Jopartok 1

«Mepenik NPOTOKONIB K/iHIYHUX BUNPOOGYBaHb JiKAPCbKUX 3aco6iB Ta CYTTEBUX MONPaBOK A0
NPOTOKOJMIB KNiHIYHUX BUNPOGYBaHb, PO3rNAHYTUX Ha 3acigaHHAX HEP Ne20 Big 09.11.2023,
HTP Ne38 Big 09.11.2023, Ha siKi 6y/i1 oTpUMaHi MO3UTUBHI BUCHOBKU EKCNEPTIB.»

1. «PaHpomi3oBaHe, noggiiHe crine, naauebo-KOHTPOIbOBaHe AOCAIMKEHHS B napasiesibHuX rpynax ans
OLjiHKM e(heKTMBHOCTI, 6e3MeYHOCTI Ta NEPEHOCUMOCTI AeKCNPamMineKkcony A5 NepopasibHOro 3aCTOCyBaHHS
NPOTAroM 24 TWXHIB Y NaLiEHTIB 3 €03UHOQINbHOI acTMor (EXHALE-4)», kog gocnigpkeHHs AR-DEX-22-03, 3
iHKOpNopoBaHOo Nonpaskoto 2, Big 09 uepsHAa 2023, cnoHcop - ApeTesa Tepan'toTike IHK. (Areteia Therapeutics,
Inc.), CLLA

dasza - Il

3asBHuK - TOB «BOPNABANA KNIHIKAN TPAISIC YKP»

Ne M.l.6. BignosigansHoOro gocnigHvka,

n/n Ha3Ba Micus npoBeAeHHSA K/iHIYHOro BUNPOOYBaHHS

1. | o.m.H., npodh. KoBasneHko C.B.

O6nacHe KOMyHaslbHE HEKOMEpL|iHe MiANPUEMCTBO «YepHiBelbka o6MacHa K/iHiYHA MiKapHSa»,
nigpo3ain nynbMoHooril, M. YepHisLi

2. | K.M.H. Cigopos A.A.

MpuBaTHe Masie NigNPUEMCTBO, MEAUYHUIA LEHTP «[ynbec», TepaneBTUYHE BigdiNeHHs, M. BiHHULSA
3. | K.M.H. BUlHMBELbKWIA |.1.

KomyHanibHe nignprmemctBo «JlikapHsa Nel» XXUTOMUPCBLKOI MicbKoi paan, KoHcynbTaTUBHO-
NikyBasibHe BigfiNneHHs «HaykoBO-A40CNIAHNLbKUIA LeHTP», M. XKutomup

4. | K.M.H. MpnmyLiko H.A.

[JepxaBHa ycTaHoBa «HauioHa/ibHUiA HCTUTYT bTm3iaTpii i nynbmoHonorii im. ®.I. AHOBCbLKOro
HaujioHanbHOI akagemii MeanyHmx HayK YKpaiHu», BiadineHHs nynbMoHOAOori T, M. K1iB

5. | K.M.H. MockaneHko C.M.

[epxaBHa ycTaHOBa «HauioHasbHWIA HCTUTYT doTmsiatpii i nysbmoHosorii iM. ®.I. AHOBCbKOro
HauioHanbHOT akagemii MegnyHnx Hayk YKpaiHw», Big4i/IEHHS OiarHOCTMKW, Tepanii Ta KAiHIYHOT
hapMakonorii 3axsoproBaHb fiereHb, M. Kuis

6. | A.M.H. Kypuk J1.M.

JepxaBHa ycTtaHoBa «HauioHa/lbHUI HCTUTYT oTusiaTpii i nynbMoHonorii im. ®.I. AHOBCbKOro
HalioHanbHOT akageMii MeguuyHuUX HayK YkpaiHu», BiAfAineHHss 6GPOHXO006CTPYKTUBHMX XBOPOO
Neredb, M. Knis

7. | A.M.H., npod. LWBaiiko J1.1.

JepxaBHa YycTaHOBa «HaujioHa/bHUA HayKOBWIA LEHTP pajiauiiiHol mMeauumHn  HauioHasibHOT
akagemil MeanyHMX HayK YKpaiHn», BiaAiNeHHs Ny/IbMOHOAOTIT Big4iny Tepanii pagiauiiHux Hacnigkis
[HCTUTYTY KiHIYHOT pagionorii, M. Kuis

2. «Pa3sa lI-1ll BunpobyBaHHA 4718 OUiHKM edheKTMBHOCTI Ta 6e3neku cy6niHrBasibHOI iMyHOTepanii y nawieHTiB,
LLIO CTpaxXAakTb asieprieto Ha NUIoK Tpae», Koa faocnimkeHHs SL-352A, sepcia 1.0 Big 11.07.2023, cnoHcop -
POKCANN MegiuiH M'm6X, HimeyunHa

®a3za - II; 1l

3asaBHUK - POKCAJI/T Megiuin M'm6X, HimeuunHa

Ne M.l.6. BiANOBiAa/ILHOrO AOC/IAHNKA, MpumiTki

n/n HasBa micLs npoBeAeHHs KNiHIYHOIro BUNPO6YBaHHS

1. | A.M.H. Pekanosa O.M.
[epxaBHa ycTaHoBa «HauioHaIbHUIA IHCTUTYT dTUsiaTpii i Ny ibMOHOOTIT iM. ©.T.
AHOBCbKOrO HauioHasnbHOT akageMii  MeAnyHUX HaykK YKpaiHu», KabiHeT
iMyHonpodiakTukun, M. Knis

2. | A.M.H. KoBaneHko C.B.
Ob6nacHe KOMyHaslbHe HeKoMepuiiHe nignpueEMCTBO «YepHiBeubka o61acHa
KNiHiYHa niapHa», Nigpo3ain nysbMoHosorii, M. YepHisui

3. | kepiBHUK LleHTpy lNyk C.A. 3HATO 3
KniHiuHa nikapHa «®eodaHia» [epXaBHOro ynpasfiHHA chpaBaMu, UEHTP | po3rnsagy  3a
pecnipaTopHoi MeguuUmnHu Ta anepronorii, M.Kuis PiLLIEHHAM

3asBHMKA

4. | 3aB. Big. Amep J1.b.

