Aoparok

«Mepenik cyTTEBMX MOMPABOK A0 MPOTOKOAMIB K/IHIUHUX BUMNPOOYBaHb, PO3rNAHYTUX Ha 3acigaHHi
HTP Ne 15 Big 20.04.2023, Ha siki 6y OTpuUMaHi NO3UTUBHI BUCHOBKU €KCNepTiB»

1. OHoBneHwuii MpoTokon, ocTtaTouHa Bepcia 7.0 Big, 12 BepecHA 2022 p., aHriiCbKOK MOBOIO;
MonpaBka go MNMportokony Homep 13, octatouHa Bepcia 1.0 Big 12 BepecHa 2022 p. go MpoTtokony,
ocTaTtouvHa Bepcia 6.0 Big 19 ntotoro 2021 p., aHrNiINCbLKOK MOBOIO; JonoBHeHHA | A0 npoTokony
NN8640-4172: rnoGasibHWii NepesiiK KN4YOBMX CNiBPOGITHUKIB, BiANOBIAHMX BigAiNniB Ta 3a/yuyeHnx
KNiHIYHMX ycTaHOB, ocTaTtouyHa Bepcisa 16.0 Big 01 BepecHs 2022 p.; AonoBHeHHs Il YKpaiHa: nepenik
KNOUYOBUX CNIBPOOGITHUKIB i BignoBigHUX BigainiB, iHanbHa Bepcia 6.0-UA Big 30 ciuHa 2023 p.,
aHrniicbkolo MoBoto; IHopmauis gnsa yyacHuka t1a dpopma iHhOpMOBaHOI 3rogu AnA 6aTbKiB
(xoropTtu Il Ta lll), octaTtouHa Bepcis 3.0-UA(UK) Big 30 ciuHs 2023 p., yKpaiHCbKOIO MOBO1o; IHopmaLis
ANA yyacHuka Ta cpopma iHpopmoBaHoi 3rogun pna 6atbkiB (koroptu Il Ta lll), octatouHa Bepcis 3.0-
UA(RU) Big, 30 ciuHa 2023 p., pociiicbKolo MOBOIO; IHchopmauis ana yuacHuka ta cpopma iHhopmoBaHOi
3rogu ana 6atbkiB (koropTa l) octaTouHa Bepcisa 6.0-UA(UK) Big 30 ciuHa 2023 p., yKpaiHCbKOIO MOBOIO;
IHchopmauia gna yyacHuka ta popma iHchopmoBaHOi 3roau ansa 6atbKiB (Kkoropta l) octatouHa Bepcia
6.0-UA(RU) Bipg, 30 ciuHsa 2023 p., pociiicbkolo MoBoto; IHthopmauis ansa yyacHuka ta doopma 3rogu Ha
yyacTb pns piteii 6-11 pokiB (koropta ), chiHanbHa Bepcia 4.0-UA(UK) Big 30 ciuna 2023 p.,
YKpaiHCbKOIO MOBOI; IHhopmaLisa anAa yyacHuka 1a cpopma 3rogm Ha yyacTtb Ans giteii 6-11 pokis
(koropTa l), piHanbHa Bepcia 4.0-UA(RU) Big, 30 ciuHsa 2023 p., pociiicbkoto moBoto; IHhopmauis gns
yyacHuka Ta dpopmMa 3rogu Ha y4dacTb gns gitenn 6-11 pokiB (koroptu Il Ta lll), dpiHanbHa Bepcis
3.0-UA(UK) Big 30 ciuHa 2023 p., yKpaiHCbKOI MOBOIO; IH(phopMaLis AnA yyacHuka Ta popma 3roam Ha
yuyactb ana giteii 6-11 pokis (koroptu Il Ta lll), chiHanbHa Bepcia 3.0-UA(RU) Big 30 ciuna 2023 p.,
pociiicbkolo mMoBoto; IHhopmauis ansa ydacHuka Tta ¢hopma iHpopmoBaHoOi 3roau ansa pgitein 12-13
pokiB, (koropta l), piHanbHa Bepcis 1.0-UA(UK) Big 30 ciuHs 2023 p., yKpaiHCbKOIO MOBoOlo; IHopmaLis
ANA yyacHuKa 1a popma iHchopmoBaHOi 3rogu anA giteii 12-13 pokis, (koropTa l), hiHanbHa Bepcis 1.0-
UA(RU) Big 30 ciuHsa 2023 p., pociiicbkoto moBo1o; IHhopmauis ana yuacHuka ta oopma iHpopmoBaHoOi1
srogn Ana pgitein 12-13 pokis, (koropta lll), dinanbHa Bepcia 4.0-UA(UK) Big 30 ciuHa 2023 p.,
YKpaiHCbKOK MOBOLO; IHpopmauisa ans yyacHuka ta dpopma iHpopMoBaHoOi 3rogu anAa giteit 12-13
pokiB, (koropta lll) , ciHanbHa Bepcia 4.0-UA(RU) Big 30 ciuHa 2023 p., pociicbkol0 MOBOLIO;
IHpopmauisa gna yuyacHuka Ta cphopma iHcpopmoBaHOi 3rogu ansa piteii Ta nignitkie 14-17 pokis,
(xoropta l) , chiHanbHa Bepcia 1.0-UA(UK) Big 30 ciuHa 2023 p., ykpaiHCbKOO MOBOIO; IHchopmauia ansa
yuyacHuka Ta cpopma iHchopMoBaHoOI 3rogn AnA Aaiteil Ta nigniTkie 14-17 poki., (koropra ), chiHanbHa
Bepcia 1.0-UA(RU) Big 30 ciuHa 2023 p., pociiicbkolo MOBOIO; IHhopMauif ana yyacHuka 1a popma
iHhopmoBaHoi 3roau ans gitei Ta nignitkie 14-17 pokis, (koropTa lll), chinanbHa Bepcis 4.0-UA(UK) Big,
30 ciuHs 2023 p., yKpaiHCbKOI0 MOBOIO; IHopmaLis ana yuacHuka ta oopma iHpopmoBaHoi 3rogu Ansa
piTeii Ta nmignitkis 14-17 pokiB, (koropta lll), ¢hiHanbHa Bepcia 4.0-UA(RU) Big 30 ciuHa 2023 p.,
pociiicbkolo MmoBoto; IH(popmauis gna yyacHuka Ta dpopma iHcpopmoBaHoi 3rogu koropta lll (AnA
nauieHTiB fAKi gocAarnm 18 pokiB i Ginbwe), diHanbHa Bepcia 4.0-UA(UK) Big 30 ciuna 2023 p.,
YKpaiHCbKOIO MOBO0; IHhopmauia gna yuyacHuka ta cpopma iHpopmoBaHoi 3rogu koropTta lll (4nsa
nauieHTiB AKi gocAarnm 18 pokiB i Ginbuwe), c¢iHanbHa Bepcia 4.0-UA(RU) Big 30 ciuna 2023 p.,
pociiicbkolo MoBoto; IHhopmauis i hopma 3rogu Ha yyacTb A1 NapTHepa yYacHULi [OC/iAKEHHA Y
pasi nepebiry BariTHOCTi 3 BigXU/1IeHHAMU a60 HAPOMKEHHSA AUTUHU 3 NOPYLIEHHSIM CTaHy 34,0pOB's,
thiHanbHa Bepcis 2.0-UA(UK) Big 30 ciuHAa 2023 p., yKpaiHCbKOI MOBOHO; IHhopmaLis i popma srogm Ha
yyacTb A1 NapTHepa yyacHULi AOCNiMmKEHHA Yy pasi nepebiry BariTHOCTIi 3 BigXujeHHAMU a6o
HapoMmKeHHs AUTUHM 3 NOPYLUEHHAM cTaHy 3[,0poB's, chiHanbHa Bepcia 2.0-UA(RU) Big 30 ciuna 2023
p., pociiicbkoto moBo1o; IHchopmauif | hopma 3roam Ha yyacTb A4J1 NAPTHEPKU YYaCHUKA JOCNIAKEHHSA
y pasi nepe6iry BariTHOCTi 3 BiAXWU/EHHAMU a60 HAPOAKEHHA AUTVHU 3 MOPYLUEHHAM CTaHy 3[,0pPOB'SA,
thinanbHa Bepcisa 2.0-UA(UK) Big 30 ciuHs 2023 p., ykpaiHCbKOlo MOBOIO; IHpopmadis i popma 3roam Ha
yyacTb AJ1I1 NapTHEPKN yYaCHMKa AOC/iMKEHHA Y pasi nepe6iry BariTHOCTi 3 BigXuneHHAMu a6o
HapPOMKEHHSA AUTUHM 3 NOPYLLUEHHAM CTaHy 340poB'A, hiHanbHa Bepcia 2.0-UA(RU) Big, 30 ciuHa 2023
p., pociiicbkoto MoBoto; CKkpuHwoT LLoaeHHuka «Subject Facing Core Screenshots LogPad N5» Big 24
G6epes3Hsa 2015 p, ykpaiHCbKol MoBoto; CKpuHwoT LWoaeHHuka «Subject Facing Core Screenshots
LogPad N5» Big 24 Gepe3Hsa 2015 p, poOCiiCbKOIO MOBOI [0 MPOTOKO/Y KMiHIYHOrO AOCAiAKEHHS
«PaHpomizoBaHe, MixXHapoaHe, 3 aKTUBHUM KOHTponewM, (BigkpuTe), (NoggiliHe caine) gocnigpkeHHs 3 nigbopy
0031 B napanesibHUX rpynax, 3 ouiHku eddeKTMBHOCTI Ta 6e3neyvHoCTi 3acTocyBaHHs npenapaty NNC0195-
0092 oavH pa3 Ha TWXAEHb Yy MOPIBHAHHI 3 LWOAEHHWM 3acTOCYBaHHAM npenaparty ropMOHY pPoCTy
(HopaitponiH® ®nekclpo) y aitein npenyb6epTatHOro Biky 3 AediLUTOM rOPMOHY POCTY, Y SKMX paHile He
nposoAuniacsa Tepanisa npenapaTamMmu ropMoHy pocTy», Kog, gocnimkeHHs NN8640-4172, octaTtoyHa Bepcis 6.0
Big 19 ntoTtoro 2021 p.; cnoHcop - Novo Nordisk A/S, Denmark

