Honmarox 1

110 HaKa3y MiHicTepCTBa OXOPOHH 370POB’ S
VYkpainu «IIpo npoBeneHHs KIIHIYHUX
BHUIPOOYBaHb JIIKAPCHKHUX 3aCO0IB Ta

3aTBEPIKEHHS CYTTEBUX IOIPABOK»
27.08.2025 Ne 1343

InenTudikariisi CyTTeBOI MOMpPaBKU

Bpomrypa nocnigauka Radotinib HCI, Bepcis 12.0 Bix 27 uepBHsa 2025 poky, aHTTIIHCEKOI0 MOBOIO;
Indopmarniitnuii muctok 1 popma iHpopmoBanoi 3romau, Bepcis VS5.0UKR(uk)1.0 Bin 14 numHs
2025 poky, mepekiaa yKpaiHChbKow MOBOIO Bija 24 nmumHs 2025 poky

Howmep Ta nara nakazy MO3 npo
MPOBEACHHS KJIIHIYHOTO
BUIIPOOYBaHHS

Ne 38 Bix 11.01.2020

Ha3Ba xiiHiuHOTO BUNIPOOYBaHHS,
KOJI, BepcCis Ta Jara

«MixHapoaHe, 6araTorieHTpOBEe, BIAKPHUTE MOCTIHKEHHS (a3u 3 3 OIHIEI0 TPYMOK IS OIIHKH
e(eKTHUBHOCTI Ta 0e3MeYHOCTI paoTHHIOY B MalieHTIB i3 Ph-mo3uTHBHUM XpOHIYHUM MIi€NOITHUM
JIEWKO30M y XpOHIUHIN ¢a3i, B IKUX MONEpPeaHs Teparis 1Hri0iITopaMu TUPO3UHKIHA3H, BKIIOYHO 3
iMaTuHIOOM, Oyna Hee(eKTUBHOIO YM BHKIMKala HenepeHocumicTb», RTS1KRIO3, Bepcis 6.0 Big
22 nmrotoro 2022 poky

3asiBHUK, KpaiHa

IianpuemcTso 3 100% inosemuoro inBectuicio «KAVMK’IOBIA PJIC Ykpaina»

CnoHncop, kpaiHa

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

B.o. HavaabHNKa PapManeBTHYHOI0 YIIPABJIiHHA Ouaekcanap I'PIHEHKO

(i armc) (Bnacue im’st TIPI3BUILLIE)



HonaTtoxk 2

110 HaKa3y MiHicTepCTBa OXOPOHH 370POB’ S
VYxpainu «IIpo npoBeneHHs KIIHIYHUX
BHUIPOOYBaHb JIIKAPCHKHUX 3aCO0IB Ta
3aTBEPKEHHS CYTTEBUX MOMPABOK)
27.08.2025 Ne 1343

InenTudikariisi CyTTeBOI MOMpPaBKU

MK-7339-009 3pa3zokx MapkyBaHHS JOCIIHKYBAHOTO JliKapchbkoro 3aco0y Omamapu6 (MK-7339),
100 mr, Big 14 numnus 2025 poky, aHITHCHKOIO Ta ykpaiHchkoro MoBamu; MK-7339-009 3pa3zokx
MapKyBaHHS JIOCJIPKYBAHOTO JIiKapchkoro 3aco0y Omamapu6 (MK-7339), 150mr, Big 14 aumnHs
2025 poky, aHINTIHCHKOIO Ta YKPaiHCHKOIO MOBaMH

Howmep Ta nata Hakazy MO3 nipo
MPOBEJICHHS KIIHIYHOTO
BUIPOOYBaHHS

Ne 38 Big 11.01.2020

Ha3ga kiiHiuHOrO BUNIPOOYBaHHS,
KOJI, BEpCis Ta jara

«PannmomizoBaHe BinkpuTe qociipkeHHs ¢asu 2 ta 3 Onanapudy y komOiHatii 3 [TemOponizymadbom
y TOpiBHSAHHI 3 XiMmioTepamiero y koMOiHamii 3 IlemOposnizymaboM micias iHAYKIIT KIiHIYHOL
nepeBary 3 Mepioro JiHiero ximioTepanii y kom6inarii 3 [leMOposnizymaOoM y naiieHTiB 3 MiCLIEBO-
PEIMIUBYIOUMM HeomnepadeIbHIM a00 METaCTaTUYHUM MOTPIHHO-HETaTUBHUM PAaKOM MOJIOYHOT
3anmo3u (TNBC) (KEYLYNK-009)», MK-7339-009, 3 inkopnopoBaHOw0 mompaBkoo 03 Bif
22 tpaBHsa 2023 poky

3asiBHUK, KpaiHa

ToBapucTBo 3 0OMexkeHo10 BianoBiganpHICTIO «MCJI Ykpaina»

CnoHncop, kpaiHa

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

B.o. HayaabHNKa PapManeBTHYHOI0 YIIPABJIiHHA Ouaekcanap I'PIHEHKO

(i armc) (Bnacue im’st TIPI3BUILLIE)



Honatoxk 3

110 HaKa3y MiHicTepCTBa OXOPOHH 370POB’ S
VYxpainu «IIpo npoBeneHHs KIIHIYHUX
BHUIPOOYBaHb JIIKAPCHKHUX 3aCO0IB Ta
3aTBEPKEHHS CYTTEBUX MOIPABOK
27.08.2025 No 1343

InenTudikariisi CyTTeBOI MOMpPaBKU

bpomypa mocmimnuka MK-1026, Bepcis 10 Bim 07 mumas 2025 poky, aHIIIHCBKOI MOBOIO;
MK-1026-008 3pa3ox mMapKyBaHHsS JOCIIIKYBaHOTO Jikapchkoro 3aco0y MK-1026, 45 mr, Big
27 uepBHs 2025 poky, aHTIIMCHKOIO Ta YKpaiHChKot0 MoBaMu; MK-1026-008 3pa3zok mapKyBaHHS
JOCTIIKYBAHOTO Jlikapchbkoro 3aco0y MK-1026, 65 mr, Big 26 aumnas 2024 poky, aHTTIHCHKOIO Ta
YKpaiHChKOI MOBaMU

Howmep Ta nara nakazy MO3 npo
MIPOBEACHHS KIJIIHIYHOTO
BUIIPOOYBaHHS

Ne 153 Big 30.01.2024

Ha3Ba xiHiuHOTO BUNIPOOYBaHHS,
KOJI, BepcCis Ta Jara

«PangomizoBane pocmimkeHHss Il ¢asm gis mopiBHSHHS €(EKTHBHOCTI Ta OE3MEeYHOCTI
HEeMTaO0pyTHHIOY B MOPIBHAHHI 3 XIMiOIMYHOTEpAIi€l0 MpU paHillle HEJTIKOBAHOMY XPOHIYHOMY
mimponurapHomy  neikosi/mimpomi 3 Mamux JgimpornuTtiB  6e3  abepamiit rena TP53
(BELLWAVE-008)», MK-1026-008, 3 inkopriopoBanoto nomnpaBkoro 02 Bix 20 BepecHst 2024 poky

