Jomatox 1

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

BUIIPOOYBaHb»
03.09.2025 Ne 1383

Inentudikariist CyTTEBOI MOMPaBKU

Bbpomypa nocnigauka Radotinib HCI, Bepcis 12.0 Bix 27 uepBHs 2025 poKy, aHTIIHCEKOI MOBOIO;
[adopmaniitauii nmuctok 1 ¢popma iHpopmoBaHoi 3roau, Bepcist V5.0UKR(uk)1.0 Big 14 munas
2025 poky, nepekiaa yKpaiHCbKow MOBOIO Bija 24 mumHs 2025 poky

Howmep Ta nara nakazy MO3 npo
MIPOBECHHS KJIIHIYHOTO
BUNIPOOYBaHHS

Ne 38 Big 11.01.2020

Haspa kiiHiuHOTO BUIIPOOYBaHHS,
KOJI, BepcCis Ta gara

«MixHapojHe, 0araToleHTpoBe, BiAKpUTE AOCHIIKEHHS (a3u 3 3 OJHIEI TPYMOI IS OLIHKH
epeKTUBHOCTI Ta O€3MeYHOCTI paJoTHHIOY B MaieHTIB i3 Ph-MO3UTHBHIM XpOHIYHUM MIi€TOITHIM
NeKO30M y XpOHIUHIN (a3i, B IKUX MOMEepeaHs Tepallis iHri0iTopaMu TUPO3UHKIHA3ZH, BKIIOYHO 3
iMmaTuHIOOM, Oyna Hee(eKTUBHOIO UM BHKIMKada HenepeHocumictb», RTS1KRIO3, Bepcis 6.0 Big
22 motoro 2022 poky

3asiBHUK, KpaiHa

[TignpuemctBo 3 100% 1HO3eMHOIO 1IHBECTHUIIIEIO «AVK’IOBIA PJIC Ykpaina»

CnoHcop, kpaiHa

IL-YANG PHARM. Co., Ltd., Kopes

B.o. HauanbHuKka PapMaleBTUYHOTO YIIPABJIiHHSA Ouekcanap 'PIHEHKO

(minmc) (Bnacue im’st ITIPI3BUILLE)



JomaTox 2

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo 3aTBepIKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX
BUINIPOOYBaHb

03.09.2025 Ne 1383

Inentudikariist CyTTEBOI MOMPaBKU

MK-7339-009 3pa3okx MapkyBaHHS JOCIIHKYBAHOTO JIiKapchbkoro 3aco0y Omamapu6 (MK-7339),
100 mr, Big 14 numusa 2025 poky, aHITHCHKOIO Ta yKpaiHchbkoro MoBamu; MK-7339-009 3pazox
MapKyBaHHS JOCTiIKyBaHOTO Jikapcbkoro 3acody Omnamapu6 (MK-7339), 150mr, Big 14 numnHs
2025 poky, aHIITHCHKOIO Ta YKPaiHCHKOI0 MOBaMH

Howmep ta nata nakazy MO3 mipo
MIPOBEJICHHS KJIIHIYHOTO
BHUIPOOYBaHHS

Ne 38 Big 11.01.2020

Ha3ga xiiHiuHOTO BUNIPOOYBaHHS,
KOJI, Bepcis Ta aara

«PannomizoBane BikpuTe qociimpkeHHs ¢asu 2 ta 3 Onanapudy y komOiHarii 3 [TemOpoiizymadom
y TOpIBHSHHI 3 XiMioTeparmieto y komOinHaumii 3 IlemOpomizymabom micist iHAYKIIT KIiHIYHOT
nepeBary 3 Mepuoro JiHier XiMioTeparnii y komOinarii 3 [IleMOposizymadoM y mamieHTiB 3 MiCIIEBO-
pEeLMIUBYIOUMM HeomnepabeabHUM a00 METacTaTUYHUM HOTPIMHO-HETaTHUBHUM DPAKOM MOJIOYHOI
3aniosn (TNBC) (KEYLYNK-009)», MK-7339-009, 3 inkopmopoBaHoio morpaBkor 03 Bix
22 tpasHs 2023 poky

3asiBHUK, KpaiHa

ToBapucTBo 3 00MexeHo00 BianoBiganbHicTI0O «MC/I Ykpaina»

CnoHcop, KpaiHa

TOB Mepk Illapn ena Hdoym, CHIA (Merck Sharp & Dohme LLC, USA)

B.o. HauanbHuka @apMaleBTUYHOTO YIIPABJIiHHS Ouekcanap 'PIHEHKO

(minmc) (Bnacue im’st [TIPI3BUILLE)



Jonmatok 3

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo 3aTBepIKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX
BUINIPOOYBaHb

03.09.2025 Ne 1383

Inentudikariist CyTTEBOI MOMPaBKU

bpomypa mocmimauka MK-1026, Bepcis 10 Bim 07 mumas 2025 poky, aHIIIHCBKOI MOBOIO;
MK-1026-008 3pa3ox MapKyBaHHs IOCIIPKYBaHOTO JiKapchkoro 3acody MK-1026, 45 wmr, Bin
27 uepHs 2025 poky, aHTIIHCHKOIO Ta yKpaiHChbKor0 MoBamu; MK-1026-008 3pa3zok MapkyBaHHS
JOCTIKYBAHOTO JTiKapchbkoro 3aco0y MK-1026, 65 mr, Big 26 nmunas 2024 poky, aHTITIHCHKOIO Ta
YKpaTHChKOK MOBaMH

Howmep Ta nara nakazy MO3 npo
MIPOBEACHHS KJIIHIYHOTO
BUNIPOOYBaHHS

Ne 153 Big 30.01.2024

HasBa kiiHiuHOTO BUIIPOOYBaHHS,
KOJI, BepcCis Ta gara

«PannomizoBane pochimkeHHs Il ¢asm g mopiBHSHHSA €QEKTHBHOCTI Ta OE3MEYHOCTI
HEMTaOpyTHHIOY B TOPIBHAHHI 3 XIMiIOIMYHOTEpAIi€l0 MpU paHille HEIIKOBAaHOMY XPOHIYHOMY
mimouuTapHoMy  Jeiiko3i/miMpomi 3 Manux giMmdorurie  6e3  abepamiit  rena TP53
(BELLWAVE-008)», MK-1026-008, 3 inkopnopoBaHoto nomnpaskoro 02 Bix 20 BepecHst 2024 poky

3asiBHUK, KpaiHa

ToBapucTBo 3 0OMexeHo1o0 BianoBiganbHicTIO «MCJl Ykpainay

Cnoncop, kpaiHa

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

B.o. HavaabHnKa PapManeBTHYHOI0 YIIPABJIiHHA Oaexcanap I'PIHEHKO

(mmigmic) (Bnacue im’st [TIPI3BUILIE)