3asaBHUK - TOB «HoBo Hopgick YkpaiHa»



2. Ctucna xapaKTepucTuka AocnigKyBaHoro siikapcbkoro saco6y Crenapa® Big 09 nuctonaga 2022
POKy, aHrnilicbkoto MoBol1o; IHhopmauis anAa nauieHTa gocnigpkeHHs Ta ®opma IHchopmoBaHoi 3roau
ANA BUKOPUCTAHHA B YKpaiHi, Bepcis 9.0 ykpaiHCbKOI MOBOIO Bif, 27 ntotoro 2023 poky; IHdopmaLis
ANns naudieHTa gocnimxkeHHsa Ta dopma IHhopMoBaHOi 3rogu ANA BUKOPUCTaHHA B YKpaiHi, Bepcis 9.0
pociiicbKol0 MOBOIO Big 27 ntotoro 2023 poKy; 3MiHa MicLib NPOBEAEHHSA KNiHIYHOTO BUNPOOYBaHHS;
3MiHa Ha3BM Micub MPOBEAEHHSA KJ/iHIYHOrO BUMPOOGYBaHHA [0 MNPOTOKO/Y KAIHIYHOTO AOCAILKEHHS
«baraToueHTpoBe, PaHaomizoBaHe, NoagiliHe cnine, MNMnaue6o- Ta AKTMBHO- KoHTponboBaHe JochigkeHHs 1l
da3n gna OuiHkm EdpekTMBHOCTI Ta be3sneyHocTi 3acTocyBaHHs Mipikisymaly y lMauieHTiB i3 XBOpo60to
KpoHa MomipHoro ta Tskkoro Mepebiry», kog, gocnigpkeHHs 16T-MC-AMAM, 3 iHKOpNOpoBaHOK MOMpPaBKO
(e) Big 23 ntoToro 2022 poky; cnoHcop - Eni Ninni eng Komnani, CLUA

3asaBHuK - «Eni Ninni Boctok CA», LUBeliyapis

BYNO CTANO
O.M.H., npodp. IBaHoB B.MM. O.M.H., npodp. IsaHoB B.MM.
BiHHMUbLKWIA o6GnacHwWiA KNiHIYHWIA rocnitasib | KOMyHanbHe  HeKkoMepuiiiHe  nigNpPUeEMCTBO

BeTepaHiB BiliHU, TepaneBTUYHe BiagineHHs Nel,
BiHHMLbKMIA HaUiOHa/IbHWIT MEeQUYHUIA yHIBEPCUTET
iMm. M.1. Muporosa, kaeapa BHYTPILLHLOT MeANLMHN
Ne3, M. BiHHMUA

«BiHHMUbKa MicbKka KhiHiYHA nikapHA Nely»,
racTpoeHTeposioriuHe BiAfiNeHHsA, BiHHMLbKWIA
HauiOHa/TbHWIT  MeanyHuniA  yHiBepcuteT iM.  M.I.
Muporosa, Kagenpa BHYTPIWHLOI MeauunHU No3,
M. BiHHMUS

K.M.H. JaHunok C.B.

KomyHanbHuii 3aknag, KUiBCbKOi 0Gs1acHOi pagu
«KuiBcbka o06GnacHa  KiiHiYHA  NiKapHA»,
racTpoeHTeposiorivyHe BigaineHHs, v. Kuis

K.M.H. JaHunok C.B.

KomyHanbHe HeKoMepuiliHe NignpPUeMCTBO
KuiBcbKkoi o6nacHoi pagu «KuiBcbka oGnacHa
KNiHiYHa NiKapHsa», racTpoOeHTEepPosIoriyHe
BifgAiNeHHA KNiHIYHOro LeHTpy TepaneBTUYHOro
npodyinto, M.KniB

O.M.H. TonosyeHko O.1.

MeaguuHuiA KNiHIYHWI  [OCNIQHNLUBLKUIA LIEHTP
Meau4yHOro LEHTPY TOBapucTBa 3 OGMEXEHOI
BignoBiganbHicTiO «Xenc KniHik», Biggin
racTpPoOeHTepos1orii, renaTosorii Ta eHOoKPUHONOTIT,
M. BiHHMUS

O.M.H. TonosyeHko O.1.

ToBapuCTBO 3 OOMEXEHOK BiANoOBifaNbHICTIO
«Megnununii ueHTp Xenc KniHik», MepguuHwuii
KNiHIYHUA  pocnigHuMUbKWIA  UeHTp,  BiA4in
racTpPOeHTepos1orii, renaTosiorii Ta eHOoKPUHONOTIT,
M. BiHHMUS

3. 3miHa Ha3Bu Ta agpecu CrnoHcopa gocnigxeHHA; 3pasok MapKyBaHHS A0CNIAKYBaHOro JliKapCbKOro
3aco6y MK-1026, Bepcisa 2.0 Big 13 nunHA 2022 poKy, aHI/iNCbKOK Ta YKPAIHCbKOK MoBaMu; 3pasokK
CMPOLLEHOro MapKyBaHHs 3apeECcTPOBaHOro B YKpaiHi NiKapCbKOro 3acoby, AKnii 3acCTOCOBYETHLCA B
KNiHiUHOMY BuNpo6yBaHHi gna npotokony MK-1026-003, Bepcia 2.0 Big 12 cepnHa 2022 p.,
YKpaiHCbKO MOBOIO [10 NPOTOKO/Y KAIHIYHOrO AocAimKeHHs «JocnigpkeHHs |l dha3un ouiHKM ethekTUBHOCTI Ta
6e3neyHocTi MK-1026 y nauieHTiB 3 reMaTos1I0rYHUMU 310AKICHUMW 3aXBOPIOBAHHAMMWY, KO, AOC/IIKEHHS
MK-1026-003, 3 iHkoprnopoBaHoto nonpaskoto 02 Big 01 rpyaHa 2021 poky; cnoHcop - «Mepk Wapn eng Joym
Kopn.», gouvipHe nignpnemctBo «Mepk eHf Ko., IHk.», CLUA (Merck Sharp & Dohme Corp., a subsidiary of
Merck & Co., Inc., USA)

3asaBHUK - TOBApPUCTBO 3 0OMEXEHOI0 BiAnoBifasbHICTI0O «MC/[, YkpaiHa»

BYNO CTAJNIO
«Mepk Lapn eHa JAdoym Kopn.», podipHe | TOB Mepk Lapn eHg Aoym (Merck Sharp &
nignpuemcteo «Mepk eHa Ko., IHK.», CLUA, | Dohme LLC),

(Merck Sharp & Dohme Corp., a subsidiary of
Merck & Co., Inc., USA),
Appeca: Mepk JpaiiB, 1, nowtoBa CKpuHbKa 100,
M. Baittxayc-CreiiwH, wrat Hoto-Mxepci, 08889-
0100, CLLUA (One Merck Drive, P.O. Box 100,
Whitehouse Station, New Jersey, 08889-0100,
USA)

Appeca: 126 Ict JliHkonbH aBeHio, n/c 2000,
PaBeii, Hbto [xepci, 07065, CLUA (126 East
Lincoln Ave., P.O. Box 2000, Rahway, NJ 07065,
USA)

