JopaTtok

«Mepenik cyTTeEBMX MOMNpaBOK A0 MPOTOKONIB K/iHIYHUX BUNPOGYBaHb, PO3rAsHYTUX Ha 3acifaHHi
HTP Ne 38 Big 04.11.2021, Ha siKi 6y oTpUMaHi NO3UTUBHI BUCHOBKMN €KCNepPTiB.»

1. Jocbe pocnimKyBaHOro sikapcbkoro 3aco6y ARGX-113 with rHUPH20 po3uuH gnsa nigwkipHux
iH’ekuiii Bepcina 4.0 Big 28 TpaBHA 2021p., aHINiNCbKOIO MOBOIO; lOCbE [OCNiIfKYBAHOIO 1iKapCbKOro
3acoby ARGX-113 with rHuUPH20, nnaue60 [o po3uvHy Ans NigWwKipHUX iH’eKuin, posgin P Drug
Product, Bepcis 4.0 Big 28 TpaBHsA 2021p., aHrNilicbKOK MOBOLO; [lOCbE AOCNIOKYBAHOIO NiKAapCbKOro
3aco6y ARGX-113 with rHUPH20, po3uuH ana nigwkipHux iH’ekui, Appendices rHUPH20, Bepcisa 4.0
Big 28 TpaBHA 2021p., aHrNificbKOO MOBOIO; 3a/lyueHHA A0[AaTKOBOI BUMPOGHWUOT AinAHKu: Vetter
Pharma-Fertigung GmbH & Co. KG, HimeuuunHa: Vetter Pharma-Fertigung, Helmut-Vetter-Str. 10, 88213
Ravensburg, Deutschland; PekomeHgauii gnA nauieHTiB WOAO0 TPaHCMOPTYBaHHA [OCiAXKYBaHOro
npenapary, iioro 36epiraHHs B AOMalUHiX yMOBax i MOHITOPUHIY Temneparypu, Bepcia 6.0 Big 07
uepBHA 2021p., aHrnificbkolo MoOBOI; PekomeHgauii ANA nauieHTIB WOAO0 TPaHCNOPTYBaHHSA
JocnipKyBaHoro npenapary, iioro 36epiraHHA B [OMaLIHiIX YMOBaX i MOHITOPUHIY Temneparypu,
Bepcia 6.0 Big 07 uepBHA 2021p., nepeknag YKpaiHCbKOIO MOBOIO Bifi 28 uepBHA 2021p.; PekomeHaauii
ANA NauyieHTiB WoA0 TPaHCNOPTYBaHHA AOC/iAKYBaHOro npenapary, horo 3éepiraHHs B JOMaLUHIX
ymMOBax i MOHITOPUHIy Temnepatypu, Bepcis 6.0 Big 07 uepBHa 2021p., pocilicbkolo MOBOIO Big, 28
uepBHAa 2021p.; Argenx BVBA_ARGX-113-1802_ADHERE MMoctep B.1 R3 05 kBiTHA 2021 p.,
aHrniicbkolo MoBoto; Argenx BVBA_ARGX-113-1802_ADHERE_[MocTtep B.1_R3_05 kBiTHA 2021 p.
nepeknag YykpaiHCbko MoBot Big 17 uepBHa 2021p.; Argenx BVBA_ARGX-113-
1802_ADHERE_IMocTtep B.1_R3_05 kBiTHA 2021p, nepeknag Ha pociiicbKy moBY Big 17 uepBHsa 2021p.;
Argenx BVBA_ARGX-113-1802_ADHERE_/lucTt-nogska_B.1_R1 23 nwTtoro 2021p., aHraiiicbkoro
moBoto; Argenx BVBA_ARGX-113-1802_ ADHERE_JIucTt-nogsika_B.1_R1_23 nioTtoro 2021p., nepeknap,
Ha YyKpaiHCbKy MoBYy Biag 17 uyepBHa 2021p.; Argenx BVBA_ARGX-113-1802_ADHERE_/luct-
noagsaka_B.1_R1_23 niotoro 2021p., nepeknag Ha pociiicbky moBy Big 17 uepsHsa 2021p.; ARGX-113-
1802_CIDP_Bpouwypa nauieHTa_Pepn.1_R4_05 kBiTHA 2021p., aHrniiicbkoiro moBot; ARGX-113-
1802 _CIDP_bBbpouypa nauieHta_Pea.l R4 05 kBiTHA 2021p., nepeknap Ha yKpaiHCbKy MOBY Bif 21
yepBHA 2021p.; ARGX-113-1802_CIDP_Bpolwypa nauieHta_Pep.1 R4 05 kBiTHA 2021p., nepeknapg, Ha
pociiicbky mMoBY Big 21 uepBHA 2021p.; ARGX-113-1802 CkpiHWOTU p[opaTKy-iHCTPYKUii Aans
npoBeneHHs Tenesi3uTiB ANA nauieHTa Bepcia 1 Big 25 TpaBHA 2021p., YKPAiHCbLKOIO MOBOIO;
ARGX-113-1802 CKpiHIWIOTN JO[aTKY-iHCTPYKLiT ona npoBefeHHA TenesisuTiB ANA nauieHTa Bepcia 1
Bif, 27 TpaBHA 2021p., pociiicbKolo MOBOI0; NMoaoBXeHHA TepMiHY NpUAaTHOCTI BignoBigHOro nnayeoo
[0 AocnimpKyBaHOro fnikapcbkoro 3aco6y ARGX-113/rHUPH20, po3uuH gnsa nigwkipHux iH’ekuin go 30
MicAuiB; MogoBXeHHA  TepMiHy NpuUAATHOCTI  AOCNIAKYBAHOrO  JliKAPCbKOro  3acoly
ARGX-113/rHUPH20, po3uurH ansa NigwKipHUX iH’€KLiii,165 mrimn go 24 micauis; MogoBXeHHA TepMiHY
npuaaTHOCTI AocnigpKyBaHOro nikapcbkoro saco6y ARGX-113/rHuPH20, po3uuH ana nigkipHux
iH’ekuiin, 180 mr/imn go 18 micsAuiB 40 NPOTOKOAY K/iHIYHOIO BUNpobyBaHHA «JocnimkeHHs 2-oi has3n ans
OUiHKM edheKTMBHOCTI, 6e3MneYyHOoCTi Ta nepeHocumocTi npenapaty Edrapririmog PH20 gna nigwkipHoro
BBEJEHHS Y AOPOCNNX NAaLIEHTIB i3 XPOHIYHOK 3anasibHOK AeMieiHi3yoUoto noniHenponariero (X340M)», kog,
pocnipkeHHa ARGX-113-1802, sepcisa 4.0 Big 30 nuctonaga 2020 p.; cnoHcop - argenx BVBA, Belgium/
apopxeHkc BBBA, benbris

3anBHuWK - ToBapucTeo 3 ObmexeHot BignosigasbHicTio «KoHTpakTHO-JocnigHnubka OpraHisauis IHHogapm-
YkpaiHa»

2. 3any4yeHHs AoAaTKkoBOro AocNigKyBaHOro nikapcbkoro 3acooy BancapraH-TEBA Ta6neTku, BKpUTI
nNNiBKOBOK 060/10HKOIO, No 80 mr, no 10 Ta6neToK y GnicTepi, no 3 6icTepu y KapTOHHIl KOpooLi;
BUpo6HuK: BALKANPHARMA - DUPNITSA AD 3 Samokovsko Shosse Str., Dupnitsa, 2600, Bulgaria;
IHCTPYKUiIA NO BUKOPUCTAHHIO NMiKapCbKOro 3acoby AnA nauieHTiB BancaptaH-TEBA no 80 mr, no 10
TabneTok y Gnictepi, no 3 GicTepu y KapTOHHIA KOpoO6Li, yKpaiHCbKOI MoBoto Bepcia 1.0; JopaTtok
ANA YKpaiHu A0 NPOTOKONYy KAiHiYHOro BuUNpoGyBaHHA, Bepcia 1.0 Big 10 BepecHs 2021 poky,
aHrNiNcbKO MOBOLO; OHOBJ/IEHWUIA 3PAa30K CNPOLLEHOr0 MapKyBaHHA 3apeecTPoOBaHUX AOCAIgKYBaHMUX
nikapcbkux 3aco6iB BancaptaH, JlisuHonpun Big 30 BepecHs 2021 poKy, YKPaiHCbKOK MOBOI [0
NPOTOKOMY  K/IHIYHOrO  JocnifpKeHHs «MbkHapogHe, paHgoMi3oBaHe, MOABiiHE cnine, nnaue6o-
KOHTPO/IbOBaHe AochigxeHHs da3nm 3 3 MEeTOK OUHKA BM/IMBY LUKAOCWUIKATY LMPKOHIO HaTpilo Ha
nporpecytyy XpoHiuHy HUPKOBY HepocTaTHICTb (XHH) y yyacHukiB 3 XHH Ta rinepkasniemieto abo i3 pusnkom
rinepkaniemii», kog gocnigxeHHs D9488C00001, sepcisi 1.0 Big 24 yepBHs 2021 poky; CnoHcop - AstraZeneca,
AB, Sweden

3asABHVK - TOB «<ACTPA3EHEKA YKPAIHA»



3. Locbe pocnipxyBaHOro nikapcbkoro 3zacody Mobocertinib, Bepcia 4.0 Big 17 BepecHa 2021 p.,
aHrniicbkolo MoBoOlo; MoAoBXeHHA TepMiHy NpuMAAaTHOCTI [ocnigkyBaHOro nikapcbKoro 3acoby
Mobocertinib, 40 mMr, npenapart y kancynax, ¢sakoH mictutb 30 kancyn, 3 30 go 36 micAuiB 0
MPOTOKO/Y KNiHIYHOTo JOCNIAXKEHHSA «PaHaoMi3oBaHe, 6araToLeHTpoBe, Bigkpute gocnigpkeHHsa dasu Il ana
OUiHKM edpekTuBHOCTI npenapaty TAK-788 B akocTi Tepanii nepLloil NiHii y NOPIBHAHHI 3 xiMioTepanielo Ha
OCHOBI NpenaparisB NJaTUHW Y NaUIEHTIB i3 HEAPIOHOKNITUHHMM PaKoOM NIEreHi 3 iIHCepUinHMMK MyTauismn y 20-
My €eK30Hi reHa peuenTopa enigepmasibHoro dpakropa pocty (EGFR)», kog pocnigkeHHs TAK-788-3001,
Bepcis i3 nonpasKoto 6 Bifg 22 ciuHa 2021 p.; cnoHcop - MinneHHiym ®apmacbtoTtikans, IHk., CLUA (Millennium
Pharmaceuticals, Inc., USA)

3asaBHUK - ToBapncTBO 3 O6MeEXeHOo BignosiganbHiCTio «kKoOHTpakTHO-JocnigHnubka OpraHisauis IHHodhapM-
YkpaiHa»

4. OHOB/IEHMII NPOTOKOJ1 K/iHIYHOTO AocnigkKeHHA 3 nonpaBkoto 01, Bepcis 1 Big 30 cepnHs 2021 poky,
aHrNiicbKkolo MOBOK; 3pa3oK MapKyBaHHSI YNaKOBKW [OC/ifAKYBaHOro JliKapCbKOro 3acoby
Rilzabrutinib 400 mr a6o nnaue60, Bepcisa Big 31 cepnHA 2021 poky, YKpaiHCbKOK MOBOIO 10 NPOTOKO/Y
KMIHIYHOTO  gocnimpkeHHs «PaHgomizoBaHe, noAgiliHe cnine, nnaueb0-KOHTpoO/IboBaHe, 12-TWHeBe
OOC/iMpKEeHHs, W0 NPOBOANTLCA B NapasieNlbHMX rpynax 3 MeTol niaTeepakeHHs koHuenuii (MK), Ansa ouiHkm
ehekTMBHOCTI, 6e3Me4YHOCTi Ta NEePEHOCMMOCTI PUN3abpyTUHIGY B y4acHMWKIB i3 GPOHXia/IbHOK acTMOH
cepeaHbOro Ta BaXKKOro CTYMeHs TSHKKOCTI, SKi He40CTaTHbO [,06pe KOHTPOJIOTLCA Tepanieto iHranAUinHMM
KopTukocTepoigamu (IKC) nntoc 6eTa-2-agpeHeprivHMMm aroHictamm Tpmsasoi gii (BATA)», ko, 4OCIIKEHHS
ACT17208, Bepcis 1 Big 16 yepBHA 2021 poky; cnoHcop - sanofi-aventis recherche & developpement, France
(CaHodhi-ABEHTIC peluepLl e gesesionmaH, ®paHLis)

