Jomatox 1

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

BUINIPOOYBaHb
24.12.2025 Ne 1948

InenTudikamist CyTTe€BOI MOMPABKU

Inentudikamiitna kaprka namienra, Bepcis 2.0 Big 10 immucromana 2025 poky, yKpaiHCHKOI MOBOIO;
3ay4eHHs J0JaTKOBOIO JIIKApChKOTo 3ac00y, 1110 Oy1e BUKOPUCTOBYBATHCS K IpenapaT CylyTHbOT
tepanii: @nynapadin AkraBic® 50 Mr (25 MI/MIi1) MOPOIIOK IS pO3UMHY JUIA 1H'€KIil 4u 1HDY3ii;
3ay4eHHs J0JaTKOBOIO JIIKAPChKOTO 3ac00y, 1110 Oy 1€ BUKOPUCTOBYBATHCS K IpenapaT CylmyTHbOI
tepanii: ®aygapadbin HEXAL® 25 mr/mi, KOHIEHTPAT JUIsl IPUTOTYBAHHS PO3UYMHY JJIS 1H €K
abo 1H(Qy3ii; 3amydeHHs BUPOOHHUKA JIKapchbKOro 3acoly, 1o Oyae BUKOPHCTOBYBAaTHCS SK
npemnapar cynytHboi Teparnii (Daygapadin AxkraBic® 50 mr (25 Mr/mit) TOPOMIOK AJISt PO3YHHY IS
iH'exniit un 1HPy3iid): SINDAN-PHARMA SRL, Pymynis Bulevardul Mihalache Ion 11, sector 1,
Bucharest, 011171, Pywmynis; 3amydeHHs BUPOOHHMKA JIIKapChKOro 3acoly, 1mo Oyne
BUKOPHUCTOBYBATHUCS SIK Ipernapar cynyTHboi Tepamnii (Oiaynapadin HEXAL® 25 mr/mi, KOHIIEHTpaAT
JUISL IPUTOTYBAHHS pO34MHY JUIs iH ekuiid abo iHdy3iit): Hexal AG, Himeuunna Industriestrasse 25,
Holzkirchen, Bavaria, 83607, Himeuyuuna; Cnpomene mapkyBanHs DiynapaGin Bepcis 1.0 Bix
26 cepnusa 2025 poky, YKpaiHCHKOIO MOBOI; 3alyd€HHsI JIOAATKOBOTO MICLS IPOBEICHHS
KJIIHIYHOTO BUITPOOYBaHHS:

Ne I1.1.b. BiAMOBIZAILHOTO JOCHITHUKA
n/n HasBa micusg mpoBeieHHs KIIIHIYHOTO BUIPOOYBaHHS

1. | nixap Pomuraiino H.B.
ToBapuctBo 3 o0OMexeHOIO BiAmoBifanpHicTIO «Menuunuit 1neHtp «Camorem»,
JlikyBanbHO-A1arHOCTUYHUH BIAJILJI MEIUYHOTO LIEHTPY, M. BiHHMIIA

Howmep Ta nata nakazy MO3 npo
MIPOBECHHS KJIIHIYHOTO
BUIIPOOYBaHHS

Ne 907 Bix 30.05.2025

Ha3Ba kiiHiuHOTO BUNIPOOYBaHHS,
KOJI, Bepcis Ta faTa

«ocmimkenns | da3u mns ADI-001, cTBOpeHOTr0 3a AOMOMOTOI T€HHOI 1HXKEHEepii alIOTeHHUMH
ramMa-zenbra (y0) CAR-T-xmituHamu, crnpsmoBanumu npotu CD20, y gopociux monedt i3
cucteMHuUM ckiepozom», ADI-001-104, Bepcis 1.0 Bix 04 nuctonama 2024

3asiBHUK, KpaiHa

ToBapuCcTBO 3 06MEkKEHOIO BifnoBinanbHicTIO «[IBP YKPATHA»

CnoHcop, kpaiHa

Adicet Therapeutics, Inc., USA «Anicer Tepanbiotike, [HK.», CionydeHi mratu AMepuku

B.o. HayasibHuKa PapManeBTHYHOIO YIIPABJIIHHS Ouaekcanap 'PIHEHKO

(mignuc) (Bnacue im’st [TIPI3BUILLE)



Jomatox 2

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

24.12.2025 No 1948

Inentudikariist CyTTEBOI MOMPaBKU

bpomypa nmocmimnuka: CT-P51 [Pembrolizumab] Bepcis 4.0 Bix 14 tpaBus 2025 p.; Jluct no
JlocigHUKa IOJI0 OCTaHHIX OHOBIIEHBb MOOIYHUX edekTiB KiTpyau y komOiHamii 3 XiMioTepari€ero
abo pamiorepamiero, Bix 15 tpaHs 2025 p. anrmiicekoro MoBoto; CT-P51 3.1 Iadopmamis mms
narieaTa Ta popma iHpopmoBaHoi 3roau s Ykpainu, Bepcist 3.1.0 Big 9 Bepecus 2025 p.; 3pa3ok
BHYTPILIHBOI Ta 30BHIIIHKOI eTukeTku i npenapaty CT-P51 Bepcis 1.1 Big 16 aumns 2025 p.;
3MiHa BiAMOBIJAJIBHOTO JOCITIIHAKA Ta 3MiHA HA3BH JIOCITHUIIBKOTO IICHTPY:

BYJIO CTAJIO
k.M.H. Ocrarnenko 10.B. nikap Yepuenko K./I.
HepxaBHe  HekoMmepliiiHe — mianpueMcTBo | JlepaBHe  HEKOMEpLiiHE  MiANPHEMCTBO
«HamionanbHUN 1HCTUTYT paky», BiIIiIeHHS | «HamioHabHUN 1HCTUTYT pakKy», BUIIITICHHS
MaJIOIHBa3MBHOI Ta EHJOCKOMIYHOi Xipyprii, | K’IiHIYHOI OHKOIOT1 Ne 2 HayKOBO-KJIIHIYHOTO

IHTEpBEHINIHOI paioorii, M. Kuis BIJIUTY KJIIHIYHOT OHKOJIOTIT KIIHIKH
OHKOI€MAaToJIOTil Ta KIHIYHOI OHKOJIOTII,
M. Kuis

Howmep Ta nata nakazy MO3 npo
MIPOBECHHS KIJIIHIYHOTO
BUIIPOOYBaHHS

Ne 2147 Bin 25.12.2024

Ha3sBa kiiHiuHOrO BUNpOOYBaHHS,
KOJI, Bepcis Ta jara

«IlonBiitHe ciine, paHa0Mi30BaHEe, KOHTPOJIbOBAHE aKTUBHUM MPEMapaToOM JOCIIIKEHHs (a3u 3,
sIKe TIPOBOJATH Yy MapajieIbHUX Ipynax s NOPiBHIHHA e()eKTUBHOCTI Ta O€3MEeYHOCT] NpenapaTiB
CT-P51 Ta Kitpyna B koMmOiHamii 3 ximioTepami€ro mpenaparaMy IJIaTHHU 1 IEMETPEKCEI0M Y
MAIIEHTIB 13 METACTATUYHHUM HEIUIOCKOKIITUHHUM HeJpiOHOKIIITHHHUM PaKoM JIeTeHb, K1 paHilie
He oTpuMyBainu jdikyBaHHs», CT-P51 3.1, Bepcis 2.0 Bix 14 aucronaga 2024 p.