4. OHOB/EeHWII NPOTOKOJ/ KiiHiuHOro gocnimkeHHA MOR208C310, octatouHa pepakuis 8.0 Big 22
moTtoro 2023 p.; CMHONCUC OHOBJ/IEHOrO NMPOTOKONY AOCAiAXeHHA, ocTaTouyHa pepakuis 8.0 Big 22
moTtoro 2023 p., nepeknaz 3 aHrNiicbKOi MOBU Ha YKpaiHCbKy MOBY Bif 16 6epe3Hsa 2023 p.; JlucTt-
OGI'PYHTYBaHHA BUAAIEHHA NMPOMDKHOrO aHani3ly A/ OUiHKM AOLiNIbHOCTI NO4aNbLIOrO NPOBEAEHHSA
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pocnipkeHHa MOR208C310 Big 07 OGepe3Ha 2023 p. [0 MPOTOKONY KIIHIYHOTO  [OCNIAKEHHS
«BbaraToueHTpoBe paHAoMi30BaHe, NOABINHO chine, niaueb0-KoOHTpoNboBaHe gocnimkeHHs |l dhasn 3 meToro
OLiHKN e(heKTUBHOCTI Ta 6e3neYHOCTi NikyBaHHA TaddacuTaMaboM Yy NOeAHaHHI 3 eHanigoMigoM 404aTKoBO
0o ximioTepanii 3a cxemoto R-CHOP y nopiBHAHHI 3 XiMmioTepanieto 3a cxemoto R-CHOP y naujieHTiB 3 ynepLue
BUSIB/IEHOO ANCDY3HOK B-KpynHOKNITUHHOW NniMdbomotro (ABKJT), Aki paHiwe He NpoxXoan/in NikyBaHHA 3a LM
nokKasaHHsAM | BXO4SATb [0 TPYNu BUCOKOTO MNPOMDKHOrO ab0 BWCOKOTO pPU3NKYy», KOA OOCHIAKEHHSA
MOR208C310, octatoyHa pegakuis 7.0 Bifg 28 )oBTHA 2022 p.; cnoHcop - «<MopdoCuc Al» [MorphoSys AG],
HimeuunHa

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

5. 3mMiHa KOHTPaKTHOI A0CNiAHULLKOT opraHi3ayii, BignoBiga/NbHOI 3a BUKOHAHHA BaXX/IMBUX 3aBAaHb
nig 4yac KniHiYyHOro BMNpooyBaHHA 3rigHo 3 MNMpoTtokosiom NB-ND021(NM21-1480)-101 «locnipKeHHsA
thasm 1/2 npenaparty NM21-1480 (TpicneuiciuHe aHTuTiNno o PDL-1/4-1BBICA/) y AopoCAnX NawieHTiB
i3 PO3NOBCIOMKEHMMM CONIAHUMN NyXAUHaMu»: Byno: «TOB KniHiuHi gocnimkenna ANKOH» [«ICON
Clinical Research LLC»], YkpaiHa; Micue3HaxoMKeHHs opuau4Hoi ocobu | micue NpoOXUBaHHA
chisnuHoi oco6u: Byn. MonboBa 24, 1-i noBepx, 03056, KuiB, YkpaiHa [24 Polova St., 24, 4th floor, 03056,
Kyiv, Ukraine]; Crano: TOB «Mepgneiic YkpaiHa» [Medpace Ukraine LLC, Ukraine], YkpaiHa;
Micue3HaxomkeHHs LOpUAUYHOT 0coom | Micue NpoXuBaHHA (pisnuHoi ocobu: KOpugnuHa agpeca: By/.
LLloBkoBUMYHa, 6. 38-A, NMeuepcbKknii p-H, M. Kuis, 01004, YkpaiHa [38A Shovkovychna Street, Pechersk
District, Kyiv, 01004, Ukraine]; ®isuuHa agpeca: Byn. dpocnasiB Ban, 14A, 01034, KuiB, YkpaiHa [14A
Yaroslaviv Val St., Kyiv, 01034, Ukraine]; 3miHa agpecu cnoHcopa aocnimkeHHs: byno: «Hyma6
Tepan’totikc Al» [Numab Therapeutics AG]; Micye3HaxomKeHHA HOPUANUHOI ocobu | micue
npoxumBaHHa pisnuHOi oco6u: AliHsignepwTpacce 34, CH-8820, BepgeHcBinb, LBeiiyapis
[Einsiedlerstrasse 34, CH-8820 Wadenswil, Switzerland]; Ctano: «<Hyma6 Tepan’totikc Al» [Numab
Therapeutics AG]; Micue3HaxomKeHHA PUANUYHOT 0co6u | Micue npoxuBaHHA (di3UUHOI Ooco6uU:
Baxto6enbwTpacce, 5CH-8810, XopreH, LBeiyapia [Bachtobelstrasse 5CH-8810, Horgen,
Switzerland] fo npoTokony kniHiYHOro BuUnNpobyBaHHA «JocnimkeHHa dasn 1/2 npenapaty NM21-1480
(TpicneuidpiyHe aHTUTINO o PDL-1/4-1BB/CAJ1) y [OPOC/MX NAUEHTIB i3 PO3MOBCIOAXEHUMU COMAIGHUMMU
nyxaMHamu», kog gocnimkeHHss NB-ND021 (NM21-1480)-101, octaTo4yHa Bepcia 5.0 Big 01 BepecHs 2021 p.;
cnoHcop - Numab Therapeutics AG, Switzerland /Hyma6 Tepan'toTikc Al', LLBeliyapis

3anBHUK - TOBAPUCTBO 3 0BMEXEHOI0 BiANOoBiAaNbHICTIO «MEAMENC YKPAIHA»

6. 3miHa BignoBigaNbHUX AOCNIAHUKIB B MiCLUAX NpoBeAeHHS BUNPOOYBAaHHA [0 MNPOTOKO/Y K/iHIYHOIO
JocnimpkeHHs «baraToueHTpoBe, paHAoMi30BaHe, NoAgiiiHe cnine, 3 NOABINHOK iMITALIE, KOHTPOIbOBaHE
aKTMBHMM npenapaTtoMm, JocnimxkeHHs 1l gasu, Wo npoBOAUTLCS B NapasiesiHUX rpynax 3 OLiHKM
epekTMBHOCTI Ta 6€3MeYHOCTi eBOOPYTUHIOA Y NOPIBHAHHI 3 TEpUdIYHOMILOM B YYACHUKIB i3 peLuavByodmmM
PO3CIIHUM CKNepo3oM», Ko fochimpkeHHa MS200527_0082, sepcia 5.0 Big 08 rpyaHa 2022 poky; CnoHcop -
Merck Healthcare KGaA, HimeuunHa

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

BYNO CTANO
K.M.H. KoponboBa O.C. nikap Centok O.B.
MeanuHmii - LeHTp ToBapucTtBa 3 O0OMexeHow | MeaunyHuii LeHTp ToBapucTBa 3 OOMEXEHOH
BigNoBigasibHICTIO «MeanyHuii ueHTp »[lonomora- | BignoBigasibHICTIO «MeanyHuii LeHTp «Jonomora
nac», M. Kuis Mnoc», M. Knie
A.M.H., npod. BaunHcbka H.10. KepiBHUK Bigginy Xonix B.O.
LY «IHCTUTYT repoHTonorii imeHi [.®. YUeboTapboBa | AY «IHCTUTYT repoHTonNOrii imeHi [.®. UeboTapboBa
HAMH Ykpainun», Bigain BikoBoi disionorii ta | HAMH YkpaiHu», Bigain BIiKOBOT doisionorii Ta
naTosorii HepBoBOi cucTtemun, M. Kuis natonorii HepBoBOi cnucTtemu, M. Knis

7. 3miHa Ha3BU Micus NpoBeAeHHs K/iHIYHOro BUNPoo6yBaHHA; 3MiHa BignoBiAa/IbHOro AOCAiAHNKA Y
MicLii NpoBefeHHA K/iHIYHOro BUMNPOOYBAaHHA [0 NPOTOKO/Y K/iHIYHOrO OOCNIMAXEHHS «[oBrotpusane,
BiAKpUTE JOCNIAKEHHS 3 NEPIOAOM NOAa/TLLLONO CNOCTEPEXEHHS, SIKe MPOBOAMTLCA A1 BUBYUEHHA npenaparty
TOohauMTUHIG NpuW NiKyBaHHI IOBEHINILHOTO igionatnyHoro aptputy (FOIA)», kog pocnigpkeHHa A3921145, 3
iHKOpnopoBaHoo nonpaskoto 12 Big 06 TpaBHA 2022 poky; cnoHcop - MNdpaiizep IHk [Pfizer Inc], CLUA
3aaBHUK - TOB «CiHeoc Xenc YkpaiHa»

BYNO CTA/IO
K.M.H. Bumxra 10.B. K.M.H. 3BeHiropogcbka I'.10.
BiHHMUbKa oGnacHa auTta4va KhiHiyHa nikapHs, | KomyHanbHe  HeKkoMepuiliHe  nignpuemMcTBO




BigAiNeHHs negjatpii Nel, BiHHMUbKWIT | «BiHHULbKA Oo6GNnacHa AUTAYa KiHiYHA NikapHSA

HaLioHa/TbHWA MeAUYHWUIA yHiBepcuTeT | BiHHULbKOT 06n1acHoi Pagu», BigaineHHsa negiarpii
iMm. M.l. TMuporoea, kadegpa negiatpii No2, | Nel,  BiHHMUbKMIA  HaUiOHa/IbHUA  MeauYHWiA
M. BiHHMUSA yHiBepcuteT iM. M.l. Muporosa, kadeapa negiatpii