3asiBHUK, KpaiHa

ToBapucTBo 3 00MexeHo10 BianoBiganpHicTIO «MCJI Ykpainay

CnoHcop, KpaiHa

TOB Mepk Hlapn enx loym, CHIA (Merck Sharp & Dohme LLC, USA)

B.o. HayanibHuKka PapManeBTHYHOIO0 YIIPABJIIHHS Oaekcanap 'PIHEHKO

(migmuc) (Bnacue im’st TIPI3BUILE)



Honmarox 4

110 HaKa3y MiHicTepCTBa OXOPOHH 370POB’ S
VYxpainu «IIpo npoBeneHHs KIIHIYHUX
BHUIPOOYBaHb JIIKAPCHKHUX 3aCO0IB Ta

3aTBEPIKEHHS CYTTEBUX IOIPABOK)»
27.08.2025 Ne 1343

InenTudikariisi CyTTeBOI MOMpPaBKU

OHoOBJIEHUH TPOTOKOJ KIIHIYHOTO BHUMNpoOyBaHHsA, Bepcis 3.0 Bim 14 TtpaBHs 2025 poky,
aHITHCbKOI0 MOBOMO; [H(OpMaris mpo mocmipkeHHs Ta GopMa iHPOPMOBAHOI 3r0/H, JIOKAJIbHA
Bepcis Homep 3.0 st Ykpainu yKpaiHChbKOI MOBOIO, nata Bepcii 04 ymmas 2025 poky Ha OCHOBI
Macrep Bepcii Homep 3.0 Bix 16 uepBus 2025 poky; Indopmaris npo mocmikeHHs Ta Gopma
iH(opMOBaHOT 3roau (I0MaTKOBUH IMepioj] BUBYCHHS Oe3MeKku), JIokaibHa Bepcis Homep 3.0 mis
VYkpainu ykpaiHCbKOIO MOBOIO, fata Bepcii 04 numus 2025 poky Ha ocHOBI Mactep Bepcii HoMep
3.0 Bix 05 wepBHsa 2025 poky; bpomrypa Jlocaigauka mo/10 MEIUIHOTO IPUCTPOro Saphira, Bepcis
2.0 Bix 28 TpaBHs 2025 poky, aHTIINCHKOI0 MOBO; [IMaH KITIHIYHOTO AOCTIIKEHHS MEIUYHOTO
npuctporo Saphira, Bepcis 2.0 Bixg 29 TpaBHs 2025 poKy, aHITHCHKOI0 MOBOMO; [l1aH KIIIHIYHOTO
JOCIHIJKEHHsI MeIMYHOro npuctporo Saphira, Bepcist 3.0 Big 05 yepBHs 2025 poky, aHINTIHCHEKOIO
MOBOIO

Howmep Ta nara nakazy MO3 npo
MPOBEACHHS KIJIIHIYHOTO
BUIIPOOYBaHHS

Ne 1752 Bin 14.10.2024

Ha3Ba xiHiuHOTO BUNIPOOYBaHHS,
KOJI, BepcCis Ta Jara

«®aza 2b, panmomizoBaHe, MOJABIHHE CcIline, IIANE00-KOHTPOIBOBAHE TOCHIKEHHS TOIIYKY
Jiama3oHy JO3yBaHHS 3 METOI0 OIIHKH €(QEeKTHBHOCTI Ta O€3MeKH [eKiJIbKOX pIBHIB 103
iHTasIIiHOTO Mpenapaty AZD8630, mo npuiiMaeThCsi OJUH pa3 Ha J€Hb MPOTATOM 12 THXKHIB Y
JOpPOCIUX 3 HEKOHTPOJIbOBAHOIO acTMOI0 3 pusukoM 3aroctpeHHs (LEVANTE)», D6830C00003,
Bepcis 2.0 Big 07 6epesnst 2025 poky

3asiBHUK, KpaiHa

TOB «ACTPA3EHEKA YKPATHA»

Crnoncop, kpaiHa

AstraZeneca AB, Sweden

B.o. HayaabHNKa PapManeBTHYHOI0 YIIPABJIiHHA Ouaekcanap I'PIHEHKO

(i armc) (Bnacue im’st TIPI3BUILLIE)



Honartok 5

110 HaKa3y MiHicTepCTBa OXOPOHH 370POB’ S
VYxpainu «IIpo npoBeneHHs KIIHIYHUX
BHUIPOOYBaHb JIIKAPCHKHUX 3aCO0IB Ta
3aTBEPKEHHS CYTTEBUX MOIPABOK
27.08.2025 Ne 1343

InenTudikaiist CyTTe€BOI MOMPABKU

OnHoBneHU TPOTOKON KIiHIYHOTO BHUMpoOyBanHs 3 IlompaBkoto 5 Bim 05.06.2025 p.; bpomrypa
nocrmigauka JNJ-56021927 (amamytamin), sumands 19 Bim 01.04.2025 p.; 3miHa Ha3BW MiCIh

MIPOBE/ICHHS KJIIHIYHOTO BUNPOOYBAHHS:

bYJIO CTAJIO
1.M.H, npod. Ctyce B.I1. a.M.H, mpo¢. Ctycs B.IL.
KomyHnanshe mianpuemMcTBo | KomyHansHe M ITPUEMCTBO
«/lainponerpoBchKka o01acHa KiliHiuHA JTiKapHs | «JlHinmporneTpoBchka o0acHa KIiHIYHA JTiKapHs
iMm. LI. MeunukoBa» JlninmponerpoBchkoi | iM. [.I. MeuynukoBa» JIHimponeTpoBChKOT
oOmacHOi panw», BigauieHHs ypojorii Ne2, | obmacHOi paam», BiadiaeHHs yposorii Ne2
HepxaBauii  3akiman  «/[HimponeTpoBchbka | (OHKOMOTIYHE), M. JIHITIPO
MeAWYHA akajaeMis MIiHICTepcTBa OXOpPOHU
3mopoB’ss  Ykpainw», Kadeapa  ypouiorii,
M. JlHinpo
I.M.H., mpod. bonnapenko .M. I.M.H., ipod. bongapenko .M.
KomyHnanbHe HekomepiiiiHe mianpueMcTBo | KomyHanbHe HEKOMEpIliiiHE MiAIPUEMCTBO
«Miceka kiHiuHa JikapHsa Nedy JIHimpoBcbkoi | «Mickka kiiHiuHa JikapHs Nedy JIHIMPOBCHKOT
MiCBKO1 panu, BiUIIEHHS XiMmioTeparii, | MiCbKOI pajii, XiMiOTepareBTUYHE BiATIICHHS 3
I3 «/lainporeTpoBChka MeEIUYHA aKaaeMis | IEHHUM CTaIllOHAPOM, JIHITPOBCHKMIA
MO3 Vkpainm», kadeapa OHKOJOTIT Ta | Aep)KaBHUN MEIUYHUI yHiBepcuTeT, Kadeapa
MeIUYHOI pajiosiorii, M. JIHinmpo OHKOJIOT11 Ta MEAMYHOI paaiojorii, M. JIHIIpo

Howmep Ta nara nakazy MO3 npo
MPOBEACHHS KJIIHIYHOTO
BUIIPOOYBaHHS

Ne 589 Bin 15.06.2016




2 MPOAOBXKEHHS 10/1aTKa 5

Ha3ga kiiHiuHOrO BUNIPOOYBaHHS,
KOJI, BEpCis Ta jara

«PanmomizoBaHe, MOABIMHE ciime, IUIale00-KOHTPOIbOBAaHEe, KITiHIYHE MOCHiKeHHS 3 (a3u
npenapary JNJ-56021927 y mnaIieHTiB 3 BHCOKHM PH3WKOM JIOKaTi30BaHOTO ab0 MICIIEBO-
PO3MOBCIODKEHOTO paKy TEepeaMiXypoBOi 3allo3d, IO OTPUMYIOTH JIKYBaHHS TIEPBHHHOIO
poMeHeBoIo Tepamietoy, 56021927PCR3003, 3 [Tonpaskoro 4 Bix 24.04.2024 p.

