AopaTtok

«Mepenik cyTTEBUMX MOMPaBOK A0 MPOTOKOAMIB KAIHIYUHUX BUNPOOYBaHb, PO3rIAHYTUX Ha 3acifaHHi
HTP Ne 30 Big 02.09.2021, Ha siKi Gy/11 OTPMMAaHi NO3UTUBHI BUCHOBKMN €KCMepPTIB.»

1. OHoBneHe [locbe AoCnigKyBaHOro Jlikapcbkoro 3aco6y E7080 (Lenvatinib), peagakuis 28, Big, KBiTHA
2021 poky, Bepcia 06CQ3G, Big 03 TpaBHA 2021 p., aHrnilicbkold MOBOIW; Bpowypa gocnigHuka
AocnipKyBaHOro slikapcbkoro 3aco6y E7080, neHBaTuHi6 (LENVIMA®, KISPLYX®), pepakuis 18 Big 30
uepBHA 2021 poKy, aHrNINCbLKO MOBOI [0 MPOTOKO/Y KAIHIYHOrO BUNpPo6yBaHHA «BigkpuTe KniHivHe
pocnigxeHHsa 1l dasn, Wwo npoBoAMTLCA B OAHIM rpyni Ans ouiHkM nemoponisymady B koMmbGiHaLuii 3
NeHBaTMHIOOM B AKOCTI MepLuol AiHil JikyBaHHA B Y4YaCHWKIB 3 PO3NOBCIOMKEHOW / MeTacTaTuyHO
HeCBIT/TOKNITMHHOIO HUPKOBO-K/TITUHHO KapuyHOoMoto HUPKK (HCKHKKH) (KEYNOTE-B61)», koA focnigkeHHs
MK-3475-B61, 3 iHkoprniopoBaHoto nornpaskoto 01 Big 15 kBiTHA 2021 poky; cnoHcop - «Mepk Wapn EHg Joym
Kopn.», godipHe nignpuemcteo «Mepk EHA Ko., IHK.», CLUA (Merck Sharp & Dohme Corp., a subsidiary of
Merck & Co., Inc., USA)

3anBHMK - TOBApMCTBO 3 06MEXEHOI0 BiANOBIfAUIBHICTIO «MC/], YkpaiHa»

2. OHOBNEHUI WOAEHHUK NaLiieHTa gNa peecTpauii npuiiomy npenapary: aJieKTuHi6, Bepcia 2.1, Big 19
G6epes3Hs 2021 p. yKpaiHCbKOIO Ta POCiiCbKOI MoBamu; OHOBNEHI PO3AiNM A0CbE AOCiIAKYBaHOro
nikapcbKoro 3aco6y AnekTuHio TBepai kancynu no 150 mr: 2.1.S.2.1 Manufacturer(s) (cmc376453),
2.1.5.2.3 Control of Materials (cmc380348), 2.1.S.4.4 Batch Analyses (cmc379896), 2.1.P.3.1
Manufacturer(s) (cmc389881) [0 npoTOKONy KIiHIYHOTO BUNPOBYBaHHA «BigkpuTte, paHAoOMi30BaHe
pocnipkeHHs 1l cha3n ana ouiHkum edhekTMBHOCTI Ta 6e3nekn asleKTUHIOY B AKOCTi af'toBaHTHOI Tepanii B
MOPIBHAHHI 3 a'IOBAHTHOIO XiMioTepanieto npenapaTtamMmy Ha OCHOBI N1ATUHKW Y NALIEHTIB 3 HeAPIGHOKNITUHHUM
pakoMm fereHb ctagii IB (MyxsivHu = 4 cm) - 1IIA, Nn03UTUBHMUM LLOA0 KiHa3u aHan1acTMYHoT NiMgboMu, 3 MOBHOK
pe3ekUiero NyxanHm», kog gocnigpkeHHs BO40336, Bepcis 6 Big 10 6epesHsa 2021p.; cnoHcop - d.XoddMaHH-
Na Pow /14, Weeliyapis

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

3. OHoBneHe [locbe gocnigKyBaHOro nikapcbkoro 3aco6y E7080 (Lenvatinib), pepakuis 28, Big KBiTHSA
2021 p., Bepcia 06CQ3G Big 03 TpaBHA 2021 p., aHrniicbkolo MoOBOK; OHoBneHe [Jocbe
pocnipxysaHoro nikapcbkoro 3aco6y E7080 (Lenvatinib Placebo), pepakuis 11, Big kBiTHA 2021 p.,
Bepcis 06CQ64 Big 03 TpasHsa 2021 p., aHrniiicbko MoBoK; OHoBieHa Cekuisa 3.2.P DRUG PRODUCT
(Lenvatinib capsules) Aocbe gocnigpxyBaHoro nikapcbkoro 3acooy Lenvatinib, Bepcia 05KMSJ Big 19
cepnHA 2020 p., aHrniicbkolo MmoBoto; OHoBieHa Cekuisft 3.2.P DRUG PRODUCT (Lenvatinib capsules
and matching placebo); Jocbe aocnigxyBaHOro nikapcbkoro 3aco6y Lenvatinib Placebo, Bepcis
05KMSH Big 19 cepnHa 2020 p., aHrIiNCbKOK MOBOI; Bpowypa pocnigHuka AocnigKyBaHOro
nikapcbkoro 3aco6y E7080, neHBatuHio (LENVIMA®, KISPLYX®), pegakuisa 18 Big 30 uepBHa 2021
POKY, aHrNificbKOO MOBOIO [0 MPOTOKOMY K/IHIYHOrO BMNPOGyBaHHA «baraTtoueHTpoBe, paHAoMi30BaHe,
noAgiiHe cnine, KOHTPO/IbOBaHE 3a AOMNOMOro aKTMBHOIO npenapary KniHivHe gocnigpkeHHsa Il dasu ans
OUiHKKN 6e3nekn Ta edekTMBHOCTI nieHBaTUHIGY (E7080/MK-7902) 3 nemGponisymaoom (MK-3475) y
NnoefHaHHi 3 TpaHcapTepiasibHOo Ximioembonizauieto (TACE) nopiBHSAHO 3 npoBefeHHsM Tinbkn TACE y
YyYacCHUKIB 3 HEBWIIKOBHOK / HemeTacTaTW4HOK renaTouesntonapHolo kapuuHomoto (LEAP-012)», kof
pocnipkeHHa MK-7902-012, 3 iHkoprnioposaHoto nonpaskoto 03 Big 28 TpaBHA 2021 poky; cnoHcop - «Mepk
Wapn EHg Ooym Kopn.», godipHe nignpuemctso «Mepk EHZ Ko., IHK.», CLUA (Merck Sharp & Dohme Corp., a
subsidiary of Merck & Co., Inc., USA)

3asaBHUK - TOBApPUCTBO 3 0OMEXEHOI0 BiANoBiAasbHICTI0O «MC/], YKkpaiHa»

4. bpouwypa gocnigHuka E7080 (neHBatuHi6), BugaHHA 18 Big 30 uepBHA 2021 poKy, aHrNiliCbKOIO
MoBOt0; OHOBNeHe [loCbe JOCNiAKYBAHOrO0 JlikapcbKoro 3acoby E7080 (neHBaTuHIG), BUgaHHA 28, Bif
KBiTHA 2021 poKy, Bepcia 06CQ3G, Big 03 TpaBHA 2021 p., aHrniicbKo MoBoto; Po3ain 3.2.P Jocbe
[OcCnipKyBaHOro ikapcbkoro 3acoly JleHBaTuHiIO6, Bepcia 05KMSJ Big 19 cepnHa 2020 p.,
aHrNiicbKoK MOBOR 10 NPOTOKO/Y KNiHIYHOTO gocaimkeHHs «JocnimkeHHs Ib/1l doa3n kombiHoBaHOT Tepanii
3 nemb6ponizyma6om (MK-3475) npu nikyBaHHi MeTacTaTW4YHOTO KacTpauiiHO-pPe3NCTEHTHOIO paky
nepegmixyposoi 3an03n  (MKPPM3) (KEYNOTE-365)», kog pocnigpkeHHa MK-3475-365, Bepcia 3
iHKopnoposaHoto nonpaskoto 09 Big 16 kBiTHA 2021 poky; cnoHcop - «Mepk Wapn EHa Joym Kopn.», fo4ipHe
nignpmemcteo «Mepk EHA Ko., IHk.», CLUA (Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc.,
USA)

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



5. JopatkoBa dopma iHopmoBaHOI 3rogu Ha 36ip dapMaKoKiHETUUHMX 3pasKiB nig u4ac
3aBepLlanbHOI (ha3u BUBeAEHHS AOCNifKyBaHOro npenapary, sepcia 1.0 ana YkpaiHu Big 23 nunHa
2021 poKy, YKpPaiHCbKOIO Ta POCiliCbKOI MoBamMu; 3a/ly4eHHA [O[ATKOBOI BUPOGHWUYOI AinsiHku F.
Hoffmann-La Roche AG, Switzerland pgna npenapaty nopiBHAHHA [MEFACIC (nerinboBaHuii
iHTepdhepoH anba-2a), po3umH ANA iH’EKLUiA Yy NnonepeaHbO HaNOBHEHUX wnpuuax, 180 mkr/0,5 mn;
36inblLUEHHA KiNIbKOCTI AocnimKyBaHMX B YKpaiHi 3 20 go 50 oci6 40 NpoTOKONY KMiHIYHOIo AOCAIAKEHHS
«PaHfomi3zoBaHe, 4aCcTKOBO noAgiiiHe cnine, maTpuyHe gocnigpkeHHs Il pasu 3 BUBUYEHHA edheKTUBHOCTI Ta
6e3nekn 50 mr noHadpapHioy/100 Mr puTOHaBIpy ABiYi Ha 400y B NOEAHAHHI 3 NeriibOBaHUM iHTepdEePOHOM
anba-2a y aosi 180 Mkr abo 6e3 HbOro NPOTAromM 48 TWXKHIB Y NOPIBHSHHI i3 MOHOTepanielo neriiboBaHNM
iHTepd)epoHoM anbtha-2a Ta NikyBaHHAM nnauebo y nauieHTiB 3 XPOHIYHOKW iHdekuieo Bipycy renatuty
AenbTa, CTaH SKUX NiATPUMYETLCA 3a [OMOMOroK HyK1eo3naHoi (HykneotugHoi) aHtu-HBV tepanii (D-LIVR)»,
kog pocnimkeHHss EIG-LNF-011, nonpaska 02 Big 12 ntotoro 2020; cnoHcop - «Eiirep biodapmacbtoTikans,
IHk.» (Eiger BioPharmaceuticals, Inc.), USA

3aaBHuUK - «biopaci, En-En-Ci», CLLUA

6. OHoBneHu MpoToKon KniHiuHOro gocnigpxkeHHsa QL1205-002, Bepcia npoTtokony 4.0 Big 4 uepBHA
2021 poKy; 3MeHLUeHHA KiNbKOCTi nauieHTiB y cBiTi 3 656 Ao 580 oci6; 3miHa Ha3BU 3asBHUKA
KniHiyHoro sunpo6ysaHHA 3 TOB «IHC Pecepu YkpaiHa» Ha TOB «CiHeoc Xenc YkpaiHa» [0 NpoToKoy
KMiHiYHOro BUNpPOOGYyBaHHA «PaHgomizoBaHe MoABiliHe criine GaraToueHTpoBe AoChigkKeHHs da3mn 3 B
napanencHUxX rpynax Ans ouiHku edekTMBHOCTI Ta 6e3neyHocTi npenapaTy QL1205 y noOpiBHAHHI 3
npenapaTom JlyLeHTIC® y nauieHTiB 3 eKcyJaTMBHOK (POpPMOI0 BIKOBOI Maky/nsipHOI AereHepadii», Koj,
pocnipkeHHa QL1205-002, sepcia npotokony 3.0. Big 10 nuctonaga 2020 poky; crnioHcop - KBiny
dapmacotoTtikan Ko., /lta., Kntai [Qilu Pharmaceutical Co., Ltd., China]

3aaBHUK - TOB «CiHeoc Xenc YkpaiHa»

BYNO CTANI0
TOB «IHC Pecepu4 YkpaiHa» TOB «CiHeoc Xenc YkpaiHa»

7. JONOBHEHHA A0 NPOTOKO/Y KNiHiYHOro BUNpoo6yBaHHA — ®K, Bepcia 1.0 Big 09 uepBHsA 2021 poky;
®dopma iH(popMOBaHOI 3rogM Ha HeoGOB’sI3KOBe (papMaKOKiHETUUYHe TecTyBaHHA Bepcia 1.0 gnsa
YKpaiHu Big 05 nunHsa 2021 poky Ha OCHOBI MalicTep-Bepcii @13 Ha Heo6oB’sAI3KoBe (hapMaKOKIHETUUHE
TecTyBaHHA Bepcis 1.0 Big 28 uepBHA 2021 poky. Mepeknag yKpaiHCbKOK MOBOLO Big 14 nunHsa 2021 p.;
dopma iHhopmoBaHOI 3rogM Ha HeoOOB’A3KoBe (hapMaKOKiHeTMUHe TecTyBaHHA Bepcia 1.0 gnsa
YkpaiHu Big 05 nunHsa 2021 poKy Ha ocHOBI MaiicTep-Bepcii @13 Ha Heo60B’A3KoBe (hapMaKOKiHeTUUHe
TecTyBaHHA Bepcifa 1.0 Big 28 uepBHA 2021 poKy. MNepeknapg, pociiicbkolo MoBoIo Big, 14 nunHa 2021 p.;
CueHapiii HaB4YaJIbHOTO Kypcy Ana ydacHukiB flocnigpkeHHsa GALACTIC-1 - IgionaTuuHuiA nereHeBuMii
chiopos, Bepcia 2.0 Big 31 xoBTHA 2018 p., ykpaiHCbLKOIO MOBOIO. CueHapiii TPeHiHry gns yyacHuKiB
FANAKTUK-1 - lgionatuuHuii nereHeBuid ¢i6pos, Bepcia 2.0 Big 31 xoBTHA 2018 p., pocilicbKkoto
MoBOI0. 3MiHa BignoBifaNnbLHOro AocnigHMKa 0 NPOTOKO/Y K/iHIYHOro gocnimpkeHHa «GALACTIC-1 —
PaHgomizoBaHe, nogsiiHe cnine, 6araToueHTPOBE, NapasiesibHe, naauebo-KOHTPONbOBaHE AOC/TiAKEHHS
hasm 2b B yyacHukiB i3 igionatuyHum nereHeBum pioposom (I/1d), wo BrBYaE edheKTMBHICTE Ta 6e3neky
GBO0139, iHransauiiHoro iHriGiTopa rasekTnHy-3, Wo BBOAWUTLCHA 4Yepe3 cyxonopollkosuii iHranatop (Crl)
npotarom 52 TuxHIB», ko pocnimpkeHHS GALACTIC-1, Bepcia 6.9 Big 01 kBiTHA 2021 poky; CMOHCOp -
«[anekto biotex Ab» (Galecto Biotech AB), JaHis

3asaBHUK - «biopaci, En-En-Ci», CLUA

BYNO CTANO
nikap KyTHuk H.B. Nikap CeipigeHko A.0.
MeanuHnii  ueHTp «Ok!KniHik+» ToBapuctBa 3 | MeanuHuii  ueHTp «Ok!KniHik+» ToBapucTBa 3
0OMEXEeHO  BiANOBiJaNbHICTIO  «MiXHapoAHWUIA | 0GMeXeHo  BiAMOBIAa/IbHICTIO  «MiXHapoAHWiA
IHCTUTYT  KNiHIYHWUX  JOCAIAKEHb», CTauioHapHe | IHCTUTYT  K/IHIYHUX — JOCNifKeHb», CcTalioHapHe
Big4iNeHHs, BigAiN nynsMoHonorii, M. Kuis BiAAiNeHHs, BiAAI NynbMoHoNoril, M. KniB

8. 3miHa 3aaBHuKa 3 «AHCCEH ®APMALEEBTUKA HB», Benbria Ha TOBAPNCTBO 3 OBMEXXEHOHKD
BIAMNOBIAANBHICTIO «®APMACBIOTIKAT PICEPY ACCOYLUMEATC YKPAIHA» (TOB «®PA
YKPAIHA»); KapTka yyacHUKa KNiHiYHOro focnimpKkeHHsa ana YKpaiHu — Bepcisa 2.0 — 06 TpasHsa 2021 p.
AHINIACbKOIO, YKPAIHCBLKOIO Ta POCIACHbKOI0 MOBaMu, Ha OCHOBI MacTep KapTKu yyacHMKa KNiHiYHOro
pocnipkeHHs, B.1.0, 18 kBiTHA 2017 p. aHrNiliCbKOKO MOBOIO A0 MPOTOKOMY KNiHIYHOIO BUMNPOOYBaAHHS



«PaHAoMi30BaHe GaratoueHTpoBe KNiHiYHe AocnigkeHHA 3 da3n  MOpPIBHAHHA  NifWwkipHOro Ta
BHYTPILUHLOBEHHOIO BBeAEHHA JapatymymMady y nauieHTiB 3 peunanBHO Yi pedpakTepHO0 MHOXMHHOK
MIENOMOIO», Ko AocnimkeHHs 54767414MMY 3012, 3 nonpaskoto Amendment 4 Big 01.04.2020 p.; cnoHcop -
«AHCCEH ®APMALIEBTVKA HB», benebris

3asBHuk - TOBAPWCTBO 3 OBMEXEHOK BIAMOBIJANBHICTIO
ACCOYLUVNENTC YKPAIHA» (TOB «®PA YKPATHA»)

«PAPMACBIOTIKAT PICEPY

9. MaTepianin gna yyacHukKiB gocnigkeHHA: CTucna iHCTpyKuia gna 3anycky G2 - Bepcia 6.0 Big 28
KBiTHA 2021 poKy, YKpaiHCbKOO Ta POCilicbKOo MoBamMu; BK/1lOUeHHA [,0[aTKOBUX MicLb NPOBeAEHHs
KNiHIYHOro BUNPOGYBaHHA [0 NPOTOKO/Y KiHIYHOrO AocnimkeHHs «baraTtoueHTpoBe, paHAoMi3oBaHe,
noAgiviHe cnine, niauebo-KOHTPOIbOBaHe AOCAIMKEHHSA ha3u 2b, WO NpoBOoANTLCA B NapanienibHuX rpynax 3
METOI BM3HAYEHHA Aianas3oHy 03, OuiHKU eteKTMBHOCTI, 6e3neYyHoCTi Ta nepeHoCUMocTi 3i60TEeHTaHy i
[JanarnicpnosvHy y nauieHTiB 3 XpOHIYHOK XBOPOOOI HUPOK 3 OLLiIHKOBAHOLO LUBUAKICTIO KIy60UKOBOT QoinbTpay;i
(olK®) Big 20 mn/xs/1,73 M2 po 60 mn/xs/1,73 M2», ko pocnigxeHHs D4325C00001, sepcia 1.0 Big 14
BepecHs 2020 poky; crnoHcop - «AcTpa3eHeka Ab», LLiBeuia / AstraZeneca AB, Sweden

3aaBHuK - TOB «MAPEKCEJT YkpaiHa»

No M.1.B. BignoBiganbHOro gocnigHnKa

n/n HasBa micus npoBeAeHHs KMiHIYHOTro BUNPOGYBaHHS

1 | A.M.H., npod). MapTuHwok J1.M.

KoMyHanlbHEe  HekOMepuiiHe  NiANPUEMCTBO  «TEPHOMINIbCbKAa  YHIBEPCUTETCbKa  JliKapHsa»
TepHOoMiNbCbKOI 061acHOi pagu, Bia4ineHHs Hedponorii, TePHOMINIbCbKWI HaUiOHaIbHWIT MeanYHWIA
yHiBepcuteT imeHi .. TopbaveBcbkoro MO3 YkpaiHu, kadegpa BHYTPIWHbOI MeanumHu Ne3,
M. TepHoni/ib

2 | A.M.H, npodh. dywTeii .M.

KomyHasnibHe HekomepuiiHe nignpuemMcTBo «Micbka nikapHa NelO» 3anopisbkoi Micbkoi paau,
TepaneBTMYHE BigAi/IEHHS, M. 3anopiXks

10. 3miHa Ha3B Ta MicLb NPOBeAEHHA KNiHIYHOro BUNPOGYBaHHA [0 MPOTOKOJY KNiHIYHOIO AOCNiAKEHHSA
«PaHgomizoBaHe, noggiiHe cnine gocnigpkeHHs |l dasn gns nopiBHAHHA nemGponisymady 3 nnauebo y
KOMOGiHauji 3 Heoa'toBaHTHOK XiMioTepani€lo Ta aj'loBaHTHOK eHAO0KPUHHOK Tepanielo Npu NikyBaHHI paky
MOJIOYHOI 3a/103M 3 HasABHICTIO peLenTopiB [0 ecTporeHiB i BiACYTHICTIO JIIOACBKUX peLenTopis
enigepmasibHoro daktopa pocty 2 (ER+ / HER2-) Ha paHHii cTagii npu BWUCOKOMY CTYMeEHi PuU3nKy
(KEYNOTE-756)», koa gocnigpkeHHss MK-3475-756, 3 iHkopnopoBaHot nonpaBko 04 Big 22 kBiTHSA 2021
POKy; crnoHcop - «Mepk Wapn EHA Joym Kopn.», godipHe nignpnemctBo «Mepk EHA Ko., IHK.», CLUA (Merck
Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

3asiBHUK - TOBApUCTBO 3 06MEXEHOI0 BignoBigasbHICTI0 «MC/, YkpaiHa»

BYJIO

CTA/O

O.M.H., npody. BoHaapeHko |.M.

