Jopartok 1

«Mepenik cyTTeEBMX MONpaBoOK A0 MPOTOKOANIB K/iHIYHUX BUNPOOGYBaHb, PO3IMAHYTUX Ha 3acifaHHi
HTP Ne 2 Big 21.01.2021, Ha siki 6yni1 OTPpUMaHi MO3UTUBHI BUCHOBKUN €KCNepTiB.»

1. OHoBneHe Jocbe gocnimKyBaHoro fikapcbkoro sacooy JNJ-64304500, «Moaynb 3: AkicTb» (4500-
ACT-DS-N-200831), Big cepnHs 2020 poky; MNoaoBXeHHSAI TepMmiHy NpuaaTHOCTI AOCAiIAXYBaHOro
nikapcbkoro 3aco6y JNJ-64304500, chiHanbHuii niodinisoBaHnii npoaykt, 100 mr, o 60 micsAuiB;
OHoBeHe [locbe AOCNiAKyBaHOro NikapcbKoro 3aco6y ansa nnaue6o go JNJ-64304500, «<Moaynb 3:
AkicTb» (4500-PLA-DP-201216), Big rpyaHA 2020 poky; BknioueHHA AofaTKOBUX BUPOGHMKIB niaue6o
Ao JNJ-64304500, po3umnH ans in’ekuiii: Janssen Pharmaceutica NV, Benbrisi; Fisher Clinical Services,
CLUA; Fisher Clinical Services, Benuka Bputanis; Fisher Clinical Services, LLiBeiiuapif; MopoBxeHHA
TepmiHy npugaTtHocTi nnauye6o ao JNJ-64304500, po3umH anAa iH’ekuiid, go 60 micAuis; OHoBeHa
Bpouwypa gocnigHuka ana JNJ-64304500, BupaHHsa 4 Big 17 nunHAa 2020 poKy [0 NPOTOKOY KNiHIYHOIo
pocnigxeHHs «PaHgoMizoBaHe noAgifiHe cnine nnaueb0-koHTPOo/boBaHe 6GaraToLEeHTPOBE AOC/iAKEHHS
hasn 2b, wo npoBoANTbLCA Yy napanesibHUX rpynax 3 MeTOK OUiHKA 6e3neyHOCTi Ta edeKTUBHOCTI
3acTtocyBaHHs npenapaty JNJ-64304500 y nauieHTiB 3 XBOpo60t0 KpoHa B akTMBHI ¢oasi Big cepeaHboro Ao
B&XKKOTO CTYMEHS TAXKOCTI», Ko gocnimxkeHHsa 64304500CRD2001, 3 iHKkopriopoBaHoKo rnonpaskoto 6 Big 04
ntotoro 2020 poky; cnoHcop - «AHcceH-Cinar IHTepHewwHn HB", Benbris» / Janssen-Silag International NV
3aaBHuK - TOB «MAPEKCEJT YkpaiHa»

2. OHOoBNeHe [ocbe [OCAiMKYBAHOIO JliKapCcbKoro 3acody ABX464, Bepcia 9.1 Big 07 tpaBHa 2020
POKY, aHrnificbKkoo MoBo10; NMogoBXeHHA TepMiHY npupaTHocTi /713 ABX464, kancyna 50 Mr y chsiakoHi
A0 54 micAuiB 40 NPOTOKOAY KNiHIYHOTO AOCAiMKEeHHS «Bigkpute gocnimpkeHHs cdasu 2b ans BU3HaYeHHs
edpekTMBHOCTI Ta 6e3neyHocTi npenapaty ABX464 Ak nigTpumytoyoi Tepanii B nauieHTiB i3 BUpPasKoBUM
KOJIITOM cepefHbOro Ta TAXKOro CTyneHs», Kog pocnimpkeHHs ABX464-104, sepcia 2.0 Big 25 nunHa 2019
poky; cnoHcop - ABIVAX, ®paHuis

3asABHYK - MignpueMcTBo 3 100% iHo3eMHol iHBecTuLjeto «ANKHOBIA PAC YkpaiHa»

3. bpowypa gocnigHuka, Bepcia 4 poaarok 1 Big 16 rpyaHa 2020 aHrnilicbkoo MOBOO; 3a/lyYeHHs
HOBOI BUPOGHU4OiI ginsaHku Haupt Pharma Miinster GmbH, HimeuuunHa gna AHactpo3on (Anastrozole,
Arimidex, RO0718807, 120511-73-1) [0 nNPOTOKO/Y KNIHIYHOTO [OCAIMKEHHA «PaHgomizoBaHe
GaraToLEHTPOBE BiAKpUTE Heoaf'toBaHTHE AOC/iMKEHHS asu |l B ABOX napanesibHUX rpynax Assi OUiHKK
edheKTMBHOCTI, 6e3neku i hapMakokiHeTVkn npenapaty GDC-9545 y noegHaHHI 3 Nasi60LMKNi6OM Y NOPIBHAHHI
3 aHacTpO30/I0M Y MOEAHAHHI 3 Nasboumknibom y XIHOK B NOCTMeHoNaya3i, siki paHiwe He fikyBasucs, 3
€eCTpOoreH-peuenTop-no3nTUBHUM i HER2-HeratMBHMM pakoM MOJIOHHOI 3a/103UM Ha paHHiin cTagii», kof
pocnipkeHHa WO042133, sepcis 1 Big 08 kBiTHa 2020; cnoHcop - F. Hoffmann-La Roche Ltd («®.XoddmaHH-
Na Pow NTa»), Weeiiyapis

3anBHUK - TOB «Kpomocapma YkpaiHa»

4. MoaoBXeHHs TepMiHY NpuAATHOCTI AOCiAKYyBaHOro nikapcbkoro 3aco6y ARGX-113 with rHuPH20,
PO3uUuH ANA NigWKIPHUX iH’e€KUiA, 165 mMrimn, Ao 24 MicAUIB 4O MPOTOKOY KMIHIYHOrO AOC/iAKEHHS
«BigkpTe npopoBxeHHs pocnimkeHHs ARGX-113-1802 pansi BMBYEHHS LOBrOCTPOKOBOI 6€3ne4YHoCTi,
nepeHocMMOoCTi Ta edheKTUBHOCTI npenapaty EdorapTirivog, PH20 ans niglikipHoro BBeAeHHS y NaujieHTiB i3
XPOHIYHOK 3anasibHOK AeMIeniHi3yoyo nosiHenponarieto (X34M)», kog gocnigpkeHHs ARGX-113-1902,
Bepcis 3.0 Bifg 26 TpaBHs 2020 p.; cnoHcop - argenx BVBA, Belgium/ apaxeHkc BBBA, benbris

3asaBHUK - ToBapncTBO 3 O6MEXeHOH BignosiganbHICTIO «KoOHTpakTHO-ocnigHnubka OpraHisauis IHHothapM-
YKkpaiHa»

5. OHoBneHwuii MpPoOTOKON KNiHIYHOrO BUMNPOGYBaHHA 3 nonpaBkol 8 Big 20 XoBTHA 2020 poKy
aHrniicbKo MoBOO; Bpowypa gocnigHuka gocnigKyBaHoOro Jlikapcbkoro 3aco6y Jlakocamipg, Bepcis
BiA 26 )xoBTHA 2020 poKy aHrnilicbKoto MoBolto; IHchopmauiiiHnii nucTok i popma iHchopmoBaHoi 3rogn
ANA 6aTtbKiB gNna YKpaiHu, Bepcisa 10.0 Big 23 nuctonaga 2020 poKy YKpaiHCbKOK Ta POCiliCbKOLo
MoBamu; [loaatok o iHhopmauiiHoro nucTtka i popmun iHhopmoBaHOi 3rogu: TMMYacoBi 3MiHU Y
pocnipkeHHi y 3B’A3Ky 3 naHgemietro COVID-19 ansa YkpaiHu, Bepcisa 2.0 Big 13 nuctonaga 2020 poky
YKPaiHCbKOIO Ta POCICbLKOI0 MOBaMM [0 NPOTOKO/TY KAIHIYHOTO BMNPOOyBaHHA «Bigkpute 4oCnimpKeHHS 3
METOI BM3HAYEHHS1 6es3nekn, MepeHocMMocTi Ta ediekTMBHOCTI Jlakocamigy (LCM) npu TpuBasiomy
3acToCyBaHHI NepopasibHO B SKOCTI A0A4ATKOBOI Tepanii y AiTei, XBOpMX Ha eninencito», Ko A0CAIAKEHHS
SP848, npoTokon 3 nonpaekoto 7 Big 06 noToro 2017 poky; cnoHcop - UCB BIOSCIENCES Inc., CnonyueHi
LTatn AMepuku

3asaBHnk - TOBAPUCTBO 3 OBMEXEHOK BIAMOBIAANBHICTIO «®APMACBIOTIKA/T PICEPY
ACCOYLWVENTC YKPAIHA» (TOB «®PA YKPAIHA»)



6. Bpouwypa ana nauieHTta, Bepcisa [VO1 UKR(uk)] Big 24 yepBHa 2020 poKy, YKPaiHCbKOIO MOBOIO;
Bpowypa pnsa yuacHuka, Bepcia [VO1 UKR(ru)] Big 24 uepBHA 2020 poKy, pOCiiCbKOIO MOBOIO;
Moci6oHMK Woao Bi3UTIB yyacHUKa AocnimxeHHA, Bepcia [VO1 UKR(uk)] Big 24 uepBHA 2020 poky,
YKpalHCbLKOI0 MOBOIO; KepiBHMLTBO WOA0 Bi3UTIB ANA yd4acHUKa, Bepcia [VO1 UKR(ru)] Big 24 yepBHA
2020 poky, pociiicbkolo MoBoOIO; MnakaT gnAa yyacHuka gocnigkeHHs, Bepcia [VO1 UKR(uk)] Big 24
uepBHA 2020 poKy, YKpaiHCbKOIO MOBOIO; Mnakar AnAa yyacHuKa gocnimxeHHs, sepcia [V01 UKR(ru)]
Big 24 uepBHA 2020 poKy, pociiicbKOlo MoOBOIO; KapTka 3 noBigOMNEHHAM NPO HarasibHy NMOTpPeoy,
Bepcia [VO1 UKR(uk)] Big 09 6epe3Hs 2020 poKy, yKpaiHCbKOIO MOBOIO; HeBigknagHa kapTka, Bepcis
[VO1 UKR(ru)] Big 09 6epe3Ha 2020 poKy, poCilicbkolo MOBOIO; JIUCTiBKA 3 BUC/IOBJ/IEHHAM NOASKM,
Bepcifa [V01 UKR(uk)] Big 12 6epe3Hsa 2020 poKy, YKpAiHCbKOO MOBOLO; JIUCTIBKa 3 BUC/IOB/IEHHAM
noasku, Bepcisa [V01 UKR(ru)] Big, 12 6epe3HAa 2020 poKy, poCilicbKolo MOBOIO; LLIKana OLiHKM TSXKKOCTI
cyiumay Konymobilicbkoro yHiBepcutety (C-SSRS) BuxigHi gaHHi/Bepcis gns ouiHioBaHHA_C-SSRS-
Baseline Screening, Bepcis Big 25 notoro 2020 poKy, yKpaiHCbKOK MOBOIO; LLIKana oLiHKN TSHKKOCTI
cyiungy KonymGiiicbkoro yHiBepcutety (C-SSRS) BuxigHi gaHHi/Bepcia gns ouiHoBaHHA_C-SSRS-
Baseline Screening, Bepcifi Big 10 ciuHa 2020 poky, pocCiificbkol0 MOBOIO; LLikasia OLiHKMA TSXKKOCTI
cyiumay KonymGilicbkoro yHiBepcuteTy (C-SSRS) 3 MOMEHTY OCTaHHbLOTO Bi3uTy_C-SSRS-Since Last
Visit, Bepcia Big 25 noToro 2020 poKy, yKpaiHCbKOIO MOBOIO; LLIkana OLHKM TSAXKOCTI cyiuugy
KonymGiiicbkoro yHiBepcutety (C-SSRS) 3 MOMeHTYy ocTaHHbOro Bi3uty_C-SSRS-Since Last Visit,
Bepcia Big 10 ciuHAa 2020 poKy, pOCIiICbKOI0O MOBOIO; 3a/lyYeHHS [O0[ATKOBUX MiCLb NPOBeAEHHS
BUNPOGYBaHHA [0 NPOTOKO/Y KAiHIYHOro BMNpoOyBaHHA «PaHfomizoBaHe, NoggiiHe criine AOCAiAKEHHS
dhasn 3b, KOHTpONbOBaHe NnaLebo Ta akTUBHVMM MpenapaToM, Lo NPOBOAUTLCA B NapasieflbHuX rpynax 3
METO aHanizy 6e3nepepBHOro iKyBaHHA Mipikis3yma6oM i BefosisymaboM Y4yaCHUKIB 3 akTUMBHUM
BMPa3KOBMM KOJ1iTOM MOMIPHOrO Ta BaXXKOro CTYMEHS TSHKKOCTI», Kog, gocnigxkeHHs 16T-MC-AMBI, Bepcis Bia
05 6epe3sHsa 2020 poky; cnoHcop - Eli Lilly and Company, United States

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

No MN.1.B. BignoBsiganbHOro gocnigHuka

n/n Ha3Ba Micus npoBeAeHHSA K/iHIYHOro BUNPo6yBaHHSA

1. 3aB.Bia. 360piBCbKUA H.M.