3asiBHUK, KpaiHa

«IHCCEH ®APMAIIEBTHUKA HBy, benbris

CnoHcop, KpaiHa

«IHCCEH ®APMAIIEBTHUKA HBy, benbris

B.o. HayasibHuKa PapManeBTHYHOIO0 YIIPABJIIHHS Oaexkcanap 'PIHEHKO

(migmuc) (Bnacne im’st TIPI3BUILE)



Honatok 6

110 HaKa3y MiHicTepCTBa OXOPOHH 370POB’ S
VYxpainu «IIpo npoBeneHHs KIIHIYHUX
BHUIPOOYBaHb JIIKAPCHKHUX 3aCO0IB Ta
3aTBEPKEHHS CYTTEBUX MOIPABOK
27.08.2025 No 1343

InenTudikariisi CyTTeBOI MOMpPaBKU

Omnosnenutii [Iporoxon MB-108, Bepcis 8 Bix 19 uepBus 2025 poky, aHTIiHCbK0I0 MOBOIO; bporypa
nocmigauka st JlimocomansHoro annaminuny (Liposomal Annamycin), Bepcist 14.0 Bix 02 kBiTHS
2025 poky, aHMIKCHKOIO MOBOIO; bpomrypa mocmigauka s JlimocomanbHOTO aHHAMIIUHY
(Liposomal Annamycin), Bepcis 15.0 Bim 26 uyepBHs 2025 poky, aHINIIKHCBKOIO MOBOIO;
Indopmaritinuii nucrok mamieHTa Ta @opma iHpopMoBaHoi 3romau, Bepcis 3.0 Bim 03 numHA
2025 poky, st Ykpainu, Ha OCHOB1 6a30BOro Mi>kHapoaHOTo [HpopManiiHOTOo TUCTKA MallieHTa Ta
®opmu iH(DOpMOBaHOi 3roau, Bepcis 6.0 Bix 19 yepBus 2025 poky, aHTIIIHCHKOIO Ta YKPaiHCHKOIO
MOBaMHU

Howmep Ta nata Hakazy MO3 nipo
MPOBEJICHHS KITIHIYHOTO
BUNPOOYBaHHS

Ne 216 Bin 07.02.2025

Ha3ga kiiHiuHOTO BUNIPOOYBaHHS,
KOJI, BEpCis Ta 1ara

«OmnopHe, 0OaraTolleHTpOBE, paHIOMI30BaHe, TMOJBIHE ciime, MJane00-KOHTPOIbOBAHE
nociipkeHHs Gasu 2/3 3 amanTUBHUM JU3aWHOM JJIsl TIOPIBHAHHS L-aHHAMINUHY JUTsl 1H €KIINA Y
KOMOiHaIii 3 1H €KIisIMA UTapadiHy Ta mianedo B KoMOiHaLIi 3 1H €KIisAMH TUTapalbiHy B SIKOCTI
Teparnii Apyroi JiHIT I8 IHAYKII pemicii y JOPOCIUX MAaIi€HTIB 3 pedpakTepHUM/pElIUBYIOUNM
TOCTPUM Mi€J0igHUM Jieriko3om», MB-108, Bepcis 2 Bin 04 aucronana 2024 poky

3asiBHUK, KpaiHa

TOB «APEHCIA EKCIIJIOPATOPI MEJJICIH», Ykpaina

CnoHcop, KpaiHa

Monekymnin biotex, Ink. (MBI), CIIIA / Moleculin Biotech, Inc. (MBI), USA

B.o. HayanibHuKka PapManeBTHYHOIO YIIPABJIIHHS Oaekcanap 'PIHEHKO

(migmuc) (Bnacue im’st TIPI3BUILE)



JomaTok 7

110 HaKa3y MiHicTepCTBa OXOPOHH 370POB’ S
VYxpainu «IIpo npoBeneHHs KIIHIYHUX
BHUIPOOYBaHb JIIKAPCHKHUX 3aCO0IB Ta

3aTBEPIKEHHS CYTTEBUX IOIPABOK)»
27.08.2025 Ne 1343

InenTudikariisi CyTTeBOI MOMpPaBKU

3aydeHHs1 OHOBJIEHOT Ha3BHU JOCIIHKYBAaHOTO Jikapchbkoro 3acoOy: Acasunlimab (GEN1046;
DuoBody®-PD®L1x4-1BB); bpomypa mocnigauka Acasunlimab (GEN1046; DuoBody®-PD-
L1x4-1BB), Bumganns 7.0 Big 05 gepBusa 2025 poky; GCT1046-01 Indopmaris ayis marieHTa ta
®opma iH(HOPMOBAHOI 3roAM — YaCTHHA PO3IIMPEHHS: KOropTa po3mmpeHHsa 12 — Bepcis 3.1 Bixg
09 mumas 2025 poky mas YKpaiHu — yKpaiHChKO MOBOIO; KopoTka XapakTepHCTHKa JIIKapChKOTO
3aco0y IlemOpomnizymad (Kitpyna) Big 04 kBitHs 2025 poky; KopoTka XapakTeprcTuka JIiKapchbKOro
3aco0y [lemerpekcen Bin 12 rpyaas 2024 poky

Howmep Ta nara nakazy MO3 npo
MPOBEACHHS KJIIHIYHOTO
BUIIPOOYBaHHS

Ne 1376 Big 02.08.2022

Ha3Ba xiHiuHOTO BUNIPOOYBaHHS,
KOJI, BepcCis Ta Jara

«BigkpuTe mociipKeHHs meporo 3actocyBanus npemnapaty GEN1046 y noauHu 3 miABUIICHHSIM
7034 Ta 3 PO3MUPEHUMH KOTOpTaMH, II0 MPOBOAUTHCS 3 METOIO OIiHKM Oe3nednocti GEN1046 y
XBOPHX 13 370SKICHUMH coiaaumMu myxiuaamuy, GCT1046-01, 3 mompaskoro 11, Bepcisa 13.0 Bin
20 BepecHs 2024 poky

3asiBHUK, KpaiHa

TOB «Cineoc Xenc Ykpaina»

CnoHcop, KpaiHa

Genmab US, Inc., CIITA

B.o. HayanibHuKa PapManeBTUYHOIO YIIPABJIIHHS Oaekcanap 'PIHEHKO

(migmuc) (Bnacne im’st TIPI3BUILE)



Jomarox 8

110 HaKa3y MiHicTepCTBa OXOPOHH 370POB’ S
VYxpainu «IIpo npoBeneHHs KIIHIYHUX
BHUIPOOYBaHb JIIKAPCHKHUX 3aCO0IB Ta

3aTBEPIKEHHS CYTTEBUX IOIPABOK)»
27.08.2025 Ne 1343

InenTudikariisi CyTTeBOI MOMpPaBKU

3MiHa BiIMOBIIAJILHOTO JOCIITHUAKA Y MICIIl POBEJCHHS BUMPOOYBaHHSI:

BYJIO

CTAJIO

I.M.H., pod. Jlemuyk A.B.