KomyHasibHe HekomepuiiiHe nignpuemctBo «Micbka KiHIYHA nikapHa Ne27»




XapkKiBCbKOI MICbKOI paau, afiepronoriyHe BiagiieHHs, M. XapkiB
5. | K.M.H. fAkoBeHko O.K. 3HATO 3
KomyHasnbHe nignpremMcTBo «BonnHCbKa o6nacHa KiiHivHa nikapHa» BOAMHCBLKOT | po3rnsay 3a
ob6nacHoi pagu, BigdineHHa nysbMOHo/OriT, BonuHcbka 06/1., JlyUbKuiA paioH, . | PilLEHHSM

TapacoBe 3adgBHUKa
6. | nikap MNpwutyna A4.B. 3HATO 3
YHiBepcuTeTCbKa K/iHika BiHHULBKOro HaLioHa/IbHOro MeguYHOoro yHiBepcuteTy iM. | po3rnsagy 3a
M.l. Muporosa, ambynaTtopHo-giarHoCTUYHE BiAA4i/IeHHA, M. BiHHMUSA PiLLIEHHAM
3a8BHMKA

7. | nikap lo3osa O.B.

KomyHasibHe HekomepuiiiHe nignpuemctBo «Micbka KiHiYHa nikapHa Ne30»
XapKiBCbKOI MICbKOT paan, 0TON1apMHIooriyHe BigdiieHHs, M. XapkiB

8. | nikap €powweHko .M.

KomyHanibHe nignpueMCTBO «2-a MiCbKa KfiHiYHa nikapHa MonTaBCcbKoi MiCbKOT
pagwn», IOP BigaineHHs, m. NMontasa

9. | K.M.H. AnekcaHgpyk O.[. 3HATO 3
JlikyBanbHO-AiarHOCTUYHWIA LeHTP «Helipo Mnoban» ToBapucTBa 3 0OMEXEHOW | po3rnagy  3a
BigNoBiganbHICTIO «Helipo M1o6an», M. |IBaHO-®paHKIBCbK piLLIEHHAM

3asiBHMKA

3. «PaHpomi3oBaHe, noAgiliHe crine, nnaueb0-KOHTPO/bOBaHE AOC/IMKEHHA B MapasienbHUX rpynax ans
OLiHKM eheKTMBHOCTI, 6e3MeYHOCTi Ta NePeHOCMOCTI AieKcrpaminekcony 415 NnepopasibHOro 3acToCyBaHHSA
NPOTAroM 52 TWXKHIB Yy MaLEHTIB 3 TSXKOW e03nHOogiNnbHo actmoo (EXHALE-2)», kog pgocnigkeHHs AR-
DEX-22-01, 3 iHKoprnopoBaHo nornpaekoto 2, Big, 30 uepBHA 2023, cnoHcop - ApeTea Tepan'toTike IHK. (Areteia
Therapeutics, Inc.), CLLA

®a3za - Il

3anBHuK - TOB «BOPNABANA KNIHIKAM TPAISIC YKP»

Ne M.1.6. BigNOBiAa/IbLHOrO AOCNIAHNKKA,

n/n HasBa micLs NpoBeAEHHs KNiHIYHOTO BUNPOOYBaHHS

1. | o.m.H., npodch. KoBaneHko C.B.

O6nacHe KOMyHaslbHEe HekoMepLiiHe NiANPUEMCTBO «YepHiBeubka ob6nacHa KiiHiYHa fikapHs»,
nigpo3ain nynsMoHosorii, M. YepHisLi

2. | K.M.H. CigopoB A.A.

MpuBaTHe Masie NigNPUEMCTBO, MeAUYHUIA LeHTP «IMynbec», TepaneBTUYHE BigdineHHs, M. BiHHMLA
3. | K.M.H. BuwHuseubknia I.1.

KomyHanbHe nignpuemctBo «JlikapHa Noel» >XUTOMUPCBbKOT MICbKOT padn, KOHCYNbTaTMBHO-
nikyBasibHe BiaAiNneHHs1 «HaykoBO-A0CAIAHNLBKNIA LEHTP», M. XKUTOMUP

4. | K.M.H. Mpnmywko H.A.

[epxaBHa ycTaHoBa «HauioHaslbHWIA HCTUTYT dpTmaiatpii i nynbMoHonorii iMm. @.I. SHOBCbKOro
HaujioHasibHOI akageMmil MeanyHUX HayK YKpaiHu», BigdineHHa nyabMoHoorii, M. Kuis

5. | K.M.H. MockaneHko C.M.

