Jopartok 1

«Mepenik cyTTeEBMX MONpaBoOK A0 MPOTOKOANIB K/iHIYHUX BUNPOOGYBaHb, PO3IMAHYTUX Ha 3acifaHHi
HTP Ne 07 Big 04.03.2021, Ha siKi 6y oTpUMaHi NO3UTUBHI BUCHOBKUN €KCNepPTiB.»

1. OHoBneHa 6powypa gocnigHuka (Nintedanib -BIBF 1120) Bepcis 18 Big 16 rpygHa 2020; 3miHa Ha3BuU
MiCLiA NPOBEeAEHHA K/TiIHIYHOro BMNPOOGYBaHHA [0 NPOTOKOY KAIHIYHOIO JocnimkeHHs «[loagiliHe cnine,
paHAomi3oBaHe, MNnaLeb0-KOHTPO/IbOBAHE AOC/IMKEHHS A1 OUIHIOBaHHSA BMAMBY A03M Ta 6e3neyHocCTi
nepopasibHOr0 3aCTOCyBaHHA HIHTeAAHIGY NpoTArom 24 TWXKHIB Ha (OOHI CTaHAAPTHOrO MiKyBaHHS, 3
noAanblUNM BiOKPUTMM JliKyBaHHSAM HIHTeAaHIboM pi3HOT TPUBA/IOCTI y AiTen Ta nignitkis (Bikom Big 6 go 17
POKIB) 3 KMiHIYHO 3HAYYLLMMKN PIGPO3YHUNMN IHTEPCTULIAHMMM 3aXBOPHOBAHHAMM fTIEreHb», Ko, AOCAIKEHHS
1199-0337, Bepcisa 2.0 Big 19 yepBHA 2020; cnoHcop - Boehringer Ingelheim RCV GmbH & Co KG, AscTpis
3anBHUK - TOB «JOKYMEAC» («CIA JOKYMELC»), Natsis

BYNO CTANIO
3aB. Big. Okyn T.l. 3aB. Big. Okyn T.l.
KomyHanbHa ycTaHoBa «3anopidbka o06/1acHa | KomyHasibHe  HeKkoMmepLiliHe  nignpPUEMCTBO
KniHiyHa gutaya nikapHsa» 3anopi3bkoi 06/1acHol | «3anopidbka ob6s1acHa KiHiYHa AuTAYa NikapHa»
pagu, NynbMOHONOrYHE BigAineHHA, M. 3anopixoka | 3anopi3bkoi  obnacHoi  pagu, My/bMOHO/OrYHE
BiAZiNEHHs, M. 3anopixxs

2. OHOBNEeHUI po3gin «AKICTb» CNPOLEHOro A0CLE Nnaye6to A0 A0CNigKYBaHOIO JlIKapCbKOro 3acooy
YnapgauutuHio (ABT-494), Ta6neTkn nypnypoBoro Konbopy, Bepcis 3.0 FP Big 02 )xoBTHA 2020 poKy A0
NPOTOKONY KNiHIYHOTO BUNpPOOYBaHHA «baraTtoueHTpoBe, paHAoOMi30BaHe, nNoAgiiHe cnine, nnauebo-
KOHTPO/IbOBaHe AOCNIMKEHHS 3 OLiHKM 6e3Ne4YHOCTi Ta e(pekTMBHOCTI npenapaty Ynagaunutudio (ABT-494)
AN IHAYKUIRHOT Ta NiATpUMYYOi Tepanii y nauieHTiB 3 cepeAHbOTSKKO abo TSXKOK chopMamy akTUBHOMO
BMPA3KOBOro KONiTy», KOA foCnimKeHHss M14-234, 3 iHKopnopoBaHUMu ALMiHICTPaTMBHUMM 3MiHamu 1, 2 i 3
(tinbkn gna Kanagw) Ta Monpaskamu 0.01, 0.02, 1, 2, 3, 3.01, 4 Ta 5 Big, 29 kBiTHA 2020 poKy; cnoHcop - AbbVie
Inc., USA

3anBHuK - «EB6BI BiothapmachkoTikan3 TM6X», LLseliLapisa

3. BK/IIOUEHHA [0[aTKOBOro MiCusi MPOBeAEHHA K/MiHIYHOrO BUNMPOOGYBaHHA; 3pasku MapKyBaHHSA
[OCNiopKYBaHOIO JiKapCbKOro 3aco6y cesnekcinar, Bepcia 2 Big 06.11.2020; 3pasku MapKyBaHHSA
[OCNiopKyBaHOIO JliKAPCbKOro 3aco6y cenekcinar Ta nnaue6o; Bepcia 2 Big 06.11.2020 go npoTokony
KNiHiYHOro gocnimkeHHa «baratoueHTpoBe, paHAOMi30oBaHe, NoABiiHe cnine, nnauebo KOHTPOsibOBaHe, B
napanenbHUX rpynax, B MNOCMNILOBHUX rpynax, afanTuBHE KMiHiYHEe fJocnimpkKeHHs 3 dasn 3 HaCTyMmHUM
BIAKPUTUM NPOLOBXEHUM NEPIOAOM AN15 OLIHKM eheKTUBHOCTI Ta 6e3neyHOCTi NiKyBaHHA ceneKcinarom siK
[OMOBHEHHS1 A0 CTaHAapTHOI Tepanii y naujieHTiB i3 HeonepabenbHOW abo CTilikow / peuuanByYoL0 Nicas
XipypriyHoro Ta / abo iHTepBEHL,NHOro NikyBaHHSA XPOHIYHOK TPOMOB0EMOOIYHOK SIEFEHEBOIO TNEPTEHSIED»,
koA pocnimkeHHs AC-065B302, i3 nonpaskamu, dpiHasibHa Bepcisa 3 Big, 16.04.2020 p.; cnoHcop - « AHCCEH
SAPMALEBTUKA HB», Benbris

3asaBHUK - «AHCCEH ®APMALIEBTUKA HBx», Benbris

No M.1.6. BignoBiganbHOro gocnigHnkKa

n/n HasBa Micusi npoBefeHHS KIIHIYHOrO BUNPO6YBaHHS

1. | A.M.H., npod., uneH-kop. HAMH l"aBpuctok B.K.

[epxaBHa ycTaHoBa «HauioHa/IbHWIA IHCTUTYT doTu3iaTpii i nynbMoHonorii im. ®.I'. AHOBCLKOro
HaujoHanbHoi akagemil MeauyHnX HayK YKpaiHm», KNniHiko-dyHKLUioHaNbHe BiaaineHHs, M. Kuis

4. OHoBneHnii Mpotokon aocnimkeHHs ARGX-113-1801, ciHanbHa Bepcia npoTtokony 5.0 Big 16
nuctonaga 2020 p., aHrnilicbkoro MoBok; OHoBneHa bBpowypa pocnigHuka EcdprapTturimop,
(ARGX-113), Bepcia 9.0 Big 27 nuctonaga 2020 p., aHrfificbkolo mMoBow; IHhopmauiiiHuii nucTok
nauieHTa i ®opma iHpopmMoBaHoi 3rogau, manictep-Bepcisa 5.0 Big 26 nuctonaga 2020 p., Bepcia gns
Ykpainu 3.0 Big 30 nuctonaga 2020 p., yKpaiHCbKOIO, POCIlAICbKOIO Ta aHrilicbkoo MmoBaMu; OHOB/EHe
[ocbe pgocnimxyBaHoro nikapcbkoro 3acooy ARGX-113, KOHUEeHTpaT As pPO3uuHy Ans iHdysin (20
mr/mn), Bepcis 5.2 Big 23 nuctonaga 2020 p., aHrnificbkoo moBoto; OHoBNeHe [locbe focnigkKyBaHOro
nikapcbkoro 3aco6y ARGX-113 nnaue60, KOHUEHTpaT ANA po3uuHy AN iHdysii, Bepcia 5.2 Big 17
rpyaHs 2020 p., aHrniicbKo MoBoto; OHOB/ieHa [leknapauis yNnoBHOBaXXeHOI 0COOMu 3 AKOCTi Ans
BUPOGHMKIB no npenapaty ARGX-113, a Takox nnaue6o, Big 17 rpyaHa 2020 poky, aHrNilicbKoto
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MoOBOI0; 3aslydeHHA HOBOI BUpPOOGHUYOI AinsHku: Fisher Clinical Services Inc., CnonyueHi LTatn
Amepukn, micuesHaxomkeHHAa 7554 Schanz Road, Allentown, PA, 18106, United States; 3pasok
MapKyBaHHA [OC/iAKyBaHOro sikapcbkoro 3acodoy ARGX-113 a6o nnaue60 (KOpoOKa), KOHLeHTpaT
LN NPUrOTYBaHHA PO3UMHY A BHYTPIlUHbOBEHHUX iHQY3iii, 20mr/mn, Bepcia AGX2583PN41,
YKpalHCbLKOI0 MOBOI0; 3pa3oK MapKyBaHHA AOChifgXyBaHOro nikapcbkoro saco6y ARGX-113 a6o
nnaue6o (c¢pn1akoH), KOHUEHTpAT AJIA NPUroTyBaHHA PO3UYUHY AJIA BHYTPIlWHLOBEHHUX IHAYSIid,
20Mmr/imn, Bepcia AGX2584PN41, ykpaiHCbKowo mMoBoOro; Matepianu pgna naudieHtiB: MNMoniTuka wopo
chaitniB «KykKi», Bepcia 2.0 Big 24 nuctonaga 2020 p., nepeksiag yKpaiHCbKOK MOBOIO Bif 17 rpyaHsA
2020 p. Ta Big 23 rpyaHa 2020 p. pocilicbkolo MOBOI; OronoweHHs «3apa3 NpPoxXoAuTb HaGip y
KNiHiuHe gocnimxeHHs drasu 3 gnsa AoOPOCAunX, AKi XUBYTb i3 NEPBUHHOIO iIMYHHOIO TPOMGOLUTONEHIEID
(ITM)», (US-EFG-20-00012), Bepcisa 1.0 Big 23 nuctonaga 2020 p., nepeknag yKpaiHCbKO MOBOIO Big 17
rpyaHs 2020 p. Ta Big, 23 rpyaHAa 2020 p. pocilicbkolo MoBoto; MakeT yucpoBoro orosnoweHHA (Digital
Advertisements), Bepcis 2.0 Big 12 ciuHa 2021 p., nepeknag, yKpaiHCbKOIO Ta pocCiliCbKO MoBaMu Bip,
13 ciuHA 2021 p.; MakeT 3micTy cTOpiHKM y Facebook (enekTpoHHuii) «focnigpkeHHa ITN ADVANCE
TEAM MEMBERS», nepeknag yKpaiHCbKO0 MOBOI Big 17 rpyaHa 2020 p. ta Big 23 rpygHa 2020 p.
pocilicbkolo MOBOIO [0 MPOTOKO/Y KAiHIYHOro AocnigxeHHs «baraToleHTpoBe, paHAoMi30BaHe, NnoaBiiiHe
cnine, nnaueb0o-kOHTPONIbOBaHe AOCNIMKEHHSA dha3n 3 AN OUiHKM eDeKTUBHOCTI Ta 6e3neyYHoCTi npenaparty
ecdraprTurimog, (ARGX-113) 10 mr/kr Ansi BHYTPiLLHbOBEHHOIO BBEAEHHS B IOPOC/INX MNALEHTIB i3 NepPBUHHOKO
IMYHHOIO TPOMOGOLMTONEHIE», Kog focnimkeHHs ARGX-113-1801, chiHanibHa Bepcia npotokony 4.0 Big 27
TpasHsa 2020 p.; cnoHcop - Argenx BVBA, Belgium/ ApxxeHkc BBBA, benbris