[IpuBaTHE Maje MiAIPUEMCTBO, MEIUYHUN
neHtp «llymbe», TepameBTHYHE BiIIUICHHS,
M. Binauns

nikap Sxumenko ['.B.

[IpuBaTHE Mane MiANPUEMCTBO, MEAUYHUN
neHtp «lIlymbc», TepameBTHYHE BIIIIJICHHS,
M. Binnuig

KJIHIYHA JIIKapHs», TiAPO3ia MyJIbMOHOJOTI],

3MiHa HA3BU MICIS MPOBEJACHHS KJIIHIYHOTO BUIPOOYBAHHS:
BYJIO CTAJIO
n.m.H., mpod. Kosanenko C.B. n.M.H., ipod. Kosanenko C.B.
Obnacue KOMYHAaJIbHE Hekomepiiiiae | O0nacHe KOMYHaJIbHE HEKOMepIliiiHe
M1ITPUEMCTBO «YepHiBenpka obJacHa | MiIMPUEMCTBO «YepHiBenpka oOJracHa

KITIHIYHA JTIKApHSD», BIUIUIEHHS ITyJIbMOHOJIOT1,

M. YepHiBIni

M. YepHiBii

Howmep Ta nata Hakazy MO3 nipo
MPOBEJICHHS KITIHIYHOTO
BUIPOOYBaHHS

Ne 1973 Big 17.11.2023

Ha3ga kiiHiuHOrO BUNIPOOYBaHHS,
KOJI, BEpCis Ta 1ara

«PannmomizoBane, mojaBiiiHe ciine, mIane00-KOHTPOILOBAHE JOCITIIKEHHS B TapaeIbHUX TPyIax
JUTSs OITIHKHM €(PEKTUBHOCTI, O€3MEYHOCT] Ta IEPEHOCUMOCTI JEKCIIPaMINIeKCOy ISl IEpOPaTbHOTO
3aCTOCYBaHHS MPOTATOM 52 THKHIB y TIAIIEHTIB 3 TSHKKOIO €03uHOo(IbHOI0 acTMoto (EXHALE-2)y,
AR-DEX-22-01, monpaBka 3, Bijg 24 motoro 2025 p.

3asiBHUK, KpaiHa

TOB «BOPJIABAI] KJITHIKAJI TPAIIC VKP

»

CnoHcop, KpaiHa

Apetes Tepan'totikc [Hk. (Areteia Therapeutics, Inc.), CHHIA

B.o. HayanbHuKka PapManeBTUYHOIO YIIPABJIIHHS

Oaekcanap 'PIHEHKO

(i)

(Bnacue im’st TIPI3BUILLIE)




Honatok 9

110 HaKa3y MiHicTepCTBa OXOPOHH 370POB’ S
VYxpainu «IIpo npoBeneHHs KIIHIYHUX
BHUIPOOYBaHb JIIKAPCHKHUX 3aCO0IB Ta
3aTBEPKEHHS CYTTEBUX MOIPABOK
27.08.2025 No 1343

Inentudikariist cyTTeBOi mompaBku | 3MiHa BIAMOBIIATHHOTO JOCTIAHUKA Y MICIIl TPOBEJACHHS KJIIHIYHOTO BUTIPOOYBaHHS:

BYJIO CTAJIO
I.M.H., pod. Jlemuyk A.B. nikap Sxumenko ['.B.
[IpuBaTHe Mane mignpueMcTBO, MeawuHuil | [IpuBaTHe wMayne WIAMPUEMCTBO, MEIUYHUIN
neHtp «llymbc», TepameBTHYHE BimmiieHHS, | HeHTp «Ilymbc», TepameBTHYHE BIIUICHHS,
M. Binauns M. Binnuig

Howmep Ta nata Hakazy MO3 nipo No 1973 Bing 17.11.2023
MPOBEJICHHS KITIHIYHOTO

BUIPOOYBaHHS

HasBa xminiuHoro BunpoOyBanHs, | «PanmomizoBaHe, mojBiiiHe ciine, miane00-KOHTPOIbLOBAHE JOCTIIKEHHS B TapajeibHUX TPYIax

KOJI, BEpCis Ta 1ara JUTSs OITIHKHM €(PEKTUBHOCTI, O€3MEYHOCT] Ta IEPEHOCUMOCTI JEKCIIPaMINIeKCOy ISl IEpOPaTbHOTO
3aCTOCYBaHHS MPOTATroM 24 TIKHIB y TamieHTiB 3 eo3uHodinpHO0 actMor (EXHALE-4)y,
AR-DEX-22-03, nonpaBka 4 Big 12 6epesns 2025 p.

3asBHUK, KpaiHa TOB «BOPJIIBA]T KJITHIKAJI TPAIJIC YKP»

CrnoHcop, kpaiHa Aperes Tepan'torikc IHk. (Areteia Therapeutics, Inc.), CIIIA

B.o. HayaabHNKa PapManeBTHYHOI0 YIIPABJIiHHA Ouaekcanap I'PIHEHKO

(i armc) (Bnacue im’st TIPI3BUILLLE)



Jomarox 10

110 HaKa3y MiHicTepCTBa OXOPOHH 370POB’ S
VYxpainu «IIpo npoBeneHHs KIIHIYHUX
BHUIPOOYBaHb JIIKAPCHKHUX 3aCO0IB Ta

3aTBEPIKEHHS CYTTEBUX IOIPABOK)»
27.08.2025 Ne 1343

InenTudikariisi CyTTeBOI MOMpPaBKU

3MiHa BiIMOBIIAILHOTO JOCIITHUKA Y MICIII MPOBEACHHS KJIIHIYHOTO BUIPOOYBAHHS:

BYJIO

CTAJIO

I.M.H., pod. Jlemuyk A.B.

[IpuBaTHE Maje MiAIPUEMCTBO, MEIUYHUN
neHtp «llymbe», TepameBTHYHE BiIIUICHHS,
M. Binauns

nikap SAxumenko ['.B.

