JopaTtok

«Mepenik cyTTeEBMX MOMNpaBOK A0 MPOTOKONIB K/iHIYHUX BUNPOGYBaHb, PO3rAsHYTUX Ha 3acifaHHi
HTP Ne 44 Big 16.12.2021, Ha siKi 6y oTpUMaHi MO3UTUBHI BUCHOBKMN €KCNepTiB.»

1. OHoBneHwuii MpoTokon KniHiyHOro gocnigkeHHsa Debio 1450-BJI-205, octatouHa pepakuisa 6.0 3
iHTerpoBaHoto Monpaskoto 3 Big 01 nuctonaga 2021 p.; CUHONCUC OHOBJIEHOTO NPOTOKOJ1Y KNiHIYHOro
pocnipkeHHa Debio 1450-BJI-205, octaTouHa pepgakuia 6.0 3 iHTerpoBaHot lMonpaBkoto 3 Big 01
nucrtonaga 2021 p., octaTouHUIi Nepeknag 3 aHrNiicbKoi MOBU Ha YKpaiHCbKY MOBY Big 15 nuctonaga
2021 p. A0 NPOTOKOAY KNIHIYHOrO BMMPOOGYBaHHA «PaHAoMi3oBaHe BigKpUTE AOCNIMKEHHSI 3 aKTUBHUM
KOHTPO/IEM, WO NPOBOAMTBLCS 3 METOH OLIHKM 6€e3neYHOCTi, NTepeHOCMMOCTI 1 edhekTUBHOCTI achabiuuHy ans
BHYTPILLHLOBEHHOIO / NepopasibHOro 3aCTOCYBaHHSA Mpu JliKyBaHHI NauieHTIB 3i CTatiOKOKOBUMN iHApEKLISMN
KicTok abo cyrnobis», kog pocnigpkeHHs Debio 1450-BJI-205, octatouHa pefakuis 5.0 3 iHTerposaHow
Monpaskoto 2 Big, 14 xo0BTHA 2020 p.; cnoHcop - «[ebiodapm IHTepHewwHNn CA» [Debiopharm International SA],
Liseiiuapis

3aaBHUK - TOBAPUCTBO 3 OBMEXXEHOHO BIAMOBIAA/LHICTHO «MI EC AN-YKPAIHA»

2. OHOBNEHUI NMPOTOKON 3 iHKOPMOPOBaHOW nonpaBkolw 5 Big 21 nunHA 2021 poky; Bpouwypa
pocnigHuka: TodauuTnHié Big cepnHa 2021 p., Bepcia 17.0; 3aranibHa OUiHKa CNiBBigHOLIEHHSA
pu3uk/kopucTb, Bepcito 3atBepakeHo 30 cepnHa 2021p.; A3921165 IHdhopmauisa ana 6aTbKiB Ta hopma
iHcbopMOBaHOI 3roaun Ha yyacTb y AOCNiPKEHHI, HA OCHOBI Bepcii Ha piBHi gocnigkeHHA Big 20 cepnHsa
2021 p., Bepcia gnsa Ykpainu 9.1.0 Big 01 BepecHs 2021 p., yKpaiHCbKOO MOBO0; A3921165 IHchopmauia
Ansa 6aTbKiB Ta hopma iHhopMoBaHOT 3roamn Ha y4acTb Y HAyKOBOMY AOC/iAKEeHHi, HA OCHOBI Bepcii Ha
piBHI pgocnimpkeHHa Big 20 cepnHa 2021 p., Bepcia ana YkpaiHu 9.1.0 Big 01 BepecHa 2021 p.,
pociiicbkoto moBoto; A3921165 IHhopmauisa ansA nauieHTa Ta popma iHhopMoBaHOI 3roau Ha yyacTb y
pocnipkeHHi, Ha ocHOBI Bepcii Ha piBHI gocnimkeHHs Big 20 cepnHa 2021 p., Bepcis ana YkpaiHu 9.1.0
Big 01 BepecHA 2021 p., ykpaiHCbKO MoOBoOW; A3921165 IHchopmauia ana nauieHta Ta dopma
iHhopMOBaHOI 3roan Ha y4acTb Y HAyKOBOMY AiOoCAif)XEeHHi, Ha OCHOBI Bepcii Ha PiBHI fOCNiMKeHHA Bif,
20 cepnHa 2021 p., Bepcia gna Ykpaidu 9.1.0 Big 01 BepecHs 2021 p., pociiicbkolo moBoto; A3921165
IHcpopmMauia ansa nadieHTa Ta oopma 3roamn Ha yvyacTb Y AOCNiIAKEHHI ANs nauieHTiB Bikom 14-17 pokiBs,
Ha OCHOBI Bepcii Ha piBHI gocnigxeHHA Big 20 cepnHAa 2021 p., Bepcia ana Ykpainu 9.1.0 Big 01 BepecHs
2021 p., yKpaiHCbKkolo MoBOK; A3921165 IHcdhopmauia gna nauieHTa Ta popma 3rogm Ha yvactb Yy
HayKOBOMY AOC/igKEeHHI ANnA nayieHTiB Bikom 14-17 pokiB, Ha OCHOBI Bepcil Ha piBHi gocnigkeHHA Big
20 cepnHAa 2021 p., Bepcia gnsa Ykpainm 9.1.0 Big 01 BepecHs 2021 p., pocificbKoto MoBOt0; A3921165
IHchopMmauisa gnsa nauieHTa Ta hopma 3rogm Ha yyacTb y AOCimKeHHI ana pgiteii Bikom 11-13 pokiB, Ha
OCHOBI Bepcil Ha piBHI gocnigkeHHs Bif, 20 cepnHsa 2021 p., Bepcia ana YkpaiHu 7.1.0 Big 01 BepecHs
2021 p., yKkpaiHcbKolo MoBol; A3921165 IHchopmauia ana nauieHTa Ta chopma 3rogM Ha yyactb Yy
HayKOBOMY AOC/i/HKEHHI ana pitei Bikom 11-13 pokiB, Ha OCHOBI Bepcii Ha piBHI focnimkeHHA Big 20
cepnHAa 2021 p., Bepcia gnsa Ykpaiiu 7.1.0 Big 01 BepecHs 2021 p., pociiicbkolo MOBOIO; 3MiHa Ha3BuU
MicUusl NpoBefEeHHA K/iHIYHOro BUMPOOGYBAHHA [0 MPOTOKONY KAiHIYHOIO AOCAIIKEHHA «EMEKTUBHICTD,
6e3MeYHiCTb, NEPEHOCUMICTb i (papmakokeHeTrka TodauMTUHIGY Npu JlikyBaHHI CUCTEMHOIO HOBEHI/TbHOIO
igionatnyHoro aptpuTy (CHOIA) 3 aKTMBHUMW CUCTEMHMMUW NPOSiIBaMW Y AiTENR Ta MigNiTKiB», KO4 AOCNIIKEHHS
A3921165, 3 iHKOpNopoBaHo nonpaskoto 4 Big 17 6epesHsa 2021 poky; cnoHcop - Mdaiizep IHk, CLUA [Pfizer
Inc, USA]

3asaBHUK - TOB «CiHeoc Xenc YkpaiHa»

BYJIO

CTA/O

nikap bapaneii T.B.

KomyHanbHuii 3aknag «[HiNponeTpoBCbKUiA
cneuianizoBaHuil KNiHIYHUMIA MegUUHUI LEHTp
MaTepi Ta AUTUHM iM. npocp. M.®d. PyaHesa»
AHinponeTpoBCbKOI 06G/1aCHOI paau», KJiHiKo-
ApiarHocTuyHe BigaineHHa, m. [HiNpo

Nikap bapaneii T.B.

KomyHanbHe  HeKoMmepuiliHe  nigNpueMcTBO
«Micbka 6GaratonpodpisibHa KniHiYHa nikapHsA
Matepi Ta AUTUHU iM. npod. M.®P.PyaHesa»
[AHIiNpoOBCbLKOI MICbKOI paau, KOHCY/bTaTUBHO-
AiarHOCTUUHe BiaaineHHsa AnAa Aiteid 3 nkkamu
A€eHHoro crauioHapy, M. [IHinpo

3. OHoBneHwuii MpoTokon kniHiuHOro pocnigkeHHAa AC-065A203, 3aTrBepaxeHa Bepcis 8 Big 30 BepecHs
2021 p. [0 NPOTOKOANY K/iHIYHOro BUNpobyBaHHA «[1poCneKkTUBHE GaraToLeHTPoBe BiAKPUTE HEMOPIBHANbHE
pocnigpkeHHs |l ha3un 3 MeTo BUBYEHHSA 6E3MEKN, MEPEHOCMMOCTI Ta hapMakoKIHETVKN cenlekcunary B AiTei
3 JIereHeBOl0 apTepiasibHO rinepTeHsieto», koA fgocnimkeHHs AC-065A203, 3aTBepkeHa Bepcia 7 Big 19
TpaBHs 2021 p.; cnoHcop - AkTenioH ®apmacbtoTikanc fita., Weeiiyapis (Actelion Pharmaceuticals Ltd,
Switzerland)



3asBHUK - TOB «MB KBecT», YkpaiHa

4. Nocbe pocnimxyBaHOro siikapcbkoro sacooy NS-065/NCNP-01, Bepcis 4.0, 24 BepecHs 2021 poky,
aHrNiicbKol MOBOIO; MoOAOBXEHHA TepMiHy NpuMAATHOCTI [OCAiIgKYyBaHOro nikapcbKoro 3acoby
BinTonapceH Ao 36 micsauis; MoaoBXeHHA TepMiHY NpuAaTHOCTI nnaue6o Ao 36 MicsuwiB 40 NPOTOKONY
KMIHIYHOrO BUNpPOBYyBaHHA «PaHpomizoBaHe, MoABiiHe chnine, niaueb0-KOHTPO/IboBaHe, bGaraTtoueHTpoBe
pocnipkeHHs 3 asu ans ouiHkM edEeKTUBHOCTI i 6e3NeYHOCTi BiITONMapCeHy Yy X/IOMNYUKIB 3 M'A30BOHO
anctpodpieto AroweHa (MALO) 3i 36epexeHoto 30aTHICTIO A0 CaMOCTIAHOIO NepecyBaHHs», Ko, AOCIMKEHHS
NS-065/NCNP-01-301, sepcis 3.0 Big 08 ciuHa 2021 poky; cnoHcop - "EH EC ®apwma, IHK." [NS Pharma, Inc.],
CWA

3anBHVK - TOBApUCTBO 3 06MEXeHOI0 BignoBiganbHicTio «MEAMENC YKPAIHA»

5. OHoBNeHu po3gin «AKicTb» JocbeE AOCNiAKYBaHOr0 /1iKapCbKOro 3aco6y HaBiTOKNakc, Bepcis B 4.0
BiA 15 »oBTHA 2021 poky; IHchopmauis anA nauieHTa Ta iHpopMoOBaHa 3roga Ha y4yacTb Y HAyKOBOMY
pocnipkeHHi Ta HEOGOB’AA3KOBOMY AocCnigKeHHi, Bepcia 2.0 ana YKpaiHu Bif 27 XOBTHA 2021 pokKy,
YKPaiHCbKOIO Ta POCIACHbKOI MOBaMu [0 MPOTOKOJY K/IIHIYHOrO JOCMiMKEeHHS «PaHgomMisoBaHe noAgiiHe
cnine nnauebo-KkOHTPONbOBaHe [OCNiMKeHHA 3 a3y 3 BUBYEHHA HaBITOKMAKCY B MNOEAHAaHHI 3
PYKCOMITMHIOOM MOPIBHSAHO 3 PYKCOMITMHIOOM Yy nauieHTiB i3 Mienodiopozom (TRANSFORM-1)», kopg
pocnipkeHHs M16-191, sepcis 4.0 Big 27 TpaBHA 2021 poky; cnoHcop - «E66BI IHk», CLUA / AbbVie Inc., USA
3anBHuUK - «E66BI BiothapmacstoTikan3 TM6X», LLBeliuapis

6. floaaHHa chopMU BUNYCKY NiKAPCbKOro 3aco6y (BaKLMHU), WO He € AOC/imKyBaHUM NiKapCbKUM
3aco6om: NMHeBMOBaKc 23, po3unH AN iH €KL y nonepeAHbO 3anoBHEHOMY wWwnpuui, 0,5 mn; 3pasku
MapKyBaHHSl YKPAIHCbKOIO MOBOIO NEePBUHHOI Ta BTOPUHHOT YNaKOBKMU NiKaAPCbKOro 3acoby (BaKLuHW),
O He € AOCiAKYyBaHUM JliKapCbkuMm 3aco6om: NMHeBMOBakKkc 23, po3unH ANA iH'€KLili y nonepegHbO
3anoBHeHoMmy wnpuyi, 0,5 Mn, BakyMHa MHEBMOKOKOBa MoJlicaxapuaHa [0 MPOTOKOY K/IiHIYHOro
pocnipxeHHs «baratoueHTpose, NoAgiHe crine, paH4oMi30BaHe, nnaue60-KoOHTPOIbOBaHe AOC/IKEHHA 3
hasm 411 ouiHKM edpeKTUBHOCTI, 6e3NeYHOCTI Ta NEPEHOCMMOCTI MpenapaTy pPo3aHoJliKcisymab y JopoC/inX
YYaCHUKIB JOC/IIKEHHS 3 MEPCUCTYIOHOI ab0 XPOHIYHOK MEPBUMHHOK iIMYHHOK TpombouwnToneHieto (ITM)»,
Koa gocnipxkeHHs TP0003, 3 nonpaskoto 2 Bif 29 BepecHsi 2020 poky; cnoHcop - KOCibi bioghapma ECApER,
Benbris / UCB Biopharma SRL, Belgium

3anaBHuK - TOB «MAPEKCE/T YkpaiHa»

7. Locbe aocnipxyBaHoOro jlikapcbkoro sacody SB17, Posginu 1. Bectyn T1a 2. [aHi 3 ikocTi, Bepcis 4.0
Bif 29 xoBTHA 2021 poKy, aHrnilicbkoo MoBow; MoaoBXeHHA TepMiHy npugatHocti 013 SB17
(3anponoHoBaHuii Giocuminsap ycTekiHymaly), pPO3uvMH AnA NigWKIpHOT IH’eKUii y nonepegHbo
3anoBHeHomy wnpuudi (45 wmr/0,5 mn) go 24 wmicAwiB [0 MPOTOKOY KIHIYHOrO BUMNPOOYBaHHA
«PaHgomizoBaHe, noggiiHe cnine, 6araToLeHTPOBE KNiHIYHE AocnimpkeHHs doasu 1l gnisa ouiHkM eeKTMBHOCTI,
6€e3MeyYyHOCTi, NepPeHOCMMOCTi, hapMakoKIHETVKM Ta IMyHOreHHoOCTi npenapaty SB17 (3anponoHOBaHOro
6iocMMinapy ycTekiHymaby) B NopiBHSAHHI 3 npenapatoMm Ctenapa® B NauieHTIB i3 6MAWKOBUM Mcopiasom
cepefiHboro abo TSHKKOro CTyneHsi», koA aocnimkeHHss SB17-3001, Bsepcisa 2.0 Big 15 ntotoro 2021 poky;
crnoHcop - Samsung Bioepis Co., Ltd, Republic of Korea

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

8. Po3gin 2.3.P «Drug Product» pocbe pocnigkyBaHOro nikapcbkoro 3aco6y Enzalutamide
(eH3anyTtamip), Bepcia 07X2ML Big 09 nuctonaga 2021 poKy, aHIMiNCbKOKO MOBOLO; 3aslyyeHHs
AopatkoBoi BUpo6HuYol ainsHku Fisher Clinical Services GmbH, Germany [0 npoTokony K/iHiYHOro
pocnipkeHHs «PaHngomizoBaHe, noagiiHe cnine gocnigpkeHHs |l dasn nem6ponisymady (MK-3475) vy
KOMOGiHaUii 3 eH3anyTamMigoM MOPIBHAHO 3 eH3asnyTamiom 3 nnauebo y yyacHUKIB 3 MeTacTaTUyHUM
KacTpauiiiHO- pe3nCTEHTHMM pakom nepeamixypoBoi 3as103n (MCRPC) (KEYNOTE-641)», kog, BOCAioKEHHS
MK-3475-641, 3 iHkopnoposaHoto nonpaskoto 05 Big 14 TpaBHA 2021 poky; crnioHcop - «Mepk LWWapn eHg Joym
Kopn.», goyipHe nignpuemcTtBo «Mepk eHf Ko., IHk.», CLUA (Merck Sharp & Dohme Corp., a subsidiary of
Merck & Co., Inc., USA)

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

9. YactuHa 2.1.P flocbe pgocnigKyBaHOro siikapcbkoro 3aco6by. MeguuHuii npenapar (bpasnkymao),
Bepcia 7.0 Big 11 nuctonaga 2021p.; YactuHa 2.1.S [JoCbe AOCNIAKYBAHOrO JliKAPpCbKOro 3acooy.
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Nikapcbka peyvoBuHa (Bpasukyma6), Bepcia 5.0 Big 11 nuctonaga 2021p.; YactuHa 2.1.P [ocbke
AocnipKyBaHOro fiikapcbKoro 3aco6y. Mpenapart nnaue6o (bpasukymad), Bepcisa 7.0 Big 11 nuctonaga
2021p. [0 NPOTOKOAIB KNiHIYHUX BMNPOBYBaHb: «54-TuxHeBe, 6araToLeHTpoBe, paHAoMi30BaHe, NoABiliHe
cnine, nnaue60-KOHTPOSIbOBaHe A0CAIMKEHHSA dha3n 2 B napasiesibHUX rpynax As1s ouiHk1 edpekTUBHOCTI Ta
6e3neku bpasnkymaoy y naLieHTiB 3 BUPa3KoBMM KONITOM Bif cepeHbOro [0 BaXKOro CTyneHs akTUBHOCTI
(Expedition Lead-in)», kog pocnimpkeHHs D5272C00001 (MonepepHiii kog 3151-201-008), nonpaska 5,
Bepcisa 6.0 Big 26 6epe3Hsa 2021 poky; «52-TxHeEBe, baraToueHTPOBe, paHAOMi30BaHe, MOABiiHe chine,
nnauebo Ta akTMBHO-KOHTPO/IbOBaHe AOChimpKeHHs, hasn 2b/3 B mapanenbHux rpynax i3 6e3nepepBHUM
nepexoAom Mix dpasamu, A5 OLiHKM edDEKTMBHOCTI Ta 6e3nekn Bpa3mkymMmaby y nauieHTiB 3 xBopo6oto KpoHa
Bif cepefHboro o Baxkoro ctyneHs aktmBHocTi (INTREPID Lead-In)», kog gocnigpkeHHs D5271C00001
(NMonepepHiv kop 3150-301-008), nonpaska 4, Bepcisa 5.0 Big 24 nwTtoro 2021 poky; «BigkpuTte tasu 2,
[OBroCTPOKOBE pO3LUMPEHE AOCNiAKEHHA 6e3nekn Bpasukymady y nauieHTiB 3 BMPa3KOBMM KOJITOM Bif,
cepeaHbOro [0 BaXKoro crtyneHs aktmBHocTi (EXPEDITION OLE)», kog pocnigpkeHHs D5272C00002
(MonepepHiii kog 3151-202-008), nonpaska 2, Bepcis 3.0 Big 29 6epesHsn 2021; «BigkpuTe, AOBrOCTPOKOBE
posLlmnpeHe gocnimkeHHs Bpasnkymaoy y nauieHTiB 3 XBOpo60to KpoHa Bif cepeiHbOro 0 BaXKKOro CTyrneHs
aktmsHoOCTI (INTREPID OLE)», kog gocnigpkeHHsa D5271C00002, nonpaska 3, Bepcis 4.0 Big, 02 6epe3Ha 2021;
crnoHcop - AstraZeneca AB, Sweden