Ne2, M. BiHHMUA

8. CP-MGD019-01, MonpaBka 5 o npoTtokony Big 31 XOBTHA 2022 p.; BkloUEeHHA afibTEPHATUBHOI
Ha3Bu Lorigerlimab go pgocnigxyBaHoro nikapcbkoro 3aco6y MGD019; Bpowypa gocnigHuka gns
MGDO019, Bepcis 5.0 Big 09 rpygHa 2022 p.; CP-MGD019-01, IHchopmauia ansa naugieHta ta dopma
iHchopMOBaHOI 3rogn — po3LWKNPEHHA KOropTu, ans YKpaiiu, piHanbHa Bepcia 4.0 Big 27 ciuHsa 2023 p.
YKpaiHCbKOIO MOBOIO, HA OCHOBI MalicTep-Bepcii aHrNilicbKo MOBOIO AN1A EBponu, hiHanbHa Bepcis
7.0 Big, 18 ciuHa 2023 p.; CP-MGD019-01, IHchopmaunia ana naudieHta Ta coopma iHhopmoBaHoi 3rogu —
PO3LLIMPEHHSA KOropTu, Ans YKpaiHu, cpiHanbHa Bepcis 4.0 Big, 27 ciuHa 2023 p. pocilicbKOK MOBOIO, HA
OCHOBI MaiicTep-Bepcii aHrNificbKo MoBolo AnA €Bponu, hiHanbHa Bepcin 7.0 Big 18 ciuHa 2023 p. o
NPOTOKONY K/iHIYHOrO AOCNimKeHHNA «Bigkpute gocnimkeHHs | dpasu, Wwo BnepLle NpoBoAUTLCA Ha JIIOAUHI 3
eckanauieto 031 MGDO019 Ta po3LmMpeHHAM KoropTu, 6icneyundiyHoro DART® npoTeiHa, Wwo 38'A3ye PD-1 Ta
CTLA-4 y naujeHTiB 3 HeonepabesibHMMKM abo MeTacTaTUYHUMMN HOBOYTBOPEHHAMMUY, KoL, AocnigpkeHHsa CP-
MGD019-01, NMonpaska 4 Ao npotokosy Bif 02 yepBHA 2021 p.; cnoHcop - MakpoxeHikc, IHk. (MacroGenics,
Inc.), CLLA

3anBHuK - TOB «KLIP Ykpaina»

9. 3miHa Micusa npoBeAeHHs K/iHIYHOrO BUNPOGYBAHHA [0 MNPOTOKO/Y KNIHIMHOTO AOCAIAKEHHS
«baraTouUeHTpoBe, paHAOMi30BaHe, KOHTPO/IbOBAHE aKTUBHMM MpenapaTtom, MNoABiiHe chine, noABiiHe
MackoBaHe KAiHiYHEe AOCAIMKEHHA B NapasieNibHUX rpynax i3 BUBYEHHS e(eKTUBHOCTI, 6e3neyHocTi Ta
nepeHoCUMOCTi 6e3nepepBHOI NiALLKIPHOT iHdy3ii npenapaty ND0612 nopiBHAHO 3 NEPOPa/IbHUM NPUAOMOM
IR-LD/CD y naujieHTiB i3 XBop0o6010 MNapkiHCOHa, Y AKX pO3BMBaOTLCA MOTOPHI donykTyauii (BouNDless)», kog,
pocnipkeHHa ND0612-317, sBepcia 3.0 Big 11 ntotoro 2021 poky; cnoHcop - NeuroDerm Ltd., Israel (I3painb)

3asaBHUK - TOB «CiHeoc Xenc YkpaiHa»

BYNO CTANO
O.M.H., npodp. Cno6ogiH T.M. O.M.H., npody. Cno6ogiH T.M.
MeauyHnin  UeHTp ToBapucTBa 3 OOMEeXeHOow | MeauyHWil LeHTp ToBapucTBa 3 OOGMEXEHO
BigNoBiganbHiCTIO «MeguuHuii LeHTp «flonomora- | BignoBi4a/IbHICTIO «MeguuHum LeHTp
nntoc», MegnyHuii LeHTp, M. KniB «o6po6yT-MonikniHika», HeBponoriyHe
BigaineHHsa, v. Kuis

10. Inchopmauia ana yuacHuka i Popma 3rogum Ha yyacTb ana gopocnux cpiHanbHa Bepcia 5.0-UA(UK)
Big 07-Bepe3Hna-2023, ykpaiHCbKO0 MOBOIO; IHhopmauifa ana yyacHuka i Popma 3rogum Ha yyactb gns
popocnux ciHanbHa Bepcin 5.0-UA(RU) Big 07-Bepe3Hs-2023, pociiicbkolo MoBoto; IHchopmauis gns
yyacHuKa i Popma 3rogm Ha yvyacTb Ana 6arbkiB diHanbHa Bepcia 6.0-UA(UK) Big 07-bepe3Hsn-2023,
yKpalHCbKOI0 MOBOIO; IHhopmauia ans ydyacHuka i dopma 3rogu Ha ydacTb AnS 6aTbKiB (hiHaIbHA
Bepcis 6.0-UA(RU) Big 07-Bepe3Hn-2023, pociiicbkotlo MOBOIO; IH(hopmauia ansa yyacHuka ta dopma
3roAu Ha yyacTb y pgocnifjkeHHi ansa nignitkis (14-17 pokiB) ciHanbHa Bepcia 5.0-UA(UK) Big 07-
Bepe3HAa-2023, ykpaiHCbKOl MoBOWO; IHdopMauia ansa ydyacHuka ta Popma 3rogun Ha y4dactb Yy
pocnipkeHHi ana nignitkie (14-17 pokiB) cpiHanbHa Bepcia 5.0-UA(RU) Big 07-Bepe3Hs-2023,
POCIACbKOIO MOBOIO [0 MPOTOKOJ/TY KNIHIYHOTO AOCHIMKEHHA «EPEKTUBHICTL Ta 6e3neka npoginakTU4Horo
3actocyBaHHA KoHUM3ymaly y nauieHTiB 3 remocpinieto A um b, He ycKnagHEHOW iHriGiTopamn», Kog
pocnipkeHHss NN7415-4307, chiHanbHa Bepcia 5.0 Big 25 6epesHs 2021 p.; cnoHcop - Novo Nordisk A/S
(OaHis)

3asBHUK - TOB «HoBO Hopgaick YkpaiHa»

11. Bpowypa gocnigHuka, npenapat HotoHopM, BuaaHHA 03 Big 12 rpyaHs 2022 poky, aHrnilicbKoto
MOBOIO [0 MPOTOKONY K/IHIYHOro AOCNiMKeHHA «[poCnekTUBHe BigKpUTe HENOpPiBHSA/IbHE GaraToLeHTpoBe
pocnipkeHHa 1l casn ona ouiHkM  hapmMakoKiHETUKW, eeKTUBHOCTI, MepPeHOCMMOCTi Ta 6e3neyHoCTi
npenapaty iMyHOrno6yniH aoavHu Ana nigwkipHoro BeefieHHA (HblOHOPM) Yy nauieHTiB i3 nepBUHHUMU
iMyHOA4ehiunTHUMK 3axBOpPOBaHHAMWY», ko4 aocnigpkeHHs NORM-01, Bepcia 04 Big 23 cepnHsa 2021 poky;
cnoHcop - «OkTaapma ®apmauesTuka [poaykTioHclec M.6.X» (Octapharma Pharmazeutika
Produktionsges.m.b.H.), ABcTpisi

3aaBHuK - TOB «[Mpem’ep Pecepu YkpaiHa»



12. OHoBneHWii NPOTOKON KAiHIYHOro BUNPOOYyBaHHsA, Bepcia 7 Big 07 nwotoro 2023 p.; dopma
iHhopMoOBaHoOI 3ron ANA YaCTUHU 2 AocnipKeHHA (AN NigTBEepPMKEeHHs [03M), Bepcis 4.0 ona YkpaiHu
YKpaiHCbKOIO Ta pociiicbkolo MoBamu Big 27 ntotoro 2023 p. Ha ocHoBi maiicTtep-Bepcii dpopmu
iHcbopMoBaHOi 3roan ons aocnimkeHHs BP40657, YactuHa 2, Bepcis 6 Big 03 ntotoro 2023 p. ao
NMPOTOKOMY K/IIHIYHOrO  AOCNifpKeHHs «PaHpomizoBaHe, 6GaratoueHTpoBe, (pasu IB/IIl - gocnigkeHHs
hapmakokiHeTUKM, e(EeKTMBHOCTI Ta 6e3MeyYyHOCTi 3acToCyBaHHA MNiAgWKipHOT hopmu aTtesosniisymady y
MOPIBHAHHI 3 BHYTPIWHbOBEHHOK (OPMOK aTe3onisymady Yy MauieHTiB i3 paHile iKoBaHUM
MicLEeBOMOLUMPEHMM ab0o MeTacTaTUUYHUM HeApPIOGHOKAITUHHMM pakoM fereHb», ko agocnigpkeHHs BP40657,
Bepcis 6 Big 25 ntotoro 2022 p.; cnoHcop - ®. XodhdmanH-/1a Pow /T4, LBeliuapis

3asiBHUK - TOBaApUCTBO 3 0OMEXEHOH0 BifNOBiAa/bHICTIO «PoL YkpaiHa»