[IpuBaTHE Mane MiANPUEMCTBO, MEAUYHUN
neHtp «lIlymbc», TepameBTHYHE BIIIIJICHHS,
M. Binnuig

Howmep Ta nata Hakazy MO3 nipo
MPOBEJICHHS KITIHIYHOTO
BUIPOOYBaHHS

Ne 2199 Bin 30.12.2024

Ha3ga kiiHiuHOTO BUNIPOOYBaHHS,
KOJI, BEpCis Ta 1ara

«Bigkpure, TpuBaine, momoBxkeHe nocuimkenHs ¢asu I, 11 oriHku JOBroTpuBanioi 0e3neYHOCTI

Ta TEPEHOCUMOCTI

JNEKCTIPaMINEKCOoTy Y TAII€HTIB 3 TSOKKOK €03MHO(DIUIBHOI —acTMOO

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

3asiBHUK, KpaiHa

TOB «BOPJIIBAI] KJITHIKAJI TPAIIC VKP»

CnoHcop, KpaiHa

Apetest Tepan’rotike [uk., CIIIA (Areteia Therapeutics, Inc., USA)

B.o. HayanbHuKka PapManeBTUYHOIO YIIPABJIIHHS

Oaekcanap 'PIHEHKO

(migmuc)

(Bnacue im’st TIPI3BUILE)




Homarox 11

110 HaKa3y MiHicTepCTBa OXOPOHH 370POB’ S
VYxpainu «IIpo npoBeneHHs KIIHIYHUX
BHUIPOOYBaHb JIIKAPCHKHUX 3aCO0IB Ta

3aTBEPIKEHHS CYTTEBUX IOIPABOK)»
27.08.2025 Ne 1343

InenTudikariisi CyTTeBOI MOMpPaBKU

3MiHa BiIMOBIIAILHOTO JOCIITHUAKA Y MICIII MPOBEACHHS KJIIHIYHOTO BUIPOOYBAHHS:

BYJIO

CTAJIO

I.M.H., pod. Jlemuyk A.B.

[IpuBaTHE Maje MiAIPUEMCTBO, MEIUYHUN
neHtp «llymbe», TepameBTHYHE BiIIUICHHS,
M. Binauns

nikap SAxumenko ['.B.

[IpuBaTHE Mane MiANPUEMCTBO, MEAUYHUN
neHtp «lIlymbc», TepameBTHYHE BIIIIJICHHS,
M. Binnuig

3MiHa HA3BU MICIS MPOBEJACHHS KJIIHIYHOTO BUIPOOYBAHHS:
BYJIO CTAJIO
n.m.H., mpod. Kosanenko C.B. n.M.H., ipod. Kosanenko C.B.
Obnacue KOMYHAaJIbHE Hekomepiiiiae | O0nacHe KOMYHaJIbHE HEKOMepIliiiHe
M1ITPUEMCTBO «YepHiBenpka obJacHa | MiIMPUEMCTBO «YepHiBenpka oOJracHa
KJIHIYHA JKapH», MyJIBMOHOJIOTIYHE | KITIHIYHA JIIKapHsD, BIAIUICHHS TyIbMOHOJIOTI,

BiIIIIeHHS, M. YepHiBIi

M. YepHiBii

Howmep Ta nata Hakazy MO3 nipo
MPOBEJICHHS KITIHIYHOTO
BUIPOOYBaHHS

Ne 2072 Big 10.12.2024

Ha3ga kiiHiuHOrO BUNIPOOYBaHHS,
KOJI, BEpCis Ta 1ara

«PannmomizoBane, mojaBiiiHe ciine, maned0-KOHTPOILOBAHE JOCIIIKEHHS B TapaeIbHUX TPYIax
JUTSs OITIHKHM €(PEKTUBHOCTI, O€3MEYHOCT] Ta IEPEHOCUMOCTI JEKCIIPaMINIeKCOy ISl IEpOPaTbHOTO
3aCTOCYBAaHHS MPOTATOM 52 THKHIB y TIAIIEHTIB 3 TSHKKOIO e03uHo(IbHOI0 acTMoro (EXHALE-3)y,

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

5p.

3asiBHUK, KpaiHa

TOB «BOPJIABAI] KJITHIKAJI TPAIIC VKP

»

CnoHcop, KpaiHa

Apetest Tepan’rotike [uk., CIIIA (Areteia Therapeutics, Inc., USA)

B.o. HayanbHuKka PapManeBTHYHOIO0 YIIPABJIIHHS

Oaekcanap 'PIHEHKO

(i)

(Bnacue im’st TIPI3BUILLIE)




Jomarok 12

110 HaKa3y MiHicTepCTBa OXOPOHH 370POB’ S
VYxpainu «IIpo npoBeneHHs KIIHIYHUX
BHUIPOOYBaHb JIIKAPCHKHUX 3aCO0IB Ta

3aTBEPIKEHHS CYTTEBUX IOIPABOK)»
27.08.2025 Ne 1343

InenTudikariisi CyTTeBOI MOMpPaBKU

OHOBJIEHUH  MPOTOKOJ  KJIiHIYHOTO  BUOpoOyBanHs  M14-533, 3 iHKOpPIIOPOBAHWUMHU
AnminictpatuBaumu 3MiHami 1, 3, 5, 6, 7, 8 (Tuneku nns Kanagw), 9, 101 11 (tineku anst [omsii)
ta [lonmpaBkamu 0.01, 1, 2, 3,4, 5, 6, 7, 7.02 (tutbku mis Himedunnn), 7.03 (tineku ams Kopei) ta
8, 8.02 (timpku mis €C) 1 9 Big 10 mororo 2025 poky; Indopmaris ans namienrta Ta inpopmoBaHa
3rojla Ha y4acTh Y HAyKOBOMY JociikeHHi, Bepcis 14.0 mna Ykpaiau Big 14 tpaBus 2025 poky,
YKpaiHChKOIO, aHIMIIHCBKOI Ta pociiichkoro MoBamu; OHOBiIeHHH po3ain «Skicte» Jlocke
JOCITIKYBAHOTO JIiKapchkoro 3aco0y Ymamarutuuio (ABT-494), Bepcis 20.0 C Bix 08 nucromana
2024 poky

Howmep Ta nata Hakazy MO3 nipo
MPOBEJICHHS KITIHIYHOTO
BUNPOOYBaHHS

Ne 490 Bin 05.05.2017

Ha3ga kiiHiuHOTO BUNIPOOYBaHHS,
KOJI, BEpCis Ta 1ara

«bararonienTpoBe, TpuBaie mnomoBxkeHe npochimkeHHs III ¢asm 3 ominku Oe3meyHOCTI Ta
edexktuBHOCTI YmamanutuHiOy (ABT-494) y marieHTiB 3 BUPa3KoBHUM KoiiTom», M14-533, 3
IHKOPIIOpOBaHUMHU AJMIiHICTpaTUBHUMU 3MiHamu 1, 3, 5, 6, 7, 8 (tinbku ans Kanamm), 9, 101 11
(timbku mast [Momemni) ta [lompaBkamu 0.01, 1, 2, 3, 4, 5, 6, 7, 7.02 (tineku mis Himeuunnn), 7.03
(tinmeku it Kopei) ta 8 Bix 28 protoro 2023 poky

3asiBHUK, KpaiHa

«E060Bi biodapmacsrotikan3 'moX», [lBeiinapis

CnoHcop, KpaiHa

AbbVie Inc., USA

B.o. HayanbHuKka PapManeBTHYHOIO YIIPABJIIHHS Oaekcanap 'PIHEHKO

(migmuc) (Bnacue im’st TIPI3BUILE)



