Jomatox 1

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo 3aTBEpIKEHHS CYyTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUINIPOOYBaHb»
07.05.2024 Ne 791

Inentudikariist CyTTEBOI MOMPaBKU

Onosnenuii npotokou 3 Ilonpaskoro 4 Bix 14.11.2023 p.; Indopmartis mist namienra ta @opma
iHpopmoBanoi 3romu — Ilpotoxon 73841937NSC3003, Bepcis 10.0 ykpaiHCBPKOIO MOBOIO JUIS
VYkpaiau Big 26.02.2024 p.; [ndopmaris ais namierta Ta @opma iHpopmoBanoi 3roau — [IpoTokosn
73841937NSC3003, Bepcist 10.0 pociiicbkoro MoBor st Ykpainu Big 26.02.2024 p.; @opma
BiIKIMKaHHA 1HQopMoBaHoi 3roau — IIporoxon 73841937NSC3003, Bepcis 3.0 ykpaiHCBKOIO
MOBOIO Uit Ykpainu Bin 22.02.2024 p.; @opma BiakaukaHHs iHdopMoBaHOi 3rogu — [IpoTokon
7384193 7NSC3003, Bepcis 3.0 pociiicbkoro MoBoto ist Ykpainu Bin 22.02.2024 p.; OHoBieHHMIA
Moyns 3: Skicts Jlocke qocimimkyBaHoro JiKapebkoro 3aco0y AmiBantamad (JNJ-61186372), Bin
xoBTHs 2023 poky; BxirouenHs hopmu Jikapchkoro 3aco0y, 10 BUKOPUCTOBYETHCS SIK TpenapaT
nopiBastHAS, OcuMeptuHi0, Osimertinib, Tarpicco, Tagrisso, TabieTku, BKPUTI 000I0HKOFO, 40 MT;
Fisher Clinical Services, CILIA; Fisher Clinical Services GmbH, IlIsetinapis; Catalent Pharma
Solutions LLC, CIIA; Catalent Germany Schorndorf GmbH, Himeuunna; Janssen Pharmaceutica
NV, benbrig; BxiaroueHHs Gopmu JTiKapchbkoro 3aco0y, M0 BHKOPUCTOBYETHCS SIK IMpenapar
nopiBHsaHHS, OcumepTuni0, Osimertinib, Tarpicco, Tagrisso, TabneTku, BKpUTi 000J10HKOI0, 80 MT;
Fisher Clinical Services, CIIIA; Fisher Clinical Services GmbH, IIBefinapis; Catalent Pharma
Solutions LLC, CIIIA; Catalent Germany Schorndorf GmbH, Himeuunna; Janssen Pharmaceutica
NV, Bensbris; CropolieHe J0Cbe JOCIIIKYBAaHOTO JIiIKapcbkoro 3aco0y OcumepTuHiO, TabaeTkH,
BKpUTI 000s0HKOM0, 40 Mr ta 80 wmr, Bix 26.06.2023; 3pa3zok mapkyBaHHs OcumepTtunio, 80 mr,
TabJIeTKH, BKPUTI 000JI0HKOIO, Bepcis | ykpaiHchkoro MoBoro Big 31.08.2023; 3pa3ok MapKyBaHHS
OcumeptuHi6 40 Mr, TabaeTKH, BKPUTI 000JI0OHKOI0, Bepcis 2 yKpaiHchkoio MoBoro Bif 04.09.2023;
[IponoBkeHHs TEpMiIHY TTPOBEICHHSI KJIIHIYHOTO BUIIpoOyBanHs 10 15.12.2027 B YkpaiHi Ta cBiTI;
3MiHa BiAMOBIAANBHOTO aocuigauka y MIIB:




MIPOJIOBXKEHHS JoaTka 1

YKropoJachbKoi MICBKOi paju, TeparneBTUYHE
BiaieHHs, Jlep)KaBHUIM BUIMN HaBYAIbHHUI
3aKiaa «YKropoJChKHUI HaI[lOHATTLHUI
yHiBepcuteT»,  Kadeapa  OHKoJorii  Ta
pamionorii  QaxkymbTeTy  MiCISAUITIOMHOT
OCBITH Ta JIOYHIBEpPCUTETCHKOI IMiJrOTOBKH,
M. YKroposa

BYJIO CTAJIO
‘ n.M.H., ipod. ['oteko €.C. ‘ nikap ['oteko LIO.
KomyHaneHe HekoMepuiiiHe mianmpuemctso | KoMyHanbHe —HeKOMepLiliHe —IiANPHEMCTBO
«llenTpanbHa Micbka KiiHiuHa JikapHs» | «lleHTpanmpHa MicbKa KIIHIYHA  JIIKapHS»

VYKropoJchkoi MiCBbKOi pajay, TeparneBTUYHE
BiIIIeHHS, Jlep)KaBHUIM BUINMA HaBYaIbHUI
3aKiaz «YKTrOpOACHKUI HaI[lOHATTbHUI
yHiBepcuTeT»,  Kadeapa  OHKoJoTii  Ta
pamionorii  ¢akynbTeTy  MiCISAUILIIOMHOI
OCBITH Ta JIOYHIBEPCUTETCHKOi MiArOTOBKH,
M. YKropona

Howmep ta nata nakazy MO3 mipo
MPOBEJICHHS KJIIHIYHOTO
BHUIPOOYBaHHS

Ne 3059 Bix 29.12.2020

HasBa kiiHiuHOTO BUIIPOOYBaHHS,
KOJI, BepcCis Ta gara

«PangomizoBane kiiHiuHe nmociipkeHHs Pasu 3 komOiHOBaHOi Tepamii AmiBaHTamaboM Ta
Jlazeptinibom y mopiBHAHHI 3 OcuMepTuHIOOM Ta y mopiBHAHHI 3 JlazepTiHiOOM sk mepoi JiHii
Teparii y Hari€eHTiB 3 MiCIIEBO-TIOIIUPEHUM 200 METaCTaTUYHUM HEJIPIOHOKIITUHHUM PaKOM JIET€Hb
3 MyTaIli€ro perenTopis enigepmanbHoro hakropa pocty (EGFR-myrarttiero)y, 73841937NSC3003,

3 [Nonpagkoro 3 Bix 22.08.2022 p.