KomyHasibHe HekomepLiiHe nignpremcTso JIbBIBCbKOI 06/1acHOT paan «/IbBiBCbka 06/1acHa KiiHiuHa
nikapHs», XipypriyHe siggineHHsa Nel, m. JIbBis

2. nikap 3iH4eHko M.B.

KomyHasibHe HekomepuiiHe nigNpMEMCTBO XapKiBCbkOi o6nacHoi pagn «O6nacHa KhiHidHa
NiKapHsa», racCTPOeHTeposIorivyHe BifAiNneHHs, M. Xapkis

3. 3aB. Bi. XogaceHko O.M.

KomyHasibHe nignpuemcTBo «J[IHinponeTpoBcbka o6nacHa KniHivHa nikapHa iM. 1.I. MeuyHukoBax»
JHinponeTpoBCLKOT 06/1aCHOT paav», BifAI/IEHHS racTpOeHTeposiorii (renatonorii), M. AHiNpo

4. K.M.H. [epacumeHko O.M.

MeaunuHnin UeHTp ToBapucTBa 3 OOMEXEHOK BiAMOBIAABHICTIO «MeandHuin ueHTp «KoHcuniym
Megikan», cTauioHapHe Big4i/IeHHA 3 raCTPOEHTEPOoNiYHUMKU nanaramm, M. Kuis

5. K.M.H. JaHumok C. B.

KomyHanbHe HekomepuiliHe nignpneMcTBo KniBcbkoi o61acHoi pagn «KuiBcbka o6nacHa KiHivyHa
niKkapHs» , FaCTPOEHTEPOIONYHNIA LLIEHTP, raCTPOEHTEPOOriYHe BigaineHHs, M. Knis

6. A.M.H. I'pigHeB O.€.

[epxaBHa ycTaHoBa «HauioHanbHWii iIHCTUTYT Tepanii imeHi J1.T. Manoi HauioHanbHoT akagemii
MeaANYHNX HayK YKpaiHu», Biaain BMBYEHHS1 3aXBOPHOBaHb OpraHiB TpaB/fieHHA Ta iXx KOMOpPOiAHOCTI 3
HeiHheKUiHMMN 3aXBOPHOBaHHSIMM, BiAAi/IEHHS racTPOeHTeposorii Ta Tepanii, M. XapkiB

7. K.M.H. TTONNbOHKIH €.1.

MeauyHWin LeHTP TOBapMCTBA 3 0OMEXEHO BiANOBIAA/IbHICTIO «/[ialeHTp», racTpoeHTeposoriyHe
BigAIIEHHS, M. 3anopixks

8. nikap HOpkis A.€.

KomyHasnibHe HekoMmepujiiHe nignpnemctBo «Opgecbka o06sacHa KiiHiyHa fikapHa» OpgecbKoi
obnacHoi pagn», O61acHWiA racTPOEHTEPO/IONIYHUIA LIEeHTP, XipypriyHe BigaineHHs, M. Ogeca

9. K.M.H.OniiHKK O..

KomyHanbHe HekoMmepuiiHe nignpuemctBo «Micbka nikapHsa Ne6» 3anopi3bkoi MICbkoi paaw,
racTPOEHTEepOosIorivyHe BigAineHHs, M. 3anopixxsa

10. | nikap UapuHHa H.T1.

MegmnuHunin ueHTp «Ok!KniHik+» TOBapucTBa 3 OOMEXEHOH BIAMNOBIAANBHICTIO «MbKHapogHWiA
IHCTUTYT KIHIYHUX [OCNIMKEHb», BioAiN racTpoeHTeposiorii Ta renarosiorii  cTauioHapHOro
BiAAiNeHHA, M. KniB




7. MpoTokon KniHiuHoro gocnigxkeHHs D5272C00001 (MonepegHiii Homep - Ne 3151-201-008), nonpaBka
Homep 4 Big 17 cepnHA 2020 poky; CMHONcUC OHOB/iEHOro npoTokosy D5272C00001 (MonepepHiii
HoMmep - Ne 3151-201-008), nonpaBkKa 4, yKpaiHCbKOI0 MOBOI0; IHchopmaLia npo gocnimxeHHs Ta hopma
3roau ANAa Aopocsnx, IokasibHa Bepcis Homep 1.0 Ana YKpaiHu yKpaiHCbKOK MOBOIO, AaTta Bepcil 27
XOBTHA 2020 poKy Ha OCHOBI MacTep Bepcii Homep 7.0 Big 17 cepnHsa 2020 poky; 3roga Ha y4yacTb B
onuioHaJIbHOMY FeHeTUYHOMY TecTyBaHHi (aHani3 [JHK) Ta maiiGyTHiX GioMmegUUHUX [OCHIAKEHHAX,
NnokanbHa Bepcifi Homep 1.0 Ana YKpaiHu YKpPaiHCbKOI0 MOBOIO, AiaTa Bepcil 27 oBTHA 2020 poKy, Ha
ocHoBi macTtep Bepcii Homep 3.0 Big 30 BepecHs1 2020 poky; IHchopmauia Ta dopma 3roan Ha HaflaHHA
JaHuX BariTHOI NMapTHepPKU AOPOC/IOr0 yyacHUKa AOCHiAKeHHs, NoKasibHa Bepcia Homep 1.0 gnsa
YKpaiHu yKpaiHCbKOK MOBOIO, AaTta Bepcii 27 oBTHA 2020 poKy, Ha OCHOBI MacTep Bepcii Homep 1.0
Big 17 cepnHa 2020 poky; OHoBneHa Bpowypa focnigHuka [BOCAiAKyBaHOro iKapCcbKoro 3acooy
Bpa3snkymab, Bepcia 7.1 Big, 17 cepnHa 2020 poky; YactuHa 2.1.S locbe foCNigKyBaHOro NiKapCbKoro
3aco0y. Jlikapcbka peuoBuHa (Bpasukymao), Bepcisa 1.0 Big 16 BepecHa 2020 poky; YacTtuHa 2.1.P
Aocbe AocnigpKyBaHOro nikapcbKoro 3aco6y bBpasukymab, Bepcia 2.0 Big 6epe3Hs 2019 poky.
MeauuHwuii npenapart; YactuHa 2.1.P locbe gocnigxyBaHoro fikapcbKoro 3aco6y bpasnkymao, Bepcis
2.0 Big Gepe3Ha 2019 poky. MepguuHuii npenapaT - nnaue6o; YactmHa 2.1.P CnpouweHoro flocbe
AocnigpkyBaHoro nikapcbkoro 3aco6y EHTuBIO, Bepcia 2.3 Big BepecHAa 2020 poky. MeguuHnii
npenapar nopiBHAHHA; MapKyBaHHA nakyBaHHA Bpa3sukymaly, 70 mr/mn (pnakoH 1 mn), po3uuH Ans
iHpy3ili gnA BHYTpPilWWHbOBEHHOrO Ta nigwkipHoro BBegeHHsA (Mpouec 1) Big 20 xxoBTHA 2020 pokKy;
MapkyBaHHa chnakoHiB Bpasukymady, 70 wmrimn (cdnakoH 1 mn), posumH pana iHdysin ans
BHYTPILUHbLOBEHHOrO Ta nigwkipHoro BBegeHHA (Mpouec 1) Big 20 xoBTHA 2020 poky.; MapKyBaHHA
nakyBaHHA nnaue6o bBpasukymady, 70 wmrimn (dnakoH 1 mMn), posumH pana iHdysin ana
BHYTPiLLHLOBEHHOrO Ta nigwkipHoro BBegeHHA (Mpouec 1) Big 20 xoBTHA 2020 poky.; MapKyBaHHA
thnakoHiB nnauye6o bBpasukymady, 70 wmrimn (cpnakoH 1 wmn), po3unH pna iHdysin  ana
BHYTpPIilLHLOBEHHOro Ta nigwkipHoro BBegeHHA (Mpouec 1) Big 20 XoBTHA 2020 poky.; MapKyBaHHSA
nakyBaHHA EHTuBIOo® Bepgonisymaé chnakoH 300 mr gns BHYTPilULHLOBEHHOrO 3acTocyBaHHSA Big 20
XOBTHA 2020 poky.; MapkyBaHHA EHTUBIO® Beponisyma6 cnakoH 300 Mr Ansi BHYTPilLLHLOBEHHOTO
3acTocyBaHHA Bif 20 xoBTHA 2020 poky.; MapkyBaHHA Hatpito Xnopug 0,9% Ans BHYTPilIHLOBEHHUX
iHpy3iin, nakeT 250 mn Big 15 oBTHA 2020 poky.; MapkyBaHHs nioko3u 5% Ans BHYTPILLHbOBEHHUX
iHoy3iiA, nakeT 100 mn Big 15 xoBTHA 2020 poky.; KapTka 6e3nekun nauyieHta. D5272C00001, J/lokasibHa
Bepcifa 1 ana YkpaiHu YKpaiHCbKOI0 MOBOIO, AaTta Bepcil 27 )xoBTHA 2020 poKy Ha ocHoBi MacTtep Bepcii
2.0 Big 05 xoBTHA 2020.; KopoTKuii goBigHMK nayieHTa. AstraZeneca D5272C00001 (Legacy 3150-301-
008). Bepcisa gokymeHTa 4.0 ukUA.; 3HIMKM 3 eKpaHy NPUCTPOLO. 3arasibHUiA BUA, eKpaHy Ta NO3HAYKU.
Bepcis ykpaiHCbKOl MOBOIO, Bepcia 2.0. (AstraZeneca D5272C00001 (Legacy 3151-201-008) General
Tablet & Handheld Screens, ukUA (Ukrainian Ukraine), Version 2.0); 3HiMKM 3 eKpaHy npucTtpoto. Bxig
KopucTyBaya y CUCTeMy Ta HaB4YaHHA. Bepcia ykpalHCbKOO MoOBOW, Bepcia 2.0. (AstraZeneca
D5272C00001 (Legacy 3151-201-008) Subject Login and Training Handheld, ukUA (Ukrainian Ukraine),
Version 2.0); 3HiMKM 3 ekpaHy npucTtpoto. LLloageHHUK akTiB aedpekauii. Bepcia ykpaiHCbKOIO MOBOIO,
Bepcia 2.0. (AstraZeneca D5272C00001 (Legacy 3151-201-008) Bowel Movement Diary, ukUA
(Ukrainian Ukraine), Version 2.0); 3HiMKM 3 eKkpaHy npucTpolo. AHKeTa LWoAo cTaHy 340poB’s. Bepcis
YKpaiHCbKOI MOBOI0, Bepcif 2.0. (AstraZeneca D5272C00001 (Legacy 3151-201-008) EQ-5D-5L, ukUA
(Ukrainian Ukraine), Version 2.0); 3HiMKM 3 eKpaHy npuctpoio. BeuipHiii wopeHHuk. Bepcis
yKpaiHCbKOI MoBoOlo, Bepcifa 2.0. (AstraZeneca D5272C00001 (Legacy 3151-201-008) Evening Diary,
ukUA (Ukrainian Ukraine), Version 2.0); 3HiMKM 3 eKpaHy NPUCTPOIo. AHKeTa A/151 OLIHKU SAKOCTi XXUTTA
npu 3anajibHOMy 3axBOPIOBaHHI KUWEUHUKY. Bepcia ykpaiHCbKolo MoBoOto, Bepcifa 2.0. (AstraZeneca
D5272C00001 (Legacy 3151-201-008) IBDQ, ukUA (Ukrainian Ukraine), Version 2.0); 3HiMKN 3 eKpaHy
npuctpoto. SF-12. Bepcis ykpaiHCbKOI0 MOBOIO, Bepcif 2.0. (AstraZeneca D5272C00001 (Legacy 3151-
201-008) SF-12, ukUA (Ukrainian Ukraine), Version 2.0); 3HiMKM 3 eKpaHy npuctpotlo. TuwxHeBuiA
LWwoAeHHUK. Bepcia ykpaiHcbKOl0 MoBoOLo, Bepcia 2.0. (AstraZeneca D5272C00001 (Legacy 3151-201-
008) Weekly diary, ukUA (Ukrainian Ukraine), Version 2.0); IHCTpyKUis 3i 360py 3paska kany Ans
am6ynartopHux nauieHTiB. AstraZeneca D5272C00001 (Legacy 3151-201-008). Pepakuis 1.0.4 Bipg,
14.09.2020 p.; MapKyBaHHA MOPTATUBHOrO MPUCTPOID YKpPAIHCbKOK MoBor. D5272C00001 (Legacy
3151-201-008), ukUA, Bepcia 3.0.; XBopo6a KpoHa Ta BupaskoBui KoniT. PeknamHa Gpouwypa
yKpalHCbKOl0 MOBOlO, Bepcis 2.0 Big 05 xoBTHA 2020 poky. (D5271C00001 (Legacy Ne3150-301-
008)_D5272C00001 (Legacy Ne3151-201-008)-UC-CD-BROCHURE-V2.0-050c¢t2020 UKR UKR); XBOpo6a
KpoHa Ta BupaskoBwuii Konit. PeknamHuii onaep ykpaiHCbKOKO MOBOIO, Bepcis 2.0 Big 05 »xoBTHA 2020
poky. ( D5271C00001 (Legacy N23150-301-008)_D5272C00001 (Legacy Ne3151-201-008)-UC-CD-FLYER-
V2.0-050¢t2020 UKR) 00 NpOTOKO/Y K/IHIYHOro AoChifKeHHs «baraTtoueHTpoBe, paHaoMi3oBaHe, NoaBiiHe
cnine, nnauebo-KOHTPO/IbOBaAHE Ta KOHTPO/IbOBAHE 3a aKTMBHUM MNpenapartoM AOCAiMKEHHA dhasn 2 3
NoABINHMM MacKyBaHHAM B NapasieNibHUX rpynax i3 54-TuxHeBnM Nepiogom nikyBaHHS 3 OLiHKU ePeKTUBHOCTI
Ta 6es3neyvyHocTi OpasuKymaly npu 3acTOCYBaHHI B YYaCHWKIB 3 akTUBHUM BMPa3KOBUM KOMITOM Bif
cepefHboro CTyNeHs TSAXKOCTI [0 TSXKOro», kog gocnimkeHHs D5272C00001, npoToKOs K/iHIYHOro
BMNpo6yBaHHA 3 nonpaskoto 3 Bif 08 6epesHa 2019 p.; cnoHcop - AstraZeneca AB, Sweden



