaue60-KOHTpPosibOBaHe
pocnipkeHHs npenapaty BBT-401-1S npu nepopasibHOMY 3aCTOCYBaHHI Y NawjieHTIB i3 BUPa3KOBUM KO/ITOM
CepeaHbOro Ta BaXKOro CTyNeHs, L0 BK/IKYAE BiANOBiAb-aAanTMBHY NOABIAHY chiny ¢haly MOAOBXEHOro
nikyBaHHA», kog, pocnipkeHHs BBT401-UC-005, sepcia 4 Big 14 rpygHa 2020 p.; cnoHcop - Bridge
Biotherapeutics, Inc., Pecny6nika Kopes

3asBHUK - TOB «KOBAHC KNIHIKA AEBENOMNMEHT YKPAIHA»

No MN.1.B. BignoBsiganbHOro gocnigHuka
n/n Ha3ga Micus npoBeAeHHSA K/iHIYHOro BUNPo6yBaHHSA
1 K.M.H. KiznioBa H.M.
MegnuHuin ueHTp ToBapucTBa 3 0OMEXEHO BiANOBiAa/bHICTIO «Okchopa Meamkan-BiHHULA»,
M. BiHHMUS
2 K.M.H. KpaBueHko T.I".

KomyHanbHe HekomepLuiliHe nignpmeMcTBo «KniBcbka Micbka KiiHiuHa nikapHsa Nel8» BMKOHaBYOro
opraHy KuiBcbkoi Micbkoi paaun (KuiBCbKOT MICbKOT AepXaBHOI afMiHicTpaLil), NpOoKTosoriyHe
BiAAiNeHHA, M. KniB

3 anpektop Manuvubka A.T1.

KomyHaslbHE  HekomepuiiHe  MAMNPUEMCTBO  «XEpCOHCbKa  MiCbKa  K/iHIYHA  JlikapHs
iM. €.€. Kapabenela» XepCOHCbKOT,MICbKOT pajw, racTpotTepaneBTUYHe Big4i/IEHHSA, M. XepCOH

2. Jocbe pgocnigKyBaHoOro nikapcbkoro 3aco6y SEL-037, Bepcisa 1.2 Big 01 kBiTHA 2021 poky; [locbe
pocnipxysaHoro nikapcbkoro 3aco6y SEL-110.36, Bepcif 1.2 Big 26 6epe3HA 2021 poky; MoaoBXeHHA
CTPOKY NpuAATHOCTI A0CAigKyBaHOro nikapcbKoro 3acooy SEL-037, 3 24 go 36 micauiB; MNoaoBXeHHA
CTPOKY NpuaaTtHOCTI pocnigkxyBaHoOro nikapcbkoro 3aco6y SEL-110.36, 3 36 go 42 micauiB o
MPOTOKO/ly  K/iHIYHOTO  BuNpobyBaHHA «PaHgomizoBaHe, nopgiliHe-cnine, nnaueb0-KOHTPO/IbOBaHe
gocnimpkeHHa npenapaty SEL-212 y nauieHTiB 3 nogarpoto, pepaktepHolo [0 CTaHAapTHOT Tepanii», KoA,
pocnimpkeHHa SEL-212/302, sepcisa 5.0 Big 30 xoBTHA 2020 poky; cnoHcop - Selecta Biosciences, Inc., USA/
«CenekTta baiocaeHcis, [Hk.», CLUA

3aaBHuK - TOB «MAPEKCEJT YkpaiHa»

3. KopoTka xapakTepucTuka npenapaty nopiBHAHHA KonicTumerar HaTpilo, NOPOLWIOK ANA
NPUroTyBaHHs KOHUEHTpaTy ANs pPo3uuHy Ans iHdysii, 2 minbiioHn MixHapogHux OauHULUDb
(Colomycin), Big 07 rpygHa 2020 poKy A0 MpOTOKO/Y KIIHIYHOTO BUNpoOyBaHHA «[lMpocnekTuBHe
paHAomi3oBaHe OaraToLEHTPOBE BiAKPUTE MOPIBHANbHE AOChifkeHHA ¢a3n 3, Wo npoBoAUTLCS B
napanencHUX rpynax i3 3acninieHuM LeHTPasIbHUM OLHIOBaHHSAM 3 METOK BW3HAYEHHA e eKTUBHOCTI,
6e3MeyHoCTi Ta nepeHocumocTi koM6iHauii a3TpeoHam-aBi6aktam (ATM-AVI) *metpoHigason (MTZ) y
MOPiBHAHHI 3 MeponeHemtkonictuH (MER+COL) pana nikyBaHHA Cepilio3HMX IHEKLiA, 3YMOBEHUX
rpaMHeraTMBHMMM GakTepisiMu, BK/IWYHO 3i CTiKMMM 0 6araTOKOMMOHEHTHUX JliKapCbKUX 3acobiB
30yJHMKaMK1, WO NPOAyKyHTb MeTano-B-naktamady (MBL), gna Skux BapiaHTU NikyBaHHA OBMexeHi abo
BIACYTHI», koA gocnimkeHHss C3601002, 3 nonpaskoto 1 Big 05 nunHa 2018 poky; cnoHcop - «daiizep IHK.»,
CLLUA / Pfizer Inc., USA

3aaBHuK - TOB «MAPEKCE/ YkpaiHa»

4. 3MiHa Ha3BU MicuA NpoBeAeHHA KiHIYHOro BUNPOoOYyBaHHA; 3MiHa BiANOBINIbLHOIO AOCAiAHMKA Ta
Ha3sBU Micua MNpoBeAeHHA KMIiHIYHOro BUMNPOOYBAHHA [0 MPOTOKO/Y KIIHIYHOMO  AOCNIAKEHHA
«PaHpomizoBaHe, noggiiHe cnine, nnaue60-KOHTPONbOBaHe AocnimkeHHs |V hasn, B napanensHux rpynax
ONS OUiHKM edpekTMBHOCTI Ta 6e3nekn rosimymady (MK-8259 [SCH 900259]) nicna BigMiHW NiKyBaHHS Y
MOPIBHAHHI 3 NiKyBaHHAM, WO TpMBAaE (NOBHa abo CKOpOYeHa CXeMW NiKyBaHHA) Y NauieHTiB 3 akcia/lbHUM
CMOHANMI0apPTPUTOM 6Ge3 PEeHTreHOsIoNYHUX O3Hak», koA pocnimpkeHHs MK-8259-038, Bepcia 3
iHkopnoposaHot nonpaskot 01 Big 21 6epe3Hs 2017 poky; cnoHcop - «Mepk Lapn EHg Joym Kopn.»,
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podipHe nignpnemctBo «Mepk EHA, Ko.,IHK.» (Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc.),
CLWA

3aaBHUK - TOBApUCTBO 3 0OMEXEHOH0 BiAnoBiganbHicTio «MC/L YkpaiHa»

BY/NO CTAJIO
O.M.H., npodh. ApemeHko O.b. O.M.H., npodh. ApemeHko O.b.
KniBcbka MicbKka KniHiuHa nikapHa Ne 3, | KomyHanbHe HeKoMepLiliHe niagNnpMemMcTBO
peBmatonoriyHe BigAineHHA, HauioHanbHuil | «kKniBcbka Micbka KfiHiYHA  nikapHAa  Ne3»
MeauyHuiAi yHiBepcuTeT iMeHi O.0. Boromosnbus, | BUKOHaBYOro opraHy KuiBCbKOi MiCbKOi pagu

kadhenpa BHYTPIiLLHbOT MeauLmHn Ne 3, M. Knis (KniBCcbkOi MiCbKOi AepXaBHOI agMiHicTpauil),
KappgionoriuHe BiggineHHsA 3 nasarom
iHTEHCUMBHOI Tepanii, B T.M. 3 JDKKamu

iH(pbapKTHOro Ta peBMarTonoriyHoro npodinto,
HauioHanbHWii mMeguuHuii yHiBepcuTeT imeHi O.O.
Boromonbus, kadegpa BHYTPILWLHLOT MeanumHn Ne3,
M. Knis

BYNO CTAJIO
A.M.H. Pekanos A.I'. K.M.H. PuHgina H.T.
KomyHanbHa ycTaHoBa «3anopisbka ob6nacHa [ KoMmyHanbHe — HekomepuiiiHe  nignpuemcTBoO
KIiHiYHa nikapHsa» 3anopisbkoi obnacHoi paau, | «3anopi3bka obnacHa KniHiYHa NikapHS»
BiggineHHA peBmMaronoril 3 LEeHTPOM | 3anopi3bkoi 061acHOi paau, BigLiNeHHA KiHIYHOT
iMyHOGionoriuHoi Tepanii, M. 3anopiks iMyHonorii, peBmMaronoril 3 LLeHTpOM
ximioTepanii, M. 3anopixxs

5. 3miHa Ha3Bu 3asiBHUKA KNiHiYHOro BunpooyBaHHA 3 TOB «IHC Pecepu YkpaiHa» Ha TOB «CiHeoc
Xenc YkpaiHa»; KapTka 3 HaragyBaHHAM Npo Bi3utu, Bepcia 1.0 Big 10 rpypHa 2020 p. aHINiNcbKOLO,
YKpaiHCbKOIO Ta pociiicbKoto moBamu; Mepenik aHanisiB Ta 06¢cTeXeHb, Bepcia 1.0 Big 10 rpyaHa 2020
p. aHrniicbkoto, Ta ykpaiHcbkoto moBamu; KAR-008_Bpolypa nauieHTa, Bepcis 1.0 Big 30 nuctonaga
2020 p. aHrniiicbkoro, yKpaiHCbKOKO Ta pocilicbkoo MoBamu; KAR-008_Bpowypa ans oci6, wo
spiicHioloTb gornag_ Bepc. 1.0_ 30 nuctonaga 2020 p._aHrniicbKoK, YKPAIHCbLKOK Ta POCIiliCbKOLO
moBamu; KAR-008_[MpuBiTanibHUiA NNCT A0 nauieHTa, Bepcia 1.1 Big 04 ciuHna 2021 p. aHrniicbKoto,
YKpaiHCbKOLO Ta pociiicbkolo MoBaMu; IHchopmaLif Npo AONOMKHI NpegMeTu AN NauieHTiB (CyMka,
pyuKa, 3apsAgHUiA NpUCTpiii, 6MOKHOT, NasiwkKa ) Big 04 ciuHa 2021 p. aHrnilicbkolo moBo; KAR-008_
MarHiT 3 KOHTaKTaMu AOCMIAHULBLKOrO LEeHTPY, Bepcia 1.0 Big 25 BepecHsa 2020 p. aHrnificbKkoo Ta
YKpaiHCbKOI0 MOBaMu [0 NPOTOKO/Y KAIHIYHOTO [OCNIMKEHHS «BigkpuTe gogatkoBe AOCAIMKEHHS ANs
OLiHKN [O0BroTpMBaU1oi 6Ee3MevYHOCTi, NepeHOCUMOCTi Ta ed)eKTMBHOCTI npenapaty KarXT y naujieHTiB 3
lwmr3odopeHieto 3a kputepiamm DSM-5», kog gocnipkeHHs KAR-008, sepcis 2.0 Big 23 xo0BTHS 2020 poky;
cnoHcop - Karuna Therapeutics Inc., United States (CLUA)

3aaBHUK - TOB «CiHeoc Xenc YkpaiHa»

6. 3any4yeHHs AoAaTKOBOro Micusi MPOBeAEHHs1 KiHIYHOro BMMPOOYBAHHA [0 NPOTOKO/Y K/IiHIYHOro
pocnipkeHHs «PaHgomizoBaHe noAgiiHe cnine, y napasiesibHUX rpynax, nnauebo-koHTposiboBaHe
baraToLeHTpoBe AOC/IMKEHHSA 3 OLUiHKM 6e3neks Ta MNepeHOCUMOCTI LWOMICAYHUX MigWKIpHUX BBEeAEHb
ocouMmMady y Koroptax HM3bKOI Ta BUCOKOI 03 Y MaUiEHTIB i3 TEPMIHA/IbHO CTafi€r XPOHIYHOT XBOPOO6M
HUPOK Ha perynsapHomy remogianisi (TCXXH)», kog gocnigpkeHHs No. BAY 1213790 / 20115, sepcis 1.0 Big 16
6epesHs 2020; cnoHcop - baiiep Al', HimeuunHa

3anBHuK - TOB «baliep», YkpaiHa

Ne MN.1.6. BigNoBiAa/IbHOrO AOCNiAHMKA

n/n HasBa micus NpoBeAeHHs KNiHIYHOTO BUNPOOYBaHHS
1 3aB. Bif. OciHHA I".IT.
KomyHanbHe nignpuemMcTtBo «llontaBa ob6nacHa KhiHivHa nikapHs iM. M.B. CknidpocoBCbKOro
MonTaBcbkoi 0b6nacHoi pagw», BigdineHHa remogianizy Nel LleHTpy Hedpponorii Ta pgianisy,
M. NonTtasa