KomyHanbHuii  3aknap  «[iHinponeTpoBCbka
Micbka 6aratonpodinbHa KniHidHa nikapHa Ned»
AHinponeTpoBCbKOI o6nacHoi pagun»,
BigAineHHa ximiotepanii, [epxaBHWIA 3aknag

O.M.H., npody. boHaapeHko .M.

KomyHanbHe  HekomepuiiiHe  nignpuemcTBO
«Micbka KniHiyHa nikapHa Ned» [HiNPOBCLKOI
MiCbKOi paau, XimioTepaneBTUYHe BiggiNneHHA 3
AEHHUM cTauioHapowm, [HinpoBcbkuii

«[lJHinponeTpoBCbKa MeAauyHa akagemis | gepxaBHMA MeguuHWMII yHiBepcuTeT, Kadegpa
MiHicTepcTBa OXOpPOHU 3[0pPOB’A YKpaiHU», | OHKONOTII Ta Megu4YHoI pagionorii, M. [JHinpo
Kacdpegpa oHkonorii i Meau4yHol pagionoril,

M. [JHinpo

O.M.H., npody. KpuxaHiscbka A.€. O.M.H., npody. KpmxaHiscbka A.€.

KomMmyHanbHui 3aknapg, «Mpukapnatcbkuii | KomyHasibHe  HekomepuiiiHe  NigNPUEMCTBO
KNIHIYHMIA OHKONOFIYHUIA LEeHTp», MamonoriuHe | «[pukapnarcbkUii  KNiHIYHWIA  OHKOMOriYHNIA
BigAineHHsa, [JepXxaBHUiA BUwMii HaBYas/IbHUIA | LEeHTP IBaHO-PpaHKIBCbKOI 06/1acHOI pagu»,

3aKknag «lBaHo-®paHKiBCbKMi
MeAUYHUl yHiBEpCUTET»,
M. IBaHO-PpaHKiBCbK

HaLlioOHa/IbHUIA
Kacbegpa OHkonorii,

xipypriuHe BigaineHHa Ne3 ropMoOHO3aNeXHUX
NyXAvH y IHOK, IBaHO-DpaHKIBCbKUA
HauioHaNIbHUII MeauYHUIA YHiBepcuTeT, kaceapa
OHKOJ10ri1, M. IBaHO-®paHKiBCbK

11. 3miHa BignoBiganbHOro aocnigHuka B Micui npoBeAeHHs KNiHiYHOro BunpooysaHHA; Po3gin P.5
«CONTROL OF DRUG PRODUCT» flocbe aocnimKyBaHOro nikapcbkoro sacooy MK-8591A, Bepcis
06DSFH Big 24 uepBHA 2021 poKy, aHrniicbkoro moBot; Po3gin P.8 «STABILITY» [ocbe



pocnipxysaHoro nikapcbkoro 3aco6y MK-8591A, Bepcia 06DSFH Big 24 uepBHAa 2021 poky,
aHrNiicbKol MOBOIO; MoAOBXEHHA TepMiHy NpuUAATHOCTI [OCAiIgKYyBaHOro nikapcbKoro 3acoby
MK-8591A a0 36 micsaLiB 40 NPOTOKONY KNiHIYHOTO AOCNifAXeHHA «PaHaoMi3oBaHe, KniHivHe gocnimkeHHs 1l
thasn y Bl/1-1-iHpikoBaHMX NauieHTIB, AKMM NPOBOAMAACH IHTEHCMBHA Tepanis, 4715 OLiHK1 aHTUPETPOBIPYCHOT
aKTMBHOCTI CANINOro JiikyBaHHA icnaTtpasBipom, AopasipyHOM abo pgopasipuHomlicnaTrpasipom npu
MOPIBHSHHI KOXHOT rpynn NikyBaHHs 3 niauebo, a TakoX 418 OLiHKU aHTUPETPOBIPYCHOI akTUBHOCTI, 6e3neku
Ta NepeHOCUMOCTI BIAKPUTOro NiKyBaHHA AopasipuHom/iciaTpasipom», kog, gocnigxkeHHs MK-8591A-019, 3
iHKopnoposaHoto nonpaskoto 03 Big 29 )oBTHA 2020 poky; cnoHcop - «Mepk Wapn EHg Joym Kopn.», fodipHe
nignpunemctBo «Mepk EHA Ko., IHK.», CLUA (Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc.,
USA)

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

BYNO CTAO
Hepyxko 0.0. €cuneHko C.B.
KomyHanbHe HekoMepLiiHe nignpuemcTso | KomyHanbHe HekomMepLiiHe nianpuemMcTeo
«Opecbknii 061acHUA LEHTP couiasibHO 3HauyLWmX | «Ofecbknii 061acHUIA LEHTP couiaslbHO 3HAYYLLMX
XBOp06» Ofecbkoi ob6nacHoT pagm», ambynaTopHo- | XBopob» Ofecbkoi 06/1acHoi pagu», ambynaTopHo-
nonikniHivyHe BigaineHHsa, m. Ogeca nonikniHivyHe BigaineHHa, m. Ogeca

12. BK/IIOUEHHA [0[aTKOBUX Micub NpoBefeHHs KNiHIYHOro AocnimkeHHs; 3miHa BignoBiganbHOro
pocnigHuka Ta 3MiHa Ha3BU Micusl NpoBeAEeHHs1 KNiHIYHOro AOCNigKeHHA [0 MPOTOKONY K/iHIYHOro
pocnimpkeHHss  «PaHgomizoBaHe, noaBiiHe cnine, nnauebo-KoHTposiboBaHe, 52-TmkHeBe 6a3oBe
OOCNIMKEHHS, sIKe MpoBOAATL Yy NapanefnbHux rpynax Aas ouiHKM eddeKTMBHOCTI, 6e3neydHocTi Ta
nepeHoCMMOCTi gyninymMmaoy B Naui€eHTIB i3 XPOHIYHUM OBCTPYKTUBHUM 3axBOPHOBaHHAM nereHb (XO3/1) Big
MOMIPHOrO [0 TSHXKKOro CTYNEHS i3 3anafieHHsaM 2 Tuny», kog gocnigpkeHHs EFC15805, 3 nonpaskoto 01, Bepcid
1 Big 29 BepecHA 2020p.,; cnoHcop - sanofi-aventis recherche & developpement, France (CaHodi-ABeHTIiC
pelwepw e gesesionmaH, PpaHuis)

3aaBHUK - TOB «CaHodi-ABEHTIC YKpaiHa»

Ne MM.1.B. BignoBigabLHOro AocnigHmKa

n/n Ha3Ba Micug NpoBeAEeHHSA K/iHIYHOTO BUNPOBGYBaHHS

1. O.M.H., npodp. KoBaneHko C.B.

O6nacHe KOMyHaslbHE HEKOMepLiiHe MiANpUMEMCTBO «YepHiBelpbka ob6nacHa KiHiyHa slikapHs»,
nigpo3ain nynbMoHoNorii, M. YepHisL

2. | p.M.H., npodp. AHgpeiiumH C.M.

KomyHanbHe HekomepLiliHe MignpueEMCTBO «TepHOMiNIbCbka KOMyHaslbHa Micbka slikapHsa No 2»,
TepaneBTuyHe BigdineHHs Nel, TepHOMINbCbKUIA HaLiOHANbHWUIA MeauuHWl YHiBepcuTeT iMeHi |.4.
Fop6ayeBcbkoro MiHiCTepcTBa OXOPOHW 340POB'A YKpaiHu, kadpegpa nponefeBTUKN BHYTPILUHBOT
MeauUMHU Ta TrsiaTpii, M. TepHonisib

BYNO CTAJI0
K.M.H. KynuHunu O.B. 3aB. Big. PonymeHoBa O.I1.
KomyHanbHa ycTaHoBa «3anopisbka o6sacHa | KoMyHanbHe  HeKoMepuiiiHe  nNignpuemMcTBO
KIiHiYHa nikapHa»  3anopi3bkoi 06nacHoi paaw, | «3anopisbka obnacHa KNiHiYHa nikapHsA»
BiAZiNEHHS Ny/IbMOHOJOTIT, M. 3anopiXka 3anopi3bKoi o6nacHoi paaum, BiA4INEHHS
iHTEPBEHLINHOI NY/IbMOHOAOTiT, M. 3anopixks

13. 3miHa Ha3BM 3assBHUKA KNiHiYHOro BunpooysaHHA 3 TOB «IHC Pecepu YkpaiHa» Ha TOB «CiHeoc
Xenc YkpaiHa»; BK/1loUeHHA A0AaTKOBOro MicLisi NpoBeAeHHs K/1iHIYHOro BUNPOOYBaHHA [0 MPOTOKONY
KNIHIYHOTO JoCNiMKeHHS «KniHiyHe gocnimkeHHsa dasn 1b 3 6araTokpaTHUM yBEeLEHHSAM 3pOCTaloyol [03u
npenapaTty EQO01 y nauieHTiB i3 CUCTEMHMM YEPBOHUM BOBYaKOM i3 aKTUBHMM nposidpepaTuBHUM Nonyc-
HetbpuTOoM UM 6e3 HbOro», Kog gocnimpkeHHa EQ001-19-002, sepcia 3.0 Big 22 nmnHa 2020 poky; CNOHCOop -
«EkBinaiym, IHK.» (Equillium, Inc.), CLLA

3asaBHUK - TOB «CiHeoc Xenc YkpaiHa»

No M.1.B. BignoBiganbHOro gocnigHnKa

n/n Ha3Ba micus npoBeAeHHs KNiHIYHOro BUNPoGYyBaHHSA

1 3aB. Big. Nanywak O.B.
KomyHasibHe mignprMeMcTBO «/[IHINponeTpoBcbka o6nacHa KhiHiYHa nikapHs im. 1.1, MeuHukoBa»
[JHinponeTpoBCcbKOi 06/1aCHOT pagu», BigaiNieHHs fiasisy (XPOHIYHOro reMogiasisy Ta aMbynaTtopHoro
remogianiay), M. JHinpo




14. OnuTyBa/IbHUK 3ara/lbHOro cTaHy 30poB’s, Bepcia 1.2 Big, 15 ciuHs 2021 p. yKpaiHCbKOI0 MOBOIO Ta
Bepcia 1.2 Big 27 noTtoro 2018 p. pociicbKold MOBOK; ONUTYBa/IbHUK WOAO TPUBOIU, BTOMMU Ta
nopyleHb, NoB’A3aHUX 31 CHOM, Bepcisl 1.0 Big 19 kBiTHs 2021 p. ykpaiHCbKOO MOBOIO Ta Bepcif 1.0 Big
02 kBiTHA 2021 p. poCilicbkOl0 MOBOI; ONUTYBa/IbHUK 3arasibHOI OLHKA YYaCHUKA [OCJiAKEHHS,
Bepcia 1.0 Big 02 ntotoro 2021 p. ykpaiHCbKOI0 MoBoOIo Ta Bepcia 1.0 Big 11 rpygHA 2020 p. pocificbKoto
MOBOI0; ONUTYBaJIbHUK WOA0 cTaHy 3a0poB’sa (EQ 5D 5L), yKpalHCbKOKO Ta POCIliCbKOIO MOBaMmu;
onutyBasibHUK 3i WKanot Haopsakie CureGN, Bepcia 1.0 Big 15 notoro 2021 p. yKpaiHCbKOKO Ta
pociiicbkolo moBamu; TpaHCKpUNT aHimauiiiHOro Bigeoposika npo 36ip 3paskiB ceui, Bepcia 1 Big 08
KBiTHA 2020 p. yKpaiHCbKOIKO MOBOIO Ta Bepcis 1 Big 08 nunHa 2020 p. pocilicbkoto moBoto; Mepenik
CynyTHiX MaTepiasiB A5 NOKpaLeHHA KOM(popPTy ydHacHUKa BUNPOGYBaHHA NiA Yac BisUTIB, BepciA Bif,
26 notoro 2021 p. aHrNIACbKOID MOBOK [0 MPOTOKO/Y KAiHIYHOro BUNpobyBaHHA «PaHgomizoBaHe,
BiAKpUTE, 3 aKTUBHUM MpenapaToM NOPIBHAHHA B AKOCTI KOHTPO/IO, 6araToueHTpoBe AocnimkeHHs dasu Il
ONS OUIHKM ed)eKTMBHOCTI Ta 6Ge3MevHOCTI 3acTOCyBaHHS OGIHyTy3ymaGy Yy nauieHTiB 3 MEepPBUHHOK
MemMbpaHO3HOK Hedponartieto», kog gocnigpkeHHs WA41937, sepcia 1 Big 17 cepnHa 2020 p.; cnoHcop -
®.XothbdpmanH-/1a Pow /114, LWBeliyapis

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

15. fJopaTok Ao chopmu iHchopMoBaHOT 3rogu AN YKpaiHM aHrNilicbKol MOBOIO AN AOC/iAKEeHHSA
BP41743 npo BUKOHAHHSA Bi3UTIB AOCiMKEHHA CNYX6010 MeAUYHOI JONOMOru 3 AorNsAy Ha aomy nig
yac naHAaemii KopoHaBipycHOi iHekuii COVID-19, Bepcia 1.0 Big 13 cepnHa 2021 p.; JopaToK Ao
thopmu iHchbopmoBaHOI 3roau AnA YKpaiHW YKpaiHCbKOK MOBOK ANns AochnimkeHHs BP41743 npo
BUKOHaHHA Bi3UTIB JOC/IMKEHHA CNY)X60I0 MeAUYHOT ,ONOMOru 3 Aornsay Ha oMy nig Yyac naHAemii
KOpoHaBipycHol iHdekuil COVID-19, Bepcia 1.0 Big 13 cepnHa 2021 p.; Aopatok Ao copmu
iHhopmoBaHoOi 3rogn Ans YKpaiHu pociiicbKOo MOBOIO Ans AocnimkeHHA BP41743 npo BUKOHaHHSA
Bi3UTIB AOCNIMHKEHHA CNy)X60I0 MegWYHOI [ONOMOrvM 3 [OornaAgy Ha Aomy nig 4yac nadHgemii
KOpPOHaBipycHOiI iHdekuii COVID-19, Bepcia 1.0 Big 13 cepnHa 2021 p.; BP41743 IHdhopmauiiHnii
OlonieTeHb A1 NalieHTa Ta 0co6u, siKa 34iACHIOE JorNnAa, YKpaiHCbKOK MOBOIO A/ YKpaiHu, Bepcis
1.0 Big 24 uepBHA 2021 p.; BP41743 IHchopmauiiiHuia GloneTeHb 414 NalieHTa Ta 0cobu, fiKka 34iliCHI0E
pornsag, pociicbKo MOBOK AnA YKpaiHu, Bepcia 1.0 Big 24 uepBHA 2021 p. A0 NPOTOKO/Y KAIHIYHOrO
pocnimpkeHHss «baraTtoueHTpoBe, paHAoMi3oBaHe, MOABiiHe cnine, Yy napasefnbHuX rpynax, nnauebo-
KOHTpO/IbOBaHe focnimkeHHa asun Il ansa ouiHkn edrekTMBHOCTI Ta 6e3neyHocTti npenapaty RO6889450
(PanimiTapoHT) y NOpiBHAHHI 3 nnauebo y nauieHTiB i3 WwWn3ogpeHieto abo 3 Wn3oaeKTUBHUM PO3/1aLoM Y
cTafji 3arocTpeHHA», kog, focnigxeHHs BP41743, sepcisa 4 Big 03 uepsHA 2021p.; cnoHcop - ®. XodhdmaHH-
Na Pow N1a, Weeliyapia (F. Hoffmann-La Roche Ltd, Switzerland)

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

16. 3HiMKM eKpaHiB ennekTpoHHOro woaeHHuKy (EORTC QLQ-C30 Version 3.0), Bepcisi 3HIMKIB eKpaHy
1.00 Big 08 kBiTHA 2021, yKpPaIHCbKOI, POCINCLKOI, aHINIACLKOW MOBamMu; 3HIMKM eKpaHiB
eNeKTpoHHOro uwozaeHHukKy (PROMIS - fatigue), Bepcia 3HiMKIB ekpaHy 1.00 Big 08 kBiTHA 2021,
YKpPaiHCbKO0, POCIICbKOIO, aHrNiCbKOI0 MOBaMu; 3HIMKMN eKpaHiB efleKTPOHHOrOo WwoAaeHHuUKY (Lkana
OLHKWN 3ara/ibHOro BpaXeHHs nauieHTa npo 3miHM ctaHy PGIC), Bepcis 3HiMKiB ekpaHy 1.00 Big 08
KBiTHA 2021, yKpaiHCbKOM, POCIiICbKOI, aHrMiNcCbKol MoOBamu; 3HIMKM €KpaHiB e/IeKTPOHHOro
woaeHHUKY (PaHKOBMiIA WoOAEeHHUK npuilomy npenapaty TL-895), Bepcis 3HiMKiB ekpaHy 1.00 Big 08
KBiTHA 2021, yKpaiHCbKOM, POCI/iCbKOI, aHrMiAiCbKol MoOBamu; 3HIMKUM €KpaHiB eNeKTPOHHOro
woaeHHUKyY (BeuipHiii woaeHHUK npuilomy npenapary TL-895), Bepcia 3HimkiB ekpaHy 1.00 Big 08
KBIiTHA 2021, yKpaiHCbKOIO, POCIACBHKOIO, aHIMINCbKOK MOBamMu; 3HIMKU €KpaHiB eNneKTPOHHOro
woaeHHuKy (LoaeHHHMK npuiiomy npenapaty KRT-232), Bepcisa 3HiMKiB ekpaHy 1.00 Big 08 KBiTHSA
2021, yKpaiHCbKOLO, POCIACbKOIO, aHI/TIACbKOI0 MOBaMu; 3HIMKM eKpaHiB €1eKTPOHHOIO LWOAEHHUKY
(Popma ouiHKu cuMmnToMiB Mienodpiopo3y (LwomeHHUK) pegakuifa 4.0 2010-2016), Bepcist 3HIMKIB eKpaHy
1.00 Big 03 uepBHA 2021, yKpaiHCbKOM, aHIMINCbKOK MOBamMu; 3HIMKU €KpaHiB e/IeKTPOHHOro
LWOAEeHHUKY (Popma OuUiHKM cuMnTOMIB Mienodgiopo3y (woapeHHUK) peaakuia 4.0 2010-2016), Bepcis
3HiMKIB ekpaHy 1.00 Big 27 TpaBHsA 2021, pOCIiiCbKOK, aHrniiicbkold MoBaMW; 3HIMKM eKpaHiB
€N1eKTPOHHOro wWoaeHHUKyY (CurHanu), Bepcis 3HiMKiB ekpaHy 1.00 Big 08 KkBiTHA 2021, yKpaiHCbKOIO,
poCilicbKOl0, aHrnificbkolo MoBamu; 3HIMKA €KpaHiB €eNeKTPOHHOro WoAeHHUKY (BikoHue
HarapgyBaHHSl), Bepcis 3HiMKIB ekpaHy 1.00 Big 08 kBiTHA 2021, yKpaiHCbKOIO, POCIliCbKOlO,
aHrniicbKkol MoBaMu; [locbe [OCifKYBaHOro Jlikapcbkoro 3aco6y, TL-895, Bepcis 4.0, 10 TpaBHs
2021 poKy, aHrnificbkoro MOBOIO; 3a/lydeHHsA fofaTtkoBux BMpoGHuKiB /13 TL-895: Catalent Micron
Technologies, Inc., CLLUA (micuesHaxomkeHHsi: 333 Phoenixville Pike Malvern, PA 19355, USA) Ta Fisher
Clinical Services, HimeuunHa (Micue3HaxomkeHHA: Marie Curie Str. 16 79618 Rheinfelden, Germany);
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IHhbopmauiiiHuiA NMCTOK AnA nauieHta Ta copma iHopmoBaHoi 3rogu: «Kaptoc Tepan'toTikc,
IHk.»_KRT-232-114_OcHoBHa ®I3, malictep-Bepcisa_ Bepcia 2.0, 02 nunHa 2021 poky_YKP_Bepcis
2.0_07 nunHAa 2021 poky, YKpPaiHCbKOMO, POCi/iCbKOIO, aHrNifiCbKOI0 MOBaMu; YTOYHEHHS CTOCOBHO
Ha3BU MicLs NPOBEAEHHA K/1iIHIYHOro BUNPOGYBaHHA 40 NPOTOKO/Y KAiHIYHOTO BUNpoO6yBaHHA «Bigkpute,
GaraTtoueHTpoBe [OCMIMKEHHS 2 (ha3n NS OuiHKM 6e3neyHoCTi Ta edpekTuBHOCTI npenapaty KRT-232 a6o
TL-895 y naujieHTiB 3 Mi€N0hiBpPO30M, sKi paHille He OTPUMYBa/IN fliKyBaHHS IHriGITOpaMmn siHyC-KiHa3», Ko,
pocnipkeHHs KRT-232-114, sBepcis Big 17 nunHa 2020 poky; cnoHcop - «KapTtoc Tepan'toTike, IHK.» [Kartos
Therapeutics, Inc], CLLUA

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

BYJIO

CTA/O

O.M.H., npod. Asrinb 1.C.