3asiBHUK, KpaiHa

«IHCCEH ®APMANEBTHUKA HBy», benbris

Cnoncop, kpaiHa

«IHCCEH ®APMAIIEBTUKA HBy», benbris

Havanbank ®@apManeBTHYHOI0 YIIPaBJIIHHSA

Tapac JIAICKOBCbKHI

(mmimrmic)

(Bnacue im’st [IPI3BUILIE)




JlopaTok 2

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo 3aTBEpIKEHHS CYyTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUINIPOOYBaHb»
07.05.2024 Ne 791

Inentudikariist CyTTEBOI MOMPaBKU

Onornena bpomrypa gocnmigHuka Ui JIiKapchbKOTo 3aco0y edrunarimon anbda, Bepcis 11 Big
15 mrotoro 2024 poky; OHoBieHa bporrypa mocnigHuka Juis Jikapchkoro 3acody I[TemOpomnizyma0,
BuaanHs 24 Bing 08 nucromnana 2023 poky

Howmep Ta nara nakazy MO3 npo
MIPOBECHHS KJIIHIYHOTO
BUNIPOOYBaHHS

Ne 1012 Bix 24.05.2021

Haspa kiiHiuHOTO BUIIPOOYBaHHS,
KOJI, BepcCis Ta gara

«TACTI-002 (Two ACTive Immunotherapeutics): baratouenrpose, Binkpute gociimkenss dasu 11
y TAI[iEHTIB 3 paHille HEeNIKOBaHUM HEonepaldellbHUM a00 METaCTaTHYHHM HEAPiIOHOKITITHHHUM
pakom nereni (HIAPJI), abo penuausyrounm PD-X pedpakrepuum HIPJI, abo penmauByrouum uu
METACTaTHYHUM TUIOCKOKIIITUHHUM pakoM ronoBu Ta mui (ITPTL), siki OTpUMYIOTh PO3YHMHHUI
pexombinanTHuit 6110k LAG-3 edrtunarimon ansda (IMP321) y xombinanii 3 nemOpomizymadbom
(anTaronict PD-1)», TACTI-002, Bepcist 5.0 dinanbha, Bix 18 ceprus 2023 poky

3asiBHUK, KpaiHa

TOB «®OPTPIA JEBEJIOIIMEHT YKPAIHA»

Cnoncop, kpaiHa

Immutep S.A.S., ®panuis

Havanbank ®@apManeBTHYHOI0 YIPaBJIIHHSA Tapac JIAICKOBChKHI

(mmimmic) (Bnacue im’st [IPI3BUILIE)



JlonaTok 3

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo 3aTBEpIKEHHS CYyTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX
BUINIPOOYBaHb»

07.05.2024 Ne 791

Inentudikariist CyTTEBOI MOMPaBKU

OHoBIeHUH TTPOTOKOJ KiIiHIYHOTO BUTIpoOyBaHHa MK-1242-035, 3 iHKOPIIOPOBAHOIO MOIPABKOIO
03 Bim 25 ciuas 2024 poky, aHIIHACHKOI MOBOIO; bpomypa nociinnuka Bepimiryar
(MK-1242/BAY 1021189), Bumauus 14 Big 19 rpyans 2023 poky, aHIIIIHCBKOI0 MOBOIO;
MK1242-035 300pakeHHsI Ha eNEKTPOHHHUX MIOJeHHUKAxX JuIi namienTa (Instrument Screenshots;
EQ-5D-5L; KCCQ; Standard Application Screenshots; Version History), Bepcis 2.0 Big 18 ciuns
2024 poky, ykpaiHCcbkoio MoBow0; OnoBienuit posmin «2.3.S. DRUG SUBSTANCE», mocbe
nocaimkyBaHoro Jikapcekoro 3aco0y MK-1242; VERICIGUAT, Bepcis 08HHGF Bix 19 ciuns
2024 p., anrmiiicekoro MoBoro; OHoBneruid po3nin «2.3.P. DRUG PRODUCT PLACEBO», nocke
nocaimkyBaHoro Jikapcekoro 3aco0y MK-1242; VERICIGUAT, Bepcis 08HHGF Bix 19 ciuns
2024 p., aarmiiicekoro MoBor; Onoiienuid po3nin «2.6.4 PHARMACOKINETICS WRITTEN
SUMMARY», nocke pocmimkyBaHoro iikapcbkoro 3zacody MK-1242, VERICIGUAT, Bepcis
08FSQZ, Bim 30 oxoBTHa® 2023 poKy, aHIIKWCBEKOI MOBOI; OHOBICHHH  PO3MILT
«2.6.6 TOXICOLOGY WRITTEN SUMMARY», nocbe HOCHIIKYBaHOTO JIKapChKOTO 3aco0y
MK-1242, VERICIGUAT, Bepcist 088ZZZ, Bin 04 kBiTHs 2023 poKy, aHTIIIMCHKOIO MOBOIO