13. OHOB/IeHe MapKyBaHHA A0CNiIgKYBaHOro nikapcbKoro sacody Onanapu6 (Olaparib), Ta6neTku ana
nepopasibHoro 3actocyBaHHA (bottle label), Bepcia 4.0 Big 13 rpygHa 2022 poky; 3any4yeHHs
[oAaTKOBOI BUPOGHUUOI AiNAHKN ANA AOCAIfKYBaHOro Jslikapcbkoro saco6y Onanapu6 (Olaparib),
TabneTkn BKPUTI NNiBKOBOKO 060n0HKOI no 100 mr Ta 150 mr: AstraZeneca AB, LLIBeLjiss 10 npoToOKONYy
KMIHIYHOTO [OCNiMKeHHS «PaHoomizoBaHe, GaraTtoueHTpoBe, MOABIMHO cnine, MiXHapoaHe AoCnigpKeHHs I
hasn ons BMBYEHHS eDEKTMBHOCTI Ta 6e3neYyHOCTi KOMGIHOBaHOT Tepanii gypBaslyMabom i3 onanapioom y
MOPIBHAHHI 3 MOHOTepaniel AypBaslymaboM Yy SKOCTI NiATPMMYBasibHOT Tepanii y nauieHTiB 3
HeAPIOGHOKNITUHHUM pakoM ferediB IV cTagii, Ski oTpuMyBanu Tepanito NepLuoi fiHii, B AKX XBopoba He
nporpecyBania nicnsi CTaHAApTHOI xiMmioTepanii npenapaTom naTUHU 3 AypBaslyMaboM (AOCNimAKEHHS
ORION)», kog, gocnigpxkeHHs D9102C00001, sepcisa 5.0 Big 09 rpyaHs 2021 poky; cnoHcop - AstraZeneca AB,
Lseuis

3asBHUK - TOBAPMCTBO 3 0GMEXEHO0 BiAnoBiaanbHICTI0 «/TABKOP KNIHIKAT AEBE/IONMMEHT YKPAIHA»

14. fJopatok [oO npoTokony «HacTaHOBM WOAO NPOBEAEHHA AOCMIMKEHHA Nifg 4Yac cepiio3HOro
nepe6oto» Big 19.09.2022 p.; IHchopmauis ana nauieHTa Ta Popma iH(popmoBaHOi 3roaun, Bepcia 10.0
YKpaiHCbKOI0 MOBOIO A/1s1 YKpaiHu Big 19.01.2023; IHchopmalia gnsa nadieHta ta ®opma iHpopmMmoBaHOiT
3roau, Bepcia 10.0 pociiicbkolo mMOBOKW panA YkpaiHu Big 19.01.2023; LLlogeHHMK nauieHTa Ans
peecTpauii BBeAeHHA pocnimKkyBaHoro npenapaty, CNTO1959UCO3001-UKR20, Bepcia 2.1 Big
12.09.2022 p. yKpaiHCbKOIO MOBOIO; LLLoAEHHUK navuieHTa ANA peecTpauii BBeAeHHS [0CNifKYBaHOro
npenapary, CNTO1959UC03001-RUU20, Bepcis 2.1 Big 12.09.2022 p. poCifiCbKOIO MOBOIO; 3MiHa Ha3BU
Micusa NpoBeAeHHA KMIHIYHOro BUNpoGYBaHHA [0 NPOTOKO/Y KAIHIYHOro AOCAiMKEHHSA «PaHaoMi3oBaHe,
GaraToUeHTpoBe, NoAgiiHe chine, nnauebo-KOHTPOIbOBaHe KAiHiYHe gochigpkeHHsa 2b / 3 dasm B
napanenbHUX rpynax Ans ouiHkM edekTUBHOCTI Ta 6e3neyHOCTi rycenibKyMaoy B nauieHTiB i3 cepeHboro
CTYNEHIO TSXKOCTI Ta TSKKUM aKTUBHUM HecneuudiyHUM BUPA3KOBUM KONITOM», KOA [OCHIIXKEHHS
CNTO1959UCO03001, 3 nonpaskoto 3 Bifg 12.09.2022 p.; cnoHcop - «AHCCEH ®APMALEBTUKA HB»,
Benbris

3asaBHUK - «AHCCEH ®APMALIEBTUKA HBx», Benbris

BYJ1IO

CTAJIO

O.M.H. T'onos4yeHko O.I.
MeguuHuiA UEeHTP ToBapucTBa 3 OGMEXEHOH

BignoBiganbHicTio «Xenc KniHik», Bigain
racTpoeHTeposorii, renaronorii Ta
eHAoKpuHonorii MeAUYHOro KNiHiYHOrO

[OCNiAHNLBKOrO LEeHTPY, M. BiHHMUS

O.M.H. FonosyeHko O.1.

ToBapucTBO 3 OOMEXEHOK BiANOBIJANBHICTIO
«MeguuHuii UeHTp Xenc KniHik», MepguuHui
KNiHIYHMA  AoCNigHUUbKUIA  UEeHTp, Biaain
racTpoeHTeposorii, renartonorii Ta
eHAOoKpUHonorii, M. BiHHMUA

15. NMMucTt-po3s’sacHeHHA Big 14 niotoro 2023 poKy Ao MpoTokony KiiHiYHOro BunpooysaHHA BJT-778-
001, Bepcis 1.0 Big, 28 )XoBTHSA 2022 poKY, aHINiliCbKOI MOBOLO; JINCT-PO3’ACHEHHSA Big 22 ntoTtoro 2023
poky po MNpoToKosy KNiHiYHOro BunpooyeBaHHs BJT-778-001, Bepcia 1.0 Big 28 »oBTHA 2022 poky,
aHrNiicbKo MOBOLO; JINCT-po3’AcHeHHs Bif, 01 Gepe3Ha 2023 poky Ao MpoTtokony KIiHIYHOro
BUNpo6yBaHHA BJT-778-001, Bepcis 1.0 Big, 28 »oBTHA 2022 poKy, aHrMiliCbKOKO MOBOIO 10 NPOTOKO/1Y
KMiHIYHOTO BUNpobyBaHHS «®da3a 1/2a, paHAoMi30BaHe, nnaueb0-KOHTPONbOBaHE AOCIMKEHHS 415 OLHKM
6e3nekn, NepeHoCUMOCTi, hapMakOKIHETVKN Ta NPOTMBIPYCHOI akTMBHOCTI npenapaTty BJT-778 y 300poBux
[06pOBO/bLIB Ta NALIEHTIB i3 XPOHIYHOK iH(PEKLIED BipyCy renatuTy B, BKIKOUAKOUM NaLiEHTIB i3 XPOHIYHO
iHdhekuieto Bipycy renatuty D», koa gocnigpkeHHs BJIT-778-001, Bepcisi 1.0 Bifg, 28 )0oBTHSA 2022 poky; CNOHCOP
- Bnrogxeit TepanbHoTiKc, IHK. [Bluejay Therapeutics, Inc.], CWA
3asBHuK - TOB «<APEHCIA EKCIT/TIOPATOPI MEAICIH», YkpaiHa



16. OHoBneHa Bpouypa gocnigHuka IgPro20, IMyHorno6ynin nroguHn G(human immunoglobulin G) /
XizeHTpa (Hizentra®) | IgPro20, Bepcis 13.0 Big 10 notoro 2023, aHrniicbKo MOBOIO [0 MPOTOKONY
KMIHIYHOrO JocnimKeHHA «JocnifpkeHHA 3 OUiHKUM edeKTUBHOCTI, 6e3neyHocTi Ta hapMakoKiHETUKU Mpw
3actocyBaHHi npenaparty IgPro20 (imyHornoo6yniHy ans nigwWkKipHoro BBeAeHHs, XizeHTpa®) y fopocnunx
nauieHTiB i3 gepmaromiosutom (AM) - pocnimkeHHa RECLAIIM», kog pocnigpkeHHs IgPro20_3007, nonpaska
4 Big 20 x0BTHA 2022 p.; cnoHcop - CSL Behring LLC, USA / CiEcEn bepiur EnEnCi, CLLA

3asaBHUK - TOB «AgaHceq KniHikan», YkpaiHa

17. 3miHa BignoBiganbLHOro AocnigHuKa y micui NnpoBeAeHHA KNiHIYHOro BMNPoGyBaHHA; OHOB/1eHa
dopma iHthopMmoBaHOT 3rogu, Bepcia 5.0 onA YkpaiHu yKpaiHCbKOK MOBOIO Big, 20 6epe3Hsa 2023 p. Ha
OCHOBI MaiicTep-Bepcii hopmu iHchopmoBaHoi 3roan ana gocnimkeHHA BN42082, Bepcis 3, Big 27
YXOBTHS 2021 p. 40 NPOTOKO/Y KNiHIYHOro AoCnigkeHHA «baraToueHTpoBe, paHaoMi3oBaHe, noAgiliHe cnine,
KOHTPO/IbOBaHe JochimpkeHHA dasu llib ons ouiHky edheKTMBHOCTI, 6€3NeUYHOCTi Ta DapMakoKiHETUKN BULLUX
[03 OKpenisymaby y A0poc/vX MauieHTiB 3 peunamByouMM PO3CISHUM CKIepOo30M», KOg, AOCNIIKEHHSA
BN42082, Bepcis 3 Big 27 xo0BTHA 2021 p.; cnoHcop - ®.XoddmaHH-Mla Pow Jitg, Lseiuyapis
3asBHMK - TOBApMCTBO 3 06MEXEHOI0 BiAMOBIAAIBHICTIO «Pow YkpaiHa»

