JopaTtok

«Mepenik cyTTeEBMX MOMNpaBOK A0 MPOTOKONIB K/iHIYHUX BUNPOGYBaHb, PO3rAsHYTUX Ha 3acifaHHi
HTP Ne 40 Big 18.11.2021, Ha siKi 6yni1 oTpUMaHi NO3UTUBHI BUCHOBKMN €KCMNepPTIB.»

1. OHOB/EHUI NPOTOKON KNiHiYHOro Bunpoo6yBaHHA LUM-201-01, Bepcia 5.1 Big 30 nunHa 2021
(aHrniicbkolo MOBOIO); 3MiHa Ha3BM KJiHIYHOro BUMNpPOOyBaHHA 3 «bBaratoueHTpoBe BigkpuTe
paHpgomizoBaHe gocnipxkeHHs dpasu 2b woaeHHOro nepopanbHoro sacrocysaHHsa LUM-201 npoTsirom 6
MicAILiB y paHille He NikoBaHUX fAiTeil npeny6epTaTtHOro BiKy 3 gediuutomMm ropmoHy pocty (4ArP), y
napajielcHUX rpynax, 3 akTUBHUM KOHTpO/ieM» Ha «baraToueHTpoBe BigKpuUTe paHAoOMi3oBaHe
pocnipkeHHa ¢asu 2 WoAeHHOro nepopasibHOro 3acrocyBaHHsa LUM-201 npoTtsarom 12 micsauiB y
paHiwe He NlikoBaHUX giTeii npenyoepTaTHOro BiKy 3 gediumMTomM ropMmoHy pocTty (4P), y napanenbHux
rpynax, 3 akTUBHMM KOHTponem»; MNpoaoBXeHHA TepMiHy TPMBa/IOCTi K/iHIYHOrO BMNPOGYBaHHA B
YkpaiHi go 31 xoBTHA 2023; Jluct iHdopmMaLii AnAa nauieHTa Ta Popma iHpopMoBaHOI 3roau AnA
6aTbKiB, [LO3BiN1 Ha BUKOPUCTaHHA Ta PO3KPUTTA 3axuLleHoi iHchopmauii npo 3ao0poB'a, Bepcisa 2.0 Big,
07 BepecHs 2021, ana YKpaiHu (yKpaiHCbKOIO Ta pOCilicbKOIO MOBOI0); JlucT iHchopmauii Ans nauieHTa
Ta Popma iHchopmMoBaHOI 3roan MasloNiTHLOrO AJ1A yYacHUKIB-AiTell Bikom Big 7 Ao 12 pokiB, Bepcis
2.0 Big 07 BepecHsA 2021, pna YKpaiHu (YKpaiHCbKOIO Ta POCilicbKolo MOBOI0); KapTka nauieHTa, Bepcia
2-10/2021 (yKpaiHCbKOIO Ta poOCiicbkoo MOBOIO); |HchopmauiiHuiAi Oyknet, Bepcia 3-7/2021
(YKpaiHCbKOIO Ta pociiicbkolo MoBO10); IHhopmauiiHMii nnakar, Bepcia 2-10/2021 (ykpaiHCbKol Ta
pocCilicbkol0 MOBOI0); Bk/1lOUEHHA [0[4AaTKOBOro Micus NpoBefeHHs KMiHIYHOro BMNPOGYBaHHA [0
NPOTOKONY KIHIYHOrO AOCNiMKEHHS «baraToLEeHTpOBE BiAKPUTE paHAOMI30BaHe AOCMiMKEHHs a3n 2b
LLIOAEHHOrO nepopasibHOro 3actocyBaHHA LUM-201 npoTaArom 6 MicsUiB Yy paHille He NikoBaHMX gitein
npenybepTaTHOro BiKy 3 AeiyMTomM ropMoHy pocTy (ArP), y napanenbHux rpynax, 3 akTMBHUM KOHTPOJ1EM>,
kop pocnimkeHHs LUM-201-01, sepcis 4.1 Big 29 kBiTHA 2021; cnoHcop - Lumos Pharma, Inc. (Jlomoc ®apma,
IHk.), CLUA

3anBHUK - TOB «Kpomoccapma YkpaiHa»

Ne MM.1.6. BignoBiganLHOro gocnigHuKa

n/n Ha3Ba Micug NpoBeAEeHHSA K/iHIYHOro BUNPO6YyBaHHSA

1 | K.M.H. Yymak C.O.

[epxaBHa ycTaHoBa «IHCTUTYT OXOPOHM 3[0pPOB'A AiTeid Ta nigniTkiB HauioHanbHOT akagemii
MeVYHUX HaYK YKpaiHW», BiaAIIeHHA eHO0KPUHOSIOTIT, M. XapKiB

2. bpowypa gocnigHuka [OCNiAKYBAHOro fikapcbKkoro 3aco6y [octapnimat/Dostarlimab (takox
Bigomoro ik TSR-042), Bepcis 06 Big 19 kBiTHA 2021 poKy aHrniicbKO MOBOLO; Bpolwypa gocnigHuka
[OcCnigpKyBaHOro siikapcbkoro 3aco6y Hipanapié (Niraparib), Bepcia 12 Big 23 uepBHA 2021 poky
aHrniincbKo MoBoto; locbEe [OCNiAKYBaHOro nikapcbKoro 3aco6y floctapnimad/Dostarlimab, Bepcis
8.0 Big uepBHA 2021 poky aHrnilicbkoro MoBOW; JopaHHA kopy «GSK4057190A» po onucy
AocnipKyBaHoro nikapcbkoro 3aco6y: TSR 042 (TSR 042, WBP-285; floctapnima6/Dostarlimab; AHTu-
PD-1 (6inok sanporpamoBaHOi CMepTi KNiTUHU 1) MOHOKNOHa/NIbHUX aHTUTIN, 1gG4), po3uuH AnA
iHdoy3iid, 500 mr/10 mn (50 mrimn); OopaHHA Kogy «GSK3985771» o onucy AocChifKyBaHOro
nikapcbkoro 3aco6y: Hipanapi6 (Niraparib) (L-001946812-005R, L-001946812, MK-4827; Hipanapi6
To3uMnar MoHorigpar), kancynu, 100 wmr; 3any4dyeHHs [0A4aTKOBUX BUPOOHUUUX [AINAHOK AN
pocnipkysaHoro nikapcbkoro saco6y TSR 042 (TSR 042, WBP-285; AocTtapnima6/Dostarlimab; AHTU-
PD-1 (Ginok 3anporpamoBaHOi CMepTi KNiTMHU 1) MOHOKMOHa/IbHUX aHTuTIn, IgG4), po3uuH pnsA
iHdpy3iin, 500 mr/10 mn (50 mr/imn): Fisher Clinical Services GmbH, HimeuunHa; Almac Clinical Services
(Ireland) Limited, IpnaHgis; IHcpoopmanifiHnii nucTok nayieHTa Ta oopma iHhopmoBaHOi 3roau, Bepcis
9.0 Big 03 BepecHA 2021 poKy YKPaiHCHKOIO Ta POCIiiCbKOO MoBaMu; IHCTPYKLiT A4na nauyieHTa wono
3actocyBaHHsA npenaparty, 100 mr, Bepcia 2.0 Big 28 nunHA 2021 poKy YKPAIHCbLKOI Ta POCINCbKOIO
MoBamMu; IHCTPYKLUii ANA nauieHTa WoAo 3acToCcyBaHHA npenaparty, 200 mr, Bepcia 2.0 Big 28 nunHsa
2021 poKy YKpalHCbLKOK Ta pOoCilicbKolo MoBaMu; IHCTPyKUii ANA nauieHTa Wo[0 3acTOCyBaHHS
npenaparty, 300 mr, Bepcifa 2.0 Big 28 nunHA 2021 poKy YKpaiHCbKOI Ta POCIiCbKO MOBamMu [0
MPOTOKO/TY KNiHIYHOrO AocnimpkeHHs «PaHgomizoBaHe, NoABiiHO chine AocnifgxeHHs a3n 3 NOpiBHAHHA
nnatuHOBMICHOT Tepanii i3 npenapaTom TSR-042 Ta Hipanapibom 3i cTaHAAPTHO NAATUHOBMICHO Tepanieto
B AKOCTi 1-1 NiHii NikyBaHHA HEMYLIMHO3HOIO eniTeniaibHOro paky sievHukis Il abo 1V ctagjii», ko AoCNifpKeHHS
3000-03-005/ENGOT-0V44, sBepcia 7.0 Big 19 cepriHa 2020 poky; cnoHcop - TESARO, Inc., CLLA

3asBHuKk - TOBAPWCTBO 3 OBMEXEHOK BIANOBIJA/IBHICTIO «®APMACBLIOTIKAT PICEPY
ACCOYLWVENTC YKPAIHA» (TOB «®PA YKPAIHA»)



3. OHoBneHa bpouwypa gocnigHuka Ha Beponisyma6 (MLN0002), Bepcisa 25 Big 14 nunHa 2021 p.,
aHrniicbkol MOBOK; 3pa3ok MapKyBaHHA (BTOpuUHHa ynakoBka) EHTuBIO (Begonisyma6) /Entyvio
(Vedolizumab) B/B, 300 Mr, NTOPOLIOK A/11 KOHLEHTPATY A/1 PO34nHy Ans iHdysiii, Big 02 BepecHs 2021
p.; 3pa3ok mapkyBaHHs (NnepBMHHA ynakoBka) EHTuBIO (Beponisyma6) /[Entyvio (Vedolizumab) /B, 300
MF, MOPOLLOK AJ1S1 KOHLLEHTPATY AN PO3UuHY AnA iHdys3iii, Big 30 cepnHAa 2021 p.; 3pa3ok MapKyBaHHA
(sTOpuHHaA ynakoBka) EHTuBio (Begonizyma6) /Entyvio (Vedolizumab) 108 mr/0.68 mn, po3unH ans
iH’eKUiii B aBTOIHXXEKTOPI, Big 06 nunHA 2021 p; 3pa3oKk MapKyBaHHA (NepBUHHA ynakoBKa) EHTuBIO
(Beponisyma6) /Entyvio (Vedolizumab) 108 mr/0.68 mn, po3unH ans iH’ekuiini B aBToiHXeKTOpi, Big 04
YXOBTHA 2021 p.; 36inblUeHHA KiNbKOCTi gocnimKyBaHux B YKpaiHi 3 105 go 120 oci6 (gogartkoBo 15
0cCi6) Ao npoTtokony KhiHivHoro gocnimpkeHHa VERDICT: «PaHgomizoBaHe, KOHTPO/IbOBaHe BUMPOOYBaHHS
ONS BU3HAYEHHsT ONTUMaUTbHOI Uil Tepanii npy akTUBHOMY BMPa3KoBOMY KOAiTi», kog AocnimkeHHst RP1706,
Bepcis 08 Big 08 uepBHS 2021 poky ; CNOHCOop - «ANiMeHTiIB, IHK.»/Alimentiv Inc.», KaHaga

3asBHUK - TOB «biomanac», YkpaiHa

4. OHoBneHui npoTokon 42847922MDD3002, 3 iHKOpnopoBaHO NonpaBKolo 2 Bif, 25 yepBHA 2021
poky; Bpouwypa gocnigHuka JNJ-42847922 (centopekcaHT), BugaHHa 10 Big 21 uepBHA 2021 poky,
aHrniicbKo mMoBOMO; flogaTok 2 Big 12 tpaBHA 2021 poky go Bpowypu gocnigHuka JNJ-42847922
(centopekcaHT), BupgaHHa 9 Big, 23 uepBHsA 2020 poKy, aHrnilicbKolo MOBOIO; flogatok 1 Big 22 notoro
2021 poky po Bpouwypu gocnigHuka JNJ-42847922 (centopeKkcaHT), BugaHHA 9 Big 23 uepBHa 2020
POKY, aHrniiicbkolo MoBOIO; IHdopmaudiviHuii nuctok i dopma iHchopmoBaHOi 3rogu, Bepcis
V4.0UKR(uk)1.0 Big 14 BepecHs 2021 pokKy, nepeknaj yKpaiHCbKOK MOBOLO Bif 29 BepecHsA 2021 poky;
IHcbopmauiiHuin nucTok i hopma iHhopmoBaHoi 3rogu, Bepcia V4.0UKR(ru)1.0 Big 14 BepecHsa 2021
POKy, nepeknag pocificbkolo MoBOO Big 29 BepecHs 2021 poky; LLUkana genpecii FaminbtoHa HAM-
D-17 Bia 27 TpaBHA 2021 poKy, YKpaiHCbKO MOBOO; LUkana MNaminbToHa ansa ouiHku genpecii HAM-
D-17 Big, 27 TpaBHA 2021 poKy, pOCiiiCbKOKO MOBOIO; JIUCT A0 KoJern Woao HanpaBNeHHA NalieHTiB,
Bepcia [V03 UKR(uk)01] Big 16 cepnHsa 2021 poky, YKpalHCbKOKO MOBOR; Y3arasibHeHa iHchopmauia
woao nporokony ans MM (meguuHux npauisHukiB), Bepcia [VO3 UKR(uk)] Big 14 nunHa 2021 poky
yKpalHCbKOl0 MoBOIO; JlucTiBKa AnA nauieHTiB, Bepcia [V02 UKR(uk)] Big 01 nrotoro 2021 poky,
yKpaiHCbKO0 MOBOW; JlucTiBKa ansa nauieHTiB, Bepcia [V02 UKR(ru)] Big 01 niotoro 2021 poky,
pociiicbkolo MoBolto; LLloaeHHMK npuiioMy npenapaty ansa nauieHTa, Bepcisa [V03 UKR(uk)01] Big 16
cepnHA 2021 poKy yKpaiHCbKOlo MOBO1O; LLlogeHHMK npuiloMmy npenaparty A/s nauieHrta, sepcis [V03
UKR(ru)01] Big 16 cepnHAa 2021 pokKy, pociiicbKOo MoBOIO; Mnakat AnA naudieHTiB, Bepcia [V02
UKR(uk)] Big 01 ntotoro 2021 poky, yKpaiHCbKOI0 MOBOLO; Mnakart gna nayieHTis, Bepcia [V02 UKR(ru)]
Big 01 notoro 2021 poky, pociiicbKoto MoBOLO; MOCIGHUK i3 gocnigkeHHA ANA nauieHTa, Bepcia [V03
UKR(uk)] Big 28 nunHAa 2021 poKy, YKpPAiHCbKOK MOBOLO; KepiBHMLTBO nauieHTa no AOChigKeHHIo,
Bepcisa [V03 UKR(ru)] Big 28 nunHAa 2021 poky, pociiicbkoo MOBOI; Bpouwypa ana nikapa woao
HanpaBsJ/ieHHA nauieHTiB, Bepcia [V03 UKR(uk)] Big, 28 nunHsa 2021 poKy, yKpaiHCbKOIO MOBOIO; IHAEeKC
BaxKocTi iHcomHil (ISI) Big 04 BepecHsa 2015 poky, Bepcisi ykpaiHcbKoio Mosoi (End-of-DB
Treatment/Early Withdrawal), Big 12 cepnHsa 2020 poky; IHAekc BaxkocTi 6e3coHHs (ISI) (End-of-DB
Treatment/Early Withdrawal), pociiicbkoto MoBoO1O, Big 12 cepnHs 2020 poky; IHAEKC BXKOCTi IHCOMHIT
(ISl) Big 04 BepecHA 2015 poky, Bepcisi yKpalHCbKOIO MOBOK (Screening) Big 12 cepnHA 2020 poky;
IHgekc BaxkocTi 6e3coHHA (ISI) (Screening), pocilicbkolo MoBolo Big 12 cepnHa 2020 poky; 3pas3ok
306pakeHHsA Ha ekpaHi gopgatky Study Hub o npotokony kniHidHOro BunpobyBaHHs «baratoueHTpose,
noAgiiHe cnine, paHaoMizoBaHe, Nnaueb0-KOHTPO/IbOBaHe AOCMIMKEHHS Y NapasieNbHUX rpynax aas ouiHKu
edheKkTMBHOCTI Ta 6e3neyHocCTi centopekcaHTy B fA03i 20 Mr sIK AoAaTkoBOi Tepanil Ao  NikyBaHHS
aHTugenpecaHTaMmym B AOPOCAUX NAUEHTIB i NALEHTIB NiTHLOrO BiKy 3 BEMUKAM AENPECUBHMM PO31afoMm i3
cYMMATOMamMu 6e3COHHS, Y SkuxX Oyna BiACYTHS afekBaTHa BignoBiAb Ha Tepanito aHTuaenpecaHTamm», Kog,
pocnipkeHHs 42847922MDD3002, 3 iHKopnopoBaHoto nonpaskolo 1 Bif 29 »oBTHA 2020 poky; cnoHcop -
Janssen Pharmaceutica NV, Belgium