Honatoxk 13

110 HaKa3y MiHicTepCTBa OXOPOHH 370POB’ S
VYxpainu «IIpo npoBeneHHs KIIHIYHUX
BHUIPOOYBaHb JIIKAPCHKHUX 3aCO0IB Ta
3aTBEPKEHHS CYTTEBUX MOMPABOK)
27.08.2025 Ne 1343

InenTudikariisi CyTTeBOI MOMpPaBKU

3aydeHHsl TOAATKOBUX JIKAPCHKUX 3aC001B, 110 BUKOPUCTOBYIOTHCS SIK IpemapaTy MOPIBHIHHS:
Kap6omnatun bennanic (Carboplatin Bendalis, Kap6ornarun, Carboplatin), 10 mr/mi, KoHIEHTpaT
JUIsl pO3uMHY IS 1H ekmiit/daakon; Empy6inmua AxwsioBima (Epirubicin AqVida, Epirubicina,
EnipyOinun, Enipy6iumny rigpoxnopun, Epirubicin hydrochloride), 2 wmr/mm, po3uun ams
10’ exmiit/pnakon; Kapbormnatua Menak, KOHIIEHTpAT JuTsl po3duHy 11 iH(y3i#, 10 mr/mim; mo 60 M
y (hmaxoni; o 1 ¢uiakoHy B KapToHHi# kopooui; KapOomnatun-TeBa, KOHIEHTpAT AJIst pO3UUHY JJIS
iHpy3i#, 10 mr/mit o 45 M y dakoni, o 1 dakony B kopoOiii; [Takmitakcen EGeBe, kKoHIIEHTpaT
s po3unHy Ais iH)y3ii, 6 mr/mi, 50 mu (300 mr) y paakonax Nel; Keenoga®, TabneTku, BKpUTI
IJTIBKOBOIO 000J10HKOIO0, 10 150 Ne60; Kcenoga®, tabneTku, BKPUTI IUTIBKOBOK O0OJIOHKOIO, TIO
500 mr; mo 10 tabnetok y Omictepi; mo 12 OmicrepiB y kapToHHiM ymakosui; Enmokcan® 1 T,
MOPOIIOK I po34uuHy uIs 1H ekiii; loxcopyOinuu “EGeBe”, KOHIIEHTpAT Il PO3YMHY IS
1HOy3iH, 2 mr/mi, 25 ma (50 mr) y guakonax Nel; EnipyGinun “EGeBe”, KOHLIEHTpAT ATl pO3UUHY
utst 1HDy31#, 2 mr/mut o 25 mut (50 mr) y dutakosi; o 1 ¢akoHy B KopoO1ii; 3arydeHHs] BAPOOHUIHNX
IUISSHOK, 10 BIAMOBIJAIOTH 32 BUIYCK JOJATKOBUX JKAPCHKUX JKApChKUX 3aco0iB, IO
BUKOPHUCTOBYIOTBhCS sIK Tipemapatu mopiBHsHHA: KapOGormmarua benmamic - Bendalis GmbH,
Keltenring 17, Oberhaching, Bavaria, 82041, Germany; Enipy6inua AksioBina - AqVida GmbH,
Kaiser-Wilhelm-Strasse 89, Neustadt, Hamburg, 20355, Germany, GPS: 53.554632, 9.981453,
Germany; Kap6ormnatua Menak — Menak ['ezensmadt ¢drop kninime Ilneniansnpenapare M6X
(Medac Gesellschaft fur klinische Spezialpraparate m.b.H.), Teatepmrpacce, 6, 22880 Benens,
Himeuunna (Theaterstrasse 6, 22880 Wedel, Germany); Kap6omnatun-TeBa, ®apmaxemi b.B.
(Pharmachemie B.V.), Byn. Cencer 5, 2031 GA Xapnewm, Hinepnanau (Swensweg 5, 2031 GA
Haarlem, the Netherlands); ITaknitakcen EoeBe — DAPEBA Vatepax 'M6X (FAREVA Unterach
GmbH), Monazeecmitpacce 11, 4866 YaTepax am Attepsee, ABctpis (Mondseestrasse 11, 4866
Unterach am Attersee, Austria); Kcemoma® - ®.Xoddmann-JIs Pomr JItg (F.Hoffmann-La Roche
Ltd), Bypwmicser, 4303 Kaiicepayrcer, [lIBetinapis (Wurmisweg, 4303 Kaiseraugst, Switzerland);
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Ennokcan® — bakcrep Onkonomki I'M6X (Baxter Oncology GmbH), Kantmrpacce 2, 33790
lNanne/Bectdannen, Himeuunna (Kantstrasse 2, 33790 Halle/Westfalen, Germany); [lokcopy0irux
“EbeBe” - ®APEBA VYutepax ['M6X (FAREVA Unterach GmbH), Monmzeecmtpacce 11, 4866
Yurepax am Atrep3ee, ABcrpisi (Mondseestrasse 11, 4866 Unterach am Attersee, Austria);
Enipy06inun “E6eBe” - DAPEBA Yurepax I'm6X (FAREVA Unterach GmbH), Monnzeecirpacce
11, 4866 YuTepax am Attep3ee, ABctpis (Mondseestrasse 11, 4866 Unterach am Attersee, Austria);
3aydeHHs1 BApOOHUYHMX IUISHOK, 1110 BiIMOBIIaI0Th 32 BUITYCK JIOCITIPKYBaHHX JIIKAPCHKUX 3aC0O01B:
Kap6omnarua Kab6i Fresenius Kabi Deutschland GmbH, Freseniusstrasse 1, Friedberg (Hessen),
61169, Germany; ITakmitakcen AxproBina - 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; Kanenurabia Akkopn - Accord
Healthcare Polska Sp. z.0.0, Ul. Lutomierska 50, Pabiance, 95-200, Poland; JlokcopyOinuny
rigpoxsopua (Ribodoxo®) - Hikma Farmacéutica (Portugal), S.A., Fervenca, Estrada do Rio da Mo,
No8, 8-A E 8-B, Terrugem Snt, 2705-906, Portugal; EnipyGirua Hikma - Hikma Farmacéutica
(Portugal), S.A., Fervenca, Estrada do Rio da M6, No§8, 8-A E 8-B, Terrugem Snt, 2705-906,
Portugal; Hexcamerazon FOeCIli (Dexamethasone Oral Solution USP) - Hikma Pharmaceuticals
USA, Inc., 2 Esterbrook Lane, Cherry Hill, New Jersey (NJ) 08003, United States (USA);
JNlexcamerazon HOeClIli (Dexamethasone Oral Solution USP) - West-Ward Columbus Inc. USA,
Wilson Road 1809, Columbus, Ohio, 43228, United States; Ykpaina, MK-2870-032, Indopmairis Ta
JOKYMEHT Ipo iH(OpMOBaHy 3roay AJis naiieHta Ha HeoOoB’s3k0Bi MPT-nocnimkenns, sepcis 00
Bix 01 mumas 2025 p., yKpaiHChKOIO MOBOIO; 3pa30K MapKyBaHHS JIOCHIKYBAHOTO JIIKAPCHKOTO
3aco0y Dexamethasone Bottle Outer Package, Bim 10 mrotoro 2025 p., aHrmildChKOIO Ta
YKPaiHCBKOI MOBOIO