7. OHOBNEeHUiA NPOTOKON K/iHIYHOrO Bunpo6yBaHHA P2-IMU-838-UC, diHanbHa Bepcia 5.0 Big 26
niotoro 2021 poKy, aHrNiiCbKO MOBOI; OHOB/IEHEe A0CbE AOC/iMKYBAHOIO JliKapCbKOro 3acoty
IMU-838/Bigodhnyaimyc kanbLito, TabneTku 5 mr/15 mri22.5 mr Ta gocnigKyBaHoro nikapcbKoro sacooy



IMU-838-RC/Bigochnyaimyc kanbuito, Taénetku 5 mr/l5 mr/22.5 mr/30 mr/45 mr, Bepcisa 11 Big 14 rpyaHaA
2020 poKy, aHrnificbkoo MoBOI; OHOBJ/IEHE A0ChE AO0C/iAKYBaHOr0 JlikapcbKoro 3aco6y nnaue6o go
IMU-838/Bigodnyaimyc kanbuito Ta go IMU-838-RC/Bigochnypimyc kanbuito, Tabnetkun, Bepcia 7 sig 14
rpyaHsa 2020 poky, aHrniiicbkolo moBoto; OHoBrieHa Gpowypa gocnigHuka IMU-838/Bigocnygimyc
Kanbuito, diHanbHa Bepcia 6.0 Big 10 Gepe3Hsa 2021 poKy, aHIMNIACbLKOIO MOBOIO; OHOBJIEHWIA
iHhopmauiiiHuiA nucTok naudieHTa Ta popma iHcbopmoBaHoi srogu (I/TN/PI3) gna YkpaiHu, ciHanbHa
Bepcis 6 Big 22 6epe3Hs 2021 poKy Ha OCHOBI (hiHasIbHOIT MaiicTep Bepcii 5 Big 18 6epe3Ha 2021 poky
AHINIACbKOIO, YKPAIHCBbKOIO Ta POCilicbKO0 MoBamu; OHOBJIeHWI iHDOpMaLifiHMi TMCTOK NauljieHTa Ta
c¢hopma iHchopmoBaHoi 3rogu (ITMN/PI3) Ha yyacTb y O0[aTKOBOMY AOCAIMKEHHI dapMaKOKiHETUKN, AN
YKpaiHu chiHanbHa Bepcia 2 Big 22 6epe3HAa 2021 poKy Ha OCHOBI (hiHanbHOI MaiicTep Bepcii 4 Big 17
Gepe3HA 2021 poOKy aHINIfiCbKOK, YKPAiHCbKOK Ta POCIACbKOK MoBamu; OHOBJ/IEHMWA 3pa3ok
MapKyBaHHA gocnigkyBaHoro npenapaty IMU-838 gns 3acninneHoro nepiogy nikyBaHHs, Bepcisa 1 Big,
26 ciuHa 2021 poky; OHOBMeHui 3pa3ok MapKyBaHHA AociigxKyBaHoro npenapaty IMU-838 pgns
BiAKpUTOro nepioay nikyBaHHs, Bepcia 1 Bifg, 27 ciuHA 2021 poky; 3asyyeHHA 04aTKOBUX BUPOOGHUYNX
AINAHOK ANA  pocnigXyBaHoOro nikapcbkoro 3aco6y IMU-838/Bigochnyaimyc Kanbuito Ta
pocnipkyBaHoro siikapcbkoro 3acooy IMU-838-RC/Bigodnyaimyc kanbuito, Tadnetku: Fisher Clinical
Services UK Limited, Benuko6putaHis; Fisher Clinical Services GmbH, LlBeiiyapis; Fisher Clinical
Services GmbH, HimeuunHa; 3anyuvyeHHs [OAATKOBUX BUPOGHUUMX [iNAHOK ANA AOCAISKYBaHOro
nikapcbkoro 3aco6y nnaue6o po IMU-838/Bigocdhnyaimyc kanbuito Ta nnaye6o go IMU-838-
RCIBigodhnyaimyc kanbuito: Fisher Clinical Services UK Limited, Benuko6putadis; Fisher Clinical
Services GmbH, LUBenyapifa; Fisher Clinical Services GmbH, HimeuuuHa; 3anyyeHHs [OAATKOBUX
MicLub npoBeAeHHs KMiHIYHOrO BUNPOOGYBaHHA; 3MiHa BigNOBiga/ILHOrO pAocnigHuKa y Micui
npoBefeHHsA K/iHIYHOro BUNpPoOyBaHHsA; 3MiHa BignoBifa/NIbHOrO AOCAiAHUKA Y MicLi NPOBeAEeHHA
KNiHIYHOro BUNpoOyBaHHA Ta 3MiHA Ha3BU MiCLiA NpoBeAeHHSA KMiHIYHOro BUNPOGYBaHHA A0 NPOTOKO/Y
KNiHIYHOrO  gocnimkeHHss «®dasza 2, 6araToueHTpoBe, paHAoMi3oBaHe, MoAgiiHe chnine, nnaue6o-
KOHTPO/IbOBaHe AOC/iMKEHHS 3 METOK BM3HAYEHHA [03W 415 OUiHKM edheKTMBHOCTI Ta 6e3neku npenaparty
IMU-838, 1110 BUKOPUCTOBYETLCS B AKOCTi 3aCO0Y IHAYKLUIAHOT Ta NiATPMMYO40T Tepanii npy BUpa3koBOMY KOJTiTi
cepefHboro Ta TSXKOro CTyneHs», kog, gocnimpkeHHa P2-IMU-838-UC, ciHanbHa Bepcia 4.0 Big, 17 BepecHsA
2019 poky; cnoHcop - Immunic AG, HimeuyunHa

3anBHUK - TOB «KOBAHC K/TIHIKAN AEBE/IONMEHT YKPAIHA»

No M.1.B. BignoBigasbHOro gocnigHnKa

n/n Ha3Ba Micusi NpoBeAEHHS K/TiHIYHOrO BUNPOOYBaHHS

1 nikap NorpaHigi T.1.

KomyHasnibHe HekomepuinHe nignpunemMmctBo KniBcbkoi o6nacHoi pagn «KuiBcbka obnacHa KiiHivHa
NiKapHsi», TepaneBTUYHE BiaaineHHs, m. Kuis

2 rofioBHWIA nikap Myray M.M.

MeanyHuii LeHTp ToBapucTBa 3 0OMEXEHOK BigMnoBifasibHICTIO «MeguyHa KniHika «bnaromen»,
NiKyBa/IbHO-AjiarHoOCTUYHWIA nigpo3ain, M. Knis

3 K.M.H. HeunnypeHko T.B5.

MegunuHmnii ueHTp «RCLIN Ukraine» ToBapucTea 3 06MeXeHO0 BignoBigasbHICTIO «Kapaiokom», CMT.
Ko3uH, O6yxiBCbKMil p-H, KUiBCbKa 0611.

BYNO CTANO
nikap 3iHueHko M.B. K.M.H. LLlexoByoBa H0.0.
KomyHanbHe HekoMepLiHe nignpuemMcTBo | KoMmyHasnbHe HeKoMepLUiiHe nigNnpPUeEMCTBO
XapkiBcbkoi 06n1acHoi pagn «Ob6nacHa kiiHiYHa | XapkiBcbkoi 06s1acHoi pagn «O6nacHa  K/iHiYHa
nikapHs»,  racTpPOeHTeposoriyHe  BIAAINEHHSR, | NikapHa», racTpoeHTeposioriyHe BiAOiNEHHS,
M. XapkiB M. XapkiB

BYNO CTANIO

nikap MapkeBud L.J1. nikap Cknoano C.A.
KuiBcbka Micbka KniHiyHa nikapHa Nel, | KOmyHanbHe HekomepLiiliHe nigNPUeEMCTBO

TepanesTUYHe BiggineHHs Ne2, M. Kuis «KniBcbka Micbka KniHiuHa nikapHa Ne 1»
BUKOHaB4YOro opraHy KuiBcbkoi MicbKOi pagu
(KniBcbKkoi MiCbKOI pgep)xaBHOI agMmiHicTpauii),
TepaneBTuyHe BiaaisieHHs Ne 2, M. KniB

8. OHOB/IEHUIA NPOTOKO/ KAiHIUHOro BUNpo6yBaHHA MK-3475-866, 3 iHkopnopoBaHOIO nonpaskoio 02
Bifg 15 rpyaHAa 2020 poky, aHrnificbkolo MoBolo; Bpowypa gocnigHuka /13 MK-3475, BugaHHs 20 Bipg,
08 6epe3HA 2021 poKy, aHrNiliCbKOI MOBOIO; 36iNbLUEHHSA KifIbKOCTI foCimKyBaHUX B YKpaiHi 3 100 ao



130 oci6 [0 NPOTOKONY KMiHIYHOrO BMNpobyBaHHA «PaHgomizoBaHe, noggiHe chine gocnigxeHHs 11l dasu
[ANs OLiHKM NepionepavuiiiHoro 3actocyBaHHA nemo6ponisymady (MK-3475) y kombiHauii 3 Heoaz'toBaHTHO
ximioTepanielo NOPIBHAHO 3 MepionepawiiiHAM 3acTocyBaHHAM niauebo y KombiHauii 3 Heoan'toBaHTHO
ximioTepanield B y4yaCHUKIB 3 M'A30BO-iHBa3VWBHUM pakOM Ce4yoBOro Mixypa, npuaaTtHUX 4718 AiKyBaHHA
umcnnatuHom (KEYNOTE-866)», kog pocnigxeHHa MK-3475-866, Big 07 6epe3Ha 2019 poky.; cnoHcop -
«Mepk Wapn Exg Joym Kopn.», godipHe nignpmemctao «Mepk EHg Ko., IHk.», CLUA (Merck Sharp & Dohme
Corp., a subsidiary of Merck & Co., Inc., USA)

3asBHMK - TOBApMCTBO 3 06MEXEHOI0 BiANOBIfaUIbHICTIO «MC/], YkpaiHa»

9. 3aslyuyeHHA [0AATKOBOrO MiCUA NPOBeAEeHHSA KAIHIYHOro BUNPOOYBaHHA [0 MPOTOKOY K/iHIYHOIO
JocnifgxeHHs «Bigkpute, ogHOrpynose, AofaTkose A0CNiMKEHHS A1 3abe3neyeHHs NPOAOBXEHHS NTiKyBaHHSA
JaponytaMigoM nauieHTiB, AKi 6ynM BKOYEHi Yy nonepefHi AOCNifKeHHs Komnadii Bbaliep.», Kkopg
pocnigxeHHa BAY 1841788/ 20321, Big, 02 ciuva 2020; cnoHcop - baitep KoHcbiomep Kep AT, LUBeliyapis
3asBHUK - TOB «baliep», YkpaiHa

No MN.1.B. BignoBsiganbHOro gocnigHuka

n/n Ha3ga Micus npoBeAeHHsA K/iHIYHOro BUNpPo6yBaHHSA
1 O.M.H., npodp. 3aiues B.I.
O6nacHe KOMyHaslbHE HEKOMeEpLiiiHe MiANPUEMCTBO «YepHiBelbka 06/1acHa KMiHiYHa iKapHS»,
YPO/IOriYHMiA Nigpo3ain, M. YepHisui

10. MoaoB)XeHHsA nepiogy NPOBeAEHHA K/iHIYHOro BUNPoGyBaHHA B YKpaiHi 3 31 rpyaHsa 2019 poky go
05 cepnHsa 2022 poKy [0 NPOTOKONY KAiHIYHOrO BUNpobyBaHHA «PaHaoMisoBaHe nnaueb60-KOHTPOoibOBaHe
pocnimpkeHHs hasm 3 KapoonnatuHy Ta naknitakceny 3 MNAPT iHri6iTopom Beninapnoom Ta 6e3 MAPTI
iHri6iTopy Beninapndy (ABT-888) npu HER2-HeraTMBHOMY MeTacTaTM4HOMY ab0 /I0Ka/ibHO MOLUMPEHOMY
Heonepa6ensHoMy BRCA-acoujiiioBaHOMy paky MOJIOYHOT 3an03u», Kog JocnimpkeHHsa M12-914, 3
iHKoprnopoBaHMN AAMiHICTpaTMBHUMK 3MiHaMK 1, 2 , 3 Ta 4 i nonpaBkamun 1, 2, 3 Ta 4 Big 23 nunHa 2020 poky;
crnoHcop - AbbVie Inc., CLLA

3anaBHUK - «<E66BI BiohapmackloTikan3 FTM6X», LLseliyapis

11. 3miHa BignoBiganbHOro gocnigHuUKa Ta 3miHa Ha3BU Micusl NpoBeAeHHSA KJ1iHIYHOro BUNPoGyBaHHA
00 NPOTOKO/Y K/THIYHOrO [OCNiMKEHHS «baraToueHTpoBe, paHAoMi3oBaHe, MoggiiHe crine, niauebo-
KOHTpO/IbOBaHe 52-THEBe BIOKPUTE MNPOLOBXEHEe AOC/iMKEeHHSA NiATpUMyoUoi Tepanii /19 BUMBYEHHSA
ehekTnBHOCTI Ta 6e3neyHocTi PicaHkizymaly y nauieHTiB 3 BUPa3KOBUM KOJITOM, Yy SKMX cnocTepirasiacs
BiANOBIAb Ha IHAYKLUiAHY Tepanito y gocnimkeHHi M16-067 a6o M16-065», kog gocnimpkeHHs M16-066,
iHKoprnopoBaHuii nonpaeskamu 1, 2 Ta 3 Big 20 kBiTHSA 2020 poky; cnoHcop - AbbVie Inc., USA

3anBHUK - «E66BI BiothapmacstoTikan3 TM6X», LLBeliLapis

BYNo CTANO

nikap Mapkesuu LJ/1. nikap LapuHHa H.M.