3asBHUK - MNianpremMcTBo 3 100% iHo3eMHOK iHBecTuLiclo «AVK'IOBIA PAC YkpaiHax»

5. OHoBneHwuii npoTokon 42847922MDD3005, 3 iHkoprnopoBaHOIO nonpaskoio 4 Big 25 uepBHa 2021
poky; Bpouwypa gocnigHuka JNJ-42847922 (centopekcaHT), BugaHHa 10 Big 21 uepBHA 2021 poky,
aHrnincbKo mMoBOH; flogaTok 2 Big 12 tpaBHA 2021 poky ao Bpowypu gocnigHuka JNJ-42847922
(cenTopekcaHT), BugaHHs 9 Big, 23 uepBHA 2020 poKy, aHrNiiicbKolo MOBOIO; floaaTok 1 Big 22 noToro
2021 poKy po Bpowypu gocnigHuka JNJ-42847922 (centopeKkcaHT), BugaHHA 9 Big 23 uepBHa 2020
POKY, aHrniicbkolo MoBOW; IHdopmauiiHuii nuctok i dopma iHcopmoBaHOI 3rogu, Bepcia
V4.0UKR(uk)1.0 Big 13 BepecHs 2021 poky, nepeknag yKpaiHCbKOK MOBOLO Bif 24 BepecHA 2021 poky;
IHpopmauiiiHuii nuctok i popma iHchopmoBaHoi 3rogu, Bepcia V4.0UKR(ru)1.0 Big 13 BepecHs 2021
POKy, nepeknag pociicbkolo MoBoOlO Big 24 BepecHA 2021 poky; LWkana genpecii FaminbtoHa HAM-
D-17 Big 27 TpaBHsA 2021 poKy, YKpaiHCbKO MOBOHO; LUkana MNaminbToHa ansa ouiHku genpecii HAM-
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D-17 Bip, 27 TpaBHA 2021 poKy, poCiiiCbKOIO MOBOIO; JIUCT A0 Kosiern WoAo HanpaBfeHHA NauieHTiB,
Bepcia [V03 UKR(uk)01] Big 16 cepnHsa 2021 poky, YKpalHCbKOKO MOBOR; Y3arasibHeHa iHchopmauia
wopao npotokony ana MM (megunuHux npauisHukiB), Bepcia [V03 UKR(uk)] Big 26 cepnHa 2021 poky
yKpaiHCbKOl MoBoOto; IHchopMauiiiHuii npocnekT Ansa nauieHTa, Bepcia [V02 UKR(uk)] Big 22 niotoro
2021 poky, yKpaiHCbKOI MOBOIO; JIucTiBKa AN nauieHTis, Bepcia [V02 UKR(ru)] Big 22 niotoro 2021
POKy, pociiicbkoto MoBOI0; LLlogeHHMK npuiiomy npenapaTty Ans nauieHTa, Bepcia [V03 UKR(uk)01] Big
16 cepnHsa 2021 poKy yKpaiHCbKOI0 MOBOIO; LLloaeHHUK npuiiomy npenapary A/is nauieHra, Bepcisa [V03
UKR(ru)01] Big, 16 cepnHs 2021 poky, pocilicbKkoio MOBO1o; lMNnakat gnsa nauieHta, sepcis [V02 UKR(uk)]
Big 22 notoro 2021 poky, yKpaiHCbKOI0 MOBOIO; Mnakat gnsa naudieHTiB, Bepcia [V02 UKR(ru)] Big, 22
nToro 2021 poky, pociicbKoto MoOBOIO; MOCiOHUK 3 focnimpKeHHA ANA nayieHTa, Bepcia [V04 UKR(uk)]
Big 03 cepnHsa 2021 poKy, YKpaiHCbKOK MOBOIO; KepiBHUMLTBO nayieHTa WoA0 yvyacTi y A0CNigKEHHi,
Bepcisa [V04 UKR(ru)] Big 3 cepnHAa 2021 poKy, pocilicbkoo MoBOW; Bpolwypa gnsa nikapa wopao
HanpaBsJ/ieHHA nauieHTiB, Bepcia [V03 UKR(uk)] Big 16 nunHsa 2021 poKy, yKpaiHCbKOIO MOBOIO; IHAEeKC
BaXXKocTi iHCOMHiT (ISI) Big 04 BepecHs 2015 poky, Bepcis ykpaiHcbKkoto MoBoto (End-of-Phase/Early
Withdrawal) Big 20 cepnHa 2020 poky; IHaekc BaxkkocTi 6e3coHHA (ISI) (End-of-Phase Early Withdrawal)
pociiicbkoto MoBOtO, Big 20 cepnHa 2020 poky; IHaekc BaxkocTi iHCcoMHii (IS]) Big 04 BepecHa 2015
POKy, Bepcifi yKpaiHCbKOI0 MOBOIO (Screening) Big 20 cepnHA 2020 poky; IHAEKC BaXXKOCTi 6€3COHHA
(ISl) (Screening), pociiicbkoio MoBOI Big 20 cepnHA 2020 poKy; 3pa3oK 300paXeHHA Ha eKpaHi
popatky Study Hub go npoTokony kniHiYHOro gocnigpkeHHs «MogginHe cnine, paH4oMi30BaHe JOCNILKEHHS Y
napanenbHuUX rpynax, Lo MpoBOAUTHLCSA i3 3aCTOCyBaHHSAM KBeTiamiHy MPOJIOHroBaHOI Aii AK npenapaty
MOPIBHSAHHSA, ANS OLIHKM edDEKTMBHOCTI Ta 6e3Me4HOCTi cenTopekcaHTy B A03i 20 Mr sk 4oAaTKOBOT Tepanii 4o
NiKyBaHHS aHTUAenpecaHTamn B AOPOC/MX MaUIEHTIB i Maui€eHTIB NITHLOIO BiKY 3 BEIMKAM AENPECUBHUM
po3nagom i3 cuMmnToMaMy O6e3COHHS, Yy SkMx Oyna BiACYTHA ajekBaTHa BiAMNOBiAb Ha Tepanito
aHTugenpecaHTaMmu», Kog, gocnimkeHHs 42847922MDD3005, 3 iHKkopnopoBaHo nonpaekoto 3 Bifg 13 civHsA
2021 poky; cnoHcop - Janssen Pharmaceutica NV, Belgium

3aaBHUK - MNignpremcTso 3 100% iHo3eMHOM iHBecTuLiclo «AVK'IOBIA PAC YkpaiHa»

6. OHOBMEHUIA NPOTOKOJ K/liHIYHOro BUNpo6oByBaHHA AC-055-314, cxBaneHa Bepcis 8 Big 05 cepnHsA
2021 poKy; flopaToK A0 NPOTOKOJ1y KNiHIYHOro BUNPoGoByBaHHA woao COVID-19 Big 05 cepnHAa 2021
poky; OHoBneHa bpowypa gocnigHuka 3 npenapaty MauuteHTaH, BugaHHAa 18 Big 04 rpygHa 2020
poky; JopaTok no Bpowypu gocnigHuka 3 npenapaty MauuTeHTaH, Big 21 TpaBHA 2021 poky; 3miHa
HalimMeHyBaHHA 3asiBHMKa B YKpaiHi 3 TOB «KOBAHC K/IHIKAN AEBE/TIONMEHT YKPAIHA» Ha TOB
«TABKOPM KNIHIKAN AEBENOMMEHT YKPAIHA»; OHOBNeHe MapKyBaHHA [AOCAiAKyBaHOro
NiKapcbKoro 3aco6y MauuTeHTaH, YKPaiHCbKOO MOBOIO Bif, 26 KBiTHA 2021 poky; IHchopmauiiHuii
JINCTOK aNnA nayieHta i popma iHhopmoBaHoi 3rogn ansa YkpaiHu, sepcis 4.0 Big 21 BepecHA 2021 poky
aHrniicbkolo mMoBoto; IHchopmauiiiHuii nucTok ans naudieHta i coopma iHhpopmoBaHoi 3roau Aans
YkpaiHu, Bepcis 4.0 Big 21 BepecHs 2021 pokKy yKpaiHCbKOK MOBOW; IHchopmauiiiHuii nucTok gna
nauieHTta i popma iHdpopmoBaHOi 3roau ansA Ykpainu, sepcis 4.0 Big 21 BepecHs 2021 poKy pociiiCbKoo
MoBolo; [loaatok ao dopmu iHchopmoBaHOi 3roan AnA YkpaiHu Bepcii 3 Big 22 rpyaHa 2020 poky,
Bepcia 1 Big 21 BepecHs 2021 poky aHIrMiicbKO MOBOLO; flogaTok Ao cdhopmu iHpopMoBaHOI 3rogu
Ana Ykpaiin Bepcii 3 Big 22 rpyaHa 2020 poky, Bepcis 1 Bifg 21 BepecHsi 2021 poKy YKpaiHCbKOIO
moBoto; [logaTtok no chopmu iHpopmoBaHOI 3roau AnA YKpaiHu Bepcii 3 Big 22 rpygHa 2020 poky,
Bepcia 1 Big 21 BepecHsa 2021 poKy POCIACHLKOKO MOBOK [0 MPOTOKO/Y KAIHIYHOTO AOC/iAKEHHS
«baratoueHTpoBe, OOHOrpynoBe, BiAKpUTE, AOCNIAXEHHS 3 OLUIHKA [OBroCTPOKOBOI 6es3neku npenapaty
MauuteHTaH y nauieHTiB 3 /IereHeBOK0 rinepTeH3ielo, SKi paHille NikyBancsa npenapartoMm MauuTeHTaH B
KniHivHnx gocnigxkeHHax (UMBRELLA), kog gocnigxeHHss AC-055-314, dhiHanbHa Bepcisa 7 Big 15 XKOBTHSA
2020 p.; cnoHcop - AkTenioH ®apmacbktoTikasc /114, [Actelion Pharmaceuticals Ltd], LBeiiyapis

3asBHUK - TOBAPMCTBO 3 06MEXEHO0 BiAnoBiaanbHICTIO «/TABKOPI K/NIHIKAT AEBE/IONMMEHT YKPAIHA»

BYJO: CTAJIO:
TOB «KOBAHC K/NIHIKAA  OEBENOIMNMEHT | TOB «JIABKOPIT  K/NIHIKAN  AEBENOMNMEHT
YKPAIHA» YKPAIHA»

7. OHoBneHuii MpoTokon KniHiuHoro gocnigpkeHHa ROR-PH-301 (APD811-301), 3 iHKOpnopoBaHOIO
nonpaBkolo 4 Big 25 uepBHa 2021 poky; IHcopmauiiiHuii nucTok i chopma 3rogm, BepciA
V5.0UKR(uk)1.0 Big 10 BepecHs1 2021 poky, nepeksiag yKpaiHCbKOI0 MOBOIO Bify 16 BepecHst 2021 poky;
IHhopMmauiiHuii nucTok i hopma 3rogu, Bepcis V5.0UKR(ru)1.0 Big 10 BepecHs 2021 poky, nepeknag
pociiicbkolo MmoBoOtO Big 16 BepecHs 2021 poky; 301 MOCiGHMK i3 BKa3iBKOK LOAO0 3aCTOCYBaHHSA
nikapcbkoro npenaparty, Bepcia [V02 UKR(uk)] Big 24 TpaBHA 2021 poky, yKpaiHCbKOio MoBOto; 301
IHCTPYKLUiA Wo0 3aCTOCYBaHHA AOC/iAKYyBaHOro npenapary, Bepcis [V02 UKR(ru)] Big 24 TpaBHsa 2021
POKY, POCIlICbKOIO MOBOIO [0 NPOTOKOJY K/iHIYHOro BunpobysaHHsa «ADVANCE OUTCOMES pocnigkeHHs
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eekTMBHOCTI Ta 6e3neyHOCTi paniHenary, CnpsMoBaHe Ha NoNiNWeHHs pe3ynbTaTiB NikyBaHHA NauieHTiB i3
NlereHeBOI0 apTepiasibHOo rinepTeH3ieto», koa gocnimkeHHss ROR-PH-301 (APD811-301), 3 iHKOpnopoBaHoo
nonpaskoto 3 Big 02 TpasHa 2019 poky; cnoHcop - «lOHaiiTen Tepan'toTikc KopnopeliwH» (United
Therapeutics Corporation), United States

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

8. OHoBneHui lMpoTokon KniHiyHoro pgocnigkeHHa CT-P41 3.1, Bepcia 2.1 Big 30 nunHA 2021 p.,
aHrNifcbKOK MOBOIKO [0 MPOTOKONY KIHIYHOrO AocnimpkeHHs «[lloagiiHe cnine, paHAoMi3oBaHe, akTMBHO
KOHTPO/IbOBaHe AOCNiMKEHHA dha3n 3 ANsl NOPIBHAHHS epeKTUBHOCTI, hapMakokiHETUKM, hapMakoguHaMIKK
Ta 6esneyHocTi npenapaty CT-P41 Ta niueH3oBaHoro y CLUA nikapcbkoro 3acoby Prolia y XiHOK y
nocTMeHonaysi 3 0CTeoNnopo3oM», KoA, gocnimpkeHHs CT-P41 3.1, sepcis 2.0 Big 08 kBiTHA 2021 p.; cCnoHcop -
CELLTRION, Inc., Republic of Korea/ CEMMNTPIOH, IHK, Pecny6nika Kopes

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

9. OHoBneHwnii MpoTtokon gocnimkeHHA — MpoTtokon EX6018-4758, Bepcis 2.0, hiHanbHa, Big 13 nunHs
2021 p. (Protocol EX6018-4758, version 2.0, Final, dated 13 July 2021); IHcpopmaLisi Ans yyacHUKa Ta
dopma 3roaM Ha ydyacTb Yy pocnigkeHHi, Bepcisa 3.0-UA(UK), ciHanbHa, Big 14 BepecHsi 2021,
YKpaiHCbKOI0 MOBOIO; IHhopmauisa Ana yyacHuMka 1a Popma 3rogu Ha yyacTb Yy AOCHigKEHHi, Bepcis
3.0-UA(RU), chiHanbHa, Big 14 BepecHa 2021, pociiicbkolo mMmoBoto; IHhopmalia Ana yyacHuKa Ta
dopma 3rogun Ha yvacTb A5 nonepegHbLOro CKpuHiHry, Bepcisa 2.0-UA(UK), dbiHanbHa, Big, 14 BepecHs
2021, ykpaiHCbKoO MOBOIO; IH(hopmauis ansa ydacHuka Ta dopma 3roam Ha yyacTb A/isl nonepegHLOro
CKPUHiHry, Bepcifa 2.0-UA(RU), chiHanbHa, Big 14 BepecHs 2021, pociiicbkoto moBoto; IHhopmauis ans
yuyacHuka Ta dopma 3roaM Ha BUKOPUCTAHHA exoKapgiorpadiuHux 306paxeHb A MalGYTHiX
pocnipxeHb, Bepcia 2.0-UA(UK), diHanbHa, Big 14 BepecHAa 2021, ykpaiHCbKOO MOBOO; IHchopmauin
LA yyacHuKa Ta dopma 3roanm Ha BUKOPUCTaHHS exokapaiorpad)iuHux 306paxeHb Ans MalGyTHiX
pocnipxeHb, Bepcia 2.0-UA(RU), diHanbHa, Big 14 BepecHA 2021, pociiicbkolo MOBOLO; IHchopmauis
ANA yYacHUKa gocnigpkeHHs Ta Popma 3rogm Ha HagaHHsA 3pasKiB KPOBi 419 MallGyTHIX JOCNigKEHD,
Bepcia 2.0-UA(UK), dpiHanbHa, Big 14 BepecHs 2021, ykpaiHCbKOI0 MOBOIO; IH(hopMaLia Ana yyacHuka
pocnipkeHHa Ta dopmMa 3rogM Ha HagaHHA 3pasKiB KPOBi ANA MalibGyTHIX gocnimkeHb, Bepcia 2.0-
UA(RU), chiHanbHa, Big, 14 BepecHs 2021, pociiicbKkolo MOBOLO; IH(hopmauia gns yyacHuka ta dopma
3rogn Ha OOMiIH iH(popMauieo AnA napTHepa ydyacHuUi y BMNAaAKy MaTtonoriyHoi BariTHOCTi abo
HapOMKEHHA AUTUHM i3 NOPYLUEHHAMU CTaHy 340poB’sA, Bepcia 2.0-UA(UK), chiHanbHa, Big 14 BepecHsA
2021, yKkpaiHcbKolo MoBoOHo; IHchopmauia ana yyacHuka ta Popma 3rogu Ha o6MiH iHchopmauieto ana
napTHepa yyacHuUi y BMNagKy NaTtosioriyHoi BariTHOCTi aGo HapOMKEHHS AUTUHU i3 MOPYLUEHHAMU
cTaHy 3a0poB’s, Bepcia 2.0-UA(RU), diHanbHa, Big 14 BepecHs 2021, pocilicbkolo MOBOK; CynyTHi
MaTepianu, Wo MOXYTb HagaBaTUCb NalieHTaM AKi NpuiiMaloTb yyacTb B gocnigxeHHi EX6018-4758 -
«ZEUS: Katasior martepiasiB Ana nauieHTiB», dpiHanbHa Bepcia 1.0-UA(UK) Big 21 kBiTHA 2021 p.,
YKpalHCbLKOI0 MOBOI0; BKIIOUEHHA A0AATKOBUX MiCLib NPOBeAEeHHA KNiHIYHOro BMNPOGOBYBaHHA [0
NPOTOKOY KNiHIYHOro AocnigxeHHs «JocnimkeHHs ZEUS - Brnive sinTiBekiMaby MopiBHAHO 3 niauebo Ha
CepLeBOo-CyAMHHI Hacnifku B y4acHUKIB 3 AiarHOCTOBaHUM aTepOCK/IepOTUYHMM 3aXBOPIOBAHHAM CepLeBo-
CYAVHHOI CUCTEMM, XPOHIYHOK XBOPOOHOIO HMPOK | CUCTEMHUM 3anasieHHAM»., KOA focnimxeHHss EX6018-4758,
Bepcis 1.0, dhiHanbHa, Big 16 kBiTHA 2021 poky; cnoHcop - Novo Nordisk A/S, Denmark