3anBHWK - TOB «<ACTPA3EHEKA YKPATHA»

10. fogaHHA HOBOro (a/ibTEPHATUBHOIO) NiKAPCbLKOro 3acoly, L0 BUKOPUCTOBYETLCA AK npenapar
NOPiBHAHHA: A3eoHaM (A3TpeoHaM), MOPOLUOK Al PO3UNHY ANA iHGy3ili no 1 r y pnakoHi, BUPOGHUK
"BeHyc Pemepic Nimiten", IHQia; 3pasok CNpoLEHOi eTUKeTKM npenapaty NopiBHAHHA (A3eoHaMm
(AsTpeoHam), 1 r), octatouHa pegakuia 1.0 ana Ykpaiuu Big 19 nuctonaga 2021 p., ocTaTouHUA
nepeknag 3 aHriicbKoOi MOBU Ha YKpaiHCbKy MOBY Bif 22 nuctonaga 2021 p. 40 NPOTOKOY KAiHIYHOrO
BMNpobyBaHHA «baraToueHTpoBe paHAoMi3oBaHe, NOABIAHO c/ine AOCIAKEHHS 3 OUiHKU ed)eKTUBHOCTI Ta
6e3neyHocTi UedTOoGIiNnpOoNy mMepokapuny B MOPIBHAHHI 3 AanTOMIUWMHOM NpW flikyBaHHI 6akTepiemil,
BMK/IMKaHOI Staphylococcus aureus, Y TOMYy 4uC/i IHGEKUINHOTO eHaokapanTy», koA pocnigxeHHs BPR-
CS-009, pepakuia 9.0 Big 27 ntotoro 2020 p.; cnoHcop - basinea ®apmaueBTuka IHTepHauioHasb 114,
Lisenuapis

3anBHuK - TOBAPUCTBO 3 OBMEXXEHOIO BIAMOBIAALHICTIO «Ml EC AW-YKPAIHA»

11. OHoBneHuii MpoTokon KniHiuHoro pgocnigpkeHHAa KAR-008, Bepcia 3.0 Big 30 uepBHA 2021 p.;
Bpowypa AocnigHuka, Bepcia 9.1 Big 11 XoBTHA 2021 p. aHrnilicbkol MOBOK; OCHOBHa thopma
iHdbopMmoBaHoi 3rogu, Bepcia 2.1.0 Big 02 BepecHs 2021 p., YKpaiHCbKOI Ta POCICbKOK MOBaMu;
KAR-008 3pa3ok eTukeTku ans sugadi A/13: Jo3syBaHHa KarXT 50/10 mr, Bepcisa 1.0 Big, 10 cepnHsa 2021
p. yKpaiHcbkolo MoBoto; KAR-008 3pasok etukeTku ansa supgadi AN3: Aos3yBaHHA KarXT 50/20 wr,
Bepcia 1.0 Big 10 cepnHAa 2021 p. ykpaiHCbKolo MoBolo; KAR-008 3pa3ok eTukeTku ansa supadi AN3:
[osyBaHHa KarXT 62,5/15 wmr, Bepcia 1.0 Big 10 cepnHa 2021 p. yKpaiHCLKOIO MOBOIO [0 MPOTOKO/TY
KNiHiYHOro BMNpoOyBaHHA «Bigkpute AofaTkoBe AOCNIMKEHHA A1 OUIHKM AO0BroTpmBasioi 6e3neyHocTi,
nepeHocUMocTi Ta etpekTMBHOCTI npenapaty KarXT y nauieHTiB 3 Wwn3odpeHieto 3a kputepiamm DSM-5», ko
pocnipkeHHs KAR-008, sepcisa 2.0 Big 23 xoBTHA 2020 poky; cnoHcop - Karuna Therapeutics Inc., United
States (CLUA)

3asaBHUK - TOB «CiHeoc Xenc YkpaiHa»

12. OHoOBEHWII NPOTOKOJ KiHIYHOro BMNpo6yBaHHA M19-944, Bepcis 5.0 Big 12 nunHa 2021 poky;
3MiHa Ha3BU NPOTOKONY K/iHIYHOro BUNpoGyBaHHA; MoAOBXEHHA nepiogy NpoBeAeHHs K/iHIYHOro
BUNpooOyBaHHA 3 05 cepnHa 2024 poky ao 05 nunHAa 2025 poky; IHcopmauia ana nauieHta Ta
iHbopMoBaHa 3roga Ha yyacTb Yy HAyKOBOMY A0C/iAKEeHHi Ta HEOGOB’A3SKOBOMY A0C/iAXeHHi, Bepcia
5.0 gna YkpaiHm Big 20 XoBTHA 2021 poKy, YKpPAiHCbKOK Ta pociiicbkolo moBamu; IHcopmauiiiHa
KapTKa y4YacHUKa [OchifKeHHs, Bepcia 2 Big 17 BepecHsa 2021 pokKy, YKPaiHCbKOIO Ta POCifiCbKoOto
MoBamu; LllopeHHUMK npuiioMy npenapaty 3 iHCTPyKuUisimu. lMepiog NMPUNUMHEHHA JliKyBaHHA MNpw
[OCArHeHHi pemicii (NnOBTOpHe fiKyBaHHSA), Bepcia 1 Big 22 BepecHA 2021 poKy, yKpalHCbKOK Ta
pocilicbkolo MoBaMu [0 MPOTOKONY KANIHIYHOrO JocnifxeHHsa «[lporpamMa paHAoMi30oBaHuX, nnauebo-
KOHTPO/IbOBAHUX MOABIHUX CAINUX AocnigXeHb dasn 3 Ana OUiHKA edIeKTMBHOCTI Ta 6e3neyHocCTi
YnagauutuHioy y A0poCnux MNauieHTiB 3 akcCia/lbHUM CMOHAWI0apTPUTOM», Kog, AOCimKeHHs M19-944,
Bepcis 4.0 Big 29 rpyaHs 2020 poky; cnoHcop - «E66BI IHk», CLLUA / AbbVie Inc., USA

3aaBHUK - «<E66BI biothapmackloTikans 'm6X», LLseliuapis

BYJIO CTAJIO
«[porpama paHA0Mi30BaHUX, nnaue6o- | «Mporpama paHA0Mi30BaHUX, nnawe6o-




KOHTPO/IbOBAHMX MNOABIMHUX CNINMX AOCAIMKEHb | KOHTPO/bOBAHUX MNOABIAHUX CAINUX  AOCAIAXEHb
a3 3 Ans ouiHkM edeKTUBHOCTI Ta 6e3neyvHocTi | ha3n 3 AN OUiHKA edIEeKTUBHOCTI Ta 6e3MeyYHOCTI
YnagauutuHiby y OpOCAUX NaLUEHTIB 3 akCiaslbHUM | YnajauuTuHiBy y opOoCcnnX naLieHTiB 3 akcia/lbHUM
CNOHANN0aPTPUTOMY. CNOHAUNO0APTPUTOM i3 NoJasbMM nNepiogom
NPUNUHEHHS NiKyBaHHA NPU JOCATHEHHI pemicii»

13. NMpoaoBXeHHA TepMiHY NpPoBefieHHs KNiHIYHOro BUNpo6yBaHHA A0 26.02.2023 p. 0O NMPOTOKONY
KMIHIYHOTO  BUMpOOyBaHHA «PaHgoMmizoBaHe, MOABiiHE cnine, nnauebo-KOHTPO/IbOBaHE  KJiHIYHE
JocnigpkeHHs, dpasa 3, iHribitopa Tupo3nHkiHasu bpyTtoHa (BTK), PCI-32765 (I6pyTUHIG) B kOMGiHaL,i 3 O4HUM
i3 gBOX pexumis beHgamyctuH i Putykcnmab (BR) abo Putykcumab, Luknodocdamia, [okcopybiluH,
BiHkpucTuH i MpeaHizoH (R-CHOP) y nauieHTIiB i3 iHAONEHTHOK HEXOMKKIHCbKOK niMmdomoto (IHXJ/T), ski
paHille oTpuMyBann fikyBaHHS», koA gochipkeHHs PCI-32765FLR3001, MonpaBka INT-2 oo npoTtokony
PCI-32765FLR3001 Big 10.08.2015 p.; cnoHcop - «AHCCEH ®APMALIEBTVKA HB», Benbris

3asiBHUK - FHCcceH ®apmaueBTrka HB, Benbris

14. IHchopmauin ans ocoodwm, Wo aornagae 3a nauieHTom Ta ®opma iHpopMoBaHoiI 3roau, Bepcis 2.0
YKpaiHCbKOI MOBOIO A YKpaiHu Big 02.12.2021; IHchopmauis Ana ocooum, Wwo aornsagae 3a nawieHTom
Ta Popma iHchopmoBaHOiI 3rogu, Bepcia 2.0 pocilicbkoo MOBOK Ansa YkpaiHu Big 02.12.2021;
IHcbopmauia ansa nauieHTa Ta dopma iHPOPMOBaHOI 3roaun ANA yyacTi Yy reHeTUUHUX [OCNIgKEeHHSAX,
Bepcia 1.0 ykpaiHCbKOO MOBOIO ANns YKpaiHu Big 27.09.2021; IHchopmauia ana nauieHta Ta dopma
iHhopMoOBaHOI 3rogn Ana yyacTi y reHeTUMHNX AOchifKeHHsAX, Bepcia 1.0 pocilficbkolo moBolo ais
YKpaiHuu Big 27.09.2021; CkpuHwoTn «BASDAI», yKpaiHCbKOIO MOBOI Asisi YKpaiHu Bepcia 1.00 Big
10.09.2021; CkpuHwoTn «BASDAI», pociicbKOol0 MOBOI AnsA YKpaiHu Bepcis 1.00 Big 10.09.2021;
CKkpuHWOTU «eC-SSRS 2.0 Lifetime», ykpaiHCbKOIO MOBOIO AnA YKpaiHu, Bepcia 1.00 Big 10.03.2020;
CKpuHWOTK «eC-SSRS 2.0 Lifetime», pocilicbkolo moBolo ans YKpaiHu, Bepcis 1.00 Big 13.08.2020;
CkpuHWOTU «eC-SSRS 2.0 Since Last Contact», ykpaiHCbKOI0 MOBOO AN YKpaiHu, Bepcia 1.00 Bipg,
10.03.2020; CkpuHwoOTU «eC-SSRS 2.0 Since Last Contact», pociiicbkolo MOBOIO Anis YKpaiHu, Bepcis
2.00 Big 13.08.2020; CkpuHwoTtn «FACIT LWkana sTtomun (BapiaHT 4)», yKpalHCbKOIO MOBOK AnNf
YkpaiHu, Bepcia 1.00 Big 03.09.2021; CkpuHwoTtu «lLlkana BTomntoBaHocTi FACIT (Bepcia 4)»,
pociiicbkolo MOBOI Ans YKpaiHu, Bepcia 1.00 Big 03.09.2021; CkpuHwoTtu «HAQ-DI», ykpaiHCbKOIO
MOBOIO AnA YKpaiHu, Bepcia 1.00 Big 22.09.2021; CkpuHwoTu «HAQ-DI», pocilicbkoo MOBOIO Anisi
YkpaiHu, Bepcia 1.00 Big 24.09.2021; CKpuHWOTU «3arajibHa OLiHKA aKTUBHOCTI 3aXBOPIOBaHHA
nauieHToM (apTpuT)», YKpalHCbKOIO MOBOK Ans YKpaiHu, Bepcisa 1.00 Big 30.08.2021; CKpUHLLOTU
«3arasibHa OLljiHKa aKTUBHOCTi 3aXBOPIOBaHHSA NaLi€HTOM (apTPUT)», POCiliCbKOK MOBOIO AN YKpaiHu,
Bepcia 1.00 Big 30.08.2021; CKpMHLIOTU «3arasibHa OLiHKA aKTMBHOCTi 3aXBOPIOBAHHA MaLi€HTOM
(ncopiaz Ta apTpuT)», YKPAiIHCLKOIO MOBOIO A1 YKpaiHu, Bepcia 1.00 Big 30.08.2021; CKpUHLLIOTU
«3arajibHa OLiHKa aKTUBHOCTI 3aXBOpPIOBaHHA NauieHTOM (ncopia3 Ta apTpuT)», POCilicbKO MOBOHO
Ana YkpaiHu, Bepcia 1.00 Big 30.08.2021; CKpuHWOTU «3arasibHa oOLUiHKa 060M0 nNauieHTOMY,
YKpaiHCbKOIO MOBOIO ANA YKpaiHu, Bepcia 1.00 Big 03.09.2021; CKpuHWOTU «3arajibHa oLiHKa 60110
nawieHToM», pocilicbKkolo MOBOIO A/isi YKpaiHu, Bepcis 1.00 Big 30.08.2021; CkpuHWwWOTM «PROMIS-29»,
YKpaiHCbKOIO MOBOIO AJ1s YKpaiHu, Bepcis 1.00 Big 30.08.2021; CkpuHwoTtu «PROMIS-29», pociiicbKoto
MOBOIO Ans YKpaiHu, Bepcia 1.00 Big 03.09.2021; CkpuHwoTu: «PsAID 12», ykpaiHCbKOIO MOBOIO ANs
YKpaiHu, Bepcis 1.00 Big 30.08.2021; CkpuHwoTUu «PsSAID 12», pocilicbKolo MOBOLO AJis1 YKpaiHu, Bepcia
1.00 Big 30.08.2021; CkpuHwoTH «SF-36v2 Standart», ykpaiHCbKOIO MOBOIO A1 YKpaiHu, Bepcia 1.00
Big 22.09.2021; CkpuHwoTtK «SF-36v2 Standart», pocilicbkoio MoBoOto asis YKpaiHu, Bepcia 1.00 Big
22.09.2021 [0 NpPOTOKOMY KNiHIYHOTO AocnimkeHHs «baraToueHTpoBe, paHAoMi3oBaHe, NoABiliHe chnine,
nnauebo KOHTPO/SbOBaHe KriHiyHe pocnimkeHHss 3b dasm ana ouiHku edqeKTUBHOCTI Ta 6e3MeyHOCTI
NpU3HaYeHOro NigWwkKipHO rycenbKyMaoy Yy nauieHTiB 3 akTUBHUM MCOpiaTUYHUM apTPUTOM, SIKi paHille Man
HeAOoCTaTHIO BiAnoBiAb Ta/abo HEMEepPeHOCUMMICTb MiKyBaHHA OAHMM 3 iHriGiTOpiB hakToOpy HEKPO3y MyX/IMH
anbtha», Kog pgocnimpkeHHs CNTO1959PSA3005, Big 13.04.2021 p.; cnoHcop - «AHCCEH ®APMALIEBTUKA
HB», Benbris

3asBHuK - «AHCCEH ®APMALIEBTVIKA HB», benbris

15. bpouwypa focnigHuka Anikca6aH (BMS-562247) Bepcisa 18 Big 14 TpaBHA 2021 poky; MNMpoTokon
B0661037 IHchopmaunisa ansa 6aTbkiB Ta hopma iHchopmoBaHoi 3rogu, Bepcis 8.4.0 Big 27 TpaBHA 2021
p., ANA YKpaiHu, yKpaiHCbKOIO Ta pociliicbKkolo moBamvun; B0661037_Bpollypa A Habopy nauieHTiB_
Bepcia 6.0 Big 11 uepBHA 2021 p., yKpaiHCbKO MOBOI; B0661037/BMS CV185-325 IHCTpyKUii ana
GaTbKiB i3 NPUroTyBaHHA Ta 3aCTOCyBaHHA nNpenapary AnikcadaH 0,1 Mr, Kancynu, Wo poO3KpPMBaOTbLCA,
i3 PO3UMHEHHAM Y piguHi (Boai a60 MONOUHIN cyMilli): A1 HOBOHapPOMKEHUX, Bepcia 2 BiAg 13 KBiTHA
2021 p., yKpaiHCbKOI MOBOI0; B0661037/BMS CV185-325 IHCTpYKLiA ANa 6aTbKiB i3 NPUrotyBaHHsA 1a
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[03yBaHHsA npenapaty AnikcaGaH Kancysu, Wo po3KkpuBalTbcs no 0,1 mr, y piguHi (Bogi abo MonouHin
cyMmilli): ANnA HOBOHapomKeHUX. Bepcia 2 Big 13 kBiTHA 2021 p., pociiicbkolo MoBot; B0661037/BMS
CV185-325 IHcTpyKuUii i3 NnpurotyBaHHA Ta npuiiomy npenapary Anikca6aH 0,1 mr, KAMNCYNU, WO
PO3KPUBAKTbLCSH, i3 po3uuHeHHAM Yy PpiguHi (Bogi a6o MonouHiiA cymiwi) gna MonpaBku 7
®APMAKOKIHETUYHA (®PK) TA NIATPUMYBANIbHA [O3A, Bepcia 2.0 Big 13 kBiTHA 2021 p.,
yKpalHCbKOolo MoBol; B0661037/BMS CV185-325 [HCTpyKUii i3 MPUrotyBaHHA Ta [03YyBaHHSA
Anikca6aHy, KAMNCYNW, WO PO3KPUBAIOTBLCA 0,1 mMr, Nnpy po3uMHEHHi y pignHi (Bogi a6o autadii
cymiwi) ansa nonpasku 7 PAPMAKOKIHETUKA (®K) TA MPUAOM NIATPUMYBANBHOI AO3W, Bepcis
2.0 Big 13 kBiTHA 2021 p., pocilicbkoio MoBow; B0661037/BMS CV185-325 LllogeHHUK npuiiomy
npenapary ydacHukom AnikcabaH 0,1 wmr, KAMNCY/N, WO PO3KPUBAKTBLCHA [MMonpaBka 7.
MigTpumyBanibHa f03a, Bepcia 2.0, KBiTeHb 2021 p., yKpaiHCbKOO MOBOLO; B0661037/BMS CV185-325
LoaeHHUK npuitomy npenapaty. Anikca6éaH, KANCY/A, WO PO3KPUBAKOTbLCA 0,1 mr. MonpaBka 7:
[o3a ana nigTpyuMaHHA NikyBaHHSA, pegakuif 2.0 kBiTeHb 2021 p., pocilicbkolo moBoto; B0661037/BMS
CV185-325 AnikcabaH, 0,1 mr, KANCY/1IA, LWLO PO3KPUBAKTbLCA NPOTOKO/1 B0661037 MOMPABKA
7: IHCTPYKUii ANA AOoCNIAHNLBKOTO LLEHTPY i3 NPUroTyBaHHsA Ta fo3yBaHHA AnikcabaHy 0,1 mr, kancynu,
L0 PO3KPUBAOTLCA NPU PO3UMHEHHI Y piAuHI (Bogi a6o guTadiil cymiwi) ana ®K koroptu, Bepcis 3.0
BiA 13 kBiTHA 2021 p., HA OCHOBI IHCTPYKUi ANA gocnigHULbKOro LeHTpy Bepcii 3.0 Big 13 kBiTHA 2021
p. KepiBHMUTBa No gocnigkyBaHoMy npenapary, aHrniiicbkoro MmoBot; B0661037/CV185-325 OuiHka
CMaKOBUX AKOCTEN anikca6aHy y HOBOHAPOMKEHUX 3a AOMOMOrol CXeMaTUYHUX MasIlOHKIB BUMpasy
061uyYusA - IHCTPYKUiT ANA AOCNIAHNLBLKOrO LEeHTPY, Bepcia 4.0 Big 12 kBiTHA 2021 p., aHrNIiCbKOLO
MoBoto; B0661037/CV185-325 Llkana cmaky. PoGouunii apkyw ansa gocnigHuka, sepcia 2.0 Big 04
Gepe3HAa 2021 p., POKY aHrilicbkolo MOBOK; 3MiHa HasBM Micus nNpoBeAeHHs KNiHIYHOro
BUNPOOYBAHHA [0 NPOTOKO/Y KMiHIYHOTO BMNPOOYBaHHsS «PaHAoMi3oBaHe, BiAKpUTE OOCMIMKEHHS 3
aKTVBHUM KOHTPO/EM AN OLUiHKM 6e3neyYyHOCTi Ta OnucoBOl e(ekTUBHOCTI Yy neajiaTPUYHMX XBOPUX, SKi
noTpebytoTb 3aCTOCYyBaHHA aHTUKOarynsaHTiB A8 JliKyBaHHA BUNagkiB BeHO3HOI TpoM6oem60onii», Kof
pocnipkeHHsa CV185-325/ B0661037, chiHa/ibHMIA MPOTOKON 3 iIHKOPNOPOBaHOK MONpPaBKoto 7 Big, 12 AToro
2020 p.; cnoHcop - Bbpicton-Maiiepc CkBi66 IHTepHewHn KopnopeliwH [Bristol-Myers Squibb International
Corporation], benbris