BYNO CTAIO
O.M.H. KupnueHko A.T. nikap 3axaposa J1.A.
KomyHanbHe HekomepuiiHe nignpueMcTBo «Micbka | KOMyHanbHe HEKOMepLUiiHe niagnpuemMcTBo «Micbka
KNiHivHa nikapHsa Nel6x» [OHINpPOBCLKOT MiCbKOT paau, | KniHiyHa nikapHa Nel6» [HinpoBCbKOT MICbKOT pagu,
HEeBPO/OriyHe BigaineHHs, M. AHINpo HEBPO/IOriYHe BigAaineHHs, M. JHiNpo

18. Bpowypa pocnigHuka nikapcbkoro 3aco6y SAR442168 (ToneopyTuHic), Bepcia Nell Big 02
Gepe3Ha 2023p., aHrnilicbkolo MoBoOw; OcHOBHa iH)opmauis npo AocnigkeHHA Ta copma
iHdhopMoBaHoi 3rogu, Bepcifa 9 Big 27 ntotoro 2023p., aHriicbkolo MoOBOHO; IHthopmauis gns nauieHTa
i popma iHchopmoBaHOi 3roau, Bepcia ans YkpaiHu Ne8 Big 14 6epe3Hsa 2023p. (Ha ocHOBi OCHOBHOI
iHhopMmauii npo AocnipxeHHA Ta chopmu iHpopmoBaHoI 3roan, Bepcisa 9 Big 27 niotoro 2023p.),
yKpaiHCbKO MOBOIO; IHhopMmauis ana nauieHta i popma iHpopmoBaHoOT 3rogu, Bepcisa Ana YkpaiHu
Ne8 Big 14 6epe3Ha 2023p. (Ha ocHOBi OCHOBHOI iH(hopmauii npo gocnigkeHHs i popmu iHhopmoBaHOi
3roau, Bepcia 9 Big 27 nwoToro 2023p.), pocilicbko MOBO; 3MiHa Ha3BM MiCUA NPOBeAEHHS
BUNPOGYBaHHA A0 NPOTOKO/Y KIHIYHOro A0CimKeHHs «0BrocTPOKOBE pO3LUMPEHE AOCIAKEHHS 3 OLLHKM
6e3nekn Ta ehekTMBHOCTI npenapaty SAR442168 y yyacHUKIB AOCNIMKEHHS 3 PELUANBYHOYMM PO3CITHUM
CK/Iepo30M», Koa aocnimkeHHst LTS16004, 3 nonpaskoto 07, Bepcis 1 Big 12 rpyaHs 2022 poky; CNOHCop -
Genzyme Corporation, USA ()xeH3ailim KopriopeiiwH, CLUA)

3aaBHUK - TOB «CaHodhi-ABEHTIC YKpaiHa»

BYNO CTANO

K.M.H. XaByHka M.A. K.M.H. XaByHKa M.A.

KomyHanbHe HekomepuiliHe nignpuemctBo «5-a | KomyHanbHe HekomepLiiHe nignNpUeMCTBO

MicbKa  K/iHiYHa nikapHA M. JlbBoBa», | «/IbBiBCbke TeputopiasibHe Meau4He

HeBpooOriyHe BigAaineHHs, M. /1bBiB o06’eaHaHHA «KniHiuHa nikapHA nnaHoBoro
nikyBaHHfl, peabinitauii Ta  naniaTUBHOI
ponomoru», BigoKpemneHuii nigpo3gin «5-a
NikapHs», HeBpoOJIOriyHe BiafiNneHHs 3
MeauYHOIO peabinitauicto, M. J1bBiB

19. Bpouwypa gocnigHuka JNJ-67896049 | ACT-293987 | NS-304 UPTRAVI® (selexipag), BugaHHA 18 Bipg,
03.02.2023 p. A0 NPOTOKOMY KAiHIYHOrO AOoChifpKeHHS «baraTtoueHTpoBe, 3 OQHUM PYKaBOM JiKyBaHHS,
BiAKpUTE, AOBroTpMBasIe KNiHiYHE OOCNIMXEHHS cnocTepexeHHs 6e3neyHocTi Cenekcinary y yyacHukiB, ki
Gpasin  yyacTb Yy nonepeaHbOMY  KAiHIYHOMY — gocnigpkeHHi  Cenekcinary», Kog — AOCHiOKEHHSs
67896049PUH3001, 3 Nonpaskoto 2 Big, 26.10.2021 p.; cnoHcop - « AHCCEH PAPMALIEBTUKA HB», benbris
3asaBHUK - «AHCCEH ®APMALIEBTUKA HBx», Benbris

20. InchopmauniiHuii nncTok i hopma iHhopmMmoBaHoOi 3roau, ocTaTtouHa pegakuis 9.0 gnsa Ykpainu Big 29
BepecHs 2022 p., ocTaTOuHMIT Nepekiag 3 aHrNilicbKOi MOBU Ha POCIiCbKY MOBY Big, 17 6epe3Hsa 2023
p.; 3MiHa MicUA npoBefEeHHs KI/IHIYHOro BUNPOOYBAHHA [0 MPOTOKO/Y KMNIHIYHOTO AOC/IiAKEHHS
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«Bigkpute, 6araToLeHTpoBe, PO3LUNPEHe AOCiMKeHHA (a3n 3 AN1A BUBYEHHS NepopasibHOro 3aCTOCyBaHHSA
RPC1063 B sKocTi Tepanii y nayieHTiB 3 NOMipHUM ab0 TSXKKAM BUPA3KOBUM KOMITOM», KOA, [OCNiIKEHHSA
RPC01-3102, pegaxuia 10.0 Big 10 cepnHsa 2022 p.; cnoHcop - «CenmkeH IHTepHewHn I, Capn» (Celgene
International Il, Sarl) («CIC Il»), LLIBeiuapis

3asBHNK - TOBAPUCTBO 3 OBMEXEHOIO BIAMOBIAANBHICTIO «l EC AN-YKPAIHA»

BYNO
O.M.H., npod. IBaHoB B.IM.
BiHHUUbKWUIA 06GMAcHUI KNiHIYHWIA rocniTanb
BeTepaHiB BiliHW, TepaneBTUYHE BigAineHHA Nel,
BiHHULUBKWIA HaLiOHaNbHUIA MeauYHWii YHIBEpCUTET
iMm. M.1. Munporoea, kateapa BHYTPILLHbOT MEANLNHN
Ne3, M. BiHHMUA

CTANO

O.M.H., npod. IBaHoB B.IM.

KomyHanbHe  HekowmepuiliHe  NigNPUEMCTBO
«BiHHMUbKa MicbKa KniHiYHA nikapHA Nel»,
racTpoOeHTeposioriuHe BignineHHA, BiHHMLbKNIA
HalioHaNbHWUIA  MeAuyHuiAi  yHiBepcuTeT M. M.I.
Muporosa, kadpegpa BHYTPIWHbLOI MeauumHu Ne3,
M. BiHHMUSA

21. bpouwypa aocnigHuka aocnigxysaHoro nikapcbkoro 3aco6y ARGX-113 (Efgartigimod), BugaHHs
11.0 Big 13 rpyaHa 2022 p., aHrniiicbkoo moBowo; flogatok 1 Big 13 ciuHa 2023 p. go Bpowypu
pocnigHuka aocnipgxysaHoro fikapcbkoro sacodby ARGX-113 (Efgartigimod), BugaHHa 11.0 Big 13
rpyaHa 2022 p., aHrniicbKoo MOBOKO 0 NPOTOKOJY K/iHIYHOTO BUNPOGYBaHHA «Bigkpute NpoaoBXeHHS
pocnipkeHHss ARGX-113-1802 AN BUBYEHHSA OBrOCTPOKOBOT 6€3MeUYHOCTI, NepeHOCUMOCTi Ta eDeKTUBHOCTI
npenapaty Edprapririmog PH20 pana niglwkipHOro BBeAEHHS Y MALiEHTIB i3 XPOHIYHOKW 3anasibHo
AemieniHisytouot noniHeliponaTieto (X34M)», kog pgocnipkeHHs ARGX-113-1902, sepcis 4.0 Big 07 ciuHs
2021 p.; cnoHcop - argenx BVBA, Belgium/ apgpxeHkc BEBBA, benebris

3asaBHUK - ToBapncTBO 3 O6MeEXeHOo BignosiganbHiCcTio «kKoOHTpakTHO-AocnigHnubka OpraHisauis IHHodhapm-
YkpaiHa»

22, 3miHa Ha3BU Micusa NPoBeAeHHS KNiHIYHOro BUNPOGYBaHHA [0 NPOTOKOJ/TY KNiHIYHOTO AOCNigKEHHSA
«BbaraToueHTpoBe, paHaOMi30BaHe, NoABilHe cine, niauebo KOHTPOIbOBaHE KAiHiYHe aocnigkeHHs 3b chaszm
015 OUiHKM edDEeKTUBHOCTI Ta 6e3neyHOoCTi NPU3HAYEHOro MiALWKIPHO rycenbKyMaoy Yy nauieHTiB 3 akTUBHUM
ncopiaTU4HMM apTPUTOM, SIKi paHille Manu HeoCTaTHIO BignoBiab Ta/abo HenepeHoCUMICTb NiKyBaHHSA OAHUM
3 iHri6iTOpIB hakTopy HEKPO3Yy NyX/IMH anbax», kog, aocnigpkeHHs CNTO1959PSA3005, 3 nonpaskot 1 Big
12.05.2022 p.; cnoHcop - «AHCCEH ®APMALIEEBTUKA HB», Benbris