3asaBHUK - TOB «HoBo Hopgaick YkpaiHa»

Ne M.1.6. BiANOBiAa/IbLHOrO AOCIAHMKA

n/n HasBa Micus npoBeAeHHs KNiHIYHOIro BUNPO6YBaHHS

1. | A.M.H. YepHiok C.B.

JepxaBHa ycTaHOBa «HauioHaslbHUIA HayKOBWUI LEHTP «IHCTUTYT Kapgiosiorii iMeHi akagemika
M.[. CTpaxecka» HauioHaslbHOT akageMil MeanyHNX HayK YKpaiHu, Biaaisi HEKOPOHapHUX XBOPOO
cepus, peematonorii Ta Tepanii, M. Kuis

2. | nikap Nopowko O.C.

KomyHasibHe HekoMepUiinHe nignpneMcTBo KMiBCbKOi 06n1acHol paan «KuiBcbka obs1acHa nikapHs»,
KOHCY/IbTATUBHO-NiKyBaslbHe BigaineHHs, M. Knis

3. | A-M.H., npodp. Inawyk T.O.

Ob6nacHe KOMyHaslbHEe HekoMepLiliHe nNignpMEMCTBO «YepHiBelbka fikapHa LWBWMAKOT MeWYHOI
JonoMoru», TepaneBTUYHe BigdineHHs Nol, ByKOBMHCbKWIA AepXaBHWUI MeAWYHWIA YyHiBEpCUTET,
Kadpegpa nponefeBTUKM BHYTPILWHIX XBOPO6, M. YepHiBLi

4. K.M.H. BuLIHeBeLbKUiA |.1.

KomyHasibHe nignpuemctBo  «JlikapHsa Nol» YXUTOMUPCLKOI MICbKOI pagy, KOHCYNbTaTUBHO-




| | nikyBasibHe BigaiNneHHs «HaykoBO-A0CAIAHULBKNIA LEHTP>», M. XKUTOMUP

10. BkiroueHHA goaaTKoOBUX MicUb NMPOBEAEHHA KMIHIYHOro BUMNPOOGYBAaHHA [0 MPOTOKO/Y KMiHIYHOro
pocnipxeHHa «PaHaoMmisoBaHe, noAgifiHe chine, nnaueb0-KoOHTPOboBaHe KiHiYHe JocnimkeHHs 2b dhasu
ONs OUiHKM edekTMBHOCTI Ta 6e3neyHocTi pinemartosipa (IJNJ-53718678) y popocnux ambynatopHuX
nauieHTiB, iHiKOBaHUX pecnipaTopHO-CUHLUMTIasIbHUM Bipycom (PCB), 3 nigBuweHuM pusnkom nporpecii
3axBOpIOBaHHA, Lo nos’a3aHa 3 PCB», koA gocnigpxkeHHa 53718678RSV2008, Big 12.03.2021 p.; cnoHcop -
«AHCCEH ®APMALIEBTVKA HB», Benebris

3anBHuK - «AHCCEH ®PAPMALEBTWKA HB», Benbris

Ne M.l.6. BignoBiga/ibHOro AocnigHMKa

n/n lMoBHa Ha3Ba MicLl NPOBEAEHHS K/iHIYHOTO BUNPOGYBaHHS

1. | A.M.H., npoch. Kopx O.M.

Mepguko-caHiTapHa 4acTMHa MpPMBATHOrO akUiOHEPHOro TOBapucTBa «XapKiBCbKWI TPaKTOPHWIA
3aB0Of», TepaneBTUYHe BiaaiNeHHs, M. XapkiB

2. | 3aB. Big. Mloroiiga I.1.

LleHTp MeanyHux nocnyr ta peabinitayii JepXaBHOT akUiOHEPHOI XONANHIOBOT KOMMNaHIi «ApTems,
BiA4INIEHHA AieHHOro cTauioHapy nosikaiHikv, M. Kuis

3. | 4.M.H., npodh. Mopo3s J1.B.

KomyHanbHe HekomepuiliHe MignpueEMCTBO «BiHHMLbKa MiCbka K/iHiYHa sikapHA Nelx», iHdbekuiliHe
BigAiNeHHs, BIiHHWLUbKWA HauioHanbHWIA MeguyHWin yHiBepcuTeT iM. M.l Muporosa, kadeppa
iH(peKLiiHMX XBOpO6 3 KypcoM enigemionorii, M. BiHHMUSA

11. 3112-301-001 MMpouec oTpuMaHHA iHdopMoBaHOI 3rogu_Bepcia 2.0 Big 02 nunHa 2021,
yKpaiHCbKolo MoBolo; 3112-301-001_INpouec oTpumaHHs iHhopmoBaHOi 3rogu_sepcia 2.0 Big 02
nnnHsa 2021, pociiicbkoto MmoBoto; 3112-301-001_KepiBHMLTBO WOA0 Bi3UTIB [OCiAKEHHSA _ Bepcia 2.0
Big 02 nunHa 2021, ykpaiHCbkolo MoBOt; 3112-301-001_KepiBHMUTBO NO BisuTam [OC/iAKEHHS _
Bepcia 2.0 Big 02 nunHAa 2021, pociiicbkoo moBoto; 3112-301-001_Bpouiypa nauieHta_ Bepcia 2.0 Big,
02 nunHAa 2021, ykpaiHCcbKkoto moBo1o; 3112-301-001_Bpowypa naudieHTta_ Bepcif 2.0 Big 02 nunHa 2021,
pociiicbkolo moBoto; 3112-301-001_Mnakat pna nauieHTiB _ Bepcia 2.0 Big 02 nunHa 2021,
YKpaiHCbKOI MOBOH; 3112-301-001_Mnakart ana nauieHta _ Bepcis 2.0 Big 02 nunHsa 2021, pociiicbKoo
MOBOIO [0 MPOTOKOMY KAIHIYHOTO BUMPOOYBaHHSA «6-TWXHEBE GaraToueHTpPOBE paHOMi3oBaHe MoABiHe
cnine nnaueb0-kOHTPO/IbOBaHE AOCNIMKEHHS B MapaneflbHUX rpynax 3 BUBYEHHS eqIEKTUBHOCTI I
6e3neyHOCTi KapunpasuHy y giteii (Bikom Big 10 oo 17 pokiB) npu AikyBaHHI AeNpecrBHUX emni3ogis,
NoB’sAA3aHUX 3 GINONAPHUM po3nagom | Tuny» , Koa gocnimpkeHHs 3112-301-001, nonpaska 2 Big 19 ntoToro
2021 p.; cnoHcop - «AnnepraH flimitea», BenukobputaHisa (Allergan Limited, United Kingdom)

3aaBHUK - TOB «CiHeoc Xenc YkpaiHa»

12. IHchopmania gna nauieHta tTa Popma iHpopmoBaHoi 3rogu — MpoTtokon AC-065B302, Bepcis
YKpaiHCbKOIO MOBOIO A1 YKpaiHu Big 24.09.2021, Bepcia 4.0; IHhopmauisa gna nagieHta Ta Popma
iHdbopmoBaHoi 3rogu - [Mpotokon AC-065B302, Bepcis pocilicbkolo MOBOKW pAna YKpaiHu Big
24.09.2021, Bepcis 4.0 10 NPOTOKO/Y KNiHIYHOTO AochigpkeHHs «baraToueHTpoBe, paHaoMi3oBaHe, NoABiiHe
cnine, nnauebo KOHTPO/bLOBaHe, B MapasiesibHUX rpynax, B MNOCAIAOBHMX rpynax, aganTuBHE KAiHiYHe
pocnipkeHHa 3 dasn 3 HacTynHUM BiAKPUTUM MPOAOBXEHUM NepiofoM A1 OUHKA edeKTUBHOCTI Ta
6e3neyHoCTi NikyBaHHA cenekcinarom $K [AOMOBHEHHA [0 CcTaHdapTHOI Tepanii y nauieHTiB i3
HeonepabenbHo abo CTiko / peunamByYO0 NiCAa XipypriYHOro Ta / abo iHTepBEHLIHOTO NiKyBaHHS
XPOHIYHOK TPOMBOEMOONIYHOK SIereHeBOto rinepTeH3ieto», ko, aocnimpkeHHss AC-065B302, 3 nonpasBkowo 3,
Bepcisa 4, Big 29.09.2020 p.; cnoHcop - «<AHCCEH ®APMALIEBTUKA HB», Benbris

3asaBHUK - «AHCCEH ®APMALIEBTUKA HB», Benbris

13. 3miHa Ha3BU Micusa NPOBeAEHHA KNiHIYHOro BUNPOGYBaHHA [0 NPOTOKO/Y K/IHIYHOrO AOCAIMKEHHS
«PaHgomizoBaHe, noggiliHe cnine, nnauebo-KOHTPoIboBaHe AOCAIMKEHHSA dha3n 3 ANs ouiHKM 6e3neYHocTi Ta
edhekTmBHOCTI NnpenapaTy MEDI8897, MOHOK/IOHa/IbHOTO aHTUTINAa 40 pecnipaTOpHO-CUHLMTIaIbHOTO BipycCy 3
NOJIOBXEHMM NeEPIOAOM HaniBBMBEAEHHS, Y 3[0POBMX Mi3HIX HEAOHOLIEHWX Ta [OHOLIEHWX HEMOBAAT
(MELODY)», kog gocnigpkeHHs D5290C00004, iHkoprnopoBaHuii nonpaskoto 1 Big 1 notoro 2021 p.; cnoHcop -
Medimmune, LLC, CLUA

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



BYNO: CTAJIO:

K.M.H. MakefoHcbKa |.B. K.M.H. MakepnoHcbKa I.B.

KomyHanbHwWiA 3aknag «[AHinpoBcbka Micbka autava | KomyHanbHe HekomepuiiHe nignpueMctso «Micbka
KniHiYHa nikapHa NeS5» [HINPOBCLKOI MICbKOT paam, | AuTAva KniHiyHa nikapHA Ne 6» [HINPOBCHKOT MiCbKOT
KOHCY/IbTaTUBHO-AiarHOCTUYHEBIAAINEHHS, pagu, KOHCYNbTaTUBHO-4iarHOCTUYHE Bif4iIEHHS,
M. [HiNpo M. [iHiNpo

14. 3miHa Ha3BM MicLsl NpoBeAeHHs KNiHIYHOro BUNPOGYBaHHA [0 MPOTOKOJ/TY KMIHIYHOTO AOCNiAKEHHA
«PaHgomizoBaHe, noAgiiHe cnine, KOHTPO/bOBaHe npenapaToM nanieizymab pocnimkeHHs chasn 2/3 ans
OUiHKM 6e3neyHocTi npenapaty MEDI8897, MOHOK/IOHa/IbHOTO aHTUTI/Ia A0 PecnipaTopHO-CUHLMTI/TbHOIO
BIpyCy 3 MOZOBXEHUM MEPIOAOM HaniBBUBEAEHHS, Y AiTel i3 BUCOKUM cTyneHem pusnky (MEDLEY)», kog
pocnipkeHHs D5290C00005, iHkoprnopoBaHuii nonpaekoo 1 Big 31 6epe3Hs 2021 poky; cnoHcop -
Medimmune, LLC, CLLA

3asBHYK - MignpremcTso 3 100% iHo3eMHot0 iHBecTuLje «AVK'IOBIA PAC YkpaiHa»

BYNO CTANO
K.M.H. MakefoHcbKa |.B. K.M.H. MakepnoHcbKa I.B.
KomyHanbHWiA 3aknag, «AHinpoBcbka Micbka aAuTAYa | KoMyHasibHe HekoMepuiiiHe nignpuemcTBo «Micbka
KniHiYHa nikapHa NeS5» [HINPOBCLKOI MICbKOT pagu, | AvTava kiiHivyHa nikapHa Ne6x» [HINPOBCLKOT MiCbKOI
KOHCY/IbTaTUBHO-AiarHOCTUYHe BiAAINEHHs, | pagyn, KOHCY/IbTaTUBHO-AiarHOCTUYHE  BifAiNEeHHS,
M. [HiNpo M. [iHiNpo

15. CLI-06001AA1-04_Byknetr AnAa OTpuMaHHA 3roau, Bepcia 1.0 Big 05 OepesHsa 2021 poky
YKpaiHCbKOI0 MOBOIO AnAa YkpaiHu; CLI-06001AA1-04_Jiuct Ao nauieHTa, Bepcia 1.0 Big 05 6epesHA
2021 poKy yKpalHCbKOIO MOBOIO AnA YkpaiHu; CLI-06001AA1-04 JlucTt pgo nikaps, Bepcia 1.0 Big 05
Gepe3HA 2021 poKy yKpaiHCbKOl MoOBOW pansA YkpaiHu; CLI-06001AA1-04 Bpowypa ansa HaGopy
nauieHTiB, Bepcia 1.0 Big 05 6epe3HA 2021 poKy yKpaiHCbLKOKO MOBOK AnsA YkpaiHu; CLI-06001AA1-
04_BitanbHa 6powypa, Bepcia 1.0 Big 05 6epe3Ha 2021 poKy YKpPaiHCbLKOIO MOBOI AN YKpaiHu;
CLI-06001AA1-04_JucTiBKa, Bepcia 1.0 Big 05 6epe3Hs 2021 poKy YKpPaiHCbLKOKD MOBOIO A1 YKpaiHu;
KapTtka naujieHTa, Bepcis 2 Big 31 cepnHsa 2021 p. aHrNilicbko MOBOIO A1 YKpaiHn; KapTka nayieHTa,
Bepcis 2 Big 31 cepnHs 2021 p. aHINMiNCbKOIO MOBOIO A1 YKpaiHU HAa OCHOBI aHrNilicbKoi Bepcii 2.0 Bipg,
19 kBiTHA 2021 p. MNepeknapg, ykpaiHCbKO MOBOKO Bif, 16 BepecHA 2021 p.; CKPIHLWIOT NPUCTPOIO ANsA
3anoBHeHHs woaeHHUuKIiB (ERT eCOA Handheld for Moto G9/Lenovo K12) Big 08 6epe3Hsa 2021 pokKy;
CKpiHWOT NPUCTPOIO ANA 3anoBHeHHs woaeHHUKiB (ERT eCOA Handheld for Moto G8) Big 15 rpyaHs
2020 poky; 3MiHa BignoBiganbLHOro focnifgHMKa y Micli NpoBefeHHs K/iHIYHOro BUNPOGYBaHHA [0
MPOTOKO/lY  KAiHIYHOro  BMNPOGyBaHHA «52-TvxHEBe, paHAOMi30oBaHe, MoABiHe cnine, nnaue6o
KOHTPO/IbOBaHe AOC/iMKEHHS Y napasieibHNX rpynax 3 MeToH OLiHKM eDeKTUBHOCTI Ta 6e3neYHOCTi ABOX 403
npenapaty CHF6001 y chopmi cyxoro nopoLuKy Ans iHransuii, wo gogarTbesa A0 NiATPUMYHYOT NOTPIAHOT
Tepanii y nauieHTIB i3 XPOHIYHMM OOGCTPYKTMBHMUM 3aXBOPHOBaHHAM fereHb (XO3/1) Ta XpPOHIYHUM GPOHXITOM>,
koa gocnigpkeHHss CLI-06001AA1-04, sepcis 2.0 Big 03 TpaBHs 2021 poky; crnoHcop - «K'e3i dapmaueBTivi
C.n.A.» [Chiesi Farmaceutici S.p.A], ITanis