3anBHuK - TOB «KniHiuHi gocnigxeHHs AKOH», YKpaiHa

5. OHOBNEeHwii NpPoToKoN KNiHiuHOro gocnigkeHHsa D9481C00001, Bepcisa 4.0 Big 24 cepnHsa 2020 poky;
IHbopMmauia npo pocnipkeHHA Ta Popma 3rogn AnsA 6aTbkiB, NokanbHa Bepcia Homep 6.0. Aata
nokanbHoi Bepcii 01 noToro 2021 p. aHrNiicbKOO MOBOIO A1 YKpaiHu; IHhopmauis npo gocnimKeHHs
Ta dopma 3rogun Ana 6aTbKiB, IOKasibHa Bepcis Homep 6.0. flata nokanbHOI Bepcii 01 ntotoro 2021 p.
aHrnificbKo MOBOIO A/s YKpaiHu. MNepeknafeHo Ha yKpaiHCbKy MOBY A YKpaiHu 17 niotoro 2021p.;
IHcbopmauia npo aocnimkeHHs Ta Popma 3roan ANnsi 6aTbKiB, NOKasibHa Bepcia Homep 6.0. JaTta
NokKasibHOI Bepcii 01 nitoToro 2021 p. aHrNiNcbLKOI MOBOIO AN1A YKpaiHu. NMepeknageHo Ha pPociiicbky
MOBY AN YKpaiHu 17 notoro 2021p.; IHchopmauia ana nauieHTa Ta ®opma iHpopmoBaHOi 3rogu Ansa
nayieHTiB, AKUM BUNOBHIOETLCA 18 pOKIB Nig yac BUNpoGyBaHHSA, NOKa/ibHa Bepcis Homep 4.0. faTa
NnokKanbHoi Bepcii 01 ntotoro 2021 p. aHrnilicbKo MOBOIO A1 YKpaiHu; IHchopmaulia ana naudieHTta Ta
®dopma iHhopmoBaHOI 3rogu An1A NauieHTiB, AKUM BUMNOBHIOETLCA 18 poOKiB nig yac BUNPOOYyBaHHS,
nokanbHa Bepcia Homep 4.0. flata nokanbHOI Bepcii 01 noTtoro 2021 p. aHrNilicbKOK MOBOKO A5
YKpaiHu. MNepeknapeHo Ha YKpaiHCbKY MOBY AA YKpaiHu 17 notoro 2021p.; IHnchopmauisa gnsa nauieHTa
Ta ®opma iHpopMOBaHOI 3roau A NauieHTiB, AKUM BUNOBHIOETLCA 18 poKiB Nig yac BUNPOGYBaHHS,
nokasibHa Bepcia Homep 4.0. [lata nokanbHoi Bepcii 01 notoro 2021 p. aHrNiNiCbKOK MOBOK AN
YkpaiHu. MNepeknageHo Ha pocilicbky MOBY AnAa Ykpaiiu 17 noTtoro 2021p.; D9481C00001_Bpowypa
nauieHTa, Bepcia 4.0 Big 15 »oBTHA 2020 p. ykpaiHCbKo MoBoto; D9481C00001_bBpoluypa nauieHTa,
Bepcis 4.0 Big 15 xoBTHA 2020 p. pociiicbkoto moBoto; D9481C00001_Ipadpik Bi3auTiB NawieHTiB, Bepcif
7.0 Biag 15 xoBTHSA 2020 p. yKkpaiHCbKOolo MoBoro; D9481C00001_TIpachik BisuTiB nauieHTiB, Bepcia 7.0
BiA 15 x0BTHA 2020 p. pOCiiicbKOIKO MOBOIO 0 MPOTOKO/Y K/TiHIYHOTO A0CAIMKEHHS «[JocnimkeHHs dhasn 3 i3
NigBULLEHHAM [03M B LiTei i3 rinepkaniemield BIkOM Bif HapoOMKEHHS 40 18 pokiB 4151 OUiHKM BM/IMBY
NigBULLIEHHA 003 LWMKIOCUNIKATY LUMPKOHio HaTtpito (LILIH) i3 npuilomom Tpuui Ha ooy AN KOpuUryBaHHsI
rinepkasiemii, a TakoX Ansl OUiHKM e(peKkTUBHOCTI Takoi X Ao3m LILJH i3 npuiiomom ognH pa3 Ha goby ans
NiATPUMaHHSA HOPMasIbHOIO PIBHIO Kaslito B OpraHiaMi NaujieHTiB, SiKi NOTPEOY0Tb TPUBASION0 NiKyBaHHS», KO,
pocnigpkeHHss D9481C00001, Bepcisa 3.0 Big 26 yepBHA 2019 poky; cnoHcop - AcTpa3eHeka Ab, LLBeuist
3asABHVK - TOB «KOBAHC KNIHIKAN AEBE/IONMEHT YKPAIHA»

6. 3aslyyeHHA AOAATKOBUX MiCcLb NpoBeAeHHs1 BUMNPOOYBaHHA [0 MPOTOKOY K/HIYHOrO AOCNiAKEeHHA
«PaHgomizoBaHe, nnaLeb0-kOHTPONbLOBaHe, NOABIiHe cnine, y napanesnbHux rpynax, nowykose, ®asa 2,
JocnimpkeHHs edpektuBHocTi i 6e3neyHocTti npenapatry AMT-101 ana nepopasibHOro 3acTOCyBaHHA Yy
NOEAHaHHI 3 agaslimyMabom y MauieHTiB 3 BMPAa3KOBMM KOMITOM CepeaHboro abo TSXKKOTO CTYMeHs», Ko
pocnipkeHHs AMT-101-203, sepcis 2.0 Big 30 BepecHA 2020 poky; crnioHcop - Applied Molecular Transport Inc.
/«Ennaiig Monekbtonap TpeHcnopT IHK.», CLUA

3asaBHUK - TOB «biomanac», YkpaiHa

Ne M.1.6. BignoBigabHOro AocnigHMKa

n/n HasBa Micus npoBeAeHHs KNiHIYHOIo BUNPO6YBaHHS

1 | nikap florgaHigi T.I.

KomyHasibHe HekoMepLiiHe nignpneMmcTBo KniBcbKoi o6nacHoi paan «KuiBcbka o6s1acHa nikapHs»,




TepaneBTUYHEe BiggineHHs, M. Kuis

2 | nikap Casiubka J1.M.

MeamnuHuin LeHTp ToBapucTBa 3 0OMEXeHO BignoBigasbHICTIO «Megibop», BigaineHHs MeamyHoro
LEHTPY 3 IEHHMM cTalioHapomMm, Xipyprielo 04HOro AHA i NanaTor iIHTEHCUBHOT Tepanii, M. XKutomup
3 | K.M.H. Tomawkesuy I.1.

KomyHasnibHe  HekomepujiliHe MignpueMCTBO  «BiHHMUbKA MiCbka  KAiHiYHA  NikapHa  Nolx,
racTpPOEHTEPOsIONiYHe BiAAiNeHHs, M. BiHHMUA

4 | a.m.H., npoch. CTaHicnaBuyk M.A.

KomyHanbHe HekomepuiiiHe nignpueMCcTBO «BiHHMLUbKA 06/1acHa KAiHiYHa nikapHa iM. M.1. MNuporoea
BiHHMUBKOT 06nacHoi Pagu», O6nacHuin cneuianizoBaHnii KMiHIYHWI raCTPOEHTEPOSIOTNIUYHMIA LIEHTP,
M. BiHHMUSA

7. CyTtreBa nonpaBka Nel ana YkpaiHu Big 04 nuctonaga 2020 p. go lMpoTokony KhiHiYHOro
BunpoGyBaHHsa CLI-06532AA1-01 Bepcis 3.0 Big 17 rpyaHa 2019 poKy aHrailicbkoro MoBoto; Bpolwypa
pocnigHuka CHF6532, Bepcis 3.0 Big 09 nuctonaga 2020 poKy, aHrilicbKolo MOBOO; IHpopmavia ans
nauieHTa Ta dPopma iHpopmoBaHOi 3roan, Bepcia 3.2 Big 09 notoro 2021 poky AnAa YKpaiHu
aHrNiNCbKOK, YKPAIHCbKOK Ta POCIACbKOW MOBaMW [0 NPOTOKOJY KAIHIYHOrO BMNPOOYBaHHA «52-
TUXKHEBE, paHAOMI30BaHe, NOABIiHE C/line, MbXHapoAHe, 6araToLeHTPOBE AOC/IMKEHHS 3 4 napanenlbHUMn
rpynamm ans ouiHkm ecpekTMBHOCTI Ta 6e3nekun 3 go3 npenapaty CHF 6532 (10, 25 a6o 50 mr ABivi Ha foby) y
MOPIBHAHHI 3 nnauebo, $Ki nNpuM3HayvaloTbCA [0AATKOBO [0 CTaHAapTHOI Tepanil y nauieHTiB 3
HEKOHTPONIbOBAHOK TSXXKOI €03MHOINIbHOK acTMOM», Ko aocnimpkeHHs CLI-06532AA1-01, Bepcisa 3.0 Bif
17 rpygHa 2019 poky; cnoHcop - Chiesi Farmaceutici S.p.A., ITanis

3asBHUK - TOB «KOBAHC KNIHIKA AEBENOMNMEHT YKPAIHA»

8. 36iN1blUEHHSA KiNIbKOCTI NaUieHTiB, AKi NPUIAMATUMYTb Y4acTb Y KNiHIYHOMY AocCnigKeHHi B YKpaiHi 3i
100 pgo 200 oci6 [0 NpPOTOKOAY K/HIYHOro AocnimkeHHs «dasa 2, GaraTtoueHTpoBe, paHAOMi3oBaHe,
noagiiHe cnine, nnaLe60-KOHTPO/IbOBaHE AOCNIKEHHSA 3 METOH BU3HAYEHHS 403U [/18 OLHKN eqDeKTUBHOCTI
Ta 6e3nekun npenapaty IMU-838, 1110 BUKOPUCTOBYETLCSA B AKOCTI 3aC06y iHAYKLIAHOI Ta nigTpumyoyoi Tepanii
npyv BUPA3KOBOMY KONITi CEpefiHbOro Ta THAXKOro CTyneHs», koA pocnigxeHHs P2-IMU-838-UC, dhiHasibHa
Bepcisa 4.0 Big 17 BepecHs 2019 poky; cnoHcop - Immunic AG, HimeuunHa

3asBHUK - TOB «KOBAHC KNIHIKAN AEBENOMNMEHT YKPAIHA»

9. BK/IlOUEHHA [0[aTKOBOro Micus nNpoBefieHHA KNiHIYHOro BMNPOOYBaHHA B YKpaiHi [0 NpoToKony
KNiHIYHOrO gocnigkeHHs1 «PaHAomi3oBaHe, NoAgiiHe crine, nnauebo-KoOHTPoIboBaHe A0CAiAKeHHS da3un 3
Ansa BuBYeHHA npenapaTy Debio 1143 B kombGiHauil 3 XiMioTepanieto Ha OCHOBI nMpenapartiB NaaTtuHU Ta
NPOMEHEBOI0 Tepanielo 3 MOAY/TbOBAaHWM 3a iHTEHCUBHICTIO NMYyYKOM i CTaHAAPTHUM (DPakuioHyBaHHAM Yy
nawieHTiB i3 MiCLLeBO PO3MNOBCIOMKEHOK MIOCKOKNITUHHO KapLMHOMOIO r0/1I0BU Ta Wi, WO BignosigarTb
KpuTepiam ana pagukansHoi ximionpomeHesoi Tepanii (TrilynX)», kog gocnigpxeHHs Debio1143-SCCHN-301,
Bepcia 4.0 Big 23 nunHa 2020 p. 3 nonpaskamu 1-3; cnoHcop - Debiopharm International S.A., Switzerland
(LWBeliyapis)

3aaBHuK - TOB «IHC Pecepu YkpaiHa»

No M.1.B. BignoBiganbHOro gocnigHnKa

n/n HasBa micus npoBeAeHHs KNiHIYHOTro BUNPOO6YBaHHS

1 nikap Kynaba A4.M.