Howmep Ta nata Hakazy MO3 nipo
MPOBEJICHHS KIIHIYHOTO
BUNPOOYBaHHS

Ne 1019 Bix 26.06.2025
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Ha3ga kiiHiuHOrO BUNIPOOYBaHHS,
KOJI, BEpCis Ta jara

«PannmomizoBane, Biakpute nochimkeHHs III dasu ans ominku edekTHBHOCTI Ta OE3MEYHOCTI
sac-TMT (Canuty3zymad tupymorekan, MK-2870), y moeaHaHHi 3 KapOOIUIaTHHOM/TIAKITI TAKCEIIOM
MOPIBHSHO 3 XiMioTepari€ero, oouaBa B KOMOiHaIi] 3 meMOposizyMmadoM B SIKOCTI HEO0a 1 IOBAaHTHOT
Teparnii AJig TpUdi HETAaTUBHOTO PaKy MOJIOYHOI 3aJI03M 3 BUCOKMM PU3MKOM, Ha paHHIA cTafii abo
TOPMOHAJIBHUM PELENTOP-HU3bKUM O3UTUBHUM PAKOM MOJIOYHOI 371031 /PaKOM MOJIOYHOT 3aJ103U
pelenTop-2 HeraTUBHUM JI0 JIIOJICBKOTO emiiepMaibHoro daktopy pocty», MK-2870-032, Bepcis
00 Bix 18 mrororo 2025 poky

3asiBHUK, KpaiHa

ToBapucTBo 3 0OMexkeHo10 BianoBiganpHICTIO «MCJI Ykpaina»

CnoHncop, kpaiHa

TOB Mepk Ilapn enn Joym, CIITA (Merck Sharp & Dohme LLC, USA)

B.o. HayaabHNKa PapManeBTHYHOI0 YIIPABJIiHHA Ouaekcanap I'PIHEHKO

(i rmc) (Bnacue im’st TIPI3BULLIE)



Honatox 14

110 HaKa3y MiHicTepCcTBa OXOPOHH 370POB’ S
VYxpainu «IIpo npoBeneHHs KIIHIYHUX
BHUIPOOYBaHb JIIKAPCHKHUX 3aCO0IB Ta

3aTBEPIKEHHS CYTTEBUX IOIPABOK)»
27.08.2025 Ne 1343

InenTudikariisi CyTTeBOI MOMpPaBKU

BxiroueHHs 101aTKOBUX MiCIb TPOBEICHHSI KITHIYHOTO BUITPOOYBAHHS:

No I1.1.B. BiAIOBIMAJILHOTO AOCIITHUKA
/11 Ha3sa miclis nmpoBeieHHs KJIIIHIYHOTO BUIIPOOYBaHHS

1. | 3aB. Bix. 3yokos O.0.
Jlep>xaBHa yctaHoBa «HarmioHalbHMI HAayKOBHM IIEHTP XIpyprii Ta TPaHCIUTAHTOJOTII
imeni O.0. lanimoBa HamionanpHOI akajgemii MEIUYHUX HAYK YKpaiHW», BIIIITICHHS
onkouorii, M. Kuis
2. | K.M.H., 3aB. Bix. [Iputymsix C.M.
Komynansne HekomepiiitHe mianpueMcTBo «lloginbChkuii  perioOHAIBHUM  IIEHTP
oHkouorii Binnupkoi 001acHoi pajny, TOpakajibHe BiUTUICHHS, M. BiHHMISA
3. | k.m.H. [Parauneka T.B.
Komynanbehe HEeKOMep1iiiHe HiAPHEMCTBO «XMEeIBbHULBKUN oOacHUM
MPOTHITYXJIMHHUHN TIEHTP» XMENTbHUIIbKOI 0071acHOl pajad, BIJIEHHS OHKOTi1HEKOJIOT],
M. XMEeIbHUIbKUN

Howmep Ta nata Hakazy MO3 nipo
MPOBEJICHHS KITIHIYHOTO
BUNPOOYBaHHS

Ne 1019 Bix 26.06.2025

Ha3ga kiiHiuHOTO BUNIPOOYBaHHS,
KOJI, BEpCis Ta 1ara

«PannmomizoBane, Bigkpure mochimpkeHHs III dasu ans ominku edekTHBHOCTI Ta O€3MEYHOCTI
sac-TMT (Canuty3zymad tupymorekan, MK-2870), y moeaHaHHi 3 KapOOIUIaTHHOM/TIAKITI TAKCEIIOM
MOPIBHSHO 3 XiMioTepari€ero, oouaBa B KOMOiHaIi1 3 meMOposizyMmadoM B SIKOCTI HEO0a 1 IOBAaHTHOT
Teparnii AJig Tpudi HETaTUBHOTO PaKy MOJIOYHOI 3aJI03M 3 BUCOKMM PU3MKOM, Ha paHHIA cTafii abo
TOPMOHAJILHUM PElEeNnTOP-HU3bKUM TO3UTUBHIUM PAKOM MOJIOYHOI 3371034 /pakoM MOJIOYHOT 351031
perenTop-2 HeraTUBHUM JI0 JIFOJICBKOTO eMiiepMaibHOTO akTopy pocty», MK-2870-032, Bepcis
00 Bix 18 mororo 2025 poky
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3asiBHUK, KpaiHa

ToBapucTBo 3 06MexeHo10 BianoBiganpHicTIO «MCJI Ykpainay

CnoHcop, KpaiHa

TOB Mepk Hlapn enx loym, CHIA (Merck Sharp & Dohme LLC, USA)

B.o. HayasibHuKka PapManeBTUYHOIO YIIPABJIIHHS

Oaekcanap 'PIHEHKO

(migmuc)

(Bnacue im’st TIPI3BUILIE)




Honatoxk 15

110 HaKa3y MiHicTepCTBa OXOPOHH 370POB’ S
VYxpainu «IIpo npoBeneHHs KIIHIYHUX
BHUIPOOYBaHb JIIKAPCHKHUX 3aCO0IB Ta
3aTBEPKEHHS CYTTEBUX MOMPABOK)
27.08.2025 Ne 1343

InenTudikariisi CyTTeBOI MOMpPaBKU

OHoBJIEHUH MPOTOKOJI KJIiHIYHOTO BUMpoOyBaHHS BAY 2927088 / 22615 Bepcis 2.1 3 J0KanbHOIO
norpaBkoro 5 Big 12 uepBus 2025 poky; Jocaimkenns 22615 Indopmariitauii muct ta popma
iH(OopMOBaHOT 3ro/IM Ha y4acTh Y TOTIEPETHbOMY CKpHUHIHTY, Bepcis 1.0 Bix 24 numas 2025 poky
s YKpaiHW yKpaiHCBKOIO MOBOIO Ha 0a3l ocHOBHOI Bepcii IndopmariiiiHoro nucra ta ¢opmu
iH(OpMOBaHOT 3roIM Ha Y4acTh y TOTIEPETHBOMY CKpUHIHTY, Bepcis 1.0 Big 12 uepsusa 2025 poky;
Hocnimpkenns 22615 Kaptka Bi3uTiB ans gocnimpkenus 22615, sepcis 1.0 Big 24 nmunas 2025 poky
uisi YKpaiHu yKpaiHChKOIO MOBOIO Ha 0a3i ocHOBHOI KapTku BI3WTIB mjist AociimkeHHs 22615,
Bepcid 1.0 Bix 24 uepBusa 2025 poky