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

BY/NO CTANO
K.M.H. Knanoyx B.O. nikap Muxaitnosa 3.B.
KomyHasnbHe HeKoMepLUiiHe nignpuemcTBo | KomyHasnbHe HekomMepLiiHe nigNpPUeEMCTBO

XapkiBcbkoi o6nacHoi pagn «O6nacHa KhiHiyHa | XapkiBcbKoi obnacHoi paau «O6nacHa K/iHiYHa
niKkapHsa», Ny/bMO-aNeprosioriyHe  BigAiNIeHHA 3 | NikapHA», NyNbMO-afieprofioriyHe  BigAiNeHHs 3
iIMYHONIOMYHMMY Ta TepaneBTUHHUMWU NDKKaMKU, M. | IMYHOIOTIYHUMK Ta TepaneBTUYHUMU J1DKKaMu, M.
Xapkis Xapkis

16. 3miHa 3asiBHMKA KJ/liHiYHOro BunNpooyBaHHsA 3 TOB «CiHeoc Xenc YkpaiHa» Ha «EGGBI
BiochapmacbloTikan3s MmeX», LLBeiyapisa 4O NPOTOKONY K/iHIYHOrO JOCAIMKEHHS «BigkpuTte gocnigpkeHHs
[l a3 3 OUIHKM [OOBrOCTPOKOBOI 6E3NeYHOCTI NepopasibHOr0 3acTOCYBaHHS NiHAKNOTUAY B AiTen i3
dhyHKLiOHaNbHUM 3akpenoM (®3) abo CMHAPOMOM MOAPasHEHOro KuweyHvka i3 3akpenom (CrK-3)», kopg
pocnigpkeHHs LIN-MD-66, nonpaska EU-2 Big 07 cepnHsi 2020 p.; cnoHcop - Allergan Ltd., United Kingdom
3asaBHUK - TOB «CiHeoc Xenc YkpaiHa»



17. InchopmauiiiHuii nMcToK nauieHTa i popma iHchopMoBaHoOI 3roaun AN YKpaiHy aHI1iiCbKOK MOBOIO,
Bepcis 8/1/0 Big 04 xoBTHA 2021 p. (Ha ocHoBi 6a3oBoi Bepcii 8.0 Big 23 BepecHAa 2021 p.);
IHchbopmauiiiHuiA nucToK nauieHTa i hopma iHhopMmoBaHOi 3roau Ansa YKpaiHU yKpaiHCbKOK MOBOIO,
Bepcis 8/1/0 Big 04 xoBTHA 2021 p. (Ha ocHoBi 6a3oBoi Bepcii 8.0 Big 23 BepecHA 2021 p.);
IHchopmauiiiHuiA nncToK nauieHTa i hopma iHhopmoBaHoi 3rogn Ans YKpaiHu pociicbKolo MOBOIO,
Bepcis 8/1/0 Big 04 )xoBTHA 2021 p. (Ha ocHOBI 6a30Boi Bepcii 8.0 Big 23 BepecHs 2021 p.) 40 NPOTOKOY
KMIHIYHOTO BUMPOOYBaHHA «Bigkpute p[ocnimkeHHs a3 1b/2 3 meTow OuiHKM  hapMaKoKiHETUKN,
6e3neyHocCTi, edhekTMBHOCTI Ta hapmakogmHamiki npenapaty PF-06801591 (iHribitop PD-1) B yyacHukiB i3
PO3MNOBCHKEHNUMW 3/10SKICHUMW HOBOYTBOPEHHAMU», koA, aocnimkeHHs B8011007, ocTaTo4yHa Bepcis
npoTtokony, MNonpaeka 2 Big 24 yepBHa 2020 poky; cnoHcop - MNMdaiizep IHk., CLUA

3asaBHuUK - Mdcpalizep IHK., CLUA

18. YKpaiHa, MK-3475-B21 | ENGOT-en11 /| GOG-3053, Bepcia 1.01 Big, 20 )xoBTHA 2021 p., YKPATHCbKOIO
MOBOIO, iH(hopMaLia Ta AOKYMEHT npo iHhopmoBaHy 3roay Ans nauieHTa; YkpaiHa, MK-3475-B21 |
ENGOT-en1l1 | GOG-3053, Bepcia 1.01 Big 20 xoBTHA 2021 p., pocCilicbkOl0 MOBOIO, iHpOpMaLia Ta
OOKYMEeHT npo iHopmoBaHy 3roay Al nauieHta [0 MPOTOKO/Y  KAiHIYHOrO  BUNPO6YBaHHSA
«PaHgomizoBaHe, noggiiiHe cnine gocnigkeHns Il hasun ons ouiHkM nem6ponisymady nopiBHSAHO 3 niauebo
y KOMGiHaLiT 3 a4't0BaHTHOIO XiMioTeparieto 3 abo 6e3 NnpoMeHeBOT Tepanii 415 NikyBaHHA NalieHToK 3 HeaBHO
JiarHoCToBaHMM pakoMm eHAOMETPIA 3 BUCOKMM PU3UKOM Micna onepavuii 3 nikysanbHow Metoro (KEYNOTE-
B21 / ENGOT-enl1l / GOG-3053)», kog pgocnipkeHHs MK-3475-B21 | ENGOT-en1ll /| GOG-3053, 3
iHKopnoposaHoto nonpaskoto 02 Big 13 TpaBHA 2021 poky; cnoHcop - «Mepk Wapn EHA Joym Kopn.», fodipHe
nignpunemctBo «Mepk EHgA Ko., IHK.», CLUA (Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc.,
USA)

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

19. OHoBeHa 6polwypa gocnigHuka npenaparty Ka6osaHTiHio (Cabozantinib (XL184)), Bepcia 17.0 Big,
07 nunHsa 2021 poKy aHrnificbKko MoBOIO; OCHOBHMIA iH(hopMmauiiiHuiA NNCTOK nauieHTa Ta dopma
iHdbopMoBaHoi 3rogu ans YkpaiHm, Bepcis 4.0 Big 19 cepnHa 2021 p., yKpaiHCbKOIO Ta POCilfiCbKOIO
MoBamu; dopma iHhopMOBaHOi 3roaM Ha NPOAOBXEHHA NMPUIiOMy AOCAifKYBaHOro npenapary (-a6o
npenapariB) nicns nporpecyBaHHA paKy Ans YkpaiHu, sepcisa 3.0 Big 19 cepnHa 2021 p., yKpaiHCbKOIO i
pPOCilicbKOI0 MOBOIO [0 MPOTOKOJY KAIHIYHOrO AO0CMiMKEHHS «PaHOoomi3oBaHe BiAKPUTE KOHTPO/IbOBaHEe
JocnimpkeHHss dpasn 3 3 OUIHKM 3acTocyBaHHS Kab603aHTiHiGy (XL184) y komGiHauil 3 ATe3onisaymabom y
MOPIBHAHHI 3 HOBITHLOK TFOpPMOHa/IbHOW Tepanieto (HIT) apyroi AiHil y nauieHTiB 3 MeTacTaTUuydHUM
KacTpauiinHO-pe3nCTEHTHUM pakoM nepeaMiXypoBoi 3a103u», kog gocnigxeHHs XL184-315, nonpaska 1.0.
Bifg 24 kBiTHA 2020 p. ; cnoHcop - Exelixis, Inc., CLUA

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

20. bpouwypa gocnigHuka, RO5541267 TECENTRIQ (ATe3onizyma6/Atezolizumab), Bepcis 18 Big nunHs
2021 poky aHrniicbkoto moBoto; fogatok Nel Big cepnHsa 2021 poky go Bpowypu gocnigHuka,
RO5541267 TECENTRIQ (ATe3onisyma6/Atezolizumab), Bepcis 18 Big nunHa 2021 poKy aHrniicbkoo
MOBOIO [0 MPOTOKO/MY KNIHIYHOIO AOCAIMKEHHSA «Bigkpute 6GaraTtoueHTpoBe [A04aTKOBE AOC/iIKEHHS B
nauieHTiB, paHille BKNHOUEHUX A0 AOCMiMKEHHs npenapaty ATe3osisymad, cnoHcopom sikoro € Genentech
Ta/a6o F. Hoffmann-La Roche Ltd (IMBRELLA B)», kog gocnigxeHHss BO40729, sepcis 4 Big 28 TpaBHsa 2021
poky; cnoHcop - F. Hoffmann-La Roche Ltd. /. XodydpmaHH-/1a Pow JT4., LBeliuapis

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

21. Bpowypa gocnigHnka MK-3475, BugaHHa 21 Big 02 BepecHA 2021 poKy, aHrNifiCbKOO MOBOIO;
IHhopMauia Ta AOKYMEHT npo iHpopmoBaHy 3rody A/ nauieHta, Bepcisa 05 ana YkpaiHu Big 13
XOBTHA 2021 p., YKPAiHCbKOK Ta POCINCbLKOK MOBaMW [0 MPOTOKO/Y KAIHIYHOTO AOCNILKEHHS
«PaHgomizoBaHe, BigkpuTe gocnigpxeHHs Il hasn neméponiszymady (MK-3475) y noegHaHHI 3 IeHBATMHIOOM
(E7080 / MK-7902) y nopiBHSHHI 3 XimioTepani€ewd nepLloi AiHii fiKyBaHHS MpW PO3MOBCHAXKEHIA abo
peunauBytovin kapumHomi eHgomeTpisa (LEAP-001)», ko gocnimpkeHHs MK-7902-001, 3 iHKOpnopoBaHO
nonpaskoto 05 Big 17 6epesHs 2021 poky; cnoHcop - «Mepk Wapn EHA Joym Kopn.», A0O4ipHE NigNpUEMCTBO
«Mepk EHA Ko., IHK.», CLLA (Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

3aaBHUK - TOBapUCTBO 3 0OMEXEHO0 BignoBiganbHicTio «MC/L YkpaiHa»



22. bpouwypa gocnigHuka ans aresonisymacy (TECENTRIQ®, RO5541267), Bepcia 18 Big nunHa 2021
p.; Joaatok Nel, Big cepnHa 2021 pgo Gpowypu pocnigHuka ans artesonisymady (TECENTRIQ®,
RO5541267, MPDL3280A), Bepcis 18 Big nunHAa 2021 p. 40 NPOTOKO/IB KNiHIYHUX AOCNIIKEHb «BigkpuTe
baraToLeHTpoBe paHAoMizoBaHe pocnigpkeHHs |l ha3m atesonisymady (aHTU-PD-L1 aHTUTINO) B AKOCTI
af’loBaHTHOI Tepanii y MOPIBHAHHI 3i CMOCTEPEXEHHAM Y MauieHTiB 3 ypoTeniaslbHOK KapuMHOMO i3
MPOHUKHEHHAM Y M'SI30BUiA LLIAP 3 BUCOKUM PIBHEM PU3MKY MIC/IA XipyPriYHOTO BULASIEHHS», KOA AOCAIAKEHHS
WO029636, sepcis 10 Big 13 kBiTHA 2020 p.; «baratoueHTpoBe paHAOMi30BaHe niaueb0-KOHTPOIbOBaHe
pocnipkeHHs 1l dpasm atresonisymady (aHTU-PD-L1 aHTUTINO) B pexuMmi MOHOTepanii Ta B NOEAHAHHI 3
xiMioTepanieto Ha OCHOBI NMaTUHWM Y MaLUIEHTIB i3 HENiKOBAHOK MiCLEBO-MOLLIMPEHO abo MeTacTaTMYHO
ypoTeniasibHOK KapuMHOMOI», Kop gocnigxeHHs WO30070, Bepcia 9 Big 9 6epesHs 2021 p.;
«baraTouUeHTpoBe, paHAoMi30BaHe, nnauebo-kOHTPOIbOBaHe, MoABiHe cnine pocnimkeHHsa |l dasu
aresonisymady (aHTu-PD-L1 aHTUTINIO) B SKOCTI af’toBaHTHOI Tepanil y nauieHTiB 3 HUPKOBO-KAITUHHOM
KapuuHOMOIO 3 BMCOKMM PU3MKOM PO3BUTKY MeTacTasiB nicnis HedppekToMmii», Kof aocnimkeHHs WO039210,
Bepcia 9 Big 07 nwtoro 2021 p.; «MNoggiliHe cnine nnaue60-KOHTPONbOBaHe paHAomizoBaHe chasu i
JocnipkeHHs inatacepTioy y KOMOiHauji 3 nak/iTakcesioM B SAKOCTI JliKyBaHHA AJ/151 NauieHTIB 3 FTeHHUMN
nopyweHHamn  PIK3CA/AKT1/PTEN B rpyni  MmicueBonowmMpeHoro abo MeTacTaTMyHOro, MNOTPIAHO-
HeraTtMBHOrO paky MOJIOHYHOI 3a1031 abo B rpyni ropMoH-no3nTneHoro, HER2-HeraTMBHOro paky MOJIOYHOI
3a/103U», Ko pocnimpkeHHs C0O40016, sepcia 10 (Koropta C) Big 09 notoro 2021 p.; «baratoueHTpoBse,
paHAoMi3oBaHe, noggiiHe crine, niauebo-KoHTpoboBaHe gocnigpkeHHs Il ha3u atesonisymaby (aHTn-PD-
L1 aHTUTINO) B AKOCTI a4't0BAHTHOT Tepanii nicnsa pagukasibHOro JlikyBaHHA y NaLieHTiB 3 MiCLLEeBO-MOLLNMPEHOIO
NJOCKOKMITUHHOK KapLUWUHOMOH FofI0BY Ta LLKT BUCOKOTO PU3NKY», Koa gocnimkeHHs WO040242, sepcis 9 Big
07 ciyHa 2021 p.; «lNoggiHe cnine, 6araToueHTpPoBe, paHAoMi3oBaHe gocnimkeHHs 1l dha3n ans ouiHKK
edheKkTMBHOCTI Ta 0e3nekn HeoaA'toBaHTHOI Tepanii are3onisymaéom ab6o nnauyebo B KombOiHauii 3
xiMioTepanieto Ha OCHOBI NpenapartiB NAaTMHKW Y NaLUEHTIB 3 onepa6esibHUM HeAPiGHOKNITUHHUM PakoM fIereHb
I, A i BuGipkoso IIIB cTagii», kog pocnimpkeHHs GO40241, sepcisa 7 Big 24 nwotoro 2021 p.; «Bigkpute,
baraToLeHTpOBe MPOAOBXEHHS AOC/iAKEeHb 3 [AOBrOCTPOKOBMM CMOCTEPEXEHHSAM 3a nauieHTamu, SKi
npuiMann yyacTb y [OCNiMKEHHSAX aTe3onisymaly, [fe CcrnoHcopom 6ynn [hxkeHeHTek IHK. Ta/abo
®.XothdmanH-M1sa Pow ITa», kog, gocnimkeHHs BO39633, Bepcisa 9 Big 23 ntotoro 2021 p.; «MoagiliHe cnine
nnauebo0-KkOHTPO/IbOBaHe paHAomizoBaHe pasu Il gocnigxeHHs inatacepTioy Yy KomOGiHauii 3
aresonisymabom Ta nakliTakCesioM B SAKOCTI JliKyBaHHA [O/19 NaAUiEHTIB 3  MiCLEBONOLIMPEHUM
Heonepa6enbHMM abo MeTacTaTuyYHWUM, NOTPIAHO-HEFATUBHUM PAKOM MOJIOHYHOI 3a/1031», KOZ, AOCTIKEHHS
C041101, Bepcisa 5 Big 21 rpygHa 2020 p.; «PaHgomizoBaHe, NoABgiiiHe crine, niaueb0-KOHTPoIboBaHe dhasm
Il gocnipkeHHs Tiparonyma6y (aHTu-TIGIT aHTUTINO) B KOMGIiHaUiT 3 aTe30/1i3yMaboM Yy MOPIBHSAHHI 3
nnauebo B KoMGiHauii 3 are3osiisymaboM Yy MauieHTiB i3 paHille HesikoBaHUM MiCLEeBO-NOLLNPEHNM
HepesekTabenbHMM abo meTacTaTuyHuM PD-L1-cenekTMBHMM HeapiGHOKMITUHHUM PakOM JlereHb», Kop,
pocnipkeHHss GO41717, sepcisa 3 Big 02 nuctonaga 2020 p.; «PaHgomizoBaHe, noAgiHe cnine, nnauebo-
KOHTposiboBaHe hasu Il gocnimkeHHs ate3onisymady B NoefHaHHi 3 Tiparonymabom (aHTU-TIGIT aHTUTINO)
abo 6e3 Tiparonymaby y nauieHTiB i3 Hepe3eKkTabebHOK M/I0CKOKNITUHHOK KapLuMHOMOIO CTPaBOXoA4y, Yms
KapuuHoMa He nporpecysasia nicnia pajukasibHOI XiMionpomeHeBoI Tepanii», kog fAochimpkeHHsa Y042137,
Bepcia 4 Big 14 ciuHa 2021 p.; «PaHgomizoBaHe, noAgiiHe cnine, niauebo-koHTponboBaHe, ¢asm |l
JOCMiMpKeHHs1 3acTOCyBaHHA aTe3oslisymMaby y noefHaHHi 3 6eBauu3ymabom abo 6e3 6esauusymady y
KOMOGiHauii 3 uucnnaTMHOM Ta reMuuMTabiHOM Yy nauieHTiB i3 paHille HenikoBaHUM MOLUMPEHUM PakoMm
GiniapHoOro TpakTy», koA pocnimkeHHs GO42661, sepcia 3 Big 03 6epesHs 2021 p.; «PaHgomizoBaHe,
6aratoueHTpoBe, hasu IB/IlIl gocnimxeHHs dhapMakokiHETUKM, eDEKTUBHOCTI Ta 6e3Ne4YHOCTi 3acToCyBaHHS
NigLWKIpHOT hopmn aTe3onisymady y NOpPiBHSHHI 3 BHYTPILULHLOBEHHOK (POPMOI0 aTe30/i3ymaby y nalieHTiB i3
paHille niKoBaHMM MiCLLEBOMOLUIMPEHNM ab0 MeTacTaTUUYHUM HeAPIOGHOKAITUHHUM PakoM NereHb», Kof
pocnipkeHHss BP40657, Bepcis 5 Big 10 ntotoro 2021 p.; «PaHgomizoBaHe, noaBiliHe cnine, 6aratoueHTpoBe
hasn |l pocnimkeHHst 3acTocyBaHHA aTe3onizymady (aHTM-PD-L1 aHTuUTino) npotu nnauebo sk
a’toBaHTHOI Tepanii y nauieHTiB 3 M’A30BO-iHBA3UBHNM PakOM CEYOBOrO Mixypa BMCOKOIO PU3NKY 3 HAsSIBHOHO
umpkyoroyvoto AHK nyxnuHy nicna umctekTomii», kog aocnimpkeHHsa BO42843, sepcis 3 Big 08 6epesHsa 2021
p.; «PaHgomizoBaHe, noggiiiHe cnine, nnaueb0-KOHTposiboBaHe JocnimkeHHA a3 Il 4ns  ouiHKKM
epeKkTMBHOCTI Ta 6e3neyHoCTi af'toBaHTHOI Tepanii aresoslisymadom ab6o nnauebo y KombGiHauil 3
TpacTy3ymaboM eMTaHCUHOM Yy nauieHTiB i3 HER2-NO3UTUBHMM pakoM MOJIOYHOT 3a/1031 3 BUCOKMM PU3NKOM
peunamBy nicns nepegonepaviiHol Tepanii», kog gocnimkeHHs W0O42633, sepcisa 1 Big 14 xoBTHa 2020 p.;
cnoHcop - ®.XodhdmaHH-/19 Pow NTa, Wseliyapis