[depxaBHa ycTaHoBa «HaujioHanbHWUIA HayKoBWiA
LeHTp pagiauiiHoi meguumHn HAMH  Ykpainu»,
BiAAINEHHA  pajjauiiiHoil  OHkoremaTosiorii  Ta
TpaHcnnaHTauii  CTOBOYPOBUX  KNITUH  Big4iny
remMartonorii i TPaHCNIaHTOOTIT IHCTUTYTY K/TiHIYHOT

O.M.H., npod. Aarinb I.C.

[epxaBHa ycTaHoBa «HaujioHa/lbHUIA HayKoBWUiA
LUeHTp pagiauiiHol meguumHn HAMH  YkpaiHu»,
BiAAINEHHs  pajiauiiiHoi  oHkoremaTonorii  Ta
TpaHcraHTauii  CcTOBOYpOBUX  KNITUH  Big4iny
remartonorii i TpaHCMIaHTOoNOriT [HCTUTYTY KNiHIYHOT

pagionorii, BigAineHHA papgiayiiHOi rematonorii,
M. KniB

pagionorii Ha 6asi BigAineHHA pagiayiiiHol
remaTtosiorii  KniHikm  [lepaBHOi ycTaHOBMU
«HauioHanNbHWUII HAyKOBUWIA LEHTP papgiayiiHoi
MeguunHn HauioHanbHOI akagemii MeguvHUX
HayK YKpaiHu», M. Kui

17. 3HIMKM eKpaHy eNIeKTPOHHOrO wWoaeHHUKa nauieHta Touch, Bepcia 4 pnAa YkpaiHu Big 20 )XOBTHA
2020 pokKy yKpaiHCbKOIO Ta pociiicbkolo MoBaMu; LLLoAeHHUK BBe,eHHA [OCNifKyBaHOro npenapary 1a
npoBefieHHs TeCTy Ha BariTHICTb BAoMa, piHanbHa Bepcis 3 Big 06 uepBHs 2021 poKy YKpaiHCLKOIO Ta
pocilicbkolo MoBaMu 0 NPOTOKOJTY KNIHIYHOrO AOCNifKeHHs «baraToLeHTpoBe, paHAoMi30BaHe, NoABiliHe
cnine, nnauebo-KOHTPOIboBaHe 52-TUxHeBe AOCNIMKEHHA NIATPUMYIOYOT Ta BiAKPUTOT NPOAOBXEHOT Tepanii
ONA OUiHKM edpeKTMBHOCTI Ta 6e3MneYHOCTi picaHKisymaoy y nauieHTiB 3 XBopo60oto KpoHax», Kof, [OCiIKEHHS
M16-000, 3 iHKoprnopoBaHUMY afMiHICTpaTUBHUMN 3MiHamu 1, 2, 4 Ta nonpaskamu 1, 2, 3, 4, 5, 6, 7 Ta 8 Big 30
nuncrtonaga 2020 poky; cnoHcop - AbbVie Inc., USA

3anBHuK - «EB6BI BiothapmachkioTikana TM6X», LLseliLapis

18. BK/IIOUEHHA A0[4AaTKOBOro MicusA NPoOBeAeHHA KNiHIYHOro AOCAiIMKEHHA [0 MPOTOKO/Y KAiHIYHOro
JocnimpkeHHs «PaHaomizoBaHe KOHTpoNbOBaHe pAochigxeHHs |l a3 3 MeTo MNOPIBHAMBHOI OLiHKM
NaKpPUTUHIOY Ta npenapaTy 3a BUO6OPOM flikaps Npu AikyBaHHI NaLEHTIB i3 NepBUHHUM Mienodibpo3om abo
Mienodhibpo3om, Lo PO3BMHYBCA MiCNSA CNPaBXHbOT NOMLUUTEMIT UM eceHuianbHOT TpoMGoUUTEMIl, B SAKUX
Bij3HAYaETbCA TsHKka TpomboumuToneHisa (piseHb TpoMoouuTie <50 000/mkn)», Kog pocnigpkeHHsa PAC303,
pepakuis 1 Big 10 ntotoro 2020 p.; cnoHcop - «Ci Ti Ain Biodapma KopnopeliwH» [CTI BioPharma Corp.], CLUA
3asBHIK - TOBAPUCTBO 3 OBMEXEHOIO BIAMOBIAANBHICTIO «l EC AN-YKPAIHA»

No M.1.6. BignoBigasibHOro AocnigHMKa

n/n HasBa Micusi NnpoBeAeHHS K/iHIYHOrO BUNPO6YBaHHS
1 A.M.H., npod. KnumeHko C.B.
ToBapucTBO 3 06MexeHOH BignosiganbHicTio «CITI JOKTOP»,
BiAAiNeHHA, M. KniB

amMbynaTopHO-NonikNiHivYHe

19. Bpouwypa gocnigHuka Lenvatinib (MK-7902), BugaHHsa 18 Big, 30 uepBHA 2021 poOKy, aHIMiNCbKOIO
MoBoto; OHoBneHo Posginu 2.3.P.2, 2.3.P.3.1, 2.3.P.3.2, 2.3.P.3.3, 2.3.P.3.4, 2.3.P.4.1, 2.3.P.7.1,
2.3.P.8.1, 2.3.P.8 flocbe pgocnipKyBaHOro siikapcbkoro 3acooy MK-6482, sepcia 06F856 Big 15 nunHsa
2021 poky, aHrniiicbKkoo MOBOH; MoAoBXEHHA TepMiHY NPUAATHOCTI A0CAIAKYBaHOro NiKapCbKOro
3aco6y MK-6482, 40 mr TaGs1eTK1, BKPUTI NNiBKOBOIO 0G0/I0OHKOMD, 3 24 Ao 30 MicALiB A0 NPOTOKONY
KMiHIYHOrO JocnimpkeHHA «BigkpuTte, paHaoMizoBaHe pocnimkeHHs 1l dasn gna ouiHkM edekTMBHOCTI Ta
6e3neyHocTi nemo6ponisymady (MK-3475) y kombGiHauii 3 6ensytncaHom (MK-6482) Ta neHBatuMHIGOM
(MK-7902), abo MK-1308A y komMb6iHaL,ji 3 1eHBaTMHIOOM MOPIBHAHO 3 NeMbponi3ymaboM i neHBaTVHIGOM B
AKOCTI MepLuoi fliHil Tepanii oNA yyaCcHUKIB 3 PO3MOBCIOIKEHOI CBITNOKIITUHHOK HUPKOBO-KNITUHHO
KapLuMHOMOIO», KoA, aocnimpkeHHs MK-6482-012, 3 iHkopnopoBaHoto nornpaskoto 01 Big 26 ciuHa 2021 poky;
cnoHcop - «Mepk Wapn eHg Joym Kopn.», godipHe nignpnemctso «Mepk eHg Ko., IHk.», CLUA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

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



20. OHOBMEHUIA NPOTOKOJ1 KNiHiYHOro pocnigpkeHHs MOR208C310, octaTouHa pegakuia 4.0 Big 17
yepBHA 2021 p.; CMHONCUC OHOB/IEHOrO NMPOTOKOJY AOCNiIMKEHHS, ocTaToOuHa pegakuia 4.0 Big 17
yepBHA 2021 p., nepeksag 3 aHMIIACbKOI MOBM Ha YKpaiHCbKy mMoBY Big 05 nunHa 2021 p.;
IHcbopmauiiiHuii NnMcToK naudieHTa i oopma iHchopmoBaHoOi 3rogun (Ha oCcHOBI pepgakuii 4.0), octatouHa
pepakuia 2.0 aHrniicbKo MOBOK AnA YKpaiHu Big 09 nunHa 2021 p., octatoyHa pegakuia 2.0
YKpaiHCbKOI0 MOBOIO An1A YKpaiHu Big 09 nunHAa 2021 p., octatouHa pegakuifa 2.0 pocilicbkolo MOBOIO
Ana Ykpaiiu Big 09 nunua 2021 p.; IHdopmauiiHuii nuctoK i chopma iHchopmoBaHoOi 3rogn ans
thakynbTaTUBHOrO reHeTUYHOro Ta FeHOMHOro AocnigkeHHA (Ha OCHOBi pepakuii 2.0), ocTtaTouHa
pepakuisa 2.0 aHrnificbkolo MoBOK AnA YKpaiHu Big 08 nunHA 2021 p., ocTtaTouyHa pepakuia 2.0
YKpaiHCbKOI MOBOIO Ans YKpaiHu Big 08 nunHsa 2021 p., octaTouHa pegakuis 2.0 pociiicbKolo MOBOIO
Ana Ykpainu Big 08 nunua 2021 p.; flocbe AocnigxyBaHoro siikapcbkoro saco6y (IMPD) Tadhacutamatb
(Tafasitamab): Posgin 2.1 Akictb | Quality (Po3gin 2.1.S Cy6cTaHuis nikapcbkoro 3aco6y /| Drug
Substance Big 31 TpaBHsa 2021 p.; Po3gin 2.1.P flikapcbkuii 3aci6 | Medicinal Product Big 31 TpaBHA
2021 p.; Pos3gin 2.1.A Jopatkum | Appendices Big 31 TpaBHa 2021 p.); CKopouyeHe [0CbLE
pocnipkyBaHoro nikapcbkoro 3aco6y (sIMPD): JleHanigomig (Lenalidome), TBepgi kancynu: Po3gin
2.1 Axictb | Quality (Po3gin 2.1.P Nikapcbkuii 3aci6 | Medicinal Product) Big 31 TpaBHAa 2021 p.; CTtucna
XapakTepucTuka nikapcbkoro 3acody (SmPC): JleHanigomig (Zelvina) TBepai kancynu 10 mr, 15 mr, 25
Mr Big nuctonaga 2020 p.; Aocbe AocnigKyBaHOro sikapcbkoro 3aco6y (IMPD): Mnaue6o ao
Nenanigomigy (Lenalidomide Placebo): Po3gin 2.1 Akictb /| Quality (Po3pgin 2.1.PL | Nnaye6o ao
Nikapcbkoro 3aco6y | Placebo Product) Big 31 tpaBHA 2021 p.; 36iNbleHHA 3an/1aHOBaHOT KiJIbKOCTI
AocnipkyBaHuUX A5 BKIFOYEHHSA Y BUNPOOYBaHHA B YKpaiHi 3 27 fo 36 oci6é [0 NpOTOKO/Y KNiHIYHOIo
AocnipkeHHs «baraToueHTpoBe paHAoMi30BaHe, NOABIHO crine, nnaueb0-KOHTPosIboBaHe AochigkeHHs 111
ha3n 3 MeTow OuiHKM edpekTUBHOCTI Ta 6e3neyHocTi NikyBaHHA TadpacuTamabom Yy MOEdHaHHI 3
NneHanigomigom AoaatkoBo Ao ximioTepanii 3a cxemoto R-CHOP y nopiBHAHHI 3 XiMioTepanieto 3a cxemol R-
CHOP y naujeHTiB 3 ynepLue BUSBNEHOK ANGY3HOK B-KpynHOKAITUHHOW niMmcbomoto (ABKJ), Aki paHiwe He
NPOXOAUMN NiKyBaHHSA 3a LM NOKa3aHHSAM i BXOAATb 40 FPYNM BUCOKOTO MPOMIKHOTO ab0 BUCOKOTO PU3NKY»,
koA pocnigpkeHHs MOR208C310, octatouHa pegakuisa 2.0, nonpaska 1, Big 09 nuctonaga 2020 p.; cnoHcop -
«MopdoCuc Al'» [MorphoSys AG], HimeuunHa

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

21. Incdhopmauisa ansa nauieHta i Popma iHthopmoBaHoi 3roaun, Mogens ana YkpaiHu, Bepcisa 2.0 Big 16
nvnHA 2021 poky, YKpPaiHCbKOK Ta POCI/AICbKOKO MOBamMu [0 NPOTOKO/Y KAiHIYHOro BMNPOGYBaHHSA
«PaHgomizoBaHe, noggiiHe cnine, nnaueb60-KOHTPO/IbOBaHe, GaraToueHTpoBe AochigkeHHs 3b dasm 3
METOH OLiHKM edpeKTUBHOCTI Ta 6e3neyHoCTi NiALWKIPHOro BBEAEHHA rycesibkyMmaoy 15 3MeHLLEeHHA 03HaK i
CYMNTOMIB Ta CMOBIJIbHEHHA PEHTIEHO/IONYHOT NPOrpecii y NayieHTiB 3 aKkTUBHUM NCopiaTUYHUM apTPUTOM>,
kog pocnimkeHHs CNTO1959PSA3004, nonpaska 1 Big 07 kBiTHA 2021 poky; crnoHcop - Janssen
Pharmaceutica NV, Belgium / AHcceH ®apmaueBTtuka HB, benbris

3aaBHuK - TOB «MAPEKCEJT YkpaiHa»

22. OHOB/IEHUI NMPOTOKON KhiHiuHOro pocnigkeHHa TAK-079-1004, Bepcia i3 nonpaBkoto 4 Big 05
TpaBHsa 2021 p., aHrNiCbKOD MOBOK; 3MiHA Ha3BW Ta KOHTAKTHUX pJaHMX CnoHcopa; TAK-079-1004
OcHoBHa iHthopMmalis gna naudieHTa i popma iHhopMmoBaHoOi 3roan Ans YKpaiHu, aHrNilicCbKOK MOBOIO,
Bepcia 5.0 Big 12 nunHa 2021 p.; TAK-079-1004 OcHoBHa iHchopmauia ana nauieHTa i dopma
iHdhopMoBaHoOI 3roan ANA YKpaiHu, yKpaiHCbKo MOBOIO, Bepcis 5.0 Big 12 nunHa 2021 p.; TAK-079-
1004 OcHoBHa iHthopMauis ana naudieHTa i popma iHhopmoBaHOi 3rogn ANA YKpaiHu, PociiicbKoo
MoBO0, Bepcia 5.0 Big 12 nunHa 2021 p.; TAK-079-1004 Bigkpute npoAOBXEHHS1 [OC/iMKEHHSA A,
IHhopMmauia ana naudieHTa i popma iHhbopmoBaHOi 3rogn ANnA YKpaiHu, aHriicbKolo MOBOIO, Bepcisi
5.0 Big 12 nunHa 2021 p.; TAK-079-1004 Bigkpute npoaoBXeHHA aocnimkeHHs A, IHdopmauia ana
nauieHTa i oopma iHchopmoBaHOI 3roan Ans YKpaiHu, yKpaiHCbKOK MOBOIO, Bepcisa 5.0 Big 12 nunHa
2021 p.; TAK-079-1004 Bigkpute NnpoaoOBXeHHsA JocnimkeHHa A, IHcopmauia gna naugieHta i popma
iHcbopmMoBaHOiI 3rogu Ana YKpaiHu, pociicbKol MOBOLO, Bepcif 5.0 Big 12 nunHa 2021 p.; TAK-079-1004
Bigkpute npoaoBXeHHA gocnimkeHHs b, IHchopmauia ana nayieHta i popma iHthopmoBaHoi 3rogu ans
YKpaiHu, aHrniicbkoo MoBoto, Bepcif 5.0 Big 12 nunHa 2021 p.; TAK-079-1004 BigkpuTe NpoaoBXeHHSA
pocnipkeHHs b, IHcbopmauia ana nauieHTa i hopma iHchopmoBaHOT 3roaun Ans YKpaiHu, YKpaiHCbKO
MoBolo, Bepcia 5.0 Big 12 nunHa 2021 p.; TAK-079-1004 Biakpute npoaoBXeHHA AocnifkeHHs b,
IHcbopmauis gna naudieHTa i popma iHchopmoBaHoiI 3rogu Ans YkpaiHu, pociiicbkol MOBO1O, Bepcis 5.0
Big 12 nunHa 2021 p.; TAK-079-1004 [o3Bin Ha 36ip gaHUX NPO BariTHy MapTHEpPKY y4dacHuka
AOcCnifKeHHs | HOBOHAPOMKEHY AUTUHY ANA YKpaiHW, aHrnilicbKolo MoBoto, Bepcis 4.0 Big 12 nunHa
2021 p.; TAK-079-1004 Oo3Bin Ha 36ip gaHUMX NPO BariTHy NapTHeEpPKY y4yacHUKa AOCNIMKEHHS i
HOBOHapPOMKEHY AUTUHY ANS YKpaiHU, yKpPaTHCbKOIO MOBO1O, Bepcis 4.0 Big, 12 nunHa 2021 p.; TAK-079-
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1004 Oo03Bin Ha 36ip AaHUX NPO BariTHY NapTHEPKY yYacHUKa AOCNIMKEHHS | HOBOHAPOMKEHY AUTUHY
ANA YKpaiHu, pociiicbkolo MoBoto, Bepcia 4.0 Big 12 nunHa 2021 p.; Bpowypa pocnigHuka
AocnipkyBaHoro siikapcbkoro 3acooy TAK-079, BugaHHa 7 Big 14 tpaBHA 2021 poKy, aHr/iACbKOKO
moBoto; TAK-079-1004_KopoTkuii onuc pocnigkeHHs, Bepcia 1.0 Big 03 uepBHA 2021 poky,
yKpaiHCcbKoto moBoto; TAK-079-1004_KopoTkuii onuc pgocnigkeHHs, Bepcia 1.0 Big 03 uepBHAa 2021
POKy, pocilicbkolo moBoto; TAK-079-1004_IHcdopmauiiiHa Bpolwypa KniHIYHOro AocnigKeHHs, Bepcia
1.0 Big 22 kBiTHA 2021 pOKY, YKpaiHCbKOIO MOBOL0; TAK-079-1004_IHchopmauiiiHa Bpowypa KniHiuHOro
pocnipkeHHs, Bepcia 1.0 Big 22 kBiTHA 2021 poky, pocilicbkolo moBoto; TAK-079-1004_IMpe3eHTauis
Ansa Koner, Bepcifa 1.0 Big 03 uepBHA 2021 poKy, yKpaiHCbKOO MoBOL0; TAK-079-1004_IMpe3eHTauis gns
Koner, Bepcis 1.0 Big 03 uepBHsa 2021 poKy, pociiicbkoto moBoto; TAK-079-1004_CouianbHi nyonikaw,ii
Ta rpadpiuHi MaTepianu ana cneuianictis cpepu oXopoHu 380poB’A, Bepcia 1.0 Big 22 kBiTHA 2021
POKY, YKpaiHCbKolw moBor; TAK-079-1004_CoujanbHi nyo6nikauii Ta rpadivyHi matepianu ansa
cneuianictiB cpepu oxopoHu 3aopos’s, Bepcia 1.0 Big 22 kBiTHA 2021 poKy, POCIACbKOK MOBOIO;
TAK-079-1004_TI'pacpiuHa cxema chopmu iHchopmoBaHOi 3rogu, Bepcia 1.0 Big 03 uepBHA 2021 pokKy,
yKpaiHCcbKolo moBoto; TAK-079-1004_TI'pacpiuHa cxema dpopmu iHpopMmoBaHoi 3roau, sepcis 1.0 Big 03
yepBHA 2021 poky, pociiicbkolo MoBok; TAK-079-1004_LlinboBa cTopiHka, Bepcifa 1.0, Big 03 uepBHA
2021, ykpaiHcbkoio MoBor; TAK-079-1004 LlinboBa cTopiHka, Bepcia 1.0 Big 03 uepBHA 2021,
pocilicbkolo moBoto; TAK-079-1004_KapTka BAAYHOCTI y4aCHUKaM KNiHIYHOrO OOCigKeHHsA, Bepcia
1.0 Big 22 kBiTHA 2021 poKy, YKpaiHCbKOl MoOBOW; TAK-079-1004_KapTka BAAYHOCTI ydyacHUKaMm
KNiHIYHOrO pocnigxeHHs, Bepcia 1.0 Big 22 kBiTHA 2021 poKy, pociicbkoo moBow; TAK-079-
1004_JIncT ronoBHOro agocnigHuka nauieHTty, sepcia 1.0 Big 22 kBiTHA 2021 poKy, YKpPaiHCbKOKO MOBOIO;
TAK-079-1004_JlucT rosioBHOro gocnigHuka nauieHTy, sepcifa 1.0 Big, 22 kBiTHA 2021 poKy, pociiicbKoo
MoBoto; TAK-079-1004_JIucT ronoBHOrro AoOC/iAHMKA NiKaplo 3arasibHOI NpakTuku, sepcis 1.0 Big 03
yepBHA 2021 poKy, YKpaiHCbKO MoBOK; TAK-079-1004_J/IuCT ronoBHOro pAocnigHuka nikapro
3arasibHOi npakTuku, Bepcia 1.0 Big 03 uepBHA 2021 pokKy, pociiicbkolo MoBot; TAK-079-
1004_Bbpowypa ana Habopy nauieHTIiB, Bepcia 1.0 Big 03 uepBHA 2021 poKy, YKPAiHCbLKOIO MOBOIO;
TAK-079-1004_Bpowypa ana Ha6opy nauieHTiB, Bepcia 1.0 Big 03 uepBHA 2021 poKy, pPOCIiiCbKOIO
moBoto; TAK-079-1004_MNnakatr pgna HaGopy nauieHTiB, Bepcia 1.0 Big 22 kBiTHA 2021 pokKy,
yKpaiHCcbKoto moBoto; TAK-079-1004_INnakat gns Ha6opy nauieHTiB, Bepcia 1.0 Big 22 kBiTHA 2021
POKy, pocilicbkolo moBol; TAK-079-1004_KopoTkuiA ornsag pocnipxkeHHs, Bepcia 1.0 Big 22 kBiTHA
2021 poKy, yKpaiHcbKoio MoBot; TAK-079-1004_KopoTkuii ornag pocnimkeHHs, Bepcia 1.0 Big 22
KBiTHA 2021 poKy, pociiicbkoto moBoto; TAK-079-1004_BykneT gocnigkeHHs, Bepcia 1.0 Big 03 uepBHA
2021 poky, yKkpaiHCbKolo moBoto; TAK-079-1004_BykneTt gocnigkeHHA, Bepcia 1.0, Bepcia 1.0 Big 03
uepBHsA 2021 poKy, pocilicbkoto MoBoto; TAK-079-1004_Manka gocnigxeHHA, Bepcia 1.0 Big 22 kBiTHA
2021 poky, yKkpaiHCcbkoo MoBot; TAK-079-1004_MNanka gocnimxkeHHs, Bepcia 1.0 Big 22 kBiTHA 2021
pOKy, pocilicbkoto moBoto; TAK-079-1004_ KapTka BAAYHOCTI OCNiAHNLLKOMY LLeHTpY, Bepcis 1.0 Big
22 kBiTHA 2021 pokKy, yKpaiHCbKolo MoBoi; TAK-079-1004  KapTka BAAYHOCTI AOCAIAHULILKOMY
LeHTpy, Bepcia 1.0 Big 22 kBiTHA 2021 poky, pociiicbkoio MoBow; TAK-079-1004_J[oBigHuK i3
BUKOHaHHSA Bi3nTiB, Bepcia 1.0 Big 22 kBiTHA 2021 poKy, ykpaiHCbKO MoBoto; TAK-079-1004_[0BigHuUK
i3 BUKOHaHHSA Bi3uTiB, Bepcia 1.0 Big 22 kBiTHA 2021 poKy, pOCiicbKOI0 MOBOIO; 3pa3ok MapKyBaHHS
KapTOHHOI YNAaKOBKM J0CAigKyBaHOro Jlikapcbkoro 3aco6y TAK-079 a60 nnaue6o gna Ykpainu, Big 19
TpaBHA 2021 p., YKPAIHCbKOIO MOBOIO; 3pa30K MapKyBaHHs amMnysin AOCAiIAKYBaHOro JliKapCbKOro
3aco6y TAK-079 a6o nnaue6o gnsa YKpaiHu, Big 19 tpaBHa 2021 p., YKPpAiHCbKOIO MOBOIO; 3pa3ok
CMPOLLEHOr0 MapKyBaHHA /iKapCbKUX 3acobiB, WO OyAyTb HagaBaTUCA Maui€eHTaMm MicuAMU
npoBeAeHHA KNiHIYHOro BUNpPoGyBaHHSA 3rifHO IOKa/IbHOT NPAKTUKKN ANS NPOBEAEHHSA [OCNIMKEHHSA 3a
npotokosiom TAK-079-1004, ykpaiHCbKOI MOBOIO; JIUCT A0 ciMeiiHOro fnlikapsa ansa YkpaiHu, Bepcia 2.0
Big 01 nunHa 2021 p., aHrniicbKkoo MOBOLO; JTUCT A0 ciMeliHOro flikapAa anAa YKpaiHu, Bepcisa 2.0 Big 01
nunHa 2021 p, nepeknag ykpaiHCbKolo MoBoOt Big 08 nunHa 2021 p; 3pa3oK 3roau Ha NpoBefeHHA
Tenesi3snTy 4epe3 pogaatok Televisit App komnaHii «Mepa6n» (Medable), Big 26 TpaBHAa 2020 p,
aHrnificbKo MOBOIO; 3pa3okK 3roAn Ha NPoBeAeHHs TeneBi3uTy uepes gogartok Televisit App KoMmnaHii
«Mepabn» (Medable), Big 26 TpaBHa 2020 p, yKpaiHCLKOO MOBOIO; 3pa3oK 3rogu Ha NpPoBeAeHHSA
TeneBi3nty yepes popatok Televisit App komnaHii «Mega6n» (Medable), Big 26 TpaBHA 2020 p,
pocCiiicbKOl0 MOBOIO; 3pa3ku 306paxeHHs gopaTtky Televisit App Ha eKpaHi e/IeKTPOHHOIo NPUCTPOLO
ANna nauieHTta, Bepcia 2.0 Big 20 nunHa 2021, yKpaiHCbLKOID MOBOIO; 3pa3Ku 306paKeHHS A0[aTKy
Televisit App Ha eKpaHi eNneKTPOHHOro MPUCTPOI0 ANA nauieHTa, Bepcia 1.0 Big 21 nunHa 2021,
POCilicbKOK0 MOBOIO [10 NPOTOKO/Y KAiHIYHOrO BUNPOoOyBaHHA «PaHgomizoBaHe, noagiliHe cnine, nnauebo-
KOHTPO/IbOBaHe A0CNiMKEHHA dha3n 2 AN oLujiHK1M 6€e3neYHOCTi, NTepeHOCMMOCTi Ta epeKTMBHOCTI NpenapaTty
TAK-079 y nauieHTiB i3 MNepCUCTYHOYOH/XPOHIYHOK MNEPBUHHOK IMYHHOIO TPOMOOLMTOMEHIEND», KOA,
pocnipkeHHa TAK-079-1004, sepcis i3 nonpaBkoto 3 Big 18 rpyaHa 2020 p.; cnoHcop - MinnieHHiym
PapmacsbloTikans, IHk., CLLUA (Millennium Pharmaceuticals, Inc., USA)