3asiBHUK - TOB «CaHoi-ABEHTIC YKpaiHa»

5. OHOBMEHUiA NPOTOKOJ/ KiiHiYHOro pocnigpkeHHs ANAM-17-21, octatouHa pepakuis 4.A Big 03
BepecHs 2021 p.; CuHoNcUC OHOB/IEHON0 MPOTOKOJY KAiHiYHOro gocnimkeHHss ANAM-17-21, octaTouHa
pepakuis 4.A Big 03 BepecHs 2021 p., nepeknag 3 aHrMiicbKoi MOBY Ha YKpPaiHCbKY MOBY Bif, 04 )XOBTHA
2021 p.; IHchopmauisa ana nauieHta Ta cpopma iHhopMoBaHOi 3roau, octaToyHa pepgakuia 3.0 ansa
YKpaiHu Big 30 BepecHs 2021 p., ocTaTOYHUIA NepeKsiag 3 aHrNifiCbKOI MOBU Ha YKpaiHCbKY MOBY Big 15
)XOBTHSA 2021 p., OCTaTOUHWI Nepeknag, 3 aHrMiicbKOI MOBU Ha POCilicbKy MOBY Big, 15 )xoBTHA 2021 p.;
onutyBanibHUK "Bawe 3g0poB’a Ta camonouyTta" (SF-12v2), BanigoBaHa pepakuifi yKpaiHCbKOIO
MOBOIO A1 YKpaiHu Big 2004 p., BasligoBaHa pefakLisi poCiiCbKO0 MOBOIO A/1 YKpaiHu Big 25 nunHa
2016 p.; Popma NOBIAOMIEHHA NPO nepegayvy iHpopmauii gna 3B’A3KY 3 yYaCHUKOM A0C/iAKEeHHSA 3a
npotokosiom ANAM-17-21, octatouHa pegakuis Big 20 BepecHs 2021 p., ocTaTO4HUIA nepeknag 3
aHrNificbKoi MOBM Ha YKpaiHCbKy MoOBY Bifg 15 xoBTHA 2021 p. octaToOuHMiT nepeknag 3 aHrNiNcbKoi
MOBM Ha pocilicbKy MoBYy Bif 15 »OBTHA 2021 p.; 3miHa Ha3BM MicUA NPOBeAEHHA K/iHIUHOro
BOCNiMKEeHHA [0 NPOTOKONY KNiHIYHOro BUNpobyBaHHA «baraToLeHTpoBe paHAoMi3oBaHe, NoABIHO chine,
nnauebo-KoOHTpoNboBaHe pocnigdxkeHHa |l dasun, Wwo npoBoAUTLCA 3 METOK OLHKM eqIEKTUBHOCTI Ta
6e3neyHOCTi aHaMopesiHy rigpoxiopuay, Sknii 3aCTOCOBYETLCA AJ/18 NONOBHEHHA AediunTy Macu Tina Ta
NiKyBaHHS aHOPEKCIi, W0 PO3BMHY/INCA Ha (POHI NOWMPEHOro HeApPiGHOKTITUHHOIO paky NereHi B 4OPOC/mMX
navieHTiB», kog gocnimkeHHs ANAM-17-21, octaTouHa pegakuia 4.0, Big 22 6epes3Hs 2021 p.; CAOHCOp -
«XencuuH Xenckea CA» [Helsinn Healthcare SA], LBeliyapis

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

BYNO CTANIO
K.M.H. Hedhdpa M.1O. K.M.H. Hedpdpa M.HO.
KomyHanbHe HekoMepLUinHe nignpuemcTBo | KomyHasbHe HeKoMepLiiHe nigNnpUeEMCTBO
XapkiBcbKoi 06nacHoi pagn «O6acHUn KiHIYHWIA | XapKiBCbkoi 06n1acHoi pagn «O6nacHUiA KAiHIYHWIA
cneuianizoBaHuii gucnaHcep pagiauiiHoro 3axucTy | crneuianizoBaHuii gucnaHcep pagiauiiHoro 3axmcty
HacesieHHs», XipypriyHe BigaineHHs, M. Xapkis HacesleHHs», XipypriyHe BifAiEHHSA 3
OHKOJIOTiIYHMMMU NiDKKamu, M. XapkisB

6. Jocbe pocnimxyBaHoOro nikapcbkoro 3aco6y Hinokanima6é (M281), posgin 2.1.S «Cy6cTtaHuis
nikapcbkoi pevoBuHu» (“Drug Substance”), Big cepnHA 2021 poky aHrnificbko MoBOH; Jocbe
JocnimpxyBaHoro nikapcbkoro 3aco6y Hinokanima6 (M281), posgin 2.1.P «JlikapcbKuii 3aci6» (“Drug
Product”), Big cepnHsa 2021 poKy aHrnificbKoo MoBOI0; JOCbLE AOCNIAKYBAHOIO J1iKAPCbKOro 3acoby
Hinokanima6 (M281), po3gin 2.1.A «Jopatkn» (“Appendices”), Big cepnHa 2021 poKy aHrnilicbKoto
MoBoO10; MoAoBXeHHA TepMiHY NPUAATHOCTI AOCNiAKYBaHOro nikapcbkoro 3aco6y Hinokanimao (M281;
JNJ-80202135), po3uuH ansa iHdysiii, 30 mr/mn y cpbnakoHi 3 12 go 18 micAuiB 40 NPOTOKOAY KAiHIYHOTO
pocnimpkeHHs «EeKTMBHICTb Ta 6e3neyvHicTb npenapaty M281 y AopoCAuxX nauieHTiB 3 ayTOIMyHHOH

2



reMo/liTUYHOK aHeMIElD 3 TENMOBMMM aHTUTIIaMK: GaraToLEeHTpOBe, paHAoMi3oBaHe, MoABiliHe chine,
nnauebo-KOHTPOIbOBaHe AOCMNIMKEHHS i3 TPUB&/IMM  BIiOKPUTUM  A0A4ATKOBUM  OOCNILKEHHAM», KOZ
pocnipkeHHa MOM-M281-006, sepcisa 3 nonpaskoto 4.0 Big 20 kBiTHA 2021 poky; cnoHcop - Janssen
Pharmaceutica NV («fHcceH ®apmaueBTuka HB»), benbris

3asaBHuK - TOBAPUCTBO 3 OBMEXEHOK BIAMOBIJAIBHICTIO «®APMACBLIOTIKAT PICEPY
ACCOYLWWVENTC YKPAIHA» (TOB «®PA YKPAIHA»)

7. LonoBHeHHA A0 Popmu iHhopMOBaHOI 3rogu: 3roga Ha NPOBeAEHHA a/lbTEPHATUBHUX BIi3UTIB Y
MeXxax gocnigpkeHHsa nig yac naHgemii COVID-19, Bepcisa 1.0 gnsa YkpaiHM YKPaiHCbKOK Ta POCiliCbKO0
moBamu Big, 06 cepnHsa 2021 p. Ha ocHoBI MaiicTep-Bepcii fonoBHeHHA 1 ao dopmu iHhopmoBaHOI
srogn wopo COVID-19 ana pocnimkeHHsa GN41791, Big 22 Gepe3Hsa 2021 p.; Kaptka yudyacHukKa
BocnifmxkeHHA, Bepcisa 2 Big 30 6epe3HA 2021 p., yKpaiHCbKOK Ta pocilicbkolo moBamu; Bpowypa ans
yyacHuKa pocnigxeHHs, Bepcis 2 Big 30 6epe3Ha 2021 p., yKpaAiHCbLKOK Ta POCifiCbKOIO MOBaMW;
Moci6HuK i3 gocnigkeHHs, Bepcia 2 Big 30 6epe3Ha 2021 p., YKPAIHCbKOIO Ta POCIiCbKOKD MOBaMu;
IHCTpyKUiA Woao npouesypu oTpumaHHsa iHchopmoBaHoi 3rogn, Bepcia 2 Big 30 6epesHsa 2021 p.,
YKpaiHCbKOIO Ta pociiicbkoio MmoBamu; lNepenik cynyTHiX maTtepianiB Ans nokpaweHHss KoMmdopTty
yyacHuKa gocnimpkeHHs nig 4yac Bi3vTiB, Bepcia 1 Big 23 rpygHa 2020 p., aHrNilicbKOlO MOBOIO [0
NPOTOKOAY KiHIYHOTO BUNPOGYyBaHHS «BATFATOLIEHTPOBE PAHOOMI3OBAHE MOABIAHE CAIME
JOCNIMKEHHA ®A3U 11l Y MAPANENBHUX TPYMAX 3 NOABIAHAM KOHTPONEM MMALIEEO A4
OUIHKN E®EKTMBHOCTI TA BE3MNEYHOCTI ®PEHEBPYTUHIBY MOPIBHAHO 3 OKPE/I3YMABOM Y
JOPOCNINX NAUIEHTIB 3 MEPBUHHWMM TMPOIMPECYHOUYNM PO3CIAHAM CKNEPO30OM», kop,
pocnipkeHHss GN41791, Bsepcis 3 Big 09 BepecHss 2020 p.; cnoHcop - d.XoddmaHH-JIa Pow /T4,
LLiBeiiyapis

3aaBHUK - TOBApPUCTBO 3 0OMEXEHOI0 BifNoBiAa/IbHICTIO «PoL YKpaiHa»

8. 3anyueHHsa AoAaTtkoBUX Micub MpoBeAeHHs BUNpPoOyBaHHA; Byknetr nauieHTa, Bepcia 1.0 Big
01.09.2021p. yKkpaiHCbKOIO MOBOIO; MOCIGHUK yyacHuKa pocnimxeHHs, Bepcia 1.0 Big 01.09.2021p.
yKpaiHCbKOlo MoBoto; Peknamuuii cnaep, Bepcia 1.0 Big 01.09.2021p. ykpaiHCbKOIO MOBOK [0
NMPOTOKOMY  K/IHIYHOrO  JocnifpkeHHs «MbkHapogHe, paHgoMi3oBaHe, MOABiiHE cnine, nnaue6o-
KOHTPO/IbOBaHe AocChifgxeHHA ®Pa3nm 3 3 MeTOK OLiHKA BM/MBY LUKNOCUMIKATY LUPKOHIO HATPilo Ha
NporpecyYy XpoHiuHy HMPKOBY HepocTaTHICTb (XHH) y yyacHukiB 3 XHH Ta rinepkasiemieto abo i3 pusnkom
rinepkaniemii», kog gocnigxeHHs D9488C00001, sepcis 1.0 Big 24 yepBHs 2021 poky; cnoHcop - AstraZeneca,
AB, Sweden

3asBHUK - TOB «ACTPA3EHEKA YKPAIHA»

No M.l.6. BignoBigabHOro gocnigHmka
n/n Ha3Ba MicLs NpoBeAEeHHSA K/iHIYHOro BUNPOOYBaHHS

1 | A.M.H., npocp. BinbyeHko O.B.