3asiBHUK, KpaiHa

TOB «Cineoc Xenc YkpaiHa»

CrnoHcop, kpaiHa

CEJUITPIOH Ink., Pecniy6mika Kopes [Celltrion, Inc., Republic of Korea]

B.o. HayaabHNKa PapManeBTHYHOIO YIIPABJIiHHA Oaexkcanap I'PIHEHKO

(migmc) (Bnacue im’st [TIPI3BUILE)



Jonatok 3

10 Haka3y MiHicTepcTBa OXOPOHU 30POB’ s
Vkpainu «IIpo 3arBepaKeHHS CYyTTEBUX
MIOTIPABOK 710 IPOTOKOJIIB KIHIYHUX
BUINPOOYBAHbBY

24.12.2025 Ne 1948

InenTudikaist CyTTEBOI MOMPABKU

3any4yeHHs JOAATKOBUX MICIb MPOBECHHS KJIIHIYHOTO BUITPOOYBAaHHS:

No [1.LB. BiIMOBIJAILHOTO JOCIITHAKA
/11 Ha3pa micIisg nmpoBeieHHs KJIIHIYHOTO BUIPOOYBaHHS

1. | x.m.H. Mumanuuy I'.1.
KwuiBcbka KimiHIYHA JIKapHSA Ha 3ali3HUYHOMY TpaHcrmopTi Ne2 ¢imii «llenTp oxopoHm
3IIOPOB'SD» AKI[IOHEPHOTO TOBAPUCTBA «YKpaiHChbKa 3aMi3HUIS», ICHTP KIIHIYHHX
nociimkenb, M. Kuis
2. | n-p ¢inocodii Kapnenko O.O.
Memnunuii  nentp «Ok!KiiHik+» ToBapucTtBa 3 OOMEKEHOI BIJIMOBIIAILHICTIO
«MiKHApOIHUNA IHCTUTYT KITIHIYHHX JOCHIDKEHBY», BIIIUT Tepamii, peBMaTosorii Ta
KapJioJIoTii cTarioHapHoro BiuiieHHs, M. Kuis
3. | mikap Yynpwuna J1.O.
MenuyHuii LIEHTp TOBAapUCTBA 3 OOMEXEHOI BiamoBiganbHICTIO «LleHTp cimeiHOT
MEIUIUHH IUTFOCY, JTIKYBaJIbHO-NPOoITaKTHYHUHN miapo3 i, M. Kuis
4. | nikap binotkau O.VY.
MenuyHuii 1IeHTp TOBapHCTBa 3 OOMEXKEHO BiAmoBinaibHICTIO «EnensBeric Memikey,
JIKYBaJIbHO-IPOQUIAKTUYHUHN 1miipo3ii, M. KuiB
5. | mikap Honeup O.A.
ToBapuctBo 3 oOMexeHOwO BiAmoBifanpHicTIO «Mendya-Kiinik», niKyBaJlbHO-
npoduIaKTUYHUH Miapo3aia MeaudyHoro neHTpy, M. Kuis

Howmep Ta nara nakazy MO3 npo
MPOBEJICHHS KIIHIYHOTO
BUIIPOOYBaHHS

Ne 1832 Bix 02.12.2025

Ha3ga kiiHiuHOTO BUNIPOOYBaHHS,
KOJ, Bepcis Ta JaTa

«PannomizoBane, OaratoleHTpoBe, MOJBiliHEe ciine nocuimkeHHs da3u 2b nns OLIHKU BIUIUBY
Bbakcnpocraty B komb6iHamii 3 Jlanarmidiao3uHoM y mopiBHsAHHI 3 Tepamieto bakcapocrarom Ha
anpOyMIHYPIIO Y MaIli€HTIB 3 XPOHIYHOIO XBOp0O010 HUPOK (XXH) Ta BUCOKHM KPOB’ SHUM THCKOMY,
D6972C00006, Bepcis 2.0 Bix 22 BepecHst 2025 poky




MPOJIOBXKEHHS J1oAaTKa 3

3asiBHUK, KpaiHa

TOB «ACTPA3EHEKA YKPAIHA»

CnoHcop, KpaiHa

AstraZeneca AB, IlIsenis

B.o. HayasibHuKka PapManeBTHYHOIO YIIPABJIIHHS

Ouaekcanap 'PIHEHKO

(migmuc)

(Bnacue im’st [TIPI3BUILIE)




Jonmaroxk 4

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

24.12.2025 No 1948

Inentudikariist CyTTEBOI MOMPaBKU

Bbpomypa mociigauka Niraparib (Zejula), Bumanns 17 Big 20.06.2025 p.; bpomrypa mocmiaHuka
JNJ-212082 3UTITI'A (abiparepona anerar), Buaanus 19 Bix 21.05.2025 p.; Bpourypa gocnigauka
CJINJ-67652000 (niraparib/abiraterone acetate fixed-dose combination), BumanHs 7 Bif
25.07.2025p.; Indopmamis mis mnamierra Ta Dopma iHbopMoBaHoi 3romu — [Iporokon
67652000PCR3002, Bepcist 9.0 ykpaincbkoro MoBoO it Ykpainu Bix 22.10.2025 p.; Indopmaris
mis namienta ta ®opma iHpopmoBanoi 3rogu — Ilporoxon 67652000PCR3002, Bepcis 9.0
pociiicbkoro MoBoro ansi Ykpainu Bin 22.10.2025 p.; Indopmamis mis mamienta ta Dopma
iHpopmoBanoi 3rogun — Ilporokon 67652000PCR3002, Bepcis 2.0 yKpaiHCBKOIO MOBOIO IS
VYkpainu Big 25.09.2025 p.; Indopmanist qist nanienta ta @opma indopmoBanoi 3roau — [Iporokon
67652000PCR3002, Bepcis 2.0 pociiicbkoro MoBoto it Ykpainu Big 25.09.2025 p.; [ndopmaris
s narienta ta ®Popma iHpopmoBaHoi 3rogu — IIporokon 67652000PCR3002, Bepcis 2.0
YKpaTHChKOI0 MOBOIO it Ykpaiam Big 26.09.2025 p.; Indopmamis ans mamienta ta Popma
iHpopmoBanoi 3roau — [IpoTokon 67652000PCR3002, Bepcist 2.0 pociiicbk0or0 MOBOIO /Uil Y KpaiHH
BiJ 26.09.2025 p.; Kaptka yuyacHuka kiiHIYHOrO aociigxkeHHs — [Iporokon 67652000PCR3002,
Bepcid yKpaiHcbkoro MoBoro Bij 24.10.2025 p.; KaprTka ydacHMKa KIIIHIYHOTO AOCHIDKEHHS —
[Tpotokon 67652000PCR3002, Bepcis pociiickkoro MoBow Bing 24.10.2025 p.; Bxmrouenus
JIOCIIJKYBAaHOTO  JliKkapcbkoro 3aco0y: Hipanmapu6, 100 wmr, TabneTku, BKpHUTI IUIIBKOBOIO
o0ooHKOI0, s mepopanbHoro mnpuiiomy, Catalent Greenville, Inc, CIIA; WuXi STA
Pharmaceutical Co., Ltd. (WuXi STA), Kuraii; Almac Clinical Services, Benuka bpuranis; Almac
Clinical Services, CIIA; GlaxoSmithKline LLC, CIIA; GlaxoSmithKline Research &
Development Ltd, Benuka bpurtanis; Janssen Pharmaceutica NV, benbris; Catalent Pharma
Solutions, LLC, CIIA; Fisher Clinical Services Inc., CIIIA; Fisher Clinical Services GmbH,
Beiinapis; Catalent Germany Schorndorf GmbH, Himewyunna; Catalent (Shanghai) Clinical Trial




2 MIPOJIOBXKEHHS 0aTKa 4

Supplies Co., Ltd., Kuraii; 3pazok MapkyBaHHs JIOCIIIKYBaHOTO JlikapchbKkoro 3acody Hipamapu0,
100 mr, tabnetku; OHoBieHHH po3nia 3.2.P CropomieHoro A0Ch€e TOCIIIKYBAHOTO JIIKAPCHKOTO
3aco0y Hipanapu®6, 100 mr, TabneTku, BKPUTI ITIBKOBOIO 0O0JIOHKOI0, IS IEPOPATLHOTO IPUIOMY,
Bim 09.09.2025 p.; 30UIbIICHHS TEPMiHY NPUIATHOCTI JOCIIHKYBAaHOTO JIKAPChKOTO 3acoly
Hipamapu6, 100 mr, TabieTku, BKPHUTI IUIIBKOBOIO OOOJIOHKOI), JJISl IEPOPATLHOTO MPHIOMY, 10
60 MicsiB; 3MiHa Ha3BU MICIIS TPOBEACHHS KIIIHIYHOTO BUIIPOOYBaHHS:

BYJIO CTAJIO
n.M.H., mpod. Crycs B.IL n.M.H., mpod. Ctycs B.IL
Komynanphe nianpueMcTBo | Komynanbne HiAPHEMCTBO
«JIHinporneTpoBCchKa 00IacHa KITiHIYHA JIiKapHs | «J{HimporneTpoBchka o0nacHa KIIiHIYHA JIIKapHS
iMm. LI MeunukoBa» [lnimponerpoBcbkoi | iMm. LI, MeunukoBa» JIHIIPOMETPOBCHKOT
obnacHOi panu», BianueHHs ypojorii Ne2, | obmacHol pamw», BiaaiieHHS ypojorii Ne2
HepxxaBHuii  3aknmax  «JlHimpomerpoBchbka | (OHKOJIOTIYHE), M. J{HITPO
MenuyHa akajgemis MO3 VYkpainw», kadenpa
ypoJtorii, M. JIHIiTpo