MepanuHuii ueHTp «Ok!KniHik+» TosapuctBa 3 | Megnunuii  ueHTp  «Ok!KniHik+»  ToBapuctea 3
06MEXEHOI BiANOBIAANLHICTIO «MiKHAPOAHWIA | OOMEXeHo  BIANOBIJasILHICTIO  «MiXHapOAHWA
IHCTUTYT KNiHIYHUX AOCHigKEHb», M. KWiB IHCTUTYT KNiHIYHUX JocnipKeHb», BigAin
racTpoeHTeponorii Ta renaronorii crawioHapHoro
BigAineHHs, v. Kuis

12. 3miHa BigNoOBiganbLHOro gocigHMKa Ta 3MiHa Ha3BU MicLs NPOBeAEHHS KMiHIYHOTO BUNPOGYBaHHSA
[0 NPOTOKONY KMIHIYHOTO AOoChimpKeHHs «baraToueHTpoBe, paHAoMi3oBaHe, MOABiHe chine, nnauebo-
KOHTPO/IbOBaHe AOCAIMKEHHS IHAYKUIMHOI Tepanii gns  BMBYEHHS eqEKTUMBHOCTI Ta 6Ge3MneyHoCTi
picaHKizymaly y nauieHTiB 3 BMPa3KOBUM KOJiTOM Bif, CEpeiHbOBaXKOT A0 BaXKOT (0OPMM aKTMBHOCTI», KOA,
pocnigpkeHHss M16-067, iHkoprniopoBaHuii nonpaskamu 1, 2 Ta 3 Big 01 xo0BTHS 2020 poky; cnoHcop - AbbVie
Inc., USA

3adaBHuK - «<E66BI BiohapmacktoTikan3 FTM6X», LLseliuapis

BYNo CTANO

nikap Mapkesuu L. nikap LlapuHHa H.M.

MeaunuHnii  ueHTp «Ok!KniHik+» ToBapucTtBa 3 | Meanunuin  ueHTp «Ok!KniHik+» ToBapuctBa 3
06MEXEHOI  BiANOBIAA/ILHICTIO  «MiKHApOAHWIA | OBMEXEHO  BiANoBifa/IbHICTIO  «MiXHapOgHWIA




IHCTUTYT KMIHIYHMX AOCNiMKEHb», M. K1iB IHCTUTYT KNiHIYHMX [OCNIIKEHB, Bigain
racTpoeHTeponorii Ta renaronorir
CTauioHapHoro BigaineHHsa, M. Kuis

13. Bpouwypa gocnigHuka MK-3475, BugaHHs 20 Big 08 6epe3HA 2021 p., aHINiicbKOKO MOBOLO; YKpaiHa,
MK-3475-689, Bepcis 06 Big 6 kBiTHA 2021 p., YKpAlHCLKOIO MOBOIO, iH(hopmaLisi Ta AOKYMEHT npo
iHhopMoBaHy 3rogy 1A nauieHTa; YkpaiHa, MK-3475-689, Bepcis 06 Big 6 kBiTHA 2021 p., pocilicbKoto
MOBOI0, iHpopMaLisi Ta AOKYMEHT npo iHhopmoBaHy 3rofy ANA nauieHTa [0 NPOTOKO/Y KiHIYHOro
nocnimpkeHHs «PaHgomisoBaHe, BigkpuTe gocnigpkeHHst 1l hasm gna ouiHki nemoponizymaby B SIKOCTI
Heoaa'toBaHTHOI Tepanii Ta B KOMOGIHAUIT 3i cTaHAApPTHUM AiKyBaHHAM B SIKOCTI af'tOBaHTHOI Tepanii npu
onepabenbHOMY JIOKOPEriOHa/IbHO PO3MOBCOAKEHOMY MAIOCKOKAITUHHOMY paky roniosu Ta wui lll-IVA cTtagii»,
Koa gocnipkeHHs MK-3475-689, 3 iHkoprnopoBaHoto nonpaBkoto 04 Big 17 yepsBHsi 2019 poky; cnoHcop - «Mepk
Wapn Exg doym Kopn.», godipHe nignpuemctBo «Mepk EHA Ko., IHK.» (Merck Sharp & Dohme Corp., a
subsidiary of Merck & Co., Inc.), CLLUA

3aaBHUK - TOBApUCTBO 3 0OMEXEHOI0 BignoBiganbHicTio «MC/L YkpaiHa»

14. OHoBneHuii nNpoOTOKON KNiHiYHOro BunpoGyBaHHsa MK-7339-001/ENGOT-0v43/GOG-3036, 3
iHkopnopoBaHoto nonpaBkoio 03 Big 12 Gepe3HA 2021 poky, aHriACbKOK MOBOK; Bpowypa
pocnigHuka MK-3475, BugaHHa 20 Big 08 G6epe3Hs 2021 poKy, aHIMiNCbKOKO MOBOHK; 306i/fbLUEHHSA
3an/1aHOBaHOI KiNIbKOCTI pocnigkyBaHux B CBiTi 3 1086 o 1284 3anyuyeHuUX Naui€HTIB; YKpaiHa,
MK-7339-001/ENGOT-0v43/GOG-3036, IHopmaLias Ta AOKYMeHT npo iHopMoBaHy 3rogy Ans
nauieHTa, Bepcisa 2.00 Big 06 kBiTHA 2021 p. yKpaiHCbLKOIO Ta POCilicbKOl0 MoBaMu; YKpaiHa, MK-7339-
001/ENGOT-0v43/GOG-3036, IHopmaLiiHMA NMUCTOK | [OKYMEHT npo iHdpopMoOBaHy 3rogy Ha
MaiiGyTHE GiomepauuHe gocnimkeHHs, Bepcia 02 Big 06 kBiTHA 2021 p. yKpaiHCbKOK Ta POCIiiCbKOIO
MOBamMMu [0 MPOTOKOAY KIIHIYHOTO AochimkeHHs «PaHgomizoBaHe, noAgiiiHe cnine gocnigkenHs 1 dpasu
npoBefeHHs XimioTepanii 3 abo 6e3 nem6ponisymady 3 nojasiblivMM MNiATPUMYIOUUM  NiKyBaHHAM
onanapubom abo nnauebo 418 Tepanii nepLlol MiHil y nauieHTiB 3 PO3NoBCIOMKEHUM eniTeslia/IbHUM pakoMm
seyHukiB (EPA) 6e3 myTauiin y reHi BRCA (KEYLYNK-001 / ENGOT-0v43/GOG-3036)», Ko A0CAiAKEHHS
MK-7339-001/ENGOT-0v43/GOG-3036, 3 iHkopriopoBaHoto nonpaskoto 02 Big 20 cepriHA 2020 poky; CroHCop
- «Mepk Wapn EHg Joym Kopn.», godipHe nignpuemctso «Mepk EHA Ko., IHk.», CLUA (Merck Sharp & Dohme
Corp., a subsidiary of Merck & Co., Inc., USA)

3asBHUK - TOBApPUCTBO 3 0OMEXEHOL0 BiAnoBiganbHICTI0O «MC/, YKpaiHa»

15. Bpouypa gocnigHuka ImopyBika® (I6pyTuHi6), JNJ-54179060, Bepcia 14 Big 10 rpyaHa 2020 p.,
aHrniicbKko MoBoLo; IHhopMauia ana yyacHuka gocnigpkeHHA 1a cpopma iHthopmoBaHoOi 3rogu ans
YkpaiHu, Bepcia 11.0 Big 22 Gepe3Ha 2021 p., aHINIACbKOIO MOBOW; |Hhopmauia ans yvacHuka
pocnipkeHHa Ta dopma iHchopmoBaHOi 3rogn Ansa YKpaiHu, Bepcia 11.0 Big 01 kBiTHA 2021 p.,
yKpaiHCbKOo MOBOR; IHhopmaLia ans yyacHuka gocnigkeHHsa Ta popma iHpopmoBaHoOi 3roau Ansa
YKpaiHu, Bepcisa 11.0 Big 31 6epe3Hs 2021 p., pociicbKOO MOBOIO 0 NPOTOKOJTY KAIHIYHOIO JOCIAKEHHS
«BigkpuTe npofoBxeHe AOCNIMKEHHS Yy NauieHTIB BIKOM 65 pokiB i cTaplie 3 XpPOHiYHUM NiMdoLMTapHAM
neiikozom (XJ1/1) abo ppibHOKMITMHHOW AimdoumTapHo nimdgoomoto (OJ1/1), ki 6panu ydacTb Y LOCNIIKEHHI
PCYC-1115-CA (ibpyT1Hi6 y NOpiBHAHHI 3 xsi0paMOyumiom)», kog gocnigxkeHHs PCYC-1116-CA, Bepcis 3
nonpaskoto 3 Big 12 nmnHa 2018 p. ; cnoHcop - Pharmacyclics, LLC, USA

3asaBHUK - ToBapncTBO 3 O6MeXeHOo BignosiganbHiCTio «KoOHTpakTHO-ocnigHnubka OpraHisauis IHHodhapM-
YkpaiHa»