3anBHUK - ToBapucTeo 3 O6MexeHot BignosigasibHicTio «KoHTpakTHO-JocnigHuubka OpraHisauis IHHogapm-
YkpaiHa»



BYNO CTANIO

CnoHcop: MinneHHiym ®dapmacbloTikans, IHK., | CnoHcop: Takegsa [esenonveHT CeHTep
CWA (Millennium Pharmaceuticals, Inc., USA); | Amepikac, IHk., CLUA (Takeda Development
M..LB. KoHTakTHOi o0co6u: Michael Cronin; | Center Americas Inc., USA); M |.b. KOHTaKTHOI
Micue3HaxomKeHHs1 OpUANYHOI ocobu | micue | ocobu: Tanya Manor;

npoxuBaHHA i3nmyHoi ocoou: 40 Landsdowne | Micue3HaxomKeHHA LOPUAUYHOI ocobu | micue
Street, Cambridge, MA, 02139, USA; KOHTaKTHUIA | NpoXuBaHHA pisnuHOi ocobu: 95 Hayden
TenechoH: 001 617 588 8674; Appeca | Avenue, Lexington, MA, 02421, United States;
€/1eKTPOHHOI nowTtun: | KoHTakTHMI TenecoH: 001 857 529 2504; Agpeca
Michael.Cronin@Takeda.com €NeKTPOHHOI nowTu: tanya.manor@Takeda.com

23. OHoBJeHa Bepcisa npoTokony, Bepcia 7.0 Big 15 nunHa 2021; OHoBneHa IHhopmauisa ansa nauieHTa
Ta Popma iHhopmoBaHoI 3rogu, Bepcis 6.0 Big 23 nunHA 2021 p. Ha OCHOBI aHITOMOBHOI Bepcii 6.0 Big,
15 nunHa 2021 (yKpaiHCbLKOK Ta POCIICbKO MOBamMu) [0 MPOTOKOMY KAIHIYHOTO AOC/iAKEHHSA
«baratoueHTpoBe, NPOCMNeKTUBHe, paHAOoMi30BaHe, NoABiiHe chine, nnaueb0-KOHTPOoIboBaHe AOC/iAKEHHS
Il da3n, Wwo NpoBOANTLCA MPOTATOM 24 TWDKHIB 3 MOXJ/IMBICTIO NMOAOBXEHHS TEPMiHY NiKyBaHHS, Yy ABOX
napanenbHUX rpynax 3 paHgomisauieto nauieHTiB y chiBBigHoWweHHI 1:1, 3 MEeTOl0 OLiHK/ ePeKTUBHOCTI Ta
6e3neku nepopanbHOro MacCiTUHIGY Yy TMOPIBHAHHI 3 nnauebo npu fikyBaHHI NauieHTiB 3 MNOBINbLHO
MPOrpecyynM CUCTEMHUM Ta iHAOMEHTHUM CUCTEMHMM MAcCTOLMTO30M 3 TSKKUMW CUMMNTOMATUYHUMM
nposiBamMu, Pe3VCTEHTHUM [0 ONTUMAaSIbHOT CUMNTOMATUYHOT Tepanii», KoA gocnimxkeHHs AB15003, sepcia 5.0
Big, 18 rpyaHa 2019; cnoHcop - AB Science, ®paHuis

3asaBHUK - TOB «CiHepmkn 'pynn YkpaiHa», YKpaiHa

24. bpouwypa pgocnigHuka (Palbociclib (PD-0332991)), Bepcisa 14 Bif 6epe3Ha 2021 poKy A0 NpOTOKONIB
KMiHiYHMX BUNpo6yBaHb: «PaHaoMizoBaHe, 6araToLeHTpoBe, NOABIHO criine gocnigpkeHHs dpasm 3 npenapaTy
PD-0332991 (nepopasibHOro iHridiTopa uukniH-3anexHux kiHas (CDK) 4 Ta 6) i3 1eTpo30/10M Y MOPIBHAHHI 3
koM6iHaLjieto niauebo i NeTpo3osy 4NA NiKyBaHHA XIHOK Y Mepioi nocTMeHonay3u, XBopux Ha pak MOJIOYHOT
3a103U, L0 € MO3UTKUBHMM CTOCOBHO peLLenTopiB Ao ecTporeHa [ER (+)] i HeraTMBHUM CTOCOBHO peLenTopis A0
enigepMasibHoro paktopa pocty 2 tuny [HER2 (-)], Aki paHille He OTpuUMyBasiM XOAHOr0 CUCTEMHOrO
NPOTUPAKOBOTO JliKyBaHHS 3 MPUBOAY NPOrpPecyBaHHSA XBOPOoOU», koA gocnigpkeHHss A5481008, 3 nonpaskoto 8
Big 21 TpaBHA 2018 poky; «®asa 3, GaraTOueHTpOBE paHAOMI30OBaHe MoABiiHE cnine nnauebo-
KOHTPO/IbOBaHe focnimxeHHs ynsecTpaHTy (Pasnogekc®) 3 un 6e3 PD-0332991 (nanbouumknib) + rozepeniu
Y XIHOK 3 TOPMOH-peuenTop-no3snTuBHUM, HER2-HeratTmBHMM MeTacTaTUYHUM PakoM MOJIOYHOI 3a/103u, 3
nporpecyBaHHAM 3axBOPKOBaHHA NicNs nonepeaHbol eHAOKPUMHHOT Tepanii», kog aocnigpkeHHss A5481023, 3
iHKOopnopoBaHoto nonpaskoto 3 Bif 20 )oBTHA 2015 poky; cnoHcop - «Pai3ep IHk.»/ Pfizer Inc., CLLUA
3asaBHuK - TOB «IMAPEKCE/1 YkpaiHa»

25. bpowypa gocnigHuka E7080, neHBatuHio (LENVIMA®, KISPLYX®), BuaaHHs 18 Big 30 uepBHA 2021
POKy, aHrnificbkoro mMoBolo; [locbe AOCniAmKyBaHOro ikapcbKoro 3acoly JleHBatuHi6 (Lenvatinib
(E7080)), BupaHHs 28 Big KBiTHA 2021 p., Bepcia 06CQ3G, aHrNilicbKOK MOBOIO 10 NPOTOKOJ1Y KAiHIYHOrO
JocnipkeHHs «PaHgomizoBaHe, BigkpuTe gocnigpkerHs |l hasn nem6ponisymady (MK-3475) y noegHaHHI 3
nenBatuHi6om (E7080 / MK-7902) y nopiBHSAHHI 3 XiMioTepanieto NepLuoi fliHii NikyBaHHA Npy PO3NOBCIOKEHIl
abo peuunamBytovin kapunHomi engomeTpis (LEAP-001)», kog gocnigxeHHss MK-7902-001, 3 iHKOpNOpoBaHOHo
nonpaskoto 05 Big 17 6epe3Hs 2021 poky; cnoHcop - «Mepk LWapn EHAg Joym Kopn.», 40O4YipHE NigNpUEMCTBO
«Mepk EHg Ko., IHK.», CLLA (Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

3asBHUK - TOBapUCTBO 3 0OMEXEHOI0 BiAnoBigabHICTI0O «MC/[, YKpaiHa»

26. 306iNnbLEHHSA KiNbKOCTI gocnigKyBaHuX B YKpaiHi 3 10 Ao 24 oci6 (goaatkoBo 14 oci6) [0 NpoToKoy
KMiHIYHOTO AocnigpKeHHs «PaHaomizoBaHe, niaueb0-KoOHTPO/IboBaHe, MOABIMHE cAine, y napanenbHuX rpynax,
nowykose, ®asza 2, gocnimkeHHA eeKTUBHOCTI i 6e3neyHocTi npenapaty AMT-101 a5 nepopasibHOro
3aCTOCYyBaHHA Y NOEAHAHHI 3 afaniMmymMabom y nauieHTiB 3 BUPA3KOBUM KOMITOM CepefHboro abo TSXKOro
CTyneHs», koA, pocnimpkeHHAa AMT-101-203, sepcia 2.0 Big 30 BepecHsA 2020 poky.; cnoHcop - Applied
Molecular Transport Inc. /«Ennaiig Monekstonap TpeHcnopT IHK.», CLUA

3aaBHuK - TOB «biomanac», YkpaiHa

27. YKpaiHa, MK-3475-587, Bepcisi 00 Big 22 nunHAa 2021 p. yKpaiHCbKOK MOBOO, IHchopmauiiHnii
JINCTOK i AOKYMEHT npo iHpopmoBaHy 3rofy Ha HeOOOB’ASKOBY 3MiHY CXeMW BBefAEHHA; YKpaiHa,
MK-3475-587, Bepcis 00 Big 22 nunHa 2021 p. pocilicbKoto MoBoto, IHpopMaLiiiHWIA INCTOK | AOKYMEHT



npo iHpopmoBaHy 3rofy Ha HEOG0OB’A3KOBY 3MiHY CXeMU BBefeHHA; YKkpaiHa, MK-3475-587 Bepcis 00
Big 22 nunHa 2021 p. yKpaiHCbKOIO MOBOLO, IH(hopmauiiiHuii INCTOK | JOKYMEHT NPo iHhopMoBaHy
3rogy Ha B3SITTl HEOOOB’A3KOBUX 3pas3kiB; YKpaiHa, MK-3475-587 Bepcia 00 Big 22 nunHsa 2021 p.
pociiicbkolo MOBOIO, IH(bopMaLUiiHMIA NUCTOK i AOKYMEHT Npo iHpopmMoBaHy 3rogy Ha B3ATTA
He0G0B’A3KOBUX 3pa3KiB; YKpaiHa, MK-3475-587 Bepcis 00 Big 22 nunHsa 2021 p. yKpaiHCbKOIO MOBOIO,
IHchopMaLifiHUIA NUCTOK | JOKYMEHT Npo iHthopMoBaHy 3rofy Ha B3ATTA HEOO60B’A3KOBUX 3pPa3KiB Kasny;
YkpaiHa, MK-3475-587 Bepcisa 00 Big 22 nunHAa 2021 p. pociicbKoto MOBO1O, IHhopmaLiiHWiA NUCTOK i
[AOKYMEHT npo iHdopmoBaHy 3rofy Ha B3ATTA HEOOOB’A3KOBMX 3pasKiB Kajly; BK/IHOUYEHHA
[OAAaTKOBOro MiCUA NpoBeAeHHs K/IHIYHOro BMNPOGYBAHHA [0 MPOTOKO/Y KiHIYHOrO AOCNiAXEHHS
«baraToueHTpoBe, Bigkpute, poswmpeHe gocnimkeHHs Il dpasm gna BUBYEHHSA [OBrOCTPOKOBOI 6e3nekun Ta
€(heKTUBHOCTI Y YYaCHUKIB 3 PO3MOBCIOMKEHNMMN MyX/IMHAMM, SKi Y AaHUiA Yac nepebyBatoTb Ha JlikyBaHHI abo
nifg, CNocTepeXeHHAM y OOCNIMKEHHI i3 3acToCyBaHHAM nemo6ponisymady», ko gocnigpkeHHa MK-3475-587,
Bepcia 3 iHkoprnoposaHoto nonpaskoto 03 Big 19 keiTHA 2021 poky; cnoHcop - «Mepk Wapn eHg Joym Kopn.»,
JodipHe nignpmemcteo «Mepk eHp, Ko., IHK.», CLUA (Merck Sharp & Dohme Corp., a subsidiary of Merck & Co.,
Inc., USA)

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

No M.1.B. BignoBiganbHOro gocnigHnKa

n/n Ha3Ba Micus NpoBeAeHHs KNiHIYHOro BUNpo6yBaHHSA

1 K.M.H. TpyxiH [.B.

KomyHanbHe HekomepujiiHe nignpnemMcTBo «OOecbKuii 06M1acHUI  OHKOMOTIYHWUIA - AnucrnaHcep»
Opecbkoi obnacHoi paaw», cTauioHap [AEHHOro nepebyBaHHs AMCrnaHCepHO-NMOIKAIHIYHOro
BigaineHHs, m. Ogeca

28. bpouypa gocnigHuka Man6ouuknio (PD-0332991), Bepcia 14 Big 6epesHa 2021 p.; MNoaoBXeHHA
TepMiHy npoBefEeHHA K/iHIYHOro BUNpPoGyBaHHA B YkpaiHi Ao 31 rpygHsa 2021 p.; 3miHa
BiAnoBiganbLHOro gocnigHukKa y Micli npoBeAeHHs KNiHIYHOro BUNPOoGYyBaHHA Ta 3MiHAa Ha3BU Micus
npoBefeHHs1 KNiHIYHOro BUNpoGyBaHHA; 3MiHa 3assBHUKa KNiHIYHOro BUNpoGyBaHHA B YKpaiHi 3 TOB
«IHBEHTIB XEJIC YKPAIHA» Ha TOB «CiHeoc Xenc YkpaiHa» [0 NpOTOKO/Y KMiHIYHOrO AOC/IMKEHHS
«PaHgomizoBaHe, 6araTtoueHTpoBe, NoABiliHe crine gocnimkeHHs || pasv nan6ouukniéy Ta ueTykcmaby B
NOPIBHAHHI 3 ueTykcumMabom npu NiKyBaHHI naninomasipyc-HeraTtuBHUX nauieHTiB i3
peLmaMBYHHO/METACTa3yuOo M/TOCKOKTITUHHOK KapLMHOMOK rOf10BM Ta WK, WO paHile He OTpuMyBasun
NiKyBaHHSA LeTykcumaboM, nicnis HeedeKTUBHOCTI OAHIET nonepeaHbOi Cxemu XimioTepanii, Wo BkaYana
npenapaTty NAaTtMHW», koA aocnigxkeHHs A5481044, 3 iHKOpNOpPoOBaHOK NonpasBkoto 2 Big 31 6epesHs 2016
poKy; cnoHcop - Mdcpaiizep IHK. [Pfizer Inc.], CLUA

3asaBHUK - TOB «CiHeoc Xenc YkpaiHa»