[JepxaBHa ycTaHOBa «HauioHasbHWI IHCTUTYT qoTM3iaTpii i nynbMoHosorii iMm. ®.I'. fAHOBCbKOro
HaujoHanbHOT akagemii MeguuHnX Hayk YKpaiHv», BigAifleHHsA AiarHOCTUKKM, Tepanii Ta KiHIYHOI
hapmakoorii 3aXBopoBaHb siereHb, M. Kuis

6. | A-M.H. Kypuk J1.M.

JepxaBHa ycTaHoBa «HauioHanbHW IHCTUTYT qTM3iaTpii i nynbMoHosorii iM. ®.I. HHOBCbKOro
HaujioHanbHOT akagemii MeguuHux Hayk YKpaiHu», BiAAieHHS OGPOHXO0OCTPYKTMBHMX XBOPOO
nereHb, M. Knis

7. | A.M.H., npody. LWealiko J1.1.

[epxaBHa ycTaHOBa «HauioHaNbHUIA HayKOBWIA LEHTp pagiauiiHoi meanumHn  HauioHanbHOoi
akagemii MeguyHuX HayK YKpaiHu», BigaineHHs ny/AbMOHOSOrIT Bigainy Tepanii pagiauiiHux
HacnigkiB IHCTUTYTY KMiHIYHOI paaionorii, M. Knis

4. bpouwypa pocnigHuka JNJ-61186372 (AmiBaHTama6), BugaHHA 10 Big 28.07.2023 p.; Bpouwypa
pocnigHuka JNJ-61186372 (AmiBaHTamal), BupgaHHAa 11 Big 14.08.2023 p.; Bpouwypa pocnigHuka
JNJ-73841937 (NasepTiHi6), BugaHHa 13 Big 27.07.2023 p.; Bpowypa pocnigHuka JNJ-73841937
(NasepTiHi6), BUAaHHA 14 Big 14.08.2023 p.; IHchopmauis ana nauieHTa Ta dopma iHhopmoBaHoi 3rogu
— MpoTtokon 73841937NSC3003, Bepcis 9.0 yKpaiHCLKOIO MOBOIO AN YKpaiHu Big 26.09.2023;
IHcpopmauia ana naudieHTa Ta dopma iHcpopmoBaHoi 3roaun — MNpoTokon 73841937NSC3003, Bepcis 9.0



pocilicbkolo MOBOIO AnA YKpaiHu Big 26.09.2023; BigknukaHHA 3rogu, IHhopmauisa gnAa nauieHta Ta
dopma iHpopmoBaHoi 3rogn — MNMpotokon 73841937NSC3003, Bepcia 2.0 yKpaiHCbKOO MOBOIO ANA
YKpaiHu Bif, 26.09.2023; BigknukaHHA 3roau, IHpopmauia ana nauieHta Ta ®opma iHthopmoBaHOI
sroau - Mpotokon 73841937NSC3003, Bepcia 2.0 pocilicbkolo MOBOIO A/l YKpaiHu Big 26.09.2023;
Mopaynb 3 posginy 3.2.S [locbe focnigKyBaHOro siikapcbkoro sacooy AmisaHtama6o (JNJ-61186372),
TpaBeHb 2023; IHchopmaLiiiHuii GloneTeHb gocnimkeHHs, 73841937NSC3003-UKR27 INT-3, Bepcis 1.0
Bif 22.08.2023; Bepcis yKpaiHCbKOIO MOBOIO A/1A YKpaiHu Big 20.06.2023; IHchopmauiiiHnii 6toneTeHb
pocnipxeHHs, 73841937NSC3003-RUU27 INT-3, Bepcis 1.0 Big 22.08.2022, Bepcis poCiliCbKOl0 MOBOIO
ANnA YKpaiHu Big 20.06.2023 1,0 NPOTOKOY KIIHIYHOMO JOCNIAKEHHS «PaHaoMi3oBaHe KiHIibYHe JOCioKEHHS
da3n 3 kombiHOBaHOI Tepanii AMiBaHTamaGom Ta Jla3epTiHIOOM Yy MOpiBHAHHI 3 OCUMEpPTUHIGOM Ta Y
NOPIBHAHHI 3 JlazepTiHIOGOM SIK NepLuol NiHii Tepanii y nauieHTiB 3 MiCLLEBO-NOWNPEHNM ab0 MeTacTaTUUYHUM
HeAPiIOHOKNITUHHUM pakoM JflereHb 3 MyTalielo peuenTopiB enigepmasibHoro daktopa pocty (EGFR-
MyTaLi€eto)», kog gocnimxkeHHs 73841937NSC3003, 3 Monpaskoto 3 Big 22.08.2022 p.; cnoHcop - «AHCCEH
SAPMALIEBTUKA HB», benbris