Howmep Ta nata nakazy MO3 npo
MIPOBECHHS KIJIIHIYHOTO
BUIIPOOYBaHHS

Ne 2237 Bix 18.10.2021

Ha3Ba kiiHiuHOTO BUNPOOYBaHHS,
KOJI, Bepcis Ta Jara

«PannomizoBane miaie00-KOHTpoJaboBaHe 0Oa3oBe KiiHIuHe pociiakeHHs Il ¢a3zu mnsg ouinku
epexTUBHOCTI Ta Oe3neku Bepiuiryaty / MK-1242, ctumynaropa po3dMHHOI I'yaHITaTHUKIA3H, Y
JOPOCIUX 3 XPOHIYHOIO CEpPLEBOI0 HEAOCTATHICTIO 31 3HWKEHOI (PAKIIE BUKUIYY,
MK-1242-035, 3 inkopnopoBaHoto nonpaskoro 02 Big 01 cepnust 2022 poky

3asBHHUK, KpaiHa

ToBapuctso 3 oomexkeHoo BianosiganbHicTIO «MCJl Ykpainay

CnoHcop, KpaiHa

TOB Mepk Illapn ena Joym, CHHIA (Merck Sharp & Dohme LLC, USA)

Havanbuuk @apManeBTHYHOI0 YIPABIiHHSA Tapac JISICKOBCHKHI

(mimmc) (Bnacue im’st [IPI3BUILE)



Jonmatok 4

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo 3aTBEpIKEHHS CYyTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUINIPOOYBaHb»
07.05.2024 Ne 791

Inentudikariist CyTTEBOI MOMPaBKU

3MiHa Ha3B MiCIlb IPOBEICHHS KITHIYHOTO BUIIPOOYBAHHS:

bYJIO

CTAJIO

K.M.H. ['peuixin I'.B.

lepxaBHa ycraHoBa «IHCTUTYT MeEIUYHOT
panionorii im. C.II. I'purop’eBa HamnionansHot
akageMii ~ MEOIUYHUX  HAyK  YKpaiHuy,
BIJIIUICHHS OHKOJIOT1YHOI Xipyprii, M. XapKiB

K.M.H. ['peuixin I'.B.

HepxaBHa ycTaHoBa «lHCTHUTYT MeAMYHOI
panionorii Ta onkosorii iMm. C.II. I'purop’eBa
HamionanpHoi  akazmemii MeIUYHHX  HAyK
Ykpainu», BIIALICHHS OHKOJIOT14HOI Xipyprii,
M. XapkiB

aikap 3y6xos O.0.
JepxaBHa ycranoBa «HarioHamsHUI IHCTUTYT
Xipyprii Ta TPaHCIIAaHTOJIOT11
iM. O.0. Hlanimosay HamionansHO! axamemii
MEAWYHUX  HAayK  YKpaiHd,  BiIAUIEHHS
oHKouorii, M. Kuis

3aB. BigginenHsa 3yokos O.0.

HepxaBHa yCTaHOBA «HarmionanpHmiA
HAYKOBHI IIEHTP Xipyprii Ta TPaHCILJIAHTOIOT1]
imeri O.0. Hlanimosa HanionansHoi akagemil
MEAWYHUX  HayK  YKpaiHW», BiIAUIEHHS
oHKoJorii, M. Knuis

Howmep Ta nata nakazy MO3 npo
MIPOBECHHS KJIIHIYHOTO
BUIIPOOYBaHHS

Ne 1143 Bix 15.05.2020

Hasga kiiHiYHOTO BUIPOOYBaHHH,
KOJI, Bepcis Ta Jara

«bararonieHTpoBe, paHIOMI30BaHe, MOABIIHE cilile, KOHTPOJIbOBaHE 3a JONOMOIOK AKTUBHOIO
npemnapary kiaiHiuHe fgociijpkeHHs Il dasm s ouinku Oe3neku Ta epeKTUBHOCTI JEHBATUHIOY
(E7080/MK-7902) 3 mnembOpomizymabom (MK-3475) y mnoeaHaHHi 3 TpaHcapTepiaJbHOIO
ximioembounizauiero (TACE) nopiBusiHO 3 npoBeieHHAM TUIbki TACE y yyacHUKIB 3 HEBUITIKOBHOIO

|  HemeracTaTHMuYHOK  remaTorentoysipuoro  kapruaomor  (LEAP-012)», MK-7902-012,
3 IHKOpIIopoBaHoo nonpaskoto 05 Bix 28 mucronana 2022 poky

3asiBHUK, KpaiHa ToBapucTBo 3 00MexkeHo0 BianoBigangbHicTI0O «MCJI Ykpainay

CnoHcop, KpaiHa TOB Mepk lapn ean Joym, CIIIA (Merck Sharp & Dohme LLC, USA)

Havanbuuk dapManeBTHYHOI0 YHPABIiHHS Tapac JSICKOBCbKHUI

(mimmc) (Bnacue im’st [IPI3BUILE)



Jomatok 5

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo 3aTBEpIKEHHS CYyTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUINIPOOYBaHb»
07.05.2024 Ne 791

Inentudikariist CyTTEBOI MOMPaBKU

OnHoBeHU# MPOTOKOJ KiIiHIYHOrO BUnpoOyBanHs MK-6482-005 3 iHKOPIOPOBAaHOIO MOIMPABKOIO
08 Bix 19 Gepesnst 2024 poxy, aHTITIHCEKOI0 MOBOIO

Howmep ta nata nakazy MO3 mipo
MIPOBEJICHHS KIIIHIYHOTO
BHUIPOOYBaHHS

Ne 767 Bin 02.04.2020

Ha3ga xiiHiuHOTO BUNIPOOYBaHHS,
KOJI, Bepcis Ta aara

«Binkpute, pangomizoBane gociimkeHHs 3 gasu npenapaty MK-6482 B mopiBHSHHI 3 IpenapaTomMm
€BEpOJIIMYC Y YYAaCHHUKIB 3 IOIIMPEHUM HHUPKOBO-KIITUHHUM pPaKOM, SIKUH IPOrpecyBaB Micis
nonepenuboi PD-1/L1 ta VEGF-Taprernoi tepamii», MK-6482-005, 3 iHKOpIopoBaHOIO
nonpaBkoro 06 Bix 13 numas 2022 poky