KomyHanbHe HekomepLiliHe nignpnemcTBo «Micbka KiHIiYHa NikapHs LWBMAKOT Ta HEBIAKIaAHOT MeaUYHOT
gonomory im. npodp. O.l. MewaHiHoBa» XapkiBCbKOI MICbKOT paju, TepaneBTUYHe BiagiieHHa Nel 3
HedpOoNoriYHMK NibkKaMu, XapkiBCbka MefuyHa akafgeMisa nicnsaguMniomHoi OcBiTH, Kadeapa Tepanir,
Hedpoorii Ta 3arafibHO| NPaKTUKM-CIMERHOT MeaNLMHN, M. XapKiB

2 | A.M.H., npod. KonecHuk M.O.
KniHika pepxaBHOI ycTaHOBU «IHCTUTYT Hedpponorii HAMH Ykpainu», BigfineHHs amb6ynatopHoi
Hedoponorii, gianisy Ta IT 3abe3neyeHHs, M. Knis

3 K.M.H. BuwiHuBeUbkuii 1.1
KomyHasnbHe niganpruemcTtBo «JlikapHs Noel» XXUTOMUPCHKOT MICbKOI pajn, KOHCYNbTaTUBHO-/TiKyBaslbHe
BiA4iN1eHHs «HaykoBO-A0CAIGHNLBKMI LEHTP», M. XKutomnp

4 O.M.H. lcaeBa Il'.C.
KniHika gepxaBHOi ycTaHOBW «HauioHabHWUiA iIHCTUTYT Tepanii imeHi J1.T.Manoi HauioHanbHOT akagemii
MEAMYHNX HayK YKpaiHu», B4 KOMMIEKCHOTO 3HWKEHHS PU3NKY XPOHIYHMX HEeIHGEKUInHNX
3axBOpPIOBaHb Ha 6asi BigAiNeHHsi racTpoeHTepoorii Ta Tepanii, M. Xapkis

5 | nikap Manywak O.B.

KomMyHanibHe nignpuMeMCTBO «JlHiMponeTpoBCbka 06s1acHa KhiHiYHa fikapHA iM. | |, MeyHukoBa»
[HinponeTpoBCbKOI 06nacHOl paawn, BiadineHHsa Aianisy (XpOHIYHOro remopgianizy Ta ambynaTopHOro
Jianisy), IHINPOBCLKWI1 AepXXaBHWI MeNYHUIA YHiBEpcUTET, kadeapa yposorii, M. IHinpo

9. 3miHa BigNoBiAa/IbHOIO AOCNIAHMKA [0 NPOTOKO/Y KAIHIYHOrO AocnigpKeHHs «PaHAomi3oBaHe, NnoaBiliHe
cnine, nnauebo-KOHTPoIboBaHe AochimpkeHHA ha3n 3b AnA ouiHkM edekTUBHOCTI Ta 6e3nekn npenapaty




TRC101 y BMOBI/IbHEHHI MPOrpecyBaHHA XPOHIYHOro 3aXBOPKBAHHA HUPOK Y NauieHTiB 3 MeTaboniyHUm
aunao3om», kog gocnimkeHHs TRCA-303 (VALOR-CKD), 3 iHKOpnopoBaHo0 Nonpaskoto 2 Bif 18 nuctonaga
2020 p.; cnoHcop - «Tpaiiciga, IHk.» (Tricida, Inc.), USA.
3asBHIK - TOB «BOP/IABANL K/IHIKAM TPAINC YKP»

BYNO CTAJIO

A.M.H., npodp. Tonuii L1, K.M.H. Lep6aHb T.4.

[epxaBHa ycTaHoBa «HauioHa/ibHWIA IHCTUTYT | [lepxaBHa YycTaHOBa «HaLiOHa/IbHUIA  IHCTUTYT
Tepanii iMmeHi J1.T. Manoi HauioHanbHOI akagemii | Tepanii iMeHi J1.T. Manoi HauioHanbHOT akagemii
MeANYHUX HayK YKpaiHu», Biaain npodiiakTuky 1a | MeguvHuX Hayk YKpaiHu», Biggin npodiiaktuky 1a
NiKyBaHHS XBOPOO6 HMPOK MpU KOMOPO6IgHNX CTaHax, | NikyBaHHS XBOPO6 HMPOK NMpM KOMOPO6IAHUX CTaHax,
M. XapkiB M. XapkiB

10. Bpouwypa gocnigHuka, Bepcifa 15.0 Big 06 cepnHAa 2021 p., aHrNiiicbKoo MOBOLO; 3MiHa Ha3BU MicLb
npoBefeHHs KAiHIYHOrO BUNPOOYBaHHA [0 NPOTOKOMY KAIHIYHOrO  AocnimkeHHs «®asza 3b
6araToLeHTPOBOro, paHA0Mi30BaHOro, MOABINHO CAINOro, nnaue60-KOHTPONLOBAHOIO AOC/ILKEHHS LLIOAO
OLLiHKKN 6e3nekun fikyBaHHsA MimaBaHCEPUHOM y AOPOCANX Ta NII0Ael NOXMOro BiKy 3 HeliponcuxiaTpuyHUMm
CMMNTOMamMu, NOB'A3aHVMM i3 HelipoaereHepaTVBHUM 3aXBOPIOBaHHAM», ko4, AocnigpkeHHs ACP-103-046, 3
iHKOpnopoBaHol nornpaskoo 6, (oiHanbHa Bepcia 1.0 Big 23 nunHA 2019 p.; cnoHcop - «AKALIA
dapmacsbtoTikans IHk., CLLUA»(ACADIA Pharmaceuticals Inc., USA)

3anBHuK - TOB «BOPABAINA, KNIHIKAM TPAISIC YKP»

BY/NO CTAJIO

O.M.H., npodp. BeHrep O.IM. O.M.H., npod. BeHrep O.IM.

TepHoninbCbka o06nacHa KOMyHaslbHa KiiHiYHA | KOMyHasibHe HekomepLUiiHe niANpUEMCTBO
NCUXOHEeBpOo/sIorivyHa nikapHs, ncuxiatpuuHe | «TepHoninbCbka obnacHa KniHiyHa
BigaineHHa Ne2  (yonosiye) , ncuxiaTpuyHe | NCUXOHEBPOJOriyHa niKkapHsa» TepHoninbCbKoT

BigaineHHss Ne6 (kiHoue), [BH3 «TepHoONinbCbKWiA | 06NacHoi pagwn, ncuxiaTpuuHe BigaineHHs No2
AepxaBHWiA MeaNYHWIA yHiBEpCUTET iMeHI | (YonoBiue), ncuxiatpuuHe BigdineHHa Ne6 (KiHoue),

|.A.fopbaveBcbkoro MO3  YkpaiHu», kadegpa | TepHONiNbCbKUIA HaLjioHasTbHWIA MeLUYHWIA

ncuxiatpii, HapKonorii Ta MeguYHOI Ncmuxonorii, M. | yHiBepcuTeT iMmeHi |.A. FopbaveBcbkoro MiHicTepcTea

TepHoninb OXOPOHW 3[40pOoB'A YKpaiHu, kadegpa ncuxiarpil,
HapKoJorii Ta MegnYHoT NcMXos1orii, M. TepHonisib

4.M.H., npod. Pumwa C.B. 4.M.H., npodp. Pumwa C.B.

KomyHanbHuit  3aknag  «BiHHMubka  obnacHa | KomyHanbHe HekomepLiiiHe nignpuemcTBo

ncuxoHeBposorivyHa nikapHs iM.akag. O.1.H0weHka», | «BiHHMLUBbKA 06nacHa KiHiYHa MCUXOHEBPOJIOriYHA
BigaineHHa No7 (4yonosiue), BiggineHHa NelO | nikapHa iM. akag. O.l. HOweHka BiHHWLBKOT 06/1aCHOI
(kiHO4e), BIHHMLUbKMIA HauioHaNbHWIA MeguyHuiA | Pagu», BiggineHHs Ne7 (4onoside), NelO (kiHoue),
yHiBepcuTeT iM. M.I. MNnporoBa, kadeapa ncuxiatpii, | BiHHALbKWIA HaLiOHaTbHUIA MEAUYHUIA YHIBEPCUTET iM.

Hapkosorii Ta ncuxotepanii 3 Kypcom | M.I. TMuporosa, kadenpa ncuxiaTpii, Hapkonorii Ta
NicNsSAMNAOMHOI OCBITU, M. BiHHMUS ncuxoTtepanii 3 Kypcom nNicNsgunioMHoOT OCBITU, M.
BiHHMUA

11. MoaoBXeHHA TPUBAJIOCTI K/iHIYHOro BUNPOOYBaHHS B YKpaiHi Ta B CBiTi 40 28 ntotoro 2023 poKy 10
NMPOTOKONY KIIHIYHOTO [OCNIAKEHHSA «MikHapoaHe, paHAoMi30oBaHe, BigkpuTe AochifjkeHHs dasn 3 ang
ouiHkm npenapaty REGN2810 (aHTuTiNa go PD-1) nopiBHAHO 3 XiMioTepanielo Ha OCHOBI NpenaparTiB niaTuHu
AK Tepanii nepwoi NiHii B nNaujieHTiB i3 po3noBclomkeHuM abo metactatuyHuMm PD-L1-no3uTuBHUM
HepPiOHOKNITUHHUM pakoM fereHb», ko4 AocnimkeHHs R2810-ONC-1624, 3 iHKOpNnopoBaHOK nonpasko 9
Big 13 TpaBHsa 2020 p.; cnoHcop - Regeneron Pharmaceuticals, Inc., USA/ PepxeHepoH ®apmackioTikasnc, IHK.,
CLIA

3anBHUK - TOB «KniHiuHi gocnigkeHHs AKOH», YkpaiHa

12. focnigpxyBaHuii nikapcbkuii 3aci6: EHkopacdpeHi6, BiHimeTiHiO, MemGponizymad, Mnaue6o ans
eHKopadyeHioy, MNnaue6o ana GiHiMeTiHIOY JoaaloTbCA BUPOGHUKM BignoBiganbHi 3a BUNYCK cepii:
Pfizer Inc., USA, Pfizer Limited, United Kingdom g0 npoTokony KniHiYHOro gocnigpkeHHsa «PaHaomizosaHe
noAgiviHe cnine gocnimkeHHa a3n 3 eHkopacdpeHiGy Ta 6iHiMeTiHIOY B noegHaHHi 3 nembponizymabom y
MOpiBHAHHI A0 nnauebo B noedHaHHi 3 nembponizymaboM Yy MauieHTiB i3 MeTacTatuyHolo abo
HeonepabenbHOK MICLLEBO MOLUMPEHO MeslaHOMOW, MO3UTMBHOK A0 MyTauii BRAF V600E/K», kop



pocnipkeHHs C4221016, octaTouHa Bepcis npoTtokony, Monpaeka 1 Big 31 6epe3Ha 2021 poky; cnoHcop -
Mdpaiizep IHk., CLUA
3anABHuK - Mdpainzep IHk., CLUA

13. 3miHa BignoBiganbLHOro AocnigHMKa B MicLi NPpoBeAeHHA KNiHIUHOro BUNPOGYBaHHA [10 NPOTOKO/Y
KMIHIYHOTO JocnigpkeHHa «PaHgomisoBaHe, nodsiliHe cnine KaiHiYHe JocnimkeHHs dpasu 3 neMoposiisymady
(MK-3475) y komGiHauji 3 xiMioTepanieto y nopiBHAHHI 3 nnauebo y koM6GiHauii 3 ximioTepanielo B AKOCTI
NiKyBaHHs1 NepLo’i AiHii y nauieHTiB 3 HER2-HeraTnBHOO, NonepeaHbO HENiKOBaHO, HeonepabesibHOW abo
MeTacTaTUYHOK afeHOKapLUMHOMOH LYHKY abo racTpoesodareanbHoro 3'eaHaHHsa (KEYNOTE-859)», ko
pocnipkeHHss MK-3475-859, 3 iHkopnopoBaHoto nonpaskoto 04 Big 07 yepsBHst 2021 poky; cnoHcop - «Mepk
LWapn EHA Joym Kopn.», godipHe nignpuemcto «Mepk EHA, Ko., IHK.», CLUA (Merck Sharp & Dohme Corp., a
subsidiary of Merck & Co., Inc., USA)