Howmep Ta nara nakazy MO3 npo
MPOBEJICHHS KIIHIYHOTO
BUIIPOOYBaHHS

Ne 2777 Bix 02.12.2020

Hasga kiiHiYHOTO BUMPOOYBaHHH,
KOJ, BepcCis Ta faTa

«PannomizoBane, mnaneb0-KOHTPOJILOBAHE, MOJBIHHE CliNe KIIHIYHE OOCHikeHHs 3 ¢da3u
npenapary Hipamapu0 B xomOiHarii 3 abipaTepoHa aneraroM Ta MPEIHI30HOM y TOPIBHSHHI 3
abipaTepoHa aleTaToM Ta MPEAHI30HOM JJs JIIKyBaHHs MAI[leHTIB 3 METAaCTaTUYHUM KacTpaT-
Yy TIMBUM pakoM nepeamixypoBoi 3ain03u (mCSPC) 31 mIKiAIMBOIO repMiHaIbHOI 400 COMaTUYHOIO
MYyTalli€l0 TeHiB, 0 BiIMOBIAAIOTH 32 penapaililo HuiIxoM romoioridnoi pekomo6Oinamii (HRR)»,
67652000PCR3002, 3 ITonpaBkoro 4 Bix 28.08.2023 p.

3asiBHUK, KpaiHa

«IHCCEH ®APMAIIEBTUKA HBy», benbris

CnoHcop, KpaiHa

«IHCCEH ®APMAIIEBTUKA HB», benbrist

B.o. HayaabHNKa PapManeBTHYHOIO YIIPABJIiHHA

Ounexkcanap I'PIHEHKO

(migmc) (Bnacue im’s ITPI3BUILIE)



JlomaTok 5

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

24.12.2025 No 1948

Inentudikariist CyTTEBOI MOMPaBKU

Onosnenuii po3ain P. ADDITIONAL DRUG PRODUCTS Jlocke m0CiiIKyBaHOTO JIIKApCHKOTO
3aco0y MK-1084, Bepcis 08Z80M Bix 28 xoBTHs 2025 p., aHTIIHCHKOIO MOBOIO; 3aiTyueHHS
J0JJATKOBHUX JIIKAPChKUX 3aC00iB, IO BUKOPUCTOBYIOTHCS SIK MperapaTy nopiBHsHH: KapOoriatua
(Carboplatin Accord), Accord Healthcare Polska Sp. zo.0., KoHIEHTpaT 1151 pO3UUHY 1Uist iHDY3iH,
10 mr/mn; Kap6omnarun (Carboplatin-GRY®), Teva GmbH., koHueHTpaT ansi pO34YMHY IS
iHOy3iH, 10 mr/mu; 3amydeHHS BHPOOHHKIB JKApCHKUX 3aCO0IB IO BUKOPUCTOBYIOTHCS SIK
npenapatu nopiBHsiHHS: Accord Healthcare Polska Sp. z o.0., Ul. Lutomierska 50, Pabianice,
95-200, Poland; Pharmachemie B.V., Swensweg 5, Haarlem, 2031 GA, Netherlands

Howmep ta nata nakazy MO3 mipo
MPOBEJICHHS KJIIHIYHOTO
BHUIPOOYBaHHS

Ne 1433 Big 16.09.2025

Ha3Ba kiiHiuHOTO BUNPOOYBaHHS,
KOJI, Bepcis Ta Jara

«PangomizoBane, BiKpuTe, OararoreHTpoBe KiiHiuHe gociimpkeHHs I dba3u mist ominku 6e3rexu
ta edextuBHOCTI MK-1084 y komOiHamii 3 MiJMIKIPHUM BBEACHHSAM NeMOpoisizymMady Ta
Oeparianyponinasu anbpa (MK-3475A) y nopiBuasaHi 3 MK-3475A y xom6iHalii 3 npenaparamu
ximioTeparnii memMeTpeKceoM / IIaTHHO (KapOOIIaTUHOM a00 MUCIIIIATUHOM) Y SIKOCTI JTIKyBaHHS
TIePIIOT JHIT YISl YYaCHUKIB 13 PO3MOBCIOIPKEHUM a00 METAaCTaTUUHUM HETUTOCKOKIITUHHUM HJIPJI
13 myTaniero KRAS G12C (KANDLELIT-007)», MK-1084-007, Bepcist 00 Big 27 yepBHsi 2025 poky

3asiBHUK, KpaiHa

ToBapucTBo 3 00MexeHo0 BianoBiganbHicTI0O «MC/] Ykpainay

CnoHcop, KpaiHa

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

B.o. HayasibHuKa PapManeBTHYHOIO YIIPABJIIHHS Ouaekcanap 'PIHEHKO

(minmc) (Bnacue im’st [TIPI3BULLE)



Jlomatok 6

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

BUINIPOOYBaHb
24.12.2025 Ne 1948

Inentudikariist CyTTEBOI MOMPaBKU

Bpomypa nocmiganka Ha qociiKyBaHui ikapcebkuid 3acid6 YKP3089 (nieno6amar), Bepcis 21.0 Bix
26 BepecHst 2025 poky; bpomrypa mocnmigHuka Ha JOCTiKyBaHHH Jikapcbkuil 3aci6 YKP3089
(uenobamar), Bepcis 22.0 Big 30 xoBtHs 2025 poky; 3mina Hazsu MIIB:
BYJIO CTAJIO

mikap 3anizusk T.0. nikap 3amizusk T.0.

Komynanene mignpuemctBo «PerionanbHuii | KomyHanmpHe HeKoMepuiiiHE —IMTiIPHUEMCTBO

MEAWYHUN LEHTP POAMHHOTO 3A0pOB’s» | «PerioHalbHUN MEIUYHUI LIEHTP POJUHHOTO

JIHIponIeTpOBCHKOT o0macHoi panm», | 3mopoB’sp»  JIHIMPONETPOBCHKOiI  00JacHOi

BIUIUVIGHHA HeHpoxipyprii Ta HEBPOJIOrii, | paau», BiAAlIeHHs HEBpoJjorii, M. JIHIIpo

M. JlHinpo

Howmep ta nata nakazy MO3 mipo
MIPOBECHHS KIJIIHIYHOTO
BUIIPOOYBaHHS

Ne 291 Bix 20.02.2025

Ha3Ba kiiHiuHOTO BUNPOOYBaHHS,
KOJI, Bepcis Ta Jara

«baraToleHTpoBe, BIIKPHUTE, TOIOBXKEHE JOCIHIKEHHS JIs OLIHKH JTOBTOCTPOKOBOI OE3MEYHOCTI
BUKOPDUCTaHHA IleHoOamMaTy B SKOCTI aJ’IOBaHTHOi Tepamii y Talli€HTiB 3 TMEepBUHHO-
reHepali30BaHUMHU TOHIKO-KJIIOHIYHUMU Hamagamuy», Y KP3089C033, TTonpaska 3.0 Bix 30 xKoBTHS
2024 poky

3asiBHUK, KpaiHa

TOB «IO CI TI-I'JIOBAJI», Ykpaina

CnoHcop, KpaiHa

CK Jlaitd Caiienc, Ink., CIIIA / SK Life Science, Inc., USA

B.o. HayasibHuKa PapManeBTHYHOIO YIIPABJIIHHS Ouaekcanap 'PIHEHKO

(migmmc) (Bnacue im’st [TIPI3BULLLE)



Jlonatok 7

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

24.12.2025 No 1948

Inentudikariist CyTTEBOI MOMPaBKU

Bbpomypa nocnigauka Belzutifan (MK-6482), Bunanus 13 Big 28 sxoBTHs 2025 poKy, aHTIIIHCHKOIO
MOBOIO