Jonmaroxk 4

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo 3aTBepIKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX
BUINIPOOYBaHb

03.09.2025 Ne 1383

Inentudikariist CyTTEBOI MOMPaBKU

OHOBIEHUH MPOTOKOJ KIIHIYHOrO BHUNpoOyBaHHsA, Bepcis 3.0 Bim 14 TpaBHs 2025 poky,
aHTIHChKOI0 MOBOIO; [HpOpMaris mpo mochimkeHHs Ta Gopma iHGOPMOBAHOI 3roaH, JIOKATbHA
Bepcis Homep 3.0 s Ykpainu ykpaiHChbKOIO MOBOIO, aarta Bepcii 04 numus 2025 poky Ha OCHOBI
Mactep Bepcii Homep 3.0 Big 16 gepHs 2025 poky; IHopmamis mpo mocmimpkeHHS Ta dopma
iHpopMOBaHOT 3roau (I0aTKOBUH Iepioj] BUBYCHHS O€3MeKH), JIOKalbHa Bepcis Homep 3.0 mis
VYkpainu ykpaiHCBKOIO MOBOIO, Aata Bepcii 04 nmumas 2025 poky Ha ocHOBI Mactep Bepcii HoMep
3.0 Bixg 05 uepBHs 2025 poky; bpomrypa JlocnigHuka 1mo/10 MeAMYHOTo Ipuctporo Saphira, Bepcis
2.0 Bix 28 tpaBHs 2025 poKy, aHTITIHCHKOK MOBOK; IIaH KIIIHIYHOTO JOCHIKSHHS MEIHUYHOTO
npuctporo Saphira, Bepcis 2.0 Big 29 tpaBHs 2025 poky, aHTIIHCEKOI0 MOBOMO; [lnaH KIiHIYHOTO
JOCIIJKEHHST MeTMYHOTO mpucTporo Saphira, Bepcis 3.0 Big 05 yepBHs 2025 poKy, aHTIIHCHKOO
MOBOIO

Howmep Ta nara nakazy MO3 npo
MPOBEJICHHS KIIHIYHOTO
BUIIPOOYBaHHS

Ne 1752 Bix 14.10.2024

Hasga kiiHiYHOTO BUIPOOYBaHHH,
KOJ, Bepcis Ta JaTa

«®aza 2b, pangomizoBaHe, MOABiMHE ciine, MIane00-KOHTPOILOBAHE MOCITIKEHHS MOIIYyKY
nlana3oHy [JO3yBaHHS 3 METOH OIIHKM €(eKTHBHOCTI Ta Oe3NeKHu [eKUIbKOX pPIBHIB 03
iHTrasuiiHoro mpenapaty AZD8630, mo npuiiMaeThcst OIMH pa3 Ha JIeHb NPOTAroM 12 THXKHIB Yy
JOPOCIIMX 3 HEKOHTPOJIbOBAHOIO acTMoro 3 pusukoM 3aroctpeHHsi (LEVANTE)», D6830C00003,
Bepceid 2.0 Bix 07 Oepesnst 2025 poky

3asBHHUK, KpaiHa

TOB «ACTPA3EHEKA YKPAIHA»

CnoHcop, KpaiHa

AstraZeneca AB, Sweden

B.o. HayasibHuKa PapManeBTHYHOIO YIIPABJIIHHS Ouaekcanap 'PIHEHKO

(minmc) (Bnacue im’st [TIPI3BUILLE)



JlomaTok 5

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

BUINIPOOYBaHb
03.09.2025 Ne 1383

InenTudikaist CyTTEBOI MOMPABKU

OnoBIleHUH TPOTOKOJ KIiHIYHOTO BHmpoOyBaHHs 3 [lompaBkoro 5 Big 05.06.2025 p.; bpomrypa
nocmigauka JNJ-56021927 (anmamyramin), Bumanns 19 Bin 01.04.2025 p.; 3miHa Ha3BU Miclb

MIPOBEICHHS KITIHIYHOTO BUIPOOYBAHHS:

bYJIO CTAJIO
I.M.H, ipo¢. Crycs B.I1. 1.M.H, mpod. Ctycs B.I1.
KomyHnanbhe nianpueMcTBo | KomyHanbHe HiATPHUEMCTBO
«lHinmporeTpoBchKa o0nacHa KiiHiuHA JTiKapHs | «{HimponeTpoBchka 00JIacHa KITIHIYHA JIIKAPHS
iMm. LI. MeunukoBa» J[HinmponerpoBcbkoi | iM. [I. MeuynukoBa» J[HimponeTpoBChKOT
oOmacHoi pamw», BigmiieHHs ypojorii Ne2, | obmacHOi paam», BifaiaeHHs yposorii No2
HepxaBauii  3akman  «/[HimpomeTpoBcbka | (oHKOIOTIYHE), M. [[HIiNTpO
Meau4yHa akajaemis MiHicTepcTBa OXOpPOHH
3n0poB’ss  YkpaiHm», Kadenpa  ypouiorii,
M. JIHimpo
JI.M.H., po¢. bongapenko I.M. I.M.H., mpo¢. bonaapenko [.M.
KomyHnaneHe HekoMmepiiiiHe mignpueMcTBo | KomyHanbHe HEKOMepIIiiiHE MIAIPUEMCTBO
«Miceka kiiHI4Ha jJikapHs Ne4y JIHinpoBcbKkoi | «Mickka KiiHIuHA jJikapHs Ne4» JIHIMpOBCHKOT
MICBKOI1 paau, BIIUIEHHS XiMioTeparii, | MICbKOI pajau, XIMIOTeparneBTUUHE B1IIJICHHS 3
I3 «/lHimponeTpoBcbka MeAMYHA akajieMis | AEHHUM CTalllOHAPOM, JIHITPOBCHKUM
MO3 Vkpainn», kadenpa OHKOJOTIT Ta | AepKaBHUM MeIWYHHM yHiBepcHUTET, Kadenpa
MeAnYHO1 pafioforii, M. JIHiTIpo OHKOJIOTIi Ta MEIMYHOI paionorii, M. JIHimpo

Howmep Ta nata Hakazy MO3 npo
MPOBEJICHHS KIIHIYHOTO
BUIIPOOYBaHHS

Ne 589 Bin 15.06.2016




2 MPOJOBKEHHS J10JaTKa 5

Ha3ga kiiHiuHOrO BUNIPOOYBaHHS,
KOJI, Bepcis Ta aara

«PannomizoBaHe, MOJABIMHE cClime, IUIANE00-KOHTPOIbOBAHE, KITIHIYHE IOCHIKeHHS 3 (dasu
npenapary JNJ-56021927 y mnamieHTiB 3 BHCOKHM PH3UKOM JIOKaTi30BaHOTO ab0 MiCIIeBO-
PO3MOBCIO/DKEHOTO paKy TNEpeaMiXypoBOi 3ajlo03W, IO OTPUMYIOTh JIKYBaHHS TIEPBUHHOIO
nmpoMeHeBoIo Tepamieoy, 56021927PCR3003, 3 [Tonpaskoro 4 Bix 24.04.2024 p.