16. Bpowypa gocnigHuka Empagliflozin (Bl 10773), Bepcis 23 Big 26 6epe3Hsa 2021 p., aHrNilicbKoto
MoBOt0; OcHOBHa chopma iHthopmoBaHoi 3rogu (IHhopmaviiiH1ii NMCToK i hopma 3roam ANA yHaCHUKIB
[OCNiIKEeHHSA) aHrNiNcbKO MOBOLO ANA YKpaiHu, Bepcis 3.0 Big 28 ciuHA 2021 p. Ha 0ocHOBI OCHOBHOI
c¢hopmu iHchbopmoBaHoi 3rogn (IHhopmauiiHnii NMCTOK | popmMa 3rogu ANA YYaCHUKIB AOCNIIKEHHS)
aHrniicbKkol MoBoOl, Bepcisa 2.0 Big 14 ciuHAa 2021 p.; OcHoBHa ¢hopma iHpopMOBaHOI 3rogu
(IHcbopmauiiHuMii NUCTOK | hopmMa 3rogn AN YYaCHUKIB AOCNIMKEHHA) aHrNificbKolo MOBOIO A
YkpaiHu, Bepcia 3.0 Big 28 ciuHa 2021 p. Ha ocHoBi OcHoOBHOI t¢hopmu iHchopmoBaHOI 3roau
(IHcdbopmauiviHnia nucToK i dpopma 3rogm ANA y4aCHUKIB JOCIAKEHHS) aHINificbKOK MOBOIO, Bepcif 2.0
Big 14 ciuHa 2021 p., nepeknag YKpaiHCbKOO MOBOK A/ YKpaiHu Big 28 ciuHa 2021 p.; OcHOBHa
thopma iHhopmoBaHoi 3rogu (IHcopmauiiHuin NMCTOK | popma 3roan oNA yYaCHUKIB [OCHNIOKEHHSA)
aHrniicbkolo MOBOK AnA YKpaiHu, Bepcia 3.0 Big 28 ciuHa 2021 p. Ha ocHOBi OCHOBHOI dhopMu
iHpopmoBaHoi 3rogn (lHopmauiiHMii nucTok i chopma 3roguM AASA YUYACHUKIB  AOCHILKEHHA)
aHrnificbKo MoBoOlo, Bepcis 2.0 Big 14 ciuHsa 2021 p., nepeknag pociiicbkoo MOBOIO A/1s1 YKpaiHu Big,
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28 ciuHa 2021 p.; KnweHbkoBa KapTka, Bepcis 1.0 Big 11 nuctonaga 2020 p. aHrniicbKoo MOBOIO;
KnweHbkoBa KapTka, Bepcia 1.0 Big 11 nuctonaga 2020 p. aHrAilicbko MOBOLO, Nepeknag
YKpalHCbKOI0 MOBOIO A/l YKpaiHu Big 11 ciuHa 2021 p.; KuweHbKkoBa KapTtka, Bepcia 1.0 Big 11
nuctonaga 2020 p. aHrNilicbKOK MOBOLO, Nepeknag, pociiicbKol MOBOIO A1 YKpaiHu Big 11 ciuHsa 2021
p.; AHKeTa NnaHoBOro nogabluoro cnocrepexeHHss EMPACT-MI ykpaiHcbKol0 MOBOIO Bepcis 1.0 Big,
02 xoBTHA 2020 p. (PO3’AACHEHHs); AHKeTa NNaHOBOro nogasblioro crnocrepexeHHa EMPACT-MI
YKpPaiHCbKOI0 MOBOIO (Bisya/ibHe 300paXe€HHs B MOGINbHOMY pgopartky); AHKeTa MJ1laHOBOro
noganbloro cnocrepexeHHas EMPACT-MI pociiicbkoto moBoto Bepcia 1.0 Big 02 xoBTHA 2020 p.
(po3’ACHeHHs); AHKeTa MJIAaHOBOro nogasiblioro cnoctepexeHHa EMPACT-MI pocilicbkolo MOBOLO
(BisyanbHe 3006paxkeHHs B MOGINbLHOMY fAopAatky); AHKeTa MosannaHoBoro noAasbluoro
cnocTtepexxeHHa EMPACT-MI ykpaiHcbkoto moBoto Bepcia 1.0 Big 02 xoBTHA 2020 p. (pO3’ACHEHHSA);
AHKeTa nosanjiaHoBOro nogasabLioro cnocrepexxeHHs EMPACT-MI ykpaiHCbKO MOBOLO (BisyasibHe
300paxXeHHA B MOGINIbHOMY floAaTKy); AHKeTa Nno3an/iaHoBOro nogasibLioro cnocrepexxeHHss EMPACT-
MI pociiicbkoto moBoto Bepcia 1.0 Big 02 »xoBTHA 2020 p. (po3’sAicHeHHs1); AHKeTa Nno3an/s1IaHOBOro
noganbluoro cnocrepexxeHHss EMPACT-MI pociiicbkoto MOBOIO (Bi3yasibHe 306paXeHHs1 B MOGi/IbHOMY
popatky); IHCTpykuis Ana akTuBauii MOGINbLHOrO AofaTKy WOoAO0 BUKOPUCTAHHS €JIEKTPOHHOro
onuTyBaJ/IbHUKA aHrnificbkoro moBoto, Bepcia 1.1, 2019 p. 40 MPOTOKOAY K/IHIYHOMO AOCAIAKEHHS
«OnTMMi3oBaHe, 6araToLeHTpoBe, paHAOMI30BaHe, NoABiliHe chine, nnaueb0-KOHTPOIbOBaHE AOCIAKEHHS Y
napasesibHUX rpynax i3 BUBYEHHA BNANBY emnarnidpiosnHy Ha 4yacToTy rocnitanisadii 3 npusoay cepLeBol
HeJOoCTaTHOCTI Ta BM/IMBY Ha pPiBEHb CMEPTHOCTI Y Naui€eHTIB i3 rocTpum iHaApKTOM Miokapaa», Koz
pocnipkeHHs 1245-0202, sepcist 1.0 Big 03 nmnHa 2020 poky; cnoHcop - Boehringer Ingelheim International
GmbH, HimeuunHa

3asnBHUK - TOB «KOBAHC K/TIHIKAN AEBE/IONMEHT YKPAIHA»

17. 36inbleHHA TepMiHY NpUAATHOCTI AO0CNIAKYBaHOro nikapcbKoro 3acooy - Mnaue6o Ao RO7049665
3 36 micsAuiB Ao 48 micAuiB [0 NPOTOKO/Y KNiHIYHOIO AocnimkeHHA «baratoueHTpoBe, paH4oMi30BaHe,
noAgiiHe cnine, naauebo-KOHTPO/IbOBaHe AOCAiMpKEHHA a3 Ib 3 MeTow BMBYEHHS 6e3neyHocTi,
NnepeHocUMOoCTi, dapmMakoKiHETUKM, nonepeaHbol eekTUBHOCTI Ta hapMakoguHamiku  npenaparty
RO7049665 npu niglwKipHOMy BBEEHHI yyacHUKaM 3 aKTUBHUM BUPA3KOBUM KOMITOM», KO AOCNiAXEHHS
WP40161, sepcia 5 Big 20 nuctonaga 2020 p.; cnoHcop - ®. XodpdmaHH-/1a Pow /114, [F. Hoffmann-La Roche
Ltd], Wsenuapis

3asBHUK - TOB «KOBAHC KNIHIKAN AEBENOMMEHT YKPAIHA»

18. Bpowypa gocnigHuka npenapaty JNJ-54767414 (papatymymad), BugaHHa 17 Big 17 rpygHa 2020
poky; IHchopmauis gnsa nagieHTa i Popma iHbopmoBaHoOI 3rogn, mogens Ana YKpaiHu, Bepcia 7.0 Big, 26
G6epe3HA 2021 poKy (YKpaiHCbKOIO Ta POCiicbKO MOBaMU) 10 NPOTOKO/Y KAiHIYHOro gocnigpkeHHs «Pasza
3, paHaoMi3oBaHe KOHTPOJ/IbOBaHe BigKpuUTe pJocnimkeHHss Benkeiigy (6opte3omi6), mendanaHy Ta
npegHisoHy (BMI) y nopiBHAHHI 3 gapaTymymabom y kom6iHauii 3 BMI (4-BMIT) y paHiwe HenikoBaHuX
nawuieHTiB 3 MHOXMHHOK MIE/IOMOI, AKMM He TMoKa3aHa BMCOKOAO30Ba Tepanisa», Kog, AOC/iIXKEHHS
54767414MMY3007, 3 iHKOPNOPOBAHOIO MNornpasko 7 Big 16 rpyaHsa 2019 poky; crnoHcop - «AHcceH-Cinar
IHTepHewHn H.B.», benbria

3aaBHuK - TOB «MAPEKCEJT YkpaiHa»

19. IHchopmauiiiHnii NMCTOK NauieHTa i popma iHchopmMmoBaHOi 3rogu Ans YKpaiHU aHrNilicCbKOK MOBOLO,
Bepcia 7.7.0 Big 30 Gepe3HAa 2021 p. (Ha ocHoBi 6a30Boi Bepcii 7.0.0 Big 09 Gepe3Ha 2021 p.);
IHpopmauiiiHuiA nucToK nauieHTa i hopma iHhopMoBaHOi 3roau Ana YKpaiHu yKpaiHCbKOK MOBOIO,
Bepcia 7.7.0 Big 30 GepesHa 2021 p. (Ha ocHoBi 6a3oBoi Bepcil 7.0.0 Big 09 Gepe3Hsa 2021 p.);
IHchbopmauiiiHuiA McTOK nauieHTa i popma iHhopmoBaHoi 3rogn Ans YKpaiHu pociicbKolo MOBOIO,
Bepcia 7.7.0 Big 30 G6epes3Hs 2021 p. (Ha ocHoBi 6a30BoOi Bepcii 7.0.0 Big 09 6epe3sHa 2021 p.) no
NPOTOKOY KNiHIYHOTO AocnimkeHHsA «Bigkpute pocnimkeHHs asm 1b/2 3 MeTor OuiHKM (hapMakoKiHETUKM,
6e3neyHocTi, edpekTUBHOCTI Ta hapmakognHamikn npenapaty PF-06801591 (iHri6iTop PD-1) B yyacHuKiB i3
PO3MNOBCHKEHNMN 3/10SKICHUMN HOBOYTBOPEHHAMU», KOg, AocnimpkeHHs B8011007, octaTouyHa Bepcis
npoTokony, Monpaska 2 Big 24 yepBHs 2020 poky; cnoHcop - Mdyaiizep IHk., CLUA

3asaBHUK - MNMdcpaiizep IHK., CLUA

20. 36inbLIEeHHSA KiNbKOCTI gocnigKyBaHux B YKpaiHi 3 80 go 130 oci6 (50 oci6) Ao npoToKOAY KAiHIYHOro
BMNpobyBaHHA «PaHgomizoBaHe, nnaueb0-KoHTPoIboBaHe, NoABIHe chine focAimKeHHs hasn 3 A5 OLiHKK
edheKkTMBHOCTI i 6e3neyHocTi npenapaty CT-P13 (CT-P13 SC), BBeAeHOro nigLwKipHO, B AKOCTI NiATPUMYHOYOT
Tepanii naujieHTiB i3 XBOpo60t0 KpoHa cepeiHbOro Ta BaXKOro CTYMEHs TSHXKKOCTI», KoA AocnigkeHHs CT-P13
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3.8, Bepcia 6.0 Big 03 cepnHa 2020 p.; cnoHcop - LEMANATPIOH, IHk.,, Pecny6nika Kopes (liBaeHHa
Kopes)/CELLTRION, Inc., Republic of Korea (South Korea)

3aaBHUK - ToBapncTBo 3 O6MexeHo BignosigansHicTio «kKoHTpakTHO-AocnigHnubka OpraHisauis IHHodapM-
YkpaiHa»

21. focbe pocnigkyBaHOro jlikapcbkoro 3acody AVTO04, Bepcis 2.0 Big KBiTHA 2021 poKy, aHIiACbKOKO
MOBOI0; 3pa3oK 3aMacKoBaHOro MapKyBaHHA wnpuua ansa AVT04/Crenapa, Bepcia 2.1 Big, 25 niotoro
2021 p., YKpaiHCbKOK MOBOI; 3MiHA Has3BM Micuss NpPoOBeAEeHHs KMiHIYHOrO BUNPOGYBaHHA [0
NPOTOKONY KiHIYHOrO AO0C/iMKEHHS «PaHAomi3oBaHe, NoABiiHe cnine, 6aratoueHTPOBE AOCAIMKEHHS, L0
NpPOBOAMTLCA 3 METOK AEMOHCTPaLil eKBiBa/IEHTHOT e(PeKTUBHOCTI Ta NOPIBHSIHHA 6€3MNeKn Ta iMyHOreHHOCTI
6ionogibHoro nikapcbkoro 3acody Ycrekinymao (AVTO04) Ta npenapaty Ctenapa® y nauieHTiB 3 XPOHIYHUM
6M1AWKOBUM Ncopia3oM Bif, cepefHbOro A0 BaXKKOro CTYMNeHs TAXKOCTI», kog, focnigpkeHHsa AVTO04-GL-301,
Bepcis 1.0 Big 06 nnctonaga 2020 poky; cnoHcop - «AnBoTek Ceicc AlN» (Alvotech Swiss AG), LLseiiuapis
3asBHuK - TOB «BOPNABANA KNIHIKAN TPAISIC YKP»

BYNO

CTAIO

O.M.H. Pe3HiueHko H.1O.

BilicbkoBuii rocnitanb (BilicbkoBa 4acTuHa
A3309) BiliCbKOBO-MeAVUYHOIo KNiHiYHOro
ueHTpy [iBgeHHOro perioHy, TepanesBTuyHe
BigAiNeHHsa (3 nanaramy AN HEBPOJIOTiYHUX Ta
JepmaToBEeHepoNoriyYHNxX XBopux), M. 3anopixxs

O.M.H. Pe3HiueHko H.1O.