MegnuHuii ueHTp ToBapucTBa 3 OOMEXEHOH BiANOBIAANBLHICTIO «ACKNEMiOH», CTauioHapHWi
nigpo3ain, Kniscebka 061., Kneso-CBATOLIMHCHKUIA p-H, C.X0A0CiBKa

10. OHoBneHuii po3gin «SKiCTb» CMNPOLWEHOro A0CbE Nlaue6o A0 A0CifKyBaHOro siKapcbKoro
3aco0y YnagauutuHio (ABT-494), TaGneTkn XXOBTOro Konbopy, Bepcia 4.0 P Big 02 xoBTHA 2020 poky
[0 NpOTOKOAMIB KAIHIYHMX BUNpoGyBaHb: «PaHgomizoBaHe, nogsiiiHe cnine gocnigkenHs, |l dasn, ana
MOPIBHAHHA Mpenapaty YnagauntuHio (ABT-494) y surnagi MoHoTepanii 3 MeToTpekcaTtoM, Y nalieHTiB 3
cepeaHbOTSXKOI abo TAXKOW hopMamMu akTUBHOrO PeBMATOigHOro apTpuTty, 3 BiACYTHICTIO afekBaTHOl
Bi4NOBIA HA MeTOoTpekcaT», Kog AocnimkeHHsa M15-555, 3 iHkopnopoBaHUMU AZAMIHICTPATUBHUMW 3MiHaMK 1,
2,3,5 7,8,9, 10 Ta 11 i NonpaBkamn 1, 2, 2.02, 3, 3.02, 4, 5, 5.02 Ta 6 Big 30 uepsHsa 2020 poky ;
«PaHgomizoBaHe, noggiiHe cnine pgocnimkeHHsa I cdasn gns nopiBHAHHA npenapaty YnagauuTuHIO
(ABT-494) y Burnagi moHotepanii oguH pa3 Ha AeHb 3 MeToTpekcaToMm Y BUrNSAA4i MoOHOTepanii y nauieHTis 3
CepeHbOTSXKKOI0 Ta TSKKOK (popmMaMu akTMBHOTO peBMaTOifHOro apTpuTy, WO paHile He OTpuMyBasv



MeToTpekcaT», kog focnipkeHHsa M13-545, 3 iHkopnopoBaHumu AAMiHicTpatuBHuMK 3MiHamu 1, 2, 314 Ta
Monpaekamu 1, 2, 3, 4, 5, 6 Ta 7 Big 01 nunHa 2020 poky ; «PaHgomizoBaHe, noAgiliHe cnine gocnigpkeHHs, |l
hasun, 4N NopiBHAHHA Npenapaty YnagauuTuHio (ABT-494) 3 nnauebo, y nauieHTiB 3 cepeHbOTSXKO abo
TSHKKOIO pOopMaMu aKTMBHOrO PeBMAaToigHOro apTpuTy, WO OTPUMYIOTb CTaHAapTHI CUHTETUYHI XBOPO6O-
mMoaundikytoui npoTmpeBmatuyHi npenapatn (ccXMIMPI) B cTabinbHili 403i Ta He 4OCAr/IM afekBaTHO! BIANOBIA
Ha ccXMTIPIM», kog gocnigxkeHHs M13-549, 3 iHkoprniopoBaHumMy nonpaskamu 0.01 (Tinbkn gna KaHagw), 1,
1.01 (tinbkn ansa Kopert), 1.01.01 (Tinbkn ana Kopei), 2, 2.01 (Tinbkn ana Kopei), 2.02 (Tinekn gna KaHaan), 3,
4,5, 6, 6.01 (gna VHP-kpaiH, /lnten Ta Npeu,ii) Ta 7 Big 15 nunHa 2020 poky; «PaHgomizoBaHe, NoABiiiHe cnine
pocnigpkeHHs, [l dhasmn, ana nopiBHAHHA NpenapaTty YnagauuTtuHio (ABT-494) 3 nnaue6o Ta 3 aganimymaoom,
y NauieHTIB 3 cepeHbOTSKKO abo TSHKKOK hopMaMy akTUBHOINO PEBMATOIAHOrO apTpuTy, WO OTPUMYHOTb
CTabinbHy 6a3ncHy Tepanito MeToTpekcaToM Ta He A0CArM afekBaTHOI BigNoBigl Ha HEl», KO4 AOCiAKEHHS
M14-465, 3 iHkopnopoBaHot AaMmiHicTpaTBHOK 3MiHot 1 Ta MNonpaekamu 0.01, 0.01.01, 1, 2, 2.02, 3, 3.01, 4,
4.03, 5 Ta 6 Big 22 kBiTHA 2020 poky; «baraToueHTpoBe, TpuBasie NOAOBXKeHe AocimKeHHs Il dhasu 3 ouiHKK
6e3neyHocTi Ta eqEeKTUBHOCTI YnagauuTuHioy (ABT-494) y nauieHTiB 3 BUPAa3KOBUM KOJIITOM», KO
pocnimpkeHHa M14-533, 3 iHkopnopoBaHuMu AAMiHICTPaTUBHUMM 3MiHamn 1, 3, 5, 6, 7 i 8 (Tiibkn ona KaHaan)
Ta Monpaskamu 0.01, 1, 2, 3, 4 Ta 5 Big 30 kBiTHA 2020 poky; «PaHAoMi30BaHe, NoAgiliHe c/ine AOCNifKEHHS,
[l dhasm, pna nopiBHAHHA Npenapaty YnagauntuHio (ABT-494) 3 nnauebo Ta 3 agasiimymaboMm y naLieHTiB 3
aKTMBHMM MCOpPiaTUYHUM apTPUTOM, SKi MalTb B aHaMHe3i HeafekBaTHY BifgnoBiAb NPUHaMHI Ha OAVH
Heb6io10riYHKI XBOPO6O-MOAMAIKYIHOUNIA NpoThpeBMaTMYHMin npenapat (XMMPM) — SELECT — PsA 1», kog
pocnipkeHHsa M15-572, 3 iHkopnopoBaHUMU agmiHiCTpaTuBHUMM 3MiHamy 1, 2, 3, 415 Ta MNMonpaskamu 1, 1.01
(nns VHP kpain) 2, 3, 4, 5 Ta 6 Big 15 TpaBHsa 2020 poky; «baraToLeHTpoBe, paHAoMizoBaHe, No/BiliHe cnine,
nnaueb0-KoOHTPOIbOBaHE AOCAIMKEHHS HAYKUINHOT Tepanii Ans BUBYEHHSA e(eKTUBHOCTI Ta 6e3neyHocTi
Ynapgauututioy (ABT-494) y naujieHTiB 3 XBopo60to KpoHa Bifg, cepeiHb0BaXKOT 0 BaXXKOT (DOPMUN aKTUBHOCTI,
Y SAKUX BUHUKA HeadeKBaTHa BignoBiAgb UM HENEPEHOCUMMICTb CTaHAapTHOI Ta/abo GionoriyHoT Tepanii», Kog,
pocnigxeHHa M14-433, iHkopnopoBaHuii nonpaskamu 1, 2, 3, 4 Ta 5 Big 29 kBiTHA 2020 poOKy;
«baraTtoueHTpoBe, paHAoOMi3oBaHe, MoAgiiiHe crine, naaueb0-kOHTPOSIbOBaHE AOCAIMKEHHSA iHAYKUIAHOT
Tepanii 4N BUBYEHHA eeKTUBHOCTI Ta 6e3neyHoCcTi YnagauutuHioy (ABT-494) y nauieHTiB 3 XBopo6oto
KpoHa Bif cepefHbOBaXKOi 40 BaXKKOi (pOpMM aKTMBHOCTI, Y AKMX BWHUKNA HeaJekBaTHa BignoBigb Ha
GiosioriyHy Tepanito abo i HenepeHOCUMICTb», Kog, AocnigpkeHHs M14-431, iHkopnopoBaHuiA nonpaskamn 1, 2,
3, 4 Ta 5 Big 29 kBiTHA 2020 poky; «baraToueHTpoBe, paHAOMi30BaHe, MNoABiliHE crine, nnaueb6o-
KOHTPO/IbOBaHe [OBIOCTPOKOBE MPOAOBXEHe [OCAIMKEHHA NiATPpUMYKOUOT Tepanii ANnA  BUBYEHHSA
ehekTnBHOCTI Ta 6e3neyHoCTi YnagauntuHioy (ABT-494) y nauieHTiB 3 xBopoboto KpoHa, ki 3aBepLunan
pocnimpkeHHss M14-431 un M14-433», koa gocnigxeHHs M14-430, iHkoprniopoBaHuii nonpaBkamn 1, 2, 3,4 1a5
Big 29 kBiTHs 2020 poky; «PaHgomMizoBaHe, NoAgiliHe crine, nnauebo-KoOHTPoboBaHe AochimpkeHHa da3un 3
ONS OUiHKK NpenapaTty ynagauuTuHIO y nignitTkie Ta 4OPOCNMX NAUIEHTIB 3 MOMIPHUM Ta TSHKKAM aToMNiYHUM
AepmaTutom», Kog, aocnimpkeHHs M16-045, sepcis 5.0 Big 29 kBiTHA 2020 poky ; «[porpama paHA0oMi30BaHUX,
nnaueb0-KOHTPOIbOBaHNX NOABIMHUX CAINUX AOCNimpKeHb dha3n 3 AN OLiHKM edeKTUBHOCTI Ta 6e3neyHOCTi
YnagauuTuHioy y Aopocnmx NauieHTiB 3 akCia/lbHUM CMNOHAWMI0apTPUTOM», KOA AociimpkeHHA M19-944,
Bepcisa 3.0 Big 01 notoro 2020 poky; cnoHcop - AbbVie Inc., USA

3anBHuK - «<EB6BI BiothapmachktoTikan3 TM6X», LLseliLapisa

11. Cxema ynakoBku PathoPak 1L pana HapgaHHA naudieHtam, UN3373 karteropia B, Bepcia 1.1,
yKpaiHCbKOol0 MoBOI0; Cxema ynakoBku PathoPak 1L ana HapgaHHA nauieHTam, UN3373 kateropis B,
Bepcif 1.1, pociiicbKolo MOBOIO A0 NPOTOKO/Y K/iHIYHOro BUNPOo6yBaHHA «baraToLueHTpoBe AOBrOCTPOKOBE
po3LUIMPEHE AOCNIMXKEHHS 3 OLiHKM 6e3nedyHoCTi Ta eddeKTMBHOCTI npenapaTy GSK3196165 npu nikyBaHHI
peBMaTOigHOro apTpuTy», KOA4 AochimpkeHHs 209564, Big 14 xoBTHA 2019 poky; cnoHcop - GlaxoSmithKline
Research & Development Limited, United Kingdom

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

12. Cxema ynakoBku PathoPak 1L pnsa HagaHHa naudieHtam, UN3373 karteropis B, Bepcia 1.1,
YKpaiHCbKOI MOBOI0; Cxema ynakoBku PathoPak 1L ana HagaHHA ydacHUKaM gocnigkeHHs, UN3373
Kateropia B, Bepcia 1.1, pociiicbkOl0 MOBOI [0 MPOTOKOJ/Y KAIHIYHOTO [OCMIMKEHHS «52-TUXKHEBe,
GaraTtoueHTpoBe, paHAOMi30BaHe, MOABIMHE cnine AOCiMKEHHA a3n 3 Ans OuiHKM edekTMBHOCTI Ta
6e3neyHocTi npenapaty GSK3196165 y komGiHauii 3 MeTOoTpekcatoM Y MOPIBHAHHI 3 niauebo i
ToQaUUTUHIOOM Y NaLiEHTIB 3 aKTMBHMM peBMaTOIAHNM apTPUTOM CEPEAHbOrO Ta TSKKOrO CTYMEHS, SKi Masin
He/l0CTaTHIO BiANoOBiAb Ha NiKkyBaHHSA MeTOTPeKcaToM», Ko, AocnimkeHHs 201790, 3 nonpaBkoto 02 Big 21
ciuyHa 2020 poky; cnoHcop - GlaxoSmithKline Research & Development Limited, United Kingdom

3anBHWK - MignpuemcTBo 3 100% iHo3eMHolo iHBecTULico «ANK'IOBIA PAC YkpaiHa»