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

BY/NO CTA/O
A.M.H. KonecHik O.0. A.M.H. OcTtaneHko 10.B.
HaujioHanbHuiA IHCTUTYT paky, BigdineHHs | HauioHanbHwuii IHCTUTYT paky, BifOi/1IeHHA
MasloiHBa3MBHOI  Ta  E€HAOCKOMIYHOI  Xipyprii, | ManoiHBa3WBHOI  Ta  €HAOCKOMIYHOI  Xipyprii,
iHTEpPBEHLiAHOT pagionorii, M. Knis iHTEepPBEHLUINHOI pagionorii, M. Kuis

14. Jocbe pocnigXyBaHOro Jiikapcbkoro 3aco6y TL-895, Bepcia 5.0, 17 BepecHa 2021 poky,
AHINIACBbKOID MOBOK [0 MPOTOKOMY K/IHIYHOrO gocnigpkeHHs «®dasza /Il pocnigpkeHHa neplioro
3acTocyBaHHSA y nogein npenapaty TL-895 3 eckanauieto f03W y NauieHTiB 3 peunanBHuMu/pedopakTepHMm
B-KMITUHHMMK  3/108KICHAMM ~ 3aXBOPIOBAHHAMM Ta i3 NogasibluMM  3aCTOCyBaHHAM Yy MaUIEHTIB 3
peunanBHuM/peddpakTepHMM  XPOHIYHUM  AiMddouuTapHUM  N1eiko3oM abo  peuunamBHo/pedpakTepHO
[OPIGHOKNITUHHOK nimdounTapHoo nimcomMoto», koa aocnipkeHHs MS200662_0001, sepcia 11.0 Big 27
TpaBHs 2021 poky; cnoHcop - «Tenioc ®apma, IHK» [Telios Pharma, Inc.], CLLA

3asBHUK - TOBAPUCTBO 3 0OMEXEHOI BigNoBigaLHICTIO «<MEAMEVC YKPAIHA»

15. OHOBNEeHUiI NPOTOKO/ KAiHiYHOro BunpoGyBaHHA PCI-32765CAN3001, nonpaBka INT-6 Big 13
cepnHsa 2021 poky aHrnificbkoo MoBoto; IHpopmaLia ana naugieHta Ta Popma iHhopmoBaHOi 3rogu
ANA YKpaiHn, Bepcia 11.0 Big 10 BepecHs 2021 poKy YKpaiHCbKOIO Ta POCifiCbKOK0 MOBamMu [0 NPOTOKO/TY
KMiHIYHOrO BMNpOoOyBaHHA «baraTtoueHTpoBe BigKpUTE AOBrOCTPOKOBE MOAOBXEHE K/liHIYHE JOCNiMKEeHHS 3b
thasm npenapaty PCI-32765 (I6pyTuHIG)», ko pocnigpkeHHs PCI-32765CAN3001, 3 nonpaskoto INT-5 Big,
19.12.2019 p.; cnoHcop - «AHCCEH ®APMALIEBTUKA HB», Benbrisi

3aaBHuK - TOBAPWCTBO 3 OBMEXEHOK BIANOBIJA/IBHICTIO «®APMACBIOTIKA/T PICEPY
ACCOYLUVENTC YKPAIHA» (TOB «®PA YKPATHA»)

16. OcHoBHa iHchopmauis npo gocnimkeHHs i opma iHpopmoBaHOI 3roaun, Bepcia 2 Big 09 yepBHSA
2021 p. aHrniicbkolo MoBolo; IHchopmauisa gnsa nauyieHTa i popma iHhopMoBaHoOI 3roau, Bepcis ans
YkpaiHu Ne 3 Big 13 BepecHsi 2021 p. (Ha ocHOBi OCHOBHOI iHhopMmaLii Npo AocnimxeHHs i dopmu
iHhopmoBaHoi 3rogu, Bepcisa 2 Big 09 uepBHA 2021 p. aHrNINCbKOO MOBOIO) YKPAiHCbKOIO MOBOIO;
IHchopmauia ana nauieHTa i popma iHhopmoBaHoi 3roau, Bepcia ans YkpaiHu Ne 3 Big 13 BepecHs 2021
p. (Ha ocHoBi OcHOBHOI iHhopmaLii npo aocnimkeHHs i popmu iHhopmMoBaHOi 3rogu, Bepcia 2 Big 09
yepBHA 2021 p. aHINIACLKOIO MOBOIO) POCiiCbKOI0 MOBOIO; KapTKa yyacHuKa gocnipgxeHHsa/nauieHTa,
Bepcia Ne2 gna YKpaiHu yKpaiHCbKOKO MOBOO, gata Bepcii: 10 uepBHa 2021 p.; KapTka yyacHuka
pocnipxkeHHsa/nauieHTa, Bepcis Ne2 ansa YKpaiHu pociiicbKolo MOBOO, fiaTa Bepcii: 10 uepBHA 2021 p.;
3miHa BignoBiganbHOro gocnigHuka y micui npoBefeHHA KAiHIYHOro BUNPOGYBaHHA [0 MPOTOKOY
KNiHiYHOTrO gocnigkeHHs «PaHAomi3oBaHe, NoAgiliHe cnine, nnauebo-KOHTPOIbOBaHe AoChigKeHHA 3 dhasn B
napanenbHUX rpynax, WO NPOBOAUTLCA AN BMBYEHHA edqIEeKTUBHOCTI, 6e3neyHocTi Ta nepeHOCUMOCTI
npenapaTy SAR440340/REGN3500/itenekimad (MOHOKNOHa/LHI aHTUTING, cneunddiyHi 4o IL-33) y naujieHTiB
i3 MOMIPHMM Ta BaXKUM XPOHIYHUM OOCTPYKTUBHUM 3aXBOPIHOBaHHAM fereHb (XO3/1)», KoA AO0CNigKEeHHS
EFC16750, Bepcia 1 Big 25 BepecHa 2020 poky; cnoHcop - sanofi-aventis recherche & developpement, France
(CaHodi-ABeHTIC pelleplu e aAesesionmMaH, ®paHLis)

3aaBHUK - TOB «CaHogi-ABEHTIC YKkpaiHa»

BYJIO CTAJIO

K.M.H. TpudoHosa H.C. nikap KonecHukosa H.C.




KomyHanbHe HekomepLiiHe nignpuemMcTBo | KomyHasnbHe HekomMepLiiHe nigNnpPUeEMCTBO
XapkiBcbKoi 06nacHoi pagn «O6nacHWin KNiHiYHWIA | XapkiBcbkoi 06s1acHOi pagn «O61acHUiA KiHIYHWIA
crnevianizoBaHWin gucnaHcep pajiauiiiHoro 3axmcTy | cnewiaslizoBaHuii gucnaHcep pagiauiiHoro 3axucty
HaceNeHHs», NoNiK/MiHIKa, M. XapkiB HaceneHHs», NosikAiHika, M. XapkiB

17. OHOBEHMIA NPOTOKOJ KNiHIYHOro gocnimkeHHsa 17000139BLC3001, 3 nonpaBkoto 2 Big 02 cepnHsa
2021 poKy aHrniicbKoto MoBoto; IHchopmauiiiHMii NINCTOK NauieHTa Ta popma iHchopmoBaHOiI 3roau Ans
YKpaiHu, Bepcis 2.0 Big 08 BepecHsi 2021 poKy YKpPaiHCbKOIO Ta POCiicbKolo MoBamu; IHhopMaLiiHniA
nuctok Ta popma iHchopMoBaHOi 3rogu ANs NauieHTKU, sika 3aBariTHina nig, yac yyacti B fOC/iAKEeHHi
AnAa YkpaiHu, Bepcia 2.0 Big 08 BepecHsA 2021 poOKy YKPaiHCbKOK Ta pPOCINCbLKOI MOBaMu;
IHchopmauiiiHuii NUCcToK i hopma iHhopmoBaHOT 3rogn ANA BariTHOI NApTHEPKU oNns YKpaiHu, Bepcisa
2.0 Bipg 08 BepecHsi 2021 poKy YKpaiHCLKOIO Ta POCIiCbKOI MoBamu; dopma ans 24-roguHHOro 36opy
cedi gna YkpaiHm, Bepcia 3.0 Big 13 cepnHa 2021 poKy YKpaiHCbKOK Ta POCIACHLKO MOBaMWu;
onutyBasibHUK «EQ-5D-5L», 3HIiMKN eKpaHy NOPTaTUBHOIO NPUCTPOIO ANA peecTpauii e/IeKTPOHHUX
KniHiyHMXx aaHux (eCOA Screen Report), Bepcis 1.0 Big 17 notoro 2021 poKy yKpaiHCbKOIH MOBOIO;
onutyBanbHUK «EQ-5D-5L», 3HIMKM eKpaHy MOpPTaTMBHOro NPUCTPOIO ANA peecTpauii eNeKTPOHHUX
KniHiuHMX gaHux (eCOA Screen Report), Bepcia 1.0 Big 10 ntotoro 2021 poKy pociiiCbKOl0 MOBOIO;
onutyBanbHUK «QLQ-C30», 3HIMKM eKpaHy NOPTATMBHOIO NMPUCTPOIO AN peecTpauii enekTPOHHUX
KNniHiuHux aaHux (eCOA Screen Report), Bepcisa 1.0 Big 20 ciuHa 2021 poky YKpaiHCbKOI MOBOIO;
onutyBanibHUK «QLQ-C30», 3HIMKM eKpaHy NOPTaTUBHOro NMPUCTPOIO AN peecTpauii esIeKTPOHHUX
KNiHiuHMX paHux (eCOA Screen Report), Bepcia 1.0 Big 08 ciuHa 2021 poky POCIACbKOIO MOBOIO;
onutyBanbHUK «lHAEKC paky ceyoBoro mixypa (Bladder Cancer Index (BCI))», 3HIMKM eKpaHy
NOPTAaTUBHOIO MPUCTPOIO ANA peecTpauii eNeKTPoOHHUX KiiHiuHMX paHux (eCOA Screen Report),
Bepcia 1.0 Big 08 ntotoro 2021 poKy YKpaiHCbKOK MOBOK; OnNuTyBaJIbHUK «IHAEKC paKy cevyoBOro
mixypa (Bladder Cancer Index (BCIl))», 3HiMKM eKpaHy NOPTaTUBHOrO MPUCTPOIO ANiA peecTpauii
eNIeKTPOHHUX KNiHiuHuX gaHux (eCOA Screen Report), Bepcis 1.0 Big 24 ntoToro 2021 poky pociiicbKo
MoBoto; OnuTyBanibHUK «NCI PRO-CTCAE», 3HiMK/ eKkpaHy NopTaTUBHOrO NPUCTPOIO ANA peecTpauii
€eNeKTPOHHUX KNiHiYHMX paHux (eCOA Screen Report), Bepcia 1.0 Big 08 nwoToro 2021 poky
yKpaiHCbKoo MoBOK; OnutyBanibHUK «NCI PRO-CTCAE», 3HIMKU eKpaHy MOPTaTUBHOrO NMPUCTPOIO
ANA peecTpauii enekTpoHHUX KNiHiYHMX aaHux (eCOA Screen Report), Bepcis 1.0 Big 31 rpyaHa 2020
POKY POCIiCbKOIO MOBOL; OnuTyBasibHUK «CTSQ», 3HIMKA €KpaHy NOPTATUBHOIO MPUCTPOIO ANA
peecTpauii enekTpoHHUX KiHiuHNX gaHux (eCOA Screen Report), Bepcis 1.0 Big 08 ntotoro 2021 poky
YKpPaiHCbKOIO MOBOI; OnutyBanbHUK «CTSQ», 3HIMKM eKkpaHy NOpPTaTUBHOrO MPUCTPOI0 AnA
peecTpauii enekTpoHHUX KiHiYHNX gaHux (eCOA Screen Report), Bepcis 1.0 Big 10 ntotoro 2021 poky
POCilicbKOK MOBOIO [0 NPOTOKO/Y KNiHIYHOIO AOCAIAKEHHS «baraToLeHTpoBe paHA0MiI30BaHe A0CAIAKEHHS
hasn 3 ana ouiHkM edoekTuBHOCTI npenapaty TAR-200 B koMGiHaUil 3 ULeTpeniMaboM Yy MOPIBHAHHI i3
CYNyTHbOI XiMiopagioTepanield B yYaCHUKIB i3 M'A30BO-IHBA3MBHO YpOTEe/lia/IbHOK KapLUMHOMOK CEYOBOro
MiXypa, SKMM He NPOBOAU/IN paguKasibHy LMCTEKTOMIIO», KoA, AocimpkeHHs 17000139BLC3001, 3 nonpaBkoto
1 Big 18 BepecHsa 2020 poky; cnoHcop - Janssen Pharmaceutica NV («HAHcceH dPapmaueBTuka HB»),
Benbris