3adaBHUK - «AHCCEH ®APMALIEBTUKA HB», Benbris

iH(papKkTHOrO Ta peBMaToJIOriyHOro npodisnto,

BYNO CTANIO
O.M.H., npod. ApemeHko O.b. O.M.H., npod. ApemeHko O.b.
KomyHasbHe HekomepLiiHe nignpuemcTBo | KomyHasibHe HekomepLiiHe nigNnpUeEMCTBO
«KniBcbka  Micbka  KiiHiuHa  nikapHs  Ne3» | «KuiBcbka  Micbka  KniHiyHa  nikapHs  Ne3»
BMKOHABYOro oOpraHy KWiBCbKOI MICbKOT pajum | BUKOHABYOrO oOpraHy KMIBCbKOI  MiCbKOi  pagu
(KviiBcbkoi  MicbkOT  gepxaBHOi  afaMiHicTpauil), | (KUiBCbkOi  MiCbKOI  AepxaBHOT  afMmiHicTpauii),
KapaionoriyHe BiAfiNneHHs 3 nanaTtoro | BigaineHHa Tepanii, HauioHanbHWiA MeanMYHWIA
iHTEHCMBHOI Tepanii, B T. 4. 3 nbKkamu | yHiBepcuteT imeHi O.0O. Boromonbus, kadegpa

BHYTPIWHLOT MeanumHN Ne3, M. Knis

HauioHanbHWii MmeguuHuii yHiBepcuteT imeHi O.O.
BoromonbLs, kadeapa BHYTPILLHLOT MeAnLmMHM Ne3,
M. Kui

23. OHoBeHuit npoTokos ROR-PH-301 (APD811-301), 3 iHKOpnopoBaHoto nonpaskoto 5 Big, 14 rpyaHa
2022 poky; Bpowypa pocnigHuka PaniHenar (APD811), BugaHHA 12 Big 19 rpyaHsa 2022 poky,
aHrniicbkoto MoBo1o; IHchopmauiviHuia nucTok i hopma 3roam, Bepcia V6.0UKR(uk)1.0 Big 02 6epe3Hs
2023 pokKy, nepeknapg, ykpaiHcbKoo MoBolo Big 08 6epe3Hsa 2023 poky; IHhopmauiiiHuii nucToK i hopma
3roau, Bepcia V6.0UKR(ru)1.0 Big 02 6epe3Hs 2023 poky, nepeknag pociiicbkoio MoBok Big 08
6epe3Ha 2023 poKy [0 NpoOToKoAy KAiHiYHOro pgocnigkeHHs «ADVANCE OUTCOMES pocnigkKeHHs
edpekTMBHOCTI Ta 6e3neyHOCTi paniHenary, CnpaMoBaHe Ha NoNINWeHHS pe3ynbTaTiB NikyBaHHA NauieHTiB i3
NlereHeBol0 apTepiasibHo rinepTeH3ieto», ko aocnigxkeHHs ROR-PH-301 (APD811-301), 3 iHKOprnopoBaHo
nonpaskoo 4 Big 25 uyepBHA 2021 poky; cnoHcop - «HOHalitenq Tepam'ioTikc KopnopeiiwH» (United
Therapeutics Corporation), United States

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



24. NMoaoBXeHHs TPUBAJIOCTI NPOBeAEHHS KNiHIYHOro BUNPOGYBaHHA B CBITi Ta B YKpaiHi Ao 31 rpyaHa
2024 p.; 3pa3ku eTUKETOK ANnsA YKpaiHu, octaTouHa pegakuia 2.0 Big 17 6epesHa 2023 p., nepeknag, 3
aHrNifcbKoi MOBM Ha YKpaiHCbKY MOBY Bif, 22 6epe3Hs 2023 p.; AAMiHICTPATUBHMWIA NIUCT-PO3’ACHEHHS
BiA 19 ciuHAa 2023 p. o NMpoTtokony kniHiyHoro gocnimkeHHs PTK0796-CABP-19302, peagakuis 5 Big 19
nuctonaga 2020 p., CTOCOBHO TPUBAJIOCTI AOCNIMKEHHA; AQMiHICTPATUBHUI JINCT-PO3’ACHEHHS Big 12
cepnHa 2022 p. po MNpoTtokony KhiHiuHoro pgocnipxkeHHa PTK0796-CABP-19302, pepakuis 5 Big 19
nuctonaga 2020 p., Ta 3paskiB €TUKETOK [OCAIfKYBAHOIO J1iKApCbKOro 3aco0y CTOCOBHO YMOB
36epiraHHA OoMagauuKiHy [0 MNPOTOKO/Y KIIHIYHOTO [OChimkeHHs «baratoueHTpoBe paHAoMi3oBaHe,
NoABIMHO Ccnine MOpPiBHA/IbHE  AOCNIAKEHHS 6Ge3neyYyHOCTi W edeKkTMBHOCTI  OMapauukiiHy Ta
MOKCUdDNIOKCALMHY, WO 3aCTOCOBYHTHCS BHYTPILUHLOBEHHO ab0 nepopasibHO MpW iKyBaHHI AOPOCNX
nauieHTiB i3 HerocnitasibHOW 6GakTepiasibHO MHeBMoHie (lllb hasa kniHiYHUMX BUNpPOBYBaHb)», KoO4
pocnipkeHHss PTKO0796-CABP-19302, pepakuis 5 Big 19 nuctonaga 2020 p.; cnoHcop - «[llapaTek
dapmacsbloTikan3 IHkopnopeinTea» [Paratek Pharmaceuticals, Inc.], CLUA

3aasHuK - TOBAPUCTBO 3 OBEMEXXEHOIO BIAMOBIAANBHICTHO «Ml EC AA-YKPAIHA»

25. 3miHa BignoBiganbLHOro AocnigHukKa y Micui npoBeAeHHA KJiHIYHOro BUNPOOYBaHHS Ta 3MiHa
HasBM Micusli npoBeAeHHs1 K/NiHIYHOro BUMPOOYBaHHA [0 MPOTOKO/Y K/IHIYHOrO  [OC/iIKEHHS
«PaHgomizoBaHe, 6aratoueHTpoBe, NoABiliHe cine, nnauebo-koOHTPoNbOBaHe AOCIMKEHHS TPETLOT dhasmn y
napanenbHuX rpynax gas BMBYEHHS ehekTMBHOCTI Ta 6e3nekn npenapaty CSL112 y nauieHTiB 3 rocTpum
KOPOHapHUM CUHAPOMOM», Kog, AocnimkeHHs CSL112_3001, sepcia 3 nonpaBkot 1 Big 10 BepecHa 2019
poKy; cnoHcop - CSL Behring LLC, United States

3anBHVK - TOBApUCTBO 3 06MEXEHOI0 BiANOBigasibHICTIO «/TABKOPTT KMIHIKA AEBE/NIOMMEHT YKPAIHA»

BYNO CTANIO
A-M.H., npod. Kusk HO.I". nikap NadiHcbka O.€.
KomyHasibHa Micbka KiiHiuHa nikapHAa wBugkoi | KomyHanbHe  HekomepuiiiHe  nignpuemcTBO
MeAuYHOI gonomoru M. J/lbBoBa, KapgionoriyHe | «/IbBiBCbke TepuTopiasibHe Megu4yHe

BigAineHHa ana iHpapKTHUX XBOPUX, JIbBIBCbKUIA | 06’€AHAHHA «bararonpodinbHa KniHiYHa
HauioHanbHuiAi  MeguyHWin  yHiBepcuTeT  IMeHi | nikapHA iHTEHCUBHUX MeTOAIB JliKkyBaHHA Ta
JaHunna MNanvubkoro, kagpeapa CiMenHoi MegnuMHN | WUIBUAKOT MeAUYHOT [OMOMOru», BigAineHHA
hakynbTeTY NICAAAMNIOMHOT OCBITU, M. J1bBIB Kapgionorii Ta penepdysiiiHoi  Tepanii,
JIbBIBCbKWI HaUiOHa/TbHWIE MEeAWNYHWIA YHiBEpCUTET
iMeHi [aHnunna [anmupkoro, kadegpa CiMmeiHol
MeauumHK  dpakynbTeTy NiCASANNAOMHOI  OCBITH,
M. JIbBiB

26. bpouwypa pocnigHuka Durvalumab (MEDI4736), BupaHHa 18 Big 01 nuctonaga 2022 poky,
aHrniicbKow MOBOIO; lofaToK A0 NPOTOKONy PekomeHAauil Woao KOHTPOIK TOKCUYHOCTI (TMGs),
Bepcis Big 28 )XoBTHA 2022 poKy, aHI/iliCbKOKO MOBOIO [0 NPOTOKO/TY KIHIYHOTO AoCNigpKeHHs «BigkpuTe,
baraToLeHTpoBe, MiXXHapoAHe AOCNIMKEHHA A1 OUiHKU [OBrOCTPOKOBOI 6e3neyvyHocTi Ta ethekTUBHOCTI Y
naLieHTiB, ki 3aCTOCOBYIOTb ab0 paHille 3aCTOCOBYBaUIM AypBaniymad 3a iHwumMu npoTokonamm (WAVE)»,
koA pocnigpxkeHHs D910FC00001, sepcis 4.0 Big 12 kBiTHA 2022 poky; cnoHcop - AstraZeneca AB, Sweden
3anBHuK - MignpuemcTso 3 100% iHo3eMHol iHBecTuLjeto «AVK'IOBIA PAC YkpaiHa»