Howmep ta nata nakazy MO3 mipo
MIPOBEJICHHS KIIIHIYHOTO
BHUIPOOYBaHHS

Ne 762 Bin 20.04.2021

Ha3ga xiiHiuHOTO BUNIPOOYBaHHS,
KOJI, Bepcis Ta aara

«Bigkpure, panmomizoBane mociimpkenas I da3u mns ominkm edekTHBHOCTI Ta O€3MEYHOCTI
nemOponizymady (MK-3475) y xomb6inanii 3 Oemytudanom (MK-6482) Ta neHBaTMHIOOM
(MK-7902), abo MK-1308A y xomOiHamii 3 jeHBaTHHIOOM MOpPIBHSHO 3 TeMOpoizymaboMm i
JIEHBATUHIOOM B SIKOCTI MEpIIOi JiHiT Teparnii AJi1 yYaCHUKIB 3 PO3MOBCIOIKEHOIO CBITIOKIITUHHOIO
HUPKOBO-KIIITUHHOIO KapruHoMoro», MK-6482-012, 3 inkopmopoBaHoio momnpaBkoio 08 Bifg
24 cepnns 2025 poky

3asiBHUK, KpaiHa

ToBapucTBo 3 00MexeHo0 BianoBiganbHicTI0O «MC/I Ykpaina»

CnoHcop, kpaiHa

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

B.o. HauanbHuka @apMaleBTUYHOTO YIPABJIiHHS Ouaekcanap 'PIHEHKO

(minmc) (Bnacue im’st ITIPI3BUILLE)



Jomatox 8

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

24.12.2025 No 1948

Inentudikariist CyTTEBOI MOMPaBKU

Bpomrypa nocaigHuka J0CIiIKyBaHOTO JIiKapchkoro 3aco0y Mipikizymab (LY3074828), Bepcis Big
10 sxoBTHS 2025 pOoKy aHTIIIHCHKOI0 MOBOIO

Howmep ta nata nakazy MO3 mipo
MIPOBEJICHHS KIIIHIYHOTO
BHUIPOOYBaHHS

Ne 1753 Bix 06.08.2019;
Ne 1849 Bix 11.08.2020

Ha3ga xiiHiuHOTO BUNIPOOYBaHHS,
KOJI, Bepcis Ta aara

«bararonentpose, Binkpute, [Tomosxene Hocmimkenus III da3zu mns Ominku [oBrorpuBanoi
EdextusHocTi Ta bezneunocti 3acrocyBanHs Mipikizyma0y y IlamienTiB 13 Bupaskosum Komxitom
Iomipnoro ta Tspxkoro [lepebiry (LUCENT 3)», [6T-MC-AMAP, 3 iHKOpITIOpOBaHOIO MOIPABKOIO
(e) Bix 31 >xoBTHS 2023 poKy;

«bararonentpose, Binkpute, [Tomosxene Hocmimkenus III da3zu mns Ouiaku [JoBrorpuBanoi
EdextuHocti Ta bezneunocti 3acrocyBanHs Mipikizymaly y IlamienTiB 13 XBopo6orwo Kponay,
[6T-MC-AMAX, 3 iHKopriopoBaHot0 nonpaskoio (€) Big 10 BepecHst 2024 poky

3asiBHUK, KpaiHa

«Eni Jlinmi Bocrox CAy, [lIBeiuapis

Cnoncop, kpaiHa

Emi Jlinni eng Komnani, CIIA / Eli Lilly and Company, USA

B.o. HavaabHnKa PapManeBTHYHOI0 YIIPABJIiHHA Oaexcanap I'PIHEHKO

(mmigmic) (Bnacue im’st [TIPI3BUILIE)



Jomatok 9

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

24.12.2025 No 1948

Inentudikariist CyTTEBOI MOMPaBKU

bpomypa nocmigauka MK-3475 (Pembrolizumab), Bumanus 26 Bix 28 >xoBTHS 2025 poky,
aHTITICHKOI0 MOBOIO

Howmep ta nata nakazy MO3 mipo
MIPOBEJICHHS KIIIHIYHOTO
BUIIPOOYBaHHS

Ne 1593 Bix 09.07.2019;
Ne 513 Big 21.03.2025;
Ne 1659 Bim 03.11.2025;
Ne 662 Big 17.04.2025;
Ne 38 Big 11.01.2020;
Ne 1326 Bix 02.07.2021;
Ne 762 Bin 20.04.2021;
No 475 Big 13.03.2022;
Ne 1397 Bix 08.08.2024;
Ne 1326 Bix 02.07.2021;
Ne 762 Bin 20.04.2021;
Ne 2107 Bixm 17.10.2019;
Ne 1468 Bix 26.06.2020;
No 2487 Bin 17.12.2019;
Ne 2006 Bix 02.10.2019;
Ne 2072 Bim 10.12.2024;
Ne 342 Bin 26.02.2018;
Ne 516 Big 22.03.2021;
Ne 1205 Bim 09.11.2016;
No 1019 Bix 26.06.2025;
Ne 1277 Bix 20.10.2017;
Ne 80 Big 19.01.2021;
No 1896 Bix 27.08.2019;
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Ne 540 Bix 07.03.2019;
Ne 833 Bix 28.04.2021;
Ne 636 Bix 22.03.2019;
Ne 1468 Bix 26.06.2020;
Ne 766 Bin 03.05.2024;
Ne 80 Big 19.01.2021;
Ne 1143 Big 15.05.2020;
Ne 713 Bix 13.04.2018

Haspa kiiHiuHOTO BUIIPOOYBaHHS,
KOJI, BepcCis Ta gara

«Hocnmimkenns Il ¢asm mns memOponizymaly y kKomOiHamii 3 memeTpekceloM / IMpemnapaToM
IIaTUHY (KapOorutaTiH abo MHUCIUIATHH) 3 MOJAIBIINM BBEICHHIM IeMOpori3yMady y KoMOiHaIii
3 MATPUMYIOUYUM JIIKYBaHHSM OJIanmapuooM abo meMeTpeKceqoM B SIKOCTI Tepamii mepuioi JiHii y
MAIEHTIB 13 METACTATHYHUM HETUIOCKOKJIITHHHUM HEIpiOHOKIITHHHUM pakom jereHiB (HIPJI)»,
MK-7339-006, 3 inkopropoBanoto nonpaBkoto 08 Bix 17 ;xoBTHS 2024 poky;

«KEYMAKER-UO1 — mignocnimkenns 01G: mapaconskoBe nociimpkenns 11 pa3u 3 moueproBumu
rpynamM JJis BUKOPUCTaHHS JOCHIIPKyBaHUX 3aco0iB y KomOiHamii 3 memOpoiizymabom i3
J0JJaBaHHSAM XiMmioTeparii Ha OCHOBI IUIaTHHU a0o Oe3 Hei y paHilie HeJTIKOBaHMX yYaCHHKIB i3
HeApiOHOKIITUHHUM pakoM jereHs IV craniin, MK-3475-01G, Bepcis 00 Bix 16 Bepecus 2024 poky;
«KEYMAKER-UO1 mignocnimxenns 01J: PangomizoBane mapacosnbkoBe gociimxenus I gasu 3
MOYEPrOBUMH TPYINaMH JTOCTIKYBaHUX IpenapariB, A MepIuoi JiHil JIKyBaHHS YYacHUKIB 13
PO3MOBCIOKEHUM a00 METaCTaTUYHUM HETUIOCKOKIITUHHUM HEJPIOHOKIITUHHHUM PakoM JIET€HIB
(HOAKPJI) 3 myramismu KRAS G12C», MK-3475-01J, Bepcis 00 Big 12 cepmus 2025 poky;
«KEYMAKER-UO1, nmignocnimxenns 01E: nmapaconbkoBe pocnimkenHs Il ¢asu 3 moueprosumu
rpynaMu  JOCHIDKYBaHUX TMpernapariB 3 Ximiorepamiero abo 0e3 Hei y KomOiHamii 3
neMOposiizymaboM JUIsl JIIKyBaHHA YYacCHUKIB 3 BIEpIIE J1arHOCTOBAHMM OIepadeIbHUM
HeapiOHoKmTHHHUM pakoMm JnereHiB (HJKPJI) cramiit II-IIIB (N2)», MK-3475-01E, Bepcis 3
1HKOpriopoBaHoto nonpaskoro 03 Bix 03 nunusa 2025 poky;