Howmep Ta nata Hakazy MO3 nipo
MPOBEJICHHS KITIHIYHOTO
BUNPOOYBaHHS

No 1904 Big 13.11.2024 y penakiiii Hakazy MO3 Ykpaiau Ne1941 Bix 19.11.2024

Ha3ga kiiHiuHOTO BUNIPOOYBaHHS,
KOJI, BEpCis Ta 1ara

«Bigkpure, paHIoMi30BaHe, aKTHBHO KOHTPOJIhOBAaHE, OAraTOLIEHTPOBE MOCIIHKEHHS 3 da3zu Jyis
omiHKA e(eKTUBHOCTI Ta Oe3mekw mnepopaibHOro BBeneHHs BAY 2927088 y mopiBHsSHHI 31
CTaHIAPTHHUM JIKYBAaHHSM Y SIKOCTI Teparii mepiioi JiHii y MamieHTiB 3 MiCIEBO-TIOMKUPEHUM abo
MeTacTaTHYHUM HeApiOHOKIITUHHUM pakoM jiereHb (NSCLC) 3 HER2-akTuByroUnM# MyTaIlisIMI»,
BAY 2927088 / 22615, Bepcis 2.0 3 inTerpoBanoto nonpaskoto 4 Big 10 rpyans 2024 p.

3asiBHUK, KpaiHa

TOB «baiiep», Ykpaina

CnoHcop, KpaiHa

baitep AI', Himeuunna

B.o. HayanibHuKka PapManeBTHYHOIO YIIPABJIIHHS Oaekcanap 'PIHEHKO

(migmuc) (Bnacue im’st TIPI3BUILE)



Honatok 16

110 HaKa3y MiHicTepCTBa OXOPOHH 370POB’ S
VYxpainu «IIpo npoBeneHHs KIIHIYHUX
BHUIPOOYBaHb JIIKAPCHKHUX 3aCO0IB Ta
3aTBEPKEHHS CYTTEBUX MOMPABOK)
27.08.2025 Ne 1343

InenTudikariisi CyTTeBOI MOMpPaBKU

OnoByeHa Bepcis MPOTOKOIY KiiHIYHOTO BUNpoOyBanHs VV022-02, Bepcisa 2.3 Big 15.05.2025 p.;
Onosnena Bepcis [Hpopmanii ans nmamienta Ta @opma iHGOPMOBAHOT 3rou JUISA MALI€HTIB, 10
OepyTh yuacth y Yactuni 1 (Paza I) gocaimkeHHs 1 BKIFOYEHI 0 KOTOPTH €cKaarlii 1034, BepCist
1.3 Bix 15 tpaBus 2025 p. nnsa Ykpainu ykpaiHcbkoro MoBoio; OHoBieHa Bepcis [Hdopmartii ams
namienTa Ta @opma iHPOPMOBAHOI 3ro/Iu JJI MAIIE€HTIB, 10 0epyTh yuacTh y Yactuni 1 (Paza I)
JOCIIJKEHHS 1 BKJIIOUEH1 10 KOTOPTH MiATBEPXKEHHS 103H, Bepcis 1.3 Bix 15 TpaBus 2025 p. ans
VYkpaian ykpaiHcbkor0 MoBow; OHoBieHa Bepcis I[Hdopmamii mis mamieHta Ta @Dopma
iH(popMOBaHOi 3roju AJsl Mali€HTIB, o OepyTh ydacth y Yactuni 2 (Paza II) mocmimkenHs i
BKJTFOUEHI /IO KOTOPT COJMIAHUX MyXJuH, Bepcis 1.3 Bix 15 tpaBus 2025 p. mig Ykpainu yKpaiHCBKOIO
MoBoio; OHOBJeHa Bepcis [Hpopmaii 1y namienTta tTa @opma iHHOPMOBaHOT 3r01U IS AIIEHTIB,
mo Oepyth ydacth y Yactuni 2 (Paza II) mocmipkeHHS 1 BKIIOYEHI 0 KOTOPTH XPOHIYHOTO
mimdorneiikosy, Bepcis 1.3 Big 15 TpaBus 2025 p. s Ykpainu ykpaiHCbKOIO MOBOI0; OHOBIIEH1
po3ainu Jlocke mociimkyBaHoro jikapcekoro 3aco0y, KLS-1, Bepcis 3.2 Big 14 ciuns 2025 p.:
2.1.S.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); Ononene mapkyBanus [1JI3,
NepBUHHA ymakoBKa, Bepcis 4.0 Big 15 tpaBus 2025 p.; Onosnene mapkyBanus J[JI3, BTopuHHa
ynakoBka, Bepcis 4.0 Bix 15 tpaBus 2025 p.; 3amydeHHS J01aTKOBOTO MICIIS POBEIEHHS KJITHIYHOTO
BUIIPOOYBAHHSL:

Ne I1.1.B. BiAIOBIAJILHOTO JOCHITHUKA

n/n HasBa micus npoBeieHHs KIiHIYHOTO BUIPOOYBaHHs
1. K.M.H. ¥Ypcox .M.
[IpuBaTHe mMiANPUEMCTBO TpUBaTHa BHpPOOHHMYA (ipMa «ALMHYC», JIKyBaJIbHO-
TarHOCTUYHUM IEHTP, M. KponmuBHUTIEKHIT
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Howmep Ta nara nakazy MO3 npo
MIPOBEACHHS KIJIIHIYHOTO
BUIIPOOYBaHHS

Ne 766 Bix 03.05.2024

Ha3Ba xiHiuHOTO BUNIPOOYBaHHS,
KOJI, BepcCis Ta Jara

«Bigkpure 6araToneHTpoBe nociipkenns dhas3u I/11 3 eckanariero 1034 1 po3MMPEHHSIM KOTOPTH JIJIsI
owLiHKK Oe3neku Ta epexTuBHOCTI npenapary KLS-1 sk MoHOTepamii y mari€eHTiB 3i 37105KiCHUMH
HOBOYTBOpeHHsMI», VV022-02, Bepcis 2.2 Bix 15 kBitHs 2024 p.

3asiBHUK, KpaiHa

TOB «CI EJI EC JOKPEMH», Ykpaina

CnoHcop, KpaiHa

Bexrop Bitane JIJIC (Vector Vitale LLC), CIIIA

B.o. HayanibHuKka PapManeBTUYHOIO0 YIIPABJIIHHS Oaekcanap 'PIHEHKO

(migmuc) (Bnacue im’st TIPI3BUILE)