3asBHUK - TOB «<ACTPA3EHEKA YKPAIHA»

8. OHoBneHuii MpoTokon KNiHiuHOro pocnigkeHHs 0169, Bepcia 1.0 3 iHKOpNopoBaHo NonpaBKolo 4
Big 05 cepnHsa 2020 poKy, aHrnificbkoo MoBOW; Bpowypa gocnigHuka AmnpenokcetuH (TD-9855),
BugaHHA 8 Big 21 kBiTHA 2020 poKy, aHriAcbKkol MOBOW; IHopmauiiHMiA NUcToK i chopma
iHbopMoBaHOi 3rogu yyacHuka gocnimkeHHsi, Bepcia V7.0UKR(uk)2.0 Big 04 rpyaHs 2020 poky,
nepeknag ykpaiHCbKO MoBow Big 18 rpyaHa 2020 poky; IHdopmauiiHuii nuctok i dopma
iHbopMoBaHOi 3rogn yyacHuka pocnigxeHHs, Bepcia V7.0UKR(ru)2.0 Big 04 rpygHa 2020 poky,
nepeknag pociicbkolo MoBok Big 18 rpygHa 2020 poky; IHdopmauiiHuii nuctok i dopma
iHbopmoBaHoOi 3rogu pornsapgava, Bepcia V4.0UKR(uk)2.0 Big 04 rpyaHa 2020 poKy, nepeknap,
YKpaiHCbKOI0 MOBOIO Big, 18 rpyaHAa 2020 poky; IHcopmauiiiHuii nucTok i hopma iHhopmoBaHOi 3roau
pornsapava, sepcisa V4.0UKR(ru)2.0 Big 04 rpygHa 2020 poky, nepeknag pociiicbkoo moBoto Big 18
rpyaHs 2020 poky; MNMociGHuK 3 o6rosopeHHs iHhopMoBaHoi 3roau, Bepcis VO4UKR(uk) Big 10 rpyaHa
2020 poky, nepeknag yKpaiHCbKo MoBOH0; KepiBHULTBO 3 06roBOpeHHs iHhopMoBaHOI 3roau, Bepcis
V04UKR(ru) Big 10 rpyaHs 2020 poKy, nepeknag pociiicbKolo MoBoto; MociGHUK i3 gocnigkeHHs gns
nauieHTa, Bepcisa VOSUKR(uk) Big 10 rpyaHa 2020 poKy, nepeknag, yKpaiHCbKO MOBOI0; KepiBHMLITBO
nauieHTa WoAao0 ydacti B gocnigkeHHi, Bepcia VOSUKR(ru) Big 10 rpyaHsa 2020 poky, nepeknap,
pociiicbkolo MoBOW; Cnaign 3 iHdopmauieto_ Ampreloxetine Study 0169, aHrnilicbkoro MOBOIO;
MNonituka koHdigeHuiiHocTi_ CCR_App_ Privacy_Policy, Bepcis v1.0, aHriicbKkol0 MOBOIO; YMOBU
kopuctyBaHHA_KCR Terms and Conditions, Bepcia v1.0 Big 15 BepecHsA 2020 pokKy, aHrNiliCbKOLO
MOBOIO; TeKCT iHCTPYKLUiiA ANns eKpaHy efIeKTPOHHOro npucTporo_HanawTyBaHHA [UCTaHUiiHOrO
BisuTy Ao KniHikm _Telehealth, nepeknag ykpaiHCbKOO MOBOI; TEeKCT IHCTPYKLUiA AN eKpaHy
€/1IeKTPOHHOro NpUCTporo_HanawTyBaHHA AUCTaHLiliHOro Bi3uTy Ao KniHikn _Telehealth, nepeknag,
pociiicbKkolo MOBOLO; [loCcbE AOCNiAKYBaHOIO flikapcbkKoro 3aco6y TD-9855, BugaHHaA 5.0 Big 30 nunHsA
2020 poky, aHIiiCcbKOIO MOBOIO; loCb€ HeAOCNiIAKyBaHOTO NiKapCbKOro 3aco6y eKCTPeHOT MegULMHN
Gutron® (MigogpuHy Figpoxnopua), Bepcia 4.0 Big 05 cepnHAa 2020 poky, aHrNificbKOO MOBOIO [0
MPOTOKO/TYy KMIHIYHOrO JocnimxeHHs «baraToueHTpoBe, paHOoMi3oBaHe, MoAgiliHe chine, nnaue6o-
KOHTPOJ/IbOBaHe 4-TMXHEBEe AOCNIMKEHHA dha3un 3, WO NPoBOAUTLCA B NapasieflbHuX rpynax, 4718 BUBYEHHSA
npenapaty TD-9855 npu NikyBaHHi CMMNTOMATUYHOT HEPOreHHOT OPTOCTATUYHOI FNOTEH3IT B MauieHTIB i3
NepBUHHOK BereTaTtMBHOK HEOCTaTHICTIO», KoA AocnigxeHHs 0169, Bepcis 1.0 3 nonpaskoto 3 Bif 04 rpyaHsA
2019 poky; cnoHcop - Theravance Biopharma Ireland Limited, IpnaHgis

3anBHuK - MignpuemcTso 3 100% iHo3emHol iHBecTuLjeo «AVK'IOBIA PAC YkpaiHa»

9. OHoBneHunii MpoTokon KniHiuHoro pocnigkeHHa Debio 1450-BJI-205, octatouHa pepakuis 5.0 3
iHTerpoBaHoto MonpaBkoto 2 Big, 14 xoBTHA 2020 p.; CUHONCUC OHOBJ/IEHOIO NMPOTOKOJY KJiHIYHOrO
pocnipkeHHa Debio 1450-BJI-205, octaTtouHa pegakuia 5.0 3 iHTerpoBaHolo MonpaBkot 2 Big 14
)XOBTHS1 2020 p., ocTaTOUHMIi Nepeknag 3 aHriicbKoi MOBU Ha yKpaiHCbKy MOBY Big 02 nuctonaga
2020 p.; IHopmaLiliHMii NUCTOK nauieHTa i hopma iHPOpPMOBaHOI 3roau Ha yyacTb y HayKOBOMY
KNiHIYHOMY [OCAifAKeHHi, ocTaTouHa pegakuis 1.0 ana YkpaiHu Big 29 xoBTHA 2020 p., oCTAaTOUHMIA
nepeknag, 3 aHrnilicbkoi MOBM Ha pociiicbKy MOBY Bif 02 nuctonaga 2020 p., ocTaTouHuii nepeknag 3
aHrnikcbKoOi MOBM Ha YKpaiHCbKy MOBY Big, 02 nuctonaga 2020 p.; Byknet ans ouiHKv 60110 NalieHToOM,
ocTaTto4yHa pegakuif 1 Big 06 nunHa 2020 p., octaTtouHMii Nepekniag 3 aHrMicbKOT MOBU Ha POCIiCbKy
MoBy Big 13 nunHa 2020 p., octaTtouHUii Nepeksiag 3 aHrNificbKoi MOBU Ha YKpPaiHCbKy MOBY Big 13
nunHsa 2020 p.; Bpowypa gna gocnigHuka 3 npenaparty ada6iuvH (Debio 1450), peaakuis 9.0 Big 06
nucrtonaga 2020 p.; JopaHHA [03yBaHHA [OCAILKYBAHOIO NikapcbKoro 3acoby AdaGiunH, TabneTku,
BKpUTi NJ1iBKOBOIO 060/10HKO10, 80 Mr, BUpoGHUK - "SYNERLAB Développement”, ®paHuin; foaaHH:A
[O03yBaHHA [OCNigKyBaHOro ikapcbkoro 3acoGy AcpabiuynH, Tabnetkn, BKPUTIi NNiBKOBOIO
060/10HKO0, 120 mr, BUpoGHUK - "SYNERLAB Développement"”, ®paHuif; JoCbe [OCNiAKYBaHOro
nikapcbkoro 3aco6y (IMPD): Posgin "OaHi 3 akocti AcabiuynH 80, 120 Ta 240 Mr TaGneTKn, BKpPUTI
nniBkoBo 060n10HKOK | Quality Data Afabicin 80, 120 and 240 mg Film-Coated Tablets", pegakuis 6 -
Big nunHa 2020 p.; 3pa3soK eTUKETKU [OChigKyBaHOro Jsikapcbkoro 3acody AdaGiuumH (Oe6io
1450)/Afabicin (Debio 1450), Ta6neTku, BKpUTi NJ1iBKOBOIO 060/M10HKOIO 80 a6o 120 mr, Bepcia ansa
YKpaiHu yKpaiHCbKO MOBOK Big 19 uepBHA 2020 p. A0 NPOTOKONY KAIHIMHOTO AOCNiAXKEHHSA
«PaHgomizoBaHe BigKpUTE AOCAIMKEHHS 3 aKTMBHUM KOHTPOJIEM, WO MPOBOAMTLCSA 3 METOK OLiHKK
6€e3MeyYyHOCTi, NepeHoCUMOCTi 1 edpekTMBHOCTI adabiynHy [18 BHYTPILHLOBEHHOTO / MEepPOopasibHOro
3aCTOCyBaHHA NpW JiKyBaHHI MauiEHTIB 3i CTagi/IOKOKOBMMM iHAPEKLiSsIMU  KICTOK abo cyrniobiB», kopg
pocnigpkeHHs Debio 1450-BJI-205, octato4Ha pegakuis 4.0 3 iHTerposaHoto Monpaskoto 1 Big 17 rpyaHs 2018
p.; cnoHcop - «ebiodhapm IHTepHeluHn CA» [Debiopharm International SA], LUBeiiuapist

3anBHuK - TOBAPVCTBO 3 OBMEXXEHOIO BIAMOBIAABHICTIO «MI EC A-YKPAIHA»