3asBHMK - TOBApMCTBO 3 06MEXEHOI0 BiAMOBISAILHICTIO «Pow YkpaiHa»

23. MK-3475-937, YKkpaiHa, Bepcifa 07 Big, 13 »xoBTHA 2021 poKy, YKpPaiHCbKOIO MOBOIO, iH(hopMaLis Ta
AOKYMEHT npo iHhopmoBaHy 3rogy ana nauieHta; MK-3475-937, YkpaiHa, Bepcisa 07 Big, 13 )XOBTHA
2021 poky, pocilicbKolo MOBOLO, iH(hopMmaLifa Ta 4OKYMEHT Nnpo iHopMoOBaHy 3rody A/A NauieHTa;
Bk/1lOUEHHA [00aTKOBOro Micus MPoBeAeHHA KMIHIYHOro BUMPOOGYBaHHA [0 MPOTOKOY KAiHIYHOro
BMNpobyBaHHSA «lMoagiiHe cnine gocnimkeHHs 11l dhasm, Wo NnpoBoANTLCA B ABOX rpynax A5 OUiHKM 6e3neku



Ta epeKTMBHOCTI nem6ponisymady (MK-3475) y nopiBHsHHI 3 nnauyebo B AKOCTI af’toBaHTHOI Tepanii y
YYaCHUKIB i3 renatoueioNIAPHO KapLuMHOMOK Ta MOBHOK pPafionoriyHol BignosigA nicnas XipypriyHol
pesekuii abo nokanobHoi abnauii (KEYNOTE-937)», kog pocnigpkeHHs MK-3475-937, 3 iHKOPNopoBaHOo
nonpaskoto 05 Big 07 uepBHA 2021 poky; cnoHcop - «Mepk LWapn EHg Joym Kopr.», Ao4ipHE NignpueMCTBO
«Mepk EHZ Ko., IHk.», CLUA (Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

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

No M.1.6. BignoBiganbHOro gocnigHnKa

n/n Ha3Ba Micusl npoBeAEeHHS K/IiHIYHOTO BUNPO6YBaHHS

1. nikap 3penux N1.B.

MeanuHuin LeHTp «YHiBepcanbHa KniHika «O6epir» ToBapncTBa 3 0OMEXEHOI BiANOBIAASIbHICTIO
«Kanutan», KNiHiko-KOHCyIbTaTUBHE BigAiNneHHs, M. Knis

24. OHOBNEHUI NPOTOKON KNiHIYHOro BMNPOOyBaHHA, Bepcia 4 Big 15 BepecHs 2021 p.; OHoBneHa
®dopma iHpopmoBaHOi 3rogun, Bepcia 4.0 ans YKpaiHU yKpaiHCbKOK Ta pocilicbkoo moBamu Big 19
XOBTHSA 2021 p. Ha ocHoBi MaiicTep-Bepcii hopmu iHchopMoBaHoOi 3roau ansa gocnimkeHHA GN41791,
Bepcia 5, Big 30 cepnHAa 2021 p. A0 NPOTOKO/Y KiHiYHOrO BUNpobyBaHHA «BAFATOLUEHTPOBE
PAHAOMI3OBAHE MO/BIVIHE CAIME AOCNIMKEHHA ®A3W Il Y MAPANENBbHUX TPYMNAX 3
MOABIMHUM  KOHTPOJNIEM MAALEBO [ONA  OUIHKWA E®EKTUBHOCTI TA BE3MEYHOCTI
®EHEBPYTUHIBY TMOPIBHAHO 3 OKPEJNIZYMABOM Y [OOPOC/NX MAUIEHTIB 3 MEPBUHHWM
MPOIrPECYHOUMM PO3CIAHUM CK/IEPO30OM», kog pgocnimkeHHA GN41791, sepcia 3 Big 09 BepecHs
2020 p.; cnoHcop - ®.XothdmarH-/1a Pow /114, LBeliuapis

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

25. YkpaiHa, MK-7339-006, Bepcis 4.03 Big 13 )xoBTHA 2021 poKy, YKpPAiHCbKOIO MOBOLO, iH(hopMmauia Ta
AOKYMEHT npo iHhopMoBaHy 3rogy Aa nauieHTa; YKpaiHa, MK-7339-006, Bepcis 4.03 Big 13 )XOBTHA
2021 poky, pocilicbkolo MOBOIO, iH(hopMauis Ta AOKYMeHT npo iHchopMoBaHy 3roay ANA nauieHTa 10
NPOTOKONY KiHIYHOrO BUNPOBYBaHHA «JocnimkeHHsa 1l dasn gnsa nemoponisymady y kombGiHauil 3
nemeTpekcegom / npenapatom nnatuHu (kapéonnatuH abo uucnnatuH) 3 NojasibluMM  BBEAEHHAM
nemoponisymady y kombGiHauii 3 niaTpUMyHUMM NikyBaHHAM onanapnbom abo nemeTpekcenom B SAKOCTI
Tepanii nepLwoi MiHil y NayieHTiB i3 MeTaCTaTUYHUM HEMTOCKOKTITUHHUM HELPIOGHOK/TITUHHAM PakoM JIETEHIB»,
Kog pocnipkeHHs MK-7339-006, 3 iHkoprnopoBaHot nonpaskoto 04 Big 10 6epesHsa 2021 poky; CnoHcop -
«Mepk Wapn EHg Joym Kopn.», godipHe nignpmemctso «Mepk EHg Ko., IHk.», CLUA (Merck Sharp & Dohme
Corp., a subsidiary of Merck & Co., Inc., USA)

3asBHUK - TOBApUCTBO 3 0OMEXEHOI0 BiAnoBigabHICTI0O «MC/J, YKpaiHa»

26. 3miHa micusa npoBefEeHHA BUNPOOYBaHHSA; NOAOBXEHHS TPUBAJOCTI KNiHIYHOrO AOCAIMKEHHA B
YkpaiHi go 31 rpygHs 2023 poKy; 3MeHLUEeHHA Ki/IbKOCTi y4acHUKIB focnigkeHHs B YKpaiHi 3 60 go 50
0cib6 [0 NPOTOKO/Y KAIHIYHOTO JocnigpkeHHs «baraToueHTpoBe, paHAoOMi3oBaHe, noAgiiHe cnine, nnaue6o-
KOHTPO/IbOBaHe JochimpkeHHA dasm lla, Wo npoBoAUTLCA B NMapaneflbHUX rpynax A1 Nepesipku KOHLenLi 3
METOH OLiHKM eDEKTMBHOCTI Ta 6e3neyHocTi npenapaty TU2670 npu nepopajibHOMY NPUAOMI B MaLiEHTOK 3
6011em Bifg, NOMIPHOTO 40 TSHKKOrO CTYMEHH, NOB’SA3aHOr0 i3 eHA0METPIO30M», Koa gocnimxeHHs TUC3PII-01,
Bepcisa 1 Big 07 TpaBHA 2020 poky; cnoHcop - TiumBio Co. Ltd, Republic of Korea

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

BYNO CTANO
O.M.H. [puropeHko A.M. O.M.H. puropeHko A.M.
KomyHanbHe  HeKkoMepuiiHe  nignpuemMcTBo | MeAWUYHUIA LEHTP ToBapucTtBa 3 OOMEXEHOH
«BiHHMLbKa MicbKa KniHiuHa nikapHA «LleHTp | BignoBiganbHiCTIO «|lHHOMeA-LeHTp
Matepi Ta AUTUHW», BipAiNeHHA riHeKonorii 3 | eHQOXipPyprii», XipypriuHe BiAfiNneHHs,
MaJ10iHBa3MBHUMM onepauismun, M. BiHHMLA M. BiHHMUS

27. BK/1lOYEHHSA A0AATKOBOro Micusi NpoBefeHHs K/iHIYHOro BMNPOOGYBaHHA [0 NPOTOKO/Y K/1iHIYHOro
pocnigxeHHa «PaHgomizoBaHe, noAgiliHe cnine, nnauebo-KoOHTposiboBaHe, GaraToLeHTpoBe AOCAIMKEHHS,
LLIO NPOBOAMUTLCA B NapasiesibHUX rpynax, i3 3acTocyBaHHAM PikcoBaHMX 03 4719 OUiHKM edeKTUBHOCTI Ta
6e3neyHocTi npenapaty SEP-363856 y nauieHTIB i3 LWM30PEHIEID ¥ TOCTPOMY NCUXOTUYHOMY €ni3ofi», Kop,
pocnigpkeHHa SEP361-301, Bepcis 4.00 3 iHKkoprnopoBaHoo cyTTeBOO nonpaskoto 3.00 Big 26 ciuHa 2021 poky;
cnoHcop - «CyHoBIOH ®apmachkioTikauic IHK.» (Sunovion Pharmaceuticals Inc.), CLUA

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



Ne M.l.6. BignoBigabHOro gocnigHuka

n/n Ha3Ba MicLs NpoBeAEHHSA K/iHIYHOrO BUNPOBYBaHHS

1 | pupektop KoceHkoBa I.B.

KomyHasibHe HekoMepLiiiHe NigNpMEMCTBO «Yepkacbka ob61acHa ncmxiatpuyHa nikapHs Yepkacbkoi
obnacHoil pagu», xiHoye BigaineHHs Nell, yonosiye BigaineHHs Nel2, Yepkacbka 06/1., M. CMina

28. Matepianu ans yyacHuUKiB aocnimxkeHHsi: NMoctep 3 iHopmauieo Ansa 3asyyeHHs nauieHTiB Ao
yuacTti y gocnigpxeHHi FLAIR, 2.0 Big 12 TpaBHA 2021 poky, YKPAiHCbKOIO Ta POCi/iCbKOKO MOBamMWu;
BeGcaiit pna nauieHTiB «AstraZeneca FLAIR Patient Recruitment Website Protocol v2.0 (05 Aug 2020)
Ukrainian v1.0», Bepcia 1.0 Big 14 TpaBHsA 2021 poKy, YKPAiHCbKOIO MOBOKO [0 NPOTOKO/Y KNiHIYHOro
JocnipkeHHs «PaHgomizoBaHe, noAgiliHe chine, naaueb0o-koOHTPoNboBaHe, baraToLeHTPoBe AOCIAKEHHSA 2b
chasu 3 nigbopy Ao3m npenapaty AZD5718 y naujieHTIB 3 XPOHIYHOIO XBOPOOOI HMPOK 3 NPOTEIHYPIED», KOA
pocnipkeHHs D7551C00001, sepcis 3.0 3 iHkoprnopoBaHoto nonpaskoto Ne2 Bif 25 ciuHsa 2021 poKy; CNOHCOop -
«AcTpa3eHeka Ab», LLBelis / AstraZeneca AB, Sweden

3asaBHuK - TOB «IMAPEKCE/ YkpaiHa»

29. bpowypa gocnigHuka MK-3475, BugaHHs 21 Big 02 BepecHs 2021p., aHrNiiCbKOIO MOBOIO; 3MiHa
HasBU Micua MNpoBefeHHs KNIHIYHOrO BUMPOOGYBAHHA [0 MPOTOKO/Y K/IIHIYHOTO  AOCHiIKEHHSA
«JocnigxeHHs Il pasu ong nemoéponisymady y kombiHauii 3 kKapbonnaTtuHoMm / TakcaHoM (naknitTakcen abo
Hab-nakniTakces) 3 NogasiblUMM BBEAEHHAM Memo6ponizymaby y komGiHauii 3 NigTPUMyH4YMM AiKyBaHHAM
onanapubom abo 6e3 HbOro B AKOCTI Tepanii NepLloi AiHIT y NayieHTiB i3 MeTacTaTUYHUM M/TIOCKOKTITUHHAM
HeapiGHOKNITMHHUM pakom nereHiB (HOKP/)», kog pocnigkeHHs MK-7339-008, 3 iHKOpPNOpOBaHO
nonpaskoto 03 Big 08 rpyaHst 2020 poky; crnoHcop - «Mepk Wapn EHA Joym Kopn.», A0YipHE NignpueEMCTBO
«Mepk EHg Ko., IHK.», CLLA (Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