BiiicbkoBuiA rocnitanb (BilicbkoBa 4YacTUHAa
A3309) BiliCbKOBO-MeAUYHOro KNiHiYHOro
ueHTPy CxigHoro perioHy, TepaneBTU4YHe
BigAineHHsa (3 nanatamu ANA HEBPOJIOTIYHUX Ta
JepmaToBeHeponoriYHnxX XBopux), M. 3anopixxsa

22. 3anyyeHHsa pA0AaTKOBOI BUPOGHMUOI pinbHuui Pecihapm JleraHec C.J1.10., IcnaHia pansa
[OCNioKYBaHOIO NiKapCbKOro 3aco6y ®eHeopyTUHIG, TaG1eTKU, BKPUTI N1iBKOBOKO 0060/10HKOIO o 100
Mr Ta nnauye6o Ao PeHeOGpyTUHIOY. MonpaBka A0 AOCbLE AOCNIMKYBAHOro NiKapCbKOro 3acooy
PeHeOpYTUHIO, TaG1eTKU, BKPUTI NNNIBKOBOKO 060/10HKOIO nNo 100 mr Ta niaue6o Ao PeHeOpYTUHIOY,
Bepcia Big O6epesHa 2021 p. [0 MPOTOKONY K/HIYHOrO  gocnimkeHHs «BAFATOUEHTPOBE
PAHIOMIZOBAHE MOABIVHE CAINE AOCAIKEHHA ®A3M 1l Y MAPAJNIE/IbHUX TPYMAX 3
MOABIMHUM  KOHTPOJNIEM MAALEBO [ONA  OUIHKWA E®EKTUBHOCTI TA BE3MEYHOCTI
®PEHEBPYTUHIBY MOPIBHAHO 3 TEPN®/TYHOMIAOM Y AOPOCNX MALIEHTIB 3 PELLMAVBYHOUMM
PO3CIAHM CK/IEPO30M», kog pocnimkeHHsa GN41851, sepcis 2 Big 21 cepnHsa 2020 p.; cnoHcop -
®.XothbdpmanH-/1a Pow /114, LWBeliyapis

3asBHUK - TOBApUCTBO 3 0OMEXEHOIO BiANOBIAa/bHICTIO «PoL YKpaiHa»

23. BK/IIOUEHHA [04ATKOBUX MiCUb NPOBEeAEHHA K/iHIYHOro BUNPOGYBaHHA [0 NPOTOKOAY KMiHIYHOro
pocnipkeHHs «baraToueHTpoBe, paHAoMi3oBaHe, NoABiliHe criine, Nnauebo KOHTPO/IbOBaHE, B NapanesibHuX
rpynax KniHiyHe AOCMiIKEHHSA rycenbKymaldy y nauieHTiB 3 aKTMBHMM BOBYaKOBUM HedpuUTOM», KOZ
pocnipkeHHa CNTO1959LUN2001, 3 T[lonpaskowo 1 Big 07.05.2020 p.; cnoHcop - «AHCCEH
SAPMALEBTUKA HB», Benbris

3asaBHUK - «AHCCEH ®APMALIEBTUKA HBx», Benbris

Ne n/n M.1.6. BignoBiganbHOro gocnigHnKa

HasBa Micus NpoBefeHHS KIIHIYHOrO BUNPO6YBaHHS

1 nikap KapneHnko O.0.

MegaunuHnini ueHTp «OK!KniHik+» ToBapuctBa 3 OOMEXEHOW BiAMOBIAABHICTIO «MbKHapogHWi
IHCTUTYT KNIHIYHUX JOCnifXeHb», BigAin Tepanii, peBmMaTonorii Ta kapAionorii crawlioHapHOoro
BigAineHHs, M. Knis

2 O.M.H., npod. Pekanos A.I.

MeLWYHWIA LeHTP ToBapMcTBa 3 0OMEXEHO BifnoBifasbHICTIO «CydacHa K/iHika», NiKyBabHO-
OjiarHOCTUYHMIA Nigpo3ain, M. 3anopixks

24. bpowypa pgocnigHuka MK-3475, BugaHHs 20 Big 08 6epe3Hs 2021 p., aHINiicCbKOK MOBOLO; YKpaiHa,
MK-3475-355, Bepcisa 10.0 Big 08 kBiTHA 2021 p., yKpaiHCLKOIO MOBOIO, iH(hopmaLifa Ta JOKYMEHT Npo
iHbopMoBaHy 3rogy ANnsA nauieHTa; YkpaiHa, MK-3475-355, Bepcis 10.0 Big 08 kBiTHA 2021 p.,
pociiicbKolo MOBOlLO, iH(hopmaLisi Ta OKYMEHT Npo iHhopMmoBaHy 3rogy AJis nauieHTa 4o NPoTOoKosy
KMIHIYHOTO gocnigpkeHHs «PaHgomizoBaHe, noggiiHe-cnine gocnigpkeHHs |l dasn ans NnopiBHAHHA NiKyBaHHS
nemo6ponisymadom (MK-3475) y kombiHaLUii 3 npenaparamu xiMioTepanii Ta fikyBaHHA niauebo y komobiHaLit



3 npenapaTtamu ximioTepanii y nauieHTiB 3 paHile HenikoBaHUM MiCLEBO-peunanByounM HeonepabenbHUM
abo meTacTaTUYHMM MOTPIAHO-HEraTVBHUM pakoM MosiodHOT 3an03n (KEYNOTE-355)», kog, AOCAiAKeHHSA
MK-3475-355, 3 iHKkopnoposaHoto nonpaskoto 05 Big 04 xoBTHA 2019 poky; crnoHcop - «Mepk LWapn EHA Joym
Kopn.», gouipHe nignpuemcTtBo» Mepk EHg Ko.,IHK.» (Merck Sharp & Dohme Corp., a subsidiary of Merck &
Co., Inc.), CWWA

3asaBHUK - TOBApUCTBO 3 0OMEXEHOI0 BiANoBiAasbHICTI0O «MC/, YkpaiHa»

25. llopaBaHHA Pe3tome pe3ynbTaTiB K/iHIYHOIroO BUNPOGYBaHHA AJ1A HecneyianicTiB Big rpyaHs 2020
YKpaiHCbKOIO Ta pociiicbkolo MoBamu; [opaBaHHA KapTKuM-NOAAKW Y4YaCHUKY [OCioKEeHHSA
YKPAiHCbKOKO Ta POCIfAICbKOD MOBaMM [0 MPOTOKOAY KAiHIYHOrO BUNPOOyBaHHA «PaHgoMizoBaHe,
GaraToLEeHTpOBe, BiaKpuTe, AocnimkeHHs 11l ha3m 3 ABOMa rpynamm NikyBaHHS 4151 OLiHKN hapMakoKiHETUKM,
epekTMBHOCTI Ta 6e3neku nigwkipHOro BBeAEHHS hikcoBaHO! [03M KOMOGIHOBaHOI Nikapcbkol hopmu
neptysymady 3 TpactysymaGoM B NOeAHaHHI 3 xiMmioTepanieto y nauieHTiB 3 HER2-NO3UTUBHUM paHHIM
pakom MOJIOUHOI 3a103U», Kog, JocnimkeHHsa WO040324, sepcia 2.0 Big 12 xoBTHA 2018 p.; crnoHcop -
®.XodhdmaHH-/15 Pow fTa, LBeiuapis

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

26. Bbpouwypa pgocnigHuka JNJ-54179060 ImGpysBika (I6pyTuHiIG), BugaHHa 14 Big 10.12.2020 p.;
IHcbopmaunia gna nauyieHta Ta Popma iHchopmoBaHoi 3rogu — MpoTtokon PCI-32765CAN3001, Bepcisn
YKpaiHCbKOIO MOBOIO AnA YKpaiHu Big 09.04.2021, Bepcia 9.0; IHpopmauisa gna nagieHta Ta Popma
iHcbopmoBaHoi 3rogu — NMpoTtokon PCI-32765CAN3001, Bepcis pocilicbkolo MOBOIO A1 YKpaiHu Bij,
09.04.2021, Bepcia 9.0 40 NPOTOKONY KNiHIYHOIO AOCNiMKEHHST «baraToLeHTPoBE BiAKpUTE AOBrOCTPOKOBE
nofioBXeHe KiHiYHe pocnipkeHHsa 3b dhasu npenapaty PCI-32765 (IGpyTuHIO)», KOA4 [OCHioKEeHHSA
PCI-32765CAN3001, 3 nonpaskoto INT-5 Big 19.12.2019 p.; cnoHcop - « AHCCEH ®APMALIEBTVKA HB»,
Benbris

3asaBHUK - «AHCCEH ®APMALIEBTUKA HBx», Benbris

27. OHoBneHa Gpoulypa gocrigHuka gna AnpouuTteHTaHy Bepcis 8 Big 6epe3Hsa 2021 [o nNpoTOKOy
KMIHIYHOTO BUMpPObyBaHHA «baraTtoueHTpoBe c/line paHaoMi3oBaHe AOC/iMKEHHA 3 dhasn B napanesibHuX
rpynax i3 3acTtocyBaHHsM anpoOUUTEHTaHYy Y Maui€HTIB i3 Pe3MCTEHTHOW apTepiasibHOK TiNepTeHsier
(PRECISION)», kog pocnigxeHHs ID-080A301, Bepcis 3.0 Big 27 nwoTtoro 2020; cnoHcop - Idorsia
Pharmaceuticals Ltd, LLiBeliuapisi

3anBHUK - TOB «JOKYMEAC» («CIA JOKYMELC»), Natgis

28. Pesiome pe3synbTaTiB KNiHIYHOro BUNPOOYBaHHA AN HecnewianicTiB Big rpyaHs 2020 yKpaiHCbKOO
Ta pociiicbkolo MoBamMu; JIuCT-noAsKa y4aCHUKY BOC/iMHKEHHA YKPAIHCbKOK Ta POCiiCbKO MoBaMu
[0 NpOoTOKO/Y K/iHIYHOro BUNpPoGyBaHHS «BiakpuTe 6aratoLeHTpoBe paHAoMi3oBaHe gocnimkeHHs Il dasu
aresonisyma6y (aHTu-PD-L1 aHTUTI/IO) B AKOCTI af'toBaHTHOI Tepanii y MOpPIBHAHHI 3i CMOCTEPEXEHHAM Y
nawieHTIB 3 ypoTeniasibHOK KapLMHOMOM i3 MPOHUKHEHHAM Yy M'SI30BMWIA LLAp 3 BUCOKMM PIBHEM PU3KKY MiCas
XipypriyHoro BuaneHHs», koh pocnimpkeHHa WO029636, sepcia 10 Big 13 kBiTHA 2020 p.; cnoHcop -
®. XodhdpmaHH-/1a Pow Jita, WBenuapis

3asBHUK - TOBApUCTBO 3 0OMEXEHOL0 BiANOBIAa/IbHICTIO «PoL YKpaiHa»

29. Bpowypa gnAa nauieHTiB, Bepcia 2.0 Big 25 BepecHA 2020 pOKy YKpaiHCbLKOK Ta POCilAiCbKOI
MmoBamu; Mnakat gnsa nauieHTiB, Bepcia 2.0 Big 25 BepecHs 2020 poKy yKpaiHCbKOK Ta POCiiCbKOo
MmoBamu; Bykner wopo dopmu iHcpopmoBaHOi 3roau, Bepcia 2.0 Big 25 BepecHa 2020 poky
YKpaiHCbKOIO Ta pocilicbkoto MoBamu; MociGHUK Ansa yyacHukiB koroptu 1, Bepcis 3.0 Big 25 BepecHsA
2020 poKy yKpaiHCbKOI0 Ta pociiicbkolo MoBamu; MoCiGHMK Ans yHacHUKIB Koroptu 2, Bepcia 3.0 Big 25
BepecHsi 2020 poKy YKpaiHCbKOIO Ta pociiicbKotlo moBamu; MociGHUK s yyacHUKIB Koroptu 3, Bepcis
3.0 Big 25 BepecHs 2020 poKy YKpaiHCbKOIO Ta pociiicbkolo moBamu; dopma gnsa 24-roguHHOro 36opy
ceui gnAa YkpaiHu, Bepcia 3.0 Big 25 6epe3HA 2021 poKy YKpaiHCbKOK Ta POCifiCbKOIO MOBaMu [0
NPOTOKONY KNiHIMHOTO BUNPOOyBaHHA «KniHiYHE AocnimkeHHs doasn 2b, sike OUiHIOE eqEeKTUBHICTL Ta
6e3nevHicTb npenapaTy TAR-200 y kombGiHaLji 3 ueTpenimabom, npenapaTty TAR-200 y sikocTi MOHOTepanii
abo npenapaty ueTpeniMad y SKOCTI MOHOTepanii B y4acCHMKIB i3 M'S1I30BO-HEIHBa3MBHNM PakoM CE4Y0BOro
MiXypa BUCOKOrO CTYMEeHsi puU3uKy, LLI0 He pearye Ha iHTpaBe3uka/lbHe 3acTocyBaHHA 6aumnun Kasbmeta-
FepeHa (BLXK), aki He BignoBigaloTb KpUTEPIAM NPOBEAEHHSA paanKaslibHOT LMCTEKTOMIT abo He 6axaloTb il
NPoOBOAUTU», KO [oCNigxeHHs 17000139BLC2001, sepcid 2.0 Big 25 BepecHsA 2020 poky; CnoHcop - Janssen
Pharmaceutica NV («fAHcceH ®apmanesTuka HB»), benbris



3asBHMK - TOBAPVICTBO 3 OBMEXEHOK BIAMOBIOANBHICTIO «®APMACBIOTIKA/I PICEPY
ACCOYLVENTC YKPAIHA» (TOB «®PA YKPAIHA»)