«PangomizoBane Bifkpute AocmikeHHs Gas3u 2 Ta 3 Onanapuly y komOiHaii 3 [lemOposnizymadbom
y TOpiBHSIHHI 3 XiMioTepamieto y komOiHamii 3 IlemOposmizymaboMm micist iHIYKIii KIIHIYHOI
NepeBary 3 Mepioro JiHiero XiMioTeparnii y kom6iHanii 3 [IleMOposizymaboM y maiieHTiB 3 MiCLEBO-
PEeIMINBYIOUNM HeorepadeTlbHUM a00 METacTaTHYHUM MOTPIHHO-HETaTHBHUM PAaKOM MOJIOYHOT
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3ano3u (TNBC) (KEYLYNK-009)», MK-7339-009, 3 inkopnopoBaHowo mompaBkor 03 Bix
22 tpaBusa 2023 poky;

«bararonenrpose, Bigkpure nocuimkeHss Il ¢a3u 11 omiHKKM TOBroCTpOKOBOI OE3MEYHOCTI Ta
e(EeKTUBHOCTI B YYAaCHHKIB, SKUM Hapa3i NPOBOAUTHCSA JIIKYBaHHS a0O0 CIIOCTEPEKCHHS Y
JOCIIJKEHHSX, 110 BKJIIOYAIOTh MeMOpoizymady, MK-3475-587, 3 iHKOpIIOpOBaHOIO MOMPABKOIO
08 Bix 25 motoro 2025 poky;

«bararonienTpoBe, panaomMizoBane, nozasiitHe ciine gocnimkeHHs 11 dasu xomOinamii MK-7684 3
neMOpodizymabom (MK-7684A) nmopiBHAHO 3 MOHOTEPAITIEI0 TEMOPOII3yMaOOM B SIKOCTI MEPIIOi
miHii Tepamii A ydacHuKiB 3 PD-L1-mo3uTHBHUM MeTacTaTUYHUM HEAPIOHOKIITHHHAM DPaKOM
nereHiB»y (KEYVIBE-003), MK-7684A-003, 3 inkopnopoBaHoio momnpaBkoro 06 Bix 29 ciuns
2025 poky;

«Bigkpure nocmimxenns Il ¢dasu MK-7684A (xomOiHauis mnpemnapariB BibocronimMaly Ta
nemMOpoi3ymady) y KoMmOiHaIlil 3 KOHKYPEHTHOIO XiMIOIIPOMEHEBOIO TEPAIi€l0 Ta TOAAIBIIO0
Tepamieto npernapatoM MK-7684A mopiBHSHO 3 MPOBEACHHSIM KOHKYPEHTHOI XiMiOIpPOMEHEBOT
Tepamii 3 TOJAJIBLIIMM BBEICHHSAM JypBaliymMaldy y TAIli€HTIB 3 HEpe3eKTaOeIbHUM
MicueBonomupeHuM HeapiOHokmiTuHHUM pakoMm jereHiB (H/PJI) III craxii» (KEYVIBE-006),
MK-7684A-006, 3 inkopropoBaHoto nornpaskoto 04 Bix 07 mmororo 2025 poky;

«Bigkpure, OaraTouneHTpoBe mochipkeHHS [ dasu nans omiHKM Oe3MeKu, MepeHOCUMOCTI,
(dhapmakokineTuku Ta epekTuBHOCTI MK-1084 sik MOHOTeparii Ta SIK YaCTUHU PI3HUX KOMOIHAIii
JIKyBaHHS y MaLlI€HTIB 13 PO3MOBCIOJUKEHUMH COJIAHUMU MyXiauHamu 3 MyTaniero KRAS G12Cy,
MK-1084-001, Bepcis 3 iHkopropoBaHoio nonpaskoto 12 Big 04 uepsus 2025 poky;

«Bigkpure, pangomizoBane nocnimxenss 1 pas3u qis BuBueHHs hapMakoKiHETHKY Ta 6€3MeYHOCTI
neMOponizymaly i MAMIKIDHOTO  BBEJEHHS TMOPIBHAHO 3  meMmOpoiizymaboM  Jist
BHYTPIITHROBEHHOTO BBEJICHHS, B KOMOIHAIlIT 3 TBOXKOMIIOHEHTHOIO XIMIOTEpaIi€lo mnpenaparamu
IUTATUHY, B SKOCTI MEPUIOi JIiHIT Tepamii Uil yYaCHUKIB 3 METaCTATUYHUM IUIOCKOKJIITUHHUM a00
HEIUIOCKOKJIITUHHUM ~ HEIpIOHOKIITUHHMM  pakoMm  JereHiBy, MK-3475-A86, Bepcia 3
iHKOpropoBaHoto nonpaskoro 08 Bix 30 ceprus 2024 poky;
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«Bigkpure, panmomizoBane mociimkenHas I da3u mns oninkm edekTHBHOCTI Ta Oe3MeYHOCTI
nemOpomnizymady (MK-3475) y xombOinamii 3 Oemsyrtudanom (MK-6482) ta neHBaruHIOOM
(MK-7902), abo MK-1308A y xomOiHamii 3 JeHBaTHHIOOM MOPIBHSHO 3 MEeMOpPOIi3yMadboM i
JIEHBAaTHHIOOM B SIKOCTI MEPIIOT JIiHIT Teparnii A1 y9aCHHUKIB 3 PO3IOBCIOKEHOIO CBITIOKIIITUHHOIO
HUPKOBO-KIIITUHHOIO KapuuHoMowo», MK-6482-012, 3 inkopmopoBaHoio momnpaBkoio 08 Bifg
24 cepnns 2025 poky;

«Jocmimxenns Il ¢asum nns memOponizymaly y komOiHamii 3 KapOOIUTaTHHOM / TaKCaHOM
(makmitakcen abo HaO-TaKJIITaKCeN) 3 MOJAIBIIMM BBEICHHSIM MeMOporizyMaldy y koMOiHalii 3
HiATPUMYIOUYHM JTIKYBaHHSIM ojtarapruOomM abo 6e3 HbOro B SIKOCTI Teparii nmepiioi JiHii y mamieHTiB
13 MeTacTaTUYHUM IUIOCKOKIITHHHUM HEIpiOHOKTITHHHUM pakom JjereHiB  (HIKPJI)»,
MK-7339-008, 3 inkopniopoBaHoto nonpaskoro 07 Big 31 ciuns 2024 poky;

«Hocnimxenns I1I ¢pazu nem6ponizymady (MK-3475) y komOiHaIli1 3 CymyTHBOIO XiMiOIPOMEHEBOIO
TEPAIi€l0 3 MOMAIBIINM BBEJICHHSIM NeMOpoIi3yMady 3 ojanmapuOom abo 6e3 HbOrO MOPIBHIHO 3
CYNyTHBOIO XIMIOIPOMEHEBOIO TEpAMi€l0 3 MOAAIBIINM BBEACHHIM AypBalyMady B yYacHUKIB 3
HeornepadeTbHUM JIOKAJIbHO PO3MOBCIOKEHNM HenpiOHOKIITHHHEM pakoMm JjereniB III cramii
(HOAPJT)», MK-7339-012, 3 iukopnopoBanoto mnomnpaBkoro 08 Bim 15 kit 2024 poky;
«ocmimkenns ¢a3u 2 omanmapuOy y KoMOiHaIii 3 memOpoiizymMaOoM y TAaIlieHTIB 3 paHilie
JIKOBaHUM PO3MOBCIOJKEHUM PAaKOM 3 MYTAIli€l0 ['€Ha Y CHCTeMi TOMOJIOTIYHOI peKoMOiHaIiHOT
penapauii (HRRm) /IHK Ta/abo 3 nmopymenssm romosoriunoi pexomo6inauii (HRD) JIHK»,
MK-7339-007, 3 inkopniopoBaHoto nonpaskoro 07 Big 07 kBitHs 2025 poky;