3asBHUK, KpaiHa

ToBapucTBO 3 0OMe)eHo10 BianoBiganbHicTIO «MCJl Ykpaina»

CnoHncop, kpaiHa

TOB Mepk Illapn enn Joym, CIIIA (Merck Sharp & Dohme LLC, USA)

Havanbuuk ®dapManeBTHYHOI0 YIPABIiHHSA Tapac JSICKOBCbKHUI

(Tigmmc) (Bnacue im’st [TIPI3BUILE)



JlopaTok 6

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo 3aTBEpIKEHHS CYyTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUINIPOOYBaHb»
07.05.2024 Ne 791

InenTudikariist CyTTeBOI MOMPaBKU

bpomypa nocnigauka, Wilate, 22 Bix 20 motoro 2024 poky

Howmep Ta nara nakazy MO3 npo
MIPOBECHHS KJIIHIYHOTO
BUNIPOOYBaHHS

Ne 1722 Bix 11.08.2021

HasBa kiiHiuHOTO BUIPOOYBaHHS,
KOJI, BepcCis Ta gara

«Kiiniune nmocmipKeHHs Ui OIIHKM e(QEeKTUBHOCTI, (apMaKOKIHETHKH, IMYHOTE€HHOCTI Ta
6e3nevHocTi mpemapaty Binare (Wilate) y marieHTiB BikoM 10 6 POKIB 13 BaKKOI0 (hOPMOIO XBOPOOH
Binneopanma», WIL-33, Bepcis 03 Bix 05 rpynus 2022 p.

3asBHUK, KpaiHa

TOB «Cineoc Xenc Ykpainay

CnoHncop, kpaiHa

Octapharma Pharmazeutika Produktionsges.m.b.H., Austria

Havanbuuk ®dapManeBTHYHOIO YIPABIiHHSA Tapac JSICKOBCbKHUI

(miarmic) (Bnacue im’st [IPI3BULLE)



Jonmarox 7

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo 3aTBEpIKEHHS CYyTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUINIPOOYBaHb»
07.05.2024 Ne 791

Inentudikariist CyTTEBOI MOMPaBKU

3MiHa BiAMOBIJAJILHOTO JIOCIIIHUKA B MICLII TPOBECHHS BUIPOOYBAHHS:

M. Kpuswuii Pir

bYJIO CTAJIO
‘ 3aB. Bia. ['ermanens O.B. ‘ 3aB. Bia. Hlentyxa O./1.
Komynaneae mignpuemctBo  «Kpusopispka | Komynansne mignpuemcrso  «KpuBopisbka
MicbKka KiiHiuHa JikapHs Ne2» Kpupopisbkoi | Micbka KitiHiuHa JjikapHs Ne2» Kpupopizpkoi
micekoi pamu, CIT «Micekuii kapaionoriunuii | Micbkoi — paau,  CTpyKTypHMH  mifpo3in
LEHTP», PEBMATOJIOTIYHE Bigninenns, | «Micbkuii KapIi0JI0TiYHUH LEHTPY,

peBmarosoriyae BijaineHss, M. Kpusuii Pir

Howmep Ta nara nakazy MO3 npo
MIPOBEACHHS KJIIHIYHOTO
BUNIPOOYBaHHS

Ne 1773 Bix 20.08.2021

HasBa kiiHiYHOTO BUIPOOYBaHHH,
KOJ, BepcCis Ta faTa

«bararonieHTpoBe, paHI0Mi30BaHe, MOABIIHE ciine, mIaned0-KOHTPOIbOBaHe JOCTiKeHHs haszu 3
JUTSL OIIHKK €(EKTUBHOCTI Ta O€3MeYHOCTI MIAIIKIPHOTO BBEIEHHS aHipporymaldy Iopocium
MaIieHTaM 3 CHCTEMHUM 4epBOHUM BoBuakom», D3465C00001, Bepcis 4.0 Big 14 uepsHs 2023 poky

3asiBHUK, KpaiHa

[TinnmpuemctBo 3 100% 1HO3EMHOIO IHBECTHITIEID «AVK’IOBIA PJIC Ykpaina»

CnoHcop, kpaiHa

AstraZeneca AB, Sweden

Havanbunk ®@apManeBTHYHOIO YIPaBJIIHHSA

Tapac JIAICKOBChKHI

(mmimmc)

(Bnacue im’st [IPI3BUILIE)




JlonaTok 8

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo 3aTBEpIKEHHS CYyTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUINIPOOYBaHb»
07.05.2024 Ne 791

Inentudikariist CyTTEBOI MOMPaBKU

3anmydeHHs A0 kimiHiYHOro BumpoOyBanHsa D6972C00003 opranizariii, sika Oyae BiANMOBITaTH 3a
MHUTHC O(OPMJICHHS, JIOTICTHKY Ta 30epiraHHs JOCIIDKYBaHOIO JIKAapChKOro — 3acoQy:
TOB «AT'EHIIA «C.M.O.-YKPAIHA»