30. 36inblIeHHA 3anslaHOBaHOI KiNbKOCTi AocnimKyBaHUX B YKpaiHi o 600 ocio (3 440 po 600
nNayieHTiB) [0 MPOTOKOMY K/IHIYHOrO [JdOcChifpkeHHs «PaHaomizoBaHe, MoABiHe cnine, nnaue6o-
KOHTPO/IbOBaHe [JOCIMKEHHSA AN BMBYEHHS €(EKTMBHOCTI Ta 6e3neyHocTi npenapaty IHxekTadep®
(Kap6okcmanbTo3a 3asi3a) 415 NikyBaHHSA CepueBoi HeAOCTATHOCTI Npy 3aU1i30f4ediunTHMX CTaHax», Ko
pocnipkeHHs 1VIT15043, dhiHanbHa gpadt Bepcia 2 ansa FDA Big 29 nnctonaga 2018 p; cnoHcop - «AMepikaH
PepxeHT, IHK.», CLLA (American Regent, Inc., USA)

3asBHUK - TOBApPUCTBO 3 0OMEXEHOH0 BianoBigabHICTIO «KLP YkpaiHa»

31. Bpowypa pocnigHuka ABX464, BugaHHA 5 Big 25 ciuHA 2021, aHrNiNCbKOK MOBOIO;
IHhbopmauiiiHuiA nucToK i chopma 3rogu Ha BignoBigHe nojanblue CMNOCTEPEXEHHA 3a BariTHICTHO,
Bepcia V1.1UKR(uk)1.0 Big 14 kBiTHA 2021 poky, Nnepeknag yKpaiHCbKO MOBOIO Bif, 16 kBiTHA 2021
poky; IHchopmauiiHuii nucTok i hopma 3roau Ha BignoBigHe Nogasiblue CNOCTEPEXEHHS 3a BariTHICTIO,
Bepcis V1.1UKR(ru)1.0 Big 14 kBiTHA 2021 poKy, nepeknapg, pociiicbkoto MOBOIO Bif, 16 kBiTHA 2021 poKy
00 NPOTOKO/Y K/HIYHOrO [OCNiMkeHHs «PaHgomisoBaHe, nofBiiiHe chine, nnaueb0-KOHTPONboBaHe
LOCNifpKeHHs H6araTokpaTHMX 03 415 IHAYKUIAHOT Tepanii, ske NpoBOAMTLCA B NapasiefibHUX rpynax Ass
OLiHKK 6e3neYyHOCTi, NePeHOCMMOCTI Ta ONTMMaslbHOT A03u npenapaty ABX464 nopiBHsHO 3 nnaue6o B
nauieHTIB 3 BUPA3KOBUM KO/ITOM Bif, CEPEAHbLOro A0 TSHKKOrO CTYMeHs, Y SKMX CMOCTEPIraETbCA HefoCTaTHS
BignoBigb, BTpaTa BignoBigi abo HenepeHOCUMICTb MPUHAMMHI OAHOro 3 TakuMX JlikapCbKMX npenapaTis:
iMyHoAenpecaHTiB (TOGTO asaTionpuHy, 6-mepkanTonypuHy, MeTOTpeKkcary), iHri6iTopiB dpaktopa HeKposy
nyxnuHu anbpa [PHM-a], Begonisymady, iHribiTopis JAK Ta (ab0) KOpTMKOCTEpPOIigiB», KOO AOC/iAKEHHS
ABX464-103, sepcisa 3.0 Big 01 yepsHa 2020 poky; cnoHcop - ABIVAX, ®paHuis

3asBHUK - NianpremMcTBo 3 100% iHo3eMHOK iHBecTuLiclo «AVK'IOBIA PAC YkpaiHa»

32. Bpowypa pgocnigHuka ABX464, BupaHHa 5 Big 25 ciuHAa 2021, aHriACbKOKO MOBOIO;
IHhopMmauiiHuii nucTok i hopma 3rogu, Bepcia V3.1UKR(uk)1.0 Big 25 niotoro 2021 poky, nepeknag
yKpaiHCbKOlo MOBOIO Big 06 KBiTHA 2021 poky; IHchopmauiiiHMii nMcToK i chopma 3rogu, Bepcif
V3.1UKR(ru)1.0 Big 25 ntotoro 2021 poKy, nepeknag pociiicbkolo moBolo Big, 02 kBiTHA 2021 poOKy;
IHcbopmauiiHuii nucToK | hopma 3rogum Ha BignoBigHe nofasibllie CNOCTEPEXEHHs 3a BariTHICTIO,
Bepcia V1.1UKR(uk)1.0 Big 14 kBiTHA 2021 poKy, nepeknap yKpaiHCbKO MOBOIO Big, 16 kBiTHA 2021
poky; IHchopmauiiiHuii nucToK i hopma 3rogun Ha BignoBigHe Nogasnblue cCNnocTepeXXeHHs 3a BariTHICTHo,
Bepcis V1.1UKR(ru)1.0 Big 14 kBiTHA 2021 poKy, nepeknag pocCiiicbKkoto MOBOIO Bif, 16 KBiTHA 2021 poKy
[0 NMPOTOKONY KNiHIYHOro AocnimKeHHsA «BigkpuTe gocnimkeHHsa asn 2b ans Bu3HayeHHsA edheKTMBHOCTI Ta
6e3neyHocTi npenapaty ABX464 sk nigTpyMytoyoi Tepanii B NauieHTIB i3 BUPaskoBUM KOJITOM CepeHbOro 1a
TSHKKOrO CTyneHs», kog, aocnimkeHHs ABX464-104, sepcisa 3.0 Big 10 BepecHsa 2020 poky; cnoHcop - ABIVAX,
PpaHLis

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

33. BK/IOYEHHA A40AATKOBOro Micus NMpPoBeAeHHA KMiHIYHOro BUMPOOYBaHHA [0 NPOTOKOMY K/iHIYHOIO
AocnimpkeHHs «PaHgoMizoBaHe nofgiiHe ciine nnauebo-KoHTposiboBaHe AOCAiMKEHHSA dhasn 3 ANs OLjiHKK
edheKTMBHOCTI, 6€3MNeYHOCTi Ta NePeHOCUMOCTI npenapaty BpeHcoKaTif, L0 3aCTOCOBYETLCS OAMH pa3 Ha
AEeHb BNPOA0BX 52 TMXHIB Y NaLiEHTIB i3 HEMYKOBICUMA03HUM BpOHX0eKTa3oM - gocnigxeHHs ASPEN», kopg,
pocnigxeHHa INS1007-301, Bepcis 1.0 Big 31 nunHa 2020 p.; cnoHcop - «lHcmend IHkopnopeliteg», CLUA
(Insmed Incorporated, USA)

3aaBHUK - ToBapncTBo 3 O6MexeHoo BignosigansHicTio «kKoHTpakTHO-AocnigHnubka OpraHisauis IHHodapM-
YkpaiHa»

No M.1.6. BignoBigasibHOro AocNigHMKA

n/n Hasga Micus npoBefeHHs KIiHIYHOro BUNpo6yBaHHS

1. | 4.M.H., npodp. CTaHicnaBuyk M.A.

KomyHasibHe HeEKOMeEpLiiHe NigNpUeMCTBO «BiHHMUbKa 061acHa KniHivHa nikapHs im. M.1. Muporoea
BiHHMLbKOT 06nacHoi Pagu», O6nacHwii NikyBasibHO-A4IarHOCTUYHWUIA MY/IbMOHOJIOTIYHWIA LIEHTP,
M. BiHHMUSA




34. BKnouveHHs AoAaTKkoBOro Micus nposefieHHs KMIHIYHOro AOCifKEeHHA [0 NPOTOKOSY K/iHIYHOro
BUNPOOYBaHHA «PaHOoMi30BaHe BigkpuTe AOCNIIKEHHA 3 aKTUBHUM KOHTPOJIEM, LLO MPOBOAMTLCA 3 METOID
OL|iHKM 6€e3MeYHOCTi, NepeHoCUMOCTi i edpekTMBHOCTI adabiynHy AN BHYTPILULHEOBEHHOIO / MEpPopasibHOro
3aCTOCYBaHHA nNpW JiKyBaHHI MauieHTiB 3i CTadi/IOKOKOBMMM iHPeKUissMU KICTOK abo cyrniobis», Kopg,
pocnipkeHHs Debio 1450-BJI-205, octatoyHa pepakuis 5.0 3 iHTerpoBaHoto Nonpaskoto 2 Big 14 XOBTHA
2020 p.; cnoHcop - «[ebiochapm IHTepHewHn CA» [Debiopharm International SA], Lseiiuapis

3asBHNK - TOBAPUCTBO 3 OEMEXEHOIO BIAMNOBIAANBHICTIO «l EC AN-YKPAIHA»

No MN.1.6. BignoBiganbHOro gocnigHnKa

n/n Ha3Ba micus npoBeAeHHs KIiHIYHOrO BUNPO6yBaHHS
1 A.M.H., npod. Cynuma B.C
KomyHanibHe HekomepuiiHe nignpuemctBo «O6nacHa K/iHiYHa fikapHsa  |BaHO-®paHKiBCbKOT
obnacHoi pagu», TpaBMaTtosioriyHe BiAAiNeHHs, |BaHO-PpaHKIBCbKUI HaLiOHa/TbHUIA MeanYHWiA
YHIiBEpCUTET, Kadpegpa TpaBMaTonorii Ta opToneii, M. IBaHO-®paHKiBCbK

35. OHoBneHa Bpouwypa pgocnigHuka PF-06651600, Bepcis 7.0 Big rpyaHa 2020 p., aHrfiiiicbKowo
MOBOI0; IHhopMauiiiHMii MMCTOK nauieHTa Ta hopmMa iHPOPMOBAHOI 3roan Ha yyacTb y HAyKOBOMY
JocnifKeHHi, maiicTep Bepcia Big 18 6epesHs 2021 p., Bepcia ans YkpaiHu 8.0 Big 15 kBiTHA 2021 p.,
aHrNifcbKo, YKPaiHCbKOI Ta pociiicbkolo MoBamu; IHhopMauiiiHWii NMCTOK BariTHOI NapTHEPKU Ta
thopma iHhopmoBaHoOI 3rogun Ha po3KpUTTS iHdopmauii, Bepcia 7.0 ansa YkpaiHu Big 15 kBiTHA 2021 p.,
Ha OCHOBI MalicTep-Bepcii Big 18 6epe3sHs 2021 p., aHIMiNCbKOK, YKPAIHCHLKOIO Ta POCIACHLKOI0 MOBaMu
00 NPOTOKOMY K/IHIYHOrO JocnifgxeHHs «PaHgomisoBaHe, nofBiiHe chine, nnaueb0-kOHTpONboBaHe
OOCNiMKEHHS y NapanenbHux rpynax dpasu 2A ans ouiHkim eqoekTMBHOCTI Ta 6e3neYHOCTi nepopasibHOT hopmMu
npenapatis PF-06651600 Ta PF-06700841 B siKOCTi iHAYKUiAHOT Tepanii Ta BiAKpMTE PO3LINPEHE MiKyBaHHS
nauieHTiB 3 XBOpo60ot KpoHa cepefHbOro abo BaXKOro CTYMEHsI TSHXKKOCTi», Kof, AocnigpkeHHss B7981007,
thiHasbHa Bepcis 3 iHKopnopoBaHoto nonpaekoto 4, Big 20 nuctonaga 2020 p.; cnoHcop - ®alizep IHk., CLUA
3asABHMK - TOB «KniHivHi gocnigpkeHHs AKoH», YkpaiHa

36. OHoBneHa Bpouwypa gocnigHuka NC-6004, Bepcisa 13.0 Big 19 KBiTHA 2021 poKy [0 NPOTOKONY
KiHiYHOro BuUNpo6yBaHHA «KniHiyHe pgocnigmkeHHs lla/llb dasm 3actocyBaHHA npenapaty NC-6004 y
koMbGiHauii 3 Membponizymabom y nauieHTiB 3 peuuauByOHO abo MeTacTaTMYHOK M/I0CKOKTITUHHOK
KapuMHOMOIO rONOBMU Ta WKi, Y AKMX NiKyBaHHA npenaparamy naatuHu abo CXemor 3 3aCTOCyBaHHAM
npenapartis nnaTuHW BUABUIIOCH HeeeKTUBHUM», KoL, AocnigxeHHa NC-6004-009, sepcis 6.0 Big 04 yepBHSA
2020 poky; cnoHcop - HaHoKeppiep Ko, /1Ta. [NanoCarrier Co, Ltd.], AnoHis