10. OHOBNEHMIiI NPOTOKON KNiHiYHOro BUNpo6yBaHHA MK-3475-905, 3 iHkopnopoBaHO0 nonpasBkoto 02
Big 05 cepnHa 2020 poKy, aHrnificbkol MoBOIO; 3MiHAa Ha3Bu npotokony KB 3 «PaHpomizoBaHe
pocnipkeHHs lll pa3m 3 npoBeAeHHAM LIMCTEKTOMIT B KOMGiHaLiT 3 nepionepauiiiHuM 3aCTOCyBaHHAM
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neMoposisymady MOpPiBHAHO 3 MNPOBEeAEHHAM TiNIbKU LMUCTEKTOMIi ANA Y4yacHUKIB 3 M'SI30BO-
iHBA3UBHUM pakoM CeYOBOro Mixypa, AKMM He MOXHA MNPOBOAUTU JliKyBaHHA LUCMIATUHOM
(KEYNOTE-905)» Ha «PaHpomizoBaHe gocnimkeHHs Il dhasm ana ouiHku yuctekTomii B KOMGiHaLii 3
nepionepauiiiHim 3acTocyBaHHAM nemMOponisymady Ta A/ OLiHKM LMCTEeKTOMii B KOMGiHauii 3
nepionepauiiiHim 3acTocyBaHHAAM eHcopTymMaGy BeAOTMHY Ta nemMOponisymady nNOPIBHAHO 3
NPOBEAEHHAM TiJIbKM LUCTEKTOMIT ANMA y4YaCHUKIB 3 M’A30BO-iHBa3MBHMM PakOM CEYOBOro Mixypa,
AKMM He MOXXHa NpoBoAUTY NiKkyBaHHA uucnaaTtuHom (KEYNOTE-905/EV-303)»; bpowypa gocnigHuka
AN3 eHncoptymab BegotuH (Enfortumab Vedotin; ASG-22CE), BuaaHHsa 9 Big, 12 6epe3Hsa 2020 poky,
aHrniicbkoto MmoBoto; Joaatok 1 (nepenik nomunok) Big 01 uepBHs 2020 p. aHrNiACbLKOIO MOBOIO [0
Gpowypu gocnigHuka AN3 eHcdoptymad BegotuH (Enfortumab Vedotin; ASG-22CE), BugaHHA 9 Big 12
Gepe3HA 2020 poKy, aHrNilicbKO MOBOIO; YKpaiHa, MK-3475-905, Bepcia 1.02 Big 13 nuctonaga 2020
p., YKpaiHCbKOIO MOBOIO, iH(hopMaLisa Ta AOKYMEHT Npo iHhopMoBaHy 3rogy ANA nauieHTa; YKpaiHa,
MK-3475-905, Bepcis 1.02 Big 13 nuctonaga 2020 p., pociiicbkolo MOBOIO, iH(hopmaLis Ta JOKYMEHT
npo iHhopmoBaHy 3roay ANA nauieHTa; 3anyyeHHs A/13 eHopTymad BegoTuH (Enfortumab Vedotin;
ASG-22CE), niochinizoBaHuii NOpoOLLOK AN BHYTPilWHbOBEHHOT iHy3il, 30 mr; (Bupo6HuuTBO: Astellas
Pharma Europe B.V., Netherlands; Baxter Oncology GmbH, Germany; Lonza AG, Switzerland; SGS Lab
Simon SA, Belgium. NMakyBaHHs/MapkyBaHHA: Almac Clinical Services, USA; Almac Clinical Services
Limited, United Kingdom; Fisher Clinical Services GmbH, Switzerland; Fisher Clinical Services Inc.,
USA; Fisher Clinical Services UK Limited, United Kingdom; Merck Sharp & Dohme Corp., USA;
Werthenstein BioPharma GmbH, Switzerland); 3pa3ok MapkyBaHHSA NMiKapCbKOro 3aco0y NMOpPiBHAHHSA
eHdopTymaé BegotuH (Enfortumab Kit), Bepcia 2.0 Big 21 tpaBHA 2020 p., YKPAiHCbKOIO MOBOLIO;
3pa30K MapKyBaHHA NiKapCbKOro 3aco6y nopiBHsAHHA eHchopTymMad BegoTuH (Enfortumab Vial), Bepcis
2.0 Big 21 TpaBHA 2020 p., YKpaiHCbKO MOBOI; MK-3475-905_306paKeHHA Ha eNIeKTPOHHUX
woaeHHUKax ana nauyieHta (EQ-5D-5L; FACT-BI-Cys; BCI; Login; PIN change; Patient main menu), ans
YKpaiHu, Bepcia 2 Big 30 nunHAa 2020 poKy, yKpaiHCbKO MoBOw); MK-3475-905_306paKeHHA Ha
eNeKTPOHHUX WoaeHHUKax ansa nauieHta (EQ-5D-5L; FACT-BI-Cys; BCI; Login; PIN change; Patient
main menu), gna YKpaiHu, Bepcia 2 Big 30 nunHa 2020 poKy, pocCiiicbkod MOBOK [0 NPOTOKOY
KMiHIYHOrO JocnimpkeHHa «PaHgomMizoBaHe gocnigpkeHHs |l dhasu 3 npoBefeHHAM LMCTEKTOMIT B KOMBIHALT 3
nepionepawiiHum 3acToCyBaHHAM MemMOponiayMaly MOpPIBHAHO 3 MPOBEAEHHSIM TiflbKU LMCTEKTOMII A/
YYaCHUKIB 3 M'A30BO-IHBA3VBHMM pakOM CEYOBOr0 MixXypa, SKUM HE MOXHa MpOBOAWTU JiKyBaHHS
umcnnatuHom (KEYNOTE-905)», kog gocnigpkeHHs MK-3475-905, Big 04 6epe3Hs 2019 poky; cnoHcop - Mepk
LWapn Exg Joym Kopn.”, goyipHe nignpuemctso"Mepk EHA Ko.,IHK." (Merck Sharp & Dohme Corp., a subsidiary
of Merck & Co., Inc.), CLLA

3asBHUK - TOBApUCTBO 3 0OMEXEHOI0 BiANoBiAasbHICTI0O «MC/[, YKpaiHa»

o6yno cTano

«PaHgomizoBaHe pocnigkeHHa Il cdasm 3 | «<PaHgomizoBaHe pocnigpkeHHs Il chasm gns
npoBefeHHsAM LMCTEKTOMIi B  KOMGiHauii 3 [ OUiHKM  uUuCTeKTOMii B  KOMOiHauii 3
nepionepauiiHum 3acTocyBaHHAM | nepionepayiiHum 3aCTOCYyBaHHAM
neMmoposiisymadby MOpPiBHAHO 3 MNpOBefEeHHAM | Nnemoponisymady Ta A1 OLHKU LUCTEKTOMIl
TINbKN LMCTEKTOMIi ANA YyyacHUKIB 3 M'AI30BO- | B KOMOGiHav,ii 3 nepionepaujiiHim

iHBasSUBHUM pakom ce4yoBOro Mixypa, SIKUM He | 3acTocyBaHHAM eH(oOpTyMalby BeAOTUHY Ta
MOXHa NpoOBOAUTU JlIKyBaHHA  LMCMJATMHOM | NemM6ponizymady NOpiBHAHO 3 NPOBEAEHHSAM
(KEYNOTE-905)» TiNbKN LUCTEKTOMIT A/151 YYACHUKIB 3 M'A30BO-
iHBa3MBHUM pPakoM CeYOBOro Mixypa, iIKUM He
MOXXHa MPOBOAMUTU NiKyBaHHA LUCNIATUHOM
(KEYNOTE-905/EV-303)»

11. BKNOUYEHHA [O0[ATKOBUMX MiCUb NMPOBeAEHHA KIiHiUHOro BunpoobyBaHHsi; WN42349, Bpowypa
[OCnipKeHHA ANA yyacHuKIB, Bepcia 1.0, 26 cepnHa 2020 p., UA ykp. moBoto; WN42349, Bpouwypa
[ocnipKeHHA ANA yyacHuUKiB, Bepcia 1.0, 26 cepnHa 2020 p., UA poc. MOBOIO [0 NPOTOKO/Y K/iHIYHOro
pocnipkeHHs «baratoueHTpoBe, HENOPIBHAMbHE, BigKpUTe AOCMIMKEHHA 3 METOH OUHUTK LOBrOCTPOKOBY
6e3nevHicTb Ta edeKTMBHICTbL npenapaty caTpanisymadé Yy nauieHTiB 3  po3nagoM  ChnekTpy
onTukoHenpomienity (PCOHM)», kog gocnigpkeHHs WN42349, sepcia 1 Big 28 nunHa 2020 poky; CnoHcop -
«®. XochdmarH-/1sa Pow /lTa» (F. Hoffmann-La Roche Ltd), LBeiiuapis

3asaBHUK - ToBapuncTBO 3 OBMeXeHoto BignosigasbHicTio «KoHTpakTHO-ocnigHubka OpraHizadis IHHodapm-
YkpaiHa»

Ne M.1.6. BignoBiganbHOro gocnigHnKa
n/n HasBa Micusl npoBeAeHHS KAIHIYHOrO BUNPO6YBaHHS
1. | A.M.H., npod. Wkpo6oT C.I.




KomyHanibHe HekomepuiiHe NignpUeEMCTBO «TepHOoNifIbCbka 06s1acHa KAiHiYHa MCUXOHEBPOSIONYHA
nikapHs» TepHOoNiNbCbKOI 06nacHoi paauM , HeBponoriyHe BigdineHHs Ned, TepHONiNbCbKWiA
HaLioHa/TbHWIA MeanyHuiA yHiBepcuTeT iMeHi .. FTopbayeBcbkoro MiHiCTepcTBa OXOPOHU 340POB'SA
YKpaiHnu, kacpeapa HeBpoorii, M. TepHonisb

2. | K.M.H. Kupuuenko A.Il'.

KomyHanbHe HekomepuiiHe nignprmeMcTBo «Micbka KiHiuHa nikapHa Nel6» [JHINPOBCLKOI MiCbKOT
pagu, HeBpoorivyHe BiggdineHHa , M. [HINpo

3. | K.M.H. KocTioueHko A.B.

KomyHasibHe HekomepuiiHe nignpueMcTBO «BiHHMUBKA 06/1acHa KAiHiYHA MNCUMXOHEBPOJIOTiYHA
nikapHa im. akag. O.l. HOweHka BiHHMLbLKOI 06nacHoOi paau», HeBpOsioriyHe BigaineHHs Ne3,
M. BiHHMUS

12. BkIOYeHHA AO0JATKOBUX Micub TMPOBeAEHHA KMiHIYHOrO AOCHIMKEHHA [0 NpPOTOKO/Yy
«PaHgoMi3oBaHe BigKpuTe [AOCNIMKEHHST 3 aKTUBHUM KOHTPOJIEM, LWO MNPOBOAUTLCA 3 METOHK OLIHKK
6e3neyHoCcTi, nepeHocMMocTi 11 ediekTUBHOCTI adpaGiuMHy A15 BHYTPILWHBOBEHHOrO / MnepopasibHOro
3aCTOCyBaHHA MNpu MikyBaHHI MNauieHTiB 3i CTadi/IOKOKOBMMU IH(PEKLisiMA KICTOK abo cyrnobie», koA
pocnigpkeHHs Debio 1450-BJI-205, octato4Ha pegakuis 4.0 3 iHTerposaHoto Monpaskoto 1 Big 17 rpyaHs 2018
p.; cnoHcop - «[e6iocapm IHTepHewHn CA» [Debiopharm International SA], LLBelilapis

3asasHuK - TOBAPVCTBO 3 OBMEXXEHOHRO BIAMOBIJAJIBHICTIO «I11 EC A-YKPAIHA»

Ne M.1.B. BignoBiganbHOro gocnigHmka
n/n Hasga Micus npoBefeHHs KIiHIYHOro BUNpo6yBaHHS

1 4.M.H. Maliko B.M.

KomyHanbHe HekomepLjiiiHe nignpnemcTBo «BiHHMUbKA 06n1acHa KniHiyHa nikapHs imeHi M.1. Muporosa
BiHHMLbKOT 06MacHoi pagu», BWUCOKOCMELjasli3oBaHWl LEHTpP opToneqii, eHAonpoTe3yBaHHA Ta
PEKOHCTPYKTMBHOI TpaBMaToNorii, M. BiHHMLSA

2 K.M.H. XBuctok O.M.
KomyHaslbHe HekomepuiiHe MiANPUEMCTBO XapkiBCbkoi 06/1acHOi  pagnm «O6racHa  KiiHibYHA
TpaBMaTo/10ryHa NiKapHa», opToneo-TpaBMartosioriyHe BigaineHHs, M. Xapkis

3 3aB. Big. Migniceubkuin A.T.

KomyHasibHe HekoMmepuiiiHe nignprMeMcTBO JIbBIBCbKOT 06s1acHOT pagn «J1bBiBCbKMA  06naCHWI
rocnitasib BeTepaHiB BiliH Ta penpecoBaHux iMeHi 0. /lunux», BigaineHHsi KICTKOBO-THINHOT Xipyprii, M.
J1bBiB-BVHHMKM

4 3aB. Big. MoTtynbko O.A.
KomyHanbHe HekomepuiiHe nignpMemctBo «Micbka nikapHA Ne9» 3anopisbkoi MICbKOT paaw,
BiAINEHHS KICTKOBO-THIHOT iHQDEKLLIT 3 NDKKaMK THIAHOT Xipypril, M. 3anopixks