«PannomizoBane gociimkenns 11 ¢has3u ans omiHky nucTekToMii B KOMOIHAIT 3 epionepamiitHum
3aCTOCYBaHHAM NeMOponi3yMady Ta Ui OLIHKM IIMCTEKTOMIi B KOMOIHAIil 3 mepionepauiiHuM
3aCTOCYBaHHSIM €H(POpTyMady BEIOTHHY Ta MeMOpOsizymMaly MOPIBHSHO 3 MPOBEACHHSIM TUIbKH
IUCTEKTOMIT JIJIi YYaCHUKIB 3 M’ SI30BO-1HBa3WBHHM PaKOM CEYOBOTO MiXypa, SKUM HE MOXHA
MPOBOAWTH JIKYBaHHS IIUCIUIATUHOM a0o0 sKi BiAMOBHIIHUCS BiJ JKYBaHHS UHWCIUIATUHOM
(KEYNOTE-905/EV-303)», MK-3475-905, 3 inkopropoBaHow morpaBkor 11 Big 16 ciuns
2025 poky;
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(MK-3475) y xomb6inamii 3 nenBatuHiOoM (E7080/MK-7902) i ximioTepami€ro MOpPiBHSIHO 31
CTaHJAPTHUM JIIKyBaHHSAM B SIKOCTI TEpINOi JiHIT Tepamii a1 yYacHHKIB 3 METaCTaTUYHOIO
KapIMHOMOIO cTpaBoxoay», MK-7902-014 (E7080-G000-320), 3 inkopriopoBaHoto nornpaskoro 08
Bix 10 mumus 2024 poky;

«PannomizoBane, Bigkpure nochimpkeHHs III ¢asu ang omiHku memOponizymMaly B SIKOCTI
HE0a'TOBaHTHOI Teparii Ta B KOMOIHAIIi1 31 CTAHIapTHUM JIIKYBaHHSM B SIKOCTI aJ FOBaHTHOI Teparnii
pu onepadbeabHOMY JIOKOPETIOHAIBHO PO3MOBCIOIKEHOMY IUIOCKOKIITHHHOMY paKy TOJIOBH Ta IIUT
II-IVA cranii», MK-3475-689, 3 inkoprnopoBaHor nomnpaBkor 09 Bix 29 Gepe3ns 2024 poky;
«PannomizoBane, Bimkpute mociimkenns I ¢a3u 1 OmMIHKY mepionepaniiHoro 3acToCyBaHHS
eHpoptymady BemoTuHy Yy komOiHamii 3 mnemOponizymabom (MK-3475) mnopiBHSHO 3
HEO0a'TOBAaHTHOIO TEPAMi€0 TeMIUTa0iHOM Ta IHMCIUIATUHOM Y YYacCHHKIB 3 M'SI30BO-iHBa3WBHUM
paKkoM cedoBOro Mixypa, npuaatHux i gikyBanHs mucmiatuHoM (KEYNOTE-B15 / EV-304)»,
MK-3475-B15, 3 inkoprniopoBanoto norpaBkoto 05 Bix 11 rpyaus 2024 poky;

«PannomizoBane, Bigkpute pochimkeHHs III ¢da3sm g omiHkM epeKTHBHOCTI Ta O€3MeKu
nemOponizymady (MK-3475) B komOiHamii 3 akciTiHiOOM B TOpIBHSHHI 3 MOHOTEpAIIEO
CYHITIHIOOM SIK JIIKYBaHHsS TepuIoi JiHIi Yy TMali€HTiB 3 JOKaJbHO MPOrpecyruor abo
METacTa3yr4uo0 CBITIOKIITHHHOIO KapruHomoro HuUpku (KEYNOTE-426)», MK-3475-426, 3
IHKOpIIOPOBaHOO MornpaBKkoro 22 Bif 22 6epesns 2024 poky;

«PannomizoBane, Binkpute nociipkeHHs I ¢pa3u ans ouiHku eekTUBHOCTI Ta OE3MEYHOCT] sac-
TMT (Camuryzymalb tupymorekan, MK-2870), y moegHaHHI 3 KapOOIJIaTMHOM/MAKIIITAKCEIOM
MOPIBHSIHO 3 XIMIOTEpaIi€o, o0uaBa B KOMOIHAIIT 3 eMOpoIi3yMaboM B SIKOCTI HE0a]1 FOBaHTHO1
Tepamii JUisd TPUUl HEraTUBHOTO paKy MOJOYHOI 3a7031 3 BUCOKMM PU3MKOM, Ha paHHiN crazii abo
TOPMOHAJIBHUM PELENTOP-HU3bKIM TO3UTHBHUM PAKOM MOJIOYHOT 3aJI031 /PaKOM MOJIOYHOT 3aJI031
penenTop-2 HeraTUBHUM JI0 JIFOJICBKOTO eMijiepMalibHOro GakTopy pocty», MK-2870-032, Bepcis
00 Bix 18 mororo 2025 poky;
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«PangomizoBane, Binkpute KiiHiuHe pocmimkeHHs III ¢asu mopiBHsHHA memOpoinizymaldy Ta
OpeHTykcuMaly BEIOTHMHY Y TAIll€EHTIB 3 PEIHMIUBYIOYOK a00 PE3UCTECHTHOI 10 JIKyBaHHS
KiacuyHow JiMpomoro Xomxkkinay, MK-3475-204, 3 imkopropoBaHoro mompaBkor 07 Bifg
30 tpaBus 2025 poky;

«PannomizoBane, mozagiitHe ciine pocmimkerss 11 pa3u ms oninku memMOpostizymaly MOPIBHSIHO 3
manedo y komOiHaIlii 3 a'foBaHTHOIO XiIMiOTepamiero 3 abo 6e3 MPOMEeHEBO1 Tepaltii [ JIIKyBaHHS
MAIiEHTOK 3 HEAABHO JIarHOCTOBAHUM PAaKOM E€HIIOMETDIisl 3 BUCOKMM PU3MKOM IIicCIs omeparii 3
nikyBasibHOIO MeTor0 (KEYNOTE-B21 / ENGOT-enl1 / GOG-3053)», MK-3475-B21 / ENGOT-
enll/ GOG-3053, 3 inkopriopoBanoro nmonpaskoto 03 Bix 25 ceprus 2022 poky;

«PangomizoBane, mojgiiHe ciine gocmipkeHHs Il ¢a3su mmg omiHKKM - mepiomepariiHoro
3actocyBaHHs meMOponizymady (MK-3475) y komOiHarmii 3 HEOaI'tOBAaHTHOIO XiMiOTepariero
MOPIBHSIHO 3 TMepiomnepariiHuM 3acTOCYBaHHSAM Ianebo y KkomOiHamii 3 HEO0aa'FOBaHTHOIO
XiMiOTepami€l0 B yYaCHHKIB 3 M'S30BO-IHBa3MBHHM pPAaKOM CEYOBOIO MiXypa, MPHIATHHUX IS
nikyBanHs nuciiatuaoM (KEYNOTE-866)», MK-3475-866, 3 iHKopriopoBaHOt0 mornpaBkoro 06 Bif
14 cepnins 2023 poky;

«PannomizoBane, nojasiiiHe cmine nocnimpkenHs Il ¢asu anga mopiBHsSHHS memOponizymaldy 3
miane6o y koMOiHaIii 3 Heoa ' FOBaHTHOKO XIMIOTEpaITi€ro Ta 8/ FOBAaHTHOIO €HIOKPUHHOIO TEPAITIE0
IpU JIIKYBaHHI PaKy MOJIOYHOI 3aJI03U 3 HAsBHICTIO PELENTOpiB JI0 €CTPOreHIB 1 BiJCYTHICTIO
JIOJICBKUX pelenTopis enigepmanbHoro ¢gakropa pocty 2 (ER+ / HER2-) Ha panniit craaii npu
Bucokomy ctymeHi pusuky (KEYNOTE-756)», MK-3475-756, 3 iHKOpIOpPOBaHOIO MOIMPABKOIO
07 Bix 08 Bepecus 2023 poky;

«PannomizoBane, noagiitne ciine gocuimxerHs I ¢paszu nemOponizymady (MK-3475) y komOinamii
3 EH3aJIyTaMiJIOM TIOPIBHSHO 3 €H3aJyTaMmiJioM 3 IUianedo y YYacHUKIB 3 METaCTaTUYHUM
KacTpaliiiHo-pe3sucTeHTHUM pakoMm mnepeamixypoBoi 3ano3un (mCRPC) (KEYNOTE-641)y,
MK-3475-641, 3 inkopniopoBaHoto nonpaskoro 09 Big 22 tpaBHs 2023 poky;