3asaBHuK - «AHCCEH ®APMALIEBTVIKA HB», benbris

5. Crtucna xapaktepuctuka nikapcbkoro 3acody Kitpyga (Keytruda) (MemGponisyma6
(Pembrolizumab)), KOHUeHTpaT ANA pPo3unHY AnNA iHQysiKn, 25 mrimn, Big 28 KBiTHA 2023 poKy,
aHrnincbKkol MOBOK; CTucna xapakTepucTuka Jfikapcbkoro 3acoby Kitpyaa (Keytruda)
(Mem6ponisymad (Pembrolizumab)), kKOHUeHTpaT Ana po3unHy anA iHdysiii, 25 mrimn, Big 06 BepecHs
2023 poKy, aHrNincbKo MOBOIO; IH(hopMauiiiHMii NMCTOK nauieHTa Ta hopma iHhopmMOBaHOI 3roaum,
Bepcia 5.0 gna Ykpainum Big 11 BepecHA 2023 poKy YKPaiHCbKOIO Ta POCiCbKOo MoBaMu; MogoBXeHHSA
TepmiHy npoBefeHHs KMAiHIYHOro BUNpoGyBaHHA B YKpaiHi Ao 31 cepnHa 2025 poky [0 MpOTOKONY
KNiHIYHOrO AocnimKeHHs1 «PaHgomMisoBaHe noAgiiiHe crine gocnimpkeHHs dasu 3 ouunepnimady, aHTuTina go
TIGIT, y noegHaHHi 3 Tucnenisymabom nopiBHAHO 3 NemM6pos1izymabom y nauieHTiB i3 paHiwe HenikoBaHuM,
MiCLLeBOMOLLMPEHUM, HeornepabesibHM abo MeTacTaTUYHUM HeAPIGHOKNITUHHUM PakoM NereHb i3 BUGpaHum
cTatycom ekcnpecii PD-L1», kog, gocnigpkeHHa BGB-A317-A1217-302, sepcis 3 nonpaskoto 4.0 Big 08 TpasHsA
2023 poky; cnoHcop - BeiGene, Ltd. c/o BeiGene USA, Inc., CLLUA

3asBHnk - TOBAPWCTBO 3 OBMEXEHOK BIAMOBIJANBHICTIO
ACCOYLWVIENTC YKPAIHA» (TOB «®PA YKPAIHA»)

«PAPMACBIOTIKAMT PICEPY

6. 3miHa BignoBiganbHOro gocnigHuka y Micuji npoBeAeHHA KiHIYHOro BUNPOGYyBaHHA [0 NPOTOKONY
KNiHIYHOro gocnimkeHHs «baraTtoueHTpoBe, BiAKpUTE, NOAOBXEHE AOCAIMKEHHSA AN OUIHKA A0BroTpuBasiol
edheKkTMBHOCTI Ta 6e3nekn JIoHanercomaTponiHy y AOpOoC/nnX nauieHTiB 3 JediuMtom FopMoHy PocTy», kog,
pocnipkeHHs TCH-306EXT, Bepcisa 5.0 Big 16 yepsHA 2022; cnoHcop - AcueHgic ®apma EHAOKPIHOMOMKM
fisbxH A/C (Ascendis Pharma Endocrinology Division A/S), OaHis

3aaBHUK - AKuensciops /114, YropwuHa

BYNO
BO.M.H., npodp. 3eniHcbka H.B.
YkpaiHCcbKuii HayKOBO-NPaKTUYHWI LeHTp
€HA0KPUHHOT Xipyprii, TpaHcn1aHTauii eHAOKPUHHNX
opraHiB i TkaHUH MO3 YkpaiHu, eHA0KPUHOMNOTiYHE
BiaAiNeHHA, M. KniB

CTANO

K.M.H. Fno6a €.B.

YKpaiHCbKuii HayKOBO-NpPaKTUYHNI LeHTp
EeHOOKPUHHOT Xipyprii, TpaHcnaHTauii eHA0KPUHHUX
opraHiB i TkaHnH MO3 YkpaiHu, eHAOKPUHONOriYHe
BiafineHHs, M. Kuis

7. 3miHa BignoBiganbHOro gocnigHMKa y Micui npoBefeHHA KMiHIYHOro BUNPOGYBaHHA [0 NPOTOKOY
KniHivHoro gocnimkeHHs «foresiGHt: baratoueHTpoBe, paHAoMi30BaHe, 3 napasiesibHuMuM rpynamu, nnaueobo-
KOHTpO/IboBaHe (MOABIHE crline) Ta akTMBHO-KOHTPO/IbOBaHe (BiAKPWUTE) AOCAIMKEHHA edEeKTUBHOCTI Ta
6e3nekn LWOTWKHEBOIO 3aCTOCYBaHHS JIOHanercomartponiHa B NOPIiBHAHHI 3 nnauebo, a Takox B NOPIBHSAHHI 3
COMaTOTPONIHOM LLIOAEHHOrO 3aCTOCYBaHHS Y A0POCAMX 3 AedilMTOM FOPMOHY POCTY», KOA AOCAIMKEHHS
TCH-306, Bepcis 4.0, Big 02 yepsHA 2022 p.; cnoHcop - AcueHgic ®apma EHpokpiHonomku AisixH A/C, OaHis
(Ascendis Pharma Endocrinology Division A/S, Denmark)

3adaBHUK - AKuenbciops /1T4., YropwuHa

BYNO
O.M.H., npod. 3eniHcbka H.B.
YKpaiHCbKnia HayKOBO-MPaKTUYHWIA LEeHTp

CTAJIO

K.M.H. Fno6a €.B.
YKpaiHCbKWiA HayKOBO-MPaKTUYHWIA LEeHTpP

€HAOKPWHHOT Xipyprii, TpaHcnaHTauii eHAOKPUHHNX
opraHiB i TkKaHUH MO3 YkpaiHu, eHOOKPUHOMOriYHE
BigAiNeHHs, M. Knis

€HAOKPUHHOT Xipyprii, TpaHcnaHTawii eHAOKPUHHUX
opraHiB i TkaHnH MO3 YkpaiHu, eHAOKPUHONOTIYHE
BigaineHHs, M. Knis