3asaBHUK - Epromep MiENCi, CnonyyeHe KoponiBcTBo

37. 36inbLUeHHs 3an/1aHOoBaHOI KiIbKOCTi AOCNifKYyBaHUX ANA BKIOYEHHA Y BUNPOOYBaHHSA B YKpaiHi 3
120 po 150 oci6 40 NPOTOKO/Y KNIHIYHOro AocnimKeHHs «baratoueHTpoBe, paHAoMi30BaHe, NOABIVHO chine,
nnauebo-KOHTpoNboBaHe AocnimkeHHa Il ha3n, ke npoBoAMTLCA 3 METOH OUiHKM npenapaty GB004 npu
NiKyBaHHi 4OPOC/INX NaLEHTIB i3 NerknmM i cepeHbOTSHXKKUM nepebiroM BUPa3koBOro K0Ty B akTUBHIA hopMix»,
koA pocnimpkeHHA GB004-2101, pepakuis 2.0, Monpaska 1.0, Big 21 xoBTHA 2020 p.; cnoHcop - «knbi 004
IHkopnopeliTea» [GB004, Inc.], CLLA

3asBHNK - TOBAPUCTBO 3 OBEMEXEHOIO BIAMNOBIAANBHICTIO «l EC AN-YKPAIHA»

38. 36inblUEHHA KiNbKOCTI NayieHTiB 4151 BKJIIOUEHHSA Y KNiHiYHe BUNpPoOyBaHHA B YKpaiHi: 3 22 Ha 70
ANA MDKHapoAHOro K/iHiYHOro BUNpo6yBaHHA: 3 426 Ha 1135 18 BCbOro KNiHIYHOro BUNPOGyBaHHA: 3
448 Ha 1205 [0 NpPOTOKONY KNIHIYHOTO AOCMimXKeHHsT «PaHgomizoBaHe, noAgiiHe cnine, nnaue6o-
KOHTpO/SIbOBaHe, GaraToueHTpoBe AOCAiMKEeHHS ha3n 2B 3 nigbopy Aiana3oHy 403 AN OUiHKM npodisito
edheKkTMBHOCTI Ta 6e3neyHocTi npenapaty PF-06700841 B y4yacCHVKIB 3 aKTMBHUM CUCTEMHUM YepPBOHUM
BoBuakoM (CUB)», kog gocnimkeHHsa B7931028, chiHanbHa Bepcia 3 iHKOpNopoBaHOoH nonpaskoto 3, Big 31
X0BTHSA 2019 p.; cnoHcop - Mdaiizep IHk., CLUA

3asBHuK - Mdpansep IHk., CLUA

39. OHoBneHWii NPOTOKON KhiHiYHOro pocnimkeHHa WA40404, Bepcia 4 Big 01 niotoro 2021 p.,
aHrniincbKko moBor; Bpouwypa pgocnigHuka RO4964913 Ocrelizumab/Ocrevus®, Bepcia 19 Big 17
nucrtonaga 2020 p., aHrnificbkolo MoBolo; flogaTtok fo Posainy [locbe AoCNiAKyBaHOro NikapcbKoro
3aco06y P.3.1: BUpoGHUK(M), aHIiACbKO MOBOID; 3a/lydYeHHs1 A0AATKOBOI BUPOOGHMUOT AiNAHKN anA
BTOPUHHOIO NaKyBaHHA AOCNIgKYyBaHOro siikapcbkoro 3aco6y Ocrelizumab/Ocrevus®, KOHUeHTpaT
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ANA PO3UMHY ONA BHYTPilWWHbOBEHHUX iHy3iii, 30 mrimn: DHL Solutions Fashion GmbH, Germany;
IHcbopmaunia ana nauieHta i hpopma iHchopmoBaHOi 3rogu, aocnimkeHHs WA40404, pna YKpaiHu
aHrniicbkolo MoBoto, Bepcia 4.0 Big 25 nwotoro 2021 p.; IHcdopmauisa gna naugieHta i copma
iHdbopMoBaHoI 3rogu, gocnigpxeHHa WA40404, ana YKpaiHu yKpaiHCbKO MOBoOlo, Bepcia 4.0 Big 25
motoro 2021 p.; IHchopmalia ana nauieHTa i oopma iHpopmoBaHoI 3roau, gocnigkeHHa WA40404, ans
YKpaiHu pocilicbkoto moBoto, Bepcia 4.0 Big 25 noTtoro 2021 p.; WA40404, JinctyBaHHSA LWoA[0
CKepoBYyBaHHs1 Jflikapsimu, Bepcia 1, 03 xoBTHA 2019 p., UA yKpaiHCbKa [0 MPOTOKO/Y K/IiHIYHOIO
JocnipkeHHs «baraToueHTpoBe, paHAoMi3oBaHe, noAgiiHe crine, naauebo-KOHTPO/IbOBaHEe AOCAIAKEHHS
chasn lllb gna ouiHkM edekTMBHOCTI Ta 6e3neyHOoCTi npenapaTy Okpenisymad y A0OpOC/inNX MalieHTiB 3
NepPBUHHO-NPOrPECYUNM PO3CISHUM CKIepo3omM», Kog AocnimkeHHs WA40404, sepcia 3 Big 04 cepnHs
2020 p.; cnoHcop - . XodhdhbmarH-/1a Pow N1Ta, LWeeliuapia (F. Hoffmann-La Roche Ltd, Switzerland)
3asiBHUK - ToBapucTBO 3 ObMeExXeHo BignoiganbHicTio «KoHTpakTHO-AocnigHnubka OpraHrizauist IHHodhapm-
YkpaiHa»

40. OHOBJ/IEHWI MPOTOKON KiiHiYHOro BUNpo6yBaHHA D7551C00001, Bepcisa 3.0 3 iHKOpNOpPOBaHOO
nonpaskoto Ne2 Big 25 ciuHa 2021 poky; Bpowypa gocnigHuka ana AZD5718, BuaaHHA 6.0 Big 28 ciuHA
2021 poky; IHchopmauia ans nauieHTiB Ta dopma iHpopmoBaHoi 3rogu: IHchopmaLis npo gocnimkeHHsA
Ta ®Popma iHopmoBaHoi 3rogu, Mogenb Ana YkpaiHu, Bepcisa 3.0 Big 25 niotoro 2021 poky
(yKpaiHCbKOIO Ta pocilicbkoto moBamu); IHhopMaLiss Npo HEOGOB’A3KOBE FreHEeTUYHE AOCNIMKEHHA Ta
®dopma iHchopmoBaHoi 3rogu, Mogenb gnsa YKpaiHu, Bepcis 2.0 Big 24 ntotoro 2021 poky (yKpaiHCbKOIo
Ta pociiicbkoto moBamu); IHchopmauis gna gopocnux nauieHTiB Ta Popma iHhopmoBaHoOiI 3rogn ans
BariTHOI MapTHEPKN yyaCHUKa gocnigkeHHA, Mogenb ansa YKpaiHu, Bepcis 2.0 Big 24 ntotoro 2021 poky
(yKpalHCbKOIO Ta pociiicbkolo MoBamu); Martepiann pnsa ydyacHukiB pgocnigxkeHHsa: lMoctep 3
iHhopMaLuieto aNA 3anydeHHs naudieHTiB Ao yyacTi y gocnimkeHHi FLAIR, Bepcis 1.0 Big 15 nunHsa 2020
pPOKy (YKpaiHCbKOI Ta pOCINCbLKOI MOBaMW [0 NPOTOKO/Y K/iHIYHOrO AoC/igpKeHHS «PaHgomi3oBaHe,
no/BiiiHe cnine, Nnnaue60o-KOHTPONIbOBaHe, baraToLeHTPoBe AocnigkeHHs 2b das3u 3 nigbopy A03m NpenapaTy
AZD5718 y naujieHTiB 3 XPOHIYHOK XBOPOOGOID HUPOK 3 NPOTETHYpie», koh AocnigxkeHHsa D7551C00001,
Bepcia 2.0 Big 05 cepnHa 2020 poky; crnoHcop - «AcTpa3eHeka Ab», LLiBeLis / AstraZeneca AB, Sweden
3aaBHuK - TOB «MAPEKCE/ YkpaiHa»

41. OHOBNEHWiA NPOTOKOJ KhiHiuHOro Bunpo6yBaHHa APL-101-01 (SPARTA), Bepcis 9.0 (MonpaBka 6,
22 notoro 2021 p.) Fno6anbHa, aHrilicbKo MoBOK; Bpowypa gocnigHuka (APL-101), Bepcis 5.0 Big,
04 niotoro 2021 p., aHrniicbkolo MoBotO; IHhopmauisa gnAa nauieHTa i ®opma iHhopmoBaHOI 3roau:
Anonnomikc IHK._APL-101-01_ OcHoBHa IHcopmaunisa pana nauieHta i dPopma iHpopmoBaHOT
3roau_sepcis 3.0 gnsa YkpaiHu Big 11 6epe3Hsa 2021 poKy_aHrnilicbKo MOBOIO_Ha OCHOBI rNo6anibHOI
®I3, Maiictep Bepcis 7.0 Big 12 ntotoro 2021 poky; IHdopmauia ana naugieHta i dopma iHhopmoBaHOT
sroau: Anonnomikc IHk._APL-101-01_ OcHoBHa IHdopMauia ana nauieHTa i Popma iHchopmoBaHOT
srogu_Bepcia 3.0 ana YkpaiHu Big 11 6epe3Hs 2021 poKy_ yKpaiHCbKOK MOBOKO_Ha OCHOBI rM106a/ibHOT
®I3, Maiictep Bepcis 7.0 Big 12 nrotoro 2021 poky; IHdopmauisa ans naugieHta i dopma iHhopmoBaHOT
srogu: Anonnomikc IHK._APL-101-01_ OcHoBHa IHchopmauis ana nauieHta i Popma iHpopmoBaHOT
3roauv_sepcis 3.0 ana Ykpaivm Big 11 6epe3Hsa 2021 poky_ pOCiliCbKOI0 MOBOIO_Ha OCHOBI r1106a/1bHOT
®I3, Maiictep Bepcis 7.0 Big 12 ntotoro 2021 poky; NMpeckpnHiHroBe reHeTUYHE AOCIAKEHHA NyX/IUHN,
IHcbopmauniiiHuii nucTok naudieHta Ta dopma iHdopmoBaHoi 3rogu: Anonnomikc IHk._APL-101-
01_MpecKpuHiHroBe reHeTUUHe AOCAIMKEHHA NyXAUHU_IH(hopMauiiHMii NMCTOK nauieHTa Ta dopma
iHcbopmoBaHoi 3rogu_Bepcia 2.0 Big 11 6epe3Ha 2021 pokKy ans YKpaiHU_aHrnificbkolo moBolo_Ha
ocHoBi IHd)opMauiliHOro nucTka nauieHTa Ta ®Popmu iHpopmoBaHOI 3roguM ANA NpPoBeAeHHsA
reHeTUYHOro AocnigKeHHs NyxX/nMHu, Bepcis 3.0 Big 26 ntoToro 2021 poky; NpecKkpuHiHrose reHeTUYHe
pocnigpkeHHs nyxnauHu, IHcdopmauiiiHuiA nucTok nauieHta Ta dPopma iHchopmoBaHOI 3rogu:
Anonnomikc IHK._APL-101-01_lpecKpuHiHrOBe reHeTU4He AOCAiMKEHHA NyXAuHW_lHdopmaviiiHnii
NCTOK nauieHTa Ta ®Popma iHopmoBaHoi 3roau_Bepcia 2.0 Big 11 G6epe3sHa 2021 poky Ansa
YKpaiHu_yKpaiHCbKolo MoBoto_Ha ocHoBi IHhbopmauiiiHoro iMcTka nauieHta Ta ®opmu iHpopMoBaHoOT
3rogun ANA NpPoBeAeHHA reHeTUYHOro AoCniMKeHHA NyxJnHu, Bepcis 3.0 Big 26 notoro 2021 poky;
MpecKpuHiHroBe reHeTM4YHe [OC/IMKEHHA NyXJ/IMHU, IHpopmayiiHMiA NNCTOK nauieHTa Ta Popma
iHbopmoBaHOi 3rogu: Anonnomikc IHK._APL-101-01_lpeckpuHiHroBe reHeTUYHEe AOC/iAKEHHSs
nyxnuHu_lHdopmauiiiHnii nucTok naudieHTa Ta ®opma iHopmoBaHoi 3rogu_Bepcia 2.0 Big 11
Gepe3HA 2021 pokKy Ans YKpaiHU_pociicbKoio MoBOO_Ha ocHOBI IH(hopmauiiiHOro IMcTKa nawjieHTa ta
dopmu iHhopMOBaHOI 3rogun Ans NPoBeAeHHA reHeTUUHOTO AOCAIMKEHHSA NyXIMHN, Bepcia 3.0 Big 26
nTtoro 2021 poky; KapTka nauieHta gocnigxeHHs 3a Mportokonom APL-101-01 (SPARTA), Bepcis 3, 17
Gepe3Ha 2021, aHrNificbKkow, YKPAiHCbKOK Ta POCiliCbKO MoBaMu; 3as/lyyeHHs [0[aTKOBOro
LeHTPa/1i30BaHOro TEXHIYHOro nNpUMILLEHHA, WO OyAe BUKOPUCTOBYBATUCbL [N MNPOBeAEHHSs
KMiHIYHOro BUNPoGyBaHHA: KomyHasibHe HekomepuiiiHe nignpuemcTBo «KUiBCbKMUii MicbKuii KNiHiYHWA
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OHKOJIOTiYHUIA LeHTP» BukoHaBuoro opraHy KuiBcbKkoi Micbkoi paau (KWiBCbKOI MiCbKOI AepaBHOT
aamiHicTpauil) (MicuesHaxomKeHHA: By/. BepxoBuHHa, 69, M. KuiB, 03115, YKkpaiHa); 3MiHa KOHTaKTHOI
oco6u CroHcopa Ta KOHTaKTHOI iHcpopmauil; 3MiHa Has3BM Micua MPOBeAEHHs1 KJliHIYHOro
BUNPOGYBaHHA [0 NMPOTOKONY KNiHIYHOIO AOCNiIKEHHA «baraToueHTpoBe JOCiXeHHA 1/ 2 dha3un 3 OLUiHKK
6e3neyHocTi, papmMakokiHeTUKM Ta nonepegHbol ed)ekTMBHOCTI npenapaty APL-101 y nauieHTiB 3
HeAPiGHOKNITMHHUM paKoM fIereHb 3 MyTauissMu, WO 06YMOB/IIOKThL NPOMYCK ek30Ha 14 c-Met, Ta noLmMpeHMm
conigHUMKM NyxnnHamn 3 aucperynsuieto c-Met», ko gocnigxeHHs APL-101-01, Bepcisa 8.0 (Monpaska 5, 01
BepecHsl 2020p.) MnobanbHa; cnoHcop - Anosnnomike IHk., CLUA (Apollomics, Inc., USA)