3asaBHUK - TOB «CiHeoc Xenc YkpaiHa»

BY/NO

CTAJIO

O.M.H., npod). MakegoHcbkuia 1.0.

KomyHanbHe nignpuemMcTBO
«[JHINPONEeTPOBCbLKNIA cneujianizoBaHuin
KMIHIYHMA MegUYHUIA LEeHTP MaTepi Ta AUTUHMU
iM. npocp. M.®. PygHeBa» [HiNnponeTpoBCbLKOI
o6nacHoi papgu», BigAdiNeHHS aHecTesionorii 3
NibKKaMK iHTeHCKMBHOI Tepanii, M. [AHINpo

4.M.H., npod. MakegoHcbkuii 1.0.

KomyHanbHe  HekomepuiiiHe  nignpuemcTBO
«Micbka 6GaratonpodyifibHa KJliHiYHa JliKapHA
matepi Ta AUTUHM iM. npod. M.P.PyaHeBa»
JHINpOBCbKOT  MiCbKOI  pagwm, BigAiNEHHsI
aHecTesionorii 3 NiXkaMuM iHTEHCMBHOI Tepanii,
M. [JHinpo

16. Bk/loUeHHA [OAATKOBOrO MiCUA NpoBefeHHA K/iHIYHOro BUNPOGYBaHHA [0 MPOTOKO/Y KNiHIYHOMO
pocnigxeHHa «PangomizoBaHe, nofgiliHe cnine pocnimpkeHHsa dasmn 3 A ouiHkM edIeKTUBHOCTI Ta
6e3MeYyHOoCTi 3acToCcyBaHHA BeAonisyMady A1 BHYTPILLHLOBEHHOIO BBEAEHHA K NiATPUMYHOYOT Tepanii y
nawieHTiB AUTAYOro Biky 3 aKTMBHUM BMPA3KOBMM KOJIITOM Bif, MOMIPHOIO [0 TSAXKOrO CTyneHs, y Skux 6yno
[OOCATHYTO KNiHIYHOT BiANOBIA[ nicnsA Tepanii Be4oNisymMaboM A1 BHYTPILUHbOBEHHOIO BBEAEHHS Y BiAKPUTOMY
pexuMi», kog pocnipkeHHa MLN0002-3024, npoTtokosn 3 nonpaskor 1 Big 16 ntoToro 2021 p.; cnoHcop -
Takepa JesenonmeHT CeHTep AMepikac, IHK., CnonyyeHi LLtaTtn (Takeda Development Center Americas, Inc.,
USA)

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

Ne M.1.6. BignoBigabHOro AocnigHMkKa

n/n HasBa micus npoBeAeHHs KMiHIYHOro BUNPOGYBaHHSA

1 | kK.m.H. OmenbyeHko O.B.

KoMyHasibHe HekomepLiiHe NignpueMcTBO XapkiBCbkoi o6nacHol paan «ObnacHa autsaya KiiHiuHa
NiKapHsi», racTPOEHTEPOsIoriYHe BIAAIIEHHA 3 racTPOeHTeponorivHumMn 45 nikkammn  (LEeHTp),
XapKiBCbKMI HauioHa/IbHUIA MeauuHWiA yHiBepcuTeT, kachegpa negiatpii Ne 1 Ta HeoHaTonoril,
M. XapkiB

17. BKNoYeHHs foAaTKoBOro Micus npoBeAeHHs KAiHIYHOro BUNPOGYBaHHA [0 NPOTOKO/TY KNiHIYHOro
BMNpobyBaHHA «PaHgomizoBaHe, MoABiiHe cnine AoOC/iMKeHHA gpasn 3 ANA OuiHKM ed)EKTUBHOCTI Ta



6e3MeYyHOoCTi 3acTocyBaHHA BeAonisymMady A1 BHYTPILLHLOBEHHOIO BBEAEHHA K NiATPUMYIOYOT Tepanii y
nawieHTiB AMTAYOro BiKy 3 aKTMBHOK XBOPO60t0 KpoHa Bif, MOMIPHOrO A0 TSXKOrO CTyNeHs, Yy fkux 6yso
LOCATHYTO KNiHIYHOT BiANOBIA| nicnsa Tepanii Be4oNisymMaboM A1 BHYTPILUHbOBEHHOIO BBEAEHHS Y BiAKPUTOMY
pexuMi», kog pocnipkeHHa MLN0002-3025, npotokosn 3 nonpaskot 1 Big 17 noTtoro 2021 p.; cnoHcop -
Takepa JesenonveHT CeHTep Amepikac, IHK., CnonyyeHi LLTaTtn (Takeda Development Center Americas, Inc.,
USA)

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

No MN.1.6. BignoBiganbHOro gocnigHnKa

n/n HasBa micus NpoBeAEHHS KNiHIYHOTO BUNPO6YBaHHS

1. K.M.H. Omenb4eHko O.B.

KomyHanibHe HekoMepLiiHe NianpMeEMCTBO XapKiBCbKOi 06n1acHoi paan «ObnacHa gnTtadva KniHivyHa
niKkapHsi», racTpPOEHTEepPOsIoriYHe BIAAINEHHA 3 racTpoeHTeponorivHuMmn 45 nikkamu (LEHTP),
XapkiBCbKWIi HauioHaNbHWUI MeanYHUIA yHiBepcuTeT, kaddegpa negiatpii Ne 1 Ta HeoHaTonorii,
M. XapkiB

18. 3miHa MicuA npoBefeHHs AOCiMKeHHs; 3MiHA Ha3BUM MicuA NpoBeAeHHs AOCNIMKEHHA [0
NPOTOKONY K/iHIYHOrO BUNPOOYBaHHA «baraToueHTpoBe chine paHAoMi3oBaHe [OC/iMpKeHHA 3 dhasu B
napanenbHUX rpynax i3 3acToCyBaHHSAM anpouuTeHTaHy Yy MauieHTiB i3 Pe3nCTEHTHOK apTepiasibHO
rineptexsieto (PRECISION)», kog gocnimkeHHs 1D-080A301, sepcia 3.0 Big 27 motoro 2020; cnoHcop -
Idorsia Pharmaceuticals Ltd, LLBeiuapis

3asBHUK - TOB «JOKYMEAC» («CIA LJOKYMELC»), Natsis

BYNO CTANO
A.M.H., npodp. Lienyiiko B./. A.M.H., npodp. Lienyiiko B./.
KomyHasibHe HekomepuiiHe nignpuemcTBo «Micbka | KOMyHanbHe HekomepuiiHe nignpnemctso «Micbka
KniHiyHa nikapHs Ne8» XapkiBCbKOT MiCbKOT paaw, | KiiHiuHa nikapHa Ne8» XapkiBCbKOI MICbKOI pajaw,
KappgionoriuHe BigaineHHsa Ned, XapkiBcbka | KapgionoriuHe BiggineHHsA Ne3, M. XapkiB
MeguuHa akagemia nicnAAUNAOMHOI OCBITH,
Kacdpegpa  Kapagionorii i (yHKUiOHaNIbHOI
[iarHoOCTUKN, M. Xapkis

BY/NO CTANO
O.M.H., npody. AreHcbkuin A.B. O.M.H., npodh. AreHcbkuin A.B.
KomyHanbHe nignpuemctBo «Jlyubka Micbka | KomyHanbHe nignpPUEMCTBO «MepgunuHe
KMiHIYHA NikapHA», BonvHcbknii 0611acHW LeHTp | 06'egHaHHA JlyubKoi MiCbKOI TepuTopiasibHOI
KapAioBackynsapHoi narosorir, BiOOI/IEHHA | rpoMaaun», BonmHcbkuit obnacHuii LEeHTp
peabiniTauii, M. JTyLbk KapAioBackynsapHoi nartonorii, BiOAjiIeHHA

peabinitauii, M. JlyLbk

19. Bk/louYeHHA A0AATKOBOro Micusi NnpoBeAeHHs K/iHIYHOro BUNpo6yBaHHs; 3MiHa BiANOBiAa/IbHOIo
[OCNigHUKA 00 NPOTOKONY KAiHIYHOro BunpobyBaHHA «GALACTIC-1 — PaHgomisoBaHe, noABgiiiHe cnine,
6aratoueHTpoBe, NapanenbHe, Niayebo-KOHTPOIbOBaHE AOCAIMKEHHS (ha3n 2b B yHaCHWKIB i3 igionatniHum
nereHesum pibposom (I/1d), wo BMBYAE eeKTMBHICTb Ta 6e3neky GBO0139, iHransuiiHoro iHriGitopa
rafieKTMHy-3, Wo BBOAUTLCS Yepes CyxonopoLukoBuii iHranatop (CrI) npoTarom 52 TWXHIB», KOA AOCAIIKEHHS
GALACTIC-1, Bepcis 6.9 Big 01 kBiTHA 2021 poky; cnoHcop - «lanekto biotex Ab» (Galecto Biotech AB),
[JaHis

3asBHuK - «biopaci, En-En-Ci», CLUA

Ne M.1.6. BignoBigansLHOro gocnigHuka MpumiTKK
n/n Ha3Ba Micus NpoBeAEeHHSA K/iHIYHOro BUNPOGYBaHHS
1 K.M.H. BapsiHcbka A.C. 3a piLLIEHHAM

KomyHanbHe HekomepuiiHe nignpueMcTBO «KniHiYHa nikapHa LWBWAKOT | CNOHCOpa 3HATO 3
Megu4yHol gonomoru M. JlbBoBa», LEHTp Tepanii, 6,10k nynbMoHonorii ta | posrnagy MMB
HafaHHA MeAM4HOI AONOMOrM nauieHTaM 3 MyKOBICUMA030M, JIbBIBCbKMiA
HaUiOHaUTbHWIT MeAUYHUIA yHiBEpCUTET iMeHi JaHnna Manuubkoro, kagegpa
3aranbHoi Xipyprii, M. J1bBIB

BY/IO | CTANO |




K.M.H. Knanoyx B.O. nikap Muxaiinosa 3.B.

KomyHanbHe HekomepLiiHe nignpnemcTso | KomyHanbHe HekomepLiiHe nianpremMcTeo
XapkiBcbkoi o06nacHoi pagn «O6nacHa KniHiyHa | XapkiBcbKoi o6nacHoi pagn «O6nacHa KhiHivHa
nikapHsa», nNynbMo-anieprofiorivHe  BiA4iNEHHA 3 | NiKapHA», Ny/bMO-anieprosnoriyHe  Big4iNeHHa 3
IMYHOMOMYHUMKN  Ta  TepaneBTUYHUMU  JIDKKaMW, | IMyHOMOTYHUMKA  Ta  TepaneBTUYHUMU  NKKaMU,
M. Xapkis M. XapkKis

20. YkpaiHa, MK-3475-689, Bepcis 07 Big 22 »oBTHA 2021 p., yKpaiHCLKOIO MOBOIO, iH(popMaLia Ta
[OKYMEHT npo iHchopmoBaHy 3rogy ANnA NauieHTa, CTBOPeHAa Ha OCHOBI 106aJ/IbHOTO LWAaGNOHY
MK-3475-689_AMO02, Bepcia 2.07 Big 13 0BTHA 2021 p., a TakoX LWaG/IOHY, 3aTBEPKEHOro Ans
YKpaiHu, Bepcif Big 15 ciuHa 2021 p. yKpaiHCbKOI0 MOBOO; YKpaiHa, MK-3475-689, Bepcis 07 Big 22
YXOBTHA 2021 p., poCiiiCbKOIO MOBOLO, iH(hopMaLlis Ta AOKYMEHT Npo iHhopMoBaHy 3rogy AN nayieHTa,
CTBOpPEHa Ha OCHOBI rno6anbHoro waénoHy MK-3475-689 AMO02, Bepcis 2.07 Big 13 xoBTHA 2021 p., a
TaKoX LWaGMoHy, 3aTBepAXXeHOro AnsA YkpaiHu, Bepcis Big 15 ciuHa 2021 p. pociificbkolo MOBOK [0
NPOTOKONY KNiHIYHOTO JocnimkeHHs «PaHaomizoBaHe, Bigkpute pgocnimkeHHsa 1l casn ana  ouiHku
neMmo6posisymady B AKOCTi Heoa/'toBaHTHOI Tepanil Ta B kOMOGiHaUji 3i cTaHAapPTHUM JiKyBaHHAM B SKOCTI
aj'toBaHTHOI Tepanii nNpu onepadenbHOMY JIOKOpPerioHasIbHO PO3MOBCHOAXEHOMY MIOCKOKMITUHHOMY paky
ronosu Ta wui llI-IVA cTagii», ko gocnigpkeHHa MK-3475-689, 3 iHkopnoposaHot nonpaskoto 05 Big 13
TpasHA 2021 poky; crnoHcop - «Mepk Wapn EHA Joym Kopn.», godipHe nignpremctso «Mepk EHg Ko., IHK.»
(Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc.), CLLUA

3asBHMK - TOBApMCTBO 3 06MEXEHOI BiAMOBIfaUIbHICTIO «MC/], YkpaiHa»

21. BK/IOYEHHA J0[aTKOBUMX MicLb NPOBeAEHHA [OCIAKEeHHA A0 NPOTOKO/Y KAiHIYHOro BUMNPOOYBaHHS
«PaHgomizoBaHe, noggiliHe cnine, nnauebo-KOHTposiboBaHe, 6GaraTtoueHTpPoBe  OOC/IMKEHHS, L0
NpPOBOAMTLCA B NapasiefNlbHUX rpynax, i3 3acTocyBaHHAM (RIKCOBaHWX A03 AN OUIHKM edIeKTUBHOCTI Ta
6e3neyHocTi npenapaty SEP-363856 y nauieHTIB i3 LWM30IPEHIEND ¥ TOCTPOMY NCUXOTUYHOMY €ni3ogi», Kopg,
pocnipkeHHa SEP361-302, sepcis 3.00 3 iHKOpnopoBaHoo CyTTEBOK nonpaskoto 2.00 Big 26 ciuHa 2021 poky;
crnoHcop - «CyHoBiOH ®apmackioTikanc IHK.» (Sunovion Pharmaceuticals Inc.), CLUA

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

No M.1.6. BignoBigasibHOro AocnigHuka

n/n Ha3Ba Micug NpoBeAeHHSA K/iHIYHOro BUNPO6YBaHHS

1. | reH. gnpekTop Bonollyk A.€.

KomyHasnibHe HekomepuiiHe nignpueMcTBo «OfeCcbkuii 061acHWIn MEeOUYHUA LEHTP MCUXIYHOTO
3g0poB'a» Opecbkoi obnacHOi pagw, BigdineHHsa Ne 6 (vonosiue), BigaineHHs Ne 12 (xiHoue),
M. Opgeca

2. | A.M.H., npod. CkpunHikos A.M.