3asBHUK - TOBapUCTBO 3 0OMEXEHOI0 BiAnNoBigasbHICTI0O «MC/[, YKpaiHa»

BYNO CTANO
O.M.H., npod. BoHaapeHko |.M. O.M.H., npodp. BboHaapeHko |.M.
KomyHanbHuii  3aknag  «[HinponerpoBcbka | KOMyHanbHe  HeKkomepuiliHe  nigNPUEMCTBO
MicbKa 6araTtonpodinibHa KniHivyHa nikapHA Ne 4» | «Micbka KfiHiYHa nikapHsa Ned»  [AHINPOBCLKOI
[JHinponeTpoBCcbKOi o6nacHoOI paav», BifgAaineHHA | MiCbKOi paau, XimioTepaneBTUUYHe BigfiNeHHA 3
ximioTepanii, JepxaBHuii 3aknapg, | AeHHUM cTauioHapom, [HinpoBcbkuii
«[lHinponeTpoBCbKa MeauYHa akageMmis | gepxaBHMIA MeguUHMiI YHiBepcuTeT, Kadenpa
MiHicTepcTBa OXOpPOHUM 3[0POB’A  YKpaiHW», | OHKOJIOF Ta MegnyHol pagionorii, M. Hinpo
kacheqpa OHkosOrii  Ta MeAuuHOI  pagionoril,
M. [JHinpo

30. BK/IlOUEHHA [0AATKOBUX MicUub NMPOBEAEHHA KI/HIYHOrO AOCNIMKEHHA A0 MPOTOKOY K/iHIYHOro
JocnimpkeHHs1 «baraTtoueHTpoBe paHaoMi3oBaHe, NOABINHO cine, Nnaueb0-KoHTPoAboBaHe gocaimkeHHs I
hasn 3 METOK OUiHKM edeKTMBHOCTI Ta 06e3neyHOCTi flikyBaHHA TadhacutamaGom Yy MOEAHAHHI 3
neHanigomigom aoaatkoBo Ao ximioTepanii 3a cxemoto R-CHOP y NopiBHAHHI 3 XimioTepanieto 3a cxemor R-
CHOP y nauieHTiB 3 ynepLue BUABMEHO ANQY3HO B-KpynHOKNITUHHOW nimdomoto (OBK/), ski paHiwe He
NpoXoann NikyBaHHA 3a LM NOKa3aHHAM i BXOAATb A0 rpyny BUCOKOro MPOMIKHOTO abo BUCOKOrO pU3NKY»,
kog pocnimxeHHs MOR208C310, octaTouHa pepakuis 4.0 Big 17 yepsHa 2021 p.; cnoHcop - «MopdoCuc Alr»
[MorphoSys AG], HimeuunHa

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

No M.1.B. BignoBiganbHOro gocnigHNKa

n/n HasBa micus npoBeAeHHs KNiHIYHOIro BUNPOGYBaHHS

1 K.M.H. Jluca T.I.

KomyHasibHe HekomepuiiHe nignpremctBo «O6acHa KniHidHa nikapHs im. O.®. epbayeBCbKOro»
XXutommpcbkoi  ob6nacHoi  pagu, remartosioriyHe BIA4IIEHHS 3 /IDKKaMK  iHTEHCMBHOI  Tepanil,
M. XKUtommp

2 K.M.H. KncenboBa O.A.

MegnyHuin ueHTp «OK!KniHiK+» ToBapMCcTBa 3 06MEXEHOH0 BiANOBIAANbHICTIO «MiDKHAPOAHWUIA IHCTUTYT
KNiHIYHNX AOCNifKeHb», CTallioHapHe BiAAiNeHHs, Bigain remaronorii, m. Kuis

3 K.M.H. Agamuyk I".A.

KomyHasibHe nignpnemcTBo «KpuBOPI3bKUii OHKOMOTYHWI gucnaHcep» JHINponeTpoBCbKOi 061acHOl
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pagun", ximioTepaneBTu4He BigAiNneHHs, M. Kpuauii Pir

4 3aB. UeHTpom YceHko IM.B.

KomyHanibHe HekomepuiiiHe nignpuemMcTBo «Micbka KniHiYHa nikapHsa Ned» [HINPOBCLKOI MiCbKOT
pagm, MiCbKuii reMaToNnorivYHuiA LeHTp, M. AHinpo

31. MNpoaoBxeHHA TepMiHY NPOBeAEHHS AO0C/iMKEHHA B YKpaiHi A0 28 ntotoro 2024 poky 0 NpOTOKOTY
KMiHIYHOrO JocnipkeHHa «baraToueHTpoBe, BiAKpPWUTE, AOBrOCTPOKOBE AOCAIMKEHHA 3-1 dpa3n A8 OLiHKM
6e3neyHocTi Ta edekTuBHOCTI npenapaTy edprapturimog, (ARGX-113) 10 mr/kr Asa BHYTPILUHLOBEHHOIO
BBEIEHHA Y A0POC/NX NALEHTIB i3 NEPBUHHOKD IMYHHOIO TPOMOOLUUTONEHIE», Ko aocimpkeHHs ARGX-113-
1803, chiHasibHa Bepcia npoTokony 6.0 Big 22 rpygHa 2020 p.; cnoHcop - Argenx BVBA, Belgium/ ApxeHkc
BBBA, benbris

3anBHUK - TOB «KniHiuHi gocnigkeHHs AKOH», YkpaiHa

32. TAK-935-3002 IHchopmauis ans 6aTtbKiB i (hopma iHpopMoBaHoT 3roau, Ans YKpaiHu, aHrniicbKoto
MoBoOt0, Bepcia 1.0, agmiH. 3miHa 1 Big 22 xoBTHA 2021p.; TAK-935-3002 IHchopmauisa ana 6aTbkiB i
thopma iHhopmoBaHOI 3roaun, ANnsa YKpaiHu, YKpaiHCbKOK MOBOLo, Bepcia 1.0, agMiH. 3miHa 1 Big 22
XOBTHA 2021p.; TAK-935-3002 IHchopmauin ana 6arbKiB i hopma iHhopmoBaHOi 3rogu, ANsa YKpaiHu,
pociiicbkoto MoBoto, Bepcia 1.0, agmiH. 3miHa 1 Bifg 22 x0BTHA 2021p. 0O NPOTOKONY KIHIYHOIO
AocnigpkeHHs «baratoueHTpoBe, paHAoMi30BaHe, NOABiHe criine, nnaueb0-KOHTPOSIbOBaHe AO0CAIIKEHHS B
napanenbHuUX rpynax Ans OuiHkM edekTUMBHOCTI, 6e3neyHoCcTi Ta nepeHocumocTi CoTiknectary B SAKOCTI
JoaaTkoBol Tepanil y nauieHTiB AUTAYO0ro BiKYy Ta Aopocnux i3 cuHgpomoM JleHHokca-Tacto (CJN)», kopg,
pocnipxkeHHs TAK-935-3002, iHiyjiasibHa Bepcis Big 24 6epesHs 2021 poky; cnoHcop - Takega [JeBenonveHT
CeHTtep Amepikac, IHk. (TAC Amepikac) (Takeda Development Center Americas, Inc.(TDC Americas)), United
States of America

3asaBHUK - ToBapncTBo 3 O6MeXeHoto BignosiganbHicTio «KoHTpakTHO-[ocnigHnubka OpraHisauis IHHodapm-
YkpaiHa»

33. bpouypa pgocnigHuka Ontamalimab, BuaaHHa 10.0 Big 25 uepBHsA 2021 p., aHrNiliCbKOKO MOBOIO;
IHhopMmauia gna nauyieHTa Ta dpopma iHthopmoBaHoi 3rogu (BupaskoBuii konit) Bepcia 10.1.0 gns
YKpaiHu aHrfiiicbkolo mMoBoOlOo Big 16 BepecHs 2021 p.; IHdopmauia gna nadieHta T1a cdopma
iHbopMmoBaHoi 3rogn (BupaskoBuii Konit) Bepcia 10.1.0 gna YKkpaiHM yKpaiHCbKOKO MOBOIO Big, 16
BepecHsa 2021 p.; IHdopmauia gna nauieHta Ta dpopma iHpopmMoBaHOI 3rogn (BUPaA3KOBUI KOJIIT)
Bepcis 10.1.0 ana YKpaiHu pociiicbkolo MoBolto Big 16 BepecHs 2021 p.; IHchopmauis gnsa naugieHTa 1a
c¢hopma iHchopmoBaHoi 3rogu (xBopo6a KpoHa) Bepcis 10.1.0 gna YKpaiHU aHINiiCbKOKO MOBOIO Big 16
BepecHs 2021 p.; IHchopmauis gna nauieHta ta popma iHchopmoBaHoi 3rogn (xBopob6a KpoHa) Bepcis
10.1.0 gnA YKpaiHu YKpaiHCbKOK MOBOIO Bif, 16 BepecHs 2021 p.; IHhopmauisa gna nadieHTa Ta hopma
iHdhopMmoBaHoi 3roau (xBopo6a KpoHa) Bepcis 10.1.0 ana YkpaiHu pocilicbKolo MOBOIO Bif, 16 BepecHs
2021 p.; Aocbe pocnigKyBaHOro nikapcbKkoro 3aco6y Ontamalimab, Bepcia 7.1 Big nunHa 2021 p.,
aHrNiNCbKO MOBOK [0 MPOTOKO/Y KAIHIYHOTO AOCAiAKEHHS «[lOBrOCTPOKOBE PO3LUMPEHE AOC/iLKEHHS
thasn 3 ana ouiHkn 6e3neyvHocTi npenapaty SHP647 y nauieHTiB i3 BUpa3KoBUM KOiTOM abo XBopo6oto KpoHa
cepeaHbOoro Ta BaXXKOro CTyneHs TsKocTi (AIDA)», kog gocnigpkeHHs SHP647-304, Bepcisa 3 nonpaskoto 4 Bif
21 BepecHs 2020 poky; cnoHcop - «Laiiep XbtomaH IxeHeTik Tepanis, IHk.» (Shire Human Genetic Therapies,
Inc.), USA

3asaBHUK - ToBapncTeo 3 ObMexeHoto BignosiganbHicTio «kKoHTpakTHO-JocnigHuuska OpraHisauis IHHodhapM-
YkpaiHa»

34. Moci6HuUK i3 gocnimkeHHa Ana naudieHTa Big 26 cepnHa 2021 poky [V02 UKR(uk)], ykpaiHCbKOIO
MoBoto; Moci6HUK i3 gocnigkeHHs Ans nauieHTa Big 26 cepnHsa 2021 poky [V02 UKR(ru)], pocilicbkoto
MOBOIO [0 NPOTOKO/Y K/iHIYHOro AocnimpkeHHs «PaHgoMizoBaHe, noAgiliHe cnine, nnaueb60-KOHTPO/IboBaHe
52-TxHeBe AOCNiMKEHHA AN OUiHIOBaHHA eIeKTMBHOCTI Ta 6e3neyvyHOCTi 3acTOCyBaHHA eTpacimopy B
naLieHTiB i3 aKTUBHMM BUPA3KOBUM KOJTITOM NOMIPHOr0 CTYNEHA TAXKOCTI», koA, gocnimpkeHHs APD334-210, 3
nonpaskoto 1.0 Big 02 yepsBHA 2021 poky; CnoHcop - «ApeHa ®apmacbioTikans, IHK.» (Arena Pharmaceuticals,
Inc.), United States

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

35. EneKkTpoHHe NIMCTyBaHHA 06C/yroByBaHHA nMauieHTiB komnaHii Scout Clinical, Bepcia 2.0 Big 13
BepecHs 2021 poOKy, aHrIiACbKOIO MOBOI; ENEeKTpOHHe NUCTYBaHHA OGCNYroByBaHHA MAaLE€HTIB
komMnaHii Scout Clinical, Bepcis 2.0 Big 13 BepecHs 2021 poky. MepeknageHo yKpaiHCbKOK MOBOIO Bij,
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18 oBTHA 2021 pokKy; EneKTpoHHe nUCcTyBaHHA 06C/YroByBaHHA nauieHTiB komnaHii Scout Clinical,
Bepcis 2.0 Big 13 BepecHsA 2021 poky. MNepeknageHo pociiicbKolo MOBOIO Big, 20 )XoBTHA 2021 poKy A0
NPOTOKOY KNiHIYHOro AocnimkeHHs «PaHoomi3oBaHe, BigkpuTe, 6aratoLeHTpoBe AoCNifKeHHA dha3n 3 ans
BMBYEHHA KOMOiHaLji 3aHyOpyTiHiGy (BGB-3111) 3 puTykcumMabom Yy TMOPiBHAHHI 3 KOMGiHaLjiet
6eHAaMyCTUHY 3 PUTYKCUMab0oM Yy NauieHTIB 3 paHille He JTiKOBaHOK MaHTINHOKNITUHHOK AIMA)OMOL0, SIKUM He
nokasaHa TpaHcnaaHTauis CToBOYpOBUX K/TiTUH», koA, gocnigpkeHHss BGB-3111-306, Bepcis 3 nonpaskoto 2.0
Big 16 rpygHs 2020 poky; cnoHcop - beiixeH it [BeiGene Ltd], CLUA

3asBHUK - TOBAPUCTBO 3 0BMEXEHOI0 BiANOBiganbHICTIO «/TABKOPI KNIHIKA/T AEBE/IONMMEHT YKPAIHA»

36. YkpaiHa, MK-3475-866, Bepcia 1.03 Big 27 oBTHA 2021 p., yKpaiHCbKOID MOBOIO, iH(hopMaLis Ta
AOKYMEHT npo iHhopMoBaHy 3roay Ana nauieHTa; YKpaiHa, MK-3475-866, Bepcis 1.03 Big 27 )XOBTHA
2021 p., pociiicbkolo MOBOLO, iH(hopMaLifa Ta AOKYMEHT npo iHchopmoBaHy 3rogy A/1s nauieHTa Ao
MPOTOKO/TY KAiHIYHOro AocnigkeHHs «PaHAoMizoBaHe, noggiiiHe cnine gocnimkeHHs Il da3u ans ouiHku
nepionepauiiHoro 3acTtocyBaHHs nemo6ponisymady (MK-3475) y kom6iHauii 3 Heoan'toBaHTHOM
ximioTepanielo NOPIBHAHO 3 MepionepawiiiHiM 3acTocyBaHHAM niauebo y kombiHauii 3 Heoan'toBaHTHO
ximioTepanielo B y4yaCHUKIB 3 M'A30BO-iHBA3WBHUM pakOM Ce4yoBOro Mixypa, npuaaTtHUX A8 NiKyBaHHA
umcnnatuHom (KEYNOTE-866)», ko gocnigxeHHs MK-3475-866, 3 iHkopnoposaHoto nonpaskoto 03 sig 01
nvnHa 2021 poky; cnoHcop - «Mepk Wapn Exg Joym Kopn.», godipHe nignpuemctso «Mepk EHA, Ko., [HK.»,
CWA (Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

3asBHUK - TOBApPUCTBO 3 0OMEXEHOI0 BiAnoBigasbHICTIO «MC/[, YKpaiHa»