3asiBHUK, KpaiHa

«IHCCEH ®APMAIIEBTHKA HBy, benbris

CnoHcop, kpaiHa

«IHCCEH ®APMAIIEBTHUKA HBy, benbris

B.o. HayanbHuKa PapMaleBTHYHOIO YIIPABJIIHHSA Ouaexcanap 'PIHEHKO

(migmuc) (Bnacue im’s ITIPI3BUILIE)



JlomaTok 6

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo 3aTBepIKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX
BUINIPOOYBaHb

03.09.2025 Ne 1383

Inentudikariist CyTTEBOI MOMPaBKU

Omnosnenutii [Iporokosn MB-108, Bepcis 8 Bix 19 uepBus 2025 poky, aHTIIiHCbKO0 MOBOIO; bporrypa
nocmigauka s JlinocomansHoro anHaminuny (Liposomal Annamycin), Bepcis 14.0 Bix 02 kBiTHS
2025 poky, aHrmiicpko0 MOBOIO; bpomrypa pocminnuka ans JlimocomanbHOro aHHaMILIUHY
(Liposomal Annamycin), Bepcis 15.0 Bim 26 wuyepBHs 2025 poKy, aHIIIHCHKOIO MOBOIO;
[apopmamiitnuii nucTok marieHta ta ®opma iHdopmoBaHoi 3roam, Bepcis 3.0 Bixm 03 numHS
2025 poky, st Ykpaiau, Ha OCHOBI 0a30BOr0o Mi>kHapoaHOTO [HpOpMaLiiHOTO IMCTKA Nali€HTa Ta
®opmu iHpopmoBanoi 3roau, Bepcis 6.0 Big 19 uepsHs 2025 poky, aHTIIHCHKOIO Ta YKPaiHCHKOIO
MOBaMHU

Howmep ta nata nakazy MO3 mipo
MPOBEJICHHS KJIIHIYHOTO
BUIIPOOYBaHHS

Ne 216 Bix 07.02.2025

Ha3Ba kiiHiuHOTO BUNPOOYBaHHS,
KOJI, Bepcis Ta Jara

«OnopHe, 0araTtolleHTPOBE, paHIOMI30BaHe, TMOJBiiiHE ciine, MIae00-KOHTPOIHLOBAHE
J0oCHiKeHHs (a3u 2/3 3 aAanTUBHUM JTM3aifHOM I NOPIBHAHHS L-aHHaMIUMHY JUId 1H €KL y
KOMOIHaI1 3 1H €KLIAMU LIUTapabiHy Ta 1uianedo B KOMOIHAIIT 3 1H €KLIsIMU HUTapabiHy B SIKOCTI
Tepanii Jpyroi JiHii s IHAYKLIT peMicii y JOPOCIUX Hali€HTIB 3 pedpakTepHUM/peLUIUBYIOUUM
TOCTPUM Mi€JI0iTHUM Jieriko3oM», MB-108, Bepcis 2 Bix 04 aucronaga 2024 poky

3asiBHUK, KpaiHa

TOB «APEHCIA EKCIIJIOPATOPI MEAICIH», Ykpaina

CnoHcop, kpaiHa

Mounekymnin biorex, Ink. (MBI), CIIIA / Moleculin Biotech, Inc. (MBI), USA

B.o. HayaabHNKa PapManeBTHYHOIO YIIPABJIiHHA Ouqexcanap 'PIHEHKO

(migmuc) (Bnacue im’st [IPI3BUILE)



Jlonatok 7

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo 3aTBepIKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX
BUINIPOOYBaHb

03.09.2025 Ne 1383

Inentudikariist CyTTEBOI MOMPaBKU

3ay4eHHs OHOBJICHOI HA3BH JIOCHIKYBAHOTO JIKapchbkoro 3aco0y: Acasunlimab (GEN1046;
DuoBody®-PD®L1x4-1BB); Bbpomypa mocmigauka Acasunlimab (GEN1046; DuoBody®-PD-
L1x4-1BB), Bunanus 7.0 Bix 05 uepBHs 2025 poky; GCT1046-01 Indopmariis 1ig maiieHTa Ta
®opma iH(HOPMOBAHOI 3roAM — YaCTUHA PO3IIMPEHHs: Koropra po3mmpenHs 12 — Bepcis 3.1 Big
09 munus 2025 poky ans Ykpainu — ykpaiHCbKor MOBOI0; KopoTka xapakTepucTHKa JTIKapChbKOTo
3aco0y IlemOpomizymab (Kitpyna) Bix 04 kBitHs 2025 poxy; KopoTka xapakreprcTuka JiKapchbKOro
3aco0y Ilemerpekcen Bin 12 rpyaas 2024 poky

Howmep Ta nara nakazy MO3 npo
MIPOBECHHS KJIIHIYHOTO
BUNIPOOYBaHHS

Ne 1376 Big 02.08.2022

Hasga kniHiYHOTO BUIPOOYBaHHH,
KOJ, Bepcis Ta JaTa

«Binkpute nociimkeHHs nepuoro 3actocyBanus npenapary GEN1046 y nroanHu 3 NiABUILEHHIM
7034 Ta 3 PO3LMIUPEHUMHU KOTOPTaMH, 0 MPOBOJAUTHCS 3 METOO OIiHKN Oe3neunocti GEN1046 y
XBOPHX 13 3JI0AKICHUMH COJiAHUMU myxiuHamu», GCT1046-01, 3 nonpaskoro 11, Bepcis 13.0 Big
20 BepecHst 2024 poky

3asiBHUK, KpaiHa

TOB «Cineoc Xenc Ykpaina»

CnoHcop, kpaiHa

Genmab US, Inc., CIITIA

B.o. HayaabHNKa PapManeBTHYHOI0 YIIPABJIiHHA Oaexcanap I'PIHEHKO

(mmigmic) (Bnacue im’st ITIPI3BUILIE)



Jomatox 8

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo 3aTBepIKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX
BUINIPOOYBaHb

03.09.2025 Ne 1383

Inentudikariist CyTTEBOI MOMPaBKU

3MiHa BiIMOBIJAIILHOTO JIOCIIIIHUKA Y MiCIli TPOBEICHHS BUIPOOYBAHHS:

bYJIO

CTAJIO

I.M.H., ipod. JJemuyk A.B.