Howmep Ta nara nakazy MO3 npo
MIPOBECHHS KJIIHIYHOTO
BUNIPOOYBaHHS

Ne 481 Binx 20.03.2024

Haspa kiiHiuHOTO BUIIPOOYBaHHS,
KOJI, BepcCis Ta gara

«PangomizoBaHe, MOJBIMHE CIlile, aKTUBHO KOHTPOJbOBaHE AOCTIKEHHS a3y 3 Uil OIIHKH
epeKTUBHOCTI, Oe3nekn Ta nepeHocuMocti bakcapocrary B xomOiHamii 3 [lamarmidino3unom y
MOPIBHIHHI 3 MOHOTepamni€eo Jlanarmiguo3nHoM 1010 MPOrpecyBaHHs XPOHIYHOI XBOPOOU HUPOK
(XXH) y yuacaukiB i3 XXH Ta BHCOKMM KpoB’SHUM THCKOM», D6972C00003, Bepcis 3.0 Bix
15 6epesns 2024 poky

3asiBHUK, KpaiHa

TOB «ACTPA3EHEKA YKPAIHA»

CnoHcop, kpaiHa

AstraZeneca AB, Sweden

Havanbuuk ®dapManeBTHYHOI0 YIPABIiHHSA Tapac JSICKOBCbKHUI

(migmmc) (Bnacue im’st ITPI3BUILLE)



JlonmaTok 9

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo 3aTBEpIKEHHS CYyTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUINIPOOYBaHb»
07.05.2024 Ne 791

Inentudikariist CyTTEBOI MOMPaBKU

bpomypa nmocminnuka Topunamimady (JSO01/TABOOI), Bepcis 8.0 Bim 01 mrororo 2024 poky,
AHTJIHCHKOI0 MOBOIO; 3MiHA Ha3BU MICIISl IPOBEACHHS BUIPOOYBAHHS:

bYJIO

CTAJIO

aikap 3yoxos O.0.
HepxaBHa ycranoBa «HarioHansHu IHCTUTYT
xipyprii Ta TPaHCIUIAHTOJIOT 11
iM. O.0. HlamimoBa» HamionansHOI akamemii
MEIMYHUX  HayK  YKpaiHW,  BIAJIUICHHS
oHkouorii, M. Kuis

nikap 3yoxos O.0.
JepxxaBHa yCTaHOBa «HanionansHMt
HAYKOBHUH IIEHTp Xipyprii Ta TPaHCILIAHTOJOT 1T
imeni O.0. llanimosa HarionansHol akamemii
MEIMYHUX  HAyK  YKpaiHW»,  BIJIUICHHS
oHkouorii, M. Kuis

Howmep Ta nara nakazy MO3 npo
MIPOBEACHHS KJIIHIYHOTO
BUIIPOOYBaHHS

Ne 422 Bin 10.03.2021

HasBa kiiHiYHOTO BUIPOOYBaHHH,
KOJ, BepcCis Ta JaTa

«IIpocnekTuBHe, paHIOMi30BaHe, IUIAlE00-KOHTPOJIbOBaHE, MOJBiiiHE ciine, OaraToleHTPOBE,
peectpariiiine kiiHiuHe nocaipkeHns ¢asu [l nnsg nopiBusHHA TopunaniMady (JS001) y moeHaHH1
3 JIeHBaTHMHIOOM Ta muiane0o y MO€IHaHHI 3 JIEHBaTMHIOOM sIK Teparii 1-1 JiHii npu momupeHii
rermatouenoisipaid  kapuuHoMi (I'LIK)», JS001-027-111-HCC, Bepcis 2.0 Bim 08 nmcromana
2022 poky

3asiBHUK, KpaiHa IignpuemcTso 3 100% inoszemuoro inBectumicio «AMK’FOBIA PJIC Vkpaina»

CrioHCOp, KpaiHa Shanghai Junshi Biosciences Co., Ltd, China

Havanbuuk ®dapManeBTHYHOI0 YIPABIiHHS Tapac JISICKOBCHKHI

(i gmc) (Bnacue im’st [IPI3BUILE)



Jonarok 10

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo 3aTBEpIKEHHS CYyTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUINIPOOYBaHb»
07.05.2024 Ne 791

Inentudikariist CyTTEBOI MOMPaBKU

Onosnenuii IIporokon wiminiunoro mociimkeHHs RPCO01-3203, IlompaBka 7.0 Bim 06 mrotoro
2024 p.; CuHOICHUC OHOBJEHOTO IPOTOKONY KiiHIYHOTO pocmimkenHs RPCO01-3203 3rigao
3 IlonpaBkoro 7.0, octaTouna penakitis Big 06 nrororo 2024 p., mepekiaaa 3 aHTIIACEKOI MOBH Ha
yKpaiHchKy MOBY Bif 27 6epes3ns 2024 p.; [ndopmaris mis namienra ta popma iHpopMoBaHOi 3roau,
octraroyHa penakiis 9.0 s Ykpainu Big 19 6epezns 2024 p., ocTaTOUHMN NEPEKIIa]] 3 aHTIIIHCHKOT
MOBH Ha YKpaiHChKY MOBY Bif 26 Gepesns 2024 p., ocTaTOYHHI MEPEKIIaj 3 aHIJIIHChKOI MOBH Ha
pociiiceky MOBY Bif 26 6epe3ns 2024 p.

Howmep Ta nara nakazy MO3 npo
MIPOBECHHS KJIIHIYHOTO
BUNIPOOYBaHHS

Ne 1275 Big 06.07.2018

HasBa kiiHiuHOTO BUIIPOOYBaHHS,
KOJ, Bepcis Ta JaTa

«baraToneHTpoBe paH0Mi30BaHe, OJBIMHO ClIiIe, I1ane0o-KoHTpoaboBaHe gqociimkeHHs I11 dhazu
3 METOO OLIHKM 03aHIMOJy JUIsl IEpOPaIbHOIO IPUIOMY IIPH MPOBEIEHH] MIATPUMYIOUO] Tepamil
NaieHTam i3 CepeJHBOTSIKKUM abo TsDKKUM mepebiroM xBopobu Kpona B akTuBHIN Qopmiy,
RPC01-3203, ITonpaska 6.0 Bix 16 6epesns 2023 p.