37. IHcdhopMmauiviHnii nMcToK ansa nadieHta 1a popma 3rogu, Bepcis V5.0UKR(uk)1.0 Big 13 BepecHs
2021 poky, nepeknapg, yKpaiHCbKOI MOBOIO Big 19 XoBTHA 2021 poky; IHchopmauiiiHuii nucTtok ans
nauieHta Ta popma 3roam, Bepcia V5.0UKR(ru)1.0 Big 13 BepecHs 2021 poKy, nepeknazg pociiicbKow
MOBOIO Big 19 oBTHsA 2021 poky; J/luct gocnigHuky Big 09 BepecHs 2021 poky aHr/iiCbKO0 MOBOIO;
Mepeknag ykpaiHCbKOK MOBOIO Bif, 18 )xoBTHA 2021 poKy nucta aocnigHuky Big 09 BepecHs 2021 poky
[0 NpOTOKOMY KNIHIYHOrO BMNPOOYBaHHA «24-TWXHEBE paHAOMI30BaHe, noAgiiHe cnine, nnauebo-
KOHTPO/IbOBaHe GaraTtoueHTpoBe AO0CNiMKeHHA ha3n 2 3 HacTynHUM 80-TWXXHEBUM MepiofoM NMPOLOBXEHHS
NiKyBaHHA akTUBHUM NpenapaToM /19 OLiHKM epeKTUBHOCTI Ta 6e3neyHocTi npenapaty CC-90001 y naujieHTiB
i3 igionatuyHum nereHeBum oibpo3om», kog AocnigpkeHHs CC-90001-IPF-001, 3 iHKOpNOpOBaHO NONPAaBKOH)
3 Big 28 cepnHa 2019 poky; cnoHcop - «CenmkeH KopnopeliwH» (Celgene Corporation) , CLUA

3asBHYK - MignpremcTBo 3 100% iHo3eMHoto iHBecTULjel «AVK'HOBIA PAC YkpaiHa»

38. 36inbLIEHHA Ki/IbKOCTi NaLieHTiB, IKi NPUAMaTMMYTb y4yacTb Y KNiHIYHOMY fOCiAKeHHi B YKpaiHi 3
20 po 35 oci6 40 NPOTOKONY KNiHIYHOro focnimkeHHsA «baraToueHTpoBe, BiAKpUTe, paH4oMi3oBaHe, kepoBaHe
noAiAMU JOCAIMKEHHSA NS OLiHKM edDEKTUBHOCTI, 6e3neku Ta hapmakokiHeTUK1 npenapaty MauuTeHTaH B
MOPIBHAHHI 3i CTAaHAAPTOM NiKyBaHHSA y AiTei 3 nereHeBol0 apTepiasibHOK TiNnepTeHsIe», KO4, AOCiIAKEHHSA
AC-055-312, ocTtatoyHa Bepcid 8 Big 25 ciuHa 2021 p.; cnoHcop - ACTELION Pharmaceuticals Ltd.,
Switzerland

3asnBHuWK - ToBapucTeo 3 ObmexeHot BignosigasbHicTio «KoHTpakTHO-ocnigHnubka OpraHisauis IHHogapm-
YkpaiHa»

39. OHOBNEHNIT NPOTOKOS KNIHIYUHOrO AocnigKeHHs 3 nonpaBkoto 06, Bepcia 1 Big 04 xxoBTHA 2021p.,
aHrniicbkolo MoBoto; LLlogeHHUK nauieHTa gns peectpauii npuiiomy AN, Bepcia 8.0 Big 14 XOBTHA
2021 p., aHINIACbKOIO, YKPAIHCLKOIO Ta POCIICbKOO MOBamMM [0 MPOTOKOAY KIIHIYHOTO AOC/iLKEHHS
«PaHpomizoBaHe, noggiiHe cnine gocnimkeHHsa 3 dasn N8 BUBYEHHA eeKTUBHOCTI Ta 6e3neyHocTi
npenapaty SAR442168 y nopiBHAHHI 3 nnauebo B y4yacCHWKIB 3 MEPBUHHO-MPOrPECcYHUUM PO3CiSHUM
ckneposom (PERSEUS)», koa gocnigkeHHs EFC16035, 3 nonpaskoto 05, Bepcia 1 Big 29 nunHa 2021p.;
cnoHcop - Genzyme Corporation, USA (xeH3aiim KopnopeiiwH, CLLA)

3asaBHUK - TOB «CaHogi-ABEHTIC YKpaiHa»

40. OHOBJIEHUIA MPOTOKO K/IHIYHOrO gocnigKkeHHs 3 nonpaBKoto 05, Bepcia 1 Big, 29 nunHsa 2021 poky,
aHrnificbkolo MoOBOIO; BK/IIOUEHHA Ha3BU AOCIAKYBaHOro Jiikapcbkoro 3acody - Tolebrutinib
(Tone6pyTunHIG); OcHOBHA iHhopMmaLis npo gocnimkeHHA Ta hopma iHthopMoBaHOi 3roau, Bepcisa 5 Big,
04 cepnHAa 2021p., aHrnilicbkoo MoBoto; IHpopMauisa gnsa nauieHTa i popma iHchopmoBaHOI 3roaum,
Bepcia ana YkpaiHu Ne5 Big 30 cepnHsa 2021p. (Ha ocHoBi OCHOBHOI iHthopmaLii Npo focnimKeHHs Ta
thopmu iHchopmoBaHoi 3rogu, Bepcia 5 Big 04 cepnHa 2021p.), yKpaiHCbKOIO Ta POCiliCbKOO MOBaMu;
LoaeHHUK nauieHTa, Bepcia 5.0 Big 30 nunHA 2021 poky, yKpaiHCbKOIO Ta pociiicbkolo MoBamu; KapTka
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yyacHuKa gocnigkeHHs/nauieHTa, Bepcia 3 ans YKpaiHu yKpailHCbKOK Ta pociiicbkolo moBamu Big 11
YOBTHSA 2021p. 40 NPOTOKONY K/iHIYHOrO AO0CNIMKEHHA «[JOBrOCTPOKOBE PO3LUMpPEHe AOCNIMKEHHS 3 OLIHKM
6e3nekn Ta ecekTMBHOCTI npenapaTy SAR442168 y yyacHWKIB JOCMIMKEHHA 3 peunanByoUYMM PO3CISHUM
cKneposom», kog gocnimkeHHa LTS16004, 3 nonpaskoto 04, Bepcia 1 Big 28 %oBTHA 2020 poky; CroHcop -
Genzyme Corporation, USA (IxeH3aiim KopnopelilwH, CLUA)

3aaBHUK - TOB «CaHogi-ABEHTIC YKpaiHa»

41. OHOBIEHUIA NMPOTOKON KJiHIYHOro BUNpPoO6yBaHHsA, Bepcia 4 Big 08 BepecHAa 2021 p.; OHoBieHa
®dopma iHhopmoBaHoOiI 3rogn, Bepcia 2.0 gna YKpaiHM YKpaiHCbKOK Ta pocCiicbKoio moBamu Big, 01
XOBTHA 2021 p. Ha ocHoBI maiicTtep-Bepcii hopmu iHhopmoBaHoOi 3rogn ana gocnigpkeHHa GO42909,
Bepcifa 2 Big 07 BepecHA 2021 p.; KoMmnaHis, fika gie 3a f0BipeHICcTIO, AKY HafaB CMOHCOP UM 3asiBHUK HA
BBe3eHHA AO0CNifgXyBaHUX NiKapCbKUX 3aco6iB Ta CynyTHiX Martepianis: TOB "d®dapmacodT”; TOB
«Kopekc YkpaiHa»; CynyTHi matepianu: MNnaHweTu/enekTPpoHHi oNnUTYBaJIbHUKN, 3apsagHi NPUCTPOI Ta
cynyTHi matepianu; JladopatopHi Ha6opun COVANCE/Labcorp 40 NpoTOKO/Y KIHIYHOIO AO0CAIAKEHHSA
«PaHoomi3oBaHe, Bigkpute, GaraToueHTpoBe, JochimkeHHa a3 Il gna ouiHkM  edpekTMBHOCTI Ta
6e3neyHoCTi 3acTOCyBaHHA MOCYHeTY3ymaoly y KoMOiHALLT 3 1eHaifoMiA0M Y NOPIBHAHHI 3 pUTYKCUMMaboMm y
KOMOGiHaLii 3 fleHanigomigoM y nauieHTiB 3 (OAIKYNAPHOW NiMAIOMOI0 MICAS WOHaNMEHLWe OAHIeT AiHil
CUCTEMHOI Tepanii», ko agocnimpkeHHa GO42909, sepcis 2 Big 19 kBiTHA 2021 p.; cnoHcop - ®.XoddmaHH-/15
Pow /14, WBeeiiyapis

3asBHUK - TOBApPUCTBO 3 0OMEXEHOLO BiANOBIAa/bHICTIO «PoL YKpaiHa»

42. OHOB/EHWIF NPOTOKON KNiHiYHOro Bunpo6yBaHHA MK-4280A-007, 3 iHKOPNOpPOBaHO NOMNPaBKOKO
02 Big 17 BepecHs 2021 poky, aHrilicbKoo MoBoto; Bpouypa gocnigHuka MK-3475, BupgaHHs 21 Big 02
BepecHs 2021 pokKy, aHrnificbKoo MOBOIO; YKpaiHa, MK-4280A-007, Bepcis 1.00 Big 13 »xoBTHA 2021 p.,
YKpaiHCbKOK Ta pociificbkolo mMoBamu, IHcopmauis Ta AOKYMEHT npo iHhopmoBaHy 3roay Ans
nauieHTa [0 MPOTOKOMY KAiHIYHOrO AochimkeHHs «focnigpkeHHsa 1l da3n MK-4280A (kombiHauis
thasesenimaby [MK-4280] 3 nembponizymadom [MK-3475]) y NOPIBHAHHI 3i CTaHAAPTHUM JliKyBaHHAM Npu
paHilwe Bxe JlikoBaHOMY MeTacTatuyHomy PDL1-NO3UTUBHOMY KOJIOPEKTa/IbHOMY paky», KOA, AOC/iAXEeHHS
MK-4280A-007, 3 iHKopriopoBaHoto nonpaskoto 01 Big 23 nunHa 2021 p.; cnoHcop - «Mepk Wapn eHa Joym
Kopn.», goyipHe nignpuemcTtso «Mepk eHf Ko., IHK.», CLUA (Merck Sharp & Dohme Corp., a subsidiary of
Merck & Co., Inc., USA)

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

43. OHOBJIEHMIA NPOTOKON KNiHiYHOro Bunpo6ysaHHsa MK-7684A-004, 3 iHKOPNOpPOBaHO MONPaBKOK
02 Big 20 BepecHs 2021 poKy, aHrnificbkoo MOBOW; Bpowypa gocnigHuka MK-7684/MK-7684A,
BMAAHHA 9 Big, 23 cepnHA 2021 p., aHrniiicbkolo moBo; Bpowypa gocnigHuka MK-3475, BugaHHa 21
Big 02 BepecHsi 2021 p., aHriicbKo MOBOLO; IHchopmauis Ta AOKYMEHT Npo iHchopmoBaHy 3roay AA
nauieHTa, YkpaiHa, MK-7684A-004, Bepcia 1.00 Big 20 XoBTHA 2021 p., YKpalHCbKOIO MOBOIO;
IHcbopMaLia Ta foKyMeHT nNpo iHopMmoBaHy 3roay Ans nauieHTa, YkpaiHa, MK-7684A-004, sepcisa 1.00
BiA 20 »xoBTHA 2021 p., pociiicbkolo MOBO1O; IHhopMaLiliHNiT NMNCTOK | AOKYMEHT Npo iHPoOpMOBaHy
3roAy Ha MailiGyTHe GiomeguuHe gocnipKkeHHA, YkpaiHa, MK-7684A-004, Bepcis 01 Big 20 »xoBTHA 2021
p., YKpAiHCbKOKO MOBOIO; IH(hopMaLiiHMIA NTIUCTOK i JOKYMEHT Npo iHhopMoOBaHy 3rogay Ha MaGyTHe
GiomeguuHe pocnimxeHHs, YkpaiHa, MK-7684A-004, Bepcia 01 Big 20 xoBTHA 2021 p., pOCiliCbKOIO
MOBOIO; 3anpoBa/PKeHHA A[0AAaTKOBUX MaTepianiiB gnsa naudieHTiB: Bpowypa ana naudieHta
«MK-7684A-004_01_Bpowypa ana nayieHta_nimcgoma_yKpaiHCbKOI MOBOKO_ANA YKpaiHu_14 uepBHA
2021 p.», yKpalHCbKOIO MOBOIO, ANA YKpaiHu, Bepcia Big 14 uepBHA 2021 p.; Bpolypa Ana naudieHTa
«MK-7684A-004_01_Bpowwpa naymeHTa_Jlumdopma_Ha pPycCKOM A3blke_pans YKpauHbl_14 UiOHSA
2021 r.», pociicbKOl0 MOBOIO, ANA YKpaiHu, Bepcia Big 14 vyepBHa 2021 p; Bpowypa AnAa nagieHta
«MK-7684A-004_01 Bpowypa pAna nauieHTa_MHOXWHHa Mi€enoMa_yKpaiHCbKOIO  MOBOKO_Anf
YKpaiHn_14 4yepBHA 2021 p.», yKpaiHCbKOIO MOBOIO, A/l YKpaiHu, Bepcis Big 14 yepBHA 2021 p.;
Bpouwypa gnsa naudieHta «MK-7684A-004_01_Bpouwtopa ana naymeHTa_MHOXeCTBEeHHaA Muesioma_Ha
pPycckom s3bike_asisa YKpauHbl_14 nioHa 2021 r.», pocilicbKolo MOBOLO, A/1A YKpaiHu, Bepcia Big 14
yepBHA 2021 p.; MocioHuk pana nauyieHta «MK-7684A-004_01 Moci6HMK wWo[o Bi3vMTIB AN
nauieHTa_niMmcoma_yKpaiHCbKOIO MOBOIO_A/1A YKpaiHu_14 yepBHA 2021 p.», YKPAIHCbKOIO MOBOIO,
AN YKpaiHu, Bepcia Big 14 uepBHA 2021 p.; Moci6Huk ana nayieHta «MK-7684A-004_01_PykoBoAcTBO
no BusuTam pfAna nayvmeHta_Jlumdroma_Ha pYycCKOM A3blke_pans YKpauHbl_14 wuoHA 2021 r.»,
pociiicbkolo MOBOW, Anisi YKpaiHu, Bepcia Big 14 uepBHa 2021 p.; MoCiGHUK AnA nauieHTa
«MK-7684A-004_01_Moci6HUK wWwoAo Bi3UTIB AN1A NalieHTa_MHOXWHHA Mienoma_yKpaiHCbKOlo
MOBOIO_ANA YKpaiHn_14 yepBHsA 2021 p.», yKpaiHCbKOIO MOBOIO, ANs YKpaiHu, Bepcis Big 14 yuepBHA
2021 p.; MNocibHuk pna naugieHta «MK-7684A-004 01_PykoBoacTBO MO BusuTam Ans
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nauveHta_MHOXecCTBEHHasi MuenomMa_Ha pYCCKOM fA3blke_ans YKpauHbl_14 wuwoHAa 2021 r.»,
pocilicbkoo MOBoOlto, ANnA YKpaiHu, Bepcis Big 14 uepBHsA 2021 p. A0 NPOTOKO/TY K/iHIYHOTO BUNPO6YBaHHS
«Bigkpute gocnimkeHHa dasn 2 ana ouiHkn 6e3nekn Ta edekTnBHocTi MK-7684A (komGiHauis MK-7684
[BiGoCcTONIMAG] 3 MK-3475 [mem6ponizymal]) y yyacHuKiB 3 peuuauByounmMn abo pedpakTepHumu
remaTosIoriyHUMN 3/109KICHUMU HOBOYTBOPEHHAMU», KO AocnimpkeHHs MK-7684A-004, 3 iHKOpnopoBaHO
nonpaskoto 01 Big 14 yepsHA 2021 poky; cnoHcop - «Mepk LWapn eHa Joym Kopn.», AOYipHE NiANPUEMCTBO
«Mepk eHf, Ko., IHK.», CLLUA (Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