[IpuBaTHE Maye WIAMPUEMCTBO, MEIMYHUIN
ueHtp «lIlymecy», TepameBTHYHE BiIALICHHS,
M. Binnung

nikap SIxkumenko [.B.

[IpuBaTHE Maje WIANPUEMCTBO, MEAWMYHUN
ueHtp «llymecy, TepameBTUYHE BiAAUICHHS,
M. Binauns

KJIIHIYHA JIIKapHA», MiAPO3AUT MyJIbMOHOJIOTII,

3MiHa Ha3BU MiCLisl IPOBEICHHsI KJIIHIYHOTO BUIIPOOYBaHHS:
BYJIO CTAJIO
I.M.H., ipo¢. Koanenko C.B. I.M.H., ipod. KoBanenko C.B.
Ob6unacuHe KOMYHaJIbHE HekomepuiiiHe | O6nacHe KOMYHaJIbHE HEKOMepIIiiiHe
MiITPUEMCTBO «YepHiBelpka objacHa | MiAMPUEMCTBO «YepHiBenpka oOnacHa

KJIIHIYHA JIIKapHS», BIUIUICHHS TyJIBMOHOJIOT,

M. YepHiBIii

M. UepHiBmi

Howmep Ta nata nakazy MO3 npo
MIPOBECHHS KJIIHIYHOTO
BUIIPOOYBaHHS

Ne 1973 Bix 17.11.2023

Ha3sBa kiiHiuHOrO BUNPOOYBaHHS,
KOJI, Bepcis Ta Jara

«PannomizoBaHe, nojBiiiHe ciine, Mm1ane00-KOHTPOJIbLOBaHE JOCTIIKEHHS B MapajelIbHUX Irpymax
JUIS OLIIHKY €(DeKTHUBHOCTI, 0€3MEeYHOCTI Ta MEPEHOCUMOCTI JIEKCIIPaMINeKCoNy Ui IEpOpaIbHOTO
3aCTOCYBAHHS MPOTATOM 52 THKHIB y HAIIEHTIB 3 TSHKKOIO €03uHO(D11bHOI0 acTMoro (EXHALE-2)»,
AR-DEX-22-01, monpaBka 3, Big 24 mtotoro 2025 p.

3asBHHUK, KpaiHa

TOB «BOPJIIBAWJI KJITHIKAJI TPAIJIC YKP»

CnoHcop, kpaiHa

Aperes Tepan'totike Ink. (Areteia Therapeutics, Inc.), CIITA

B.o. HayaabHNKa PapManeBTHYHOIO YIIPABJIiHHA

Ouqexcanap 'PIHEHKO

(mignuc)

(Bnacue im’st [TIPI3BUILE)




Jomatok 9

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo 3aTBepIKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX
BUINIPOOYBaHb

03.09.2025 Ne 1383

Inentudikariis cyrTeBoi monpaBky | 3MiHa BiANOBIAAIBLHOTO JTOCIITHUKA Y MICIII IPOBEACHHS KIIHIYHOTO BUIPOOYBaHHS:

BYJIO CTAJIO
I.M.H., ipod. JJemuyk A.B. nikap SIxkumenko [.B.
[IpuBaTHe Maye miANpPUEMCTBO, MeauuHuil | [IpuBatHe Mayie MIANMPUEMCTBO, MEIUYHUI
ueHtp «lIlymec», TepameBTuuHe BigaineHHs, | HeHTp «llynbcy, TepameBTHYHE BiAALICHHS,
M. Binnung M. Binauns

Howmep ta nata nakazy MO3 mpo Ne 1973 Big 17.11.2023
MPOBEJICHHS KJIIHIYHOTO

BUIPOOYBaHHS

HasBa xminiuHOTO BUNpOOYBaHHs, | «PaHmomizoBaHe, MOABIHE ciuine, miane00-KOHTPOILOBAHE JOCIIIKEHHS B TIapajeIbHUX TPyIax

KOJ, Bepcis Ta JaTa JUIS OLIIHKY €(DeKTHUBHOCTI, 0€3MEeYHOCTI Ta MEPEHOCUMOCTI JIEKCIIPaMINeKCoNy Ui IEpOpaIbHOTO
3aCTOCYBAaHHS MpOTAroM 24 TIDKHIB y Mali€eHTiB 3 eo3uHouibHOIO0 acTMoro (EXHALE-4)y,
AR-DEX-22-03, nonpaska 4 Bix 12 Gepesns 2025 p.

3asBHUK, KpaiHa TOB «BOPJIJIBAWJI KJITHIKAJI TPAIJIC YKP»

CnoHcop, kpaiHa Aperes Tepan'totike IHK. (Areteia Therapeutics, Inc.), CIIA

B.o. HauanbHuka @apMaleBTUYHOTO YIIPABJIiHHS Ouekcanap 'PIHEHKO

(minmc) (Bnacue im’st ITIPI3BUILLE)



Jomatok 10

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

BUINIPOOYBaHb
03.09.2025 Ne 1383

Inentudikariist CyTTEBOI MOMPaBKU

3MiHa BiAMOBIJAIILHOTO JIOCIIIHUKA Y MiCIIl MPOBEICHHS KIHIYHOTO BUIIPOOYBAHHS:

bYJIO

CTAJIO

I.M.H., ipod. JJemuyk A.B.

[IpuBaTHE Maye WIAMPUEMCTBO, MEIMYHUIN
ueHtp «lIlymecy», TepameBTHYHE BiIALICHHS,
M. Binnung

nikap Sxkumenko ['.B.

[IpuBaTHE Maje WIANPUEMCTBO, MEAWMYHUN
ueHtp «llymecy, TepameBTUYHE BiAAUICHHS,
M. Binauns

Howmep ta nata nakazy MO3 mpo
MPOBEJICHHS KJIIHIYHOTO
BUIPOOYBaHHS

Ne 2199 Bin 30.12.2024

Ha3ga xiiHiuHOTO BUNIPOOYBaHHS,
KOJI, Bepcis Ta Jara

«Bigkpure, TpuBaiue, mogoBxkeHe nociimkeHHs ¢asu 111, it oniHku JOBroTpUBaIoi OE3MEYHOCTI

Ta HepeHOCI/IMOCTi

JIEKCTIpaMINeKcoly Yy Tali€HTIB 3 TKKO €03WHO(DIUIBHOI acTMOIO

(EXHALE-5)», AR-DEX-22-04, Bepcis 4.0, nonpaska 3 Big 03 6epesns 2025 p.