3asiBHUK, KpaiHa

TOBAPHCTBO 3 OBMEXEHOIO BIJIIIOBIJIAJIBHICTIO «ITI EC AU-YKPATHA»

CnoHcop, kpaiHa

«Cenmxen Inteprenni II Capay (Celgene International IT Sarl), IlIseiinapis

Havanbank ®@apManeBTHYHOI0 YIIPaBJIIHHSA Tapac JIAICKOBCbKHI

(mmimrmic) (Bnacue im’st [IPI3BUILIE)



Jomatok 11

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo 3aTBEpIKEHHS CYyTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUINIPOOYBaHb»
07.05.2024 Ne 791

Inentudikariist CyTTEBOI MOMPaBKU

OnoBnena bpomypa nocmigauka 3 mnpenapaty Openabpytunio (ICP-022), Bepcis 10.0B Bix
05 mororo 2024 p., aHrimiicekor0 MoBowo; IHdopmariiinuii TUCTOK I mairieHta Ta ¢dopma
iH(pOpMOBaHOT 3TOJM aHMTHCHKOI MOBOIO i YKpainu, Bepcia 4.0 Big 20 6epesns 2024 poky;
[adopmarniitauii ucToK I mamieHTa Ta GopMa iH(GOPMOBAHOI 3TOM AHTIIMCHKOI0 MOBOIO IS
VYkpainu, Bepcis 4.0 Big 20 6epesns 2024 poky. IlepeknaneHo ykpaiHCbKOO MOBOIO JUIsl YKpaiHU
26 Gepesns 2024 poky

Howmep ta nata nakazy MO3 mipo
MPOBEJICHHS KJIIHIYHOTO
BHUIPOOYBaHHS

Ne 645 Bin 16.04.2022

Ha3ga xiiHiuHOTO BUNIPOOYBaHHS,
KOJI, Bepcis Ta aara

«bararonienTpoBe Binkpute pocnimpkeHHs ¢asu I/11 3 BuBueHHS HOBOTO iHTiI0iTOpa THPO3IUHKIHAZH
bpyrona — openaOpyTuHiOy B Maii€HTIB 13 B-KIITHHHUMH 3JI0SKICHUMH HOBOYTBOPEHHIMHE,
ICP-CL-00107, Bepcis 5.0 Bix 30 qucronama 2021 poky

3asiBHUK, KpaiHa

TOB «®OPTPIA JEBEJIOIIMEHT YKPAIHA»

Cnoncop, kpaiHa

«InHoKep ®Papma [Hk.» (InnoCare Pharma Inc.), CIIIA

Havanbank ®@apManeBTHYHOI0 YIPaBJIIHHSA Tapac JIAICKOBChKHI

(mmimmic) (Bnacue im’st [IPI3BUILIE)



JlonaTok 12

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo 3aTBEpIKEHHS CYyTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUINIPOOYBaHb»
07.05.2024 Ne 791

Inentudikariist CyTTEBOI MOMPaBKU

Onosnenuii [Iporokon xiiHigyHOTO mMocmimkeHHs Debio 1450-BJI-205, ocrarouna pemakmis 12.0
3 iHTerpoBanoro I[lompaBkor 9 Bix 28 mmcromana 2023 p.; CHHONCHC OHOBJICHOTO MPOTOKOIY
KkiiHiYHOTO mociimkeHHs Debio 1450-BJI-205, ocrarouna pemakuis 12.0 3 iHTErpoBaHOIO
[ompaskoro 9 Bin 28 mucromana 2023 p., mepekian 3 aHIIIHCHKOT MOBH Ha YKPaiHChKY MOBY BiJ
11 6epesns 2024 p.; [npopmaniitauii mTucTOK mamieHTa Ta popma iHPOPMOBAHOT 3rOAHM HA YUACTh y
HAyYKOBOMY KJIIHIYHOMY JOCTi/DKEHHi, octaToyHa penmakuis 2.0 mist Ykpainu Bim 15 Oepesns
2024 p., ocTaTOYHUI MepeKiIal 3 aHIIiChbKOI MOBU Ha YKpaiHCbKY MOBY Bif 29 6epesns 2024 p.,
OCTAaTOYHUH TIepEeKIIa] 3 aHTIIWCHKOI MOBH Ha POCIiiChKy MOBY Bim 29 Oepesns 2024 p.; Jlocke
nocaimkyBaHoro Jikapcbkoro 3aco0y (IMPD): Posnin «/lani 3 sikocti Adabiuun (Debio 1450)
160 mr mopomok i pozunny st iH(y3ii / Quality Data Afabicin 160 mg powder for concentrate
for solution for infusion», penakiis 6 Bix 6epesust 2024 p.; Jlocbe TOCHIHKYBAHOTO JIKApCHKOTO
3aco0y (IMPD): Po3nain «/lani 3 sikocti Adadinun (Debio 1450) 80, 120 ta 240 mr TabieTKu, BKPUTI
UTiBKOBOO 000710HKO0 / Quality Data Afabicin 80, 120 and 240 mg Film-Coated Tablets», penakiris
9 Bin Oepe3ns 2024 p.; HonanHs HOBO1 BUpoOHMYOi AuAHKM Adabinuny (Debio 1450) 160 mr
nopomok st po3uuny st iHQy3iit: «LSNE, a PCl Pharma Services Companyy, Madison, CIIA;
JlojaHHs anbTepHATUBHUX BUPOOHMUUX IUISHOK Adadinuny (Debio 1450) 160 mMr mopouiok st
po3uuny Juis iHQY3ii Ta Adadiuun (Debio 1450) 80, 120 Ta 240 Mr TabneTku, BKPUTI IUTIBKOBOIO
obononkoro: «Fisher Clinical Services GmbH», Weil am Rhein, Himeuunna ta «Fisher Clinical
Services GmbH», Rheinfelden, Himewuwnna; 3pa3ku eTHKETOK s (IIAaKOHY Ta KOPOOKH
JIOCIIIJIKYBaHOTO JiiKapcbkoro 3aco0y Adabinus (Debio 1450) 160 Mr mopomiok Jyist po34uHy A
iHGy31i Bim 05 rpyans 2023 p. ykpaiHCbKOIO Ta IHIIMMU MoBamH; [lolOBXKEHHsS TepMiHy
npuaatHocti Adabiuny (Debio 1450) 160 Mr mopomiok mist po3uuHy 1js iHQY3id 3 72 10
84 wicauiB; [lomoBxkenHs tepminy npuaatHocTi Adabiuuny (Debio 1450) 80 mr ta 120 mr
TabJIeTKH, BKPUTI IJTIIBKOBOIO 000510HKOI0 Y Outictepi Perlalux® Ultraprotected 3 30 1o 42 micsuis;
[TonoBxeHHs nepioy MpOBEACHHS KJIIHIYHOTO BUNPOOyBaHHS B CBITI Ta B YKpaiHi 10 31 rpyaHs
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2026 p.; 3MiHa Ha3BU MICIISl IPOBEACHHSI KJIIHIYHOTO JTOCIKCHHS
bYJIO CTAJIO