BYNI0 CTAJIO
K.M.H., gou. N'oHya A.O. nikap CemereH H0.B.
KomyHanbHa ycTaHoBa «YepHiBeybkuii | O6nacHe KOMYHa/lbHe HekoMepLiliHe
06n1acHUIA KNMiHIYHUIA OHKOJIOMYHUIA gucnaHcep», | nignpnemcTBo «BYKOBUHCbKUIA KNiHIYHWIA
BiAgAiNeHHA AeHHOro crauioHapy, M. YepHiBu,i OHKONOTIYHUI LEHTP», CTPYKTYPHUii nigpo3gin

AEeHHoro crauioHapy, M. YepHisui

BYNO CTAJIO
TOB «IHBEHTIB XEJ/IC YKPAIHA» TOB «CiHeoc Xefc YkpaiHa»

29. bpowypa pocnigHuka: Lecigepokon (S-649266), Bepcia 09 Big 27 TpaBHA 2021p. aHrAilicbKoto
MOBOIO; 3MiHa Ha3BM Micusi NpoBefEeHHsl KiHIYHOroO BUMPOOYBaHHA [0 MNPOTOKOMY KAiHIYHOrO
BUNPOGYBaHHA «BigkpuTe HENopiBHANbHE [AOCNIMKEHHS AONA  OUuiHKM  6e3rnekn, nepeHocUuMocTi Ta
(hapmakoKiHETUKN pa3oBuKX i baratopas3oBux 403 Ledigepokosy y rocnitTaniaoBaHux negiaTpudHmx nauieHTiB
BIKOM Big4 3 MicsuiB 4O MeHwe Hbk 18 pokiB i3 nigo3ptoBaHnMy abo MigTBEPAKEHUMU aepOBHUMU
rpaMmHeraTMBHMMM BGakTepiasibHUMM iHbeKUisgMn.», kog, gocnimpkeHHs 1802R2135, Bepcis 6, nonpaska 5 Big 04
6epesHs 2021p.; cnoHcop - WioHoaxi Bi.Bi. [Shionogi B.V.], HigepnaHgn

3asaBHUK - TOB «CiHeoc Xenc YkpaiHa»

BYNO CTANO
O.M.H., npodd. Airtap B.A. O.M.H., npodp. Airtsap B.A.
KomyHanbHui 3aknag «[iHinponeTpoBcbka | KomyHanbHe nNigNPUEMCTBO «[HINPONeTpoBChbka
obnacHa anTaya KNiHiYHa nikapHs» | obnacHa anTava KNiHiYHa nNiKkapHs»
JHinponeTpoBCcbKOi  06/11acHOi  paau, BigAineHHsa | JHINponeTpoBCbKOl 06/1acHOl  pajun», BiA4iNIEHHS
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eHpoBigeoxipyprii, DepxaBHuii 3aKknag | eHaoBigeoxipyprii, [HINPOBCbKUiA AepXaBHWMIA
«[lHinponeTpoBCbKa MeAuYHa akagemis | meguMuHMii  yHiBepcuteT, Kadiegpa AuUTAYOL
MiHicTepcTBa OXOpPOHU 3[0pPOB’A  YKpaiHw», | Xipyprii, opToneaii Ta TpaBmaronorii, M. [JHinpo
Kadpegpa puTavoi Xipyprii, TpaBmatonorii Ta
opronegaii, M. IHinpo

30. Qopatok 3, Bepcia 1.0 Big 12 nunHa 2021 p. go cdopmu iHhpopmoBaHOI 3rogn AN YKpaiHu
YKpaiHCbKOIO Ta pociiicbKolo moBamu Big, 06 ntotoro 2019 p., Ha OCHOBI MalicTep-Bepcii Joaatky 3 o
mavictep-Bepcii Ne 11 coopmu iHhopmoBaHoi 3rogu ana gocnigkeHHs W029636, 19 ntotoro 2021 p. ao
NPOTOKONY KNiHIYHOrO BUNpPOOGYBaHHA «Bigkpute GaraTouLEeHTpoBe paHaoMizoBaHe pochimpkeHHs Il dasm
aresonizymady (aHTu-PD-L1 aHTMTINIO) B SIKOCTi a4’toBaHTHOI Tepanii y NOPIBHSHHI 3i CMOCTEPEXEHHSAM Y
NayieHTIB 3 YpOTeslia/ibHOK KapLMHOMOH i3 MPOHWKHEHHAM Y M'SI30BUIA LLAP 3 BUCOKMM PIBHEM PU3KKY MNicns
XipypriyHoro BuganeHHa», Kog pocnimkeHHs WO029636, sepcia 10 Big 13 kBiTHA 2020 p.; cnoHcop -
®.XodhdmaHH-N1a Pow JTa, LWBeiiuapis

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

31. BK/1lOUYEHHSA A0AATKOBOIO MicLsl MPOBeAEeHHA BUNPOOYBaHHA [0 NPOTOKONY KAiHIYHOTO AOCAIAKEHHS
«PaHgomisoBaHe, MOABiHE crine  JOCAIMKEHHS AN OUiHKM  6e3neyHoCcTi, NepeHoCMMOCTi Ta
chapmakokiHeTukn npenapaty NX-13 npu nepopasibHOMY 3aCTOCYBaHHI MpX BUPA3KOBOMY KOAITi B aKTUBHIl
dhasi», kog gocnipkeHHs NX-13-1B, Bepcist 1.1 3 iHKOpnopoBaHow nonpaBkoto 1 Big 14 kBiTHSA 2021 poky;
cnoHcop - Landos Biopharma, Inc., USA

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

Ne M.1.6. BignoBigasibHOro AocnigHmka
n/n Ha3Ba Micus npoBefeHHs K/1iHIYHOro BUNPOo6yBaHHS
1 3aB. Big. XogaceHko O.M.
KomyHasnbHe nignpuemcTBo «[HinponeTpoBcbka o6sacHa KniHiyHa sikapHsa iM. |.I. MeyHukoBa»
JHiNponeTpoBCbLKOT 061acHOT paau», BigAiNeHHs racTpoeHTeposorii Ta renaronorii, M. JHinpo

32. 36inbleHHA 3ansaHOBaHOI KiIbKOCTi nauieHTiB B YKpaiHi 3 30 go 50 ocio; OHoBneHa Bpouwypa
pocnigHuka ZN-c5, BupgaHHA 5.0 Big 24 uepBHs 2021 poKy [0 NPOTOKONY K/iHIYHOro AocnimkeHHa «Pasa
1/2 BigkpvTe 6araToLEeHTPOBE AOCIMKEHHS 6e3nekn, MePEHOCMMOCTI, (PAPMaKOKIHETUKM Ta MPOTUMYX/IMHHOT
akTmBHOCTI npenapaty ZN-C5, wo 6yae 3actocoByBaTUCS, K Y BUMIS4I MOHOTepanii, Tak i y KombiHauii 3
nanbouuknibom, y nauieHTiB 3 ectporeH-peuentop (ER) no3utvBHMM Ta peuentop 2 enigepMasibHOro
thaktopa pocty nwoanHn (HER2) HeraTMBHUM, MOLIMPEHMM PakOM MOJIOYHOT 3a/1031», KOA AOCAIIKEHHS
ZN-c5-001, Bepcis 6.0 Big 20 kBiTHA 2021 poky; cnoHcop - «3eH0 Anbdia IHK» [Zeno Alpha, Inc.], CLLUA
3anBHuK - «Epromep MIENCi», CnonyyeHe KoponiBcTBo

33. bpouwypa pocnigHuka JNJ-40411813, BugaHHsa 10 Big 13.07.2021 p. 40 NPOTOKO/Y K/iHIYHOrO
pocnigxeHHs «PaHaomizoBaHe, noggiiHe cnine, nnaueb60-KOHTPOosibOBaHe, B nNapanesfibHuX rpynax,
baraToLeHTpOBe KiHiYHE BUMPOOYBaAHHA /19 OLHKW ed)eKTUBHOCTI, 6e3ne4yHocTi Ta nepeHOCUMOCTI
JNJ-40411813, Ak A0AATKOBOrO MiKyBaHHA Yy MaLieHTiB 3 CYAOMHUMU Hanagamu 3 )oKasibHUM novaTkom 3
HeJOoCTaTHbOK BIAMNOBIAAI HA NleBeTUpaueTam», Ko fgocnimkeHHs 40411813EPY2001, 3 nonpaskoto INT-1
Big 18.01.2021 p.; cnoHcop - « AHCCEH ®APMALIEBTVKA HB», Benbris

3asaBHUK - «<AHCCEH ®APMALEBTUVKA HB», Benbris

34. BK/IIOUEHHA [04ATKOBUX MiCUub NPOBeAEHHA KAiHIYHOro BMNPOGYBaHHA [0 NPOTOKOAY KMiHIYHOro
pocnipkeHHsa «baraToueHTpoBe, paHAoMi3oBaHe, MoABiHe chnine, nnauebo KOHTPONbOBaHE KAiHiYHe
pocnimpkeHHa 4 dasun 4Nns ouiHkM edeKTUBHOCTI Ta 6e3MeYHOCTi NPM3HAYeHOoro NiAWKIPHO rycenbKymMmaoy y
nawieHTiB 3 aKTUBHUM akcia/lbHUM NcopiaTMyHUM apTPUTOM, AKi HIKONN He OTPUMYB&aU/IM Gi0/oriyHy Teparnito»,
ko4 pocnimpkeHHa CNTO1959PSA4002, Big 14.04.2021 p.; cnoHcop - «AHCCEH ®APMALIEBTVKA HB»,
Benbris

3asaBHUK - «AHCCEH ®APMALIEBTUKA HBx», Benbris

No M.1.6. BignoBiganbHOro gocnigHnKa

n/n HasBa Micusl npoBeAeHHS KIIHIYHOrO BUNPO6YBaHHS

1 | K.M.H. TkayeHko M.B.

KomyHasnibHe nignpuemctBo «[lonTaBcbka o6nacHa KiiHiyHa nikapHsa iM. M.B.Cknid)ocoBCbKOro
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MontaBcbkoi obnacHoi pagw», O6nacHUiA NiKyBasIbHO-AiarHOCTUYHWI PEBMATO/ONYHNA  LEHTP,
MonTaBCbkWil OepXaBHUI MeguyHWil  yHiBepcuTeT, kadegpa ciMelHol MeguumHu | Tepanii,
M. MNonTasa

2 | A.M.H., npod. Pekanos A.I'.

MegunuHnii LeHTp ToBapucTBa 3 OOMEXEHOK BignoBigasibHICTI0O «CyyacHa KhiHika», MiKyBaslbHO-
AiarHOCTUYHWIA Nigpo34ia, M. 3anopiXxoks

3 | 3aB. Big. Kynuk A.B.

KomyHasibHe HekomepuiiHe MignpueMcTBO «Yepkacbka ob6nacHa nikapHa Yepkacbkoi 06s1acHOl
pagu», KapAiopeBMartosioriyHe BigaineHHs, M. Yepkacu

4 | K.M.H. Ypcon H.B.

KomyHasibHe HekoMepuiiiHe nignpuemMcTBO «XMefbHULbka ob6siacHa nikapHsa» XMeNbHULBKOI
061acHol paan, peBMaToNoriyHe BiagineHHs, M. XMenbHULbKNIA

5 | o.m.H. FonosyeHko O.1.

MegamuHmin ueHTp ToBapucTBa 3 06MEXEHOI0 BiANOBIAANLHICTIO «Xenc KniHik», Bigain kapgiosorii Ta
peBMaTonorii MeanyYHoOro KniHiYHoOro AOCAIAHNLBKOIO LEHTPY, M. BiHHMUSA

35. bpowypa pocnigHuka, Wilate, BugaHHa 19 Big 15 ntotoro 2021 p.; LWoaeHHUK nauieHTa, Ansa
YkpaiHu, Bepcisa 2.0 Big 04 TpaBHA 2021 poKy, YKpPaiHCbKOK Ta POCIliCbKOl0 MOBamu; 3a/lyyeHHs
[0[AaTKOBOro MicusAs NpoBefeHHA BUMNPOOYBaHHA [0 NPOTOKO/Y K/IHIYHOMO [OCNIOAXEHHA «KniHivHe
JocnifpKeHHA NS OUiHKN edDEKTUBHOCTI, (hapMakoKiHETUKM, IMyHOreHHOCTI Ta 6e3neyHocTi npenaparty Binate
(Wilate) y naujieHTiB Bikom A0 6 pOKiB i3 BaXKkoto hopmoto xBopobu BinnebpaHga», kog gocnigpkeHHsa WIL-33,
Bepcia 01 Big 15 ciuna 2021 p.; cnoHcop - Octapharma Pharmazeutika Produktionsges.m.b.H., Austria
3aaBHUK - TOB «CiHeoc Xenc YkpaiHa»

No M.1.B. BignoBiganbHOro gocnigHnKa

n/n Ha3Ba micusi NpoBeAEHHS K/TiHIYHOTO BUNPOOYBaHHS

1 | K.M.H. BinbueBcbka K.B.

HauioHanbHa putada cheujastisoBaHa JiikapHa «OxmMaTgut»  MiHicTepcTBa OXOPOHM 340POB'A
YKpaiHu, UeHTp natonorii remoctasy, M. Kuis

36. BKNOUYEeHHA A0[ATKOBOro Micus NpPoBeAeHHA K/iHIYHOro BMNPOGYBaHHA [0 NPOTOKOY K/IHIYHOro
pocnimpkeHHss «PaHgomizoBaHe, noAgiiHe cnine, nnauebo-kOHTPOsIbOBaHe, B NapasieflbHMX rpynax,
GaraToLEeHTpOBE KNiHIYHE BUNPOOYBaHHA ANs OUIHKM edeKTUBHOCTI, Ge3Me4yHOCTi Ta NepeHOCUMOCTI
JNJ-40411813, Ak A04aTKOBOro JlikyBaHHA Yy NauieHTiB 3 CYSOMHMMY Hanagamu 3 hOKasibHUM NoyaTkom 3
HeJOoCTaTHLOK BiAMNOBIAAI0 HA NieBeTUpaleTam», kog gocnigpkeHHs 40411813EPY2001, 3 nonpaskoto INT-1
Big 18.01.2021 p.; cnoHcop - « AHCCEH ®APMALIEBTVKA HB», Benbris

3asBHUK - «AHCCEH ®PAPMALIEBTUKA HB», Benebrist

No M.1.6. BignoBigasibHOro AocnigHMKa

n/n HasBa Micusi NnpoBeAeHHS K/iHIYHOrO BUNPO6YBaHHS
1 O.M.H., npody. Map'eHko J1.b.
KomyHasibHe HekomepLiiHe nignpremMcTso JIbBIBCLKOT 06/1aCHOT paan «/IbBiBCbka 06/1acHa KiHiuHa
nikapHsi», o6nacHWii  NPOTUENINENTUYHWI  LEHTP, HEBPOJIONiYHE BiAA4iNIeHHs, JIbBIBCbKWMI
HaUiOHa/TbHWIT MegNYHUIA YHIBEPCUTET iMeHi laHnna Mannubkoro, kadeapa HeBposorii, M. J1bBiB

37. OHoBEeHHA Bpowypu gocnigHuka gnAa npenapary KapinpasuH, Bepcisa 19 Big, 13 kBiTHA 2021 poky,
aHrnificbKo MOBOLO; 36i/IbLUEHHSA 3an/laHOBaHOI KiNIbKOCTI NauieHTiB y AocnigKeHHi B YKpaiHi 3 41 go
80 nauieHTiB; BK/1IOYEHHA [O0AATKOBUX MiCLb NpOBeAeHHA KiHIYHOro BUNpo6yBaHHA; Matepianu gna
pocnigHukie: Lkana CimncoHa —AHryca (SIMPSON-ANGUS SCALE), Bepcia 3 Big 09 6epe3Hsa 2021
POKY, aHrniicbKO MOBOI [0 MPOTOKO/Y KAiHIYHOTO BMNPOGYyBaHHA «baratoueHTpoBe BigkpuTe 2-piuHe
OOCNiKeHHA 3 OUiHKM 6e3neyHoCTi Ta MepeHOCMMOCTI KapinpasuHy 3 MOXJ/MBICTIO BMOOpY [03M npu
NikyBaHHi W130dpeHii y nignitkie», kog gocnigpkeHHs RGH-188-203, sBepcisa 3 nonpaskoto 1 Big 18 kBiTHA 2019
poky; cnoHcop - Gedeon Richter Plc., Hungary (YropLumHa)

3aaBHUK - TOB «CiHeoc Xenc YkpaiHa»

No M.1.6. BignoBiganbHOro gocnigHnKa

n/n Ha3Ba Micusi npoBeAEeHHS K/TIHIYHOrO BUNPO6YBaHHS

1. O.M.H., npod. ®inby, O.0.

KomyHasibHe HekomepLiiHe nignpremcTso JIbBIBCLKOT 06/1aCHOT paan «/IbBiBCbka 06/1acHa KiHiYHa
ncuxiatpuyHa nikapHs», BigaineHHs Ne25, m. J1bBiB
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2. A.M.H. MenbHuK E.B.

KomyHanbHe HekomepuiiHe nignpuemMcTBo «Opfecbkuii 06n1acHWin MeguyHuii LLeHTp NCUXiYHOro
30poB’a» Oaecbkoi 06nacHol paaw, BigainieHHs Ne9 (antade), m. Ogeca

3. AvpekTop Manamapuyk NM.B.

KomyHanbHe HekomepuiliHe nignpueMCTBO «XepCOHCbKM obnacHuii 3aknafg 3 HaAaHHS
ncuxiaTpuyHoT 4OMNoMOorm» XepCoHCbKOT 06/1acHOT paau, 4ososide ncuxiaTpuyHe BigaineHHs Ne3 Ta
XiHo4e ncuxiatpunyHe BigaineHHs Nol0, c. CTenaHiBka, M. XepcoH

4. K.M.H., 3aB. LeHTpy Bnaxesuny FO.A.

KomyHasnibHe HekomepuiiHe nignpuemctBo «KniHiyHa nikapHa «[MCUIXIATPIA»» BMKOHABYOrO
opraHy KuiBcbkoi MicbKoi pagn (KMiBCbKOI MICbKOT Aep)KaBHOI afaMiHicTpaLir), LieHTp nepBMHHOIO
NCUXOTMYHOrO enizofy Ta CyvyacHUX MeTofiB NikyBaHHS, M. KniB

38. 3aslyueHHA A0[aTKOBUX Micub NpoBeAeHHs KiHIYHOro BMNPOGYBAaHHA A0 MPOTOKONY KAiHIYHOIO
OOCNIMKEHHST «B6-TUXKHEBE MiXHapogHe OaraTtoueHTpoBe, paHaoMi3oBaHe, noABiiHe cnine, nnauebo-
KOHTPO/SIbOBaHe [AOCAIMKEHHA B nNapasieNlbHUX rpynax 3 MeTOK OUiHKM edqeKTUBHOCTI i 6e3neyvyHocTi
KapunpasuHy npu NikyBaHHI nawieHTiB-nigniTkie, XBOpMX Ha Wmn3odperito (nauieHTis y Bili Big 13 go 17
pokiB)», kog, gocnimpkeHHs RGH-MD-20, 3 Monpaskoto 1 Big 16 rpyaHa 2020 p.; cnoHcop - «fefeoH Pixtep
Mi.en.ci» (Gedeon Richter Plc.), YropwuHa

3asaBHUK - TOB «CiHeoc Xenc YkpaiHa»

No M.1.6. BignoBiganbHOro gocnigHnKa

n/n HasBa Micusl NnpoBeAEeHHS K/iHIYHOrO BUNPO6YBaHHS

1. O.M.H., npod. ®inby, O.0.

KomyHasibHe HekomepLiiHe nignpremcTso JIbBIBCLKOT 06/1aCHOT paayn «/IbBiBCbka 06/1acHa KAiHiYHa
ncuxiatpuyHa nikapHa», siggineHHs No25, m. J1bBiB

2. O.M.H. MenbHuK E.B.

KomyHasibHe HekoMmepuiiiHe nignpuemcTBo «Ofecbkunii 06nacHUii MeQUYHWUIA LEHTP MNCUXIYHOTO
300poB’a» Oaecbkoi 06nacHol paaw, BigaineHHsa Ne9 (antsde), m. Ogeca

3. auvpekrtop MNanamapuyk N.B.