«PangomizoBane, moxaBiiiHe ciine gociimkeHHs Il ¢da3um npoBenenHs ximiorepamii 3 abo 6e3
nemMOposIi3yMaldy 3 MoAaIbIIUM MIATPUMYIOUMM JTIKYBaHHSAM oslanapuOoM abo ruianedo i Tepanii
MepIoi JTiHIT y Mall€EHTIB 3 PO3MOBCIOKEHUM eIiTenanbHuM pakoM sieuHukiB (EPS) 6e3 myTamiit
y reri BRCA (KEYLYNK-001 / ENGOT-0v43/GOG-3036)», MK-7339-001/ENGOT-0ov43/GOG-
3036, 3 inkoprnopoBanoto nonpaskoro 05 Bix 19 cepnus 2025 poky;
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«PannomizoBane, mopsiiiHe cmine npocmimkenas Il ¢asu ximiopamiorepamii y komOiHari 3
neMOpoJtizymabomM abo 6€3 HpOTO JIJIsl JTIKYBaHHSI JIOKAJILHO PO3IOBCIOPKEHOT0 paKy IMTUHKH MaTKH
3 BucokuM cryneneM pusuky (KEYNOTE-A18/ENGOT-cx11/GOG-3047)», MK-3475-
A18/ENGOT-cx11/GOG-3047, 3 inkopriopoBaHor nonpaskoto 04 Big 08 mucronana 2022 poky;
«PannomizoBane, mojBiiHe ciirne, 6araronenrpose gociimkenHs 111 ¢azu kombinamii MK-1084 3
neMOpoJ1i3ymaboM MOPiBHAHO 3 KOMOIHAIIE meMOposizymaly 3 1uianedo sK JiKyBaHHS NEPIIOi
JiHIT U1 YYaCHUKIB 13 JIOKAJBHO-MOIMIMPEHUM a00 METacTaTHUYHUM HEIPIOHOKIITHHHUM DPaKOM
nereniB 3 Mmytaniero KRAS G12C rta ekcmpecietro PD-L1 TPS >50% (KANDLELIT-004)»,
MK-1084-004, 3 inkopriopoBaHoto norpaskoto 03 Bix 22 mumas 2025 poky;

«PangomizoBaHe, MojBiiiHE ciine, 1uianedo-KoHTpodaboBaHe nociimkeHHs Il ¢asu mns omiHkm
neMOpoutizymady (MK-3475) y moeiHaHHI 3 CyIIyTHBOIO XiMIOTIPOMEHEBOIO TEPAITI€I0 3 MTOJATBITUM
BBeJIeHHSAM neMOpoizymady 3 omamapudom (MK-7339) ab6o 0e3 HBOro y MOpIBHSHHI JHIIE 3
CYIyTHBOIO ~ XIMIOIPOMEHEBOIO TEpami€l0 B YYacCHHWKIB 3 HEMIOJABHO J[IalrHOCTOBAHHM
JIOKaJIi30BaHUM JpiOHOKIITHHHMM pakom JjereHiB (JIJIPJI)», MK-7339-013, 3 iHKOpIIOPOBaHOIO
nonpaskoro 05 Big 04 kBitHs 2024 poky;

«PangomizoBaHe, MOJBIMHE clline, TUIane00-KOHTPOaboBaHe KiiHiuHe fociimkeHHs I dbazu mis
BUBUCHHSI e(eKTHUBHOCTI Ta Oe3medHocti mnemoOponizymady (MK-3475) y komOiHarii 3
ximionpomeneBoto Tepamieto (XIIT) y nopiBHsHHI Juie 3 XiMionpoMeHeBoro Teparieto (XIIT) B
YYaCHUKIB 3 M f30BO-IHBa3MBHUM pakoMm ceudoBoro wixypa (MIPCM) (KEYNOTE-992)»,
MK-3475-992, 3 inkopniopoBaHoto nornpaskoto 05 Big 07 xoBTHs 2024 poky;

«PannomizoBane, mnonsiiiHe-ciine pociaiypkeHHs [II ¢asu  aBoXkOMIOHEHTHOI XimioTepamii
mpemnapaTamMy TUIATUHU B KoMmOiHamii 3 memOponizymabom (MK-3475) a6o 6e3 HbOrO, B SKOCTI
HEO0a/'FOBaHTHOI / a1’ I0OBaHTHOI Teparii ISl Mali€HTIB 3 ornepadeabHUM HEeIPIOHOKIITUHHUM PakoM
nerenp II, IIIA Tta IIIB (T3-4N2) cramii (HAPJI) (KEYNOTE-671)», MK-3475-671, 3
iHKOpropoBaHoto nonpaskoro 11 Bix 29 mucronana 2022 poky

3asiBHUK, KpaiHa

ToBapucTBo 3 00MexeHo0 BianoBiganbHicTI0O «MC/I Ykpainay

CnoHcop, KpaiHa

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

B.o. HayasibHuKa PapManeBTHYHOIO YIIPABJIIHHS Ouaekcanap 'PIHEHKO

(migmuc) (Bnacue im’st [IPI3BUILE)



Jomatok 10

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

24.12.2025 No 1948

Inentudikariist CyTTEBOI MOMPaBKU

Bpomypa mocmimHuKa TOCHTIKYBaHOTO JIiKapchKoro 3aco0y CenmepkaTiHiO, Bepcis Binx 15 ceprus
2025 poky aHrmiiceKor0 MOBo0; [Hpopmartis s narienta gociimpkeHHs Ta @opma [adhopmoBanoi
3roau aJis yqacTi y AOCTIHKEHH] 111 BAKOPUCTaHHS B YKpaiHi YKpaiHCbKO MOBOIO, Bepcis Ne 8.0
Bix 17 mucromana 2025 poxy; Iadopmariis ams namienTta gocmipkeHds Ta @opma [HdhopmoBanoi
3roau 1Uisl Mepexoy Ha iHINE JIKyBaHHS B paMKax JOCIIJDKCHHsS JUIsi BUKOPUCTaHHS B YKpaiHi
yKpaiHChKOI0 MOBOIO, Bepcis Ne 8.0 Bix 17 nmuctonana 2025 poky

Howmep ta nata nakazy MO3 mipo
MPOBEJICHHS KJIIHIYHOTO
BHUIPOOYBaHHS

Ne 1265 Bix 23.06.2021

Ha3ga xiiHiuHOTO BUNIPOOYBaHHS,
KOJI, Bepcis Ta aara

«LIBRETTO 432: [Tnane60-KOHTPOJILOBAHE TIOJIBIHE CIIITIE PaHIOMI30BaHe AOCTIDKEHHS 3 da3u
JUISL OL[IHKM aJ1’ FOBAHTHOI Teparii celnepKkaTuHIOOM Micisl paJuKaibHOI JOKOPET1I0HAPHOI Teparii y
TMAII€HTIB 3 HEAPIOHOKIITUHHUM pakoMm JiereHi craii IB—IIIA 3 nasBuicTio riopuanoro rena RETy,
J2G-MC-JZJX, Bepcis 3 nonpaBkorio (i) Big 16 ciuns 2025 poky

3asiBHUK, KpaiHa

«Eni Jlinmi Bocrox CAy, llBeitmapis

CnoHcop, KpaiHa

Eni Jlinm eng Kommnani, CILIA / Eli Lilly and Company, USA

B.o. HauanbHuka @apMaleBTUYHOTO YIIPABJIiHHS Ouekcanap 'PIHEHKO

(minmc) (Bnacue im’st [TIPI3BUILLE)



Jomatok 11

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

24.12.2025 No 1948

Inentudikariist CyTTEBOI MOMPaBKU

Onosnenuii Ilporokon kimiHiuHOTO pAochimkeHHs, Bepcis 8.0 Bim 08 >xoBTHa 2025 poky
(anrmniiicekoro MOBOM0); IH(popmartist 1uia nanieHTa Ta popma iHGopmoBanoi 3roau, Bepcist 7.0 Bin
30 sxoBTHS 2025 poky (aHTIIHCHKOIO, YKPATHCHKOIO Ta POCIHChKOI0 MoBaMu); OHOBJIEHa Bepcis
Jlocke nmociiKyBaHoTO Jlikapchkoro 3aco0y IMU-838 tabnerku, 5 mr / 15 mr / 22.5 mr / 30 mr /
45 wr, Bepcis 15 Bix xoBTHs 2025 poky (IMPD IMU-838 Tablets 5 mg/ 15 mg /22,5 mg /30 mg/
45 mg, version 15 dated October 2025) (aHTiHCEKOI0 MOBOIO)