KomyHasnbHe nignpuemctBo «O6nacHuii 3aknag, 3 HafaHHSA ncuxiaTpyuyHoi gonomorn MontaBcbKol
obnacHoi paau», XXiHOYe TrOCTpe 3arasibHoncuxiatpuyHe BiggineHHa 5-06, 4osoBivye rocTpe
3arasibHoncuxiaTpuyHe BiggineHHs 2-a, MonTaBCbKNiA AepXaBHUA MeANYHNIA yHIBepcuTeT, kadeapa
ncuxiatpii, Hapkonorii Ta MegnyHoi ncmuxonorii, M. MNMontaea

22. Inchopmauis ansa nayieHTa Ta iHpopMoBaHa 3roga Ha y4acTb Yy HAyKOBOMY AOC/iAKeHHi, Bepcis 9.0
Ana YkpaiHu Big 04 nuctonaga 2021 poKy, YKpaiHCbKOIO Ta POCI/iCbKOKO MoBamMu [0 MpPOTOKOY
KMiHIYHOrOo BUNpoOyBaHHA «baraTtoueHTpoBe, TpuBasie MOAOBXeHe pJocnimkeHHa |l da3u 3 ouiHkM
6e3neyHocTi Ta edekTMBHOCTI YnagauutuHioy (ABT-494) y nauieHTiB 3 BMPa3KoBUM KOJITOM», KO
pocnigpkeHHa M14-533, 3 iHkopnopoBaHuMu AAMiHICTPaTUBHUMM 3MiHamn 1, 3, 5, 6, 7 i 8 (Tiibku gna KaHaan)
Ta MNonpaekamun 0.01, 1, 2, 3, 4, 5 Ta 6 Big 31 nunHa 2020 poky; cnoHcop - AbbVie Inc., USA

3anBHuK - «EB6BI BiothapmachkoTikana TM6X», LLseliLapis

23. BK/1IOUEHHA [04ATKOBUX MiCUub NPOBeAEHHA K/iHIYHOro BMNPOGYBaHHA [0 NPOTOKOAY KMiHIYHOro
OocnimpKeHHs1 «PaHaoMi30BaHe, BiAKpUTE, KOHTPOIbOBaHe, 3 ABOMa rpynamm AikyBaHHsS AOCAIMKEHHSA dha3n 3
choToimyHoTepanii ASP-1929 B MOpiBHSAHHI 3i CTaHA4ApTOM JlikyBaHHSA Ha BWOIp nikapsa Ans nikyBaHHSA
M/TIOCKOKNITUHHOIO JIOKOPETiOHa/IbHOTO PELMAUBYHOYOrO paky rofoBM Ta WKUT B NaUieHTIB, Yy AKAX He 6ysio
OOCATHYTO eddekTy UM CTaslocsl NPOrpecyBaHHs 3axBOPIOBaHHA Mig Yac abo nicnst NpuHaiMHI ABOX NiHil
Tepanii, npuHaiMHi ogHa 3 kX 6ysia CUCTEMHO», Ko AocrimxkeHHs ASP-1929-301, Bepcis 3 nonpaskoto 3.1
Big 10 yepsHAa 2020 p.; cnoHcop - PakyTeH Mepgikan, IHk., CLUA (Rakuten Medical, Inc., USA)

3aaBHuK - «biopaci, En-En-Ci», CLUA



No M.1.6. BignoBigasibHOro AocnigHMKa

n/n Ha3sga Micus npoBefeHHs K1iHIYHOro BUNPo6yBaHHSA

1. | nikap MNMigBepbeupbka A.B.

O6nacHe KOMyHa/lbHE HeKoMepuiliHe nigNnPUEMCTBO «BYKOBUHCBHKWIA KNIHIYHWIA OHKOJ/IOTiIYHWIA
LeHTP», CTPYKTYPHUIA Niapo3aia AEHHOro cTaljioHapy, M. YepHisui

2. | nikap Koasnbuyk M. B.

ToBapnCTBO 3 0OMEXEHOH BifgnNoBiAaSbHICTIO
MpokonoBuya CnixeHka», BigAiNeHHs Xipyprii,
c. KanitaHiBka

«MegnuHniA  UeHTp iMeHi akagemika HOpis
KuiBcbka 061., KneBo-CBSITOLUMHCBKUA p-H,

24. OHOBNEHUiA NPOTOKON KNiHiYHOro Bunpo6ysaHHa PAT-CR-302, npotokon Bepcia 4.0 Big 23 uepBHS
2021p.; bpowypa gocnigHuka: Matipomep AnA opasibHOI cycneHsii, Bepcia 14 Big 05 nunHa 2021p.;
3miHa Ha3BU Ta agpecu CroHcopa KJiHIYHOro BUNpooGyBaHHA; 3MiHa MicLs NPOBeAeHHA KNiHIYHOro
BUNPOGYBaHHA; 3MiHa Ha3BM MicUsA NMPOBEeAEHHSA K/iHIYHOro BUNPOOYBaHHA A0 NPOTOKOY KAiHIYHOIOo
JocnipkeHHs «baraToueHTpoBe, NoggiliHe crine, naaueb0-KOHTPONbOBaHe AOC/IMKEHHS Yy napasiesibHMX
rpynax 3 paHaomi3oBaHO BigMIHOK Tepanii 3 METO BMBYEHHS NaTipoMepy A5l KOHTPOO rinepkasiemii y
nauieHTiB, SKi NpUAMatoTb iHFIGITOPU PEHIH-aHMNOTEH3NH-aNIbA0CTEPOHOBOT cuctemn (iPAAC) ans nikyBaHHs
cepueBoi HegocTaTHOCTi (DIAMOND)», kog, gocnigpkeHHss PAT-CR-302, npoTokon Bepcis 2.0 Big 19 XOBTHS
2020p.; cnoHcop - Bichop ®apma, IHK., CLLUA

3aaBHUK - TOB «CiHeoc Xenc YkpaiHa»

BYNO CTANO

Peninca, IHK.

100 KapgiHan Yeii, m. PegBya, wrat KanidopHis
94063, CLLUA (100 Cardinal Way, Redwood City,
CA 94063, USA)

Bichop dapma, IHK.

200 Kapginan Yeii, m. PeaByp, wrtat KanicopHis
94063, CLLUA (200 Cardinal Way, Redwood City,
CA 94063, USA)

BYJO
A.M.H., npod. Lienyiiko B.W.

CTAJNIO
A.M.H., npody. Lienyiiko B.W.

KomyHanbHe HekomepuiiiHe nignpuemcTBo «Micbka
KniHiyHa nikapHa No8» XapkiBCbKOT MICbKOT paau,
KapZionoriyHe BigfiNeHHA AN XBOpPUX Ha iHapKT

KomyHanbHe HekomepuiiiHe nignpuemcTBo «Micbka
KniHiyHa nikapHa Ne8» XapkiBCbKOT MICbKOT paau,
KapionoriyHe Big4iNEeHHA AN XBOPUX Ha iHapkT

Miokapga Neo2, XapkiBCbka MeguyHa akagemis
nicnAAMNIOMHOI ocBiT MO3 YKpaiHu, kacegpa
Kappgionorii Ta (yHKUiOHa/IbHOI [AiarHOCTUKN,

Miokapaa Ne2, m. Xapkis

M. XapkiB

BYNO CTANO
K.M.H. Tpuwyk H.M. K.M.H. Tpuwyk H.M.
HaBuanbHO - HaykoBWA MeAWYHMIA KOoMMNeKc | HaB4YasibHO-HayKoBWiA MeANYHWIA LeHTp
«YHiBEpCUTETCbKA KNiHika» XapkiBCbKOro | «YHiBepcuteTcbka KNiHika» XapkiBCbKOro
HaLioHa/IbHOro MeNYHOro yHiBepcuteTty, | HauioHanbHoro MeNYHOro yHiBEpCUTETY,

NoANiKNiHIKa, | KOHCYyNbTaTMBHO-AiarHOCTUYHA NoAiKMiHIKa,

M. XapkiB

KOHCY/IbTaTUBHO-AiarHOCTUYHa
M. XapkiB

25. BKO4YEHHs A0AATKOBUX Micub NpoBeAeHHA KMIHIYHOro BUNPoGyBaHHA; 306iNblUEHHS
3anslaHOBaHOI KiNIbKOCTi AOoCAifKyBaHUX A/1S1 BKIIOYEHHSA Y K/liHIYHe BUNPOOGyBaHHA B YKpaiHi 3 60 go
120; LopmeHHUK nauieHTa i3 3acToCyBaHHSl [OOC/ifAXyBaHOro nikapcbKoro 3acoby, Bepcis
6.0_GDC-9545, kancynu_netpo3on, Kancynu_nan6ouuknié, kancynu_Big 15 cepnHa 2021 p.,
YKpaiHCbLKOIO Ta PpOCiAicbkol MoBamu; LLlogeHHMK nauieHTa i3 3acTOCyBaHHA [OCAIgKYyBaHOro
NniKapcbKoro 3acoby, Bepcia 6.0_GDC-9545, kancynu_sieTpo30s, Kancynu_nasaoouuknio,
Tabnetkn_Big 15 cepnHA 2021 p., YKPAIHCbLKOKO Ta POCIACbLKOK MOBaMU [0 MPOTOKONY KAiHIYHOIO
BMNpPO6YyBaHHA «PaHgomi3oBaHe noagiiHe crine nnaue60-KoHTpPosiboBaHe GaraToLEeHTPOBE AOCNIAKEHHS
chasu Il gnsa ouiHkn edpeKTMBHOCTI Ta 6e3neyHocTi GDC-9545 y KombiHauii 3 NanbounkIibomM NOpPiBHAHO 3
KOMOiHaujieto N1eTpo30/y Ta Nasdoumkniby y nauieHTiB 3 eCTPoreH-peLenTop-no3nTueHuM, HER2-HeraTuBHUM
MiCLLEBOMOLUMPEHUM Y MeTacTaTUYHUM pakoM MOJIOYHOT 3a/103U», Kog AocnimkeHHs BO41843, sepcia 2 Big,
08 ntoToro 2021 p.; cnoHcop - ®.XothdmaHH-/s Pow /14, LLBeiiuapis

3aaBHUK - TOBApMCTBO 3 06MEXEHOI0 BiANOBIAAILHICTIO «Pow YkpaiHa»



No M.1.6. BignoBigasibHOro AocnigHMKa

n/n HasBa MicLs NpoBeAeHHS KNiHIYHOTO BUNPOOBYBaHHS

1 | ron. nikap Kpynbko C.I.

MeauyHuii LeHTp ToBapuCcTBa 3 0OMEXEHOH BifNoBiAa/IbHICTIO «YKpaAiHChKWIA LLeHTp TomMoTepanii»,
BigAiNeHHs ximioTepanii, M. KponnBHULbKNI

2 | K.M.H. MomiHuyk [.B.

MeguuHuii LUeHTp ToBapucTBa 3 06MexeHow BignosigasibHicTIO «K/1IHIKA BEPYM EKCMEPT»,
M. Kni

26. lloaeHHMK nauieHTa Ana peectpauyii npuiiomy [OJIM, Bepcia 8.0 Big 15 xoBTHA 2021 p.,
AQHINIACBbKOIO, YKPAIHCbKOIO Ta POCIAICbKOIO MOBaMu [0 MPOTOKO/TY  K/IHIYHOTO  AOCAIAKEHHS
«PaHgomizoBaHe noggiiiHe criine gocnigpkeHHs [l hasn 3 BUBYEHHA edhekTUBHOCTI Ta 6e3neyHOCTi npenapary
SAR442168 y nopiBHSAHHI 3 N1aue60 cepes yHacHWKIB 3 BTOPMHHO-NPOrPECYOYMM PO3CISHMM CKNepo3om 6e3
peungusie (HERCULES)», kog gocnigpkeHHss EFC16645, 3 nonpaBkoto 04, Bepcis 1 Big 26 nunHa 2021p.;
crnoHcop - Genzyme Corporation, USA (xeH3aim KopnopeliwH, CLLA)

3asaBHUK - TOB «CaHogi-ABEHTIC YKpaiHa»

27. YkpaiHa, MK-3475-585, Bepcis 04 Big 10 nuctonaga 2021 p., yKkpalHCbKOKO MOBOIO, iHhopmauis Ta
AOKYMeHT npo iHhopmoBaHy 3roay ANA nauieHTa; YkpaiHa, MK-3475-585, Bepcisi 04 Big 10 nuctonaga
2021 p., pociiicbkolo MOBOLO, iH(hopMaLifa Ta AOKYMEHT Npo iHchopmoBaHy 3rogy A/S nauieHTa 4o
MPOTOKOMY K/IHIYHOrO AOC/iMKEHHS «PaHgomizoBaHe, MOABiHe-cnine KhiHiyHe pgocnimkeHHsa Il dasm
nemo6ponisymady (MK-3475) Ta ximiotepanii (XP a6o FP) B nopiBHsHHI 3 nnauebo Ta ximioTepanieto (XP abo
FP) B fAkocTi Heoaj'toBaHTHOro / af'l0oBAHTHOrO JliKyBaHHA NaAUieHTIB 3 aAeHOKapLUUHOMOK LUIYHKY Ta
LUTYHKOBO-CTpaBoxigHoro 3‘egHaHHa  (LWUC3) (KEYNOTE-585)», ko pocnigpkeHHs MK-3475-585, 3
iHKoprnopoBaHoto nonpaskot 08 Big 16 kBiTHA 2021 p.; cnoHcop - «Mepk Wapn EHg Joym Kopn.», gouipHE
nignpunemctBo «Mepk EHg Ko., IHK.», CLUA (Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc.,
USA)

3asiBHUK - TOBaApUCTBO 3 06MEXEHOH0 BignoBigasbHICTIO «MC/, YkpaiHa»

28. IHdhopmalia Ta AOKYMeHT npo iHhopMoBaHy 3rogy nauieHTa, Bepcia 11.0 ana YkpaiHu Big 05
nuctonaga 2021 p. yKpaiHCbKOIO MOBOKO, CTBOPEHa Ha OCHOBi crneuud)iyHoOro Ans AoCNigKEeHHSA
Wa6NoHY AOKyMeHTa npo iHopmoBaHy 3rofy, Bepcia MK-3475-355.04.00 Big 28 xoBTHA 2021 p., a
TaKoX Wab6/M0HY AOKYMeHTa nNpo iHhopmMoBaHy 3rofy, 3aTrBepAXeHoro ans Ykpainu, Big 15 ciuHa 2021
p., YKpaiHCbKOO MOBOIO; IHhopMaL,isi Ta AOKYMEHT npo iHhopMoBaHy 3rofy nauieHTa, Bepcis 11.0 ansa
YkpaiHu Big, 05 nuctonapga 2021 p. pociicbKOO MOBOK, CTBOPEHA Ha OCHOBi cneuyudiuHoro ana
[OCnigpKeHHA WaGsiIoHy AOKYMeHTa npo iHhopmoBaHy 3roay, Bepcis MK-3475-355.04.00 Big, 28 )KOBTHs
2021 p., a TaKOX LWIAG/IOHY AOKYMEHTa Npo iHhopmoBaHy 3roay, 3aTBepAKeHoro ana YkpaiHu, Big 15
ciuHA 2021 p., pOCIiCbKOKO MOBOIO [0 MPOTOKONY KAiHIYHOrO AOCAimpKeHHS «PaHgomizoBaHe, noAgiiiHe-
cnine pocnigpkeHHs 1l dpasn Ansg NopiBHSAHHA NikyBaHHS nem6ponisymaéom (MK-3475) y komOGiHauil 3
npenapaTtamu Ximiotepanii Ta NikyBaHHA nnaue6o y koM6iHauii 3 npenapartamu xiMmiotTepanii y nauieHTiB 3
paHile HesikoBaHMM MiCLLEBO-peLuamByoUMM HeonepabenbHuM abo MeTacTaTuiHUM NOTPINHO-HEraTUBHUM
pakom MosiovHOT 3a1031 (KEYNOTE-355)», koa gocnigpkeHHs MK-3475-355, 3 iHKOpnopoBaHOK NONpaBKoo
06 Big 01 BepecHsa 2021 poky; cnoHcop - «Mepk LWapn EHA Joym Kopn.», fodipHe nignpnemctso» Mepk EHA
Ko.,IHk.» (Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc.), CLLUA

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

29. 3HIMKM ekpaHy 3 nnaHweTa (eCOA) ACQ-5 OnuTyBasibHUK 3 KOHTpoto acTmu (ACQ), Bepcia 1.00
Big 22 xoBTA 2021 p., aHINIACbLKOIO MOBOIO Ta Nepeknag YKpaiHCbKO MOBOK; 3HIMKM eKpaHy 3
nnaHweTa (eCOA) ACQ-5 OnuTyBaJ/IbHUK 3 KOHTPO/IIO CUMNTOMIB GpOHXianbHOI acTmu (ACQ), Bepcis
1.00 Big 22 xoBTA 2021 p., aHMNIACLKOIO MOBOIO Ta Nepeknag pPocCiicbKo MOBOIO; 3HIMKU eKpaHy 3
nnaHweTta (eCOA) ADSD LLljogeHHUK cMMNTOMIB acTMu y AeHHui yac (ADSD), Bepcia 1.00 Big 28
BepecHs 2021 p., aHrNilicbKOI0 MOBOIO Ta Nepeknaz yKpaiHCbKO MOBOIO; 3HIMKM eKpaHy 3 nnaHuweTa
(eCOA) ADSD LWopaeHHUK aeHHUX cumnToMiB acTmu (ADSD), Bepcia 1.00 Big 28 BepecHs 2021 p.,
aHrNiicbKOK MOBOIO Ta Nepeknap pociicbkolo MOBOK; 3HIMKM eKpaHy 3 nnaHweTta (eCOA) ANSD
LogeHHUK cMMnNTOMIB acTMu y HiuHuii yac (ANSD), Bepcia 1.00 Big 22 oBTHA 2021 p., aHrNilicbKoO
MOBOIO Ta nepeknag yKpaiHCbKOIO MOBOIO; 3HIMKM eKpaHy 3 nnaHweta (eCOA) ANSD LloaeHHUK
HiuHux cumntomiB actmu (ANSD), Bepcia 1.00 Big 28 BepecHs 2021 p., aHrNiliCbKOIO MOBOIO Ta
nepeknag pociiicbkoo MoBOIO; 3HIMKM eKpaHy 3 niaHweta (eCOA) AQLQ(S) OnuTyBalbHUK SIKOCTi
XUTTA XBOPUX Ha acTMy i3 cTaHgapTusoBaHUMU Bugamu gianbHocTti (AQLQ(S)), Bepcis 1.00 Big 22