KomyHanilbHEe HekomepujiliHe MignNpuEMCTBO «XEPCOHCbKUIA 06nacHWiA 3aknag 3 HagaHHs
ncuxiaTpyMyHoT AoNoMOorn» XepCOoHCbKOI 06/1acHOT pagu, 4osoBide ncuxiaTpuyHe BigaineHHs Ne3 ta
XiHo4ye ncuxiaTpuyHe BigaineHHs Nel0, c. CTtenaHiBka, M.XepCcoH

39. OHoBneHuit npoTtokon, Bepcia 3.0 Big 14 uepBHA 2021; IHdopmauia Ana G6arbkiB Ta dPopma
iHbopMmoBaHoOi 3rogu (Ana kpaiHu) Big 01 nunHa 2021. KB Ne: 1199-0337. BICTMS_Bepcis:
PP_08_UKRO07. MoBa_Bepcisa Ta gata: ykpaiHCbKa Ta pociiicbka_07 (27 nunHsa 2021); IHcpopmauis Ta
dopma iHhopMmoBaHOI 3roaun AnA nauieHTa, Wo AOCArHyB 18 pokiB nig yac KNiHiIYHOro BUNPOGYBaHHA
(ana kpaiHu) Big 01 nunHAa 2021. KB Ne: 1199-0337. BICTMS Bepcia: M_08_UKRO07. Mosa_Bepcisa Ta
paTa: yKpaiHcbKa Ta pociiicbka_07 (27 nunHa 2021); Indopmauisa Ta Popma iHhpopMoBaHOi 3roau aAnsa
HeNoBHOJITHIX BikOM Big 14 ao 17 pokiB (gnsa kpaiHu) Big 01 nunHa 2021. KB Ne: 1199-0337. BICTMS
Bepcisa: PA_06_UKR08B. MoBa_Bepcia Ta pgara: yKpaiHCbka Ta pociiicbka_08 (27 nunHa 2021);
IHchopmaunia gna nadieHta Ta Popma iHthopMoBaHOi 3rogn Ana giten Bikom Big 12 go 13 pokiB (ansa
KpaiHun) Big 27 nunHAa 2021. KB Ne: 1199-0337. BICTMS Bepcisa: PA_06 _UKRO07A. MoBa_Bepcis Ta gata:
YKpaiHCbKa Ta pocilicbka_07 (27 nunHsa 2021); IHchopmauia ans nauieHTa Ta Popma iHchopmoBaHOI
3roau gna giteil Bikom Big 6 go 11 pokiB (gns kpaiHu) Big 27 nunHAa 2021. KB Ne: 1199-0337. BICTMS
Bepcia PC_06_UKRO06. MoBa_Bepcisa Ta gata: ykpaiHCbKka Ta pociiicbka_06 (27 nunHsa 2021); Popma
NOBTOPHOI 3roan AnA 6atbkiB (gNa KpaiHu) Big 01 nunHa 2021. KB Ne: 1199-0337. BICTMS Bepcis:
RPP_08_UKRO07. MoBa_Bepcis Ta pgata: ykpaiHCbKa Ta pociiicbka_05 (27 nunHa 2021); dopma
NOBTOPHOI 3roAun A/sl NALiEHTa, WO AO0CArHYB 18 pokKiB nif, Yyac KNiHIYHOro AoCNiMKEHHA (ANA KpaiHW)
BiA 27 nunHa 2021. KB Ne: 1199-0337. BICTMS Bepcis: RM_08_UKRO07. MoBa_Bepcisa T1a pata:
yKpaiHcbKa Ta pociiicbka_05 (27 nunHsa 2021); dopma NOBTOPHOI 3roan ANA HENOBHONITHIX (BIKOM Big,
14 po 17 pokiB) (ana kpaiHu) Big 01 nunHa 2021. KB Ne: 1199-0337. BICTMS Bepcisa: RPA_06_UKRO08B.
MoBa_Bepcia Ta gata: ykpaiHcbka Ta pociiicbka_06 (27 nunHa 2021); ®dopma NOBTOPHOI 3rogn Ans
piten Bikom Big 12 po 13 pokiB (ana kpaiHu) Big 27 nunHa 2021. KB Ne: 1199-0337. BICTMS Bepcis:
RPA_06 _UKRO7A. MoBa_Bepcisa Ta garta: yKpaiHCbKa Ta pociiicbka_04 (27 nunHa 2021); d®opma
NOBTOPHOI 3rogu Ana Aaiten Bikom Big 6 go 11 pokiB (gna kpaiHum) Big 27 nunHa 2021. KB Ne: 1199-0337.
BICTMS Bepcis: RPC_06_ UKR06. MoBa_Bepcis Ta gata: ykpaiHCcbka Ta pocilicbka_04 (27 nunHsa
2021); OHOBNEeHe MapKyBaHHA A0CAIAKYBaHOro fliKapCcbKOro 3acoby HiHTegaHioy/nnaue6o y M’siKux
)esaTUHOBUX Kancynax no 25 mr, 100 mr Ta 150 mr; 3miHa agpecu 3asABHUKA KNiHIYHOro BUNPOGYBaHHA
[0 MpoTOKONy KAiHiYHOTO fJocnimkeHHs «[lloggiine cnine, paHAoMizoBaHe, nnaueb0-KOHTPO/IbOBaHe
OOCNiMKEeHHS AN15 OUiHIOBaHHA BMNJIMBY [03M Ta 6e3MeyYHOCTi NepopasibHOr0 3acTOCYBaHHA HiHTegaHioy
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NPOTAroM 24 TUXHIB Ha OHI CTAHAAPTHOrO NiKyBaHHSA, 3 NOANLLUUM BiAKPUTUM NiKyBaHHAM HiHTeAaHiboM
pi3HOI TpMBasIOCTi Yy AiTeil Ta nignitkie (BikoMm Big 6 A0 17 pokiB) 3 KIHIYHO 3HauyLyMK hibpo3yourmMm
IHTEPCTULIAHUMN 3aXBOPIOBAHHAMM SIEreHb , Kog gocnipkenHa 1199-0337, sepcis 2.0 Big 19 yepBHs 2020;
cnoHcop - Boehringer Ingelheim RCV GmbH & Co KG, AscTpis

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

BY/NO CTAJIO
Alojas iela 6, Riga, LV-1013 (/laTBis) Riga, Katrinas dambis 20, LV-1045 (NartBiA)

40. OHOBNEHMIA NPOTOKON KAiHiuHOro Bunpo6yBaHHA MK-3475-671 3 iHKOpnopoBaHOtO nonpaBkoto 09
Bif 23 uepBHs 2021 poKy, aHrNilicbkoo MOBOLO; YKpaiHa, MK-3475-671, IHchopmaLia Ta JOKYMEHT Npo
iHcbopmoBaHy 3rony Ana nauieHTta, Bepcia 1.00 Big 20 nunHa 2021 p. yKpaiHCbKOI0 MOBOLO; YKpaiHa,
MK-3475-671, IHchopMaLisi Ta JOKYMEHT npo iHpopmoBaHy 3rofy A/sl nauieHTa, Bepcis 1.00 Big 20
nnnHsa 2021 p. pociiicbkolo MOBOLO; YKpaiHa, MK-3475-671, IHhopMauiiHUI NUCTOK i AOKYMEHT Npo
iHhopmoBaHy 3rogy Ha MaiiGyTHe GiomeguuHe pocnimkeHHA, Bepcia 01 Big 08 nunHa 2021 p.
YKpaiHCbKOIO MOBO; YKpaiHa, MK-3475-671, IHchopmauiiiHMiA MNCTOK | AOKYMEHT Npo iHhopmoBaHy
3rogy Ha MaiiGyTHe GiomeguuHe gocnimxeHHs, Bepcia 01 Big 08 nunHsa 2021 p. pociiicbKOO MOBOIO;
3MiHa Ha3BM MiCLA NPOBEAEHHA KJ/iHIYHOro BMNPOGYBAaHHA 4O NMPOTOKO/Y KAIHIYHOTO BMNPO6YBaHHS
«PaHgomizoBaHe, noggiiHe-cnine gocnimpkeHHsa Il asnm ABOXKOMMNOHEHTHOI XiMioTepanii npenaparamm
naatuHM B KombiHauii 3 nem6ponisymaéom (MK-3475) ab6o 6e3 HbOro, B SKOCTi Heoaf'toBaHTHOI /
aj'toBaHTHOI Tepanii As1a nauieHTiB 3 onepabenbHMM HeAPiGHOKNITUHHMM pakom nereHs I, IIIA Ta llIB (T3-4N2)
ctagin (HAPJ) (KEYNOTE-671)», kog gocnigxkeHHs MK-3475-671, 3 iHkopnopoBaHoto nonpaskoto 05 Big 18
nvnHa 2019 poky; cnoHcop - «Mepk Wapn EHg Joym Kopn.», godipHe nignpuemctso «Mepk EHg, Ko., [HK.»,
CLWA (Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

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

BY/NO CTANO
O.M.H., npod. BoHpapeHKo .M. O.M.H., npod. BoHpapeHko .M.
KomyHanbHuiA 3aknag «[HinponeTpoBcbka Micbka | KOMyHaslbHe  HeKomepuiiiHe  nignpuemMcTBO
6araronpoqisibHa KniHiyHa nNikapHs Ned» | «Micbka KiHiYHA nikapHA Ned»  [JHINPOBCLKOT
«[JHiNponeTpoBCLKOT 06/1aCHOI paau», BiAAINEeHHA | MiCbKOI paaun, XimioTepaneBTUYHe BigAiNeHHA 3
XimioTepanit, [epxxaBHuUiA 3aKnapg | AeHHUM cTauioHapom, [AHinpoBCcbKuiA
«[HinponeTpoBCbKa MeguyHa akageMmis | gepxaBHMA MeguMUYHMI YHiBepcuTeT, Kadenpa
MiHicTepcTBa OXOpPOHUW 3[0POB’A  YKpaiHW», | OHKOMOTT Ta MeanyHoI pagionorii, M. [Hinpo
Kadhepa OHKOJOTIT i MeauyYHOI pagionorii, M. JHINpo

41. OHOBNEHNIA NPOTOKOJ KNiHiUHOro gocnimpkeHHA C-935788-058, Bepcisn 4.0 Big 23 6epesHa 2021 p.;
OHoBneHa Bpowypa gocnigHuka (¢poctamaTnHié, Tabnetkn), Bepcia 19 Big 01 GepesHa 2021 p.;
OHoBneHa Bpouwypa gocnigHuka (choctamatuHio, TaGnetku), Bepcia 20 Big 12 uepBHA 2021 p.;
IHhopMauia ana nauieHTa Ta popma 3roam Ha yyacTb Y KiHIYHOMY AOCNiMKeHHI ANnAa YKpaiHu, Bepcis
3.0 Big 22 uepBHs 2021 p., nepekniaj yKpaiHCbKOO MOBOIO Bif 12 nunHsa 2021 p.; nepeknag pociiicbKoro
MoBolo Bif 12 nunHsa 2021 p. 40 NPOTOKOY K/iHIYHOTO BUMPOGYBaHHA «BigkpuTe nofoBXeHe AoCiIKEHHA 3
(hasn 3acTocyBaHHsA (pocTaMaTUHIOY AMHATPIIO B /liKyBaHHI ayTOIMYHHOT reMOoiTUYHOT aHeMil 3 CUHOPOMOM
TENMoBUX ar/IluTUHIHIB», Kog, AocnimkeHHs C-935788-058, sepcis 3.0 Big 20 nunHa 2020 p.; cnoHcop -
Paiimxen ®apmacotoTikans, IHk., CLUA (Rigel Pharmaceuticals, Inc., USA)

3aasBHuK - TOB «MB KBECT», YkpaiHa

42. Bpouwypa gocnigHuka [ocnigKyBaHOro ikapcbkoro 3acod6y RO7021610/efmarodocokin alfa,
Bepcifa 8 Bif KBiTHA 2021 poKy, aHI1iINCbKOK MOBOK A0 NPOTOKOMY K/iHIYHOTrO AOCAIMKEHHS «Bigkpute
npodoBxeHe pAocnimkeHHs ¢asn || 3 MeTow OUiHKM [0BrocTpOKOBOI 6€e3MeYHOCTi Ta MNepeHOCMMOCTI
npenapaTy UTTR1147A y naLieHTiB i3 BUpa3KOBMM KOJTITOM Bif, MOMIPHOI0 10 TSHXKKOro CTyneHs abo XxBopoboto
KpoHa», kog pocnigpkeHHs GA40209, sepcia 6 Big 15 rpyaHa 2020 p.; cnoHcop - Genentech, Inc., USA/
xeHeHTek IHK., CLLUA

3anBHUK - ToBapucTeo 3 O6MexeHo BignosigasibHicTio «KoHTpakTHO-JocnigHuubka OpraHisauis IHHogapm-
YkpaiHa»

43. bpouwypa pgocnigHuka pocnigKysaHoro nikapcbkoro 3acody RO7021610/efmarodocokin alfa,
Bepcia 8 Big KBiTHA 2021 poOKy, aHrNIACbLKOK MOBOK [0 NPOTOKO/Y K/HIYHOTO AOC/IiAKEHHS
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«PaHpgomizoBaHe, noggiliHe cnine, noAgiliHe MackoBaHe, naueb0-KOHTPONbOBaHe, 6GaraToueHTpoBe
pocnipkeHHa asn Il B napanenbHWX rpynax 3 MeTOH OUiHKM ed)eKTMBHOCTI, 6e3neyHocTi Ta
thapmakokiHeTukn npenapaty UTTR1147A y nopiBHSHHI 3 niauebo Ta B MOPIBHAHHI 3 BeAonizymabom y
navieHTIB i3 BUPA3KOBUM KONITOM Bifi MOMIPHOr0 A0 TSXKOro CTyneHs», ko fgocnimkeHHa GA39925, sepcis 6
Big, 08 kBiTHA 2020 p.; cnoHcop - Genentech, Inc., USA/ xeHeHTek IHK., CLUA

3asaBHUK - ToBapncTBO 3 O6MeXeHOoH BignosiganbHiCcTio «KoHTpakTHO-ocnigHnupka OpraHisauis IHHodhapM-
YkpaiHa»

44. IHcdopmauiiHuii nucToK i popma iHhopMmoBaHOi 3roau Ans BariTHOI NapTHepku, Bepcia 1.1 gna
YkpaiHu Big 20 nunHAa 2021 poKy, aHrNiNCbKOK MOBOI, NMepeknap YKpaiHCbKOK Ta pocilicbKoto
MOBamMu [0 MNPOTOKOMY KIHIYHOrO AocnigpkeHHs «baratoueHTpoBe, noAgiiiHe chnine, paHAOMi30BaHe
OOCNiKeHHA, WO NMPOBOAMTLCA Y NapaneflbHUX rpynax 3 MeTol BUBYEHHS (dapMakoKiHETUKM, eDeKTUBHOCTI,
6e3neku Ta iIMyHOreHHOCTI Y NalieHTIB 3 XPOHIYHUM B/1SILLKOBUM MCOPia3oM Bif, MOMIPHOIO [10 TAXKOro CTyNneHs,
AKi OTPUMYIOTb NpenapaTt Xymipa®, Ta y nauieHTiB (260 NOPIBHAHO 3 NauieHTaMu) 3 XPOHIYHUM GNALLKOBUM
ncopiasom Bif, NOMIPHOIo A0 TAXKOro CTyNeHs, ki 3HaX0AATbCA Y CTafii NOBTOPHOro nepexoay Bif, /likyBaHHA
npenapatom Xymipa® Ha nikyBaHHSA npenapatom AVTO02 3 HacTynHOK MOAOBXEHOK (Pa30l0 BUBYEHHS
6e3nekn AVTO02 (ALVOPAD-X)», kog, aocnigpkeHHst AVT02-GL-302, sepcis 4.0 3 IHKOpNoOpoBaHOH MONPaBKOH
3 Big 11 TpaBHAa 2021 p.; cnoHcop - «AnBoTek Cicc Al» (Alvotech Swiss AG), LLseiuyapis

3anBHuK - TOB «BOPNABAINA KNIHIKAN TPAISIC YKP»

45. BK/1IOUEHHA [,0[ATKOBOro Micus nNpoBefeHHA KAIHIYHOro BUNPOGYBaHHA [0 NMPOTOKOY KNiHIYHOIO
pocnigxeHHs «PaHgomizoBaHe, noAgiiiHe cnine, nnaueb0-kOHTPO/IboBaHe, GaraToLeHTPoBe AOC/IiKEHHS
ONs ouiHKK 6e3nekn Ta ed)eKTUBHOCTI iHAMBIAYaslbHO TUTPOBAHWX MNepopasibHUX 03 PyHKauuryaty vy
NauieHTIB 3 KMIHIYHMM AiarHO30M XPOHIYHOT XBOPOOM HMPOK 3 LyKpoBUM AiabeToMm Ta/abo rinepTeHsieto, Ta
xoua 6 OZHIEID CepueBO-CYAMHHOIK CYMyTHLOK NaToNorie», koA gocnimkeHHsa No. BAY1101042 /18748,
Bepcis 2.0 3 iHTerposaHoto nonpaskoto 1 Big 03 BepecHst 2020p.; cnoHcop - baiep Al', HimevunHa

3asBHuK - TOB «baiiep», YkpaiHa

No MN.1.6. BignosiganbHOro gocnigHnKa

n/n HasBa micus NpoBeAeHHs KNiHIYHOTO BUNPOOYBaHHSI

1. | k.M.H. HoBakiBCcbkuii B.B.

MeanuHwnii LeHTp ToBaprcTBa 3 06MEXEHOI BignoBiganbHICTIO «PpeseHiyc Meankan Kep YkpaiHa»
y M. Yepkacu, MegnmyHuin LeHTp, M. Yepkacu

46. Bpouwypa gocnigHuka gna 3i6oTeHTaH, BugaHHAa 20 Big 24 TtpaBHA 2021 poKy [0 MPOTOKOMAYy
KNiHiYHOro pgocnimkeHHs «baratoueHTpoBe, paHAOMi3oBaHe, MoABiliHe chine, niaueb0-KOHTPONbOBaHe
JocnimpkeHHa asu 2b, Wo NpoBoANTLCA B NapasienibHUX rpynax 3 MeTo BU3HAYEHHS Aiana3oHy 03, OLiHKN
edheKTMBHOCTI, 6e3neYyHoCTi Ta nepeHocumocTi 3i6oTeHTaHy i [anarnidpsio3nHy y nauieHTiB 3 XPOHIYHO
XBOPO6OI HMPOK 3 OLHIOBAHOK LUBUAKICTIO KNy60o4ukoBOi (inibTpauii (olLUK®) Big 20 mn/xs/1,73 M2 go 60
Mn/xB/1,73 M2», Kop pocnigxkeHHs D4325C00001, sepcia 1.0 Big 14 BepecHs 2020 poky; CroHcop -
«AcTpa3eHeka Ab», LLBeuis / AstraZeneca AB, Sweden

3asaBHUK - TOB «MAPEKCE/ YkpaiHa»

47. 3miHa Ha3BM Ta MicUA NPOBEeAEHHA KJ/iHIYHOrO BUNPOOGYyBaHHsA; 3MiHa BignoBiga/ibHOroO
[OocnigHUKa 0,0 NPOTOKONY KAIHIYHOTO focnimkeHHs «PaHaoMi3oBaHe, noagiliHe-cnine gocnimkeHHs Il hasn
AN NOPIBHSIHHA NiKyBaHHA nem6ponisymaoom (MK-3475) y komb6iHauil 3 npenapatamu XximioTepanii Ta
NikyBaHHs nfaue6o y koMOGiHauil 3 npenapaTtamu XimioTepanii y naujieHTiB 3 paHiwe HenikoBaHUM MicLeBO-
peunamBytouuM HeonepabenbHuM abo MeTacTaTUYyHUM MNOTPIAHO-HEraTUBHUM PakoM MOJIOHHOI 3as103K
(KEYNOTE-355)», koa gocnigpkeHHs MK-3475-355, 3 iHkoprnopoBaHoto nonpaskoto 05 Big 04 »oBTHA 2019
poky; cnoHcop - «Mepk Wapn EHg Joym Kopn.», fodipHe nignpuemctso» Mepk EHA Ko.,IHK.» (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc.), CLLUA

3anBHUK - TOBaApMCTBO 3 0OMEXEHO BiANoBigabHiCcTI0 «MC/L YkpaiHa»

BYNO CTAJIO
O.M.H., npody. BoHgapeHko |. M. O.M.H., npody. BoHgapeHko |. M.
KomyHanbHuii  3aknag  «[OHinponeTpoBcbka | KOMyHaslbHe  HeKkOoMmepLiliHe  nigNPUEMCTBO
MicbKa 6araTtonpodinibHa KniHiyHa nikapHA Ned» | «Micbka KniHiyHa nikapHA Ned» [HINpoBCLKOI
JAHinponeTpoBCbKOi o6nacHoi pagu», | MiCbKOi pagu, XiMioTepaneBTUUYHE BiAAiNeHHA 3
BigAineHHsA XximioTepanii, A3 | AeHHUM cTaulioHapom, [HinpoBCbKuiA
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«JHinponeTpoBCbKa MeguyHa akagemisa MO3

AepXaBHUA MeguuHUiA yHiBepcuTeT, Kadhegpa

iHTEPBEHLINHOT pagionorii, M. Knis

YkpaiHn», Kadeppa OHKonorii i MeAWYHOI | OHKOJOriT Ta MeAuYHoI pagionorii, M. iHinpo
pagionorii, M. IHinponNneTPoOBCbLK