3aaBHuk - TOBAPUCTBO 3 OBMEXEHOI BIAMNOBIOANBHICTIO «®APMACBIOTIKAN PICEPY
ACCOYLWVENTC YKPAIHA» (TOB «®PA YKPAIHA»)

18. 3any4yeHHA AOAATKOBOro Micus NMPOBeAEHHS K/1iHIYHOro BUNPOGYBAaHHA [0 MPOTOKOY KAiHIYHOIO
JocnipkeHHs «PaHgomizoBaHe MoABiiHE cnine nnaueb0-kOHTPONbOBaHe OaraTtOLEeHTPOBE AOCHIIKEHHS
hasn 3 gna ouiHkM TprBasioi edeKTMBHOCTI Ta 6Ge3neyHOoCTi naHiciopaHopy B AOPOCNAUX NaLiEHTIB 3
HEUMPOTUYHUM HeaslkoroNbHUM cteatorenatutomM (HACK) Ta dhibpo3om nediHku ctagii 2 (F2) / 3 (F3)», koA
pocnipkeHHs 337HNAS20011, sepcid 1.1 Big 01 nunHa 2021 poky; cnoHcop - Inventiva S.A., ®paHujis
3aaBHuk - TOBAPUCTBO 3 OBMEXEHOI BIAMNOBIOANBHICTIO «®APMACBLIOTIKAN PICEPY
ACCOYLWVENTC YKPAIHA» (TOB «®PA YKPAIHA»)

No M.1.6. BigNoBiga/IbHOro AoCNiAHMKA

n/n HasBa micus npoBeAeHHs KNiHIYHOTo BUNPOOYBaHHS

1. | nikap MNocton C.B.

MeamnuHnin LeHTp ToBapucTBa 3 06MEXEHOI0 BiANOBIfaNbHICTIO «Meabya-KniHik», cneujanizoBaHe
racTPoeHTepoorivyHe BigaineHHs, M. Knis

19. IHchopmaunisa ana ocoodu, Wo pgornspgae 3a nauieHTtom, Ta Popma iHhopmoBaHoOi 3roau, Bepcis
YKpaiHCbKOI MOBOIO A1 YKpaiHu Big 27.09.2021 p., Bepcis 1.0; IHchopmauis ans ocoowu, wo gornsapae
3a naujieHTom, Ta dopma iHhopmoBaHOi 3roau, Bepcis pociiicbKolo MOBOLO AN YKpaiHu Big 27.09.2021
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p., Bepcia 1.0; IHchopmaunia ana nauieHTa Ta Popma iHPOpPMOBaHOT 3roau ANsA yyacTi Yy reHeTUUHUX
[ocnipkeHHsAX, Bepcis YKPaiHCbKO MOBOIO ANA YKpaiHu Big 27.09.2021 p., Bepcia 1.0; IHcopmauin
ANA nauieHta Ta PopmMa iHhopmoBaHOI 3roau ANA ydacTi Y reHeTUYHUX AOCAIMKEHHAX, Bepcif
pociiicbkolo MOBOI ANnA YKpaiHu Big 27.09.2021 p., Bepcia 1.0 40 NpOTOKO/Y K/IHIYHOTO AOCAIMKEHHS
«BaraToueHTpoBe, paHAOMI30BaHe, NOABINHE c/ine, Nnayebo KOHTPO/IbOBaHE KNiHiYHE focigkeHHS 4 dhasm
ONA OUIHKM epeKTUBHOCTI Ta 6e3MeyHOCTi NPU3HAYEeHOro NiAWKIPHO rycenbKyMaoy y naLieHTiB 3 aKTUBHUM
akcia/IlbHUM McopiaTUYHUM apTPUTOM, SIKI HIKOSIM He OTpMMyBa/n 6i0NorivyHy Tepanito», Kog, AOCNiIKEHHS
CNTO1959PSA4002, Big 14.04.2021 p.; cnoHcop - «AHCCEH ®APMALLEBTVKA HB», Benbrist

3anBHuK - «AHCCEH ®PAPMALEBTWKA HB», Benbris

20. bpouwypa pocnigHuka CJINJ-67652000 (niraparib/abiraterone acetate fixed-dose combination),
BupaHHA 2 Big 03.08.2021 p.; Bpowypa gocnigHuka Hipanapu6, BupaHHa 12 Big 23.06.2021 p.;
Bpowypa aocnigHuka JNJ-212082 3UTIFCA (abiraterone acetate), BugaHHa 16 Big 11.06.2021 p.;
IHcbopmauia ana nauieHta Ta Popma iHhopmoBaHoi 3roau — MpoTtokon 64091742PCR3001, Bepcii 1.0
YKpalHCbKOI0 MOBOlO ANl YKpaiHu Big 20.08.2021 p.; IHcopmauia pna naudieHta ta dopma
iHdbopmoBaHoi 3rogu — MpoTtokon 64091742PCR3001, Bepcii 1.0 pocilicbkolo MOBOIO ANA YKpaiHu Big,
20.08.2021 p.; IHdopmaunis pna naugieHta Ta Popma iHdopmoBaHoi 3roau - [poTtokon
64091742PCR3001, Bepcii 1.0 ykpaiHCbKOI0 MOBOK ANA YKpaiHu Big 28.09.2021 p.; IHchopmauia ans
nauieHTa ta ®opma iHpopmoBaHoi 3rogn — Mpotokon 64091742PCR3001, Bepcii 1.0 pociiicbkoto
MOBOIO A1a YKpaiHm Big 28.09.2021 p.; GTC onnaiiH npeseHTauia UKR09, Bepcia 1.1 yKpaiHCbKOIO
MmoBoto Big 12.01.2021 p.; GTC oHnavH npeseHTtayis RUS09, Bepcia 1.1 pociicbKOO MOBOIO Bij,
12.01.2021 p. 0 NPOTOKOS1Y KNiHIYHOTO BUNPOBOYBaHHS «PaHaoMmi3oBaHe, Nnalebo-KoOHTpoNboBaHe, NoAagiliHe
cnine KniHiyHe pocnimkeHHs 3 dhasn npenapaty Hipanapu6 y kombGiHauii 3 AGipatepoHa Auetatom Ta
MpepHisoHOM y nopiBHAHHI 3 AbGipatepoHa AuetaTom Ta [pefHi3oHOM A71A NiKyBaHHA nNauieHTiB 3
MeTacTaTU4YHMM pakom nepeamixypoBoi 3an03u», kog gocnimpkeHHs 64091742PCR3001, Amendment 5 Big
29.01.2021; cnoHcop - «AHCCEH ®APMALIEBTUKA HB», besbris

3asaBHUK - «AHCCEH ®APMALIEBTUKA HBx», Benbris

21. BkIOYEHHA AOAATKOBUX MiCLib NMPOBEAEHHA K/iHIYHOrO BUNPOGYBaHHA [0 MPOTOKOMY K/IiHIYHOrO
JocnipkeHHs «PaHgomizoBaHe, 6araToueHTpoBe, NoAgiliHe cnine, naauebo-KOHTPOIbOBaHe, iHTEPBEHLINHE
KMNiHiYHe gocnimkeHHs 2a dpasu Ans ouiHkn ethekTUBHOCTI, 6e3nevHOoCTi, hapMakoKIHETUKN A iIMYHOTE€HHOCTI
Npv BHYTPILLHbOBEHHUX BBEAEHHSX Pi3HMX 403 6epmeKiMady A5 NikyBaHHSA AOPOC/MX NALEHTIB 3 aTOMNIYHUM
AepmaTUTOM cepefHbOoro abo BaXKoro CTyneHs.», kog AocnimkeHHa 77474462ADM2003, Big 01.04.2021 p.;
cnoHcop - « AHCCEH ®APMALIEBTVKA HB», benbris

3asBHuK - « AHCCEH ®APMALEBTVKA HB», benbris

Ne n/n M.1.B. BignoBiganbHOro gocnigHnka
Hasga Micus npoBefeHHs KiHIYHOro BUNpo6yBaHHS

1 K.M.H. Bpusiubka O.M.

KomyHanbHe HekomepuiliHe nignpueMCcTBO «KuiBCbka MiCbka KJ/iHIYHA LUKIPHO-BEHEPOsIorivHa
nikapHA» BUKOHaBYOro opraHy KuiBcbKoi Micbkoi pagu (KMiBCbKOT MiCbKOT AepXaBHoi
aAMiHicTpauii), nonikniHika 3 kabiHeTamu cnewjanicTis, M. Knis

2 O.M.H., npod. AHApaLuko HO.B.

JlikyBaNbHO-A4iarHOCTUYHMUIA  LLEHTP NpVBaTHOTO  MNigNpUeEMCTBa  «Acknenii», MonikAiHiYHe
BioAINEHHS, M. YXropog,

22. 3miHa MicuA NpoOBeAeHHA KJiHIYHOrO BUNPOGYBaHHA [0 MPOTOKO/Y K/IHIYHOTO AOCAIAKEHHS
«BigkpuTe npoaoBXeHHs pocnipkeHHs ARGX-113-1802 ansi BUMBYEHHS [OBroCTPOKOBOI 6e3neyHoCT,
nepeHocnMocTi Ta edoekTUBHOCTI npenapaTty Edraptirimog PH20 ansa nigwkipHOro BBeAEHHS y NauieHTIB i3
XPOHIYHOIO 3anasibHOK AeMieniHi3yoyoto noniHenponartieto (X34M)», ko pocnipkeHHs ARGX-113-1902,
Bepcis 4.0 Big 07 ciuHs 2021 p.; cnoHcop - argenx BVBA, Belgium/ apgxeHkc BBBA, benbris

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

BYNO CTA/O
K.M.H. Tomax H.B. K.M.H. Tomax H.B.
KomyHanbHe HeKkoMepUiliHe nignpuemcTteo | MeguuHuii ueHTp ToBapucTBa 3 OGMEXEHOID
«Micbka nikapHsi Ne2» 3anopisbKoi MiCbKOi paau, | BignoBiganbHicTio «IHET-09», M. 3anopixxsa
HeBPOJIOriyHe BiagAisIeHHs, M. 3anopiXxs