3asiBHUK, KpaiHa

TOB «BOPJIIBAJI KJITHIKAJI TPAIJIC YKP»

CnoHcop, kpaiHa

Aperes Tepar’totike Ink., CHIA (Areteia Therapeutics, Inc., USA)

B.o. HavaabHnKa PapManeBTHYHOI0 YIIPABJIiHHA

Oaexcanap I'PIHEHKO

(mmigmic)

(Bnacue im’st ITIPI3BUIIE)
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10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo 3aTBepIKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX
BUINIPOOYBaHb

03.09.2025 Ne 1383

Inentudikariist CyTTEBOI MOMPaBKU

3MiHa BiAMOBIIAIILHOTO JIOCIIIHUKA Y MiCIli TPOBEICHHS KJIIHIYHOTO BUIPOOYBAHHS:

bYJIO

CTAJIO

I.M.H., ipod. JJemuyk A.B.

[IpuBaTHE Maye WIAMPUEMCTBO, MEIMYHUIN
ueHtp «lIlymecy», TepameBTHYHE BiIALICHHS,
M. Binnung

nikap Sxkumenko ['.B.

[IpuBaTHE Maje WIANPUEMCTBO, MEAWMYHUN
ueHtp «llymecy, TepameBTUYHE BiAAUICHHS,
M. Binauns

3MiHa Ha3BU MiCLisl IPOBEICHHsI KJIIHIYHOTO BUIIPOOYBaHHS:
BYJIO CTAJIO
I.M.H., ipo¢. Koanenko C.B. I.M.H., ipod. KoBanenko C.B.
Ob6unacuHe KOMYHaJIbHE HekomepuiiiHe | O6nacHe KOMYHaJIbHE HEKOMepIIiiiHe
MiITPUEMCTBO «YepHiBelpka objacHa | MiAMPUEMCTBO «YepHiBenpka oOnacHa
KIIIHIYHA JKapHS», ITyJIbMOHOJIOTIYHE | KJIIHIYHA JIKapHs», BIAIUIEHHS TyJIbMOHOJIOT],

BiJIieHHs, M. YepHiBi

M. UepHiBmi

Howmep Ta nata nakazy MO3 npo
MIPOBECHHS KJIIHIYHOTO
BUIIPOOYBaHHS

Ne 2072 Bix 10.12.2024

Ha3sBa kiiHiuHOrO BUNPOOYBaHHS,
KOJI, Bepcis Ta Jara

«PannomizoBaHe, nojBiiiHe ciine, Mm1ane00-KOHTPOJIbLOBaHE JOCTIIKEHHS B MapajelIbHUX Irpymax
JUIS OLIIHKY €(DeKTHUBHOCTI, 0€3MEeYHOCTI Ta MEPEHOCUMOCTI JIEKCIIPaMINeKCoNy Ui IEpOpaIbHOTO
3aCTOCYBAHHS MPOTATOM 52 THKHIB y HAIIEHTIB 3 TSHKKOIO €03uHO(D11bHOI0 acTMoro (EXHALE-3)»,

AR-DEX-22-02, monpaBka 3, Big 07 6epe3ns 202

5p.

3asBHHUK, KpaiHa

TOB «BOPJIIBAWJI KJITHIKAJI TPAIJIC YKP»

CnoHcop, kpaiHa

Aperes Tepar’totike Ink., CHIA (Areteia Therapeutics, Inc., USA)

B.o. HayaabHNKa PapManeBTHYHOIO YIIPABJIiHHA

Ouqexcanap 'PIHEHKO

(mignuc)

(Bnacue im’st [TIPI3BUILE)
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10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo 3aTBepIKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX
BUINIPOOYBaHb

03.09.2025 Ne 1383

Inentudikariist CyTTEBOI MOMPaBKU

OHOBJEHUH  MPOTOKOJI  KJIIHIYHOTO  BUOpoOyBaHHs  M14-533, 3 iHKOpPIIOPOBAaHUMH
AnmiHicTpatuBHUMU 3MiHamu 1, 3, 5, 6, 7, 8 (timeku s Kanamn), 9, 101 11 (tineku s [osbin)
ta [TorpaBkamu 0.01, 1, 2, 3,4, 5, 6, 7, 7.02 (tineku jist Himeuunnn), 7.03 (tineku muist Kopei) ta
8, 8.02 (timpku mis €C) 1 9 Bix 10 motoro 2025 poky; Indopmaris s namienTa ta inpopmMoBaHa
3rojia Ha y4acTb y HayKOBOMY JociikeHHi, Bepcis 14.0 ans Ykpainu Bin 14 tpaBusa 2025 poky,
YKpaiHChKOIO, AaHTJIIHCBKOIO Ta pociiicbkoro MoBamu; OHOBieHHi po3min «Skicte» [locke
JOCTIKYBAHOTO JliKapchkoro 3aco0y Ynanauutuhio (ABT-494), sepcis 20.0 C Bix 08 nucromana
2024 poky

Howmep ta nata nakazy MO3 mipo
MPOBEJICHHS KJIIHIYHOTO
BUIIPOOYBaHHS

Ne 490 Bix 05.05.2017

Ha3Ba kiiHiuHOTO BUNPOOYBaHHS,
KOJI, Bepcis Ta Jara

«barartouentpoBe, TpuBasie mnonoBxkeHe gochimkeHHs Il ¢asu 3 ominku Oe3medHoOCTI Ta
epexTuBHOCTI YnagauutuHiOy (ABT-494) y mnaiieHTiB 3 BHpa3sKoBUM KoiiTom», M14-533, 3
IHKOPIIOPOBAaHUMH AJIMIHICTpaTUBHUMU 3MiHamu 1, 3, 5, 6, 7, 8 (tunbku mis Kanagm), 9, 101 11
(tineku ans Ilonemi) ta [Tompaskamu 0.01, 1, 2, 3,4, 5, 6, 7, 7.02 (tineku nns Himeyunnn), 7.03
(tineku juist Kopei) ta 8 Big 28 mrotoro 2023 poky

3asiBHUK, KpaiHa

«E00Bi biodhapmacerotikans ['m6X», [lIselnapis

CnoHcop, kpaiHa

AbbVie Inc., USA

B.o. HayaabHNKa PapManeBTHYHOIO YIIPABJIiHHA Ouqexcanap 'PIHEHKO

(migmuc) (Bnacue im’st [IPI3BUILE)
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10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo 3aTBepIKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX
BUINIPOOYBaHb