8. OHoBneHwuii po3gin «fAkicTb» [locbe pAoOCNiAKYBaHOro nikapcbkoro 3acoly PicaHkisymao
(ABBV-066), Bepcis 5.0 B Big 27 u4epBHA 2023 poky; 3a/lyyeHHs1 A0AATKOBUX BUPOOHUKIB
AocnigpkyBaHOro nikapcbkoro saco6y PicaHkizyma6 (ABBV-066) 90 mr/mn, po3uuH gnsa iH'eKuin y
nonepegHL0 HanoBHeHomy wnpuui): AbbVie Biotechnology Ltd., MyepTto-Piko; AbbVie Bioresearch
Center, CLWWA; Charles River Laboratories Germany GmbH, HimeuunHa; KopoTka xapakrepuctuka
nikapcbkoro 3aco6y Stelara (Ustekinumab) 130 mr/26 mn (5 Mr/mn), KOHUEHTpaT ANA PO3UMHY ANA
iHcpy3ili, Bepcia Big 06 nunHa 2023 poKy A0 MPOTOKO/Y KNIHIMHOIO AocnimkeHHs «baratoueHTpoBe
paHAomi3oBaHe AocnimkeHHs 3 dhasu, Lo NPOBOAUTLCS Y CINOMY A/ OuiHIOBaYa e(PekTUBHOCTI pPexnMi 3
METOI BMBYEHHSI picaHKi3ymaly Yy MNOPIBHSHHI 3 yCTekiHymMabom npu nikyBaHHI OOPOC/MX MaLieHTIB i3
XBOpo6oto KpoHa cepefHbOBaXKKOIO UM BAXKKOIO CTYMEHK TSHKKOCTI, 019 AKUX Tepanis npenapatamu, Lo
MPUTHIYYOTb aKTUBHICTb (haKTOpy HEKPO3Y NYX/IMHU, BUSBUIACh Hee(heKTUBHO», koA, AocNigpKeHHs M20-259,
Bepcis 2.0 Big 28 BepecHs 2021 poky; cnoHcop - «E66BI IHk», CLUA / AbbVie Inc., USA

3asaBHuK - E66BI BiodhapmachtoTikan3 Mm6X, LLseiiLapis

9. 3anyueHHA npenapaTiB HeBigknagHoi Tepanii: MikodpeHonar (Mycofit) kancynu 250 mr ans
nepopanbHoro 3actocyBaHHsA: Accord Healthcare Polska Sp.z 0.0. Magazyn Importera, Monbuwa; Intas
Pharmaceuticals Limited, IHgis; IHdnikcnmab (Inflectra), nopowok gns KOHUEHTPaTy A8 PO3YUHY ANA
iHdy3ii, 100mriconakoH: Hospira Zagreb d.o.0., XopBartifi; 3pa3sok MapKyBaHHA npenapaty Ans
HeBigknagHoi Tepanii MikocgeHonar (Mycofit) kancynu 250 mr gna nepopasibHOro 3acToCyBaHHA
(carton and blister ), Bepcia Big 29 »oBTHA 2021 pokKy; 3pa30oK MapKyBaHHA npenapaty Ans
HeBigknagHoi Tepanii IHnikcumab (Inflectra), nopollok AnA KOHUEHTpaTy ANA PO3UUuHy Ansa iHdysil,
100mr/cpnakoH (vial and carton), Bepcis Bif, 22 6epe3Ha 2023 poKy [0 MPOTOKOJY K/iHIYHOTO AOCNIIKEHHSA
«PaHpomi3oBaHe, 6aratoueHTpoBe, NOABINHO crine, MiXHapoAHe pochimpkeHHs |l da3n N BUBYEHHS
epekTMBHOCTI Ta 6e3neyvyHocTi KOMGIHOBaHOI Tepanii AypBasymadéoM i3 onanapibom Yy MOPIBHAHHI 3
MOHOTepanieto aypBasiymaboM y AKOCTI NiATPUMYBasIbHOI Tepanii y nauieHTiB 3 HeApiOHOKMITUHHAM pPakoMm
nereHiB IV cTagil, Aki oTpMMyBann Tepanito NepLUoi NiHil, B AKMX XBOpo6a He nporpecysana nicng ctTaH4apTHOT
ximioTepanii npenapaTtom nnatMHM 3 gypBasiymabom (gocnigkeHHs ORION)», koA AOCNifKEeHHSA
D9102C00001, sepcis 5.0 Big 09 rpyaHa 2021 poky; cnoHcop - AstraZeneca AB, LUBseLis

3asBHuK - TOB «®OPTPIA AEBE/IONMMEHT YKPAIHA»

10. OHOBIEHUIA NPOTOKOJ KANiHiUHOro BunpooysaHHA MK-3475-756 3 iHKOpnopoBaHOIO nonpasKoto 07
BiA 08 BepecHs 2023 poKy, aHrNilicbKOK MOBOH 10 MPOTOKOJ1Y K/iHIYHOrO AOCNiAKeHHS «PaHaoMizoBaHe,
noagiiHe cnine pgocnigpkeHHs 1l da3n gns nopiBHAHHSA nem6Gponisymady 3 nnauebo y kombiHauii 3
Heoa/ toBaHTHOIO XimMioTepanielo Ta af'toBaHTHOK E€HAOKPUHHOK Teparietlo npu NikyBaHHI paky MOJIOUYHOI
3a/1031 3 HAABHICTIO PELENTOPIB 40 eCTPOreHiB i BiACYTHICTIO NIOACLKUX PeLenTopiB enigepMasibHoro hakropa
pocty 2 (ER+ / HER2-) Ha paHHii cTtaaii npu Bucokomy ctyneHi pusnky (KEYNOTE-756)», kog, AOCAIAKEHHSA
MK-3475-756, 3 iHkoprnopoBaHoto rnonpaskoto 06 Big 14 nunHa 2022 poky; cnoHcop - TOB Mepk LWapn eHp
Joym, CLUA (Merck Sharp & Dohme LLC, USA)