23. IcT-po3’AACHEHHA A0 NPOTOKONY KNiHiYHOro Bunpo6ysaHHa MK-7339-007, Big 10 BepecHsa 2021
POKy, aHrnificbkoo MoBOO; YKpaiHa, MK-7339-007, Bepcis 05 Big 04 xoBTHA 2021 p., yKpaiHCbKOLO
MOBO0, iHpopmaLia Ta AOKYMeHT npo iHhopmoBaHy 3roay A1 nauieHTa, CTBOpeHa Ha OCHOBI
rno6anbHoro wa6noHy ana MK-7339-007, Bepcis 05 Big 26 BepecHA 2021 p., a TaKoX LWAG/IOHY,
3aTBeppKeHoro ans YKpainu, Bepcis Big 15 ciuHsa 2021 p. ykpaiHCbKOIO MOBOIO; YKpaiHa, MK-7339-007,
Bepcia 05 Big 04 oBTHA 2021 p., pociicbKO0 MOBOIO, iH(hbopMaLis Ta AOKYMEHT Npo iHhopmoBaHy
3roay A9 nauieHTa, CTBOpPEHa Ha OCHOBI I106a/1bHOro Wwa6noHy ana MK-7339-007, Bepcisa 05 Big 26
BepecHs 2021 p., a TakoX LWAGNOHY, 3aTBEpPMKEHOro Ana YKpaiHu, Bepcia Big 15 ciuHa 2021 p.
POCilicbKOK MOBOIO [0 NPOTOKO/TY KAiHIYHOrO AOCiMKEHHS «JocnigpkeHHs ha3mn 2 onanapnby y KombiHauii 3
nemoposisaymadbom Yy nauieHTiB 3 paHille NikoBaHMM PO3MOBCIOMKEHMM PakoM 3 MyTalji€l reHa y cuctemi
rOMOJIOriYHOI pekombiHauinHoi penapauil (HRRm) OHK Ta/abo 3 nopylleHHsIM roMO/OrivyHOT pekoMbGiHai
(HRD) AOHK», kog pocnigxeHHs MK-7339-007, 3 iHkopnopoBaHoto nonpaskoto 04 Big 04 cepriHa 2021 poky;
cnoHcop - «Mepk Wapn EHg Joym Kopn.», fodipHe nignpremctso «Mepk EHA Ko., IHK.», CLUA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

3asBHUK - TOBapMCTBO 3 06MEXEHO BiAnoBigasbHicTio «MC/L YkpaiHa»

24. BK/1IOYEHHSA A0AATKOBOro MicLsl NPOBeAEeHHA BUNPOOYBaHHA [0 NPOTOKONY KAiHIYHOTO AOCAIAKEHHS
«PaHgomizoBaHe, noggiiHe chine, niauebo-KOHTPO/IbOBaHe A[OCMiMKEHHS ha3n |ll 3 goBroTpuBas/iMm
BIOKPUTMM MPOAOBXEHHSM, WO MNPOBOAMTLCA B NapasieflbHUX rpynax [Ans oOuiHKM eqeKTUBHOCTI Ta
6e3neyHocTi npenapaty TRM-201 (podheKkoKcub) Yy nauieHTiB 3 remocpiniyHo apTponartieto», Kopg
pocnipkeHHss TRM-201-HA-301, 3 iHKoprnopoBaHot nonpaskoto 1 Big 31 6epesHa 2021 poky; CNOHCOp -
Tremeau Pharmaceuticals, Inc., United States

3anBHWK - MNignpuemcTso 3 100% iHo3eMHolo iHBeCTULje0 «AK'IOBIA PAC YkpaiHa»

No MN.1.B. BignoBsiganbHOro gocnigHuka

n/n Ha3ga Micus npoBeAeHHs K/iHIYHOro BUNPo6yBaHHSA

1 O.M.H., npod. AHKIH M.J1.

KomyHanbHe HekomepuiiiHe nianpnemcTBo KniBcbkoi o6nacHoi paan «KuiBcbka obnacHa KniHiyHa
nikapHs», opToneao-TpaBMaTo/IorNivyHuiA LeHTp, M. Kuis

25. YkpaiHa, MK-3475-826, IHchopMaLifl Ta OKYMeHT npo iHhopmoBaHy 3roay ANs nauieHTa, Bepcis
2.01 Bipg 06 )x0BTHA 2021 p., yKpaIHCbKOIO MOBOO; YKpaiHa, MK-3475-826, IHchopmaLifa Ta SOKYMEHT Npo
iHpopMmoBaHy 3rogy Ans nauieHta, Bepcia 2.01 Big 06 xoBTHA 2021 p., pOCICbLKOIO MOBOI [0
NPOTOKOMNY  K/IHIYHOrO BUNpPobyBaHHSA «PaHgomi3oBaHe, MoABiiHe cnine, nnaueb0-KOHTPOIbOBaHe
pocnipkeHHs |l dpasm nopiBHAHHA nemoponisymady (MK-3475) 3 ximioTeparnieto Ta ximioTeparnieto 3 nnauebo
Ans Tepanii nepwoi AiHii Npy nepcucTyoyomMy, peuuaMBHOMY abo MeTacTaTUYHOMY paky LMK MaTKu
(KEYNOTE-826)», kog gocnimpkeHHss MK-3475-826, 3 iHkoprnopoBaHoto nonpaskoto 06 Big 29 yepBHA 2021
poKy; crnoHcop - «Mepk LWapn EHA Joym Kopn.», godipHe nignpuemcTtBo «Mepk EHA Ko., [HK.», CLUA (Merck
Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

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

26. dopma iHchopMoOBaHOi 3roau BariTHOI NnapTHepKu Bepcia 2.0 ansa YkpaiHu Big 09 TpaBHs 2021 poky
Ha OCHOBI MalicTep-Bepcii ®I3 BariTHOT napTHepkn Bepcia 4.0 Big 06 KBiTHA 2021 poKy, YKPaiHCbKOIO
MoBoOt0; dopma iHhopMoOBaHOI 3rogu BariTHOI napTHepku Bepcis 2.0 ana YkpaiHu Big 09 TpaBHsa 2021
POKy Ha OCHOBi MaiicTep-Bepcii ®PI3 BariTHOI napTtHepku Bepcia 4.0 Big 06 kBiTHA 2021 poky,
pPOCilicbKOK0 MOBOIO [0 NPOTOKOMNY K/iHIYHOro BUNpobyBaHHs «GALACTIC-1 — PaHaomi3oBaHe, noABiiHe
cnine, GaraToueHTpOBe, NapasnesibHe, nnauebo-KOHTPO/IbOBaHe AO0CAIMKEHHS ¢a3nm 2b B yvacHukiB i3
igionatnyHum nereHeBum dpioposom (IJ1d), w0 BMBYAE edpeKTMBHICTbL Ta 6e3neky GB0139, iHransuiinHoro
iHriGiTOpa ranekTuHy-3, Lo BBOAUTLCSA Yepes3 CyxonopoLlkoBuid iHransaTop (CMl) npotsrom 52 TWxXHIB», Kof
pocnipkeHHa GALACTIC-1, sepcisa 6.9 Big 01 kBiTHA 2021 poky; cnoHcop - «lanekto biotex Ab» (Galecto
Biotech AB), faHis

3asBHuK - «biopaci, En-En-Ci», CLUA

27. OcHoBHa iHchopMaLis npo pgocnimxeHHs i popma iHpopmoBaHoI 3roau, Bepcisa 2 Big 11 cepnHs
2021 p., aHrniicbkoro MoBolo.; IHhopmauis ana nadieHta Ta popma iHhopMoBaHOI 3roau, Bepcis ans
YkpaiHu Ne 2 Big 18 cepnHsa 2021 p. (Ha ocHoBi OCHOBHOI iHhopmaLii Npo AocnigkeHHs i hopmu
iHcbopmoBaHoOiI 3roau, Bepcis 2 Big 11 cepnHa 2021 p.) yKkpaiHCbKOIO MOBOLO; IH(hopmauia ana nayieHtTa
i popma iHchbopmoBaHOI 3rogun, Bepcia ana YkpaiHm Ne 2 Big 18 cepnHsa 2021 p. (Ha ocHOBi OCHOBHOI
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iHdbopMmauii npo aocnimpxkeHHsa i copmu iHhbopmoBaHOi 3roau, Bepcia 2 Big 11 cepnHa 2021 p.)
pocilicbkoto MOBoOL0; MOCIGHMK y4yacHMKa AocnigKeHHs, Bepcia 1 ykpaiHCbKO MOBOIO Bif, 06 BepecHs
2021; KepiBHULTBO yyacHUKa AOCigXeHHS, Bepcia 1 pocilicbkolo MoBoto Big 06 BepecHs 2021; Jluct-
nogsika, pepgakuia 4.0, ykpaiHCbkoio MoBow Big 07 kBiTHA 2020p.; Jluct-nopsika, pegakuis 4.0.
pociiicbkolo MoBOlo Bip, 25 6epe3HA 2020p. 40 MPOTOKOY K/IHIYHOIO [OCAIMKEHHS «EeKTMBHICTE Ta
6e3neyHictb npenapaty SAR441344 npu sikyBaHHI CMCTEMHOIO 4YepPBOHOrO BOBYaKa: paHAOMi30BaHe,
noagiiHe cnine, nnaueb0-KOHTPOSIbOBaHe AOC/IMKEHHA dha3n 2 Ana MiATBEPMAKEHHSA KOHLUENUii», KO,
pocnipkeHHs ACT17010, sepcia 1 Big 31 TpaBHA 2021 poky; cnoHcop - sanofi-aventis recherche &
developpement, France (CaHodi-ABeHTIC peluepLl e geBenonmad, dpaHuis)

3asaBHUK - TOB «CaHogi-ABEHTIC YKpaiHa»

28. YKpaiHa, MK-8189-008_ Bepcis 1.02 Big 30 BepecHs 2021 pokKy, yKpaiHCbKO0 MOBO1O, IHhopmauisa Ta
OOKYMeHT npo iHchopmoBaHy 3roay ANA nauieHTa; YkpaiHa, MK-8189-008_ Bepcia 1.02 Big 30 BepecHsA
2021 poky, pociiicbkolo MOBOlo, IH(hopmauisa Ta 4OKYMEHT npo iHpopMoOBaHy 3rody A/A NauieHTa;
Bpowypa gocnigHuka MK-8189, BugaHHs 9 Big 17 BepecHsi 2021p., aHrNilicbKOK MOBOIO [0 NPOTOKOSY
KMiHIYHOrO BMNpoOyBaHHA «PaHaomizoBaHe, noggiiHe-cnine, 3 nnauebo Ta akTMBHMM KOHTPOJIEM JiKyBaHHS
pocnigpxkeHHs 2b ghasu edoekTMBHOCTI Ta 6e3neyHocTi MK-8189 y nauieHTiB 3 roCTpUMM €ni3040M LUM30PEHIi»,
koA pocnigpxkeHHs MK-8189-008, 3 iHkoprnoposaHot nonpaskot 02 Bifg 24 nuctonaga 2020 poky; CnoHcop -
«Mepk Wapn Exg Joym Kopn.», godipHe nignpmemctso «Mepk EHg Ko., IHk.», CLUA (Merck Sharp & Dohme
Corp., a subsidiary of Merck & Co., Inc., USA)

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

29. YKpaiHa, MK-3475-A86, IHthopMaLiis Ta JOKYMEHT npo iHhopMoBaHy 3roay Ais nawieHTa, Bepcia 01
Big 04 >xoBTHA 2021 p. yKpaiHCbKOKO MOBOI; YKpaiHa, MK-3475-A86, IHchopmauia Ta JOKYMEHT npo
iHbopmoBaHy 3rogy AnA nauieHTa, Bepcia 01 Big 04 >xoBTHA 2021 p. poCilicbKOK MOBOIO 0 NPOTOKO/Y
KMiHIYHOTO JocnifpkeHHA «Bigkpute, paHaoMizoBaHe gocnimkeHHs |l dhasu ans BUBYEHHA hapMakoKiHETUKN
Ta 6e3neyHOCTi nemoponisymady [Ans nigWwkKipHOro BBeAEHHA MOPIBHAHO 3 nem6posizymabom AN
BHYTPILLUHLOBEHHOIO BBEJEHHS, B KOMOIHALLT 3 ABOXKOMMOHEHTHOI XiMioTepanielo npenaparamun niaTuUHK, B
AKOCTI MepLloi AiHiT Tepanii AN y4yacHUKIB 3 MeTacTaTUYHUM MI0CKOKAITMHHUM ab0 HEeMI0CKOKTITUHHUM
HeApPIGHOKNITMHHUM PakoM NEereHiB», kog, gocnimxkeHHss MK-3475-A86, Bepcis 3 iHKOPNOPOBaHOK NONPAaBKOH)
01 Big 26 TpaBHA 2021 poky; cnoHcop - «Mepk LWapn eHg Joym Kopn.», godipHe nignprnemcto «Mepk eHg Ko.,
IHK.», CLLUA (Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