13. Bpowypa gocnigHuka gnsa AOCNiAKyBaHOro nikapcbkoro sacooy KapunpasuH, BugaHHa 17 Big
BepecHs 2020 poky; locbe AOCNiAKYBAHOro fliKapCbKoro 3acody KapunpaswvH, BugaHHa 4 Big nunHa
2020 poKy; 3anyyeHHs1 A0AaTKOBUX BUPOOHUKIB AOCNIAKYBAHOIoO NikapcbKoro sacooy KapunpaswuH,
kancynu: AbbVie Inc, North Chicago, CLLUA; AbbVie Deutschland GmbH & Co. KG, HimeuuuHa; Allergan
Pharmaceuticals Ireland, IpnaHgis; 3anyyeHHsa aogaTKoBUX BUPOOHUKIB MNnawe60 Ao AocnigKyBaHOro
nikapcbkoro 3acoby KapunpasuH, kancynu: AbbVie Inc, North Chicago, CLUA; AbbVie Deutschland
GmbH & Co. KG, HimeuuuHa; Allergan Pharmaceuticals Ireland, IpnaHgia [0 NpOTOKONIB KNiHIYHUX
pocnipkeHs «loggiliHe cnine, niauebo KOHTPO/IbOBaHe, paHAOMI30OBaHe 3 BiAMIHOW, GaraToueHTpoBe
KNiHiYHe OOoCimpKEeHHS NS OUiHKM e(heKTUBHOCTI, 6e3neKkn Ta NePEHOCMMOCTI 3aCTOCYBaHHS KapunpasuHy B
MOoAeni 3MEHLLEHHS 403N ANs1 3anobiraHHA peunamBiB y NauUieEHTIB 3 BINOAAPHMM po31adom | Tuny, y skux
HasiBHUIA MOTOYHWI MaHiakasibHUA abo AenpecuBHUIA CTaH 3MillaHOro abo OAHOTUMHOrO XapakTepy», Ko,
pocnipkeHHss RGH-MD-25, 3 nonpaBkoto 4 Big 17 rpyaHa 2019 poky; «[lloasiliHe cnine nnauye6o-
KOHTPO/SIbOBaHe OaraToLEHTPOBE KAiHIYHE AOCAIMKEHHA 3 paHAOMI30BaHOK BiAMIHOK AOCNi4KYyBaHOro
nikapcbkoro 3acofby, WO NpoBOAUTLCA 3 METOK OLHKM edeKTMBHOCTI, 6e3ne4yHoCcTi Ta NepeHOCUMOCTI
KapunpasunHy B MOAesli 3MEHLIEHHA [03M AN1A 3anobiraHHsa peunauBy y nauieHTiB i3 Wun3ogpeHieto», Kog,
pocnipkeHHa RGH-MD-24, 3 nonpaskoto 4 Big 17 rpygHsa 2019 poky; cnoHcop - «AnnepraH En.Tifi.»,
CnonyyeHe Koponisctso / Allergan Ltd., United Kingdom

3aaBHuK - TOB «MAPEKCE/ YkpaiHa»

14. 3miHa BignosiganbHoro pgocnigHuka y MIMNB: KomyHanbHe nignpuMemMcTBO «[HiNnponeTpoBcbka
o6nacHa KiiHiyHa nikapHa iM. LI. MeuHuMkoBa» [HIiNponeTpoBCLKOI 0GsaCHOI pagu», BigAineHHsA
HeBponorii Nel, JlepxaBHuii 3aknapg, «HinponeTpoBcbKa MeguyHa akagemis MO3 YkpaiHu», kacpegpa
HeBposorii, M. [IHINPO [0 NPOTOKO/Y KIIHIYHOTO BMNPOOyBaHHA «baraTtoueHTpoBe, paHLoMi30oBaHe,



no/BiiiHe cnine, nnaue60-KOHTPO/IbOBaHe AOCAIMKEHHS 3-1 pasn B napasieNlbHUX rpynax, Ass oLjiHKM 6e3neku
Ta ebekTMBHOCTI Npenapaty Okpenisymad y Aopocnux nauieHTiB 3 MNepBuHHUM lMporpecytoumm Po3cissHuMm
Cknepo3oM», kog, aocnimkeHHs WA25046, sepcis J Big 31 nunHa 2020 poky; cnoHcop - ®. XoddmaHH-/1a
Pow N1a., Weeliyapis [F. Hoffmann-La Roche Ltd, Switzerland]

3asaBHUK - ToBapncTBo 3 O6MexeHo BignosiganbHicTio «kKOHTpakTHO-JocnigHuuska OpraHisauis IHHothapM-
YkpaiHa»

BYNO CTANO
O.M.H., npod. WkonbHuk B.M. K.M.H. Kanb6yc O.l.
KomyHanbHuiA 3aknag «[lHinponeTpoBCcbka | KOMyHanibHe  nignpueMcTBO  «[lHiNponeTpoBCbka
obnacHa KiHiYHa nikapHA iMeHi |.I.MedHikoBa» | o6nacHa KniHiYHa fikapHa im. |.I.  MeuHukoBa»
ryos [HiNnponeTpoBCbKOT AepxaBHoi | [HINponeTpoBCbKOT 06/1aCHOI  paan, BiggineHHs
aAgMiHicTpauii, BigaineHHsa  HeBponorii  Nel, | HeBponorii Nel, JepxaBHuii 3aknag,
[HinponeTpoBCbka AepxaBHa MeguyHa akagemisi, | «[HinponeTpoBCbka MeanyHa akagemis
Kachegpa HeBpoorii Ta odprasibmonorii, | MiHicTepcTBa OXOPOHW 340P0B'S YKpaiHu», kadeapa
M. [IHINponeTpoBChK HeBposorii, M. IHiNpo

15. Bk/1toueHHA goAaTKOBUX MicUb NMPOBEAEHHA KMiHIYHOro BUMNPOOGYBaHHA [0 MPOTOKOY KNiHIYHOro
pocnigpkeHHs «baraTtoueHTpoBe, paHAOMi30BaHe, MOABINHE chine, KOHTPO/IboBaHe AochigpkeHHs dasm b
ONA OUiHKA eddeKTUBHOCTI, 6e3neyHOoCTi Ta (apMakoKiHETUKM BULLMX [03 OKpenisymady Yy [opocnunx
nauieHTiB 3 peunanByHOUMM PO3CISHUM CKNepo30oM», kog, aocnimkeHHs BN42082, sepcis 1 Big 19 TpasHA 2020
p.; cnoHcop - ®.XodhpmaHH-/1a Pow Jitg, Lseiuapis

3asBHMK - TOBApMCTBO 3 06MEXEHOI BiAMOBIAAIBHICTIO «Pow YkpaiHa»

No MN.1.B. BignosiganbHOro gocnigHnkKa

n/n HasBa micus npoBeAeHHs KNiHIYHOTO BUNPOOYBaHHS

1 K.M.H. KnpnueHko A.T.

KoMyHasibHEe HekomepujiHe nignpuemMcTBo "Micbka KniHidHa nikapHsa Nel6" [AHINPOBCHLKOT MiCbKOT
pagu, HEBPOJIOriYHe BigAineHHs, M. JHINpo

2 O.M.H., npodh. Herpwnu T.I.

KoMyHasibHe HekomMepLiiHe NignpuemMcTBO J1bBIBCbKOT 06/1acHOI paam "/IbBiBCbKa 06/1acHa KiHivHa
NikapHs", HEBPOOriyHe BigaineHHs, M. J1bBiB

3 K.M.H. Wynera O.4.

KomMyHasibHe nignprvemcTBo "BosiMHCbKA 06s1acHa KiiHiuHa nikapHA" BoNuHCLKOI 06n1acHoT paau,
HEBPOJIOrivHe BigdineHHs, M. Jlyubk

16. BkitoueHHA goAaTKOBUX MiCcUb NMPOBEAEHHA KMIHIYHOro BUNPOOGYBAaHHSA [0 MPOTOKOMY KMiHIYHOro
[ocnigpkeHHs «baraTtoueHTpoBe, paHAOMi30BaHe, MOABINHE chine, KOHTPO/IboBaHe AochigpkeHHs dasu b
ONA OUiHKA ed)eKTMBHOCTI, 6e3neyHOoCTi Ta (hapMakoKiHETUKM BULLMX [03 OKpesisymady y [0poc/ivx 3
NepBUHHNM MPOrpecyoynM pPo3CiSHUM CK1epo30M», koA gocnimpkeHHA BN42083, sBepcia 1 Big 19 TpasHs 2020
p.; cnoHcop - ®.XodpmaHH-/1a Pow Jitg, Lseiuapis

3asBHMK - TOBApMCTBO 3 06MEXEHOI0 BiAMOBISA/IBHICTIO «Pow YkpaiHa»

No M.1.B. BignosiganbHOro gocnigHnka

n/n Ha3Ba MicLs NpoBeAEeHHS KNiHIYHOro BUNpoOyBaHHS

1 K.M.H. KnpnueHko A.T".

KoMyHasibHEe HekomepujliHe nignpuemMcTBo "Micbka KniHidHa nikapHa Nel6" [AHINPOBCHLKOT MiCbKOT
pagu, HEBPOJIOriYHe BigAiNeHHs, M. JHINpo

2 O.M.H., npodh. Herpwnu T.I.

KoMyHasibHe HekomMepLiiHe NignpuemMcTBo J1bBIBCbKOT 061acHOl paam "/lbBiBCbka 06/1acHa KiHivHa
NikapHs", HEBPOOrivyHe BigdiNneHHs, M. JIbBiB

3 K.M.H. Wynera O.4.

KomyHasibHe nignpruemcTBo "BonuHcbKa obnacHa kiiHiuHa nikapHa" BonnHcbKoi ob6niacHoi pagu,
HeBPOJIOriyHe BigaineHHs, M. JIyLbK

17. 3miHa Ha3BuM MicuA MNpoBefeHHs1 BUNPOOYBaHHA Ta BignoBiga/IbHOro AocnigHukKa y Micui
npoBeAeHHA BUMPOGYBaHHA [0 NPOTOKO/Y K/HIYHOTO AOCnimkeHHA «PaHgomizoBaHe, noAgiiHe chine,
nnaueb0-KOHTPOIbOBaHe A0C/iMKEeHHA 3 dha3n A/15 OUiHKM ePeKTMBHOCTI Ta [AOBroCTPOKOBOI 6e3neYHoCTi
Pi3HMX [03 (hacMHYMaly npu 3aCTOCYBaHHI y NauieHTiB 3 60/1eM, BUK/TMKAHUM OCTEOAPTPUTOM KOMTIHHOTO Ym



KyNbLLOBOro cyrnoby», kog gocnigpkeHHa R475-PN-1523, 3 iHkopnopoBaHOoo nonpaskoto 9 Bif 22 kBiTHA 2019
p.; cnoHcop - Regeneron Pharmaceuticals, Inc., USA/ PepxeHepoH ®apmacbioTikans, IHk., CLUA
3asaBHUK - TOB «KniHiuHi gocnigpkeHHs AKoH», YKpaiHa

BYNO CTANO
3aB. Bif,. LLeBueHko B.B. nikap YmaHeub O.B.
KomyHanbHuii 3aknag "Uepkacbka obnacHa nikapHa | KomyHanbHe  HekomepuiiiHe  MigNpPUEMCTBO
UepkacbKol obnacHoi paau", opTonepo- | "Uepkacbka obnacHa nikapHs Yepkacbkoi 06n1acHoi
TpaBMaTosIoryHe Bia4ieHHsa, M. Uepkacu pagu", opTonefo-TpaBMaTosIofiyHe  BifAineHHs,
M. Yepkacu

18. OHoBneHa Bpouypa gocnigHuka ®acnHymaé (REGN475), sepcia 13 Big 09 nuctonaga 2020 p.,
aHrniicokold MoBOK); 3MiHAa Has3BM MicusA MNpPOBeAeHHA BUNPOOYBaHHA Ta BignoBigaNbHOIo
[ocnigHuKa y Miculi npoBeAeHHA BUNPOGYBaHHA [0 NPOTOKO/Y KNiHIYHOIO AoCNimkKeHHs «PaHaomizoBaHe,
noAgiiHe cnine, AocnimkeHHs asn 3, WO KOHTPOSIETLCA MNnauebo Ta HanpPOKCEHOM, ANs1 OLHKK
edheKTMBHOCTI Ta 6€3MeYHOCTI pPi3HMX 403 hacMHYMaoy npy 3aCcToCyBaHHI y NAUIEHTIB 3 60/1€M, BUKIMKAHUM
OCTEOapTPUTOM KOJMIHHOIO YW Ky bLIOBOIO cyrnio6a», Koh pocnifgxkeHHs R475-OA-1611, nonpaska 9
rnobansHa Big 26 cepnHa 2020 poky; cnoHcop - Regeneron Pharmaceuticals, Inc., USA/ PeppxeHepoH
dapmachkloTikanc, IHk., CLUA

3asBHuK - TOB «KniHiuHi gocnigkeHHs1 AKOH», YKpaiHa

BYNno CTANO
3aB. Big. LLleBueHko B.B. nikap ¥YmaHeub O.B.
KomyHanbHuiA 3aknapg «Yepkacbka o6nacHa | KomyHanbHe — HekomepuiiHe  nignpuemcTBO
nikapHsa Yepkacbkoi o6nacHOi pagu», opTonefo- | «Uepkacbka ob6nacHa nikapHsa Yepkacbkoi 06/1acHOT
TpaBMaTOo/10ryHe Bia4ineHHs, M. Yepkacu pagu», opTonefo-TpaBMaTosIoNyHe  BiA4iIeHHs,
M. Yepkacu

19. IHchopmaunisa ana nauieHTa Ta iHbopmoBaHa 3rofa Ha ydyacTb Y HayKOBOMY AOCAIgKeHHI Ta
Heo6OB’sAI3KOBOMY AocnifKeHHi, Bepcia 10.0 ana YkpaiHu Big 12 nuctonaga 2020 poKy, YKpaiHCbKOIO
Ta pociiicbkolo MoBamu; 3MiHa ajpecu 3asBHMKA KNiHIYHOro BunNpoGyBaHHA - «EGGBI
BiochapmacbloTtikansd 'm6X», LUBeidlapia [0 NPOTOKOAY KAiHIYHOrO BuNpobyBaHHSA «PaHAoMi3oBaHe,
noagiiHe cnine gocnimkeHHa Il dpa3n ana nopiBHAHHA npenapaTy YnagauuTuHio (ABT-494) y surnsagi
MOHOTepanii oAuH pas Ha AeHb 3 MeToTpekcaTtoM y BUI/IALI MOHOTepanii y nauieHTiB 3 cepeHbLOTSXKKOI Ta
TSHKKOK (hOpMaMu aKTMBHOTO PEBMAaToifHOro apTpuTy, LIO paHille He OoTpuMyBasin MeTOTpekcaT», Kof
pocnipkeHHs M13-545, 3 iHkoprioposBaHMy AgMiHicTpaTtuBHumu 3MiHamm 1, 2, 314 ta MNMonpaskamu 1, 2, 3, 4,
5, 6 Ta 7 Big 01 nunHa 2020 poky ; cnoHcop - E66BI IHk, CLUA / AbbVie Inc., USA