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

44. OHOBJ/IEHUI NPOTOKO KNiHiYHOro BunpoGysaHHA MK-3475-B61, 3 iHKOpnopoBaHOI0 nonpaBKkoto 02
Big 25 cepnHa 2021 poKy, aHrnilickkoo MoBow; Bpolwypa gocnigHuka MK-3475, BugaHHsa 21 Big 02
BepecHsi 2021 poKy, aHrNilicbkoo MOBOH; YKpaiHa, MK-3475-B61, Bepcis 1.01 Big 06 xoBTHA 2021
POKY, YKPaiHCbKOIO MOBOIO, iH(hopmaLis Ta SOKYMEHT Npo iHhopMoBaHy 3roay A/ nayieHTa; YKpaiHa,
MK-3475-B61, Bepcia 1.01 Big 06 »x0BTHA 2021 poKy, pOCilicbKO MOBOIO, iHpOpMaLlifi Ta AOKYMEHT
npo iHdopmoBaHy 3rogy AnAa nauieHTa; MK-3475-B61_00_Maiictep-Bepcia Gpowypu 3 Big6opy
3paskiB TKaQHUH_YKPaiHCbKOIO MOBoOO_AnA Ykpainn_22 BepecHs 2020 p-;
MK-3475-B61_00_Maiictep-Bepcisa OGpowypu 3 Big6opy 3paskiB TKaHWH_pPOCIACbKOIO MOBOK_AJA
YKpaiHn_22 BepecHsi 2020 p.; MK-3475-B61_00 KepiBHMUTBO 3 nMpoBeAeHHs Bi3UTIB Ans
nauieHTa_yKpaiHCbKOIO MOBOI_ANA YKpaiHu_22 BepecHs 2020 p.; MK-3475-B61_00_KepiBHuureo 3
NpoBefEeHHA Bi3UTIB ANA Naui€eHTa_pPOCIiNCbKOK MOBOK_pansA YKpaiHu_22 BepecHAa 2020 p. o
NPOTOKOMY K/IIHIYHOrO BUMNPOOGYBaHHA «Bigkpute KniHivHe gocnimkeHHs Il dpasm, Wwo npoBoanTLCA B OAOHIN
rpyni 4s1s1 OUiHKM nemoposiisymady B KOMOiHaLLji 3 IeHBaTUHIOOM B SIKOCTi MepLUOT MiHil NikyBaHHS B y4aCHWKIB
3 PO3MOBCHAKEHOKW / MeTacTaTUYHOK HECBIT/IOKNITUHHOK HMPKOBO-KAITUHHOK KAapUMHOMOK  HUPKK
(HckHKKH) (KEYNOTE-B61)», kog gocnipkeHHss MK-3475-B61, 3 iHkopnopoBaHoto nonpaskoto 01 Big 15
KBITHS 2021 poky; crnoHcop - «Mepk Wapn EHg Joym Kopn.», godipHe nignpuemctso «Mepk EHA Ko., [HK.»,
CWA (Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

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

45. OHOB/EHWI NPOTOKOJ K/iHIYHOrO BUNpoGyBaHHA C3441052, octaTouHa pepgakuis NPoToKony 3
nonpaBkoto 1 Big 20 BepecHs 2021 p., aHINiACbKOIO MOBOIO; CTOpPiHKA NignNucy NPOTOKOJ1y KNiHiYHOro
BUNpo6yBaHHA C3441052, ocTtaTouyHa pefakuisa NnpoTokosly 3 nonpaBkolo 1 Big 20 BepecHsa 2021 p.,
nignucaHa crnoHcopoM; CHHOMCUC NPOTOKOJy KJ/iHIYHOro BunpoGyBaHHs C3441052, ocrtaTto4yHa
pepakuia npotokony 3 nonpaBkoiw 1 Big 20 BepecHA 2021 p. yKpaiHCbKOK MOBOK; CuHoncuc
NPOTOKOJ1Y KNiHiYHOro BUNpo6yBaHHA C3441052, octaTouHa pepakLis NpoToKony 3 nonpaBKoto 1 Bif,
20 BepecHa 2021 p. pocilicbkolo MOBOK; Bpowypa gocnigHuka KcrtaHgi (enzalutamide MDV3100),
Bepcia 12.2 Big 24 uvepBHA 2021 p., aHrniiicbkoo MoBow; IHhopmauis ans naudieHta Ta copma
iHbopMmoBaHoOI 3rogu, YKpaiHa, Bepcia 3.3.0 Big 15 »oBTHA 2021 p. Ha OCHOBi Bepcii Ha piBHi
pocnimkeHHA Big 11 X0BTHA 2021 p., aHrNiliCbKOIO, YKPAiHCbKOIO Ta pocificbkolo moBamu; IHhopmauis
AnA nauieHTa Ta chopma iHhopMoBaHOI 3rogn Ha yyacTb y nonepegHbOMY CKPUHIHIY, YKpaiHa, Bepcia
3.3.0 Big 15 oBTHA 2021 p. Ha OCHOBI Bepcii Ha piBHI gocnigkeHHs Bif 27 BepecHsa 2021 p.,
aHINIACbKOI, YKPAIHCLKOK Ta pociiicbkolo MoBamu; IHdopmauia pnsa nauieHta Ta cdopma
iHcbopMoOBaHOi 3roau Ha 06pO6KY NepcoHaNbHUX AaHUX, YKpaiHa, Bepcis 1.1.0 Big 15 BepecHs 2021 p.,
AHINIACbKOIO, YKPATHCHKOIO Ta POCiiicbKolo MoBamu; JIUCT Npo agMiHiCTpaTUBHI 3MiHU [0 NPOTOKONY
KMiHiYHOrOo BuNpoOGyBaHHA Big 3 cepnHa 2021 p. aHrnilicbkoio MoBoto; XXypHan npuiiomy
3He60MI0Ba/IbHMX NpenapartiB y BUrNAAi 3BiTY i3 CKpUHWOTAMW eKpaHy NMPUCTPOI0 A1 yUYaCHUKA
KNniHiYHOro Bunpo6yBaHHA C3441052, Bepcisa 1.0 Big 3 cepnHsa 2021 p., pocCificbkolo MOBOIO; XXypHan
npuiiomy 3HeOONOBa/ILHUX NpenapaTiB y BUrNAgi 3BiTY i3 CKPUMHLUOTaMU eKpaHy NMPUCTPOID ANA
yyacHUKa KiiHiuHOro BunpooyBaHHA C3441052, Bepcia 1.0 Big 04 cepnHa 2021 p., yKpaiHCbKOIO
MoBoto; XXypHan 6010 y BUrAAAi 3BiTY i3 CKpUHLWIOTaMM eKpaHy NPUCTPOIO ANSA YyYaCHUKa K/liHIYHOro
BMNpoGyBaHHA C3441052, Bepcia 1.0 Big 3 BepecHs 2021 p., pociiicbkolo MOBOIO; XXypHan Gosno y
BUINAAi 3BITY i3 CKPMHLLOTAMU eKpaHy NPUCTPOIO ANA yYacHUKA K/iHIYHOro Bunpoo6ysaHHs C3441052,
Bepcia 1.0 Big 16 cepnHAa 2021 p., yKpaiHCbKOW MOBOW; EKcnpec-AoBigHUK 3 BUKOPUCTaHHSA
NopTaTMBHOIO MPUCTPOIO A/IA y4yacHUKa [OChifKeHHA, Bepcia 2.0, pocilicbkoo MoBot; Ekcnpec-
OOBIAHMK 3 BUKOPUCTAHHA MOPTATUBHOIO MPUCTPOIO A1 yyaCHUKA AocCnigKeHHs, Bepcia 2.0,
YKPaiHCbKOI0 MOBOI0; 3anuTa/ibHUK A/ OLiHKU CUMNTOMIB i3 60Ky Ce4oBOi cuctemu €BponenicbKol
opraHisauil 3 gocnimkeHHs Ta nikyBaHHA paky (EORTC QLQ PR25), sBepcia 1.0 Big 3 cepnHsa 2021 p.,
pOCilicbkol0 MOBOIO; 3anUTa/IbHUK A1A OLIHKM CUMMTOMIB i3 GOKY cevyoBOi cucteMu €BponeiicbKol
opraHisauii 3 gocnigkeHHs Ta nikyBaHHsa paky (EORTC QLQ PR25), Bepcis 1.0 Big 04 cepnHsa 2021 p.,
YKpaiHCbKOI0 MOBOIO; AHKeTa cTaHy 3po0pos’a (EQ-5D-5L), Bepcia 0.3 Big 24 cepnHa 2021 p.,
pociiicbkolo MOBOM; AHKeTa cTaHy 3gopoB’s (EQ-5D-5L), Bepcis 1.0 Big 16 cepnHa 2021 p.,
yKpaiHCbKOlo MoBoOt; 3anutanbHuk (General Handheld-Subject), Bepcia 1.0 Big 3 BepecHs 2021 p.,
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pociiicbkoto moBoto; 3anutanbHuk (General Handheld-Subject), Bepcia 1.0 Big 16 cepnHa 2021 p.,
YKpaiHCbKOIO MOBOIO; AHKeTa «3arajibHa oLjiHKa nawieHTom cTyneHs TshxkocTi (PGIS)», Bepcis 1.0 Big 3
BepecHs 2021 p., pocilicbKolo MOBOL0; AHKeTa «3arasibHa OLjiHKa NalieHTOM CTyneHA TshKKocTi (PGIS)»,
Bepcia 1.0 Big 16 cepnHa 2021 p., yKpaiHCbKOIO MOBOIO; LLloAeHHUK NpuiioMy [OCAifKYBaHOIO
npenaparty, Bepcia 1.0 Big 3 BepecHa 2021 p., pociiicbkolo MoBO10; LliogeHHUK npuiiomy
pocnipkysaHoro npenaparty, Bepcia 1.0 Big 17 cepnHa 2021 p., yKpaiHCbKOIO MOBOI; HaBuYaHHS,
Bepcisa 1.0 Big 3 BepecHsa 2021 p., pociiicbkolo MOBOK; HaBuaHHs, Bepcia 1.0 Big 04 cepnHsa 2021 p.,
YKPaAiHCbKOIO MOBOI; 3anuTasibHUK A1 OUiHKW 3araibHOro CcTaHy 3A0pPOB’st Npu 3M10SIKICHUX
HOBOYTBOPEHHAX €BPONENCbKOI opraHisauii 3 gocnimpkeHHa Ta nikyBaHHA paky (EORTC QLQ C30),
Bepcifa 1.0 Big 3 BepecHs 2021 p., pOCiliCbKOKO MOBOLO; 3anUTa/IbHUK AJ11 OLiHKN 3ara/ibHOro CTaHy
300pPOB’A NPY 3/109KICHUX HOBOYTBOPEHHAX EBPONENCHLKOI opraHizauii 3 gocnigKeHHs Ta NikyBaHHsA
paky (EORTC QLQ C30), Bepcia 1.0 Big 04 cepnHa 2021 p., yKpaiHCbKOIO MOBOI0; 3anutanbHuK (Pain
Log (BPI-SF Question 3), Bepcisa 1.0 Big 3 BepecHs 2021 p., pociiicbkolo MOBOI0; 3anutanbHuK (Pain
Log (BPI-SF Question 3), Bepcia 1.0 Big 16 cepnHa 2021 p., ykpaiHCbKOO MOBOK; MapKyBaHHS
npuctpoilo Bepcia 1.0 ykpaiHCbKOlO MOBOI; dnaep nauieHta, Bepcia 1 Big 24 BepecHa 2021p.,
YKpaiHCbKOI0 MOBOIO; 3pa30oK niMcTa A0 nauieHTa, Bepcia 1.0 Big 29 uepBHA 2021 p., YKPAIHCbLKOIO
MoBoto; KapTka HaragyBaHHAi HacTynHoro Bi3uTy, Bepcia 1.0 Big 29 uepBHA 2021 p., yKpalHCbKOIO
MOBOI0; Bpoluypa WoAo0 MOX/IMBOCTI B3AATU yyacTb Y K/iHIYHOMY AocnifgxeHHi, Bepcia 1.1 Big 29
nunHa 2021 p., yKpalHCbKOIO MOBOIO; 3pa3ok iMcTta Ao nikaps, sepcia 1.0 Big 29 uepBHA 2021 p.,
yKpaiHCbKOol0 MOBOI; KapTka HaragyBaHHSI HAcTynHoro BisuTy, Bepcia 1.0 Big 29 uepBHa 2021 p.,
YKpaiHCbKOI0 MOBOIO; Bpoliypa Woao0 MOX/IMBOCTI B3ATW yYacTb Y K/IiHIMHOMY AOCNifKeHHi, Bepcisa
1.1 Big 29 nunHsa 2021 p., yKpaiHCbKOK MOBOLO; 3pa3okK nucTa Ao fikaps, Bepcis 1.0 Big 29 uepBHsa 2021
p., YKpaiHCbKOIO MoBoOI0; Pnaep, Bepcia 1.0 Big 29 uepBHA 2021 p., yKpaiHCbKOKO MOBOIO; MOCIGHUK 3
HagaHHA iHcphopmoBaHOi 3rogu, Bepcia 1.1 Big 29 nunHa 2021 p., YKpaiHCbKOKO MOBOIO; lMnakar
nauieHTa, Bepcia 1.0 Big 29 uepBHa 2021 p., yKkpaiHCbKOIO MOBOIO; pacpik 3axopfiB ANA yYacHUKIB,
BK/1IOYEHUX Y K/iHI4YHe gocnimkeHHs, Bepcia 1.0 Big 29 uepsHA 2021 p., yKpaiHCbKOO MOBOIO; CTikep
LG pgna kniHiuHoro gocnimpkeHHs, sepcis 1.0 Big 29 yepBHs 2021 p., yKpaiHCbKOI MOBOIO; CTikep SM
ANA KNiHIYHOTrO pochnifmKeHHA, Bepcia 1.0 Big 29 uepBHA 2021 p., yKpaiHCbKO MoOBOWO; lNopska
nauieHTy 3a 1 pik yyacTi y gocnigxeHHi, Bepcisa 1.0 Big 29 uepBHA 2021 p., YKpaiHCLKOO MOBOIO;
Mopsaka nauieHTy 3a 2 poKU yJyacTi y gocnigkeHHi, sepcia 1.0 Big 29 uepBHsA 2021 p., yKpalHCbKOIO
MmoBoto; Moasaka nauieHTy 3a 3 poOKU ydyacTi y AocnimkeHHi, Bepcia 1.0 Big 29 uepBHa 2021 p.,
YKpaiHCbKOI0 MOBOIO; lNMoAasika nauieHTy 3a yyacTb y gocnigxeHHi, Bepcis 1.0 Big 29 uepBHsa 2021 p.,
YKpaiHCbKOIO MOBOIO; MNogska nauieHTy 3a 3aBepLUeHHSA y4acTi Yy K/liHiYHOMY gocnigkeHHi, Bepcia 1.0
Big 29 uepBHA 2021 p., YKPAIHCbKOK MOBOK [0 MPOTOKOJY K/iHIYHOro BunpobyBaHHA «TALAPRO-3:
PAHAOMI3OBAHE, MOABIVHE CNINE AOCNIAKEHHA ®A3M 3, WO MPOBOAUTLCA 3 METOKO
MOPIBHAHHA TAJTASOMAPUBY B KOMBIHALI 3 EH3AJTYTAMIAOM TA M/IALIEEEO B KOMBIHALLIT 3
EH3ANYTAMIAOM Y YONOBIKIB 13 METACTATUYHMM  TOPMOHOUYTAMBMM  PAKOM
MNEPEAMIXYPOBOI 3AN03M 3 MYTALIEKD FEHA DDR», Kog, aocnigpkeHHs C3441052, octatouHa Bepcis
npoToKosy Bif 28 ciuHa 2021 poky; cnoHcop - Mdpaiizep IHk., CLUA

3anBHuK - Mdpaiizep IHk., CLUA

46. OHoBneHui npotokonn MM-398-01-03-04, Bepcia 8.0 Big 07 oBTHA 2021 pokKy A0 MNPOTOKO/Y
KMIHIYHOTO BUNPOBYBaHHA «PaHgoMi3oBaHe, BiAKpUTE [AOCAIMKEHHSA ha3n 3 i3 BMBYEHHS iH'EKLIAHOTO
ninocoMasibHoro ipuHoTekaHy (OHIBAV/®) NopiBHSAHO 3 TONOTEKAHOM Y NALJEHTIB i3 APIGHOKNITUHHUM pPaKoM
NereHi, SKUin nporpecysBas nig Yac abo nicns Tepanii Nepwoi NiHii Ha OCHOBI NpenapaTiB NnaTUHW», Kop,
pocnipkeHHs MM-398-01-03-04, sepcisa 7.0 Big 24 nuctonaga 2020 poky; cnoHcop - Ipsen Bioscience Inc.,
CWA

3asBHUK - NignpremcTso 3 100% iHo3eMHoI iHBecTULiclo «AVK'IOBIA PAC YkpaiHa»
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