03.09.2025 Ne 1383

Inentudikariist CyTTEBOI MOMPaBKU

3amyuyeHHS OJATKOBUX JIIKAPCHKUX 3aC001B, 110 BUKOPUCTOBYIOTHCA SIK MperapaTH MOPIBHSHHSA:
Kap6omnatun benganic (Carboplatin Bendalis, Kap6omnarun, Carboplatin), 10 mr/mi1, koHLieHTpaT
Uis po3unMHy uig iH ekuii/duakon; Emipy6inmn AxesroBima (Epirubicin AqVida, Epirubicina,
Enipy6inmn, Enipy6inmny rigpoxmopun, Epirubicin hydrochloride), 2 wmr/mm, po3uuH ams
iH’exuiit/pnaxon; Kapooratun Menak, KOHIIEHTpAT AJisl po3uuHy Jutst iHdy3iid, 10 mr/mit; mo 60 mi
y brmakoni; mo 1 dakony B kapToHHIHM KopoO1ti; Kapborurarna-TeBa, KOHIIEHTPAT JIJIsl PO3YHHY JJIS
(Y31, 10 mr/ma no 45 mn y ¢nakoni, no 1 daakony B kopoo6ui; [Takinitakcen EGeBe, koHIIEHTpaT
It po3unHy s iHpy3ii, 6 Mr/mur, 50 Mt (300 mr) y duakonax Nel; Kcemona®, TabneTku, BKPHTI
IJTIBKOBOIO 000J10HKOIO0, 10 150 Ne60; Kcenoga®, tabnaeTku, BKPUTI IUIIBKOBOKO OOOJIOHKOIO, IO
500 mr; mo 10 tabnerok y Oumictepi; mo 12 GumicTepiB y KapTOHHIHM ymakoBii; Engokcan® 1 T,
MOPOIIOK Ji PO3uuHy i 1H’ekuiit; JlokcopyOinun “EOeBe”, KOHIEHTpAT Uisl PO3UYMHY JUIS
1Hpy3iH, 2 mr/mi, 25 v (50 mr) y durakonax Nel; Enmipy6inun “EGeBe”, KOHLIEHTpAT ISl PO3UUHY
s iH(y3i#, 2 Mr/mi o 25 mit (50 Mr) y dutakoHi; 1o 1 ¢utakoHy B KopoO11i; 3airyueHHsI BApOOHUYHUX
TUISHOK, IO BIAMOBIJAIOTH 3@ BHUIYCK JJOJATKOBUX JIKAPCHKUX JIIKAPCHKUX 3ac00iB, IO
BUKOPHUCTOBYIOThCSl SIK mpemnapatu mnopiBHsHHA: KapOGormmatun benpamic - Bendalis GmbH,
Keltenring 17, Oberhaching, Bavaria, 82041, Germany; Enipy6inun AxstoBina - AqVida GmbH,
Kaiser-Wilhelm-Strasse 89, Neustadt, Hamburg, 20355, Germany, GPS: 53.554632, 9.981453,
Germany; KapOomuiatun Menak — Menak ['ezenpmiadt ¢rop xminime Ilnemiansnpenapare M6 X
(Medac Gesellschaft fur klinische Spezialpraparate m.b.H.), Tearepmrpacce, 6, 22880 Benens,
Himeuyunna (Theaterstrasse 6, 22880 Wedel, Germany); Kap6omnatun-Tesa, ®@apmaxemi b.B.
(Pharmachemie B.V.), Byn. Csencser 5, 2031 GA Xapnewm, Hinepnanau (Swensweg 5, 2031 GA
Haarlem, the Netherlands); [Taknitakcen E6eBe — ®APEBA VYurepax 'M6X (FAREVA Unterach
GmbH), Moumzeecmtpacce 11, 4866 Yurepax am Atrepsee, ABctpis (Mondseestrasse 11, 4866
Unterach am Attersee, Austria); Kcenoga® - ®.Xodpdmann-JIs Pour JIta (F.Hoffmann-La Roche
Ltd), Bypmicger, 4303 Kaiicepayrcr, IBeinapis (Wurmisweg, 4303 Kaiseraugst, Switzerland);
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Ennokcan® — bakcrep Onkomomki I'M6X (Baxter Oncology GmbH), Kantmrpacce 2, 33790
lNanne/Bectdamien, Himeuunna (Kantstrasse 2, 33790 Halle/Westfalen, Germany); lokcopy0inux
“Eb6eBe” - ®APEBA VYutepax ['M6X (FAREVA Unterach GmbH), Monmzeecmtpacce 11, 4866
VYurepax am Atrep3ee, ABctpis (Mondseestrasse 11, 4866 Unterach am Attersee, Austria);
Enipy6inun “E6eBe” - DAPEBA Yurepax I'Mm0X (FAREVA Unterach GmbH), Monnzeecitpacce
11, 4866 YuTepax am Attep3ee, ABctpis (Mondseestrasse 11, 4866 Unterach am Attersee, Austria);
3any4eHHs BAPOOHUYHX JIISHOK, 110 BiMOBIIAIOTH 33 BUITYCK JOCIIIKYBaHUX JIIKAPCHKHUX 3aCO01B:
Kap6omnatua Kabi Fresenius Kabi Deutschland GmbH, Freseniusstrasse 1, Friedberg (Hessen),
61169, Germany; IlakmitTakcen AxptoBiga - AqVida GmbH, Kaiser-Wilhelm-Strasse 89, Neustadt,
Hamburg, 20355, Germany, GPS: 53.554632, 9.981453, Germany; Endoxan® - Baxter Oncology
GmbH, Kantstrasse 2, Kuensebeck, Halle (Westf), 33790, Germany; Kaneunta6in Akkopy - Accord
Healthcare Polska Sp. z.0.0, Ul. Lutomierska 50, Pabiance, 95-200, Poland; okcopyGinuny
rigpoxiopua (Ribodoxo®) - Hikma Farmacéutica (Portugal), S.A., Fervenga, Estrada do Rio da Mo,
No8, 8-A E 8-B, Terrugem Snt, 2705-906, Portugal; Enipy6inua Hikma - Hikma Farmacéutica
(Portugal), S.A., Fervenca, Estrada do Rio da Mo, No8, 8-A E 8-B, Terrugem Snt, 2705-906,
Portugal; Jlexcamerazon FOeCIli (Dexamethasone Oral Solution USP) - Hikma Pharmaceuticals
USA, Inc., 2 Esterbrook Lane, Cherry Hill, New Jersey (NJ) 08003, United States (USA);
Hexcamerazon H0eClIli (Dexamethasone Oral Solution USP) - West-Ward Columbus Inc. USA,
Wilson Road 1809, Columbus, Ohio, 43228, United States; Ykpaina, MK-2870-032, Indopmarrist Ta
JIOKYMEHT Ipo 1H(QOPMOBaHy 3rojy AJis naiieHTa Ha HeoO0oB’a3koBl MPT-gocnimkenns, Bepcist 00
Bix 01 mumusa 2025 p., yKpaiHCbKOIO MOBOIO; 3pa30K MapKyBaHHS JOCIHIPKYBAaHOTO JIKapChKOTO
3aco0y Dexamethasone Bottle Outer Package, Bim 10 mrotoro 2025 p., aHMIChKOIO Ta
YKPaiHCBKOK MOBOIO