3anBHuK - «E66BI BiothapmacbtioTikan3 TM6X», LLBelilapis

byno: Crano:
Henxocwtpacce 23, 6341 m. Baap, LWUBeiiyapia | Anbte LUTtaiiHxay3epwTpacce 14, 6330 Xam,
(Neuhofstrasse 23, 6341 Baar, Switzerland) LWBeiiyapia (Alte Steinhauserstrasse 14, 6330
Cham, Switzerland)

20. IHdhopmauia ana nauieHta Ta iHpopmoBaHa 3roga Ha yyacTb Y HayKOBOMY AOC/ifPKEHHi Ta
Heo6OB’sI3KOBOMY AochifkeHHi, Bepcia 3.0 aona YkpaiHu Big 07 rpyaHa 2020 poKy, YKpalHCLKOIO Ta
pociiicbkolo mMoBamMu; 3MmiHa agpecu 3asiBHMKA K/iHIYHOrO BunpoGyBaHHA - «EGGBI
BiochapmacbloTikans I'mM6X», LUBeiyapia [0 NpPOTOKOAY KAIHIYHOTO  gocnimpkeHHs  «[lporpama
paHAOoMi30BaHuMX, M1aLeb0-KOHTPOIbOBAHUX MOABINHMX CIMUX AOCAILKEHb ha3n 3 AN OUIHKM eDEKTUBHOCTI
Ta 6e3neyHOCTi YnagauuTuHiGy y OPOC/IMX NALIEHTIB 3 akCiasibHUM CMOHAWI0apPTPUTOM, KO AOC/iIKEHHS
M19-944, Bepcis 3.0 Big 01 notoro 2020 poky; cnoHcop - «E66BI IHk», CLUA / AbbVie Inc., USA

3anBHuK - «E66BI BiothapmacstoTikan3 TM6X», LLseliuapis

byno: Crano:

Helixogpwmpacce 23, 6341 M. Baap, Llsetiyapisa | Anbme Lmalinxay3epwmpacce 14, 6330 Xawm,

(Neuhofstrasse 23, 6341 Baar, Switzerland) Lsetiyapisa (Alte Steinhauserstrasse 14, 6330
Cham, Switzerland)




21. Inchopmauia gna nauieHta Ta iHpopmoBaHa 3roga Ha yyacTb Y HayKOBOMY AOCHiHKEHHi Ta
Heo6OB’sI3KOBOMY AOCNiMKEeHHi, Bepcia 3 ana Ykpaiuu Big 12 nuctonaga 2020 poKy, YKpaiHCbKOIO Ta
pociiicbkolo mMoBamMu; 3MiHa agpecu 3asiBHMKA K/iHIYHOrO BuUNpoGyBaHHA - «EGGBI
BiocpapmacbloTtikans Mm6X», LUBeliuapia [0 NPOTOKONY K/iHIYHOTO BUNpobyBaHHA «PaHgomizoBaHe,
noggiiHe cnine, nnauebo-KOHTPOsIbOBaHe AOC/iMKEHHA da3n 3 Ans OUiHKM npenapaTty ynagauuTuHio y
NigMiTKiB Ta LOPOC/NX NALEHTIB 3 MOMIPHUM Ta TAXKMM aToMiYHUM AepMaTUTOM», KO A0CNipKeHHA M16-045,
Bepcia 5.0 Big 29 kBiTHa 2020 poky ; cnoHcop - AbbVie Inc., USA/ E66BI IHk., CLUA

3anBHuK - «EB6BI BiothapmacbioTikana MM6X», LLselinapisa

Bbyrno Cmasio
Heiixodwitpacce 23, 6341 m. Baap, LLBeiiyapia | Anbte LTaiiHxaysepwTpacce 14, 6330 Xam,
(Neuhofstrasse 23, 6341 Baar, Switzerland) LUBeiiyapia (Alte Steinhauserstrasse 14, 6330
Cham, Switzerland)

22, 36inblIeHHs 3an1aHoOBaHOI KiNbKOCTi A0CNiAXyBaHUX A1 BKIKOUYEHHA Y K/liHiYHe BUNPOGYBaHHA B
YkpaiHi 3i 100 go 250 00 NPOTOKO/Y K/iHIYHOrO AocnimkeHHs «PaHgomizoBaHe, noAgiiHe cnine, nnaue6o-
KOHTposiboBaHe thasu Il gocnimkeHHa Tiparonymaoy (aHTu-TIGIT aHTUTINO) B kKOMGIHaLT 3 aTe30/1i3ymabom y
NopiBHAHHI 3 nnauebo B koMOGiHaUil 3 aTe3onisymabom Yy nauieHTiB i3 paHille HenikoBaHMM MicLeBo-
NOWMPEHNM Hepe3ekTabenbHM abo MmeTacTtatuyHum PD-L1-cenekTBHUM HeApiGHOKAITUHHAM  pakoMm
nereHb», koA nocnimkeHHs GO41717, sBepcia 2 Big 8 TpasHA 2020 p.; cnoHcop - ®.XoddMmaHH-/1a Pow /114,
LLiBenuapis

3asBHMK - TOBApPMCTBO 3 06MEXEHOI0 BiAMNOBIAA/ILHICTIO «Poww YkpaiHa»

23. 3miHa Ha3BM Ta agpecu MicuAa NpoBeAeHHA BUNPOGYBaHHA A0 NPOTOKONY KAIHIYHOTrO AOCAIMKEHHS
«PaHfomizoBaHe, nnauebo-KOHTPoboBaHe KAiHiYHe gocnimkeHHs Il da3nm 3 ouiHkn 6e3nekn Ta
edheKTMBHOCTI cTepeoTakcnyHoi pagiotepanii (SBRT) y noegHaHHi 3 Memoponizymadoom (MK-3475) abo 6e3
HbOro y MauieHTiB 3 HeonepabesnlbHUM 3a MeAUYHMMK NOKa3aHHAMU HeApPiOHOKNITUHHUM pakoM fereHis
(HOKPM) cTagii | abo [IA (KEYNOTE-867)», kog, pocnigpkeHHs MK-3475-867, 3 iHKOpPNopoBaHOKO NOMNPaBKoo
01 Big 16 BepecHsa 2019 poky; cnoHcop - «Mepk LWapn EHA Joym Kopn.», fodipHe nignpnemctso «Mepk EHZ
Ko., IHK.», CLLA

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

BYNO CTANO
ron. nikap Kpyneko C.1. ron. nikap Kpyneko C.I.
ToBapucTBO 3 OGMEXEHOI0 BiANOBigaNbHICTIO | MegnuHWii LEeHTP ToBapucTBa 3 OOMEXEHOIo
«YKpaiHCbKuiA LeHTp TomoTepanii», fiKkyBa/ibHe | BignoBiJa/IbHICTIO "YKpaiHCbKMii LEeHTp
BiggineHHs, M. KponmBHULbKUIA TomoTepanii*, BigAineHHs ximioTepanii,
M. KponuBHULULKWIA, By. ANTUHCKA 5-A

24. IHdhopmauiiHnii NUCTOK NayieHTa i hopma iHthopMoBaHOI 3roaun Ana YKpaiHU aHrNiiCbKOK MOBOLO,
Bepcia 6.1.0 Big 16 nuctonaga 2020 p. (Ha ocHoBi MaiicTep-Bepcii 6.0 Big 06 nuctonaga 2020 p.);
IHpopmauiiiHuiA nucToK nauieHTa i hopma iHhopMoBaHOi 3roau Ana YKpaiHu yKpaiHCbKOK MOBOIO,
Bepcia 6.1.0 Big 16 nuctonaga 2020 p. (Ha ocHoBi MaiicTep-Bepcii 6.0 Big 06 nuctonaga 2020 p.);
IHchbopmauiiiHuiA McTOoK nauieHTa i popma iHhopmoBaHoi 3rogn Ans YKpaiHu pociiicbKolo MOBOIO,
Bepcia 6.1.0 Big 16 nuctonaga 2020 p. (Ha ocHoBi MaiicTep-Bepcii 6.0 Big 06 nuctonaga 2020 p.);
Bpouwypa pocnigHuka PF-06801591 (Sasanlimab), Bepcis 6.0, xoBTeHb 2020 pOKy, aHrAilCbKOLO
MOBOIO [10 NPOTOKO/Y K/iHIYHOrO AocnifxeHHs «Bigkpute pocnigpkeHHsa dasn 1b/2 3 MeTow OLiHKM
hapmakokiHeETUKM, Ge3nedHOCTi, ePeKTMBHOCTI Ta hapMakoguMHamiku npenapaty PF-06801591 (iHri6iTop
PD-1) B yyacHUKIB i3 pO3MNOBCIOAXEHUMN 3MNOSKICHAMU HOBOYTBOPEHHAMU», Kof, AocnigxeHHs B8011007,
ocTaTo4yHa Bepcis npoTokony, MNonpaska 2 Big 24 yepBHa 2020 poky; cnoHcop - MNdainsep IHK., CLUA
3asaBHUK - Mdcpalizep IHK., CLUA

25. bpouwypa aocnigHuka eBonokymadé (AMG 145), BugaHHA 15.0 Big 10 BepecHa 2020 poky,
aHrNiNCbKOK MOBOK [0 NPOTOKO/Y K/IHIYHOrO AO0C/imKeHHS «baraToueHTpoBe, BiAKpUTe, PO3LUMPEHE
OOCNiMKEHHNA B OAHIl rpyni An1s OLiHKM OBroCTPOKOBOT 6€3MeYHOCTI likyBaHHS € BOJIOKYMaGOM Y MalieHTiB i3
KMiHIYHO MaHidpecToBaHOK CepLEBO-CYAMHHOK XBOPOOO», KOA AocnimkeHHss 20130295, iHkopnopoBaHwii
nonpaskoto 3 Big 26 ntoToro 2020 poky; cnoHcop - «AMXeH IHK.» (Amgen Inc.), CLLUA

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



26. 36inblUEHHA KiNbKOCTI gocnigkyBaHMX B YKpaiHi Big nonepeagHbo 3ansiaHoBaHoi 3 45 no 100 oci6
[0 NPOTOKOJY KNIHIYHOTO AoCniMKeHHS «BigkpuTe, 6aratoueHTpoBe, paHAoMi3oBaHe focnimkeHHs dasu lil, B
AKOMY nopiBHIOETbCA npenapaT NUC-1031 y noefHaHHi 3 uUMCnaaTUHOM | remMumTtabiH y noefHaHHi 3
LMCnAaTUHOM Y NauieHTiB i3 paHille He NikoBaHNM MiCLEeBO-MoLMpeHM abo MeTacTaTUYHUM PakoM XXOBUYHUX
wnaxie», ko gocnimpkeHHs NuTide:121, Bepcisa 3.0 Big 15 )oBTHA 2019 poky; cnoHcop - NuCana plc, Benvka
BputaHis

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

27. MoAaoBXeHHSA TPUBAJIOCTi KNiHIYHOTO AoCnifKeHHA B YKpaiHi o 31 rpyaHa 2022 pokKy A0 NpoToKoy
KNiHiYHOro BUNpobyBaHHsA «baraToueHTpoBE, paHAOMI30BaHE YaCTKOBO Cline AOCAIMKEHHS Y napanesibHUX
rpynax asu Il, koHTponboBaHe No nnauebo Ta ABOHEKCY®, AN BU3HAYEHHS [03YBaHHA 3 METOH OLHKM
e(PeKTUBHOCTI, L0 BUMIPIOETLCA 3a YPAKEHHSAMU F0/I0OBHOrO MO3KY 3a gornomMorow MPT, Ta 6e3neyHocTi ABOX
[Oo3yBaHb  OKpenisymady [And nauieHTiB, WO cTpaxgalwTb Ha PPPC», «kog  AocnimkeHHs
WA21493/ACT4422g, Bepcisa K Big 30 nunHa 2020 poky; cnoHcop - ®. XoddmaH-/a Pow /itg (Hoffmann-La
Roche Ltd), LLiseiiLapis

3asBHYK - MignpueMcTBo 3 100% iHo3eMHol iHBecTuLjelo «ANKHOBIA PAC YkpaiHa»