9



YXOBTHS 2021 p., aHTNificbKOIO MOBOIO Ta Nepekaj YKpaiHCbKOK MOBOK; 3HIMKM eKpaHy 3 n/aHweTta
(eCOA) AQLQ(S) OnuTyBa/siIbHUK 3 SIKOCTi XUTTA NPU GpoOHXiaNbHilAi acTMmi 3i cTaHgapTU3OBaHMMU
Buaamu gianbHocTi (AQLQ(S)), Bepcis 1.00 Big 22 xo0BTHA 2021 p., aHrNificbKOIO MOBOIO Ta Nepeknap,
pociiicbkoto MOBOIO; 3HiIMKM ekpaHy 3 nnaHweTa ERT_iSpiro_v3.1 iSpiro RS CTBOpiTb Ball pin-Koga,
Bepcisa 3.00 Big 19 xoBTHA 2021 p., aHrNINCbKOO MOBOIO Ta Nepeknaj yKpaiHCbKOK MOBOH; 3HIMKM
eKkpaHy 3 nnaHweta ERT_iSpiro_v3.1 iSpiro RS CTBOpiTb Ball MiH-KoA, Bepcisa 3.00 Big 20 )xoBTHA 2021
P., aHTNifiCbKOIO MOBOIO Ta NepPeKNag pocilicbKolo MOBOK; 3HIMKU ekpaHy 3 niaHweta (eCOA) Sanofi
ACT17208 Evening Medication Diary BeuipHiii woaeHHUK npuiiomy npenaparty, Bepcia 1.00 Big 22
YXOBTHA 2021 p., aHINiACbKOIO MOBOLO Ta Nepeksiag YKpaiHCbKOK MOBOIO; 3HIMKN eKpaHy 3 naaHLwweTa
(eCOA) Sanofi ACT17208 Evening Medication Diary BeuipHiii WogeHHUK npuiiomy npenapary, Bepcis
1.00 Big 22 xoBTHA 2021 p., aHrNIICLKOIO MOBOIO Ta Nepekiag PoCilicbKolo MOBOI; 3HIMKN €KpaHy 3
nnaHweTa (eCOA) Sanofi ACT17208 Evening PEF Diary BeuipHii wogeHHuk MLLUB, Bepcis 1.00 Big, 22
YXOBTHS 2021 p., aHrNilicbKOIO MOBOIO Ta Nepekaj YKpaiHCbKOK MOBOK; 3HIMKM eKpaHy 3 n/aHweTta
(eCOA) Sanofi ACT17208 Evening PEF Diary BeuipHiii wjoaeHHuk MLUB, Bepcia 1.00 Big 22 xoBTHsA 2021
p., @aHrNiliCbKOIO MOBOIO Ta Nepekiaj PociicbKolo MOBOLO; 3HIMKM ekpaHy 3 nnaHweTa (eCOA) Sanofi
ACT17208 Morning Medication Diary PaHkoBuiA WoAeHHUK npuiiomy npenapaty, Bepcis 1.00 Big 07
YXOBTHS 2021 p., aHTNiliCbKOIO MOBOIO Ta Nepekiaf YKPaiHCbKO MOBOLO; 3HIMKM eKpaHy 3 njiaHweTta
(eCOA) Sanofi ACT17208 Morning Medication Diary PaHkoBuii LogeHHUK NpuiioMy npenapary, Bepcis
1.00 Big, 14 BepecHsA 2021 p., aHrNificbKo0 MOBOIO Ta Nepeksiag PocCificbKoo MOBOK; 3HIMKN eKpaHy 3
nnaHweTa (eCOA) Sanofi ACT17208 Morning PEF Diary PaHkoBuii wogeHHuk MLLUB, Bepcis 1.00 Big 22
YXOBTHA 2021 p., aHINiACbKOIO MOBOLO Ta Nepeksiag YKpPaiHCbKOK MOBOIO; 3HIMKN eKpaHy 3 naaHLwweTa
(eCOA) Sanofi ACT17208 Morning PEF Diary PaHkoBuii wopaeHHuk MLLUB, Bepcis 1.00 Big 22 XOBTHA
2021 p., aHrNiNCbKOO MOBOIO Ta Nepeknag PoCciicbKo MOBOK; 3HIMKM eKpaHy 3 niaHweTta (eCOA)
Sanofi ACT17208 PGIC 3aranbHe BpaXeHHs nauieHTiB Npo 3miHy nepeodiry 6poHxianbHoi actmu (PGI-
Change), Bepcis 1.00 Big 28 BepecHsA 2021 p., aHINiiCbKOKO MOBOIO Ta Nepeksiaj YKpaiHCbKOK MOBOIO;
3HiMKkM ekpaHy 3 nnaHweTa (eCOA) Sanofi ACT17208 PGIC 3aranibHe BpaXeHHs nauieHTa Npo 3MiHy
nepeo6iry 6poHxianbHoi actmu (PGI-Change), Bepcis 1.00 Big 28 BepecHs 2021 p., aHrNilicbKOO MOBOIO
Ta nepeknag pocificbKolo MoBOL0; 3HiIMKM ekpaHy 3 nnaHweTa (eCOA) Sanofi ACT17208 PGIS 3arasibHe
BpaXeHHs nauieHTa Mpo CTyNiHb TSKKOCTI 6poHxianbHol acTmu (PGI-Severity), Bepcisa 1.00 Big, 28
BepecHs 2021 p., aHr1iiCbKOIO MOBOLO Ta Nepeksiag yKPaiHCbLKOI MOBOIO; 3HIMKM €eKpaHy 3 NnJjiaHweTta
(eCOA) Sanofi ACT17208 PGIS 3aranibHe BpaXeHHS Naui€eHTa NPo CTyMiHb TAXXKOCTI GPOHXiasibHOT
actmu (PGI-Severity), Bepcia 1.00 Big 28 BepecHs 2021 p., aHrniicbKO MOBOIO Ta nepeknaj
pocilicbkolo MoBO; 3HiMKM eKpaHy 3 nnaHwerta (eCOA) Sanofi ACT17208 Practice Diary
TpeHyBa/lbHUI WOAEHHUK, Bepcia 2.00 Big 22 oBTHA 2021 p., aHrilicbkol0 MOBOKO Ta nepeknap,
YKpaiHCbKOI0 MOBOI0; 3HiIMKM eKpaHy 3 nnaHuweTta (eCOA) Sanofi ACT17208 Practice Diary LLlogeHHUK
[NA TpeHyBaHHs, Bepcia 2.00 Big 22 oBTHA 2021 p., aHINMiiCbKOK MOBOIO Ta Nepeksiaf pociicbKow
MOBOI0; 3HIMKM eKkpaHy 3 nnaHweTta (eCOA) Sanofi ACT17208 Reminder Icon, Bepcia 1.00 Big 14
BepecHs 2021 p., aHr1iicbKOIO MOBOLO Ta Nepeksiaj yKPaiHCbLKOK MOBOIO; 3HIMKM eKpaHy 3 NnJjiaHweTta
(eCOA) Sanofi ACT17208 Reminder Icon, Bepcis 1.00 Big 14 BepecHs 2021 p., aHrNilicbKo MOBOIO Ta
nepeknapg, pocificbkoto MOBO0; 3HIMKM eKpaHy 3 nnaHweTa (eCOA) Sanofi ACT17208 Subject Training
Module TpeHyBanbHuii mogynb ANA nauieHta, Bepcia 1.00 Big 14 BepecHAa 2021 p., aHraificbkoro
MOBOIO Ta nepeknaj yKpaiHCbKOO MOBOIO; 3HIMKU ekpaHy 3 nnaHweta (eCOA) Sanofi ACT17208
Subject Training Module TpeHyBanbHUiA MOgyNb ANA y4acHuKa, Bepcia 1.00 Big 14 BepecHsa 2021 p.,
aHININCbKOIO MOBOIO Ta NMepekniag PoOCiicbKO MOBOK; 3HiIMKM eKpaHy 3 nnaHweTta (eCOA) Sanofi
ACT17208 Subject Training Quiz TpeHyBasibHe ONUTYBaHHA A5 NauieHTa, Bepcia 1.00 Big 15 XOBTHA
2021 p., aHrNificbKOK MOBOIO Ta Nepeksniaj YKpPaiHCbKOK MOBOH; 3HIMKM eKpaHy 3 nnaHweTa (eCOA)
Sanofi ACT17208 Subject Training Quiz MNepeBipka pe3ynbTaTiB HABYaHHA yyacHUKa, Bepcia 1.00 Bipg,
23 BepecHsi 2021 p., aHIMiNCbKOK MOBOIO Ta Nepeknap pPociicbKOK MOBOI [10 NPOTOKO/Y K/iHIYHOrO
pocnigxeHHa «PaHgomizoBaHe, noAgiiiHe cnine, nnaueb0-kOHTPOsIbOBaHe, 12-TMXHEBE AOCNIMKEHHS, WO
NPOBOAUTLCA B MapasiefibHUX rpynax 3 MeTow nigreepmkeHHs koHuenuil (MK), ona ouiHkM edheKTUBHOCTI,
6e3neyHoCcTi Ta NepeHOCUMOCTi PUN3abpPYTUHIOY B Y4YacHUKIB i3 OPOHXia/IbHOK acTMOK cepefHboro Ta
Ba&XKKOIO CTYMEHs TSDKKOCTI, $SKi HegoCTaTHbO [A06pe KOHTPO/OKTLCA  Tepaniel  iHransauiiHuMm
kopTukocTepoigamu (IKC) nitoc 6eta-2-afpeHeprivHnmm arodictamv Tpusanoi gii (BAT)», kog, AOCNiIKEHHSA
ACT17208, 3 nonpaskoto 01, Bepcia 1 Big 30 cepnHa 2021 poky; cnoHcop - sanofi-aventis recherche &
developpement, France (CaHodi-ABeHTiC pellepLl e aesenonmad, ®paHLis)

3asaBHUK - TOB «CaHogi-ABEHTIC YKpaiHa»

30. 30iNbLEHHA KiNIbKOCTi NalieHTIB, WO MOXYTb OYyTU BK/1IOUEHi Y AOCigpKeHHA B YKpaiHi o 200 ocio
[0 NPOTOKONY KMiHIYHOro AocnimpKeHHs «PaHaomizoBaHe, nialeb0o-KOHTPoNboBaHe, NOABIHE cnine KNiHivHe
pocnimpkeHHs 3 dasn npenapaty Hipanapu6 B KOoMOiHauii 3 abiparepoHa auetaToM Ta NpeaHi3oHOM Yy
MOpiBHAHHI 3 abipaTepoHa auetaTom Ta NpeaHi30HOM A5 /liKyBaHHA NalieHTiB 3 meTacTaTMYHUM KacTpart-
YyTAUBUM pakoMm nepeamixypoBoi 3as103n (MCSPC) 3i WKiANNBOK repMiHasibHO ab0 COMaTUUYHOK MyTaLieto
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reHis, WO BiAMNOBIgAlOTL 3a penapaliio LWAAXOM romosoriyHoi pekombiHauii (HRR)», kof [ocnigkKeHHA
67652000PCR3002, 3 lMonpasBkoto 1 Big 21.12.2020 p.; cnoHcop - «AHCCEH ®APMALEBTUKA HB»,
Benbris

3asaBHUK - «AHCCEH ®APMALIEBTUKA HBx», Benbris

31. Incdopmanis ana naudieHta Ta dopma iHPOpPMOBaHOI 3roau Ha BigHOB/IEHHAI 3aCTOCYBaHHA
[OCNifKYyBaHOrO 1iKapCbKOro 3aco0y nicsisi N0GiYHOro ABMLA 3 60Ky NeYviHKK, Bepcis 1.0 yKpaiHCbKOK
MOBOI0 A5 YKpaiHu Big 05.11.2021 p.; IHchopmauia gna nagieHta Ta Popma iHpOpMOBaHOI 3rogn Ha
BiAHOBJ/IEHHSA 3aCTOCYBaHHSA AOC/iAKYBaHOro /liKapCbKOro 3aco6y nicns noGiuHOro sBmua 3 60Ky
nediHkn, Bepcia 1.0 pociiicbkoo MoBOK Ana YKpaiHu Big 05.11.2021 p. A0 NpOTOKO/Y KAiHIYHOro
JocnimpkeHHss «baraToueHTpoBe, paHAoOMi3oBaHe, MoABiHe crine, naauebo KOHTPOJSIbOBaHE KAiHiYHE
pocnimpkeHHa 4 dasun 4Nng ouiHkM edeKTUBHOCTI Ta 6e3MeYHOCTi NPM3HAYeHOoro NiAWKIPHO rycenbKymMmaoy Y
nawieHTiB 3 aKTUBHUM akCia/lbHUM NcopiaTuyHUM apTPUTOM, K HIKONN He OTPUMYyBasIM Bi0soridYHy Teparnito»,
ko4 pocnimpkeHHa CNTO1959PSA4002, Big 14.04.2021 p.; cnoHcop - «AHCCEH ®APMALIEBTVKA HB»,
Benbris

3asaBHUK - «AHCCEH ®APMALIEBTUKA HBx», Benbris

32. Iuchopmauis gna nauieHta Ta iHpopMoBaHa 3rofa Ha yyacTb Y HayKOBOMY AOCAIMKEHHI Ta
HeO0O6OB’sI3KOBOMY AOC/iMKEHHI, Bepcia 7.0 ana YkpaiHu Big 20 0BTHA 2021 poKy, YKpaiHCbKOKO Ta
pocilicbkolo MOBaMU [0 NPOTOKOY KAIHIYHOro AOC/iAKEeHHs1 «baraToueHTpoBe, paHAoMi30BaHe, NoAgiiHe
cnine, nnauebo-KkOHTPO/IbOBaHE [OBrOCTPOKOBE MPOAOBXEHE [AOCNIMKEHHS MiATPUMYHOUOI Tepanii ans
BMBYEHHA e(eKTUBHOCTI Ta 6e3neyHoCTi YnagauutuHioy (ABT-494) y nauieHTiB 3 XxBopo6oto KpoHa, ski
3aBepwuin  gocnimkeHHa M14-431 un M14-433», Kof pocnigxkeHHs M14-430, 3 iHKOpnopoBaHWMM
ApmiHicTpaTMBHMMM 3MiHamMK 5 Ta 6 i Monpaskamun 1, 2, 3, 4, 5 Ta 6 Big 25 »o0BTHA 2020 poky; cnoHcop - AbbVie
Inc., USA

3anBHuK - «EB6BI BiothapmachkoTikan3 TM6X», LLseliLapisa

33. IHchopmauis gna nauieHta Ta iHpopMoBaHa 3rofa Ha yyacTb Y HayKOBOMY AOCAIMKEHHI Ta
HeOGOB’sAI3KOBOMY AocnimkeHHi, Bepcia 9.0 ona YkpaiHu Big 28 »oBTHA 2021 poKy, YKPAiHCbKOIO Ta
pocilicbkolo moBamu; IHchopmauiiiHa KapTKa nauieHTa, Bepcis 3.0 gnsa Ykpainum Big 09 nuctonaga 2021
POKY, YKPAIHCbKOIO Ta POCIiliCbKOKO MOBaMW A0 MPOTOKO/Y K/iHIYHOro BUNpobyBaHHA «PaHgomizoBaHe,
noagivHe cnine gocnimpkeHns, Il gpasn, Ans NopiBHAHHA NpenapaTy Ynagauutuio (ABT-494) 3 nnaue6o 1a 3
aganimymabom y nauieHTiB 3 akTMBHWM MNCOpiaTUYHUM apTPUTOM, SKi MaloTb B aHaMHe3si HeafeKBaTHY
BiANOBiIAb NpVHaliMHI Ha oAWMH HebGionoriyHWi XBOPO6GO-MOANIKYOUMIA NPOTMPEBMATMYHUI Npenapat
(XMMPM) — SELECT — PsA 1», kog gocnigpkeHHa M15-572, 3 iHkoprnopoBaH/MY agMiHiCTpaTUBHUMK 3MiHAMM
1,2,3,4,5, 6 [gna FoHkoHry (Kutalid)], 7 i 8 Ta Monpaskamu 1, 1.01 (ana VHP kpain) 2, 3, 4, 5, 6 Ta 7 (415 BCiX
KpaiH kpiMm AnoHii) Big 30 ciyna 2021 poky; cnoHcop - AbbVie Inc., USA

3anBHuK - «EB6BI BiothapmachkoTikani3 TM6X», LLseliapisa

34. OHoBneHa Gpouwypa pgocnigHuka Enoblituzumab, Bepcia 11.0 Big 15 yepBHAa 2021; OHOBieHa
6powypa gocnigHuka MGDO013 (Tebotelimab), Bepcis 5.0 Big 22 nunHa 2021; OHoBneHa CP-MGA271-
06, IHcdhopmauia ana nauyieHta Ta dopma iHopmoBaHOI 3rogun ANA YKpaiHW YKpaiHCbKOK Ta
pocilicbkolo moBamMmu, octatouHa Bepcia 3.0 Big 06 oBTHA 2021 p. Ha OCHOBI MaiicTep-Bepcii ansa
€Bponu aHrniicbKo MOBOK, ocTaTtouHa Bepcia 3.0 Big 04 XoBTHA 2021 p. A0 NPOTOKOMY KAiHIYHOIO
JocnipkeHHa «BigkpuTe gocnimkeHHs dpasu 2 A1 ouiHKM eHOBNiTy3yMaoy B koMbiHauji 3 peTudpaHnimabom
abo TeboTenimabom y nepuwiin AiHIT NiKyBaHHA MauieHTIB 3 peunauBylouMm abo MeTacTaTUyYHUM
NJOCKOKAITUHHUM pakoM rosioBu Ta Wni», Kog gocnimkeHHsa CP-MGA271-06, nonpaska 1, Big 16 rpyaHsa 2020;
crnoHcop - Makpo/xeHikc, IHK. (MacroGenics, Inc.), CLLUA

3asBHUK - TOBApPUCTBO 3 0OMEXEHOI0 BiAnNoBifasbHICTIO «KLP YkpaiHa»

35. IHchopmauis ana naudieHta Ta dopma iHPOpPMOBaHOI 3roau Ha BigHOB/IEHHAI 3aCTOCYBaHHA
[OCNioKYBAHOTIO /1iKapCbKOro 3aco6y nic/1A NoGiuHOro siBMLLa 3 60Ky neviHky, Bepcis 1.0 ykpaiHCbKOIo
MOBOIO A5 YKpaiHu Big 05.11.2021 p.; IHchopmauia gna nayieHta Ta Popma iHpoOpMOBaHOI 3rogn Ha
BiHOB/IEHHSA 3aCTOCYBaHHSA AOC/iAKYBaHOro /liKapCbKOro 3aco6y nicns noGiuHOro Asuua 3 60Ky
nedviHkn, Bepcia 1.0 pocilicbkoio MoBoOK Ans YkpaiHu Big 05.11.2021 p. A0 NPOTOKO/Y KAiHIYHOrO
pocnipkeHHa «baraToueHTpoBe, paHAoMi3oBaHe, MOABiNHe chnine, nnauebo KOHTPO/NbOBaHE KAiHiYHe
pocnipkeHHs 3b casun gns ouiHkM edpeKTUBHOCTI Ta 6e3nevHOCTi NpM3HaYeHoro niglwkipHo rycenbKymaoy y
nawuieHTiB 3 aKTUBHMM MNcopiaTU4HUM apTpuUTOM, SKi paHie MaauM He[oCTaTHI Bignosigb Ta/abo
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HenepeHoCUMICTb NikyBaHHA OAHMUM 3 iHMIGITOPIB (hakTopy HEKpo3y Nyx/avH anbga», Kogh AOCMiIKEHHS
CNTO1959PSA3005, Big 13.04.2021 p.; cnoHcop - «AHCCEH ®APMALEBTUVKA HB», benbris
3asBHuK - « AHCCEH ®APMALIEBTVIKA HB», benbris