BY/NO CTAJIO
A.M.H. KonecHik O.0. K.M.H. OctaneHko 0.B.
HauioHanbHwui IHCTUTYT paky, BigAineHHs | HauioHanbHwii IHCTUTYT paky, BigOi/TIeHHSA
MasoiHBa3MBHOI  Ta  €HOO0CKONIYHOI  Xipypril, | ManoiHBa3MBHOT  Ta  €HAOCKOMIYHOI  Xipypril,

iHTEPBEHLIHOT pagionorii, M. Knis

48. MK7684A-003_3006pakeHHs1 HAa €JIEKTPOHHUX LWoAeHHUKaxX anAa nauyieHta eCOA Tablet Screenshots
(HaBuanbHuii moaynb i3 KOPUCTYBaHHA MJiaHWeToOM, onuTyBasibHUKM EORTC QLQ-C30 version 3,
EORTC QLQ-LC13; EQ-5D-5L Tablet version AHKeTa WoOAO0 CcTaHy 340poB’sa, 3aABa nNpo
KOH(PiAeHLiiHICTb, iIHCTPYKUIT 040 HaNawTyBaHHA 06/1IKOBOro 3anucy), aAna YKpaiiu, sepcis 3.00 Big,
10 TpaBHSA 2021 poKy, YKpaiHCbKOI0 MOBOIO; MK7684A-003_300paXeHHA Ha eNeKTPOHHUX LW oAeHHUKaX
Ana nauieHta eCOA Tablet Screenshots (HaBuanbHuii Mogynb i3 KOpPUCTYBaHHS MNJ/1aHLLIETOM,
onutyBasibHUKM EORTC QLQ-C30 version 3, EORTC QLQ-LC13; EQ-5D-5L Tablet version AHkeTa o0
cTaHy 34,0poOB’sA, 3afBa NPo KOHIAEeHUiAHICTb, IHCTPYKLIii WOA0 HaNaWTyBaHHA 06/1iKOBOro 3anucy),
Ana YkpaiHu, Bepcia 3.00 Big 10 TpaBHA 2021 poKy, pPOCIACbKOK MOBOK [0 NPOTOKO/Y K/IiHIYHOIO
BMNpobyBaHHA «bBaraTtoueHTpoBe, paHAoOMi3oBaHe, noggiiHe cnine gocnigpkeHHsa 1l dasn KombGiHaui
MK-7684 3 nem6ponisymabom (MK-7684A) NopiBHAHO 3 MOHOTepanieto nemoéposiisymabomM B AKOCTi NnepLloi
NiHiT Tepanii gns yyacHukiB 3 PD-L1-n03UTMBHMM MeTacTaTU4yHUM HeapiOHOKAITMHHUM PakoM JIEreHiB», KOA,
pocnipkeHHs MK-7684A-003, 3 iHkoprnoposaHoto nornpaskoto 01 Big 28 ntotoro 2021 poky; cnoHcop - «Mepk
LWapn eHpg Joym Kopn.», AodipHe nignpnemMctBo «Mepk eHf Ko., IHK.», CLLUA (Merck Sharp & Dohme Corp., a
subsidiary of Merck & Co., Inc., USA)

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

49. bpowypa pocnigHuka ABenymao (MSB0010718C), Bepcia 11 Big 04 uepBHA 2021 poky,
aHrniicbkolo MoOBOW; CripoueHe AO0CbE [OC/iIf4KYBaHOIo JlikapcbKoro 3aco6y ABenymao
(MSB0010718C), Bepcisa 9.0 Big kBiTHA 2021 poKy, Moaynb 2 «KopoTkuii ornsag 3arajlbHOI TeXHIYHOT
AOKyMeHTaLii», aHrMiicCbKOK MOBOLO [0 MPOTOKONY K/IiHIYHOrO AOCAifpKeHHs «baraToueHTpoBe, BigkpuTe
pocnimpkeHHsa 1l dhasu 3acTocyBaHHA npenaparty aBenyMmab (MSB0010718C) y NOpPiBHAHHI i3 3aCTOCYBaHHAM
[BOXKOMIMOHEHTHOT KOMOGIiHaLii Ha OCHOBIi MpenapaTtiB naatuHM AK Tepanii nepwoi niHii npun PD-L1-
NO3UTVBHOMY, PELMAMBYIOHOMY HEOPIOGHOKTITUHHOMY paky siereHi abo HegpiOHOKIITUHHOMY paky nerexi 1V
cTagii», kof pocnimpkeHHs EMR 100070-005, sepcis 6.0 Big 03 ciuHa 2019 poky; cnoHcop - Merck KGaA,
HimeuunHa

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

50. 3anyyeHHA [,0[ATKOBUMX MiCUb NPOBefeHHA KMIHIYHOro BUNPOOYBaHHA [0 NPOTOKO/Y K/1iHIYHOro
JocnipkeHHa «PaHaoMi30BaHe, BiAKpUTe AOCNiMKEHHA 2a ha3un 3 aKTUBHUM NpenapaToM NopiBHAHHA B AKOCTI
KOHTPO/II0, 415 OLiHKN edheKTUBHOCTI Ta 6e3nekn edpiHoneraytuay (MK-6024) y naLieHTiB 3 HeaKOroNbHoH
XVMPOBOK XBOPOOOK MediHku», kog JocnimkeHHs MK-6024-001, 3 iHkopnoposaHow nonpaskoto 01 Big 17
notoro 2021 poky; cnoHcop - «Mepk LWapn eHp Joym Kopr.», fodvipHE NignpuemMcTBo «Mepk eHp, Ko., IHK.»,
CLWA (Merck Sharp & Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

3anBHMK - TOBApMCTBO 3 06MEXEHOI BiANOBIAAUIBHICTIO «MC/], YkpaiHa»

No MN.1.6. BignoBiganbHOro gocnigHnkKa

n/n HasBa micus NpoBeAEHHSs KNiHIYHOTO BUNPOOYBaHHS

1. | A.M.H., npod. CKpunHuK I.M.

KomyHasnibHe mignpuemcTBo «lonTaBcbka ob6nacHa KiiHivYHa nikapHsa iM. M.B. CknidpocoBCLKOro
MonTaBCcbKOi 06/1aCHOT paamn», raCTPOEHTEPONOTNIYHUIA LEHTP, MoNTaBCbKWIi AePXaBHUA MeLNYHNIA
YHiBepcuTeT, kKadpeapa BHYTpPilLHLOT MeanumnHu Nel, m. Montasa

2. | A.M.H., npod. MNvpiHa O.M.

JlikyBa/IbHO-AjarHOCTUYHWIA LLEHTP TOBapuUCTBa 3 OOMEXEHOK BiAMNoBiAanbHICTIO «JliKyBaslbHO-
[iarHOCTUYHWUIA LLeHTP «AJIoHIC Mntoc», ambynaTtopHe BigaineHHs, M. Kuis

51. 36inblIeHHSA KiNbKOCTI AocnigKyBaHUX B YKpaiHi Big nonepeaHbo 3ansaHoBaHoi 3 420 go 550 oci6
[0 MpOTOKONY K/iHIYHOro JocnimkeHHs «[lloAdgiiiHe cnine, paHAoMi3oBaHe, Nnaueb0-KOHTPO/IbOBaHeE,
baraToLeHTpPOBE [OC/iMKEHHS [AN1A OUiHKA BM/IMBY €BOJIOKYMalby Ha Cepiio3Hi  cepueBO-CYAVHHI
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YCKNaAHEHHS Y NauieHTiB 3 BUCOKUM PU3MKOM PO3BUTKY CEPLIEBO-CYAMHHNX 3axBOploBaHb 6e3 nornepeaHbo
nepeHeceHoro iHhapkTy mMiokapga abo iHcynbTy», KoA AocnimpkeHHss 20170625, iHKopnopoBaHWii OHOBNEHOD
nonpaskoto 3, Big 30 xo0BTHA 2020 pokKy; cnoHcop - «AMxeH IHK.» (Amgen Inc.), CLLUA
3anBHuK - MignpuemcTso 3 100% iHo3eMHol iHBecTuLjeto «AVK'IOBIA PAC YkpaiHa»

52. JlucT naujieHTy 3 6a3u gaHnx, Bepcisa 1 Big, 16 KBiTHA 2021 poKy YKpPAiHCbKOIO MOBOLO; J/INCT NaLi€HTy
3 6a3u gaHux, Bepcia 1 Big 12 kBiTHA 2021 poky pocilicbkolo MoBoOto; IH(hopmauiiiHa 6powypa npo
pocnipxeHHs, Bepcis 1 Big 16 kBiTHA 2021 poKy yKpalHCbKOIO MOBOIO; IHthopmauiiiHa 6powypa npo
JocnimpxkeHHA, Bepcia 1 Big 12 kBiTHA 2021 poky pociiicbkolo MOBOIO; IHhopmauiiiHa Gpolwypa npo
pocnipkeHHa ana ppyra a6o poguya, Bepcia 1 Big 16 KBiTHA 2021 poKy YKpaiHCbKOK MOBOIO;
IHchbopmauiiiHa 6polwypa Npo AocnifkeHHA ANnAa gpyra aéo poguua, Bepcia 1 Big 12 kBiTHA 2021 poky
pociiicbkolo MoBoOM; JIuct nauieHTy «/lackaBo npocumo», Bepcia 1 Big 16 kBiTHA 2021 poky
YKpalHCbKOI0 MOBOIO; JIUCT nauieHTy «J/lackaBo npocumo», Bepcia 1 Big 12 kBiTHA 2021 poky
pociiicbkolo mMoBor; OHoBneHa bBpouwypa pocnigHuka 3 npenapatry RO7490677 (PRM-151;
Recombinant Human Pentraxin-2) , Bepcia 14 Big uyepBHA 2021 p., aHrNilicbkolo MOBOIO; 3MiHaA
HaliMeHyBaHHA 3aABHUKa B YKpaiHi 3 TOB «KOBAHC K/IHIKAN AEBENIOMNMEHT YKPAIHA» Ha TOB
«TABKOPM KNIHIKAN AEBE/IONMEHT YKPAIHA» [0 npOTOKOMY  K/HIYHOTO  [OC/igKEHHS
«PaHgomizoBaHe, noAgiiiHe cnine, niaueb0-KOHTPONbOBaHe AOCAIMKEHHSA ha3n 3 ANs OUiHKM edDEKTUBHOCTI
Ta 6e3neyHocTi 3acTocyBaHHA PRM-151 y nauieHTIB 3 igionaTuuHum iereHeBmMM pibpo3om», Kog, A0CNiAKEHHS
WA42293, Bepcis 3 Big 13 nuctonaga 2020 poky; cnoHcop - «®. XohdmaHH-/15 Pow NTa» [F. Hoffmann-La
Roche Ltd.], LBeiiuapis

3asBHUK - TOBAPMCTBO 3 06MEXEHO0 BiAnoBiaanbHICTIO «/TABKOP KNIHIKAT AEBE/TIONMMEHT YKPAIHA»

BYJIO
TOB «KOBAHC K/IHIKAN AEBENOMNMEHT
YKPAIHA»

CTANO
TOB «JIABKOPI KNIHIKAT AEBENONMEHT
YKPAIHA

53. Bpowypa gocnigHuka ABX464, BugaHHa 6.0 Big 29 uepBHA 2021 poKy, aHIMINCbKOO MOBOIO;
IHchopmauiiiHuiA nuctok i hopma 3rogu, Bepcia V4.0UKR(uk)1.0 Big 06 nunHa 2021 poky, nepeknap,
YKpaiHCbKOI0 MOBOK Big 21 nunHAa 2021 poky; IHdopmaudiiiHuii nuctok i chopma 3rogu, Bepcis
V4.0UKR(ru)1.0 Big 06 nunHsa 2021 poky, nepeknag pociicbKol MOBOIO Big 21 nunHA 2021 poKy 1o
NPOTOKONY KNiHIYHOro BUNPobyBaHHS «Bigkpute focnimkeHHs a3n 2b gna Bu3HaYeHHS eqekTUBHOCTI Ta
6e3neyHocTi npenapaty ABX464 sk nigTpymytoyol Tepanii B NayieHTiB i3 BUPa3KOBUM KOITOM CepeHboro Ta
TSDKKOrO CTYNeHs», koa agocnimpkeHHss ABX464-104, sepcis 3.0 Big 10 BepecHsi 2020 poky; cnoHcop - ABIVAX,
®paHuis

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

54. 3miHa Ha3BU Micua NPoBeAeHHS KNiHIYHOro BUNPOGYBaHHA [0 NPOTOKOJ/TY KMiHIYHOTO AOCNigKEHHA
«BigkpuTe, 3 NigbopoM pexumy [03yBaHHA i NigTBEPMKEHHAM KOHUenuil, gocnimkeHHs CX-072, PD-L1
Probody™ Therapeutic, B akocTi MoHOTepanii Ta B koM6iHaLii 3 Yervoy® (Ininimymab) a6o i3 Zelboraf®
(BemypadpeHi6) y nauieHTiB i3 MPOrpecylyuMn 4Yu PELMAMBYHOYMMU hOpMaMmK COMZHMX NyXIMH abo
nimghomamm», ko gocnigxeHHs CTMX-M-072-001, moayns npotokony Big 19.08.2020 p., Moaynb NpoToKony
09 Big, 19.08.2020 p. 3 iHKopnoposaHoto nonpaskoto 09 Big 19.08.2020 p.; cnoHcop - «LUuToMEKC Tepan’'toTikc,
IHK.» [CytomX Therapeutics, Inc.], CLLA

3asBHK - TOBAPUCTBO 3 06MEXEHOI0 BiANOBigabHICTIO «<MEAMENC YKPAIHA»

BYJIO CTA/O

O.M.H., npod. bBoHaapeHko |. M.
KoMyHanbHe HekoMepuiiHe nignpnemMcTBo «Micbka
KniHiuHa nikapHA Ned» [IHINPOBCLKOI MICbKOI paaw,

O.M.H., npody. BoHaapeHko . M.
KoMyHasibHe HekoMepLiiiHe nignpuemMcTBo «Micbka
KniHiyHa nikapHa Ned» [HINPOBCLKOT MICbKOI pagu,

BigAineHHa ximiotepanii, [epxaBHuii 3aknag | XimioTepaneBTU4YHe BigAiNeHHA 3  [EHHUM
«[JHinponeTpoBCbKa MeAuYHa aKkagewmis | ctauioHapom, [HinpoBcbkuii AepXaBHuii
MiHicTepcTBa OXOpPOHM 3[0pPOB’A  YKpaiHu», | MeguYHuii yHiBepcuTteT, kadegpa oHkosorii Ta
kachegpa OHkonOrii  Ta MeAMuHOI  pagionorii, | MeguyHoi pagionorii, M. JHinpo

M. [JHinpo

55. Moci6HukK i3 gocnimkeHHA Ana naudieHta, Bepcia [V03 UKR(uk)] Big 30 uepBHs 2021 poky,
YKpaiHCbKOI0 MOBOO; MOCIGHUK i3 gocnimKeHHA AnA nauieHta, Bepcia [V03 UKR(ru)] Big 30 uepBHsA
2021 poKy, poCiiCbKOI MOBOO 10 MPOTOKOJY KMNiHIYHOTO AOCIMKEHHS «BigkpuTe poswmpeHe foCimKEHHS
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eTpacimoay B NauieHTIB i3 aKTUBHMUM BUPA3KOBMM KOMITOM Bif, MOMIPHOIo [0 B&XKOro CTYNeHs TSHXKOCTi», KOZ,
pocnipkeHHs APD334-303, 3 iHkopnoposaHoto nonpaskoto 2.0 Big 07 nitotoro 2020 poky; CnoHcop - «ApeHa
dapmachbloTikans, IHk.» (Arena Pharmaceuticals, Inc.), United States

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

56. Bpouwypa anAa nikapa wono HanpasfieHHA nauieHTiB, Bepcisa [V03 UKR(uk)] Big 10 uepBHAa 2021
POKY, YKPAIHCbKOIO MOBOIO; JIUCT A0 nikapsa woAo0 HanpaB/ieHHsA nauieHTiB, Bepcia [V03 UKR(uk)01]
Big 20 nunHAa 2021 poKy, YKpaiHCbKOK MOBOIO; Mnakat gnsa AoCNigHULbKOro LeHTpy, Bepcia [V02
UKR(uk)] Big 7 TpaBHA 2021 poky, yKpaiHCbKOK MOBOLO; Cnangu 3 iHthopmauieto Npo AoCigKeHHs,
Bepcia [VO3 UKR(uk)] Big 25 TpaBHA 2021 poOKy, YKpPaiHCbKOK MOBOK [0 NPOTOKOMAY KAiHIYHOro
BMNpobyBaHHA «PaHAoMi30BaHe, NoAgiiiHe chine, naauebo-koOHTPOIboBaHe, 6araToLeHTPoBe AOCNIIKEHHS,
LLIO NPOBOAMTLCA B NapasiesibHUX rpynax, i3 3acTocyBaHHAM pikcoBaHMX 03 4719 OUiHKM edeKTUBHOCTI Ta
6e3neyHocTi npenapaty SEP-363856 y nawieHTIB i3 LWM30JIPEHIEID ¥ TOCTPOMY NCUXOTUYHOMY €ni3ofi», Ko,
pocnigpkeHHa SEP361-302, sepcis 3.00 3 iHKOpNopoBaHoHo CyTTEBOO nonpaskoto 2.00 Big 26 ciuHa 2021 poky;
cnoHcop - «CyHoBIOH ®apmachkioTikasic IHK.» (Sunovion Pharmaceuticals Inc.), CLUA

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

57. 36inblueHHA 3an/1aHOBaHOI KiZIbKOCTI foCNifKyBaHUX 4151 BK/TIOUEHHSA Y BUNPOGYBaHHA B YKpaiHi 3
23 po 50 oci6; 3miHa HaliMeHyBaHHS 3aABHMKa B YKpaiHi 3 TOB «<KOBAHC K/IHIKAN AEBE/TOMMEHT
YKPAIHA» Ha TOB «/1ABKOPM KMIHIKAZT JEBENOMMEHT YKPAIHA» [0 NpOTOKOAY KAiHIYHOTO
AocnipkeHHs «PangomizoBaHe, NoAgiliHe chine, niaueb0-KOHTPO/IbOBaHe AOC/iMKEHHS dha3n 3 npenapaTty
JaponyTtamig B JONOBHEHHSA A0 aHAporeHaenpvsaLiiiHoi Tepanii (AAT) y nopiBHAHHI 3 niaue6o noc AAT y
YOJI0BIKIB i3 MeTacTaTUYHNM rOPMOH-YYT/IMBUM pakoM nepeamMixypooi 3ano3u (MMYPT3)», kog, AOCNiAKEeHHS
21140, Bepcis Big 24 BepecHs 2020 p.; cnoHcop - Bayer Consumer Care AG, Lseiiuapis

3anBHUK - TOBAPUCTBO 3 0BMEXEHOI0 BiANOBigabHICTIO «/TABKOPI KNIHIKAN AEBE/TOMNMEHT YKPAIHA»

58. Bpouypa anAa nikapa wono HanpassieHHA nauieHTiB, Bepcisa [V03 UKR(uk)] Big 10 uepBHAa 2021
POKY, YKPAIHCbKOI MOBOIO; JIUCT A0 nikapsa wWoAo0 HanpaB/ieHHsA nauieHTiB, Bepcia [V03 UKR(uk)01]
Big 21 nunHsa 2021 poKy, YKpaiHCbKOK MOBOIO; Cnaiau 3 iHchopmauielo npo gocnimkeHHA, Bepcia [V03
UKR(uk)] Big, 25 TpaBHA 2021 poOKy, YKPalHCbKOK MOBOK [0 MPOTOKO/Y K/iHIYHOrO AO0CAIAKEHHS
«PaHpomizoBaHe, noggiliHe cnine, nnaueb0-KOHTPONbOBaHe, GaraTOLEeHTPOBE  AOC/ILKEHHS, Lo
NPOBOAUTLCA B NapasiesibHUX rpynax, i3 3acTocyBaHHAM (IKCOBaHWX [03 418 OLUiHKM edeKTUBHOCTI Ta
6e3neyHocTi npenapaty SEP-363856 y nauieHTIB i3 LWM30PEHIED ¥ TOCTPOMY NCUXOTUYHOMY €ni3oi», Kopg,
pocnipkeHHa SEP361-301, Bepcis 4.00 3 iHkoprniopoBaHoo cyTTeBOo nonpaskoto 3.00 Big 26 ciuHa 2021 poky;
crnoHcop - «CyHoBIOH ®apmackioTikanc IHK.» (Sunovion Pharmaceuticals Inc.), CLLUA