a.M.H., ipo¢. Cymuma B.C. a.M.H., ipo¢. Cynmuma B.C.

KomyHnanbHe HekomepiiiiHe mignpueMcTBo | KomyHallbHE HEKOMEpIIHE — ITiIPUEMCTBO
«O6mnacHa KJIiHIYHA  JIIKapHS IBano- | «ObnacHa KIiHIYHA  JIIKapHS IBanoO-
®paHKIBCHKOT obmacHoT pamu», | ®paHkiBcbKOi  obmacHOi  pamm», LleHTp
TPaBMaTOJIOTIUHE BiJUIUJICHHS, IBano- | TpaBMaToJyorii 3  BIAAUICHHAM  JIIKyBaHHA
@®paHKIBCHKUNA  HaIllOHAIBHUH  MEAWMYHHHA | BHYTPIIIHHOCYTJIOOOBUX TMepeiomiB, IBaHO-
yHiBepcUTeT, Kadenpa TpaBmartoiorii Ta | @paHKIBCbKHI  HAI[IOHATBHUN  MEIWYHHUA
oproneii, M. IBaHO-DpaHKIBChK YHIBEPCHUTET, kKadenpa TPaBMATOJIOTI,
opTorneaii i HeBiIKIaaHOI BIHCHKOBOI Xipyprii,
M. IBaHO-DpaHKiBCHK

Howmep ta nata nakazy MO3 mipo Ne 9 Big 02.01.2019
MPOBEJICHHS KJIIHIYHOTO

BUIIPOOYBaHHS

Ha3Ba kuniniuHOro BunpoOyBanHs, | «PaHIomizoBaHe BIIKPUTE JOCTIIKEHHS 3 aKTUBHUM KOHTPOJIEM, 1110 IPOBOJAUTHCS 3 METOIO OLIIHKU

KOJI, Bepcis Ta jara 0e31eyHOCTi, HepeHoCUMOocCTi i epekTUBHOCTI adadiluHy U1l BHYTPIIIHBOBEHHOTO / IEPOPaIbHOTO
3aCTOCYBAHHS NpU JIKyBaHHI MAI€HTIB 31 CTa(piIOKOKOBUMH 1H(EKLISIMU KICTOK a00 cyrio0iBy,
Debio 1450-BJI-205, ocrarouna penakitisi 6.0 3 interpoBanoro ITompaskoro 3 Big 01 snucromazna
2021 p.

3asBHUK, KpaiHa TOBAPHCTBO 3 OBMEXEHOIO BIJIITOBIJIAJIBHICTIO «ITI EC A-YKPATHA»

CnoHcop, kpaiHa «/lebiodapm InTepuemnn CA» [Debiopharm International SA], llIBeitnapis

Havanbunk @apmManeBTHYHOIO YIIPaBJIiHHSA Tapac JIICKOBChKHI

(migrmc) (Bnacue im’st [IPI3BUILE)




Jonatok 13

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo 3aTBEpIKEHHS CYyTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUINIPOOYBaHb»
07.05.2024 Ne 791