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

11. Bpowypa pgocnigHuka Niraparib (Zejula), BugaHHa 15 Big 23.06.2023 p.; Bpowypa gocnigHuka
JNJ-212082 3UTIFA (aGipatepoHa auetart), BugaHHA 18 Big 15.06.2023 p.; Bpowypa gocnigHuka
CJNJ-67652000 (niraparib/abiraterone acetate fixed-dose combination), BugaHHa 5 Big 28.07.2023 p.;
IHhopMmauisa ana nauieHTa Ta ®opma iHhopMmoBaHoi 3rogu — MpoTtokon 64091742PCR3001, Bepcis 5.0
YKpaiHCbKOI0 MOBOK AnA YKpaiHu Big 06.10.2023 p.; IHdopmauis gna nauieHta ta Popma
iHdbopmoBaHoi 3roau - MpoTokon 64091742PCR3001, Bepcis 5.0 pociiicbkolo MOBOIO A1 YKpaiHu Big
06.10.2023 p.; 3miHa Ha3BU Micusl NPoOBeAEHHA K/iHIYHOro BMNPOGYBAaHHA [0 MPOTOKOJY KMiHIYHOIo
pocnipkeHHs «PaHgomizoBaHe, nnaueb0o-kOHTPONbOBaHe, NOABIiHE cAine KAiHIYHE [OCAiMKEeHHS 3 dhasm
npenapaty Hipanapu6 y komb6iHaLii 3 AbipaTepoHa AueTtaTtom Ta NpeaHi30HOM Yy NOpiBHAHHI 3 ABipaTtepoHa
AueTtartom Ta NpefHi30HOM ANS NiKyBaHHA NauieHTIB 3 MeTacTaTMyHUM pakoM nepesmixypoBoi 3a103u», KOZ
pocnigpkeHHs 64091742PCR3001, 3 nonpaskoto 6 Big 30.09.2021 p.; cnoHcop - «<AHCCEH ®APMALIEBTUKA
HB», Benbris

3anBHuK - «AHCCEH ®APMALEBTWKA HB», benbris

BYNO CTAJ/IO
avpekrtop lNapamoHos B.B. aupekrtop MNapavoHos B.B.
KomyHasibHe HekomMepLiiHe nignpuemcTBo | KomyHasibHe HekomepLiHe nigNpPUeEMCTBO
«KniHivyHMi LEHTP OHKONOTIiT, remaTonorii, | «KniHiYHWii LeHTp OHKOJ10TT, remaTosiorii,




TpaHcnaHTonorii  Ta naniatMBHOT  AONOMOMX | TPAHCMNAAHTOMOrI  Ta  MmaniaTMBHOI  A0MNOMOrK
Uepkacbkoi o6nacHoi pagu», O6GnacHMA ueHTp | Yepkacbkoi o6nacHoi pagw», Biggin yponorii,
naacTU4HoI PEKOHCTPYKTUBHOI Ta | Hechbponorii Ta TpaHcnnaHTauii HUPKWK,
MaJ10iHBa3MBHOI OHKOypoorii, M. Yepkacu M. Yepkacu