36. Bk/toyeHHs1 AO0AATKOBOro Micusi NpoBeAeHHs K/1iHIYMHOro BUNPOOYBAaHHA [0 MPOTOKOJY KIiHIYHOTO
pocnimpkeHHs «TALAPRO-3: PAHAOMI3OBAHE, MOABINHE CNINE AOCAIAKEHHA ®A3M 3, WO
MPOBOANTLCA 3 METOKO MOPIBHAHHA TANTA3OMNAPUBY B KOMBIHALLT 3 EH3ANYTAMIAOM TA
MNALUEEO B KOMBIHALII 3 EH3ANYTAMIAOM ¥ YOJIOBIKIB 13  METACTATUYHUM
FTOPMOHOUYYT/IMBMM PAKOM TMEPEAMIXYPOBOI 3A/I03M 3 MYTALJIEKD TEHA DDR», Kopg
pocnigpkeHHs C3441052, octatoyHa pegakuis npoTokony 3 nonpaskoto 1 Big 20 BepecHs 2021 p.; CNOHCOP -
Mdcpaiizep IHk., CLUA

3asBHuK - MNdpainzep IHk., CLUA

No MN.1.B. BignoBiganbHOro gocnigHnka

n/n Ha3sBa Micus npoBefeHHA K1iHIYHOro BUNPO6YBaHHSA

1. | A.M.H. Xape6a .l

KomyHasilbHEe HeKoMepUiiiHe nignpueMcTBO XapkiBCbKoi o6s1acHOi paan «Ob6nacHuii MeguyvHuia
KNiHIYHWA LeHTp yposorii i Hedpposorii im. B.1. LLlanoBana», BiaAiNeHHS OHKONOriYHOT yposorii Ne5, m.
Xapkis

37. bpowypa gocnigHuka Belzutifan (MK-6482), BugaHHsa 9 Big 28 »0BTHA 2021 poKy, aHr/iliCbKOIO
MOBOIO /10 NPOTOKOJ1Y K/iHIYHOro AOC/iMKEeHHS «BigkpuTe, paHaomizoBaHe gocnimkeHHs 1l hasm ans ouiHkm
edpekTMBHOCTI Ta 6e3neyHocTi nem6ponisymady (MK-3475) y komb6iHauii 3 6ensytudarHom (MK-6482) Ta
nenBatuHioom (MK-7902), a6o MK-1308A y koMbGiHaLii 3 leHBATUHIOOM MOPIBHAHO 3 NeM6posiisymabom i
NIeHBaTMHIOOM B SKOCTI NMepLUOi MiHii Tepanii A8 y4acHWKIB 3 PO3MNOBCIOMKEHOI CBIT/TIOKNITUHHOK HUPKOBO-
KNITUHHOIO KapLMHOMO0», KoA nocnimpkeHH MK-6482-012, 3 iHkoprnopoBaHot nonpaskoto 02 Big 01 yepBHSA
2021 poky; cnoHcop - «Mepk Wapn eHg Joym Kopn.», gouipHe nignpmemctso «Mepk eHg Ko., IHk.», CLUA
(Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

3asiBHUK - TOBApUCTBO 3 0OMEXEHOH0 BignoBigasbHICTI0 «MC/ YkpaiHa»

38. OHoBneHwuii MPoOTOKO KNiHIYHOro BUNPOGYBaHHS, Bepcif 4 Big 15 BepecHA 2021 poKy aHrNificbKoo
MoBOI0; IHhopMauis npo gocnimxkeHHs Ta hopma iH(hopmMoBaHOI 3rogn, nokasibHa Bepcia Homep 2.0
Ans YKpaiHu yKpaiHCbKOK MOBOR, aarta Bepcil 16 nuctonaga 2021 poky Ha ocHoBi MacTtep Bepcii
Homep 4.0 Big 11 nuctonaga 2021 poky; IHpopmauis Ta cpopma 3rogu Ha HagaHHA faHUX BariTHol
napTHepKU AOPOC/IOro yyacHUKa AoCNifKeHHSA fIoKanbHa Bepcist Homep 2.0 ans YKpaiHu YKpaiHCbKOIO
MOBOI0, AaTa Bepcii 16 nucrtonaga 2021 poky Ha ocHoBI MacTtep Bepcii Homep 2.0 Big 11 )xoBTHA 2021
pOKy; IHCTPyKLUif Wo[A0 camMOCTiNHOrO BBeAEHHA GeHpanisymalby BAoMa uu B BigAasieHOMY Micui
nauieHTomM Tala6o Moro gornaganbHUKOM Mifg vyac AOCNimKeHHA (ANA nauieHTa), JlokanbHa Bepcis
HoMmep 2.0 Big 05 nuctonaga 2021 poKy AnA YKpaiHu YKpaiHCbKOKO MOBOIO Ha OCHOBi MacTtep Bepcii
Homep 3 Big 13 XoBTHA 2021 poKy; IHCTPYKLUif Woa0 caMOoCTiiHOro BBefleHHs1 6eHpanisymady BgomMa
4y B BiggasieHoMy Micui nauieHTom TalaGo Moro AornsiAa/ibHMKOM Mig 4yac pocnigkeHHs (gns
pocnigHuka), JlokasibHa Bepcia Homep 2.0 Big 05 nuctonaga 2021 poKy AnAa YKpaiHM YKpaiHCbKO
MoOBOI0 Ha ocHoBi MacTtep Bepcii Homep 3 Big 13 oBTHA 2021 poky; HUDSON GI MNoci6Huk ans
nauieHTa, Bepcia 2.0 Big 14.09.21 anAa YKpaiHW yKpalHCbKOK MOBOI; KapTka poscninneHHs ans
nauieHTa, Bepcia 2.1 Big 08 nuctonaga 2021 poKy AnA YKpaiHM YKpaiHCbKOK MOBOK; Tadénuus
npu3HayeHHA JliKkyBaHHS, /IoKanbHa Bepcia Big 08 nuctonaga 2021 poky ANns YKpaiHU YKPaiHCbKOIO
MOBOIO Ha OCHOBI MacTep Bepcii Big 03 cepnHsa 2021poKy; KopoTkuii AoBigHMK NauieHTa, MopTaTtuBHWiA
npucTpiii, Bepcia 2.0 Big 14 BepecHs 2021 poKy Ans YKpaiHU YKpaiHCbKOIO MOBOLo; Martepiann gns
nauieHTiB, WO CTOCYIOTbLCS AOMOMDKHOrOo iHCTPYMEHTY ANA KiiHiuyHoro gocnimkeHHss HUDSON -
MOGinbHOro gopatky nig HasBoto Unify (FOHichail) Bepcia Big 2021 poKy ansa YKpaiHM YKpPaiHCbKOIO
MoBoOt0; BukopuctaHHa gopatka Unify nig uac Baworo gocnigxeHHs Bepcia 1.2.1 Big 5 nucrtonaga
2021 poKy ana YKpaiHu yKkpaiHCbKoo MoBoto; MpeactaBnsemo goaatok Unify Bepcis 1.2.1 Big BepecHs
2021 poky ans YKpaiHu yKpaiHCbKOIO MOBOIO; Baw nocioHuk i3 BukopuctaHHa Unify [HUDSON| Bepcis
1.2 |[nuctonag 2021 p. ana YKpaiHM yKpaiHCbKOIO MOBOI; ENEeKTPOHHUI WOAEHHUK: 3BIiT 3 eKpaHy.
LWoaeHHi HaragyBaHHsA, Bepcia 1.00 Big 02 cepnHA 2021 p. aHrNiliCbKOO Ta YKpPaiHCbKOKO MOBaMWu;
EnekTpOHHWIA WOAEHHUK: 3BIT 3 eKpaHy. IHCTPyKLii Ta onuTyBasibHUKM, Bepcis 1.00 Big 02 cepnHa 2021
P. aHrNifcbKOIO Ta YKpPaiHCbKOIO MOBamu; ENekTpoOHHMIA WoAeHHUK: 3BIT 3 eKpaHy. HaBuanbHuii Tect
ANA yyacHuKa, Bepcifa 1.00 Big 02 cepnHsa 2021 p. aHrNificbKoOo Ta yKpaiHCbKOK MoBaMu; ENeKTpoHHUiA
WOAEHHMK: 3BIT 3 eKpaHy. HaBuanbHuii Bigeoponuk gns yuacHuka (HeoGoB’sa3koBuii), Bepcia 1.00 Big
02 cepnHA 2021 p. aHININCLKOIO Ta YKPAIHCbKOO MOBamu; ENEKTPOHHUIA WOAEHHUK: 3BIiT 3 eKpaHy.
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HaBuanbHuii Bigeoponuk pns yuvacHuka, Bepcia 1.00 Big 02 cepnHsa 2021 p. aHrfificbkow Ta
YKpaiHCbKOI MoBaMu; ENeKTPOHHUIA WOAEHHUK: 3BIT 3 eKkpaHy. LLloTwxHeBi/lomicsiuHi HaragyBaHHSA,
Bepcis 1.00 Big 02 cepnHa 2021 p. aHI/IACBKOIO Ta YKPAIHCbKOK MOBamMu; ENEKTPOHHUIA WoaeHHUK:
3BiT 3 eKkpaHy. BSFS, Bepcisa 1.00 Big 02 cepnHsa 2021 p. aHrnilicbkol Ta YKpaiHCbKOIO MOBaMu;
EneKTPOHHUIA WOAEHHUK: 3BiT 3 ekpaHy. DSQ, Bepcia 1.00 Big 02 cepnHA 2021 p. aHrAificbKkol Ta
YKpaiHCbKOI0 MOBamMu; ENeKTPOHHUI WwoaeHHUK: 3BIT 3 ekpaHy. PAGI-QoL, Bepcisa 1.00 Big 26 nunHsA
2021 p. aHrNIiCbKOIO Ta yKpaiHCbKOK MoBaMu; ENekTpoHHMiI WwopeHHUK: 3BIiT 3 eKkpaHy. PAGI-SYM,
Bepcisa 1.00 Big 26 nunHA 2021 p. aHrNificbKOIO Ta YKPAiHCbKOI MOBaMu; ENeKTpoHHMIA WoAeHHUK: 3BIT
3 eKpaHy. PGI-BR, Bepcia 1.00 Big 02 cepnHA 2021 p. aHIMINCbKOIO Ta YKPAiHCbKOK MOBaMu;
ENeKTPOHHUI WOAEHHUK: 3BIT 3 eKpaHy. PGI-C, Bepcia 1.00 Big 02 cepnHa 2021 p. aHrnificbkol Ta
YKpaiHCbKOIO MOBaMu; ENeKTPOHHMIA WoAeHHUK: 3BIT 3 eKpaHy. PGI-S, Bepcia 1.00 Big 02 cepnHa 2021
p. aHrNificbKOIO Ta YKpaiHCbKO MOBamMu; ENeKTpoHHUIA WoAEeHHUK: 3BIT 3 ekpaHy. PROMIS Fatigue,
Bepcis 1.00 Big 02 cepnHsa 2021 p. aHI/IACBKOIO Ta YKPAIHCbKOK MOBamMu; ENEKTPOHHUIA WoAeHHUK:
3BiT 3 ekpaHy. SAGED, Bepcisa 1.00 Big 02 cepnHA 2021 p. aHIMIACbKOK Ta YKPAlHCbKOK MOBaMu;
EnekTpoOHHWIA WOAEHHUK: 3BIT 3 eKkpaHy. SF-36v2, Bepcis 1.00 Big 02 cepnHA 2021 p. aHrniiicbKoro Ta
YKpaiHCbKOI0 MoBamMu; EnekTpoHHWMii WwoaeHHUK: 3BiT 3 ekpaHy. WPAI+CIQ, Bepcis 1.00 Big 02 cepnHs
2021p. aHrNificbKo Ta yKpaiHCbKOK MOBaMM [0 MPOTOKOMY KNiHIYHOrO JocnimxeHHs «baraTtoueHTpose,
paHAoMi30BaHe, NoAgiliHe cnine, y napasiesibHuX rpynax, naauebo-koHTpoiboBaHe 3-4acTUHHE AOCNIIKEHHS
hasm 3 gna gemoHcTpauii ethekTMBHOCTI Ta 6e3nekn GeHpasiisymady y nauieHTiB 3 €03MHOMINbHUM
ractpuTom Ta/abo ractpoeHteputom (The HUDSON GI Study)», kog gocnigpxerHa D3258C00001, sepcis 3
Big 04 6epesHs 2021; cnoHcop - AstraZeneca AB, Sweden

3asnBHUK - TOB «<ACTPA3EHEKA YKPAIHA»

39. BK/1loUeHHA [00aTKOBOro Micus NpoBeAeHHs [oCAifKEeHHA [0 NMPOTOKOY KNiHIYHOro BMNpPo6yBaHHS
«PaHpowmizoBaHe, noggiiHe cnine, nnaueb0-koOHTPOIboBaHe, 6baraToLeHTPOBE AOCAIMKEHHS MO Nigdopy 403U
ONna OuiHKM ed)ekTUBHOCTI 1 6e3nevHocTi npenapaty ALN-AGTO1 y nauieHTiB 3 M'SIKOIO Ta MOMipHOO
apTepiasibHOIO TinepTeHsielo», kog pocnimkeHHs ALN-AGT01-002, iHkoprnopoBaHuii nonpaskoto 2 Big 09
yepsHA 2021 poky; cnoHcop - Alnylam Pharmaceuticals, Inc., United States

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

No M.1.B. BignoBigasbHOro gocnigHnKa

n/n Ha3Ba Micusi NpoBeAEHHS K/TiHIYHOrO BUNPOOYBaHHS

1. | nikap Myray M.M.

MeanyHWii LeHTp ToBapuCcTBa 3 OOMEXEHOK BifMNoBigasibHICTIO «MeguyHa KniHika «bnaromepn»,
NiKyBaNIbHO-AjarHOCTUYHWIA nigpo3ain, M. Knis

40. Bpowypa pocnigHuka MEDI8897 (HipceBimab), BugaHHa 5.1 Big 23 BepecHa 2021 poky,
aHrNINCbKOI MOBOK [0 MPOTOKONIB K/iHIYHMX BUNPO6yBaHb: «PaHgomizoBaHe, noAgiiHe cnine,
KOHTpO/IbOBaHe MnpenapaTroMm naniBisymad [ocnimpkeHHs diasn 2/3 gns OuiHkM 6e3neyHoCcTi npenapaty
MEDI8897, MOHOK/TOHa/IbHOrO aHTWTI/Ia A0 PecnipaTopHO-CUHUMTIA/IbHOMO BipyCy 3 MOLOBXEHUM Mepiogom
HaniBBMBEAEHHS, Y pAiTeld i3 BUCOKMM cTyneHem pusnky (MEDLEY)», kog gocnigpkeHHs D5290C00005,
iHkoprnopoBaHwuii nonpaskoto 1 Big 31 6epe3Hsa 2021 poky; «PaHgomizoBaHe, noAgiiHe cnine, nnaue6o-
KOHTPO/IbOBaHe [OCNiMKeHHA ha3n 3 Ana ouiHkM 6e3neyHocTi Ta edieKTMBHOCTI npenapaty MEDI8897,
MOHOK/IOH&/TbHOTO ~ @HTUTIla A0  PecnipaTtoOpHO-CMHUMUTIA/IBHOTO  Bipycy 3 MOAOBXEHUM MepiogoM
HaniBBUBEAEHHS, Y 300POBUX Mi3HIX HEAOHOLIEHNX Ta AOHOWeHMX HeMoBAAT (MELODY)», koA 0OCAIIKEHHSA
D5290C00004, iHkopnopoBaHuii nonpaskoko 1 Big 1 notoro 2021 p.; cnoHcop - Medimmune, LLC, CLUA
3anBHuK - MignpremcTso 3 100% iHo3eMHol iHBecTuLjelo «AVK'IOBIA PAC Ykpaina»

41. BKNOUEHHSA A0[aTKOBOro Micus NpoBefeHHA KAiHIYHOro BMNPOGYBaHHA [0 NPOTOKOAY KAiHIYHOro
BMNpoOyBaHHA «baraToueHTpoBe, BigKpUTe [OOCNIKEHHA 3 OAHIEHD TPYMnow AN OLiHKM [0BroTpusasiol
6e3nekn, nepeHoCcUMOoCTi Ta eDEKTUBHOCTI OpiBapaleTamMy B yYaCcHUKIB AOC/iIKEHHSA BIKOM Big, 2 10 26 pokiB
i3 AMTAYOoK0 abcaHCHOO eninencielo abo HBEHIILHOK abcaHCHO eninencieto», kog, aocnimpkeHHa EP0132, 3
iHKOpNopoBaHoo Nonpaskoto 2 Bif 29 6epesHsa 2021 poky; cnoHcop - UCB Biopharma SRL, Belgium
3aaBHuK - MignpuemcTso 3 100% iHo3eMHol iHBecTuLjeto «AVK'IOBIA PAC YkpaiHa»

No M.1.B. BignoBigasibHOro AocnigHMKa

n/n HasBa Micusi NnpoBeAeHHS K/IiHIYHOrO BUNPO6GYBaHHS

1. K.M.H. Mopo3 O.M.

[JlepXaBHa ycTaHOBa «YKpaiHCbKU Aep)XaBHUA HayKOBO-AOC/IAHNA IHCTUTYT MEeAMKO-COLia/TIbHUX
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npo6aem iHBanigHocTi MiHiCTepcTBa OXOPOHW 340POB’'A YKpaiHw», BigAiNEeHHS HEeBPOAOrii, M.
[Hinpo

42, 3anyyeHHs1 [O0[ATKOBMX BUPOGHUUMX AINAHOK npenapatiB nopiBHAHHA: UucnnatuH (Cisplatin-
Losung Ribosepharm) koHueHTpaT Ans po3uvHy ansa iHdysiii 50mMr/100 mn y dnakoHi; 50mr/100mn
(minirpam/mininitp): Thymoorgan Pharmazie GmbH, Germany, Schiffgraben 23, Goslar,
Niedersachsen, 38690, Germany; BnacHuk peecTtpauiiiHoro nocsigyeHHs: Hikma Pharmaceutica
(Portugal), S.A., Estrada do Rio da Mo no.8, 8A e 8B, Fervenca 2705-906 Terrugem SNT, Portugal;
Kaneuyuta6iH (Capecitabine) (154361-50-9; Capecitabine) Ta6neTku BKpuTi N/1iBKOBOIO 060/10HKO10, 500
mr; 500 mr (minirpam): Pharmacare Premium Ltd, Malta, HHF003 Hal Far Industrial Estate, Birzebbugia,
BBG3000, Malta; OkcaninnatuH (Oxaliplatin) (63121-00-6; Oxaliplatin); KOHUeHTpaT ANA PO3UMHY ANA
iHy3iiA, 5 mrimn, y conakoHi 20 mn (100 mr/20 mn); 5 mr/imn (100 mr/20 mn) (Minirpam/mininiTp): Sun
Pharmaceutical Industries (Europe) B.V., Netherlands, Polarisavenue 87, Hoofddorp, 2132 JH,
Netherlands; ®nyopoypauun (Ribofluor) (51-21-8; 5-fluorouracil ); po3unH gnsa in’ekuii 50 mr/imn; 50
mMr/imn(minirpam/mininitp): Oncotec Pharma Produktion GmbH, Germany, Am Pharmapark, Dessau-
Rosslau, Sachsen-Anhalt, 06861, Germany [0 NPOTOKO/Y KNiHIYHOrO BUNPOOyBaHHA «PaHfomizoBaHe
baraToueHTpoBe pocnimkeHHs a3 3 npenapaTy 3adigatamadé y KomGiHauii 3 XximioTepaniewo 3
Tucnenizymabom abo 6e3 Hboro y naujieHTis 3 HER2-no3utuBHOO HepesekTabesibHOK MiCLLeBOMOLLUMPEHOI0
abo meTacTaTMYHO racTpoesodareasibHOW afeHokapunHomoto (FEA)», koa pocnimkeHHs ZWI-ZW25-301, 3
iHKOpnopoBaHoto nonpaskoto 1 Big 12 TpaBHA 2021 p.; cnoHCcop - «3aMBOPKC IHK.», KaHaga (Zymeworks Inc.,
Canada)