13. IHhopmauia ana nauieHta i Popma iHchbopmoBaHoOi 3rogu, MogenbHa Bepcia gnsa YkpaiHu (ansa
YactuHu Il pocnigxeHHs) | sepcia 7.0 | 13 ciuHA 2021 poky, YKpPAiHCbKOIO Ta POCifiCbKOIO MOBaMu 0
MPOTOKO/Ty  KAIHIYHOrO  AocnigkeHHs «PaHAoMi3oBaHe noggiiiHe cnine  nnaue60-KOHTPOSboBaHe
baratoueHTpoBe fochipkeHHAa a3 2b, Wo npoBOAMTLCA Y NapasiefilbHUX rpynax 3 METOH OLiHKA
6e3neyHocTi Ta edpeKTUBHOCTI 3acTocyBaHHA npenapaty JNJ-64304500 y nauieHTiB 3 XBOpo6oo KpoHa B
aKTMBHIl hasi Big cepedHbOro A0 BaKKOTO CTYMEHS TSHKKOCTI», kog, gocnimkeHHs 64304500CRD2001, 3
iHKopriopoBaHoto nornpaskoto 6 Big 04 nitotoro 2020 poky; cnoHcop - «AHcceH-Cinar IHTepHelwHn HB», berbris
/ Janssen-Silag International NV, besbris

3aasHuK - TOB «[MAPEKCE/ YkpaiHa»

14. 3miHa MicuA npoBeAeHHA BMNPOGYBaHHA [0 NPOTOKOY K/iHIYHOro AocnigxeHHs «bararoueHTpose,
BiAKpUTe, AOBroTpMBaie PoO3LLIMPEHE AOCIMKEHHSA 6e3NeUYHOCTi Ta e(PeKTMBHOCTI JlikyBaHHA DiNroTiHiGom y
nawuieHTiB 3 akTVBHWM McopiaTUyHUM apTpUTOM cepefHboro abo TSXKKOro CTyNeHs», KoA4 AOCNiMKEeHHS
GLPG0634-CL-225, sepcis 4.0 Big 28 ciuns 2020 poky; crnoHcop - lananaroc HB, Benbris (Galapagos NV,
Belgium)

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

BYNO CTANO

4.M.H., npody. Hapatwkesny O.H. O.M.H., npodp. Hapatwkesny O.H.

KniHiuHni rocnitans [lep)xaBHOI NPUKOPAOHHOT | MegUYHUIA LEeHTP TOBapucTtBa 3 OOMEXEHOI
cnyx6u YkpaiHu (BilicbkoBa 4acTuHa 2522), | BignoBigasibHiCTIO «AKkageMiyHa  MeAuUHA
TepaneBTUYHE BigAineHHs, NbBiBCbKNMIA | rpyna», M. /IbBIB

HauioOHaJ/IbHWUII MeAWYHUIA YHIiBepcuTeT IMeHi
Janunna Tlanuybkoro, kKadhegpa  cimeiiHOT
MeguuuHn, M. J1bBiB

15. OHoBneHuii MpoTokon KniHiuHoro gocnimxkeHHa JTX-4014-202, Bepcin 2.0 Big 14 BepecHs 2020 p.,
aHrniicbkol MoBoO0; Bpollypa gocnigHuka gocnigxyBaHoro iikapcbkoro saco6y JTX-4014 Bepcis
4.0 Big, 09 rpyaHs 2020 p., aHrnificbKoo MOBOLO; Bpowypa gocnigHuka fOoCNigKyBaHOro NiKapCbKoro
3acoby Vopratelimab (JTX-2011), Bepcia 7.0 Big 22 BepecHsi 2020 p., aHIMMINCbLKOIO MOBOIO; [OCbE
pocnipkyBaHoro sikapcbkoro 3aco6y Vopratelimab (JTX-2011), Bepcia 2.0 Big 29 »oBTHA 2020 p.,
aHrniincbKkol MoBoOWO; IHchopmauia ana nauieHTa Ta popma iHchopmoBaHoOi 3roau, Bepcia 4.1.0 ansa
YKpaiHu, aHrfiicbkolo MOBOM, Big 21 rpygHa 2020 p.; IHcdopmauis gna naudieHta Tta cdopma
iHcbopmoBaHOi 3roau, Bepcia 4.1.0 ana YKpaiHuU, yKpalHCbKOIO MOBOIO, Bif 21 rpyaHs 2020 p.;
IHhopMmauia ana nauieHTa Ta popma iHpopmoBaHoi 3rogu, Bepcia 4.1.0 gna YKpaiHu, pocilicbKoto
MoBoto, Big 21 rpyaHa 2020 p.; IHcopmauis gna naudieHta Ta cdopma iHhopMoBaHOI 3rogu Ha
npoBefeHHA NonepeaHbLOro CKPUHiHry, Bepcia 3.1.0 AnAa YKpaiHu aHrniincbKo MoBoto Big, 09 rpyaHsa
2020 p.; IHchbopmauia ana nauieHta Ta cpopma iHpopmMoBaHOI 3rogM Ha NpoBeAeHHS nonepeaHbLOro
CKpUHiHry, Bepcia 3.1.0 gnAa YKpaiHm yKpaiHCbKoo MoBOKO Big 09 rpyaHs 2020 p.; IHcdopmauia ana
nauieHTa Ta oopma iHchopmoBaHOi 3roan Ha NPoBeAEeHHA NonepeaHbOro CKPUHiHry, Bepcis 3.1.0 ons
YkpaiHu pociiicbkolo MoBoto Big, 09 rpyaHsa 2020 p. 40 NPOTOKO/Y KNiHIYHOrO AOCAIAKEHHA «[JOCNigKEHHS
2 pasu iHribitopy PD-1 JTX-4014 B sKOCTi MOHOTepanii Ta y kombiHaLii 3 BonpateniMabom, skuii € aroHiCTOM
ICOS, y naujeHTiB 3 MeTacTaTU4HUM He[pPiGHOKMTITUHHUM pakoM neredb (HAPJ) nicna ogHoro nonepegHso
OTPUMAHOrO pexuMy nNIaTUHOBMICHOT XiMioTepanii, BifibpaHuX 3a 6iomMapkepamu», KO [AOCNifXeHHSA
JTX-4014-202, Bepcia 1.0 Big 13 ciuHa 2020 poky; cnoHcop - Jounce Therapeutics, Inc., United States of
America

3anBHuK - ToBapucTeo 3 ObMexeHot BignosigasbHicTio «KoHTpakTHO-JocnigHuubka OpraHisauis IHHogapm-
YkpaiHa»

16. IHchopmauisa ana nauieHTa Ta iH(bopmoBaHa 3rofa Ha yyacTb Y HAyKOBOMY AOCAIgKeHHI Ta
HeoGOB’sI3KOBOMY AocnimKeHHi, Bepcia 10.0 ana YkpaiHu Big 21 rpyaHAa 2020 poKy, YKpalHCbKOIO Ta
pociliicbkolo MoBamMu; 3MiHAa agpecu 3asBHUKA K/iHIYHOro BuUNpoGyBaHHA - «EGOGBI
BiochapmacbloTtikans 'm6X», LBeiduapis 40 NPOTOKOAY KAIHIYHOrO JocnimkeHHs «PaHgomizoBaHe,
noagiive cnine gocnimkexHs, Il dasn, onsa nopiBHAHHA npenapaty YnapgauuTtuHio (ABT-494) y surnagi
MOHOTepanii 3 MeToTpekcaToM, Y nauieHTiB 3 CepeAHbOTSXKOW abo TAXKOW dopMaMy akTUBHOro
peBMaToiHOro apTpuTy, 3 BIACYTHICTIO aeKBaTHOI BiANOBiAi HA MeToTpekcaT», KoA AocnimkeHHs M15-555, 3
iHKopriopoBaHMy AgMiHICTpaTuBHUMU 3MiHamun 1, 2, 3, 5,7, 8,9, 10 Ta 11 i Monpaekamn 1, 2, 2.02, 3, 3.02, 4,
5, 5.02 Ta 6 Big 30 yepBHA 2020 poky ; cnoHcop - AbbVie Inc., USA

3anBHuK - «E66BI BiothapmacsioTikan3 TM6X», LLBeliuapis



BYNoO

CTAIO

Helixodwtpacce 23, 6341 m. Baap, LLBeliyapis
(Neuhofstrasse 23, 6341 Baar, Switzerland)

Anbte LUTtaiiHxay3epwTpacce 14, 6330 Xawm,
LBeiinapia (Alte Steinhauserstrasse 14, 6330

Cham, Switzerland)

17. 3pa3ku 306paxkeHb eKpaHy eNeKTPOHHOro NpPUCTpPor 3 nNporpaMmHMM 3aGesneuveHHAM TrialSlate
(Bepcis 1 Big 04 rpyaHsa 2020 poKy YKpaiHCbKOK MOBOIO A/151 YKpaiHu; Bepcifa 1 Big 26 nuctonaga 2020
POKY POCiliCbKOI0O MOBOIO A/ YKpaiHu), W0 BUKOPUCTOBYBATUMETLCSA NaLi€HTOM AJ1I 3arNOBHEHHSA
aHKeT: AHkeTa «lUBupka ouiHka 6onto (ckopouyeHa dhopma)» (BPI-SF); OnutyBanbHUK «BTtoma -
KopoTtka chopma 7a» (PROMIS Fatigue SF 7a); OnuTyBaNibHUK ANA OLiIHKU AKOCTI XXUTTA EORTC QLQ-
C30; OnuTyBa/IbHUK ANS1 OLiHKU SIKOCTi XUTTA EORTC-QLQ-MY20; AHKeTa Wo[0 CTaHy 340pOB’A
EQ-5D-5L; BukopuctaHHA CyYMKU-XON04WIbHUKA A1 TPAHCNOPTYBaHHA NauieHTamu 3paskiB cedi o
[OCNIAHULBLKOIO LeHTpy; 3MiHa BignoOBiAa/IbHOrO A[OCAIAHUKA Y Micui NpoBeAeHHs KAiHIYHOro
BUNPOOYBaHHA; 3MiHa agpecu 3assBHUKa K/iHIYHOro BMNpo6yBaHHA — «EGGBI BiodapmacbloTikan3
FM6X», LWWBeliyapia 40 NPOTOKOMY K/iHIYHOrO BUNPOOYBaHHA «baraToLeHTpoBe paHAoMi30BaHe BigkpuTe
JocnipkeHHA dasn 3 419 BUBYEHHSA BEHETOK/IaKCy Ta [ekcameTasoHy Yy MOPIiBHAHHI i3 noMasnigomigom Ta
JekcameTa3oHOM Yy nauieHTiB i3 t(11;14)-nO3UTUBHOK peunanBHOI abo pedpakTePHO MHOXUHHOK
MiENOMOI0», koA gocnimkeHHsa M13-494, sepcisa 8.0 Big 30 simnHa 2020 poky.; cnoHcop - AbbVie Inc., USA /
E66BI IHk, CLUA

3anBHuK - E66BI BiodhapmachkioTikans MM6X, LUBeiuapis

BYNO CTANO
nikap MununeHko I.B. nikap Horaesa /1.1.
KomyHasibHe HekomepLiiHe nignpuemcTeo | KomyHanbHe HekomepLiiHe nigNnpPUeEMCTBO

«Yepkacbknii 061aCHWI OHKOJTOTIYHWIA gucnaHcep
YepKacbKoi obnacHoi pagu», O6nacHwuii
NiKyBa/IbHO-AjarHOCTUYHWIA TEMATOSONYHWIA LEHTP,
M. Yepkacu

«Yepkacbkuini 06/1aCHWA OHKOJIOTIYHWIA gucnaHcep
YepkacbKoi obnacHoi paau», O6nacHuit
NiKyBa/IbHO-AjarHOCTUYHWIA TEMATONONYHNIA LUEHTP,
M. Yepkacu

BYNO

CTAIO

Helixochwmpacce 23, 6341 m. Baap, Llseliyapis
(Neuhofstrasse 23, 6341 Baar, Switzerland)

Anbme Llimailinxay3epwmpacce 14, 6330 Xawm,
Uigetiyapis (Alte Steinhauserstrasse 14, 6330