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

59. Bpowypa pocnigHuka AGEN1884 (3anicdpenimad), BugaHHa 6.0 Big 04 TpaBHA 2021 poOKy,
aHrniicbkoto moBoto; bpoulypa gocnigHnka AGEN2034 (Banctunima6), BugaHHs 6 Big 6epesHa 2021
POKY, aHrfniicbKo MoBOW; IHopmauiiHuii NUCcToK i hopma 3rogun (AocnigKeHHs pPo3LWUPEHOro
3actocyBaHHA npenapaty casu 2), Bepcia V10.0UKR(uk)1.0 Big 08 nunHa 2021 poky, nepeknag
YKpaiHCbKOI MOBOIO Bif 20 nunHA 2021 poky; IHchopmauiiiHnii nuctok i chopma 3roam (gocnimKeHHs
po3WwmMpeHoro 3actocyBaHHA npenapaty dasu 2), sepcia V10.0UKR(ru)1.0 Big 08 nunHa 2021poky,
nepeknag pociiicbkolo MoBow Big 20 nunHa 2021 poky [0 NPOTOKOAY KAiHIYHOrO BUMNPOBGYBaHHSA
«Bigkpute, 6aratorpynose [oOCNiIKEHHS da3n 1/2 3 MeTol BMBYEHHS 6e3neyHoCTi, NepeHOCUMOCTI,
hapmMaKkokiHeTVKK, 6i0NOriYHOT Ta KIiHIYHOT akTUBHOCTI npenapaty AGEN1884 B komb6iHaUil 3 npenapaTom
AGEN2034 y naujieHTiB 3 MeTactaTudyHUMKU abo MiCLEeBO-PO3MNOBCIOMKEHUMN COMIOHUMU NYyXMHAMWU Ta
PO3LIMPEHHA 3aCTOCYBaHHA Ha 06paHi BMAM CONIAHWX MNyXAWH», KO4 AocnimpkeHHs C-550-01, 3
iHKOpPNopoBaHOo Monpaskoto 5 Bif 26 BepecHs 2019 poky; cnoHcop - «AmkeHyc IHK.» (Agenus Inc.), CLUA
3asBHYK - MignpremcTBo 3 100% iHo3eMHoto iHBecTULjel «ANK'HOBIA PC YkpaiHa»

60. Bpouwypa gocnigHuka GLPG3970, BugaHHa 3.0 Big 5 nunHa 2021 poky, aHINMiNCbKOK MOBOHK [0
MPOTOKO/TY  K/IHIYHOTO  JochifpkeHHs «PaHgomizoBaHe, noAgifiHe cnine, naueb0-KOHTPONbOBaHE,
6araTtoueHTpoBe AOC/IMKEHHSA B NapaneflbHuX rpynax Ans ouiHkv dhapmakogmHamiky, hapMakokiHeTUKN,
6e3neyHocTi Ta nepeHocumMocTi npenapaty GLPG3970 npu nepopasibHOMY 3aCTOCYBaHHi NPOTATOM 12 TUXHIB
Yy [OPOCANX NaLiEHTIB 3 aKTUBHUM CUCTEMHUM YePBOHUM BOBYaKOM», Ko focnigxeHHss GLPG3970-CL-102,
Bepcia 2.0 Big 18 TpaBHA 2021 poky; cnoHcop - Galapagos NV, Belgium

3aaBHuK - MignpuemcTso 3 100% iHo3eMHol iHBecTuLjeo «AVK'IOBIA PAC YkpaiHa»
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61. NopaToK oo pepakuii 2.0 «<IHhopmauii ona nadieHTa Ta popMu iHPOPMOBaHOT 3rogun», ocCTaTouHa
pepakuia 1.0 gna YkpaiHm Big 04 cepnHa 2021 p., ocTaTOYHUIA NepeKknaj 3 aHrnificbKoi MOBU Ha
yKpaiHCbKy MOBY Big 09 cepnHsa 2021 p., ocTaTO4YHUIA NepeKag 3 aHI1iiCbKOi MOBM Ha POCIICLKY MOBY
Big 09 cepnHa 2021 p. 40 NPOTOKO/Y KIIHIYHOrO BUNPO6YyBaHHA «PaHaoMi30BaHe nepexpecHe AOCNIAKEHHS
[l chasu, WO NpoBOAMTLCA Yy ABa eTany 3 METOK MNOPIBHAHHA dapMaKOKIHETUUHMX XapaKTEPUCTMK A OLHKK
6e3nevyHocTi Ta nepeHocumocTi mendnydeHy npu BHYTPILLHbOBEHHOMY BBEAEHHI B nepudpepunyHi Ta
LEeHTpasIbHI BEHWN NpuY NiKyBaHHI NauieHTiB i3 peunanBHOK Ta pedpakTepHOd MHOXUHHOK MIETOMOIO», KO,
pocnipkeHHs OP-109, pegakuisa 2.2, MonpaBka 3 Big 10 6epesHs 2021 p.; cnoHcop - «OHkonenTanac Ab»
[Oncopeptides AB], LBeuis

3asasHuK - TOBAPVCTBO 3 OBMEXXEHOHR BIAMNOBIJAJIBHICTIO «I11 EC A-YKPAIHA»

62. OHoBneHuii npotokon N01269, 3 iHKOpnopoBaHOK nomnpaBkol 2 Big 29 Gepe3HA 2021 poky,
aHrnificbKkoro MoBolo; Po3kagpyBaHHA aHiMmauiiiHoro Bigeo_Bepcia V2.0UKR(uk), 30 nuctonaga 2020
POKY, YKpaiHCbKOIO MOBOIO; Po3kagpyBaHHA aHiMauiiHoro Bigeo_Bepcia V2.0UKR(ru), 30 nuctonaga
2020 poky, pociiicbkolo MoBoto; EpiTrackJunior MociGHUK, Bepcia ana YKpaiHW yKPaiHCbKOKO MOBOIO
Big, 16 xoBTHA 2020 poky; EpiTrackJunior Moci6HUK, Bepcia gna YKpaiHu pociiicbKoo MOBOIO Big 16
OBTHA 2020 poky; EpiTrackJunior IHTepdepeHuisn, Bepcia gna YKpaiHM yKpaiHCbKOKO MOBOIO Big 16
XOBTHA 2020 poky; EpiTrackJunior IHTepcepeHUifa, Bepcia ana YKpaiHu pociiicbkolo MOBOO Bifg 16
OBTHA 2020 poky; EpiTrackJunior Cepii uncen y 3BOpOTHOMY nNopsapgKy, Bepcia gnsa YkpaiHu
YKpaiHCbKOI0 MOBOIO Bify 16 »xoBTHs 2020 poky; EpiTrackJunior Cepil uncen y 3BOpoTHOMY NOPAAKY,
Bepcis Ansa YKpaiHu pociiicbKoto MOBOIO Big 16 xoBTHs 2020 pokKy; lgeHTudpikayiliHa kKapTKa yuyacHUKa
pocnipkeHHsa NO01269, Big 17 u4epBHA 2021 poky [V02 UKR(uk)0l], yKpaiHCbKOIO MOBOIO;
lpeHTUdbikaliiHa KapTKa yuyacHuka gocnimkeHHA N01269, Big 17 uepBHA 2021 poky [V02 UKR(ru)01],
pociiicbKkolo MOBOIO; IHchopmauiiiHnii nucTok i hopma 3rogm MmasioNiTHLOro nauieHTa (y Biui Big 6 Ao 12
pokiB), Bepcisa V1.0UKR(uk)2.0 Big 07 TpaBHs1 2021 poKy, nepeknapg yKpaiHCbKO MOBOIO Bif 11 TpaBHs
2021 poky; IHhopmauiiHuii nucToK i hopma 3rogu mMasioniTHLOro nauieHTa (y Biyi Big 6 Ao 12 pokiBs),
Bepcia V1.0UKR(ru)2.0 Big 07 TpaBHA 2021 poKy, nepeknapg, pociiicbkoo MoBoto Big, 11 TpaBHA 2021
poky; IHcpopmauiiiHuii NMCTOK | hopma 3rogu HeNOBHONITHLOrO nauieHTa (y Biyi Big 14 go 18 pokiB),
Bepcia V3.0UKR(uk)1.0 Big 06 TpaBHA 2021 poKy, nepeknag yKpaiHCbKO MOBOIO Big 12 TpaBHA 2021
poky; IHcphopmauiiiHuii NMCTOK i hopma 3rogu HENOBHONITHLOrO nauieHTa (y Biyi Big 14 no 18 pokiB),
Bepcia V3.0UKR(ru)1.0 Big 06 TpaBHA 2021 poKy, nepeknapg, pociiicbkolo MOBOIO Big, 12 TpaBHsA 2021
poky; IHpopmauiiHuiA nucTok i hopma 3rogn manioniTHLOro nauieHta (y Biui Big 12 go 14 pokiB),
Bepcia V3.0UKR(uk)1.0 Big 06 TpaBHA 2021 poKy, nepeknaj YKpaiHCbKO MOBOIO Bif 12 TpaBHA 2021
poky; IHdopmauiiiHuiA nucTok i hopma 3rogn manoniTHLOro nauieHta (y Biui Big 12 go 14 pokiB),
Bepcisa V3.0UKR(ru)1.0 Big 06 TpaBHsa 2021 poKy, nepeknapg pocilicbkolo moBoto Big 12 TpaBHa 2021
poky; IHchopmauiiiHuii NNCTOK i chopma 3rogm ydacHuKa gocnigkeHHs, Bepcia V4.0UKR(uk)1.0 Big 07
TpaBHA 2021 poKy, nepeknag yKpaiHCbKO0 MOBOIO Bif, 13 TpaBHsA 2021 poky; IHchopMauiiiHnii NNCTOK i
thopma 3roam yuyacHuka gocnigkeHHsl, Bepcia V4.0UKR(ru)1.0 Big 07 TpaBHA 2021 poky, nepeknajg
pociiicbkolo moBoto Big 13 TpaBHa 2021 poky; IHchopmauiiiHuii nucTok i chopma 3roau ansa 6aTbkis,
Bepcia V4.0UKR(uk)1.0 Big 28 TpaBHA 2021 poKy, nepeknag yKpaiHCbKo MoBoOo Big 31 TpaBHA 2021
poky; IHhopmauiiHuii nucTok i popma 3rogu ans 6atbkiB, Bepcia V4.0UKR(ru)1.0 Big 28 TpaBHA 2021
POKy, nepeknag, pocilicbkolo MmoBoio Big 31 TpaBHA 2021 poKy; Bpowypa gocnigHuka BpiBapauetam
(ucb 34714), Big, 26 ntoToro 2021 poKy, aHrNilicbko MoBoto; Mepeknag yKpaiHCbKOK MOBOIO AoAaTKIiB
3pa3KiB eKpaHy efleKTPoOHHOro npuctpoto V1.0 Big 03 6epesHs 2021 poky; Mepeknag pociiicbkoro
MOBOIO A0AAaTKiB 3pa3kKiB eKpaHy efieKTPOHHOro npuctpoto V1.0 Big 23 notoro 2021 poky; MocCiGHUK i3
pocnipkeHHs Ansa 6atbKiB, Big 06 TpaBHa 2021 poky [VO3UKR(uk)01], ykpaiHCbKOI0 MOBOO; MOCiGHUK
i3 gocnigkeHHA AnA 6aTbkKiB, Big 06 TpaBHA 2021 poky [VO3UKR(ru)01], pociiicbkoto MoBoto; MociGHMK
ydyacHuUKa pgocinifmKeHHs, Big 06 TpaBHa 2021 poky [VO3UKR(uk)01], ykpaiHCbKO0 MOBOIO; MOCiGHUK
L5l yYacHMKa gocnimxeHHs, Big 06 TpaBHsa 2021 poky [VO3UKR(ru)01], pocilicbkoto moBoto; MocioHuK
i3 pocnipkeHHs gna gitei i nigniTkie, Big 06 TpaBHA 2021 poky [VO3UKR(uk)01], ykpaiHCbKOIO MOBOIO;
MociGHUK i3 gocnigkeHHA ana gitei i nignitkis, Big 06 TpaBHA 2021 poky [VO3UKR(ru)01], pociiicbkoto
MOBOI0; JIUCT NOJaHHA A1 eN1IeKTPOHHOI hopMM iH(hoOpMOBaHOI 3rogn yKpaiHCbKOK MOBOIO, Bepcisf
2.1 Big 12 kBiTHA 2021 poKy, nepeknap yKpaiHCbKO MOBOI Big 02 uepBHA 2021 poky; CNOBHUK
TepmiHiB gna ®opmu iHpopmMoBaHOiI 3rogn B eneKTpoHHOMY chopmarti, Bepcia VO2UKR(uk) Big 22
KBIiTHA 2021 poKy, nepeknapg YKpaiHCbKO MOBOIO Bif 15 uepBHA 2021 poKy; CNOBHUK TepMiHIB AnA
dopmMu iHpopmoBaHOI 3roan B enekTpoHHoMy cpopmari, Bepcia VO2UKR(ru) Big 22 KBiTHA 2021 poky,
nepeknag, pociiicbkoro MoOBOIO Big 15 uepBHA 2021 poKy; 3pa3oK eIeKTPOHHOT hopMu iHpopmaLiliHOro
nuctka i oopmu 3rogm manonitHeoro nauieHra (y Biuj Big 6 o 12 pokis), Bepcia V1.0UKR(uk)2.0 Big 07
TpaBHA 2021 pokKy, nepeknapg yKpaiHCbKO MOBOK Bif 11 TpaBHA 2021 poky; 3pa3oK esIeKTPOHHOI
c¢hopmum iHchopmauiiiHoro nuctka i hopmun 3rogm ManoniTHLOro nauieHta (y Biui Big 6 Ao 12 pokiB.),
Bepcia V1.0UKR(ru)2.0 Big 07 TpaBHA 2021 poKy, nepeknapg, pociiicbkolo MoBolo Big, 11 TpaBHsA 2021
pPOKy; 3pa3ok eneKTPOHHOI thopmu iHopMaLiiHOro nMcTka i popMu 3rogu HENOBHOMITHLOrO
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nauieHTa (y Biui Big 14 ao 18 pokis), Bepcia V3.0UKR(uk)1.0 Big 06 TpaBHA 2021 poky, nepeknaj
YKpaiHCbKOIO MOBOIO Bif 12 TpaBHA 2021 poKy; 3pa30K esIeKTPOHHOI hopMu iHpopmaLiiiHOro nucTka i
thopmu 3roan HenoBHOJITHLOrO nauieHTa (y Biui Big 14 go 18 pokis), Bepcia V3.0UKR(ru)1.0 Big 06
TpaBHA 2021 poKy, nepeknap pPociicbKo MOBOIO Bif 12 TpaBHA 2021 poky; 3pa3oK e/eKTPOHHOI
c¢hopmum iHhopMmauiiHoro nuctka i popmm 3rogm ManoniTHbLOro nauieHta (y Biui Big 12 go 14 pokiBs),
Bepcia V3.0UKR(uk)1.0 Big 06 TpaBHA 2021 poKy, nepeknag yKpaiHCbKO MOBOIO Big 12 TpaBHA 2021
POKyY; 3pa3oK eNneKTPOoHHOI hopMu iHthopMaLiiiHOro nucTka i hopmu 3rogm MasioniTHLOro nauieHrta (y
Bilui Big 12 go 14 pokiB), Bepcia V3.0UKR(ru)1.0 Big 06 TpaBHA 2021 poKy, nepeknag pociicbKoro
MOBOIO Big 12 TpaBHsi 2021 poKy; 3pa3okK efieKTPOHHOI hopmu iHchopmauiiiHoro nuctka i opmu srogu
yyacHuka gocnimxeHHs, Bepcia V4.0UKR(uk)1.0 Big 07 TpaBHA 2021 poky, nepeknag yKpalHCbKOIo
MOBOIO Big 13 TpaBHsi 2021 poKy; 3pa3okK efieKTPOHHOI hopmu iHchopmauiiiHoro nuctka i opmu srogu
yuyacHukKa gocnipxeHHsi, Bepcia V4.0UKR(ru)1.0 Big 07 TpaBHA 2021 poKy, nepeknajg PoCiiicbKow
MOBOIO Bif 13 TpaBHs 2021 poKy; 3pa3oK efIeKTPOHHOI hopmu iHchopmauiiiHoro nuctka i popmu srogu
AnAa 6aTtbkiB, Bepcisa V4.0UKR(uk)1.0 Big 28 TpaBHA 2021 poKy, nepeknaj ykpaiHCbKoio MoBoO1o Bif, 31
TpaBHsA 2021 pokKy; 3pa3ok eneKkTPoHHOoI chopmu iHhopmauiiiHoro nuctka i hopmu 3rogu ans 6aTbkis,
Bepcisa V4.0UKR(ru)1.0 Big 28 TpaBHA 2021 poKy, nepeknapg, pociiicbkoio MoBoto Big, 31 TpaBHA 2021
POKy; 3pa3oK esIeKTPOHHOI hopmu iH(hopmaLiiiHOro nucTKa i hopmu 3rogum BariTHOT NapTHEPKU, BepCiA
V1.0UKR(uk)1.0 Big 22 nunHAa 2020 poKy, nepeknag yYKpPaiHCbKO MOBOIO Big 27 oBTHA 2020poKy;
3pas30K eneKkTpoHHOiI (hopmMu iHpopmauniiiHOro nucTka i oopmun 3rogu BariTHOI NapTHeEpKU, Bepcia
V1.0UKR(ru)1.0 Big 22 nunHa 2020 poKy, nepeknag pociicbKo MOBOI Big 27 XOBTHA 2020poOKy;
Po3kagpyBaHHA BCTYMHOrO BifeoponivKa AnA eNeKTPOHHOT iHPOopMOBaHOI 3roau ANA AOCNIfKEHHS i3
yuacTio giteii [VO3 UKR(uk)01] Big 11 uepBHA 2021 poKy, nepeknag yKpaiHCbKOI0 MOBOIO Bif, 14 uepBHS
2021 poky; Po3kagpyBaHHA BCTYNHOro BifeoposiMka ANsi €/1eKTPOHHOI iHhopmoBaHOI 3rogu Ans
pocnipkeHHs i3 yyacTio giteii [VO3 UKR(ru)01] Big 11 uepBHA 2021 poKy, nepeknag POCiicbKOK
MoBoOIO Bif, 14 uepBHA 2021 poky; Ornag cucteMu Ta (PYHKLIT 3aXxUCcTy 6e3neku gaHux, Bepcis 3, Big 10
uepBHA 2020 pokKy, Nnepeknag yKpaiHCbKOO MOBOKO Bif 08 uepBHA 2021 poKy [0 NPOTOKO/Y K/1iHIYHOIo
JocnipkeHHs «PaHgomizoBaHe, NigTBEpAKyoYe, NoggiiHe cnine, nnauebo-KoOHTpoiboBaHe, 6araToLeHTpoBe
OOCNiMpKEeHHA Nigbdopy ONTUMaNbHOT 03K B MapanefibHUX rpynax i3 2-etanHuMm aganTtvBHUM AU3aiHOM i
paHAOMI30BaHOK BiAMIHOK O/18 OLiHKM eddEKTUBHOCTI, 6€3neYHOCTi Ta NepeHocnMocTi GpiBapaueTaMmy B
SIKOCTI MOHOTEpanii B NaujieHTIB Yy BiLj Big 2 A0 25 pokiB i3 ANTAYO abCaHCHOK enifiencielo abo HBEHINTbHO
abcaHCHOL0 eninencieto», ko, aocnigpkeHHss N01269, 3 iHkopnoposaHot nonpaskoto 1 Big 03 BepecHs 2020
poky; cnoHcop - UCB Biopharma SRL, Belgium

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

63. OHOBeHa Bepcisi npoTokony, Bepcia 7.0 Big 20 nunHa 2021; OHoBneHa IHhopmauis Ans naudieHTa
Ta Popma iHpopmoBaHoI 3roau, Bepcis 2.0 Big 30 mnHA 2021 p. Ha OCHOBI aHINMOMOBHOI Bepcii 4.0 Big,
26 nunHAa 2021 (yKpaiHCbLKOK Ta POCIACbKOK MOBamMu) A0 MPOTOKOY KAIHIYHOTO AOCAIAKEHHS
«[lMpocnekTuBHe, GaraToueHTPOBE, paHAOMI30BaHe, NoABiliHe cine, nnaueb0-KOHTPOIbOBaHe AOCiIAKEHHS
Il dpasu B napasienbHMX rpynax, 3 MeTOK OUiHKA edIEKTUBHOCTI Ta 6e3nekn MaciTUHIOY y KombiHauiil 3
pWvy30/1I0M Yy MNOPIBHAHHI 3 nnauebo y KomOGiHauii 3 pway30sioM Mpu JliKyBaHHI MaLieHTIB 3 GiYHUM
amioTpodpivHnm ckreposom (BAC)», koa aocnimkeHHs AB19001, sepcis 6.0 ROW Big 09.03.2020; cnoHcop -
AB Science, ®paHLuis

3asaBHUK - TOB «CiHepmku 'pynn YkpaiHa», YKpaiHa

20