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

43. focnipxeHHa EXPAND_3wmict iHcopmauiliiHoro Be6-caiiTy ans yuyacHukiB, VO2UKR(uk)01_01
nuctonaga 2021 p., yKpalHCbKOK Ta aHrnificbkoro moBamu; JocnigkeHHa EXPAND_3wmict
iHpopmauiiiHoro Be6-caiity ans yyacHukis, VO2UKR(ru)01_01 nuctonaga 2021 poky, pociiicbko Ta
aHrnificbkoro MmoBamu; JlIucT Big nikaps-gocnigHMKa A0 NOTEHUIAHOro yyacHuKa AocCnimKeHHs, 12
XoBTHS 2021 p. [VO1 UKR(uk)04], ykpaiHCbKO MOBOIO; JIUCT Big nikaps-AocniigHuKa A0 NOTeHUiAHOro
yyacHuKa gocnimkeHHs, 12 xoBTHa 2021 p. [VO1 UKR(ru)04], pociiicbkoio moBoto; Bpowypa gns
y4yacHuUKiIB, 12 »oBTHA 2021 p. [V01 UKR(uk)02], ykpaiHCbKOIO MOBOIO; Bpowypa ana yyacHukis, 12
XOBTHS 2021 p. [VO1 UKR(ru)02], pociiicbKkolo MOBOIO; MnakaTt gNnsa y4YacHUKIB AOCiMKEHHA, 12 )KOBTHA
2021 p. [V01 UKR(uk)02], ykpaiHCbKOI MOBOI0; Mnakat Ana y4acHUKIB JOCNiAKeHHs, 12 )xoBTHA 2021
p- [V01 UKR(ru)02], pociiicbkoto MoBO10; MoBigomieHHA 3 iHthopMaLi€etlo Npo JocnigKkeHHs, 12 )KOoBTHA
2021 p. [V01 UKR(uk)03], ykpaiHCbKOI0 MOBOL0; MNMoBigOMNEHHA 3 iHhopmaLielo Npo focnigKeHHs, 12
XOBTHA 2021 p. [V01 UKR(ru)03], pociiicbKOl0 MOBOIO; BK/IIOUEHHSA A0OATKOBOro Micus npoBeAeHHsA
KNiHIYHOro BMMNPOOYBaHHA [0 NPOTOKO/Y KAIHIYHOIO [OChimpKeHHs «PaHAoMi3oBaHe, MiATBeEpmXyoYe,
nofBiiHe cnine, nnaue60-KOHTPO/IbOBaHe, GaraToLEHTPOBE AOCNIMKEHHS MNigdopy onTUMasibHOI [03U B
napasieNbHnx rpynax i3 2-etanHuM afanTUBHUM [AM3aliHOM | paHAO0MI30BaHOK BiAMIHOK A1 OLiHKM
edpekTnBHOCTI, 6e3neyYHOCTi Ta NepeHOCUMOCTi BpiBapaueTamy B AKOCTi MOHOTepanii B nawieHTiB Y Bilj Big, 2
00 25 pokiB i3 AUTAYO0I abcaHCHO enisiencieto abo BEeHINLHOK abCaHCHO enisiencielo», Kog AOCiAKEHHSA
N01269, 3 iHkopropoBaHOo NONpPaBkoto 2 Bifg, 29 6epesHa 2021 poky; cnoHcop - UCB Biopharma SRL, Belgium
3aaBHuK - MignpuemcTso 3 100% iHo3eMHol iHBecTuLjeto «AVK'IOBIA PAC YkpaiHa»

Ne M.1.6. BignoBiganbHOro gocnigHnKa

n/n HasBa Micus npoBefeHHS KiHIYHOrO BUNPO6YBaHHS

1. K.M.H. Mopo3 O.M.

[epxaBHa yCTaHOBU «YKPAIHCbKWI Aep)XaBHUA HAyKOBO-AOCAIAHWA IHCTUTYT MeAMKO-COLia/TIbHUX
npo6s1eM iHBanigHOCTI MiHICTEPCTBA OXOPOHU 3[0POB’S YKpaiHW», BiA4i/IeHHS HeBPOJIOTii, M. [IHINpo

44, 36inblEHHA KiNbKOCTI gocnigKyBaHux B YKpaiHi 3 81 go 120 oci6 [0 NpoTOKOYy KAiHIYHOMO
BMNPOOYyBaHHA «52-TvKHEBE BIAKPUTE NOAOBXEHEe AOCAIMKEHHA MiMaBaHCEPUHY Y AOPOC/MX Ta JII0LeNn
MOXMNOro BiKy 3 HeWponcumxiaTpUYHUMKU  CUMMATOMaMK, MNOB'A3aHUMM i3 HelpogereHepaTUBHUM
3axBOpPHOBaHHAM», koA, aocnigpkeHHss ACP-103-047, 3 iHkopnopoBaHot nonpaBkoto 3, dhiHanbHa Bepcisa 1.0 Big,
23 nunHsa 2019 p.; cnoHcop - «<AKALIA dapmackioTikans IHk., CLUA» (ACADIA Pharmaceuticals Inc., USA).
3assHuK - TOB «BOPNABANA KNIHIKAN TPAINIC YKP»
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45, 306inblueHHA KiNbKOCTi gocnigkyBaHux B YKpaiHi 3 180 ao 240 oci6é [0 NMPOTOKONY KiHIYHOrO
pocnigxeHHsa «daza 3b 6araToLeHTpoBOro, paHLoMi30BaHOro, MOABIHO C/linoro, nnaLe60-KOHTPOSIbOBAHOIO
JOCNiAXEeHH: Woao ouiHki 6e3nekn nikyBaHHs MiMaBaHCEpPUHOM Yy A0OpOC/AMX Ta Jilo4eli NOXWIoro Biky 3
HeponcuxiaTpuyHMMM  CMMATOMaMu, MNOB'A3aHMMU i3 HelipoJereHepaTuBHUM  3aXBOPIOBAHHSAM», KOA
pocnigpkeHHa ACP-103-046, 3 iHKOpnopoBaHOoH nonpaskoto 6, thiHanbHa Bepcia 1.0 Big 23 nunHa 2019 p.;
crnoHcop - «AKALIA ®apmacktoTikan3 IHk., CLUA»(ACADIA Pharmaceuticals Inc., USA)

3asBHIK - TOB «BOP/IABAINA KMIHIKA TPAINC YKP»

46. 36inblUeHHA KiNbKOCTI AocChimKyBaHUX B YKpaiHi, 3ansiaHOBaHMX AMA ydacTi y KiHIYHOMY
pocnipkeHHi, 3 50 go 100; NMpoaoBXeHHA TepMiHY NMPOBeAEHHA KAiHIYHOro BUNPOGYBaHHA B YCiX
KpaiHax, Ae NPoBOAUTLCA KJliHIYHe BUNPOGYBaHHA Ta B YKpaiHi o 02 pokiB 02 micauwiB 40 NpoToKony
KMiHiYHOrO  BMNpobyBaHHA «®a3a 2A, paHAoMi3oBaHe, MoABiliHe cnine, naueb0-KOHTPONbOBAHE,
6araTtoueHTpoBe AOCNIMKEHHS 3 BU3HAYEHHSA ONTUMAsIbHOI [03WN AN OUiHKM 6e3neYyHOoCTi Ta eDEKTUBHOCTI
npenapaty ATI 2173 y Komb6iHauil 3 TeHOOBIpY AM30NPOKCUY dyMapaTtoM Y MauieHTiB 3 XPOHIYHO
iHdpekujeto Bipycy renatuty B Ta y nauieHTiB 3 KoiHdekuieto Bipycy renatuty D», kog gocnigxeHHs ANTT201,
Bepcia 3.0, Monpaska 02, Big 10 BepecHsa 2021 poky; crnioHcop - AHTioc TepanesTikc IHK., CLUA / Antios
Therapeutics, Inc., USA

3anBHuK - TOB «APEHCIA EKCIMN/IOPATOPI MEAICIH», YkpaiHa

47. Nuct pnA nauieHTiB Npo 3MiHM B nporpami po3po6ku pocnigxyBaHoOro npenaparty Big 10
nucronaga 2021 p., octaTouHUI NepeKknag 3 aHrNiicbKOi MOBU Ha YKpaiHCbKY MOBY Big 22 nuctonaga
2021 p., ocTaTOYHUIA NepeKknaz 3 aHrniicbKoi MOBU Ha POCilicbKy MOBY AJ1s1 YKpaiHu Big 22 nuctonaga
2021 p. f0 NPOTOKOY KNiHIYHOro BUNPoOyBaHHA «BigkpuTe paHLoMi30BaHE KOHTPO/IbOBaHe AOCIMKEHHSA 3
METOI0 OLHKM edeKTMBHOCTI Ta 6e3neyHocTi npenapaty UGN-102, a Takox CTiliKOCTi BiANoBigi Ha Tepanito
npenapaToMm y NoeAHaHHi 3 TpaHCypeTpasibHO pe3eKLie Ce4oBOro Mixypa um 6e3 Hel B NauieHTiB i3 M'30B0-
HeiHBa3VBHVYM pakoM CeYOBOro MiXypa HU3bKOro CTYMeHs 3M1058KiICHOCTI 3 rpyny NpOMKHOIo pusnky (kogose
no3HayeHHs gocnimkeHHs: ATLAS)», koa gocnigpxkeHHs BL0O06, pepakuis 1.1 Big 16 BepecHst 2020 p.; cnoHcop
- "FOpoxeH ®apma NimiTen" [UroGen Pharma Ltd.], I3paine

3anBHuK - TOBAPVCTBO 3 OBMEXXEHOIO BIAMOBIAABHICTIO «Ml EC AW-YKPAIHA»

48. KARDIA-1_Kaptka cTtucnoro onucy pgochniipxkeHHs ana nikapis, Bepcia UKR_UKR_v1 Big 13
BepecHs 2021 poky, yKpaiHCbkoio MoBor; KARDIA-1_IHcopmauiiiHa KapTka gns cneuianictis B
o6nacTti oxopoHu 3a0poB’s, Bepcia UKR_RUS_v1 Big 13 BepecHss 2021 poKy, pocCiiCbKOl0 MOBOIO;
KARDIA-1_BisyanizoBaHuii NnociGHUK 3 o6roBopeHHs P13, Bepcia UKR_UKR_v1 Big 13 BepecHs 2021
POKy, YKpaiHCbKol MoBoto; KARDIA-1_HaouHuii nociGHuK 3 o6roBopeHHs ®I3, Bepcia UKR_RUS_v1
Big 13 BepecHA 2021 poky, pociiicbkoto mMoBow; KARDIA-1_IHcorpachika ana nauieHTa, Bepcis
UKR_UKR_v1 Big 13 BepecHa 2021 poky, ykpaiHcbKoio Moboiw; KARDIA-1_IHdorpadiika ans
yuacHukiB, Bepcis UKR_RUS_v1 Big 13 BepecHs 2021 poky, pociiicbkoto MmoBoto; KARDIA-1_TMociGHuK
ydacHuka pocnigpkeHHsi, Bepcisa UKR_UKR_v1 Big 13 BepecHs 2021 poKy, YKpaiHCbKOIO MOBOIO;
KARDIA-1_TNoci6HuK ansa yyacHuka gocnipkeHHs, Bepcia UKR_RUS_v1 Big 13 BepecHs 2021 poky,
pOCiicbKkOl0 MOBOIO; 3pa3ok 300paxeHHA 3 cuctemm Complete Consent «[louyaTok po6oTu i3
CUCTEMOIO», YKPATHCbKOK MOBOIO [0 MPOTOKO/Y K/IHIYHOTO BMMNPOOYBaHHA «PaHgomizoBaHe, noAgiiiHe
cnine, nnaueb0o-KOHTPONbOBaHe, 6baraToLeHTPOBE AOCAIMKEHHS MO NiAGOPY A03U AN OUIHKM ePEKTUBHOCTI i1
6e3neyHocTi npenapaty ALN-AGTO01 y nauieHTiB 3 M'SIKOKO Ta MOMIPHOK apTepiasibHO FiNepTeH3ie», Kog,
pocnipkeHHss ALN-AGT01-002, iHkopriopoBaHuii nonpaskoto 2 Big 09 uepsHs 2021 poky; cnoHcop - Alnylam
Pharmaceuticals, Inc., United States

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

49. OHOBNEHUiA NPOTOKON KiiHiYHOrO BUNpoGyBaHHA APL2-ALS-206, 3 nonpaBkoto 4 Big 05 KBiTHA
2021 p., aHrnificbkoto moBoto; Jopgatok «COVID-19 Addendum», Bepcia 4.1 Big 19 kBiTHA 2021 p.,
aHrniincbkol moBot; MemopaHgym «KiHueBa Touka [OCNiIgKEHHSA: MiYHICTb 3uensieHHA», Big 06
KBiTHA 2021 p., aHrnilicbkolo mMoBOWO; IHchopmauis Ansa yyacHuka Ta popma 3rogu Ha y4dactb y
KNiHIYHOMY JocnigKeHHi, YKpaiHa, Bepcia 7.1 Big 06 nunHa 2021 p., aHrNiiicbKowo, YKPAiHCbLKOK Ta
pocilicbkolo moBamMu; IHthopMaLis gns ocobu, ska 34iliCHIOE Aornag 3a nayieHTom, Ta 3roga Ha yvyacTb
Y KniHiYHOMY gocnifpkKeHHi, YKpaiHa, Bepcia 6.1 Big 06 nunHA 2021 p., aHr1iACbKOO, YKPAIHCLKOIO Ta
pociiicbkolo moBamu; IHchopmauis Ta 3roga BariTHOI ydacHULi gocnigkeHHs, YKpaiHa, Bepcis 5.1 Big 25
cepnHsa 2021 p., aHriicbKolo, YKPaiHCLKOI Ta pociiicbKoio moBamu; IHpopmaLia Ta 3roga BariTHOI
napTHepKM y4dyacHuUKa AochifkeHHs, YKpaiHa, Bepcia 5.1 Big 25 cepnHa 2021 p, aHrnificbkouo,
YKpaiHCbKOIO Ta pocilicbkotlo moBamMu; ®Popma nigTBEpAKEHHA A/ 0co6u, sika 34ilficHI0E gornsag sa
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nauieHTom, Bepcia 1.0 Big 30 uepBHA 2021 p., aHrNiIiCbKOI, YKPATHCbKOIO Ta POCIiiCbKO MOBaMWu;
IHcbopmauiiiHuiA MNCTOK ANs oco6u, AKa 34ilicHIoE aornsag 3a nauieHTom, Bepcis 1.1 Big 16 BepecHs
2021 p., aHrNificbKor, YKPaiHCbKOK Ta POCIiliCbKOD MOBaMu; 3pa3oK MapKyBaHHSA AOC/i[KyBaHOIo
nikapcbKoro 3aco6y (As11 KapTOHHOI ynakoBKW Ta pnakoHy) AnsA BigkpuToi ¢asu KniHiyHOro
BUNPOGYBaHHA, Big 18 TpaBHA 2021 p., yKpaiHCbKOIO MOBOIO; 3pa3oK MapKyBaHHS AOCNiAXyBaHOro
NiKapcbKoro 3aco6y Ta njaue6o (A1 KapTOHHOI ynakoBKU Ta (plakOHY) Ans 3aciinseHoi casu
KMIiHIYHOTO BUMNPOGYBaHHSA, Bif 23 uepBHA 2021 p., YKPAiHCbKOIO MOBOIO; IHCTPYKUiT ANnA BBeAEHHSA
pocnipkysaHoro npenapaty - IHCTpykuisa Ana ydacHukiB, Bepcia 3.0 Big 21 TpaBHa 2021 p.,
aHrNifcbKOl0, YKPAIHCbKOIO Ta pociiicbKoo mMoBaMu; GoHome. KopoTke KepiBHULTBO KOpUCTyBada
pea.B aHrniiicbkoo moBolo, pean.C yKpaiHCbKO MOBOW, pep. D pociiicbkoto moBot; TECT HA
XTNITECT HA BATITHICTb. IHCTpyKUiA 3 3acTOCyBaHHsA, Bepcifa 4 Big BepecHs 2018 p., aHrnilicbKoo
MOBOIO, YKpalHCbKMi4 Ta pociiicbkuii nepeknag; Apellis MERIDIAN noptan gns nauieHTta, Bepcisa 1.0 Big
22 nunHsa 2021 p. aHrnificbkoo MoBoto, Bepcis 1.0 Big 11 cepnHsa 2021 p. yKpaiHCbKOIO Ta pOCiliCbKOIO
MoBaMu, [0 NPOTOKOJY 3 nonpasKkoto 4 Big 05 KBiTHA 2021 p. 40 NPOTOKO/Y KNiHIYHOTO BUNPOGYBaHHSA
«PaHpomizoBaHe, noagiiiHe cnine, nnaueb0-kOHTPO/IbOBaHe, 6araToLeHTPoBe KNiHiYHe JOCNimKeHHSA da3n 2
3 MeTol OUiHKM ed)eKTUBHOCTI Ta 6e3MeyYyHOCTi merueTakonsiaHy y nauieHTiB 3 6i4HMM amioTpodivyHUM
ckneposom (BAC)», koa gocnipxeHHA APL2-ALS-206, nonpaska 3.0 Big 27 nunHsa 2020 p.; cnoHcop - Anennic
®apmacsbloTikanc IHk, CLLUA (Apellis Pharmaceuticals, Inc., USA)

3anBHuK - TOB «BOPNABANA KNIHIKAM TPAISIC YKP»