28. Po3pgin 2.3.P.8 «CtabinbHicTb» [locbe AoCniAXyBaHOro nikapcbkoro sacooy AGEN1884, process
2.0, aHrniicbkoro MOBOIO; Po3gin 2.3.P.8 «CTa6inbHicTb» [,OCbE AOCAIAKYBaHOIO NMiKaAPCbKOro 3acooy
AGEN1884, process 2.1, aHrniiicbkoto MoBO10; MoAOBXEHHA TEPMiHY NMPUAATHOCTI AOCNIAKYBaHOIO
nikapcbkoro 3aco6y AGEN1884 (po3uuH gnsa iHdysiii, 50mr/mn) go 48 micAuiB 40 NPOTOKONY KNiHIYHOIO
OOCnimpKeHHs1 «BigkpuTe, 6Garatorpynose [AOCNIMKEHHS a3 1/2 3 MeTOH BUBYEHHSI OGE3MeYHOCTI,
NepeHoOCMMOCTI, hapMaKOKiIHETUKIM, BIOAOrYHOT Ta KMiHIYHOT akTMBHOCTI NnpenapaTy AGEN1884 B koMbGiHaUii 3
npenapatom AGEN2034 y naujeHTiB 3 MeTactaTMyHUMU abo MiCLEBO-PO3NOBCIOMKEHUMU CONIJHUMM
NyX/IMHaM1 Ta PO3LIMPEHHS 3aCTOCYBaHHA Ha 06paHi BUAM CONigHNX MNyXnH», Ko4 focnigpkeHHs C-550-01, 3
iHKOpnopoBaHoto Nonpaskoto 5 Bif 26 BepecHs 2019 poky; cnoHcop - «AmkeHyc IHK.» (Agenus Inc.), CLLA
3anBHWK - NignpuemcTso 3 100% iHo3eMHolo iHBecTULjeo «ANK'HOBIA P/IC YkpaiHa»

29. InchopmauiiiHnii nuctok i popma iHchopmoBaHoi 3rogu, Bepcis V2.0UKR(uk)1.0 Big 15 nunHsa 2020
POKy, nepeknag yKpaiHCbKOIO MOBOIO Big 23 nunHA 2020 poky; IHopmauiiiHuii nucTok i chopma
iHdhopmoBaHoi 3rogu, Bepcia V2.0UKR(ru)1.0 Big 15 nunHsa 2020 poKy, nepeknag pPociiicbKOK MOBOIO
BiA 23 nunHa 2020 poky; Jluct gocnigHuky_Investigator Welcome Letter, Bepcis [V01 Global(en)] Big 26
yepBHA 2020 pOKy, aHIMINCbKOK MOBOI [0 NPOTOKO/Y KAiHIYHOro BUNpobyBaHHA «[lloaBiiHe chine,
paHAoMi30BaHe [AOCMIMKEHHS Yy MNapanesibHUX rpynax, WO NPOBOAWUTLCSA i3 3aCTOCyBaHHAM KBeTianiHy
NPO/IOHrOBaHOI Ail Sk NpenapaTy NOPIBHSIHHA, AN OUIHKA edDEKTMBHOCTI Ta 6€3MeYHOCTi cenTopeKkcaHTy B
[003i 20 Mr siK 4o4aTKoBOI Tepanii A0 NiKyBaHHA aHTuAenpecaHTaMmn B AOPOCANX NaLEHTIB | NaLieHTIB NITHbOTO
BiKy 3 BE/IMKMM [ENnpecuBHVM pO3/1afoM i3 CMMATOMaMu GE3COHHA, Yy SKMX Oyna BiACYTHS ajekBaTHa
BiAMNOBiAb Ha Tepanito aHTMaenpecaHTamu», Kog AocnimkeHHa 42847922MDD3005, 3 iHKOpPNoOpoBaHO
nonpaskoto 2 Big 09 nmnHA 2020 poky; cnoHcop - Janssen Pharmaceutica NV, Belgium

3asBHYK - MignpueMcTBo 3 100% iHo3eMHoM iHBecTuLjelo «ANKHOBIA PAC YkpaiHa»

30. Tno6anbHa bpouwypa AocnigHuka EgokcabaH, Bepcisn 20.0 Big 23 uepBHA 2020 poky, aHrNiliCbKOKO
MoBo1o; Popma iHhopMoBaHoOi 3rogu Ana 6aTbkiB, Bepcia V5.0UKR(uk)1.0 Big 03 cepnHsa 2020 poky,
nepeknag ykpaiHCbKolo mMoBow 06 cepnHa 2020 poky; ®Popma iHpopmOBaHOI 3roau AnA 6aTbkKiB,
Bepcia V5.0UKR(ru)1.0 Big 03 cepnHa 2020 poky, nepeknag, pociiicbkoo MoBoto 05 cepnHA 2020 poKy;
MoaoBXeHHA TPUBAIOCTI K/iHIYHOro gocnigkeHHsa B YKpaiHi o 31 6epe3Ha 2021 poky A0 NpOTOKONy
KNiHIYHOro gocnimkeHHs «BigkpuTe, paHaomizoBaHe, 6araToLEHTPOBE, KOHTPOIbOBaHE A0C/iAKEHHS dhasn 3
ONS OUiHKM (hapMakoKiHETUKM Ta hapMakoAuHaMIKU epoKcabGaHy i ANA NOPIiBHAHHA edeKTUBHOCTI Ta
6e3neyHocTi efokcabaHy 3i CTaHAapTHUM JliKyBaHHAM aHTukoarynsHtamu y nefiatpuyHuxX nauieHTiB Bif
HapoMKEHHSs A0 BiKy MeHLUe 18 pokiB i3 nigTBepaKeHO BEHO3HOK TpoMbembonieto (BTE)», koA A0CAiKEHHS
DU176b-D-U312, Bepcis 3.0 Big 07 yepsBHA 2019 poky; cnoHcop - [aivi CaHkiio, IHk. (Daiichi Sankyo, Inc.),
CLIA

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

31. Bpowypa pocnigHuKa [ocnigKyBaHOro Jiikapcbkoro 3acoby bimekisyma6 (UCB4940) Big 30
nuctonaga 2020 poKy aHIMiNCbKOK MOBOM; IHopMauUiliHAA NUCTOK nauieHTa Ta dopma
iHcbopmoBaHoi 3rogun, Bepcia 8.0 Big 11 rpyaHs 2020 poKy YKPaiHCbKOKO Ta POCIICbKOKO MOBaMu [10
NPOTOKONY KNIHIYHOTO AOCNIMKEHHST «baraTtoueHTpoBe, BiAKPUTE MNOAOBXEHEe AOC/IMKEHHS AN OLiHKK
[OBroCTPOKOBOI 6e3rnekn Ta eqpeKTUBHOCTI GiMeKi3ymaly y nauieHTiB 3 aHKi/I03yHunM CMOHAMAITOM», KO4,
pocnipkeHHs AS0009, 3 nonpaskoto 3 Big 06 ntoToro 2020 poky; cnoHcop - UCB Biopharma SRL

3asaBHnk - TOBAPUCTBO 3 OBMEXEHOK BIAMOBIAANBHICTIO «®APMACBIOTIKA/T PICEPY
ACCOYLWVENTC YKPAIHA» (TOB «®PA YKPAIHA»)
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32. OHoBneHa Gpollypa aocnigHuka 3 npenapaty MNonarysymad BegotuH (RO5541077), Bepcia 12 Big
YXOBTHA 2020 poky; OHOBNeHa Gpoluypa gocnigHuka 3 npenapaty Putykcumao, Bepcifa 26 Bif )XOBTHSA
2020 poKy [0 MpOTOKO/Y KAIHIMHOrO AocnimpkeHHs «baratoueHTpoBe, paHAOMi3oBaHe, MOABIiHO crine,
nnauebo-KoOHTpoNboBaHe focnigxeHHa Il dpa3n ona nopiBHAHHA epekTUBHOCTI Ta 6e3neyYHoCTi npenapary
Monaty3symab BeOTVH Yy kKoMbGiHauii 3 Putykcumabom tTa CHP (R-CHP) i Putykcumaéom ta CHOP (R-CHOP)
Y NauieHTIB i3 AndY3HOI KPYNHOKMITUHHOK B-KNiTUHHOK NiMGDOMOI0, SKi paHille He OTPUMYBasIN NiKyBaHHS»,
koA pocnimkeHHa GO39942, sepcisa 5 Bifg 03 rpyaHs 2019 poky; cnoHcop - @. XodmaHH-N19 Pow 14, [F.
Hoffmann-La Roche Ltd], LBenuapis

3asBHUK - TOB «KOBAHC KNIHIKAN AEBENOMNMEHT YKPAIHA»

33. BKAOUYeHHA [0[aTKOBUX Micub MPOBEAEHHA KMiHIYHOrO BUNPOGYBaHHA [0 MPOTOKOAYy
«baraToLUeHTpoBe, paHAoMi30BaHe, BigKpUTE A0CiIKEHHS ha3un 2 ANns OUiHKM 6e3MeYHOCTi, NepeHOCUMOCTI
Ta egeKTMBHOCTI iHAykoBaHOI cpimanopdpiHOM (OTOXIMIYHOT  iHTepHanisalii reMmuyutabiHy, Lo
CYNPOBOAKYETLCA NPOBEAEHHSAM XiMiETepanii i3 3aCTOCYBaHHAM remMumntabiHy/umMcnaaTtuHy B MOPIBHSHHI i3
3aCTOCYBaHHAM BUK/TIOYHO reMumnTabiHy/umMcniaTnHy B NalieHTiB i3 HeonepabeibHOK X0NaHriokapLMHOMO»,
kog pocnigpxkeHHa PCIA 203/18, octaTouHa Bepcia 3.0 (rnobasibHa nonpaska 2) Big 13 imnHa 2020 p.; cnoHcop
- PCI Biotech AS, Hopseris

3asnBHWK - ToBapucTBo 3 O6MexeHot BianosiganbHicTio «KOHTpaKTHO-AOCiAHMLbKA OpraHizauis IHHoDapm-
YkpaiHa»

No M.1.B. BignoBiganbHOro gocnigHnKa

n/n HasBa Micus npoBefeHHs KAIHIYHOTO BUMPO6YyBaHHS

1 nikap 3y6kos O.0.

JepxaBHa ycTaHoBa «HauioHa/bHWI IHCTUTYT Xipyprii Ta TpaHcnaanTonorii imeHi O.0. Wanimosa»
HauioHanbHOT akagemii MeanyHNX HayK YKpaiHw, BigaineHHs oHkonorii, m. Kuis

2 K.M.H. Hedpdpa M.1O.

KomyHasibHe HekoMmepLiiHe nianpuMeEMCTBO XapKiBCbKOi 06/1acHOi pagn «O6nacHWUiA  KNiHIYHWIA
cneuianizoBaHuii  gucnaHcep pagiauiiHoro 3axucTy HacefeHHsi», XipypriyHe BiggineHHs 3
OHKOJIOTIYHMMU NbXKKamK, M. XapkiB

34. MNopoBXeHHA TepMiHY NpUAaTHOCTI AOCNIAKYBaHOro Jlikapcbkoro 3acooy ARGX-113 with rHUPH20,
PO3UMH ANnsA NigwkipHUX iH’ekuiid, 165 mrimn, go 24 micsauis; MoAOBXeHHS TepMiHY NMPUAATHOCTI
MNnaue6o go ARGX-113 with rHUPH20 po 24 wmicAuiB [0 NPOTOKO/Y KNiHIYHOTO BUNPOGYBaHHSA
«focnipxkeHHa 2-0i ha3n An1a OuiHKM  edeKTUBHOCTI, 6e3neyHocTi Ta NepeHoCMMOCTi npenapaty
EdrapTirimog PH20 ana niglwkipHOro BBeAEHHA Y [A0POCAMX MaLieHTIB i3 XPOHIYHOK 3anasibHoK
AeMieniHisytouoro noniHeliponartieto (X340M)», ko gocnigkeHHs ARGX-113-1802, sepcis 3.0 Big 04 TpaBHs
2020 p.; cnoHcop - argenx BVBA, Belgium/ apoxeHkc BBBA, benbris

3asaBHUK - ToBapncTBo 3 O6MexXeHoto BignosiganbHicTio «KoHTpakTHO-ocnigHnubka OpraHisadis IHHodapm-
YkpaiHa»

35. Bk/IIOYEHHA AO0AATKOBUX Miclb NpPOBefeHHA BUMPOOGYBaHHA [0 MpOTOKoNy "baratoueHTpoBe
[OOBIOCTPOKOBE pO3LUMpeHe AOCAiMKEHHA 3 OUiHKWM 6e3neyvHocTi Ta edpekTMBHOCTI npenapaty GSK3196165
npu NikyBaHHI peBmMaTtoigHOro apTpuTy”, Kog JocnigpkeHHs 209564, Big 14 xoBTHA 2019 poky; CroHcop -
GlaxoSmithKline Research & Development Limited, United Kingdom

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

No M.1.6. BignoBiganbHOro gocnigHnKa

n/n HasBa Micusl NnpoBeAEeHHS K/IiHIYHOTO BUNPO6GYBaHHS
1 K.M.H. Mapmiw O.0.
[epxaBHa ycTaHoBa «HauioHalbHUIA HAYKOBWI LEHTP «IHCTUTYT Kapgionorii imeHi akagemika M.[.
CTtpaxecka» HauioHanbHOT akagemii MeanyHnxX HayK YKpaiHu, Bigain HEKOpPOHapHUX XBOpPob cepus
Ta pesBmaTtonorii, M. Knis
2 K.M.H. ®egbkos [./1.
MeamnyHMiA LeHTP TOBapMCTBa 3 0OMEXEHOI0 BIANOBIAANbHICTIO «MeanyHa KniHika «bnaromen», M.
Kuis