27. OHoBneHwuiA MpoToKon KiHIYHOIrO AocnigKeHHs, Bepcia 4 Big 21 rpyaHa 2022 p., aHrnilicbKow
MoBOt0; 3pa30kK MociGHUKY 3 iHhopMOBaHOI 3rogun A1 yYaCHUKIB AOCIQKEeHHSA, YKPAIHCbKOI MOBOIO,
Bepcia 2.0 Big ciuHA 2023p.; 3pa3ok KepiBHULTBA N0 OTPMMaHHIO iHhopMOBaHOI 3rogu A4S y4acHULb
[OocnifXeHHs, pociicbKoK MOBOIO, Bepcif 2.0 Big ciuHAa 2023 p.; IHchopmauis gns nadieHta Ta doopma
iHpopmoBaHoi 3rogn Ansa YkpaiHu, aHrniicbKoio MoBoto, Bepcia 4.0 Big 27 nwTtoro 2023 p.;
IHcbopmauia gna nagieHta Ta popma iHhopMoBaHOT 3roan ANns YKpaiHu, YKpaiHCbKOK0 MOBOIO, Bepcis
4.0 Big 27 ntotoro 2023 p.; IHopmaLisa Ana nauieHTa Ta popma iHchopmoBaHOI 3roan ANA YKpaiHu,
pociiicbkoto moBoto, Bepcis 4.0 Big 27 niotoro 2023 p.; GO42784 dopma iH(hOpMOBaHOI 3roan Ha
BUKOPUCTAHHA Ta PO3KPUTTA iHopmauil Npo cTtaH 3[40pOB’A Mif 4Yac BariTHOCTI, ANA YKpaiHu,
aHrnificbkoo MoBoo, Bepcia 3.0 Big 22 niotoro 2023 p.; GO42784 dopma iHhopMoOBaHOI 3roan Ha
BUKOPUCTAHHA Ta PO3KpUTTA iHdopmauii npo cTaH 340pOB’A MNig yac BariTHOCTI, ANA YKpaiHw,
YKpaiHCbKOI0 MOBoOlo, Bepcifi 3.0 Big 22 nitoTtoro 2023 p.; GO42784 dopma iH(popMoOBaHOi 3rogu Ha
BUKOPUCTAHHA Ta PO3KpUTTA iHopmauii npo cTaH 340pOB’sA MNig Yac BariTHOCTI, ANA YKpaiHw,
pocilicbkolo moBoto, Bepcia 3.0 Big 22 ntotoro 2023 p.; 3aslyyeHHs J1IKAPCbKOro 3aco0y cynyTHbOI
Tepanii FosepeniHy auetar (3onapgekc, Zoladex, Goserelin acetate), imMmnnaHTaT y nonepegHbo
HanoBHeHOMY Wnpuui, 3,6 mr (BMpooHuK: ASTRAZENECA UK LIMITED, Benuka BpuTtaHis); 3asiyuyeHHs
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NikapcbKoro 3acoby cynyTtHboi Tepanii /leiinpopeniny auetart (Mpoctan SR DCS, Prostap SR DCS,
Leuprorelin acetate), TOpoLOK Ta PO3UNHHMK A8 cycneHsii gns iH'ekuiii B nonepegHbo HaNnoOBHEHOMY
wnpuui, 3,75 Mr nopoLuKy Ta 1 Mn ctepuibHOro posuynHHuka (BMpo6Huk DELPHARM NOVARA S.R.L.,
ITanifa); 3anyuyeHHA nikapcbKoro 3acoby cynyTHbOI Tepanii TpuntopeniHy auetaT (Aekanentun SR,
Decapeptyl SR, Triptorelin acetate), nopowok Ana npurotyBaHHs cycneHsii AnA iH’ekuii, nikapcbka
thopma 3 ynoBiNnbHEHUM BUBINIbHEHHAM, 3 Mr i po34yuHHUK (BUpo6Huk: IPSEN PHARMA BIOTECH,
®paHuif); KopoTka xapaKrepucTuka Ha Jikapcbkuidi 3aci6 Zoladex, iMnnaHTat y mnonepegHbo
HanoBHeHOMYy wnpwuui, 3,6 mr, Big 13 TpaBHa 2021 p., aHrnificbkoo MoBOLO; KOpoTKka XxapakTepmucTuka
Ha NnikapcbKuii 3acié Zoladex, imnaaHTar y nonepeaHb0 HanoBHEHOMY wwnpuui, 3,6 Mr, Big 13 TpaBHsA
2021 p., YKpaiHCbKOIO MOBOIO; KOpoTKa XapaKTepucTukKa Ha nikapcbkuii 3acié Prostap SR DCS,
NOPOLUOK Ta PO3UYUHHUK AN CycneHsil ansa iH'eKuiii B nonepegHb0 HanoBHEHOMY wwnpuyi, 3,75 mMr
NOPOLKY Ta 1 M/ CTEPUNBHOIO PO3UMHHUKA, Big 24 cepnHs 2020 p., aHrniicbkolo MoBOIO; KopoTka
XapaKkTepucTuka Ha fnikapcbkuii 3acié Prostap SR DCS, nopollok Ta pO34UMHHUK Ans cycneHsii ans
iH'eKUili B nonepegHbO HAaNOBHEHOMY LINpPULi, 3,75 Mr NnopoLiky Ta 1 M1 CTePMAbHOIO PO3UNHHUKA, Bif,
24 cepnHa 2020 p., yKpaiHCbKOI MOBO10; KOpoTKa XxapakTepucTuKa Ha nlikapcbkuii 3acio Decapeptyl SR
(AexanenTun SR, Triptorelin acetate, TpunTopeniHy aueTtaT), NOPOLIOK A/l NPUrOTYBaHHA CycrneHsii
AnAa iH’ekuii, nikapcbka thopma 3 ynoBiNlbHEHUM BUBINIbHEHHAM, 3 Mr, Big 27 kBiTHA 2022 p.,
aHrnincbKo MOBOIO; KopoTka xapakTtepucTuKa Ha nikapcbKkuii 3acié Decapeptyl SR (Aekanentun SR,
Triptorelin acetate, TpuntopeniHy aueTtart), NMOPOWOK ANS MPUroTyBaHHA cycneHsii AnA iH’ekuil,
nikapcbka oopma 3 ynoBinnbHeHUM BUBiINIbHEHHAM, 3 MT, Bif, 27 KBiTHA 2022 p., yKpaiHCbKOIO MOBOIO;
3pas3oK MapKyBaHHSs NiKapcbKoro 3acooy FosepeniHy ayeTar, imnjiaHTar y nonepeaHb0 HAaNnOBHEHOMY
wnpwuui, 3,6 Mr, yKpaiHCbKOI0 MOBOIO, Bif, 17 ntotoro 2022 p.; 3pa3ok MapKyBaHHS NiKapCbKOro 3acooy
NeiinpopeniHy auetaTt, MOPOLIOK Ta PO3UMHHUK p[NAAa CycrneHsii AnAa iH'ekuyin B nonepeaHbo
HanoBHEHOMY LnpuLj, 3,75 Mr nopoLuKy Ta 1 Ma CTEPUIILHOrO PO3YNHHMKA, YKPATHCBKOIO MOBOIO, Bif
17 nmoTtoro 2022 p.; 3pa3ok MapKyBaHHS NiKapCbKOro 3aco6y TpunTtopeniHy aueTtar, NMOPOLUOK ANA
NPUroTyBaHHA cycneHsii ansa iH’ekuii, nikapcbka dopmMa 3 ynoBifIbHEHUM BUBINIbHEHHAM, 3 Mr i
PO3UYMHHUK, YKpaiHCbKO MOBOIO, Big 30 cepnHa 2022 p. [0 NPOTOKO/Y KNiHIYHOTO [OCiAXKEHHSA
«PaHaomi3oBaHe, Bigkpute, 6araToueHTpoBe fochimpkeHHA a3 11l 3 ouiHKM edheKTUBHOCTI Ta 6e3MeyHOCTI
aj'toBaHTHOI Tepanil ripegecTpaHTOM NOPIBHAHO 3 a/'t0BaHTHOK eHAOKPUHHOK MOHOTepanieto 3a BU6opom
nikaps B NauieHTIB 3 eCTPOreH-pelenTop-no3nTuBHuUM, HER2-HeratnBH1UM pakoM MOJIOYHOT 3a/103U Ha PaHHIi
cTagii», ko gocnigxeHHs GO42784, sepcisa 3 Big 30 yepBHA 2022 p.; cnoHcop - @. XodhdhmaHH-J1a Pow JiTa,
LWsenuapisa (F. Hoffman-La Roche Ltd., Switzerland)

3anBHUK - ToBapucTBo 3 O6MexeHo BianosiganbHicTio «KOHTpaKTHO-A0CiAHMLBKA opraHizauis IHHoPapm-
YkpaiHa»