50. OHOBNEeHMIA NPOTOKON KiliHiYHOro gocnimkeHHa P3-IMU-838-RMS-02, octatouHa pegakuis 2.0 Big
16 cepnHa 2021 poOKy, aHrIiACbKOIO MOBOK); CHHOMCUC MNMPOTOKOJY KIiHIYHOro pocnigpkeHHa P3-
IMU-838-RMS-02, ocTtaTouHa pegakuifa 2.0 Big 16 cepnHsa 2021 poKy, YKpaiHCbKOIO MOBOO; IHhopmauis
ANnA nauieHta Ta chopma iHhopmoBaHOi 3roau, Bepcia 2.1 ana YkpaiHu Big 31 cepnHa 2021 p.,
aHrNificbKo MOBOLO, Nepekna YKpPaiHCbKOK Ta POCilicbkoo mMoBamu; IHOpMaLiiiHWIA NUCTOK i
thopma iHchbopmoOBaHOI 3rogM Ha y4yacTb Yy npoueaypi NPoOGHOI MarHiTHO-pe3oHaHCHOI Tomorpadil,
Bepcisa 2.1 gna YkpaiHu Big 31 cepnHa 2021 p., aHIMiACbKOW MOBOI, Nepeknag YKpaiHCbKOK Ta
pociiicbkoto MoBamu; IHhopMauiiiHuii NMCcTOK i hopma iHhopmoBaHOi 3roau ANA BariTHOI MapTHEPKW,
Bepcia 2.1 gna YkpaiHu Big 31 cepnHa 2021 p., aHIMiACbKOK MOBOIO, Nepeknag YKpPaiHCbKOK Ta
pociiicbkolo MoBamu; BigKknnkaHHA ydacHUKOM pochnifkeHHs hopMu 3rogu, Bepcis 2.1 gna YKpaiHu
BiA 31 cepnHa 2021 p., aHINiliCbKOIO MOBOIO, NEepPeKaf YKPAIHCLKOKO Ta POCiiCbKOO MoBamMu; dopma
NOBTOPHOI 3roAu yyacHuUKa gocnigkeHHs, Bepcia 1.1 gna Ykpainu Big, 31 cepnHsa 2021 p., aHrniiicbKoro
MOBOI0, NepeKknag YKpaiHCbKOIO Ta pOCiiicCbKOl0 MoBaMu; 3MiHa 3aABHMKA KJ/1iHIYHOro BUNPOOYBaHHSA B
YKpaiHi; flocbe gocnimgKyBaHoro nikapcbkoro 3acooy (IMPD): IMU-838-RC Ta6netku 5 mr/ 15 mr/ 22,5
mr/ 30 mr/ 45 mr, IMU-838 Ta6netku 5 mr/ 15 mr/ 22,5 mr (tabnetku Bigodnyaumycy Kanbuito), Jlikapcbka
cy6cTaHuifa: Bigodnyaumyc kanbuiro (IM90838), pepakuia 11A Big 14 BepecHAa 2021 p.; Mnauye6o Ao
Tabnetok IMU-838-RC T1a IMU-838 (TaGnetku Bigodhnyaumycy KanbLito), peaakuis 7A Big 14 BepecHs
2021 p., aHrniicbkolo MoBoto; IHCTpyKUiT ago SDMT [Symbol Digit Modalities Test, TecT Ha 3icTaBfieHHsA
cumBoniB Ta uudp] — AnbTepHatuBHa chopma 1, BanigoBaHa pegakuis 1 ans YkpaiHu Big 16 uepsHA
2021 p., ykpaiHCbKOIO Ta pociiicbKoto moBamMu; IHCTpyKuUii o SDMT [Symbol Digit Modalities Test, Tect
Ha 3icTaB/ieHHs cumBoniB Ta uudp] - AnbTepHatuBHa popma 2, BanigoBaHa pegakuia 1 ana YkpaiHu
Big 16 uepBHA 2021 p., YKPAIHCbKOIO Ta POCINCLKOK MOBaMu; 3a/lyyeHHs AO0AATKOBUX Miclb
NPoOBeAEHHA K/iHIYHOrO BUNPOOYBaHHA [0 MNPOTOKO/Y K/IHIYHOrO JocnigpkeHHs «baraToueHTpoBe
paHAomi3oBaHe MoABiiHO cnine gocnimkeHHs Il cdasu, Wo npoBoauTbCS 3 METOK OLIHKM ed)EKTUBHOCTI,
6e3neyHocTi Ta nepeHocumocTi npenapaTy IMU-838 y nopiBHAHHI 3 nnauebo npu nikyBaHHI AOPOCIMX
nauieHTIB i3 peunanByoHMM PO3CisiHUM cknepo3oM (kogose no3HaveHHs: ENSURE-2)», kog gocnigkeHHs P3-
IMU-838-RMS-02, octaTouHa pegakuis 1.0 Big 26 ntotoro 2021 p.; cnoHcop - «IMMyHiK Al» [Immunic AG],
HimeuunHa

3asBHuK - TOB «BOPNABANA KNIHIKAN TPAINIC YKP»

BYNO CTANNO
TOB «Ml EC AU-YKPAIHA», Byn. | TOB «BOPNABANA, KMIHIKAN TPAINC YKP»,
HoBoBok3anbHa, 3, KuiB, 03038, YkpaiHa npoB. KypeHiBcbkuii, 12, och. 26-101, KuiB 04073,
YKpaiHa.
Ne MM.1.B. BignoBiganbHOro gocnigHmka
n/n Ha3Ba MicLs NpoBeAEHHSA K/iHIYHOTO BUNPOBYBaHHSA
1. | nikap Bpoxwk £.B.
KomyHasnibHe HekomepujliHe MignpueMcTBo «Micbka nikapHsi No2» PiBHEHCbKOI MICbKOT paaw,
BiAAiNEeHHs KNiHIYHOT HeBpoorii Ta HelipopeabiniTauii, M. PiBHe
2. A.M.H., npody. Byyakuwniicbka H.M.
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KomyHanibHe HekoMepuiiHe nignpueMCTBO «3anopidbka o6s1acHa KfiHiyHa nikapHs» 3anopi3bkoi
obnacHoi pagy, BigaineHHs Hesponorii Nel, lepxaBHuii 3aknag «3anopisbka MeanyHa akagemis
nicnagunaoMHoT oceit MO3 Ykpainuy», kadpeapa HEPBOBMX XBOPO6, M. 3anopixks

3. | kepiBHUMK LeHTpy ApoboTeHko B.I.

KomyHasibHe HekoMepLjiiiHe nignpuemMcTBO «Yepkacbka obnacHa nikapHa Yepkacbkoi 061acHOi
pagu», 06MacHUiA LEHTP AiarHOCTUKM Ta flikyBaHHS PO3CiSIHOrO Ck/iepo3y Ha 6as3i HEBPOOriYHOTO
BifAi/IeHHA, M. Yepkacu

4. | nikap IrHaTeHko 1.B.

MeanyHwin ueHTp MpusaTtHoro nignpnemcrea «lleplua npvBaTHa KniHika», M. Knis

5. | nikap KagjHa /1.3.

KomyHanbHe HekomepLiliHe nianpremMcTBo «YepHiriscbka Micbka nikapHs Ned» UYepHiriBCbKOT MiCbKOT
paau, HEBPOJIOriYHe BifAiNeHHs 3 Pi3uYHOI peabiniTauieo, M. YepHiris

6. | A.M.H. Kanbbyc O.1.

KomyHasibHe nignpuemctBo «[HinponeTpoBCcbka o6nacHa k/iHiYHa nikapHa iM. |1 MeuHukoBa»
[JHinponeTpoBcbkoi 061acHOi pagw», BigdineHHa Hesposiorii Nel, [HINPOBCLKWIA AepXaBHWIA
MeAUYHUIA yHIBepcuTeT, kKaddegpa HeBpoorii, M. [IHINpo

7. K.M.H. KnpnuyeHko A.T".

KomyHanbHe HekoMepuiitHe mignpneMcTBo «Micbka KniHidHa nikapHsa Nel6» [HINPOBCbHKOT MICbKOT
pagun», HEBPOJIOTiYHe BiaaineHHs, M. JHinpo

8. K.M.H. Kmuta O.I1.

KomyHanbHe HekomepuinHe nignpnemcTBo CyMcbKkoi o6nacHoT pagn «Cymcbka obnacHa KniHivHa
nikapHs», PerioHa/lbHUI LEeHTP AiarHOCTMKM Ta JikKyBaHHs pPO3CISIHOro Ckepo3y Ha 6asi
HEBPO/OrivyHOro BigaineHHs, M. Cymu

9. | A.M.H., npoch. KosbonkiH O.A.

KomyHasnibHe HekomepliliHe nignpMeMcTBo «Micbka nikapHs Ne6» 3anopi3bkoi MICbKOT paaw,
BiOOI/IEHHA [OEHHOro crauioHapy nNONIKNIHIYHOIO BIAAIEHHA AN HafaHHA BTOPWMHHOIO piBHSA
MeaUYHOT AoNOoMOru, M. 3anopixks

10. | K.M.H. lebegnHeLb O.B.

KniHiyna nikapHa «®eodhaHia» [JepXaBHOro ynpasniHHA cripaBamMu, KOHCY/bTaTMBHA MOAMiKIiHIKa
KOHCybTaTMBHO-AiarHOCTUYHOIO LIeHTpY, M. Knis

11. | A.M.H., npodp. JloraHoBCbKMiA K.M.

[epxaBHa ycTaHoBa «HaujioHa/lbHWIA HaykoBWiA LIEHTP pagiauiiiHoi meauumHu HauioHanbHoi
akagemil MeguyHUX Hayk YKpaiHu», BigA4i pagiauiiHoi NCUXOHEBPOJIOTii [HCTUTYTY KAIHIYHOT
pagionorii Ha 6a3i BigfieHHA pagiauiinHoi NCUXOHEBPOOTIT KNiHiKK, M. KniB

12. | o.M.H., npocp. Herpny T.I.

KomyHasibHe HekoMepLiiiHe nignpruemcTBo JIbBIBCHKOI 061aCHOT paamn «JIbBiBCbKa 061acHa KiHiuHa
niKapHa», HEBPOJIOriYHe BigAiNneHHs, M. J1bBIB

13. | A.M.H., npodh. Cno6ogiH T.M.

MeaunuHnin LeHTP ToBapucTBa 3 OOMEXEHOK BIANOBIAa/bHICTIO «MeguyHuii ueHTp «Jonomora-
NAKC», NONIKMIHIYHE BigAiNeHHs, M. KniB

14. | kK.M.H. Tomax H.B.

Mean4yHuin ueHTp ToBapucTBa 3 06MEXEHO BignoBiganbHICTIO «IHET-09», M. 3anopixoks

15. | a.m.H. Wynera O.4.

KomyHasibHe nignpuemMcTBo «BosmHcbka o6s1acHa KiiHiuHa nikapHa» BonvHCbKOT o6nacHoi pagu,
HEeBPO/OrivyHe BiaaiNneHHs, M. JlyLbK

51. OHOBJIEHMIA MPOTOKON KJliHiYHOro BUNpo6yBaHHA MK-7339-008, 3 iHkopnopoBaHoto nonpaskoto 04
Bif 22 )XOoBTHA 2021 poKy, aHrnilicbkoo MOBOLO; IHhopMaLif Ta JOKYMEHT Npo iHhopMoBaHy 3rogy
ANnsa naudieHta, YkpaiHa, MK-7339-008, Bepcia 5.01 Big 04 nuctonaga 2021 p., yKpalHCbKOIO MOBOIO;
IHhopMaLia Ta AOKYMEHT npo iHhopMoOBaHy 3roay A/is nauieHTa, YkpaiHa, MK-7339-008, Bepcis 5.01
Big 04 nuctonaga 2021 p., pociicbKo MOBOIO [0 MPOTOKO/Y KIHIYHOrO BUNPO6YBaHHA «JocnimkeHHs Il
hasm ons nem6ponisymady y kombiHauii 3 kapboniaTnHoM / TakcaHoM (Naksitakcen abo Hab-nakmitakcen) 3
nofasiblUMM BBEAEHHAM NeMOponidymady y KombiHauil 3 NigTprMyr4MM JikyBaHHAM onanapubom abo 6e3
HbOrO B AKOCTI Tepanii nepLoi AiHil y nauieHTiB i3 MeTacTaTMYHUM MJIOCKOKAITUHHUM HeApiOHOKAITUHHUM
pakom nereHis (HAKPJ1)», kog aocnigxeHHs MK-7339-008, 3 iHkoprnopoBaHoto nonpaskoto 03 Big 08 rpyaHs
2020 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)

3asiBHUK - TOBaApUCTBO 3 0OMEXEHOI0 BignoBigasbHICTI0 «MC/ YkpaiHa»
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52. OHoBneHwuii npoTokos1 INCMOR 0208-301, Bepcis 6 3 iHKOpNoOpoBaHOO NONPaBKo 5 Bif, 22 )XOBTHSA
2021 p.; bpouwypa pocnigHuka: Tafasitamab (MOR00208), Bepcia 15 Big 22 nwTtoro 2021p.;
INCMORO0208-301_IHchopmauia gnAa nauieHTa T1a cdopma iHhopmoBaHOi 3roam _YKpaiHa_Bepcis
3.1.0_26 cepnHsa 2021, ykpaiHCbKOIO Ta pociiicbKoio MoBamu; [locbe AOCNiMKyBaHOro nikapcbKoro
3aco0by Tafasitamab, Po3gin 2.1.S Drug Substance, Big 26 cepnHs 2021 p., aHr1iicbKO0 MOBOIO; flocbe
pocnipkysaHoro nikapcbkoro 3aco6y Tafasitamab, Po3sgin 2.1.P Medical Product, Big 26 cepnHa 2021
p., aHrniicbKo MoBoo; KapTka-naMm'aTka npo Bi3uT, Bepcis 2.0 Big 09 ntotoro 2021 p., yKpaiHCbLKOIO Ta
pociiicbkoto moBamu; INCMOR 0208-301_KepiBHMUTBO_y4acHuKa_aocnigpkeHHA_Bepcia 1.0_15 ciuHsa
2021 p., yKpaiHCbKOIO Ta pocilicbkoio moBamu; INCMOR 0208-301_Bpouypa_nauieHTa_Bepcia 1.0_26
KBiTHA 2021 p., yKpaiHCbKOK Ta pociiicbkoio MoBamu; INCMOR 0208-301_TeKCT_eneKTPOHHOI
po3cunku_Bepcia 0.2.1 26 Gepe3Ha 2021 p., YyKpaiHCbkOold MoBoK; INCMOR 0208-
301_TeKcCT_enekTpoHHoro_iHcopmauiiiHoro GtoneteHs_pea. 0.2.1 26 6epe3Hs 2021 p., pocilicbKoto
moBoto; INCMOR 0208-301_CxemaTtuuHe 306paxkeHHsi_Bepcisa 1.0_09 ntoTtoro 2021 p., yKpaiHCbKOLO
moBoto; INCMOR 0208-301_IpadhiuHa_cxema_pocnigkeHHs_pea. 1.0_09 ntotoro 2021 p., pocilicbKoto
MoBoto; INCMOR 0208-301_bpolwypa_3 yacTuMu 3anuTaHHAMU_ANA nauieHTiB_Bepcis 1.0_26 KBiTHA
2021 p., ykpaiHcbKoto moBoto; INCMOR 0208-301 Bpolwypa_ nauieHTa_3_4yacTUMU_3anuTaHHAMU_pea.
1.0_26 kBiTHA 2021 p., pociiicbkoto moBoto; INCMOR 0208-301_JIUCT_KOHCY/bTaTUBHOI NaLi€HTCbKOI
opraHisauii_nauieHty_Bepcia 1.0_26 kBiTHA 2021 p., ykpaiHCbkoo MoBow; INCMOR 0208-
301_Jluct_Ion_nauieHty_pea. 1.0_26 kBiTHA 2021 p., pociiicbkolo moBot; INCMOR 0208-
301_IHdopmauiiiHuii_6GroneTeHb_npo [ocnimKeHHA_ans KOHCY/IbTaTUBHOI nawieHTCbKOT
opraHisauii_Bepcia 1.0_26 kBiTHA 2021 p., YyKpaiHcbkolo MoBow; INCMOR  0208-
301_JIucT_AocnigHnLbKOro LLeHTPY KOHCY/IbTaTUBHIN NauieHTCbKiV opraHisauii_Bepcis 1.0_26 KBiTHA
2021 p., ykpaiHcbkoto moBoto; INCMOR 0208-301_JlucTt_nikapsa_nikapto_Bepcisa 1.0_26 kBiTHA 2021 p.,
yKpaiHcbKoto MmoBoto; INCMOR 0208-301_Peknama_y couianbHux_mepexax_Bepcia 1.0_15 ciuna 2021
p., YKpaiHcbKoto MoBoto; INCMOR 0208-301_Be6_6aHep_Bepcis 1.0_08 ntotoro 2021 p., yKpaiHCbKOIO
MoBOl0; 3MiHa Ha3BU Micus NpPoOBeAEeHHA KNiHIYHOro BUNPOOYBaHHA [0 MPOTOKO/Y KAiHIYHOro
AocnipkeHHa «baraToueHTpoBe, paHAoMi3oBaHe, NoABiliHe-chine, niaue60-KoOHTPO/IbOBaHE A0CNIAKEHHS
hasmn 3 aAnsa ouiHkM epekTMBHOCTI Ta 6e3neyHoCcTi koMbiHaLil TadhacuTamady Ta ieHanigomMiay B NoeAHaHHi
3 PpUTYKCMMAOOM TMOpPIBHAHO 3 JIEHa/IAOMIAOM Yy TMNOEAHAHHI 3 pUTYKCUMAboM Yy MaLlieHTiB i3
peunausytovoto/pedpakrepHoto (P/P) donikynspHoto nimdomoto Big 1 o 3a ctyneHs aéo P/P nimcomoro
MapriHasibHOI 30HU», koA gocnigxeHHs INCMOR 0208-301, npoTokosn Bepcis 3 3 iHKOPNopoBaHO NonpaBKoo
2 Big 16 rpygHs 2020p.; cnoHcop - IHcanT KopnopeiiwH [Incyte Corporation], CLUA

3asaBHUK - TOB «CiHeoc Xenc YkpaiHa»
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O.M.H., npody. BoHaapeHko |.M. O.M.H., npody. boHaapeHko .M.
KomMyHanbHe HekoMepuiiiHe nignpneMcTBo «Micbka | KOMyHasibHe HekomepLuiiHe nignpruemcTBo «Micbka
KniHiyHa nikapHa Ned» [JHINPOBCbLKOT MICbKOI paaun, | KiiHiuHa nikapHs Ned» [HINpOBCbKOI MICbKOI paaw,
MiCbKUiA XimioTepaneBTUUHMIT LLeHTP, M. [JHiNpo XimioTepaneBTUYHe BigAiNeHHA 3  OEeHHUM
cTauioHapom, M. [IHinpo
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