12. bpowypa pocnigHuKa aocnigkKyBaHOro ikapcbkoro 3acooy Hipanapio (Niraparib)l 3emxyna
(Zejula) (GSK3985771, MK-4827), Bepcisa 15 Big 23 uepBHa 2023 pokKy aHrniiicbKoio MoBoto; Bpolypa
[OocnigHVKa AoCNigpKyBaHOro flikapcbKoro 3acoby floctapnima6 (Dostarlimab) (GSK4057190A (Takox
Bigomoro sik TSR-042)), Bepcia 08 Big 14 nunHA 2023 poKy aHrNiicbKolo MOBOIO; IHOpMaLiiiHKIA
NINCTOK nauieHTa Ta ¢hopma iHhopmoBaHoi 3rogu — yacTuHa 1, Bepcisa 5.0 Big 18 cepnHsa 2023 poky
YKpPaAiHCbKOIO Ta pocilicbkolo moBamu; IHhopmauiiiHUii NMCTOK nauieHTa Ta (popma iHopmoBaHoOI
3rogn — yacTuHa 2, Bepcia 7.0 Big 18 cepnHA 2023 poKy YKPaiHCbKOK Ta POCIiCbKO MOBaMWu;
CnpoueHe Jocbe gocnigpKyBaHOro nikapcbkoro 3aco6y Hipanapio (Niraparib), Ta6netku, 100 wr,
Bepcis 1 aHrniicbKo MOBOH; JOCbE AOCNiAKYBaHOro flikapcbkoro 3aco6y Mnauye6o go Hipanapioy
(Niraparib), TabneTtku, Bepcis 1 aHrnificbkoto MmoBoto; Po3ain 3.2.A.2 «OuiHKa 6e3Me4YHOCTi CTOPOHHIX
areHTiB» (Adventitious Agents Safety Evaluation) (go Aocbe gocnigkyBaHOro iikapcbKoro 3acooy
Mnaue6o go Hipanapioy (Niraparib), Ta6neTtku), Bepcia 1 aHrnificbkoo MoBoto; CnpoleHe flocbe 3
AKOCTi pocnifmKyBaHoro nikapcbkoro 3aco6y Hipanapi6 (Niraparib), kancynu, 100 mr, Bepcia 2
aHrniicbkol MoBow; [Jocbe p[ocCnigKyBaHOro nikapcbkoro 3aco6y [Mnaue6o po Hipanapioy
(Niraparib), kancynn, Bepcis 1 aHrniiicbkolo MoBoOio; CnpolieHe [locbe 3 SKOCTI [OC/ifAKYBaHOro
nikapcbkoro 3aco6y [octapnimaé (Dostarlimab), 50 mr/imn, Bepcia 2 aHrnilicbkolo MoBOI0; 3MiHa
HasBM BUPOGHMYOI AinAHku 3 Mayne Pharma, Inc., CLUA Ha Catalent Greenville Inc, CLUA ansa
pocnipxyBaHux nikapcbkux 3aco6iB: Hipanapié (Niraparib)l 3epxyna (Zejula) (L-001946812-005R,
MK-4827, C1508283, GSK3985771), kancynu, 100 mr; MNnaye6o ao Hipanapioy (Niraparib)/3emxyna
(Zejula), kancynu; Hipanapi6é (Niraparib) (L-001946812-005R, MK-4827, C1508283, GSK3985771),
TabneTKn, BKpUTi NNiBKOBOIO 060J/10HKOIO, 100 Mmr; Mnaue6o Ao Hipanapidy (Niraparib), Ta6netku,
BKpPUTi NNiBKOBOKD 0GONIOHKOI; KOpoTKa XapaKTepucTtuka fikapcbkoro 3sacoly 3emxyna (Zejula),
kancynu, 100 mr, Bepcif Big 18 nunHA 2022 pOKy aHIMIACbKOIO MOBOK [0 MPOTOKO/Y KIiHIYHOIO
JocnipkeHHs «PaHpomizoBaHe noAgiiHe cnine GaraToOueHTPOBE AOCNIMKEHHS hasum 3 gocTapnimady
(TSR-042) B kOoMGiHaujii 3 KapbonnaTMHOM i nakaiTakcenom MopiBHAHO 3 nnauebo B KOMOiHauii 3
Kapbon1aTUHOM i NakniTakcesI0M y NayieHTOK 3 peuuamBHUM abo NEPBUHHMM NOLUMPEHUM PakOM eHAOMETPI0
(RUBY)», kog gocnigpxeHHa 4010-03-001, sepcis 6.0 Big 31 6epesHsa 2023 poky; cnoHcop - TESARO, Inc.,
CWA

3anaBHMK - TOBAPWCTBO 3 OBMEXEHOK BIANOBIJA/IBHICTIO «®APMACBLIOTIKAN PICEPY
ACCOYLIVENTC YKPAIHA» (TOB «®PA YKPATHA»)

13. MNoAaoBXeHHA TPUBAOCTI AOCNiMKEHHA B YKpaiHi A0 30 uepBHA 2024 poKy A0 NPOTOKOY KNiHIYHOIo
pocnigxeHHa «PaHgomiszoBaHe, nmoggiliHe cnine gocnimpkeHHa 3 dpasn 415 BMBYEHHS edpeKTUBHOCTI Ta
6e3neyHocTi npenapaty SAR442168 y nopiBHAHHI 3 TepudnyHomigom (Ob6apxio®) B yyacHuKiB 3
peuuamsytouumMmn hopmamm poscisHoro ckneposy (GEMINI 1)», kog, gocnigxeHHs EFC16033, 3 nonpaskoto
08, Bepcis 1 Big 12 rpyaHa 2022p.; cnoHcop - Genzyme Corporation, USA (xeH3alim KopnopeiiwH, CLUA)
3aaBHUK - TOB «CaHogi-ABEHTIC YKpaiHa»

14. focbe pocnigKyBaHOro nikapcbKoro 3aco6y ABatpom6Gonar maneat (Avatrombopag maleate),
rotoBui NikapcbKuii 3acié ta nnauedo, Bepcia 09 Big 07 BepecHA 2023 pOKy aHrNiliCbKOO MOBOIO;
MogoBXeHHA TepMmiHy nNpuAaTHOCTI  [OCAIgKYBAHOroO JliKApCbKOro 3acoby ABarpomoonar
(Avatrombopag), nopoLioK AnAa nepopasibHOI cycneHsii, B kancynax, 10 mr go 36 micAyiB 40 NpoTOKONYy
KMiHIYHOTO  JocnifpkeHHs «baraToueHTpoBe paHAoMi30BaHe MOABIMHO chine nnaue6o-KoOHTPOosiboBaHe
BUNpobyBaHHA ha3n 3b B napanenbHUX rpynax 3 NogasibLIO BiAKPUTOK PO3LIMPEHO dha3ol AN OLiHKM
edpekTMBHOCTI Ta 6e3nevyHoCTi ABaTpomoéonary a5 nikyBaHHA TPOMOOLMTONEHIT B NaLEHTIB AUTAYOr0 BiKY 3
iIMYHHOIO TPOMOOLMUTONEHIED NpoTArom =6 MicAuis», Kof gocnigpkeHHs AVA-PED-301, sepcia 3.0 Big 02
nuctonaga 2021 poky; cnoHcop - Sobi, Inc., CLUA