36. OHoBneHa Bpowypa gocnigHuka (Lu AA21004), Bepcis 17 Big 10 nuctonaga 2020 p., aHrNilicbKoto
MoBol10; IHhopmaLiiiHuii IMCTOK nauieHTa Ta popma iHPopMOBaHOI 3roau, manctep-sepcis 4 Big 24
nuctonaga 2020 poKy, Bepcia gna Ykpaiiu 4 Big 09 rpyaHa 2020 poky, YKpaiHCbKOK Ta POCilicbKOLO

11



MoBamu; Matepianu gna nikapis: HEA Baseline Evaluation Personal and Social Performance Scale,
Bepcis Big 04 6epe3Hs 2020 poKy, aHI/iiCbKOIO MOBOIO; 3asly4eHHA [,0AAaTKOBOro MicLA NPOBeAEeHHA
BMNPOGYBaHHA [0 NpPOTOKoNy «PaHAoMi3oBaHe NoAgiiiHe ciine [OCAiMKEHHS Y napanefibHuX rpynax 3
aKTVBHUM KOHTPOSIEM A1 OUiHKU e(eKTUBHOCTI BOPTIOKCETUHY Y MOPIBHAHHI 3 AecBeHnadakcMHoM Yy
[0pOC/IMX MauieEHTIB, WO CTpaXgalTb Ha BEVMKUA OENPEeCUBHUA po3fag | Manu 4acTKoBY BignoBigb Ha
Tepanito CcenekTMBHUMM iHriGiTopamMmmy 3BOPOTHOrO 3axomnsieHHs cepoToHiHy (CI33C)», kopn LOCNiIKEHHSA
18498A, Bepcis 1.0 Big 22 nuctonaga 2019 p.; cnoHcop - X. JlyHabek A/C, AaHis

3anBHUK - TOB «KniHiuHi gocnimKeHHs ARKOH», YkpaiHa

No MN.1.6. BignoBiganbHOro gocnigHnKa
n/n HasBa micus NpoBeAEHHS KNiHIYHOTO BUNPO6YBaHHS
1 reHepasibHuUin gupektop 3inbbepbnar .M.

KomyHanbHe HekomepujiiHe nignpueMmctBo KuiBcbkoi obnacHoi paan «O6nacHe ncuxiaTpuyHo-
HapKonoriyHe MeanyHe 06'efHaHHS», YonoBive BiggineHHs Ne 10, xiHo4ye BiaaineHHs Ne 2, cmT.
"neBaxa, KuiBcbka 061actb

37. OHOBNeHa Bepcis NPOTOKoy aocnimkeHHs BT-11-201 Bkntovatoum nonpasky 03 Big 03 nucronaga
2020 poky; OHoBneHa bpolypa gocnigHuka Bepcis 4.0 Big 03 nuctonaga 2020 poky npenaparty BT-11,
Tabnetkn 500 mr Ta 1000 Mr Ana NepopasibHOro 3acToCcyBaHHA; 3a/lydeHHA OO0[ATKOBOI €TUKeTKMU
pocnipkyBaHoOro nikapcbkoro 3acod6y BT-11 3 partor0 NOBTOPHOro TecTyBaHHA TpaBeHb/2021;
3anyyeHHs npenapaty cynyTHboi Tepanii CAJIO®AJIbK, Ta6neTkn, BKpUTi 060n10HKo0 500 Mr ansa
nepopasibHOro 3acrocyBaHHA, Ap. danbk Papma NMBX, HimeuunHa; 3anyyeHHA eTUKeTKU ANA
npenapary cynyTHboi Tepanii CAJIOPAJIbK, Tabnetku, BKpUTi 06010HKOI 500 Mr ansi nepopasibHOro
3actocyBaHHA Big 09.11.2020 p., Ap. ®anbk ®apma 'MBX, HimeuuuHa; 3MiHa Ha3BU [0[aTKOBOI
KOHTPaKTHOI [O0CNiAHULbLKOI opraHisauii Ha «AnimeHTiB IHK.» [Alimentiv Inc.]; OHoBneHa Bepcis
iHcbopmoBaHoi 3rogu BT-11-201_IHchopmau,is gnsa nadieHTa i 3roga Ha y4acTb Y HQyKOBOMY KJ/liHIYHOMY
AocnipKeHHi_BigKpuTe NOAOBXEHHA AocnigpkeHHA_Bepcia gna YkpaiHu 1.2 Big 18 nuctonaga 2020
POKyY, YKpailHCbKOK Ta pocilicbkolo MoBaMu; OHOB/eHi faHi 3i cTabGi/IbHOCTI Ha AocnimKyBaHuii
nikapcbkuii 3aci6 BT-11, Ta6neTkun 500 mr Ta 1000 mr Ta BignoBigHoro nnaue6o go BT-11, Ta6neTkn 500
Mr Ta 1000 mr. MopoBXeHHs TepMiHy 306epiraHHA 3 18 Ao 21 wmicAuAa [0 MPOTOKOAY KAiHIYHOMO
BMNpobyBaHHA «PaHgomizoBaHe, nnauebo-kOHTPOIboBaHe, NoAgiliHe crine, 6araToLeHTPOBE AOCAIMKEHHS 3
OUiHKM ed)eKTMBHOCTI Ta 6e3neyHoCcTi nepopanbHOro 3acTocyBaHHA npenapaty BT-11 y naujeHTiB 3
BMPa3KoBMM KOJTITOM Ierkoro abo cepefiHbOro CTyneHs TSXKKOCTI», ko4 fAocnimkeHHs BT-11-201, sknovaroun
nonpaeky 02 Big 27 6epe3Hs 2020 poky; cnoHcop - «J/laHgoc Biochapma IHkopropeliTig» [Landos Biopharma
Incorporated], USA

3anBHuK - «Epromep, MENCi», BenukobputaHis

38. OHOB/EHUI NPOTOKOA KiiHIYHOrO gocnigkeHHA 3 nonpaBkoi 04, Bepcia 1 Big 02 nucrtonaga
2020p., aHrnincbKo MoBoOt; OCHOBHA iHthopmaLuisi Npo gocnigkeHHs i popma iHpopMoBaHol 3roaum,
Bepcisa 5 Big 03 nuctonaga 2020p., aHrnilicbkoo MoBol; IHhopMauifa gna nauieHTa Ta dopma
iHbopMoBaHoOI 3roau, Bepcia Ana YkpaiHu Ne5 Big 11 nuctonapa 2020 p. (Ha ocHoOBi OCHOBHOI
iHdbopMmauii npo aocnigxeHHA Ta chopmu iHopmMoBaHoi 3rogu Bepcii 5 Big 03 nuctonaga 2020 p.)
aHrnificbKkor MoBoto; IHhopmauia ana nauieHTa Ta hopma iHhopmoBaHOI 3rogu, Bepcia AnAa YKpaiHu
Ne 5 Big 11 nuctonaga 2020 p. (Ha ocHoBi OCHOBHOI iH(hopmauii npo pocnigxeHHA i dopmu
iHcbopMmoBaHoI 3rogun, Bepcia 5 Big 03 nucrtonaga 2020p.) ykpaiHCbLKOIO MOBOIO; IHhopMmauia ans
nauieHTa i hopma iHpopmoBaHoi 3roau, Bepcifa ansa YkpaiHm Ne 5 Big 11 nuctonaga 2020p. (Ha OCHOBI
OcHoBHOI iHopmadii npo gocnigpkeHHsa i popmu iHchopmoBaHoi 3rogu, Bepcia 5 Big 03 nucrtonaga
2020p.) pociiicbkolo moBol1o; LLloaeHHUK nauieHTa gnAa peectpauii npuitiomy AJIMN, Bepcia 5.0 Big 10
nuctonaga 2020 p., aHrNifiCbKOK, YKPAIHCLKOK Ta POCIiCbKOKD MOBamu [0 NPOTOKO/Y KIHIYHOro
JocnimpkeHHs «PaHaomizoBaHe, noAgiiHe cnine gocnimkeHHs 3 a3n ansi BUBYEHHSA e(ekTUBHOCTI Ta
6e3neyHocTi npenapaTy SAR442168 y nopiBHAHHI 3 nnauebo B Y4YacHMKIB 3 NEePBUHHO-MPOrpPecyoynm
poscisHum ckneposom (PERSEUS)», ko gocnigpkeHHs EFC16035, 3 nonpaskoto 01, Bepcisi 1 Big 25 4epBHs
2020 poky; cnoHcop - Genzyme Corporation, USA ([)xeH3alim KopnopeiiwH, CLUA)

3aaBHUK - TOB «CaHodi-ABEHTIC YKpaiHa»

39. OHOBNEHUi A NPOTOKOJ1 K/IHIYHOTO AOocC/igKeHHA 3 nonpaBkolo 04, Bepcia 1 Big 28 XoBTHA 2020
POKy, aHrniicbKo MoBot0; OcHOBHa iHthopmauis npo gocnigxkeHHs 1a hopma iHPOpMOBaHOT 3roaum,
Bepcia 4 Big 06 nuctonaga 2020p., aHrnificbkoio mMoBOW; IHcopmauis gnAa nauieHta i dpopma
iHcbopMoBaHOi 3rogun, Bepcis ansa YkpaiHu Ned Big, 14 rpyaHs 2020p. (Ha ocHoBi OCHOBHOI iHchopmauii
npo pgocnigpxeHHs Ta popmu iHhopmoBaHoi 3roau, Bepcis 4 Big 06 nucronaga 2020p.), yKpaiHCbLKOIO Ta
pocilicbkolo MoBamu; IHopmauliiHnii GroneTeHb yvyacHuka gocnimkeHHA LTS16004 Ne 1 Big 30
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nuctonaga 2020p., yKpaiHCbKOO MoOBOWO; IHchopMmauiiiHnii GlonieTeHb A1 YYaCHUKIB [OC/iAKEHHA
LTS16004 Ne 1 Big 30 nuctonaga 2020p., poOCifiCbKOKO MOBOK [0 MPOTOKO/TY KMIHIYHOMO A0CAIMKEHHS
«[JOBrOCTPOKOBE PO3LUMPEHE OOCNIMKEHHA 3 OUIHKM 6e3nekn Ta eddeKTMBHOCTI npenapaty SAR442168 y
YYaCHUKIB AOCNIIKEHHA 3 PeLnanBYOUYUM PO3CIAHUM CK1IEPO30M», KOA, AocnimpkeHHA LTS16004, 3 nonpaBKoo
03, Bepcis 1 Big 02 6epesHa 2020 poky; cnoHcop - Genzyme Corporation, USA (IxeH3aim KopnopelilH,
CLLA)

3aaBHUK - TOB «CaHogi-ABEHTIC YKpaiHa»

40. Tno6anbHa Bpowypa flocnigHuka EgokcabaH, Bepcis 20.0 Big 23 uepBHsA 2020 poKy, aHI/1iNCbLKOIO
MoBolo; IHpopmauiiHnii nucTok i hopma 3rogn GaTbkiB (Ha yyacTb Mas1ONiTHLOI/HENOBHOMITHLOI
ANTUHU Y HAyKOBOMY gocnigkeHHi), Bepcia V6.0UKR(uk)1.0 Big 20 cepnHa 2020 poky, nepeknag,
yKpaiHCcbKolo moBoto 09 nuctonaga 2020 poky; IHchopmauiiHuii nucTok i hopma 3rogm G6aTbkiB (Ha
yyacTb MasioNiTHLOI/HENOBHONITHBLOI AUTUHM Y HAYKOBOMY AloC/limKeHHi), Bepcia V6.0UKR(ru)1.0 Big,
20 cepnHa 2020 poky, nepeknag pociiicbkolo moBoto 09 nuctonaga 2020 poky; MoaoBXeHHs
TpuBanocTi KMiHIYHOro pocnimkeHHs B YKpaiHi go 31 rpyaHsa 2021 poKy [0 MPOTOKO/Y K/iHIYHOro
JocnipkeHHa «BigkpuTe paHgomizoBaHe, 6araToueHTpPoBe, obcepBaLiiiHe BUMPOOYBaHHA B napasiesibHMX
rpynax 4nsi ouiHKM 6e3neyHOoCTi Ta eqpeKTUBHOCTI efoKcabaHy To3uiaTy B AiTel Big 38 TWXKHIB rectauinHoro
BiKy [0 MeHwWe 18 pokiB i3 xBOpo6amu cepus i pM3MKOM TPOMOOEMOONIYHUX ABULL, KO AOCNIIKEHHSA
DU176b-C-U313, Bepcis 4.0 Big 03 uepBHA 2019 poky; cnoHcop - Daiichi Sankyo Inc, CLLUA

3anBHuK - MignpuemcTso 3 100% iHo3eMHol iHBecTuLjiel «AK'IOBIA PAC YkpaiH
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