Cham, Switzerland)

18. Bk/lOUEHHA [OAATKOBOro Micus npoBefeHHs1 K/iHIYHOro BUNpoOyBaHHA; 3MiHa HasBU Micus
NpoBeAEeHHA KNiHIYHOrO BUNPOGYyBaHHA [0 NPOTOKONY «PaHfomizoBaHe gocnimkeHHs Il dasn gns ouiHkm
UMCTEKTOMIT B KOMOBIHaLi 3 nepionepawiiHum 3acToCyBaHHAM NeM6posi3ymady Ta /15 OUIHKM LMCTEKTOMIT B
KoMOiHaLjii 3 nepionepauiiiHnm 3acTocyBaHHAM eHopTyMaby BeAOTUHY Ta nem6posiisymaby NOpiBHAHO 3
NPOBEAEHHSAM TiNIbKMA LMCTEKTOMIT AN yYaCHUKIB 3 M’SI30BO-iHBA3VBHUM PakOM CEYOBOr0o Mixypa, sSiKUM He
MOXHa NpoBOoAMTU JlikyBaHHA uucnnatnHom (KEYNOTE-905/EV-303)», koa gocnimkeHHs MK-3475-905, 3
iHKopriopoBaHoto nonpaskoto 02 Big 05 cepnHsa 2020 poky; cnoHcop - "Mepk LWWapn EHA Joym Kopn.", aovipHe
nignpnemctBo"Mepk EHA Ko.,IHK." (Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc.), CLLA
3anaBHUK - TOBApUCTBO 3 0OMEXEHO0 BignoBiganbHicTio «MC/L YkpaiHa»

No MN.1.B. BignoBiganbHOro gocnigHuka
n/n Ha3ga Micus npoBeAeHHsA K/iHIYHOro BUNPo6yBaHHSA
1 nikap Nineubka O.1.
KomyHanbHe HekomepuiiHe NignpueMcTBO «XXUTOMUPCLKUIA 06/1aCHWUIA OHKOMOTIYHWI AucnaHcep»
YKutomnpcbkoi o61acHoi paam, XimioTepaneBTUYHe BiggiieHHs, M. XKutomup
BYNO CTANO
K.M.H. JlInukoscbkuin O.E. K.M.H. JlInukoscbkuin O.E.
KomyHanbHe HekomepLiiHe nianpuemMcTBo | KomyHanbHe HekomMepLiiHe nigNnpUeEMCTBO

JbBiBCbKOI 06M1acHOi pagn «J/lbBiBCbka 06nacHa
KNiHiYHa  NikapHs», yponoriuHe BigfiNeHHS,
JIbBIiBCbKWIA HaLjiOHa/IbHUA MeAUYHUIA yHiBEpCUTET
iMeHi JaHwna [anuubkoro, kadegpa yponorii,
M. JIbBiB

JlbBiBCbKOI 06M1acHOi pagn «J/IbBiBCbka 06nacHa
KNiHiYHa  nikapHa», BigAaineHHa yponorii 3
KaGiHeTOM niToTpuncil, /IbBIBCbKMIA HaLiOHa/IbHWIA
MeANYHUIA yHiBepcuTeT iMeHi JaHuna anuupkoro,
Kadheapa yposnorii, M. J/IbBiB




19. 3HiMKM eKkpaHy 3 nnaHweTta (eCOA) EQ-5D-5L AHKeTa cTaHy 340pOB’A, Bepcis 1 Big 12 ciuHAa 2021 p.,
aHrNificbKoK MOBOIO Ta NepeKnaj yKpaiHCbKO MOBOIO; 3HIMKU ekpaHy 3 nnaHweTta (eCOA) EQ-5D-5L
AHKeTa cTaHy 34,0poB’s, Bepcia 1 Big 19 ciuHsA 2021 p., aHrNilicbKolo MOBOIO Ta NepeKnag, PociicbKoK
MoBOIO; 3HiMKU ekpaHy 3 nnaHweTta (eCOA) eRS-COPD-EXACT, Bepcia 1 Big 04 ciuHa 2021p.,
AHINIACbKOIO MOBOIO Ta MepeK/naf YKPaiHCbKO MOBOLO; 3HIMKM eKpaHy 3 njiaHweta (eCOA) eRS-
COPD-EXACT, Bepcis 1 Big 13 ciuHa 2021p., aHrNiiCbKOIO MOBOIO Ta Nepeksiag PocCilicbKO MOBOIO;
3HiMKM eKkpaHy 3 niiaHweTta (eCOA) PGIC 3aranbHe BpaXeHHs nauieHta npo 3miHy (PGIC) cumntomiB
X031, Bepcisa 1 Big 04 ciuHa 2021p., aHrNilicbKOKD MOBOIO Ta Nepeknas YKpaiHCbKOK MOBOKO; 3HIMKU
eKpaHy 3 nnaHweta (eCOA) PGIC 3arasibHe BpaXeHHA nauieHta npo 3miHy (PGIC) cumntomiB XO3/1,
Bepcis 1 Big 13 ciuHa 2021p., aHrNiicbKOK MOBOLO Ta NepeKiaf PocCilicbKoo MOBOIO; 3HIMKM eKpaHy 3
nnaHweTta (eCOA) PGIS 3aranbHa ouiHKa cTyneHs TskkocTi (PGIS) cumntomiB XO3J/1 nauieHTOM,
Bepcis 1 Big 04 ciuHA 2021p., aHrNilicbKo MOBOIO Ta Nepeknag, yKpPaiHCbKOK MOBOLO; 3HIMKM eKpaHy 3
nnaHweTta (eCOA) PGIS 3aranbHa oujiHKka cTyneHAa TsbkkocTi (PGIS) cumntomiB XO3/1 nauieHTOM,
Bepcis 1 Big 13 ciuHa 2021p., aHriACbKOIO MOBOLO Ta NepeKaf POCilicbKOlo MOBOIO; 3HIMKM eKpaHy 3
nnaHweTa (eCOA) SGRQ OnuTtyBasibHUK rocnitanto CB. leoprifa ANA OUiHKM NPoGJsiIeM 3 AUXAHHAM,
Bepcis 1 Big 04 ciuHA 2021p., aHrNiliCbKOIO MOBOIO Ta Nepeknag, yKpaiHCbKOK MOBOLO; 3HIMKM eKpaHy 3
nnaHweTta (eCOA) SGRQ OnuTyBa/ibHUK rocnitasito CB. leoprif Ans OUiHKM NPO6G/ieM 3 [UXAHHAM,
Bepcis 1 Big 13 ciuHa 2021p., aHr/1iACbKOIO MOBOLO Ta NepeKiaf POCiliCbKOK0 MOBOIO; 3HIMKM €KpaHy 3
nnaHweTta (eCOA) IMPDosing EneKTpOHHUIA WOAEHHUK BBeAEHHA AOC/iMKYBa/IbHOINO NiKapCbKOro
3aco0y, Bepcisa 1 Big 04 ciuHA 2021p., aHrNiACbKOO MOBOIO Ta Nepeknag YKpaiHCbKO MOBOKO; 3HIMKK
eKpaHy 3 nnaHweTa (eCOA) IMPDosing ENeKTpOHHWiI WOAEHHUK BBEAEHHA AOCNIMKYBa/IbHOrO
nikapcbkoro 3aco6y, Bepcis 1 Big 13 ciuHAa 2021p., aHrNilicbKOl MOBOIO Ta Nepeknag pocilicbKoto
MOBOI0; 3HIMKU eKpaHy 3 nnaHweTta (eCOA) ControRescueRelieverMed 3actocyBaHHA npenapaTty ansa
KOHTPOJII0 3aXBOPIOBAHHAIANA NMOJIEreHHA cMMNTOMIB, Bepcia 1 Big 04 ciuHa 2021p., aHrnificbKowo
MOBOIO Ta nNepeKknaj YKpaiHCbKOW MOBOK; 3HIMKM ekpaHy 3 nnaHweta (eCOA)
ControRescueRelieverMed 3actocyBaHHA npenapaty ANA KOHTPONK  3axBOploBaHHAIANA
noJierweHHs CMMNTOMIB, Bepcia 1 Big 13 ciuHA 2021p., aHrNilicbKolo MOBOIO Ta Nepeknag pociicbKoto
MOBOIO; 3HIMKM eKpaHy 3 nnaHweTta (eCOA) HH Training Module HaBuyanbHuiA mogynb i3
KOPUCTYBaHHA MOPTaTUBHUM NPUCTPOEM, Bepcia 1 Big 17 rpyaHAa 2020p., aHrNificbKolo MOBOKO Ta
nepeknag yKpaiHCbKoO MOBOIO; 3HiMKU ekpaHy 3 niaHweta (eCOA) HH Training Module HaBuanbHnii
MoAy/b N0 POGOTi 3 NOPTATUBHUM NPUCTPOEM, Bepcifa 1 Big, 11 rpyaHsa 2020p., aHr1iiCbKOKO MOBOIO Ta
nepeknag pociiicbkold MOBOK; 3HiMKM ekpaHy 3 miaHwerta (eCOA) Reminderlcon CKpiHWOTK
CTapToBOro MeHio, Bepcia 1 Big 04 ciuHAa 2021p., aHrNiACLKOIO MOBOKO Ta Nepeksnag YKpaiHCbKOH
MOBOI0; 3HIMKMK eKpaHy 3 nnaHweTta (eCOA) Reminderlcon CKpiHWOTU CTapTOBOro MeHt0, Bepcia 1 Big
13 ciuHA 2021p., aHINIACbKOD MOBOK Ta Mepeknap pocificbkolo MoBOK; KopoTka iHCTpyKuisa ans
nauieHTa. MopTaTtuBHMiA NnpucTpiii. Bepcis 1.0 Big 16 nuctonaga 2020 p. ykpaiHCbKO MOBOIO; KopoTka
iHCTPYKUiA anAa nauyieHTa. MopTtaTnBHUiA npucTpiid. Bepcia 1.0 Big 16 nuctonaga 2020 p. pociiicbKoto
MOBOIO 0 MPOTOKOJTY KNiHIYHOrO AocnigpKeHHs «PaHgomizoBaHe, noagiliHe cnine, nnaue6o-KoOHTpoiboBaHe
JocnimpkeHHa 3 dpasu B napaviesibHUX rpynax, Lo NpoBoANTLCA AN BUBYEHHSA e(PeKTUBHOCTI, 6e3MeYHOoCTi Ta
nepeHocumocTi npenapaty SAR440340/REGN3500/itenekiMab (MOHOK/IOHaU/IbHI aHTUTINA, cnieuundivHi oo
IL-33) y nauieHTiB i3 MOMIPHUM Ta BaXKKMM XPOHIYHMM OOGCTPYKTMBHMM 3aXBOPHOBaHHAM nereHb (XO3/1)», kog
pocnipkeHHs EFC16750, Bepcia 1 Big 25 BepecHs 2020 poky; crnoHcop - sanofi-aventis recherche &
developpement, France (CaHodi-ABeHTIC peluepLl e geBenonmar, dpaHuis)

3asaBHUK - TOB «CaHogi-ABEHTIC YKpaiHa»

20. IHCTpyKLUiA nauieHTy no 3a6opy A060BOI ceui, Bepcis 1.0 Big 14 ciuHa 2021 poKy, YKpalHCbKOIO
MOBOI0; IHCTPYKL,ifA NaLlieHTy no 3a6opy A060BOI cedi, Bepcis 1.0 Big 25 ciuHsa 2021 poky, pociiicbKoto
MoBolo; BnaHk AnA 3anoBHEHHs faHuX no 3abopy A060Boi ceui, Bepcia 1.0 Big 20 ciuHa 2021 poky,
YKpalHCLKOI0 MOBOIO; BaHk AN 3anoBHEHHA AaHUX Mo 3a60py A060BOI cedi, Bepcis 1.0 Big 25 ciuHa
2021 poKy, pocCilicbKO MOBOIO [10 MPOTOKOY KIIHIYHOIO AOCNiMpKEHHS «JocnimkeHHs hasm 2 onanapuéy
y KOMGiHaLiT 3 nemMbponizymabom y nauieHTIiB 3 paHille NikoBaHWM PO3MNOBCIOMKEHVM PaKoM 3 MyTaLielo reHa 'y
CUCTEMI TFOMOJIONYHOT pekoMbiHauiiiHoi penapaudii (HRRm) AHK Ta/abo 3 nopylweHHAM TOMOMOriYHOT
pekombiHauii (HRD) AHK», kog gocnigpxeHHs MK-7339-007, 3 iHkopnopoBaHoto nonpaskoto 01 Big 09 BepecHs
2019 poky; cnoHcop - «Mepk LWapn EHa Joym Kopn.», godipHe nignpnemctBo «Mepk EHA Ko., IHK.», CLUA
(Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