Howmep Ta nara nakazy MO3 mpo
MIPOBEACHHS KJIIHIYHOTO
BUIIPOOYBaHHS

Ne 1019 Big 26.06.2025
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Ha3ga kiiHiuHOrO BUNIPOOYBaHHS,
KOJI, Bepcis Ta aara

«PannomizoBane, Bigkpure mochimpkeHHs III dasu ans ominku edekTHBHOCTI Ta OE3MEUHOCTI
sac-TMT (Camuty3ymab Tupymotekan, MK-2870), y moegHaHH1 3 KapOOTUIATHHOM/TTAKIITAKCEIIOM
MOPIBHSHO 3 XiMioTepari€ero, oouaBa B KOMOIHAII] 3 meMOpoIi3yMadoM B SKOCTI HE0a FOBAaHTHOL
Tepamii JUIsg TPU4i HEraTUBHOT'O paKy MOJIOYHOI 3aJ1031 3 BUCOKHM PU3UKOM, Ha paHHil cTajii abo
TOPMOHAJIBHUM PELENTOP-HU3bKUM O3UTUBHUM PAKOM MOJIOYHOT 37103 /PAKOM MOJIOYHOT 3271031
pelenTop-2 HEraTUBHUM JI0 JIFOJICBKOTO emiiepMaibHoro daxtopy pocty», MK-2870-032, Bepcis
00 Bix 18 mrotoro 2025 poky

3asBHUK, KpaiHa

ToBapucTBO 3 0OMe)eHO010 BianoBiganbHicTIO «MCJl Ykpaina»

CnoHcop, kpaiHa

TOB Mepk Illapn eng Joym, CIHA (Merck Sharp & Dohme LLC, USA)

B.o. HauasibHuKka PapManeBTHYHOTO YIIPABIiHHS Ouexkcanap 'PIHEHKO

(migmuc) (Bnacue im’st ITIPI3BUIILE)
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10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo 3aTBepIKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX
BUINIPOOYBaHb

03.09.2025 Ne 1383

Inentudikariist CyTTEBOI MOMPaBKU

BxroueHHs 10JaTKOBUX MICLIb TPOBEICHHS KJIIHIYHOTO BUTPOOYBAaHHSL:

No I1.1.b. BiaIIOBIIaIbHOTO AOCIITHUKA
/11 HasBa miciis mpoBeeHHs KJIIIHIYHOTO BUIIPOOYBaHHS

1. | 3aB. Bix. 3yokos O.O.
HepxaBHa ycTaHoBa «HalioHanbHUN HAayKOBUH LIEHTP Xipyprii Ta TpaHCIUIAHTOJIOT{
imeni O.0. lamimoBa HamioHanpHOI akajgemii MEIUYHUX HAyK YKpaiHW», BIIIUICHHS
oHkouorii, M. Kuis
2. | K.M.H., 3aB. Bia. [Tpurymsix C.M.
Komynanene Hekomepuiiine mianpueMcTBo «lloginbChbKuii perioHaIbHUN LIEHTP
onkoJorii Binauipkoi 001acHoi pagny, TOpakajabHe BiUIiIeHHs, M. BiHHMISA
3. K.M.H. [I’stauneka T.B.
Komynanshe HEKOMepIliiHe MTTPUEMCTBO «XMEeJbHUILIbKUN obOnacHui
MPOTUITYXJITMHHUNA LEHTP» XMEeJIbHUIIbKOT 007acHOI pajau, BiIIEHHS OHKOT1HEKOJOrii,
M. XMEIbHUIIbKHI

Howmep Ta nata nakazy MO3 npo
MIPOBECHHS KJIIHIYHOTO
BUIIPOOYBaHHS

Ne 1019 Bix 26.06.2025

Ha3Ba kiiHiuHOTO BUNIPOOYBaHHS,
KOJI, Bepcis Ta faTa

«PangomizoBane, Biakpute pochimkeHHs I ¢a3zu nns orminku edeKTHBHOCTI Ta OE3MEYHOCTI
sac-TMT (Camuty3ymab tupymorekan, MK-2870), y moeaHanHi 3 KapOOTIIaTHHOM/TIAKIITAKCETIOM
MOPIBHSIHO 3 XIMIOTEpari€e, o0uaBa B KOMOIHAIIT 3 meMOposizyMaboM B SIKOCTI HeoaJl IOBAHTHOT
Tepamii /Ui TpPUUi HEraTUBHOT'O paKy MOJIOYHOI 3aJ1031 3 BUCOKMM PU3UKOM, Ha paHHIl cTajii abo
TOPMOHAJILHUM pelenTOP-HU3bKUM O3UTUBHUM PaKOM MOJIOYHOI 3371034 /paKOM MOJIOYHOT 371031
pelenTop-2 HEraTUBHUM JI0 JIIOJICBKOTO emiiepMalibHOrO (akTopy pocty», MK-2870-032, Bepcis
00 Bix 18 mrororo 2025 poky
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3asiBHUK, KpaiHa

ToBapucTBo 3 00MexkeH010 BianoBiganpHicTIO «MCJl Ykpainay

CnoHcop, KkpaiHa

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

B.o. HayanibHuKka PapManeBTHYHOIO YIIPABJIIHHS

Ouaekcanap 'PIHEHKO

(migmuc)

(Bnacue im’st [TIPI3BUILIE)
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10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo 3aTBepIKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX
BUINIPOOYBaHb

03.09.2025 Ne 1383

Inentudikariist CyTTEBOI MOMPaBKU

OHoOBJIEHUH MPOTOKOJI KJIiHIYHOTO BUMpoOyBaHHS BAY 2927088 / 22615 Bepcis 2.1 3 1OKaIbHOIO
nonpaBkoro 5 Bif 12 uwepBus 2025 poky; Hocmimxenns 22615 Indopmamiiinuii auct ta dopma
1H(hOpPMOBaHOI 3ro/IM Ha y4acTh y MONEpeaHbOMY CKpuHIHTY, Bepcia 1.0 Bix 24 nunus 2025 poky
s YKpaiHH yKpaiHCBKOIO MOBOIO Ha 0a3i ocHOBHOI Bepcii IHdopmariitHoro nmcra ta dopmu
iH(OpPMOBaHOI 3roJIM Ha y4acTh y MOMEepeAHbOMY CKpUHIHTY, Bepcid 1.0 Bix 12 uepBHs 2025 poky;
Hocmimpkenns 22615 Kaprka BizutiB anst gocnimkeHHs 22615, sepcist 1.0 Big 24 mumast 2025 poky
Ui YKpaiHu yKpaiHCbKOIO MOBOIO Ha 0a3i ocHOBHOI KapTku BI3WTIB [Uisl JOCHipkeHHS 22615,
Bepcis 1.0 Bix 24 uepBus 2025 poky