3asBHnk - TOBAPWCTBO 3 OBMEXEHOI BIAMOBIJANBHICTIO «®APMACBIOTIKAN PICEPY
ACCOYLWVENTC YKPAIHA» (TOB «®PA YKPAIHA»)

15. 3mMiHa KOHTPAKTHOI A0CNIAHULbLKOI OpraHisauii, BignoBiga/ibHOT 3a BUKOHAHHSA BaXX/IMBUX 3aBAaHb
Yy paMkax KniHiyHoro Bunpo6yBaHHsA 3 TOB «CaHodpi-ABeHTiC YKpaiHa» Ha TOB «[MAPEKCE/1 YkpaiHa»
[0 MPOTOKOAY K/IHIYHOro AO0CAIMKEHHS «[JOBrOCTPOKOBE PO3LUMPEHE OOCMIMKEHHS 3 OUIHKA 6e3neku Ta
edhekTBHOCTI npenapaty SAR442168 y yyacHUKIB AOCNIMKEHHS 3 peUuuanByOUMM PO3CISSHUM CKNEPO30M>»,

5



Koa pocnimkeHHs LTS16004, 3 nonpaBkot 08, Bepcis 1 Big 19 uepBHA 2023 poky; cnoHcop - Genzyme
Corporation, USA (JxeH3aiim KopnopeiiwH, CLLA)
3asBHuK - TOB «MAPEKCEJ YkpaiHa»

16. 3MiHa KOHTPaKTHOI AO0CNIAHULLKOI OpraHisauii, BignoBiAa/IbHOI 3a BUKOHAHHS BaXX/IMBUX 3aBAaHb
y pamKax KniHiuyHoro Bunpo6yBaHHA 3 TOB «CaHocdpi-ABeHTIC YkpaiHa» Ha TOB «MAPEKCE/1 YkpaiHa»
[0 NPOTOKOJTY KMIHIYHOTO JOCNIMKEHHS «PaHgomizoBaHe, noagiliHe cnine focnimkeHHs 3 dhasmn 415 BUBHEHHS
edheKkTMBHOCTI Ta 6e3ne4yHocTi npenapaty SAR442168 y nopiBHsHHI 3 TepudnyHomigom (Obamkio®) B
YYacCHUKIB 3 peumansyounmm popmamm poscisiHoro ckneposy (GEMINI 1)», koa gocnigxeHHs EFC16033, 3
nonpaskoto 08, Bepcia 1 Big 12 rpyaHa 2022p.; cnoHcop - Genzyme Corporation, USA (xeH3alim
KopnopeliwH, CLUA)

3asBHuK - TOB «MAPEKCEJ1 YkpaiHa»

17. OHoBneHa Bepcia Bpowypu AgocnigHuka pocnigKyBaHOro JikapcbKoro 3aco6y MaciTuHio,
BugaHHA 1.0 Big, 26 uepBHA 2023 10 NPOTOKOSTY KMiHIYHOIO A0CiAKeHHs «pocnekTuBHe, 6araToLeHTpoBe,
paHgoMi3oBaHe, noAgiiHe cnine, nnauebo-KOHTposIboBaHe gocnimkeHHs Il dpasm B napanenbHux rpynax, 3
METOH OL|iHKM eheKkTMBHOCTI Ta 6e3nekn MaciTUHIGY y KOMOGIHaUT 3 puay30/10M Y MOPIBHAHHI 3 nnauebo y
KOMOGiHaLii 3 puny3o/ioM Npu JliKyBaHHI MauieHTiB 3 6i4HMM amioTpodpivHum ckneposom (BAC)», ko
pocnigpkeHHss AB19001, sepcis 7.2 ROW Big 23 cepnHsi 2021; cnoHcop - AB Science, ®paHujis

3aasHuK - TOB «CIHEPI)KW I'TTOBAJ1 YKkpaiHa», YKpaiHa

18. OHoBneHa Bepcia Bpowypu AgocnigHuka pocnigKyBaHOro JikapcbKoro 3aco6y MaciTuHio,
BugaHHa 1.0 Big 26 uepBHA 2023; 3MiHa 3assBHUKA KMiHIYUHOro BUNPOGYBaHHA B YKpaiHi [0 NpOoTOKoNy
KMIHIYHOTO JOCAiMpKeHHS «96-TUXKHEBE, NPOCMNEKTMBHE, baraToLeHTPoBE, paHAOMi3oBaHe, MOABiiiHe chine,
nnaueb0-KoOHTPOIbOBaHe AoCNiAKeHHS 3 dpa3n 18 NOPIBHAHHA e(pekTUBHOCTI Ta 6e3nekn TUTPYBaHHA 003U
MaciTuHioy o 4.5 mr/kr/goby B nopiBHAHHI 3 nnauebo npu NikyBaHHI NaUiEHTIB 3 NePBUHHO-MPOrPEeCYUYUM
ab0 BTOPMHHO-NPOrpecyymMM po3CisHUM Ck/1epo30oM 6e3 3arocTpeHb», Ko gochimkeHHs AB20009, sepcis
4.1 Bif 21 6epesHs 2022; cnoHcop - AB Science, ®paHuis

3aasHuk - TOB «CIHEPO)XW NMOBAJ YkpaiHa», YkpaiHa

BYNO CTANO
TOB «CiHepmxu I'pynn YkpaiHa», YKpaiHa TOB «CIHEP)KWN IMOBA/J YKPAIHA», YKpaiHa