3asBHUK - TOBApUCTBO 3 0OMEXEHOI0 BiAnoBigasbHICTI0O «MC/[, YKpaiHa»

21. 36inbLeHHs 3an/1aHOBaHOT KiNlbKOCTI AOCNiAKyBaHUX A/151 BK/IIOYEHHS Y KNiHiYHe BUNPOOGYBaHHA B
YKpaiHi: 3 5 g0 15 CKpUHOBaHUX [0 MPOTOKO/Y K/iHIYHOrO BUMNPOOYyBaHHA «EdieKkTUBHICTL Ta 6e3neka
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npogoinakTMyHoro 3acrtocyBaHHsA KoHUu3ymalOy y nauieHTiB 3 remodinieto A um B, He ycknagHeHow
iHriGiTopamu», Kog gocnimpkeHHsa NN7415-4307, diHanbHa Bepcisa 4.0 Big 06 nmnHa 2020 p.; cnoHcop - Novo
Nordisk A/S (JaHis)

3asaBHUK - TOB «HoBo Hopgick YkpaiHa»

22. 3MiHa TPMBAJIOCTI KNiHIYHOTO BUNPOGYBaHHA B CBIiTi Ta B YKpaiHi 3 1-ro kBaptasny 2021 poky Ao 1-ro
KBapTany 2022 poKy 40 NPOTOKO/TY KNiHIYHOro BMNpo6yBaHHA «PaHgomizoBaHe, 6aratoLeHTpoBe, BigkpuTe,
nopiBHAMbHe pgocnimkeHHs ll dasn gna Bu3HavyeHHs edhekTuBHOCTI AypBasiymady um KOMOiHaui
[ypsanymaby i Tpemenimymaby y koMOGiHaUil 3 NN1aTUHOBMICHOK XiMioTepanieto y NepLiii AiHii nikyBaHHSA
nauieHTiB 3 MOWWPEHNM AOPIGHOKNITUHHUM pakom neredHiB  (4PJ1) (KACMIAH)», kop AOCAifKEHHs
D419QC00001, Bepcida 6.0 Big 16 ciuHa 2020 p.; cnoHcop - AstraZeneca AB, Sweden

3asBHUK - TOB «ACTPA3EHEKA YKPAIHA»

23. bpouwypa ana nauieHTta, Bepcia VO2UKR(uk)01 Big 30 rpyaHa 2020 poKy, YKpPaiHCbKOKO MOBOIO;
Bpouwypa gnsa nauieHTa, Bepcia VO2UKR(ru)01 Big 30 rpyaHAa 2020 poKy, pociiicbkolo MOBOIO; Cxema
pocnipkeHHA AnAa nauieHTiB, Bepcia VO1UKR(uk) Big 26 6epe3HAa 2020 poKy, YKpalHCbKOIO MOBOIO;
Cxema gocnimpkeHHA Ana naudieHTtiB, Bepcia VO1UKR(ru) Big 26 G6epe3Ha 2020 poky, pOCiliCbKOto
MoBoto; MOCIGHMK i3 gocnimKkeHHA ANnA nauieHta, Bepcia VO2UKR(uk)01 Big 30 rpygHs 2020 poky,
YKpaiHCbKOIO MOBOL0; KepiBHULITBO i3 focnigpkeHHA Ana nayieHTta, Bepcia VO2UKR(ru)01 Big 30 rpyaHs
2020 poKy, pociiicbkolo MmoBoOlo; JlucTtiBKa gnsa nauieHTtiB, Bepcia VO1IUKR(uk) Big 26 6epesHa 2020
POKY, YKpaIHCbKOIO MOBOIO; JIuctiBka ansa nauieHtiB, Bepcia VO1UKR(ru) Big 26 6epe3Ha 2020 poky,
pociiicbkolo MoBoto; Mnakat ansa nauieHTtiB, Bepcia VO1UKR(uk) Big 26 GepesHa 2020 poky,
YKpaiHCbKOI0 MoBoOI; MnakaT AnAa nauieHTiB, Bepcia VO1UKR(ru) Big 26 GepesHa 2020 poky,
pociiicbkoto moBoto; KapTka 3 HaragyBaHHsAM npo Bi3uT, Bepcifa VO1UKR(uk) Big 26 6epe3Hs 2020 poky,
yKpalHCbKOI0 MOBO10; KapTka 3 HaragyBaHHAM npo Bi3uT, Bepcia VO1IUKR(ru) Big 26 6epe3Ha 2020
POKy, pociiicbkoio MoBolo; Bpowypa ans pigHux i gpysiB, Bepcia VO1UKR(uk)01 Big 25 nuctonaga
2020 poky, yKpaiHCbKOlO MOBOW; Bpowypa ans poaudis i apysiB, Bepcia VO1UKR(ru)0l Big 25
nuctonaga 2020 poky, poOCificbkoo MOBOW; JIMCT Bif A[oc/igHMKA MOTEHUiAHOMY Y4YaCHUKY
pocnipkeHHs, Bepcia VO1UKR(uk)02 Big 25 nuctonapga 2020 poKy, YKpaiHCbKOO MOBOIO; JlucT Big,
[OCNigHVKA MOTEHLUiAHOMY Y4YacHUKy AocnimkeHHA, Bepcia VO1UKR(ru)02 Big 25 nuctonaga 2020
POKy, pocCilicbKOl0 MOBOI0; Bpoluypa gns nikaps wo,40 HanpaB/ieHHA NauieHTiB, Bepcia VO2UKR(uk)01
Big, 30 rpyaHa 2020 pokKy, yKpaiHCbKOK0 MOBOIO; Bpolluypa ana nikapa Wwon0 HanpaB/ieHHA NaLlieHTiB,
Bepcia VO2UKR(ru)0l1l Big 30 rpygHa 2020 poky, pociiicbkoio MoBoto; Mpocinb nauieHTa, Bepcis
VO2UKR(uk)01 Big 30 rpygHa 2020 poKy, YyKpaiHCbKoio MoBow; [podchinb nauieHTa, Bepcia
VO2UKR(ru)o1 Big 30 rpygHa 2020 poKy, pociiicbkoo MOBOIO; JIUCT [0 Nikapsa Wo[0 HanpaB/ieHHA
nauieHTiB, Bepcisa VO2UKR(uk)02 Big 30 rpyaHs 2020 poKy, yKpaiHCbKO MOBOO; JTUCT A0 Nnikaps Wwopao
HanpaBJ/ieHHs nauieHTiB, Bepcia VO2UKR(ru)02 Big 30 rpyaHsa 2020 poky, pociiicbkolo MoBoto; dopma
nigTBEpAKEHHA OTPUMAaHHSA AOC/iAKYBaHOro /liKapCbKOro 3aco6y y4acCHMKOM AOCHifKEeHHs, Bepcis
V1.3UKR(uk) Big 12 nuctonaga 2020 poky, nepeknag yKpaiHCbKOI0O MOBOIO Bif 25 nuctonaga 2020
poky; dopma nigTBEPAKEHHA OTPUMaHHA [OC/IAKYBAHOIO JiKapCbKOro 3aco6y Y4YaCHUKOM
pocnipxeHHs, sepcisa V1.3UKR(ru) Big 12 nuctonaga 2020 poky, nepeknag pociicbKoo MOBOIO Bif 25
nnctonaga 2020 poKy; 3a/lydeHHA [0[AaTKOBOrO MiCus NMPoOBeAEHHS BUMNPOOYBaHHA [0 MPOTOKO/Y
KMNiHIYHOro gocnimkeHHs «PaHgomMizoBaHe NoABiliHe criine nnaueb0-KoOHTPO/IboBaHE AOCIMKEHHS dha3n 3 3
OLiHKN eheKTUBHOCTI Ta 6e3Me4YHOCTi niMaBaHCepPUHY siK A04aTKOBOI Tepanii Ana NikyBaHHSA HeratuBHUX
cuMmnTomiB WwnsodopeHii (Advance-2)», kog pocnipkeHHss ACP-103-064, Bepcis 1.0 3 iHKOpnopoBaHO
nonpaskoto 2 Big 07 cepnHa 2020 poky; cnoHcop - ACADIA Pharmaceuticals Inc., CLUA

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

Ne MM.1.6. BignoBigabLHOro AoC/iAHMKa

n/n Ha3Ba Micus NpoBeAEeHHSA K/iHIYHOro BUNPOBGYBaHHS

1 Avpektop Bpybnescbka |.B.

KomyHanbHe HekomepuiiiHe nianpuemMcTBo «KWiBCbka MiCbka MCUXOHEBPO/IOriYHa JslikapHA No3»
BMKOHABYOro opraHy KuiBcbkoi Micbkoi pagn (KWIBCbKOT MICbKOI AepXaBHOI agMiHicTpaui),
3arasibHoncuxiaTpuyHe BigaineHHs Ne4, Kniscbka 061., BacunbKiBCbKUin p-H, CMT. ['ieBaxa

24. OHoBneHwuii MpoTokon kniHiuHoro gocnigxkeHHsa MLN0002SC-3030 iHkopnopoBaHuii nonpaskoto 10
BiA 20 >xoBTHA 2020 poKy, aHrniiicbKkolo MOBOIO; IHthopmoBaHa 3roga. 3roga Ha yyacTb Yy HAyKOBOMY
pocnipkeHHi, Bepcia V5.0UKR(uk)1.0 Big 19 ciuHsa 2021 poky, nepeknag YKpaiHCbKOI MOBOIO 29 CiuHA
2021 poky; InbopmoBaHa 3roga. 3roga Ha yyacTb Y HayKOBOMY AocCnifmKeHHi, Bepcisa V5.0UKR(ru)1.0
Big 19 ciuHA 2021 poky, nepeknag pociiicbkoo mMOBOK 29 ciuHsa 2021 poky; MOCiGHMK yyacHuKa
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pocnipxeHHs, Bepcia 7.0 Big 07 rpyaHa 2020 poky, VO7UKR(uk), ykpaiHCbKOIO MOBOIO; KepiBHUMLTBO
yuyacHuKa gocnipxeHHs, Bepcia 7.0 Big 07 rpygHa 2020 poky, VO7UKR(ru), pociiicbKolo MOBOIO [0
NPOTOKONY K/iHIYHOrO AOCnifpKeHHA «Bigkpute pocnimkeHHs a3 3b Ansa OuiHKM  [OBrocTPOKOBOI
6e3neyHocTi Ta eheKTMBHOCTI BefoNisyMady 414 NiALWKIPHOro BBeAeHHS Y NauieHTiB 3 BUPa3KOBMM KOITOM
Ta xBOpob6ow KpoHa», kog gocnigpkeHHs MLN0002SC-3030, iHkopnopoBaHuii nonpaskoto 07 Bifg 23 KBiTHA
2018 poky; cnoHcop - «Takepa fesenonveHT CeHTep FOpon Jita.» (Takeda Development Centre Europe Ltd.),
Cnony4yeHe KoponiBcTBO