Howmep ta nata nakazy MO3 mipo
MPOBEJICHHS KJIIHIYHOTO
BUIIPOOYBaHHS

Ne 1904 Bix 13.11.2024 y penakuii Hakazy MO3 Vkpainu Nel1941 Bix 19.11.2024

Ha3Ba kiiHiuHOTO BUNPOOYBaHHS,
KOJI, Bepcis Ta Jara

«Biakpure, paH10Mi30BaHe, aKTUBHO KOHTPOJIbOBaHE, OAraTOLEHTPOBE NOCIIHKEHHS 3 ¢da3zu Jyis
OLIIHKM e(QeKTUBHOCTI Ta Oe3leku mepopaibHOro BBeAeHHs BAY 2927088 y mnopiBHSHHI 3i
CTaHJIaPTHUM JIIKyBaHHSM Y SIKOCTI Tepamnii mepuioi JiHil y Nali€eHTiB 3 MICIEBO-NOMIHUPEHUM a0o
MeTacTaTUYHUM HeipiOHOKMITUHHUM pakoM JereHb (NSCLC) 3 HER2-akTuByrounMu MyTamisiMmy,
BAY 2927088 /226135, Bepcis 2.0 3 inTerpoBanoto nomnpaskoro 4 Bix 10 rpyaus 2024 p.

3asiBHUK, KpaiHa

TOB «baiiepy», Ykpaina

CnoHcop, kpaiHa

baiiep AI', HimeuunHna

B.o. HayaabHNKa PapManeBTHYHOIO YIIPABJIiHHA Ouqexcanap 'PIHEHKO

(migmuc) (Bnacue im’st [IPI3BUILE)
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10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYkpainu «IIpo 3aTBepIKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX
BUINIPOOYBaHb

03.09.2025 Ne 1383

Inentudikariist CyTTEBOI MOMPaBKU

OHoBJIeHA Bepcis MPOTOKOIY KiliHiYHOTO BUNpoOyBaHHs VV022-02, Bepcis 2.3 Bix 15.05.2025 p.;
Omnosnena Bepcis [Hpopmanii ans nmamienta Ta @opma iHpOpMOBaHOT 3roM Ui MALIEHTIB, IO
6epyTh yuacth y Yactuni 1 (Paza I) nocnimkeHHs 1 BKIIOYEHI 10 KOTOPTH €cKaiallii J03H, Bepcis
1.3 Big 15 tpaBus 2025 p. nns Yipaiau yKpaiHChKOI MOBOI0; OHOBIIeHA Bepcis [Hdopmarii mist
namienTa Ta @opma iHPOPMOBAHOI 3rOU ISl MAIEHTIB, 10 OepyTh yyacth y Yactuni 1 (Da3a I)
JOCIIJIKEHHS 1 BKJIFOUEHI 10 KOTOPTH MiATBEPKEHHS 103H, Bepcis 1.3 Bixg 15 TtpaBus 2025 p. ans
VYkpainu ykpaiHchbkoro MoBoOw; OHoBieHa Bepcis Indopmanii mis namieHta Ta Dopma
iH(opMOBaHOi 3rou sl Mali€eHTiB, mo OepyTh ydactp y Yactuni 2 (Paza II) mocmimkeHHs i
BKJIFOUEHI JIO KOTOPT CONIAHUX MyXJIHH, Bepeisd 1.3 Bix 15 tpaBus 2025 p. nns Ykpainu yKpaiHCHKOIO
MoBot0; OHoBJeHa Bepcis [Hpopmanii 1yt namienTa Ta @opma iHHOPMOBAHOT 3r0IU TS TAIIEHTIB,
mo Oepyth yuacth y Yactuni 2 (Paza II) mocmimkeHHs 1 BKIIOYEHI JO KOTOPTH XPOHIYHOTO
nim¢onelikosy, Bepcis 1.3 Bix 15 tpaBusa 2025 p. nus YkpaiHu ykpaiHCbKOHO MOBOIO; OHOBIIEHI
po3ninu Jlocke mocnipkyBaHoro jikapcbkoro 3aco0y, KLS-1, Bepcia 3.2 Big 14 ciuns 2025 p.:
2.1.5.2.2.1. Manufacturing Equipment; 2.1.P.3.3.1. Manufacturing Equipment; 2.1.S.2.3.1. Raw
Materials; 2.1.S.2.1. Manufacturer(s); 2.1.P.3.1. Manufacturer(s); OnoBnene mapkyBanus [1JI3,
nepBuUHHa yrakoBka, Bepcis 4.0 Big 15 tpaBHs 2025 p.; OHoBnene mapkyBanHs /IJI3, BropuHHa
ynakoBka, Bepcid 4.0 Bix 15 TpaBus 2025 p.; 3amyueHHs 101aTKOBOT'O MICIIS IPOBEIEHHS KIIHIYHOTO
BUNIPOOYBaHHSI:

No I1.1.B. BiAIOBIAILHOTO AOCIITHUKA

n/n HazBa micuisl mpoBe/ieHHs! KJIIHIYHOTO BUTPOOYBaHHS
1. K.M.H. ¥Ypcon I'."M.
[IpuBaTHe mMIiANPHUEMCTBO TMpHBaTHa BUPOOHHMYA ¢ipMa «ALMHYC», JIKyBaJlIbHO-
JIarHOCTUYHUH 1IeHTp, M. KponmuBHUIIbKHIA
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Howmep Ta nara nakazy MO3 npo
MIPOBECHHS KJIIHIYHOTO
BUNIPOOYBaHHS

Ne 766 Bin 03.05.2024

Ha3Ba kiiHiuHOTO BUIIPOOYBaHHSI,
KOJI, Bepcis Ta gara

«Bigkpure 6araToneHTpoBe nociipkeHHs dhas3u I/11 3 eckanaiiero 1034 1 pO3MMPEHHSIM KOTOPTH IS
owiHku Oe3neku Ta epexTuBHOCTI mpenapary KLS-1 sk MoHOTepamii y mamieHTiB 3i 37105KiICHUMH
HOBOYyTBOpeHHsIMIY, VV022-02, Bepcis 2.2 Bix 15 kBitHs 2024 p.

3asiBHUK, KpaiHa

TOB «CI EJI EC FOKPEMHy, Vkpaina

CnoHcop, kpaiHa

Bexktop Birtane JUIC (Vector Vitale LLC), CIIIA

B.o. HayanbHuKa PapMaleBTHYHOIO YIIPABJIIHHSA Ouaexcanap 'PIHEHKO

(migmuc) (Bnacue im’st [TIPI3BUILIE)