3asBHUK - TOBApUCTBO 3 0OMEXEHOI0 BiANoBigasbHICTI0O «MC/[, YKpaiHa»

30. MaTepianu gnsa nauieHTiB: Bpolwypa yyacHuKa gocnimxeHHs, Bepcia 2.0 Big 10 cepnHa 2021 poky,
YKpalHCbKOIO Ta pociiicbkolo moBamu; PeknamHuii MocTtep «232298 UKR Recruitment 20210810 v2.0
Russian /Ukrainian Poster», Bepcia 2.0 Big 10 cepnHsa 2021 poKy, yKpaiHCbKOIO Ta POCIiCbKOIO
MoBamu; BitanbHuii 6yknet, Bepcisa 2.0 Big 10 cepnHsa 2021 pokKy, YKPaiHCbKOKO Ta POCiiCbKOIO
MoBamu; LLloaeHHUK nayieHTa ANA focigKyBaHoro npenaparty 1a BBegeHHA aosun (GALAXI AHA Diary
UKR Russian/Ukrainian 10 August 2021 FINAL), Bepcis Big 10 cepnHs 2021 poKy, yKpaiHCbKOIO Ta
pociiicbkolo moBamu; LLlogeHHMK y4yacHuKa AocnimpkeHHA das3a [OBroCTPOKOBOro [04aTKOBOIO
NniKkyBaHHA: TWxHi 48-252 (GALAXI Subject Diary Card LTE (Ukraine-Ukrainian)/(Ukraine-Russian)
20210810 2.0), Bepcia 2.0 Big 10 cepnHA 2021 poKy, YKPAIHCbKOI Ta poCiiicbKolo moBamu; Jiuct
y4yacHuUKY aocnimpxkeHHsa «232298 UKR Recruitment 20210810 v2.0 Russian/Ukrainian Dear Patient
Letter», Bepcia 2.0 Big 10 cepnHAa 2021 poKy, YKpaiHCbKOK Ta POCICbKOK MOBaMu [0 NPOTOKO/Y
KMiHiYHOro gocnigpkeHHsl «PaHAomizoBaHe, noAgiliHe chnine, nnaue60-KOHTPO/bOBAHE Ta 3 aKTUBHUM
KOHTposieM, 6araToueHTpoBe AOCAifKeHHA dhasn 2/3, Wwo NpoBOAMTLCA Yy NapasieNibHUX rpynax 3 MeTol
OLHKN ed)ekTMBHOCTI Ta 6e3neyHoCTi rycesibKymaoy y nauieHTiB i3 XBOpo6oo KpoHa B akTuBHIN dasi Big
cepefiHbOoro 10 BaXKOro CTYMNeHs TSXKOCTi», koA gocnimkeHHs CNTO1959CRD3001, 3 nonpaskoto 3 Big 20
XOBTHA 2020 poky; cnoHcop - Janssen Pharmaceutica NV, Belgium / AHcceH ®apmauestuka HB, Benbris
3aaBHuK - TOB «MAPEKCE/ YkpaiHa»

31. 3miHa Ha3BM MicUA NPOBeAEeHHA K/iHIYHOro BMNPOGYBaHHA [0 NPOTOKO/Y KAIHIYHOrO AOCAIMKEHHS
«baraTouUeHTpoBe, BIAKPUTE AOCAIMKEHHA 3 OAHIEKD TPYNow AN OLiHKM  A0BroTpMBaniol  Ge3neku,
NepeHoOCMMOCTI Ta eqIeKTMBHOCTI GpiBapaueTamy B Y4YacCHWKIB AOCAIAKEHHS BIKOM Big 2 A0 26 POKIiB i3
ONTSYO00 abCcaHCHOM eninencielo abo BEHIIbHOK abCcaHCHO eninencieto», kog aocnimpkeHHs EP0132, 3
iHKOpNopoBaHoIo NonpaBkoto 2 Bif 29 6epesHsa 2021 poky; cnoHcop - UCB Biopharma SRL, Belgium
3asBHUK - MNignpremMcTBo 3 100% iHo3eMHoM iHBecTuLiclo «AVK'IOBIA PAC YkpaiHa»



BYNO

CTANO

3aB. Big. MakegoHcbka |. B.

KoMyHanibHe HekomepujiliHe nignpuemcTBo «Micbka
Antaya KnidivHa nikapHsa Ne5» [HINPOBCLKOI MiCbKOT
paau, HeBpooriyHe BiAA4iNIeHHS MOMOALWIONO BiKY, M.

3aB. Big. MakegoHcbka |. B.

KoMyHasibHe HekoMepuiiHe nignpruemMcTBo «Micbka
AnTava KniHivHa nikapHsa Ne 6» [JHINPOBCbLKOT MiCbKOT
pagu, HeBPONOriYHe BiAAISIEHHA MOMOALWIONO BiKY,

[AHinpo M. [IHiNpo

32. IHchopmauniiiHnii nncTok nauieHTa Ta chopma iHpopmoBaHoi 3rogu, Bepcis 3.0 ana YkpaiHum Big 06
XOBTHSA 2021 poKy, nepeknapg, yKpaiHCbKO MOBOIO Bif 12 xoBTHA 2021 poky; IHchopmauiiiHnii nucTok
nauieHTa Ta popma iHhopmoBaHoi 3rogu, Bepcis 3.0 ansa YkpaiHu Big 06 xoBTHA 2021 poky, nepeknag,
pociiicbKkol0 MOBOIO Big 12 )xoBTHA 2021 poKy A0 NPOTOKO/Y K/iHIYHOTO BUNPO6yBaHHA «PaHfoMi3oBaHe
BigkpuTe pocnimkeHHsa Il dasm 3actocyBaHHA npenapaty kKocubenimaé (CK-301) y noegHaHHi 3
ximioTepanieto nemeTpekcegoM Ta MnpenapaToM MAaTMHM Yy SKOCTI Tepanii nepwoi AiHii y nauieHTiB i3
MeTacTaTUYHUM HENIOCKOKAITUHHUM HeApiOHOKMITMHHMM pakoMm nereHi», kog gocnimpkeHHs CK-301-301,
Bepcia 1.0 Big 12 ciuHa 2021 poky; cnoHcop - YeknolHT Tepan'toTike, IHK., CLUA (Checkpoint Therapeutics,
Inc., USA)

3asBHUK - TOBAPMCTBO 3 06MEXEHOI0 BiAnosigasbHICTIO «OCT YKPAIHA»

33. OHoBNEeHuii NPOTOKO KNiHiYHOro BunNpoG6yBaHHa PR200-102, Bepcis 2.0 Big 18 uepBHA 2021p.,
aHrnificbKkoro MoBoIo; IHhopMaLia Ana yyacHuKa gocnimkeHHs i opma iHchopmoBaHoi 3roau, Bepcis
2.0 Big 30 uepBHA 2021 p., YKpAiHCbKOK Ta pocCiicbkol mMoBawmu; flopatok Ao IHcopmauii gns
y4yacHuKa pocnigxeHHs i oopmu iHpopmoBaHoi 3roau, Bepcia 01 Big 30 uepBHs 2021 p., yKpaiHCbLKOIO
Ta pocilicbkoto moBamMu; IHCTPYKLifA 3i 360py 3pas3kiB Kasly — 36ip 3pa3KiB y AOMAaLLHiX ymoBax, Bepcis
2.0 Big, 03 uepBHSA 2021 p., YKpPAIHCbKOLO Ta POCIiiCbKOIO MoBaMu; KapTka 3 iIHCTPyKLUisiMy g5 nalieHTa
LWoA0 y4yacTi B gocnigkeHHi, sepcifa 02 Big 24 uepBHA 2021 p., YKPATHCLKOIO Ta POCifiCbKOIO MOBaMu;
OHoBneHa Bpouypa gocnigHuka PRA023, Bepcis 2.0 Big 18 uepBHA 2021 p., aHrNilicbKO MOBOLO;
OHoBneHe [locbe Ha gocnimKyBaHuii nikapcbkuii 3acié (PRA023) Bepcia 3.0 Big 05 cepnHAa 2021 p.,
aHrniicbkolo MoBoOlO; MoAoBXeHHA TepMiHy NpuaaTHOCTI [ocnigkKyBaHOro nikapCcbKoro 3aco6y
PRAO023, KOHUEHTpaT AJ1I8 po3unHy ans iHdysiin 500 mri8.4 mn (60 mrimn) 3 18 po 24 micauiB;
3asyueHHA [0[ATKOBUX MicLub NPOBefEeHHS KNiHIYHOro BUMPOOYBAHHA [0 MNPOTOKO/Y K/iHIYHOrO
pocnigpkeHHs «baraToueHTpoBe, noggiiHe crine, Nnayeb0-KOHTPOIbOBaHe AOCNIMKEHHS a3 2 AN OLiHKA
6e3neyHoCTi, edpekTMBHOCTI Ta thapmakokiHeTukn npenapaty PRA023 B AKOCTI iHAYKUiNHOT Tepanii y nauieHTiB
i3 aKTMBHMM BMPAa3KOBMM KOMITOM BiJl NOMIPHOrO 40 B&XKOro CTYMNeHs TSXXKKOCTI», ko4 AocnigxeHHs PR200-
102, Bepcis 1.0 Big 11 6epesHsa 2021 poky.; crnoHcop - «[MpomeTteyc BaiiocalieHci3 IHK.»/ Prometheus
Biosciences, Inc., CLUA

3asaBHUK - TOB «biomanac», YkpaiHa

Ne MN.1.6. BigNoBiga/IbHOro AoCNiAHMKA

n/n HasBa micus npoBeAeHHs KNiHIYHOTO BUNPOOYBaHHS

1. O.M.H. Mnnuusa K.M.

KomyHanbHe HekomepuiiHe nignpuemctBo «Micbka nikapHs Ne9» 3anopi3bkoi MiCbkoi pagu,
racTpoxipypriyHe BigfifieHHs, M. 3anopixks

2. K.M.H. HewrTa B.B.

MeanyHWin LeHTP TOBapMCTBa 3 0OMEXEHOI BiANOBIAA/IbHICTIO «/[ialeHTp», racTpoeHTeposoriyHe
BigAIIEHHS, M. 3anopixks

3. O.M.H., npodp. CTtaHichaBuyk M.A.

KomyHanbHe HekomepLiliHe NignpnemcTBo «BiHHULbKa 061acHa KniHivHa nikapHs iM. M.1. Muporosa
BiHHMLbKOT 06/1acHOT Pagm», O6nacHuWii cnewiasizoBaHWiil KiHIYHWIA racTPOEeHTEPONOriYHUIA LIeHTp,
M. BiHHMUS