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

BYNO CTA/O
IM.1.6. kOHTakTHOI ocobu: Sabine Tricon, I.1.B. koHTaKkTHOT ocobu: Jad Adaimi,
KoHTakTHWi1 TenecoH: 001 650-209-6672, KoHTakTHUin TenecoH: 001 650-808-5707,
Apeca efieKTPOHHOI NoLTH: AJpeca efieKTPOHHOI NoLwTH:
Sabine.Tricon@apollomicsinc.com Jad.adaimi@apollomicsinc.com

BYNO CTAJIO
K.M.H. Hedhcpa M.HO. K.M.H. Hedbdpa M.HO.
KomyHasbHe HekoMepLiiHe nignpuemcTso | KomyHasibHe HekomepLUiiHe nignprMeMCcTBO
XapkiBcbkoi 06nacHoi pagn «O6nacHWin KniHivHWi | XapkiBCbkOi 06n1acHoi pagy «O6nacHWin KNiHIYHWIA
cneuianizoBaHnii gucnaHcep pagiauiiHoro 3axucTy | cneuianizoBaHuii gucnaHcep pagiauiiHoro 3axmcTy
HaceneHHs», XipypriyHe BigaineHHs, M. Xapkis HaceneHHs», xipypriyHe BiAAiNneHHs 3

OHKOMOTYHUMMU NibKKamMu, M. Xapkis

42. OHOBIeHU NpoToKon gocnipkeHHA G1T28-207, Bepcia 2.0 Big 11 ciuHa 2021 poky, aHrnilicbKoro
MoBolto; Bpolypa gocnigHuka Trilaciclib (G1T28), Bepcis 9.0 Big 01 6epe3Hs 2021 poky, aHFNifiCbKOIO
MoBolo; IHchopmauiiiHunii nucTok i hopma iHdhopmoBaHoi 3roau, Bepcia V2.1UKR(uk)1.0 Big 10 6epe3HsA
2021 poky, nepeknapg, ykpaiHCbKOI0 MOBOLO Bif 23 6epe3Hs 2021 poky; IHhopmauiiiHuii nucToK i hopma
iHbopmoBaHoi 3rogu, Bepcia V2.1UKR(ru)1.0 Big 10 6epe3Hs 2021 poky, nepeknag pociiicbKolo MOBOO
Bif, 23 6epe3Hsa 2021 poky; BaritHa napTHepka: iHchopMauiiiHuii nncToK | popma iHhopMmoBaHoOI 3rogu
Ha TnpoBeAeHHA adHanisy Ha BariTHiCTb | BignoBigHe nojanblue CMNOCTepPeXeHHs, Bepcia
V2.0UKR(uk)1.0 Big 10 6epe3Ha 2021 poKy, nepekiaj yKpaiHCbKOI0 MOBOLO Bif, 23 6epe3Hs 2021 poky;
BariTHa napTHepka: iHthopmauiiiHuii nucToK i hopma iHhopmoBaHOi 3roan Ha NPOBEeAEHHSA aHasli3y Ha
BariTHICTb i BignoBigHe noganblue cnoctepexeHHs, Bepcisa V2.0UKR(ru)1.0 Big 10 6epe3Hs 2021 poky,
nepeknag pociiicbkolo MoBOK Big 23 Gepe3HA 2021 poKy A0 MPOTOKO/Y K/IHIYHOMO AOCAIAKEHHS
«PRESERVE 1. ®a3a 3, paHgomi3oBaHe, noagiliHe cnine AOCMiMKEHHST TPUIAUUKIOY Yy MOPIBHSHHI 3
nnauebo y nauieHTiB, SKi OTPMMYIOTb Tepanito i3 3acTtocyBaHHAM FOLFOXIRI/6eBaunsymady Ansi nikyBaHHS
MeTacTaTUYHOr0 KOSTOPEKTA/IbHOr0 paky», Ko focnimxeHHs G1T28-207, sepcis 1.0 Big 12 uepsHsa 2020 poky;
cnoHcop - G1 Therapeutics, Inc., United States

3asBHUK - NignpreMcTBo 3 100% iHo3eMHOI iHBecTuLiclo «AVK'IOBIA PAC YkpaiHa»

43. 3anyyeHHA [0AATKOBOro (reHepu4yHoro) nikapcbkoro 3aco6y Bortezomib Accord (4acTuHa
KOMOGiHaLiT AocCigKyBaHOro /likapcbKOro 3aco6y Ta npenapary NOpPiBHAHHA); MOPOLIOK A1 PO3YUHY
AnA iH’ekuiii; 3,5 mr; «Intas Pharmaceuticals Limited (Intas Pharma Ltd.)», Ingis; « WESSLING Hungary
Kft.», YropwuHa; «Almac Clinical Services Limited», Benuka BpwutaHifa. JoaaBaHHS KOPOTKOI
xapaktepuctukm (SmPC) pgocnigxyBaHoOro nikapcbkoro 3acooy Bortezomib Accord aHrniiicbkoro
MOBOI0. [logaBaHHA 3pas3KkiB MapKyBaHHA MNEPBUHHOI Ta BTOPMHHOI YNaKOBOK [AOC/igKyBaHOro
nikapcbkoro 3acooy Bortezomib Accord ykpaiHCbKOKO MOBOKO [0 NPOTOKO/Y KNiHIYHOTO AOCNiAXKEHHS
«Bigkpute paHAOMi30BaHe KOHTPO/SIbOBaHe AOCAIMKEHHS 3 hasun, cnpsiMoBaHe Ha OLiHKY cesliHeKcopy,
6opTe3omiby Ta gekcameTasoHy (cxema SVd) B NOPIBHAHHI 3 6opTe3omiboMm i gekcameTa3oHom (cxema Vd) y
nawieHTiB i3 peunamBytoyoo abo pedpakTePHO0 MHOXWHHOIO MIENOMOI0», Ko, AocnifmkeHHs KCP-330-023,
pegakuis 4.0 3 iHkopriopoBaHot nonpaskoto 3 Big, 17 cepnHa 2018; cnoHcop - «Kapiothapm TepanbioTuke
IHkopnopeliTea», CLUA

3asBHUK - TOB «JOKYMEAC» («CIA LJOKYMELC»), Natsisi

44. OHOBNEHWA NPOTOKOJ KIiHIYHOrO BUNpPOOYyBaHHsA, Bepcia 9 Big 07 ciuna 2021 p.; Popma
iHcbopmMoBaHOi 3roau Bepcifa 5.0 AnA YKpaiHU YKPAiHCbKOIO Ta POCiiCbKOK0 MoBaMu Big, 14 KBiTHA 2021
p. Ha ocHoBi MmogenbHOI (hopmu iHhopmoBaHOI 3rogu Bepcia 5 Big 07 ciuHa 2021 p. 4o NpoTOKONy
KNiHiYHOro BMNpPOOYBaHHS «baraToueHTpoBe, paHAOoMi30oBaHe, NoABiiHe cnine, nnauebo-KOHTPO/IboBaHe
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pocnipkeHHs Il dasn atesonizymady (aHTu-PD-L1 aHTWUTINO) B AKOCTI afg'toBaHTHOI Tepanii nicns
paavKaibHOro NiKyBaHHA Yy MauieHTiB 3 MiCLLEeBO-NOLUMPEHO0 NSIOCKOKNITUHHOI KapLMHOMOK ro/10BU Ta Wi
BMCOKOro pu3unKy», kog aocnimkeHHs W040242, sepcis 8 Big 16 rpyaHa 2019 p.; cnoHcop - ®.XoddmaHH-/15
Pow N1a, Weeiiuapis

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

45, OHOB/EHWIA NPOTOKON K/liHIYHOTro BUNpo6yBaHHa MK-7339-013, 3 iHKOopnopoBaHOIo nonpasKoo 02
Big 04 ntotoro 2021 poky, aHrnificbKkoto moBoto; Bpowypa gocnigHuka Onanapu6 (Olaparib) (AZD2281,
KU-0059436), BugaHHa 20 Big 21 ciuHA 2021 pokKy, aHrnificbkold MOBOI; Bpolwypa gocnigHuka
MK-3475, BugaHHa 20 Big 08 Gepe3HA 2021 poKy, aHIMiNCbKOK MOBOM; YKpaiHa, MK-7339-013,
IHcbopmauia Ta fOKYMeHT npo iHhopmoBaHy 3rogy ANA nauieHTa, Bepcia 01 Big 12 kBiTHA 2021 p.,
YKpaiHCbKOI0 MOBOIO; YKpaiHa, MK-7339-013, IHchopmauis Ta JOKYMEHT Npo iHhopmoBaHy 3rogy Ans
nauieHTa, Bepcia 01 Big 12 kBiTHA 2021 p., pocilicbkolo MOBOIO; [loAaTKOBi MaTepiasiv A/s NaLieHTIB:
Bpouwypa gna nauieHta, Bepcia ana YKpaiHu Big 27 nunHa 2020 p., YKpPAiHCbKOK Ta pPoCiiicbKoto
MoBamu; Bpolwypa ana naudieHTa Wo[0 3pasKiB TKAHUH, Bepcia Ana YkpaiHu Big 27 nunHa 2020 p.,
YKpaiHCbKOLO Ta pociiicbkolo MoBamu; MoCiGHUK WoAo0 Bi3UTIB, Bepcia Ans YKpaiHu Big 27 nunHa 2020
P., YKPAIHCbKOIO Ta POCIACbKOI MOBamMu [0 MPOTOKOJ/Y KAIHIYHOTO BUMPO6YyBaHHA «PaHAomi3oBaHe,
noZBiiiHe cnine, naauebo-KoHTPoiboBaHe gocnimkeHHs Il dasn gns ouiHkn nem6ponisymady (MK-3475) y
NOEAHaHHI 3 CYMyTHLOK XIMIONPOMEHEBOK Tepaniel 3 nogasibluMM BBEAEHHAM nembponizymaby 3
onanapunoom (MK-7339) abo 6e3 HbOro y MOPIBHSAHHI fiMwe 3 CYyNyTHbOK XiMIOMPOMEHEBOK Tepaniew B
YYaCHVKIB 3 HelWoAaBHO AiarHOCTOBAaHMM fOKasli3oBaHMM APIGHOKNITUHHUM pakom nereHis (JIAP/1)», koa
pocnipkeHHs MK-7339-013, sBepcis 00 Big 21 nunHs 2020 poky.; cnoHcop - «Mepk Wapn EHg Joym Kopn.»,
AodipHe nignpmemcTtso «Mepk EHA Ko., IHK.», CLUA (Merck Sharp & Dohme Corp., a subsidiary of Merck & Co.,
Inc., USA)

3aaBHUK - TOBApUCTBO 3 0OMEXEHOI0 BignoBiganbHicTio «MC/L YkpaiHa»
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