Inentudikariist CyTTEBOI MOMPaBKU

OnoBnenuii npotokos kiiHiyHOro BumpoOyBaHHs PERS-ART, Bepcis 2.0 Big 22.01.2024 p.;
OHOBJIGHUI CHHOIICHC TpOTOKONy KiiHiyHOTO BHIpoOyBaHHs PERS-ART, Bepcis 2.0 Bix
22.01.2024p.; 3miHa Ha3BU KIiHIYHOTO BUINPOOyBaHHS 3 «KIiIiHIYHE IOCHIIKEHHS 3 OIIHKH
010€KBIBAJICHTHOCTI JIiKapCchKuX 3ac00iB [lepammnanesn, TabIeTKH, BKPUTI TUTIBKOBOKO OOOJIOHKOIO,
mo 8 mr (AT «KwuiBmennpemnapar», Ykpaina) ta ®@aiikomna®, TabneTku, BKPHUTI IUIIBKOBOIO
obononkoro, mo 8 mr («Eisai Manufacturing Limited», BenukoOpuranis) 3a y4acTi 340pOBHX
no0poBoubIiB» Ha «KIliHIYHE JOCHITKEHHS 3 OI[IHKM Ol10€KBIBaJECHTHOCTI JIIKAPCHKUX 3ac00iB
I[NEPAMIIAHEJI, Tabnerku, BKpUTi TIiBKOBOIO obononkor, mo 8 mr (AT «KuiBmenmpenapaty,
Vipaina) Ta DAUKOMITA®, Tab1eTKy, BKPUTI ITiBKOBOK 000JIOHKOI0, 110 8 MT («Eisai GmbHy,
Himeuunna) 3a yuacTi 370poBUX JOOpOBOJBIIIB»; OHOBIIEHa OpoIIypa JOCHTiIHHUKA,
ITEPAMITAHEJI, TaGaeTku, BKPUTI IUTIBKOBOIO 000710HKOI0, 10 8 Mr, Bepcis 2.0 Bix 22.01.2024 p.;
oHoBNeHa iH(opmamis st 100poBONBI 1 iH(GOpPMOBaHA 3rofa JOOPOBOJIBISI HA YYacTh
y KJIiHIYHOMY JociiakeHHi, Bepcis 2.0 Big 22.01.2024 p., ykpaiHCbKOI0 MOBOIO; OHOBJIEHUH 11a010H
IHAUBIAYyadbHOI peecTpaniiiHoi ¢opmu, Bepcig 2.0 Big 22.01.2024 p.; MOJOBXKEHHS TEPMIHY
NPUIATHOCTI AOCIIKyBaHOro Jiikapcbkoro 3aco0y IIEPAMITAHEJI, TaGneTku, BKpUTI M1IBKOBOIO
0005I0HKOI0O O 8 Mr 3 18-Tu 10 42-X MICSIIB; OHOBJIEHHM pPO3AUT JIOCHE JOCIIIKYBaHOTO
nikapebkoro 3aco0y IIEPAMITAHEJI, TabneTku BKpUTI IU1IBKOBOKO 000JIOHKOIO, 1o 8 mr: 3.2.P.8.
CrabinbHicTb, penakuis 1 Big 31.01.2024; 3anyyeHHs albTepHATUBHOI'O BUPOOHUKA PEPEPEHTHOTO
nikapepkoro 3aco0y ®AMKOMIIA®, Tabinerkn, BKPUTI IUTIBKOBOIO OOONOHKOI, 1O 8 Mr
(«Eisai GmbH», Himeuuwnna); oHoBicHa KopoTka xapaktepuctuka (SPC) pedepeHnTHOrO
nikapepkoro 3acoby ®AMKOMIIA®, TaGneTkH, BKPHTI ILTIBKOBOIO OGOIOHKOIO, 1O 8 MT Bif
10.05.2023; oHOBJEHHUH 3pa30K MapKyBaHHS  JOCHIDKYBAaHOTO  JIIKAPCHKOTO  3acoly
ITEPAMITAHEJI, TabneTku, BKPUTI TUTIBKOBOIO OOOJOHKOIO TO 8 Mr (IIEpBMHHA Ta BTOPWHHA
ynakoBka), Bepcigs 2.0 Big 22.01.2024 p.; oHOBIEHUH 3pa30K MapKyBaHHS pPePEepeHTHOTO
nikapcskoro 3acoby ®ANKOMITA®, TabneTky, BKPUTI IITIBKOBOKO 0GOJIOHKOKO 110 8 M (IIepBUHHA
Ta BTOPMHHA ynakoBKa), Bepcis 2.0 Bix 22.01.2024 p.; 3MiHa BiAMOBIJAIBHOTO TOCTIAHUKA Ta MICIIS




2 MPOJOBXKEHHS nojaTka 13

IPOBEICHHS KJIIHIYHOTO BUIPOOYBAHHS:

bYJIO CTAJIO
I.M.H., ipod. 3ynanens [.A. rojoBuwuii gikap Aptum b.1.
Kiiniko-nmiarnoctuunuii nentp HarionansHoro | Meauunauit ieatp TOB «Kiinika IHHO®AP-
¢dapmarieBTUYHOTO  yHiBepcuTeTy, Kadeapa | Ykpaina  IunoseiitiB ~ ®dapma  Pecepuy,
KJIIHIYHO1 hapmakosiorii Ta kiaiHigHOT papmarii | YepHiBenbka 00y, HoBocemumpkuii  p-H,
HdaVy, m. XapkiB c. bosinu

Howmep Ta nara nakazy MO3 npo
MIPOBECHHS KJIIHIYHOTO
BUIIPOOYBaHHS

Ne 540 Bix 29.03.2022

Ha3sBa kiiHiuHOTO BUIIPOOYBaHHS,
KOJI, BepcCis Ta gara

«KniHiyHe TOCTIKeHHS 3 OIlIHKKM 010€KBIBaJICHTHOCTI JTiKapchKuX 3aco0iB [lepammnanern, Ta0bieTkwy,
BKpPHUTI IUIiBKOBOIO 00oJoHKOI0, TI0 8 Mr (AT «KuiBmenmpemapat», Ykpaina) ta ®aiikomna®,
TaOJETKH, BKPUTI IUTIBKOBOIO 00oJ0HKOK, mo 8 wr («Eisai Manufacturing Limitedy,
BenmkoOpuraHis) 3a yyacti 310poBux n1o0posossiisy, PER8-ART, 1.1 Bix 12.01.2022 p.

3asiBHUK, KpaiHa

TOB «APTEPIYM JIT1», Ykpaina

CnoHcop, KpaiHa

AT «KuiBmenmnpenapar», Ykpaina

Havanbunk ®@apManeBTHYHOIO YIPaBJIIHHSA Tapac JIAICKOBChKHI

(mmimmc) (Bnacue im’st [TIPI3BUILIE)