34. OHoBneHuit nNpoTokon, Bepcia 7.0 Big 16 cepnHA 2021; 3miHa Ha3sBu npoTtokosy KB; OcHOBHa
iHcpbopmauif i cpopma iHhopmoBaHOI 3roau yyacHUKa AOC/iOKEeHHSA, YacTuHa 2, (anAa KpaiHu) Big 25
cepnHa 2021. Koa KB: 1336-0011. BICTMS Bepcisa: M2_07_UKRO06. MoBa_Bepcifi Ta garta: ykpaiHCbKa Ta
pocilicbka_01 (10 BepecHs 2021); OHoBneHe [locb€e AOCNifKYBaHOro nikapcbkoro 3aco6y (IMPD) Bl
836880, posumH pnAa iHdysii, 10mr/imn, Bepcia 02 Big 25 cepnHa 2021 [0 MPOTOKOY K/iIHIYHOMO
pocnimpkeHHs «Bigkpute gocnimkeHHs ¢asm Ib 3 nig6opy go3n Bl 836880 y kombGiHauii 3 Bl 754091 ans
XapakTepUCTUKM 6e3neYvHOCTi, NepeHOCUMOCTi, papMakoKiHETMKK, thapMakoguHamikn Ta eqIeKTUBHOCTI Y
nauieHTiB 3 MicL,eBONOLWIMPEHUM ab0 MeTacTaTUYHUM HEMIOCKOKNITUHHUM HeAPIOHOKAITUHHUM PaKkoM fiereHi
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Ta HWUMKX cOoMigHUMK NyXNUHaMu», kog, pocnimpkeHHs 1336-0011, sepcia 6.0 Big 18 nuctonaga 2020;
cnoHcop - Boehringer Ingelheim RCV GmbH & Co KG, AscTpis
3asBHUK - TOB «JOKYMEAC» («CIA JOKYMEAC»), NlaTBis

BYNO

CTANO

«Bigkpute pocnigpxkeHHa casu Ib 3 nigéopy posm Bl
836880 y kombiHauii 3 Bl 754091 ans xapakTepucTuku
6e3MneyHoCcTi, NepeHoCMMOCTi,  hapMaKoKiHETUKN,
hapmakoguHamiku Ta eqEeKTUBHOCTI Yy NauieHTIB 3
MiCLLeBOMNOLUMPEHUM a6bo MeTacTaTU4HNM
HENMOCKOKMITUHHUM  HeAPIiGHOKNITUHHUM  pakoMm
Nerexi Ta iHWUMK CoNiAHUMU NYXINHAMN»

«BigkpuTe gocnigxeHHsa dasu b 3 nigbopy [o3n
Bl 836880 y kombiHaLUii 3 e3a6eHsIimMaGom a1
XapakKTepucTukn 6e3neyHoCTi, NepeHoCUMOCTI,
hapmMaKkoKiHETMKN, hapmakognHaMmikm Ta
e(PeKTMBHOCTI Yy NauieHTiB 3 MiCLLeBOMNOLUNPEHNM
abo MeTacTaTU4yHUM HEenMIOCKOKMITUHHUM
HeAPIGHOKNITUHHMM PakoM JflereHi Ta iHWuMK

CONIAHUMU NYXJIMHAMWN

35. OHoBeHMiI NPOTOKON K/iHIYHOrO gocnimkeHHs 3 nonpaBkoto 04, Bepcia 1 Big 02 BepecHsa 2021
POKy, aHrniicbKol MoBO0; Bpollypa gocnigHuka nikapcbkoro 3acoby SAR439859, pegakuis Ne5 Big,
02 cepnHsa 2021p., aHrniiicbkoo MOBOK; OcHOBHa iHthopmauis npo pocnigkeHHs Ta copma
iHhpopmoBaHoi 3rogn, Bepcis 4 Big 02 BepecHA 2021p., aHrnilicbkoilo MoBOLO; IHpopmauia ana
nauieHTa i popma iHchopmoBaHOi 3roau, Bepcia Ne 3 ansa YkpaiHu Big 08 BepecHs 2021p. (Ha OCHOBI
OcHoBHOI iHhopmauii npo gocnimpkeHHsa i hopmu iHhopmoBaHoi 3roaun, Bepcia 4 Big 02 BepecHs
2021p.) ykpaiHCbKOK MoBOI0; IHhopmauia ansa nauieHTa i dopma iHcbopmoBaHoT 3roau, Bepcist Ne 3
Ans YkpaiHu Big 08 BepecHs 2021p. (Ha ocHoBi OCHOBHOI iH(hopMauii npo gocnigkeHHA | hopmu
iHdbopMmoBaHoi 3roau, Bepcia 4 Big 02 BepecHsA 2021p.) pocilicbkoto moBoto; EFC15935 — LllogeHHMK
npuiiomy pocnigkyBaHoro npenaparty. IHCTPyKUil gnA ydyacHuka pocnigxeHHs, Bepcia 4.0 Big 20
cepnHAa 2021p., yKpaiHCbKOK Ta pociiicbkoro MoBamu; EFC15935 - LlogeHHUMK npuiiomy
pocnipkyBaHoro npenapatry - Jogatok 1, Bepcia 4.0 Big 20 cepnHa 2021p., YKpPaiHCbKOK Ta
pociiicbkolo moBamu; EFC15935 - LWogeHHUK Npuiilomy gocnigkyBaHOro npenapary — Jopatok 2,
Bepcia 4.0 Big 20 cepnHa 2021p., yKpaiHCbLKOIO Ta pocilicbkolo moBamu; EFC15935 - LLlogeHHUK
npuiioMy gocnigpkysaHoro npenaparty — flogatok 3, Bepcis 2.0 Big 20 cepnHsa 2021p., ykpaiHCbKOIO Ta
pociiicbkolo moBamu; EFC15935 - LWogeHHUK Npuiilomy pocnigkyBaHOro npenaparty — fopatok 4,
Bepcia 2.0 Big 20 cepnHa 2021p., yKpaiHCbLKOIO Ta pocilicbkolo moBamu; EFC15935 - LllogeHHMK
npuiiomy gocnigxyBaHoro npenapaty — flogaTtok 5, Bepcis 2.0 Big 20 cepnHs 2021p., yKpaiHCbKOIO Ta
pociiicbkolo MoBamu; CKpiHWOTU Joaatky gocnipkeHHAa EFC15935 Ha moGinbHuii npuctpiii (IRB
Screens), Bepcia 1.0 Big 27 BepecHA 2021 poKy, YKPAIHCbKOIO Ta POCifiCbKOO MOBaMU [0 NPOTOKO/TY
KNIHIYHOTO AocnimpkeHHs «PaHaomi3oBaHe, 6baraToLeHTpoBe, NoABiliHe crine fgocnigpkeHHs 3 dpasm npenapary
amueHecTpaHT (SAR439859) y komGiHaUil 3 NasboumKIiboM y MOPIBHSHHI 3 /IETPO30/I0M Yy KOMOGIHaUT 3
nanoéouuknioom Ans nikyBaHHA nauieHTiB 3 ER(+), HER2(-) pakom MO/IOYHOI 3a/1031, SKi paHiwe He
OTPMMYBa/IM CUCTEMHOrO MNPOTMPAKOBOro JlikyBaHHA MOLUMPEHOTO 3axBOPKOBAHHA», KOA [AOCNILKEHHS
EFC15935, 3 nonpaskoto 03, Bepcia 1 Big 16 rpyaHa 2020 poky; cnoHcop - sanofi-aventis recherche &
developpement, France (CaHochi-ABEHTIC pellepLl e AeBenonmMaH, ®paHuis)

3aaBHUK - TOB «CaHodi-ABEHTIC YKpaiHa»

36. OHOBJIEHUIT NPOTOKOJ KAiHiYHOro Bunpo6yBaHHA D8530C00002, Bepcisa 5.0 Big 15 BepecHsa 2021
POKY [0 NPOTOKOAY K/iHIYHOro aocnigpkeHHsa «SERENA-2: PaHaomizoBaHe, BioKpuTe, y napasnesibHUX rpynax,
GaraTtoueHTpoBe AOC/IMKEHHS ha3un 2 NOPIBHAHHA e(heKTMBHOCTI Ta 6e3ne4YHOCTi NepopasibHOro npenapary
AZD9833 i dynBecTpaHTa y XIHOK 3 nowuvpeHnm ER-nosntneHum HER2-HeraTuBHMM pakoMm MOJSIOYHOT
3a/103u», Kopg, fgocaixeHHsa D8530C00002, sepcis 4.0 Big 16 rpyaHsa 2020 poky; cnoHcop - AcTpa3eHeka Ab,
LBeuis / AstraZeneca AB, Sweden

3asaBHuK - TOB «MAPEKCE/T YkpaiHa»

37. OHOBNEeHUiI NPOTOKOJ K/iHIUHOTO BUNPOGYBaHHA, Bepcisa 05 Big 17.06.2021; OHOB/EHUIA 3BIT 3
pocnipkeHHs OioekBiBaneHTHOCTI in vitro, Bepcia 01 Big 15.09.2021 [0 nNPOTOKO/Y K/IiHIYHOrO
JocnimpkeHHa «KniHiuHe focnifXeHHs 3 OLiHKM 6i0eKBiBaNEHTHOCTI NlikapCbkux 3aco6iB «IMperagos», kancynm
no 300 mr, Bupo6HuyTBa MAT HBL, «Bopuariscbkuii X$3» Ta «Lyrica», kancynu no 300 mr, BUpo6GHMLTBA
Pfizer 3a yuyacTio 340poBUX 006pPOBOSLLIB», KOA aocnimpkeHHs BHFZ B-1901, sepcia 04 Big 07.12.2020;
cnoHcop - NAT HBL, «bopuariscbknii XP3», YkpaiHa

3anBHuK - MAT HBL, «bopLyariscbkuin Xd3», YkpaiHa

38. OHOBJ/IEHUI NPOTOKOJ K/iHIYHOro BUNPOGYyBaHHA, KOo4 BuMNpooyBaHHA: KVZ-NMV, Bepcia 2.0 Big
12.07.2021; OHoBneHa lHAuBIAyasibHa peecTpauiiiHa dpopmMa KniHiuHOro BunpoGyBaHHA KVZ-NMV,
Bepcia 3.0 Big 12.07.2021 p; oHoBneHa IH(hopMauis AnAa nadieHTiB Ta hopma iHhopmoBaHOi 3rogu»
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KNiHiYHOro BUNpooGyBaHHs, Kog BunpooysaHHA: KVZ-NMV, Bepcia 3.0 Big 12.07.2021 p (yKpaiHCbKOIO
Ta pOCIACbKOI0O MOBamM); OHOBJIEHWI 3pa30K MapKyBaHHS A/11 [OCAiAKYyBaHOro npenaparty Bipg,
12.07.2021; oHoOBNeHuiA 3pa3oK MapKyBaHHA AnA pecepeHTHOro npenaparty Big 12.07.2021;
Bk/loUeHHA [O[AaTKOBOro Micusi K/iHIYHOrO BUMPOOGYBaHHA [0 MPOTOKOMNY K/IHIYHOrO AOC/iAKEHHS
«[lMopiBHAMBHA OUjHKa eEKTUBHOCTI Ta nepeHocuMocTi npenapaty HopmoseH 1000, TabneTtku, BKPUTI
NNiBKOBOK 060/10HKO, Mo 1000 mr, BuUpo6HMUTBA AT «KUIBCKUIA BITAMIHHWA 3ABO/[», YkpaiHa i
npenapaty AeTtpanekc® 1000 mr, TabneTkn, BKpUTI M/IIBKOBOK 060/I0HKOKW, BMPOGHMLTBA «J/labopatopii
CepB’e IHpacTpi», ®paHuis y nauieHTiB 3 XPOHIYHOK BEHO3HOK HEeAOCTATHICTIO HUXHIX KIHLIBOK», KOA
pocnimpkenHs KVZ-NMV, sepcis 1.0 Big 03.04.2021 p.; cnoHcop - AT «KUIBCbKWIA BITAMIHHUA 3ABO/»,
YKpaiHa

3anBHuK - AT «KUIBCbKUIA BITAMIHHWIA 3ABO/», Ykpaina

Ne M.1.6. BignoBigabHOro AocnigHMKa
n/n HasBa micus NpoBeAeHHs KNiHIYHOTO BUNPOOYBaHHS

1. K.M.H. AbpameHko A.B.
KomyHanbHe HekoMepuiiHe nignpuemcTBo KniBcbkoi 061acHoi pagmn «KuiBcbka obiacHa KiiHiuHa

NiKapHs», BIAAIEHHS CyAVHHOI Xipyprii, M. KuiB
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