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

25. fJopatkoBa chopma iH(phopMOBaHOI 3roaM NauieHTa Ha AUCTaHUiliHY nepeBipKy AaHuUX, Bepcis
V2.0UKR(uk)1.0 Big 22 ciuHa 2021 poky, nepeknag yKpaiHCbKOH MOBOK Bif 28 ciuHa 2021 poky;
JopatkoBa chopma iHcpopMoBaHOI 3roau nauieHTa Ha A[UCTaHLUiliHY nepeBipKy AaHUX, Bepcia
V2.0UKR(ru)1.0 Big 22 ciuHa 2021 poky, nepekiag pocilicbkolo MOBOK Bifg 28 ciuHa 2021 poky A0
MPOTOKO/ly  KAiHIYHOro BunNpobyBaHHA «PaHgomizoBaHe, noABiliHe chine, nnaue60-KOHTPONboBaHe
JocnigxeHHs b6araTtokpaTHUX 403 ANS iHAYKUIHOT Tepanii, ke NpoBOAMTLCA B NapasienibHuX rpynax Ans
OUjiHKM 6e3MneyHoCTi, NepeHoCUMOCTi Ta OnTUMasibHOI A03K npenapaty ABX464 nopisHAHO 3 nnaue6o B
nauieHTIB 3 BUPA3KOBMM KOMITOM Bif, CepeHbOro A0 TSHXKKOrO CTYMEHSs, Y AKX CNOCTepiracTbCsa HegoCcTaTHA
BiAMOBIAb, BTpaTa BIAMNOBi4i ab0 HEMEPEHOCMMICTb MPUHANMHI OAHOr0 3 TakMx NiKapCbKMX npenapartis;
iMyHOZEenpecaHTiB (TO6TO asaTionpuHy, 6-MepkanTonypuHy, MeTOTpeKkcarty), iHribiTopiB dpaktopa Hekposy
nyxnmHn anba [PHIM-a], Begonizymaby, iHribitopieB JAK Ta (ab0) KOPTUKOCTEPOIAiB», KOA4 AOCMIAKEHHS
ABX464-103, Bepcis 3.0 Big 01 uepBHs 2020 poky; cnoHcop - ABIVAX, ®paHuis

3asBHYK - MignpremcTso 3 100% iHo3eMHoto iHBecTuLje «AVK'IOBIA PAC YkpaiHa»

26. 3miHa BignoBiganbHOro AocnigHUKa [0 NPOTOKOMY KNIHIYHOINO JOoCnimpKeHHA «PaHaoMizoBaHe,
noggiiiHe cnine gocnigpkeHHa ®asu [l 4na ouiHKM edekTMBHOCTI Ta 6e3neYHOCTi 1a3epTiHiGy B MOPIBHAHHI 3
recoiTiHiboM AK Tepanii nepwoi NiHii B nNauieHTiB 3 MicLueBO-NOWMUPEHMM abo MeTacTaTuyHUM
HeAPiGHOKNITUHHUM pakoM JIereHiB 3 MyTalLli€to, WO CEHCUTU3YE pelenTop enigepmMasibHoro hakropa pocTy»,
kog, pocnimxeHHs YH25448-301, sepcia 2 Big 03 BepecHa 2020 poky; cnoHcop - Yuhan Corporation, Republic
of Korea / FOxaH KopnopeiiwH, Pecny6nika Kopes

3aasBHuK - TOB «MAPEKCEJT YkpaiHa»

BYNO CTANO
[.M.H., npoch. [Monoecbka T.M, nikap Mony6esa /1.B.
[lepxaBHa ycTaHoBa «IHCTUTYT MeAn4HOi pagionorii | [JepxaBHa ycTaHoBa «IHCTUTYT MeMYHOI paiosiorii
Ta oHkonorii im. C.M. Fpurop’esa HauioHansHoi | Ta oHkosorii im. C.M. Tpurop’eBa HaujioHanbHOT
akageMmii MeauuyHuX Hayk YKpaiHu», BiAfineHHs | akagemil MeAnuHuX HayK YKpaiHu», BigfineHHs
K/TiIHIYHOT OHKOOTiT Ta remartosorii, M. Xapkis K/TiIHIYHOT OHKOOriT Ta remartoorii, M. Xapkis

27.MoaoBXeHHs TepMiHy NpuaaTHOCTI AOCNiAKyBaHOro nikapcbkoro 3acody ZN-d5 tabneTku 25 Mr Ta
100 mr go 24 wmicAuiB 40 MNPOTOKONY KIIHIYHOTO BUNPOOyBaHHA «®Pas3a 1, AOCNIMKEHHA MepLIoro
3aCTOCYyBaHHA npenapaty y Ao4uvHKW, 3 NigBuweHHAM go3wn npenapaty ZN-d5 y surnagi moHotepanii y
nauieHTiB 3 HexomkkiHCbKO JliMgoomoro abo MocTpoto MienoigHoto Jleinkemieto», kog gocnigpkeHHss ZN-d5-
001, Bepcisa 2.0, Big 21 TpasHA 2020 poky; cnoHcop - K-Group Alpha, Inc. / K-I'pyn Anbta, IHK, CLUA
3aaBHuK - TOB «APEHCIA EKCIMNJIOPATOPI MEAICIH», YkpaiHa

28. IHdhopmauisa ana nauieHTa gocnigkeHHA Ta ®opma IHchopmoBaHoi 3rogn ANA yyacTi y AOCAiAKEHHi
AN BUKOPUCTaHHA B YKpaiHi, Bepcia Ne 11.0 yKpaiHCbKOIO Ta pociiicbKoro moBamu Big 03 ntotoro 2021
POKY A0 NPOTOKOAY KAiHIYHOro gocnimkeHHs «MonarchE: PaHgomizoBaHe, Bigkpute gocnigxkeHHs Il chasm
Tepanii a6emauiknioom B kKOMGiHaLjii 3i CTaHAAPTHOK af'toBaHTHOK FOPMOHOTEepanied B MNOPIBHSHHI 3i
CTaHAapTHO af'loBaHTHOK FOPMOHAa/IbHOKD MOHOTepanieln y MauieHTiB i3 No4YaTKoBOK CTafield FOPMOH-
peLenTop-No3UTUBHOIO, 3 HEFaTUBHUM PeLenTOPHNM CTaTyCOM II0ACHLKOro enigepmasibHOro pakropa pocTy
2-ro TUny, NaxsoBMX NiMATUYHMX BY3/1iB MO3UTUBHOIO paky MOJIOYHOI 3as1031 BUCOKOTO PU3MKY», KOG,
pocnigpkeHHa 13Y-MC-JPCF, 3 iHkopnoposaHoto nonpaskoto (d) Bif 25 yepsHa 2019 poky; cnoHcop - Eni Nlinni
eHp, KomnaHi, CLUA

3anBHuK - «Eni Nlinni Boctok CA», LLBeliuapis

29. Onuc npegmeTy A YYaCHUKIB gocnigkeHHs, Bepcia 1 Big 05 ntotoro 2021 poky, aHrMiiCbKO
MoBOI0; Onuc npegmeTy A1 YYaCHUKIB gocnimkeHHs, Bepcia 1 Big 05 notoro 2021 poky, nepeknag
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YKpaiHCbKOl0 MOBOK Big 09 ntotoro 2021poKy A0 NPOTOKO/Y KAIHIYHOro AochifkeHHs «PaHaomizoBaHe
nofBiiiHe cnine nnaueb0-KOHTPONboBaHe AOCNIMKEHHS ha3n 3 3 OouiHKM ed)eKTUBHOCTI Ta 6e3neyHoCTi
niMmaBaHCepUHY 5K 0AaTKOBOI Tepanii 415 NiKkyBaHHSA HeraTuBHUX CUMNTOMIB Wn3odpeHii (Advance-2)», kog,
pocnigpkeHHa ACP-103-064, sepcida 1.0 3 iHKkopnopoBaHoto nonpaskoto 2 Bifg 07 cepnHA 2020 poky; cnoHcop -
ACADIA Pharmaceuticals Inc., CLLUA

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

30. Bpowypa gocnigHuka JlinocoMmasnibHWi ipuHOTEeKaH NS iH’eKuiii, Bepcia 14.0 Big 16 rpygHAa 2020
POKY, aHrNifiCbKOK MOBOIO 10 NPOTOKO/Y KNIHIYHOTO AOCNIKEHHS «PaHaoMi30BaHe, BiAKpUTE AOCNILKEHHS
a3y 3 i3 BUBYEHHA iH'EKLIIHOTO NiNOCOMasbHOrO ipuHoTekaHy (OHIBAWA®) nopiBHSAHO 3 TONOTEKAHOM Y
nauieHTiB i3 APIOHOKNITUHHUM pakoM fiereHi, SK1ih NporpecysBas Nig Yyac abo nicns Tepanii nepLuoi AiHiT Ha
OCHOBI npenaparis nnatuHu», kog pocnigxeHHs MM-398-01-03-04, sepcis 6.0 Big 15 kBiTHA 2020 poky;
cnoHcop - Ipsen Bioscience Inc., CLUA

3asBHUK - NianpremMcTBo 3 100% iHo3eMHOM iHBecTuLiclo «AVK'IOBIA PAC YkpaiHa»

31. BKoYyeHHs A0AATKOBOro Micusi MpoBefeHHs K/iHIYHOro BMNPOOYBaHHA [0 NPOTOKO/Y K/1iHIYHOro
OOCNifpKeHHs «AJanTBHe, 6baraToLEeHTPOBE, BigKPUTE AOCAIMKEHHS 3 OLIHKM 6€3NneYHOCTi, NePEeHOCUMOCTI,
ehekTMBHOCTI Ta (hapMakOKIHETMKM BHYTPILHbLOCYIN060BUX iH'eKUii npenapatry AMB-05X y nauieHTiB 3
TEHOCVHOBIJTbHO TIraHTOKNITUHHOK MYX/IMHOK KOJTIHHOTO Cyrno6a», kog aocnimpkeHHs AMB-051-01, Bepcis
1.2 Big 17 BepecHs 2020; cnoHcop - AmMax Bio., Inc. («kAMMakc bio., IHK.»), USA (CLLA)

3anBHuK - TOB «E[XiH», YKpaiHa

Ne MN.1.6. BigNOBiAa/IbHOrO AOCNIAHMKA

n/n HasBa micL NpoBeAEHHS KNiHIYHOTO BUNPOBYBaHHS
1 K.M.H. MameTbeB A.O.
KomyHanibHe HekoMmepuiiHe nignpuMemMcTBo «Micbka KniHiYHa nikapHA Ne6» [HiNponeTpoBCbKOT
MICbKOT pagyw, BigaineHHs TpaBmatonorii Ta opronegii Nel, m. JHinpo

32. OcHoBHa thopma iHhopmoBaHoi 3roau Bepcia 5.0 Big 30 nucrtonaga 2020 poky, YKpalHCbKOIO
MoBoto; OcHoBHa chopma iHthopmoBaHoi 3roau Bepcis 5.0 Big 30 nuctonaga 2020 poKy, pocilficbKoto
MoBOt0; Popma iHhopMoBaHOi 3roaM Ha yyacTb y AOAATKOBOMY AOC/iIfXEHHI 3 KOHTPOJIIO PiBHA
niniaise, Bepcia 5.0 Big, 30 nuctonaga 2020 poKy, ykpaiHCbKOIO MOBO10; Popma iHhopmoBaHOI 3roau Ha
y4yacTb y AOAAaTKOBOMY AoOcChigkeHHi 3 KOHTPOJIO piBHA ninigis, Bepcia 5.0 Big 30 nuctonaga 2020
POKY, POCIACbKOIO MOBOLO; 306i/IbLUEHHA KiNbKOCTI AOChnigjKyBaHUX B YKpaiHi Big nonepegHbo
3annaHoBaHoi 3 300 4o 420 oci6 A0 NPOTOKOAY KNiHIYHOrO BUNPOOYyBaHHS «lMoaBiiiHe crine, paHaoMi3oBaHe,
nnaueb0-KoHTPO/IbOBaHe, GaraTtoLueHTPoBe AOC/IMKEHHST AN OLHKA BM/AMBY €BOJIOKYMaGy Ha CepiosHi
CepueBO-CYANHHI YCKIaAHEHHS Y NaLiEHTIB 3 BUCOKUM PU3MKOM PO3BUTKY CEPLLEBO-CYAMHHMX 3aXBOPHOBaHb
6e3 nonepefHbO nNepeHeceHoro iHapkTy Miokapha abo iHCYNbTy», Ko4 JocnimpkeHHs 20170625,
iHKoprnopoBaHwuii nonpaskoto 2 Big 28 sitoToro 2020 poky; cnoHcop - «AMxeH IHK.» (Amgen Inc.), CLLUA
3aaBHUK - MNignpremcTso 3 100% iHo3emMHoM iHBecTULico «AK'IOBIA PAC YkpaiHa»

33. bpouwypa gocnigHuka gocnigxyBaHoro nikapcbkoro 3aco6y CT-P13, Bepcia 18.0 Big 28 rpygHsA
2020 p., aHrnificbkoto MoBolo;IHhopMaLisa ana nadieHta Ta popma iHpopmoBaHoi 3rogu, Bepcia 7.1
ANA YKpaiHW aHrnificbkoro moBow Bifg 19 ciuHa 2021 p.; IHcdopmauis pna naudieHta 1a dopma
iHcbopMoBaHOi 3rogun, Bepcia 7.1 ana YKpaiHn ykpaiHCbKOIo MOBOIO Big, 19 ciuHsa 2021 p.; IHchopmauis
AN nagieHta 1a popma iHbopmoBaHoOiI 3rogu, Bepcifa 7.1 ana YKpaiHM pocilicbkoo MOBOIO Bif, 19 ciuHA
2021 p. A0 NPOTOKOAY K/IHIYHOro AocnimkeHHs «PaHaoMizoBaHe, nnauebo-KoHTpoiboBaHe, NoAgiiiHe chine
AocnimKeHHs pasn 3 ANns ouiHKK edpeKTUBHOCTI | 6e3neyHocTi npenapaty CT-P13 (CT-P13 SC), BBeaeHoro
NiALWKIPHO, B SKOCTI NiATPMMYIOYOI Tepanii nauieHTiB i3 XBOPO600 KpoHa cepeAHbOro Ta BaXXKOro CTyrneHs
TSOKKOCTIi», Ko pocnimpkeHHa CT-P13 3.8, Bepcia 6.0 Big 03 cepnHsa 2020 p.; cnoHcop - UEJATPIOH, IHk.,
Pecny6nika Kopes (MiBaeHHa Kopesa)/CELLTRION, Inc., Republic of Korea (South Korea)

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

34. 3miHa BignoBigasIbHOIO AOC/IiAHMKA B MiCLi NPOBeAEHHA KMIHIYHOrO BUNPo6yBaHHA; 3MiHa Ha3BU
MicLs NPOBeAEHHA KNiHIYHOTO BUNPOGYBaHHA A0 NPOTOKOY K/iHIYHOro BUNPoOyBaHHA «PaHaoMi3oBaHe,
noagiiHe cnine, GaraTOLEHTPOBE [AOC/IMKEHHS ekBiBasieHTHOCTI dhasu Il y napanenbHux rpynax Ans
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NOPIBHAHHA edheKTUBHOCTI, 6e3nekun, hapmakokiHeTUKN Ta iMyHoreHHocTi HD204 Ta ABacTMHY® y naLieHTiB 3
MeTacTaTM4HUM abo peunanBHUM HEMTOCKOKTITUHHUM HEAPIOGHOKNITUHHUM PaKoM JflereHb, KoA, AOCNiIKEeHHSA
SAMSON-II, Bepcia 3.0 Big 19 TpaBHa 2020; cnoHcop - Prestige BioPharma Limited, CiHranyp

3anBHuK - TOB «Kpomochapma YkpaiHa»

BY/NO CTANO
[.M.H., npoch., MonoBcbka T.M,) nikap Mepenags C.B.
JepxaBHa ycTaHoBa «lHCTUTYT MeAuuHoi | AlepXaBHa YycTaHoBa «IHCTUTYT  MegUUHOI
pagionorii im. C.M. Fpurop’eBa HauioHanbHoi | pagionorii Ta oHkonorii im. C.M. Fpurop’eBa

akagemii meguUHMX HayK YKpaiHu», BigaineHHsa | HayioHanbHOi  akagemii  MeguUHUX  Hayk
KMiHiYHOT OHKonorii 3 rpynok rematosiorii, | YKpaiHu», BiAAiNIeHHA KNIHIYHOT OHKOMoOrii i
M. XapkiB remartonorii, M. Xapkis

35. IHpopmaLiiHMiA NNCTOK nauieHTa Ta popma iHchopmoBaHoi 3rogu (YactuHa 1 (BPA) i yactuHa 2
(MB Ha npeameTt MMN)), Bepcia V6.0UKR(uk)1.0 Big 28 ciuHsa 2021 poky, nepeknaj yKpaiHCbKO MOBOIO
Big 04 notoro 2021 poky; IHchopmauiiiHMii TMCTOK nauieHTa Ta oopma iHcpopmoBaHoi 3rogu (HacTuHa
1 (BPA) i uvactuHa 2 (MB Ha npeamet MMN)), Bepcia V6.0UKR(ru)1.0 Big 28 ciuHa 2021 poky, nepeknap,
pociiicbkolo MoBot Big 04 ntotoro 2021 poky; IHcopmauiiiHuiA nuctok nauieHtTa Ta dopma
iHdbopMmoBaHoi 3roau (Tinbku ana yactuHu 2, MM/ (MoHiTOpUHr 6e3neku)), Bepcia V5.0UKR(uk)1.0 Big
28 ciuHA 2021 poky, nepeknag yKpaiHCbKo MoBoto Big 04 niotoro 2021 poky; IHdhopmaLiiiHMii NIMCTOK
nauieHTa Ta dpopma iHcpopmoBaHoi 3roau (Tinbkn gnsa yacTuHu 2, MM/ (MOHITOPUHT 6e3nekn)), Bepcia
V5.0UKR(ru)1.0 Big 28 ciuHa 2021 poky, nepeknag pociiicbkoio MoBolo Big 04 ntotoro 2021 poky A0
NPOTOKONY KNIHIYHOTO AOCMiMKEHHA «BigkpuTe po3lMpeHe AO0CNIMKEHHS i3 CMOCTEPEXEHHAM 6e3neku
naLieHTIB 3 XBOPOOOK KPOHA B aKTUBHIl (pasi Big cepefHbOro A0 TSHXKKOrO CTYMEHS BaXKKOCTI, SKi paHiwe
npuimManu yyacTb y NpOoTOKO/i eTponidymad casa Il gocnigpkeHHa GA29144», kog, gocnimkeHHs GA29145,
Bepcis 6 Big 29 kBiTHA 2019 poky; cnoHcop - «®. XodhdmarH-/1a Pow Jita», Weenuapia (F. Hoffmann-La
Roche Ltd, Switzerland)

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

36. HeoGor’siskoBa pAopatkoBa ¢opmMa iHPOPMOBAHOI 3rogu YydyacHMKa AOCNIMKEHHA Ha
anbTepHaTUBHI 3axoAu Ans 3B’A3Ky yepes COVID-19, Bepcia 2.0UKR(uk)1.0 Big 25 ciuHa 2021 poky,
nepeknag ykpaiHcbKkoo MoBow Big 02 nwoTtoro 2021 poky; Heob6om’siskoBa popatkoBa dopma
iHbopMOBaHOI 3roau yyacHUKa AOCNiPKEHHS Ha aNbTepHaTUBHI 3aXoAu ANA 3B’A3KYy yepe3 COVID-19,
Bepcia 2.0UKR(ru)1.0 Big 25 ciuHa 2021 poky, nepeknag pociiicbKoio MoBoto Big, 02 ntotoro 2021 poky;
Nuct po pocnipHukiB Wopo 3axopfiB B ymMoBax naHgemii COVID-19 Big 25 Gepe3Hs 2020 poky,
aHrnincbKo MoBoo; Mepeknaa yKpaiHCbKOK MOBOO Big 29 ciuHA 2021 poky Jlucta A0 AOCNiAHUKIB
woao 3axofis B ymoBax naHgemii COVID-19 Big 25 GepesHs 2020 poky; JIMCT-yTOUHEHHA LWOA0
J[AOMaLLHbOro Bi3nUTy nig yac naHgemii COVID 19, Bepcia V01 Big 22 uepBHA 2020 pOKy, aHrNiliCbKOLO
MoBolto; MNMepeknag yKpaiHCbKOK MOBOLO Big 31 ciuHA 2021 poKy J/Iucta-yTOUHEHHS WoA0 AOMALIHbLOro
Bi3uTy nipg yac naHgemii COVID 19, Bepcia V01 Big 22 uepBHA 2020 poKy A0 NPOTOKOAY KAiHIYHOrO
JocnipkeHHsa «PaHOomizoBaHe, noagiliHe chine, KOHTPO/IbOBaHe MpenapaTom nanieisymab A0ChigKeHHSN
hasn 2/3 ansa ouiHkM 6e3neyvHocTi npenapaTy MEDI8897, MOHOK/IOHa/ILHOIO aHTUTINIa A0 pecnipaTtopHo-
CUHUMTIa/IbHOTO BipyCcy 3 MOAOBXEHUM MepiofoM HaniBBUBEAEHHS, Y AiTeli i3 BUCOKUM CTYMEeHeM pU3UKy
(MEDLEY)», kog pocnipkeHHsa D5290C00005, ciHanbHa Bepcia Big 05 kBiTHA 2019 poky; cnoHcop -
Medimmune, LLC, CLUA

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

37. OHoBneHui MpoTokon KniHiuHoro gocnigkeHHA PR-30-5017-C, pepakuis 6.0 3 Monpaskoto Ne05 Big,
19 cepnHsa 2020 p.; CuHoncuc MonpaBkn 05 g0 NPOTOKONY KiiHiYHOro gocnigpkeHHa PR-30-5017-C,
peaakuisa Big 19 cepnHAa 2020 p., ocTaTOUHUIA NepeKknag 3 aHriiCbKOi MOBU Ha YKpPaiHCbKY MOBY Big, 23
BepecHs 2020 p.; Bpowypa gna gocnigHuka 3 npenapary Hipanapu6, pegakuis Ne11.0 Big 17 uepBHA
2020 p.; IHpopmania gna naugieHta Ta chopma iHpopMOBaHOI 3roguM Ha y4yacTb Yy AOCAIOKEHHI,
ocTaTtouvHa pepakuis 8.0 gnsa Ykpainu Big 23 rpyaHsa 2020 p., ocTaTouHWUIA nepeKnag, 3 aHrniicbKoi MOBU
Ha pocilicbky MOBY Big 12 ciuHa 2021 p., ocTaTOUHUI Nepeknaj 3 aHrNiicbKoi MOBU Ha YKPaiHCbKY
MoBY Bif, 12 ciuHsa 2021 p.; MofoBXeHH:A TPMBAIOCTI NPOBeAEHHS KNIHIYHOro BUNPOOYBaHHA Yy CBITi Ta
B YKpaiHi go 31 6epe3HAa 2024 p. A0 NPOTOKONY KAiHIYHOrO AocaimpKeHHs «PaHgomisoBaHe noAgiiHo crine
nnauebo0-KkOHTPO/IbOBaHe 6GaraToueHTpoBe JochifkeHHA 3 a3y 3  OuiHkM nigTpumyoyorl Tepanii
Hipanapu6oM y NaLieHTOK i3 NOLWMPEHUM PaKOM SEYHMKIB, ¥ KX Byn0 3apeecTpoBaHo BiANOBIAb Ha Tepanito
nepLuot MiHiT i3 3aCTOCYyBaHHAM XiMioTepaneBTUUYHUX NpenapatiB Ha OCHOBI NNaTUHW», KO AOCNIIKEHHSA
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PR-30-5017-C, pegaxuis 5.0 3 MNonpaskoto Ne4 Big 27 cepnHs 2019 p.; cnoHcop - "TECAPO IHkopriopeiites”,
CWA
3anBHuK - TOBAPUCTBO 3 OBMEXXEHOIO BIAMOBIAANBHICTHO «Ml EC AA-YKPAIHA»
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