Howmep ta nata nakazy MO3 mipo
MPOBEJICHHS KJIIHIYHOTO
BHUIPOOYBaHHS

Ne 1773 Bix 20.08.2021

Ha3ga xiiHiuHOTO BUNIPOOYBaHHS,
KOJI, Bepcis Ta aara

«bararonenTpoBe, paHaoOMi3oBaHe, MOJBIHHE clline, MIane00-KOHTPOIbOBAHE JOCIIIKEHHS IS
OLIIHKK e(eKTUBHOCTI, Oe3meyHocTi 1 mepeHocumocTi mpemapary IMU-838 y mailieHTiB 3
MIPOTPECYIOYNM PO3CisTHUM cKiiepo3omy, P2-IMU-838-PMS, Bepcist 7.0 Bix 16 xoBTHs 2024 poky

3asiBHUK, KpaiHa

TOB «Bepywm Kuinikan Picepu», Ykpaina

Cnoncop, kpaiHa

«ImmyHik AI'», Himeuunna / Immunic AG, Germany

B.o. HavaabHnKa PapManeBTHYHOI0 YIIPABJIiHHA Oaexcanap I'PIHEHKO

(mmigmic) (Bnacue im’st [TIPI3BUILIE)



Jlomatok 12

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

24.12.2025 No 1948

Inentudikariist CyTTEBOI MOMPaBKU

Inentudikamiitna kapTka narienTa, Bepcis 2.0 Big 10 muctomana 2025 poky, yKpaiHCbKOIO MOBOIO;
3anmy4yeHHs J0JaTKOBOT'O JTIKapChKOT0 3ac00Y, 1110 Oyie BAKOPHCTOBYBATHUCS SIK ITPETIapaT CyMmyTHbOT
tepamnii: ®nymnapadbin AktaBic® 50 Mr (25 Mr/Mi1) TOPOIIOK JJI PO3YUHY IS 1H'€KIINA Un 1H(Y31H;
3anmy4eHHs J0JaTKOBOTO JTIKapChKOTO0 3aC00Y, 10 OyIe BAKOPHCTOBYBATHUCS SIK ITPETIapaT CyMmyTHHOT
tepamnii: ®naynapadin HEXAL® 25 mr/mi, KOHIEHTpAT Ui IPUTOTYBAaHHS PO3YUHY AJIS 1H €KIIiH
abo 1H(y3iii; 3amydeHHs BHPOOHMKA JIKAPCHKOTO 3aco0y, mo Oyae BHKOPHCTOBYBATHCS SIK
npenapat cynyTHboi Teparii (Pnyaapadbin AxtaBic® 50 mr (25 mMr/mir) mOPOIIOK 7S PO3YUHY IS
iH'exniit un iHPy3iid): SINDAN-PHARMA SRL, Pymynis Bulevardul Mihalache Ion 11, sector 1,
Bucharest, 011171, Pymynis; 3amydyeHHs BHUpPOOHHKA JHiKapchbKoro 3acoby, wmo Oyne
BUKOPHUCTOBYBATHCS K Ipenapar cynyTHboi teparii (Pmynapadin HEXAL® 25 mr/min, KOHLIEHTpaT
JUIS IPUTOTYBAHHS PO3UMHY 171 1H ekt abo iH]y3iit): Hexal AG, Himewyunna Industriestrasse 25,
Holzkirchen, Bavaria, 83607, Himeuuuna; Cnpomene mapkyBanHs ®mymapabin Bepcis 1.0 Big
26 ceprnst 2025 poky, yKpaiHChKOIO MOBOIO; 3aJTy4eHHs 10AaTKOBUX MICLb TPOBEJICHHS KJIIHIYHOTO

BUNIPOOYBaHHSI:
Ne I1.1.B. BiAIOBIZAILHOTO JOCHITHUKA
n/n HazBa Miclig mpoBeieHHs! KIIHIYHOTO BUIPOOYBAaHHS

1. | mikap Pomuraiino H.B.

ToBapucTBO 3 O00MEXEHOI BiAMOBIAAIBbHICTIO «Menuunuit 1eHTp «Camroremy,
JIikyBaJIbHO-11arHOCTUYHHUH BIJI1J1 METUYHOTO LEHTPY, M. BiHHUIA

2. | x.M.H. Kneban f1.1.

KuiBcbka KiiHIYHA JIIKapHS Ha 3ali3HUYHOMY TpaHcropTi Ne2 ¢inii «IlenTp oxoponu
3II0pPOB’S» aKIIOHEPHOTO TOBAapHCTBA «YKpaiHChbKa 3ami3Huis», LleHTp KiIiHIYHUX
Jocaimkenb, M. Kuis

3. | x.M.H. Cmomina JI.O.

ToBapuctBo 3 oOMexeHoro BinmoinanbHicTi0 «KimiHika «JleHHC», TepaneBTHYHHMA

crarionap, M. Kuis




2 MPOJIOBXKEHHS toaaTka 12

Howmep Ta nara nakazy MO3 npo
MIPOBECHHS KJIIHIYHOTO
BUIIPOOYBaHHS

Ne 1598 Big 17.09.2024

Ha3Ba kiiHiuHOTO BUIIPOOYBaHHSI,
KOJI, Bepcis Ta gara

«®aza 1 Jocmimkennss ADI-001 Aatu-CD20 CAR-imxenepanx Anorennnx ['amma-Jlenbra (y0) T
Knitun y Hopocnux 3 BosuakoBum Hedppurom ab6o Cucremuum YepBonum Bopuakom 3
[TozaanpkoBum YpakeHusm», ADI-202300103, Bepcis 2.2 Big 23 xoBTHs 2024 poky

3asiBHUK, KpaiHa

ToBapHCTBO 3 06MEKEHOIO BinnoBimanbHicTIO «[IBP YKPATHA»

CnoHcop, kpaiHa

Adicet Therapeutics, Inc., USA «Anicer TepanstoTtike, [HK.», CrionydeHi mratu AMEpUKH

B.o. HayanbHuKa PapMaleBTHYHOIO YIIPABJIIHHSA Oaexcanap 'PINEHKO

(mimmuc) (Bnacue im’st IIPI3BUILLIE)




Jomatox 13

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

BUINIPOOYBaHb
24.12.2025 Ne 1948

InenTudikamist CyTTe€BOI MOMPABKU

Inentudikamiitna kaptka mamienta, Bepcis 2.1 Big 03 rpynns 2025 poky, YKpaiHCEKOI MOBOIO;
3ay4eHHs J0JaTKOBOIO JIIKApChKOTo 3ac00y, 1110 Oy1e BUKOPUCTOBYBATHCS K IpenapaT CylyTHbOT
tepanii: @nynapadin AkraBic® 50 Mr (25 MI/Mi1) MOPOIIOK A PO3UMHY JUIA 1H'€KUiN 9u 1HDY3ii;
3ay4eHHs J0JaTKOBOIO JIIKAPChKOTO 3ac00y, 1110 Oy 1€ BUKOPUCTOBYBATHCS K IpenapaT CylmyTHbOI
tepanii: ®aygapadbin HEXAL® 25 mr/mi, KOHIEHTPAT JUIsl IPUTOTYBAHHS PO3UYMHY JJIS 1H €K
abo 1H(Qy3ii; 3amydeHHs BUPOOHHKA JIKapchbKOro 3acoly, 1o Oyae BUKOPHUCTOBYBAaTHCS SK
npemnapar cynytHboi Teparnii (Daygapadin AxkraBic® 50 mr (25 Mr/mit) TOPOMIOK AJISt PO3YHHY IS
i’ exuiit um 1HQy3ii): SINDAN-PHARMA SRL, Pymynis Bulevardul Mihalache Ion 11, sector 1,
Bucharest, 011171, Pywmynis; 3amydeHHs BUPOOHHMKA JIKapChKOro 3acoly, 1mo Oyne
BUKOPHUCTOBYBATHUCS SIK Ipernapar cynyTHboi Tepamnii (Oiaynapadin HEXAL® 25 mr/mi, KOHIIEHTpaAT
JUISL IPUTOTYBAHHS pO34MHY JUIs iH ekuiid abo iHdy3iit): Hexal AG, Himeuunna Industriestrasse 25,
Holzkirchen, Bavaria, 83607, Himeuyuuna; Cnpomiene mapkyBaHHs @uynapalin Bepcis 1.0 Bix
26 cepnusa 2025 poky, YKpaiHCHKOIO MOBOI; 3alyd€HHsI JIOAATKOBOTO MICLS IPOBEICHHS
KJIIHIYHOTO BUITPOOYBaHHS:

Ne I1.1.b. BiAMOBIZAILHOTO JOCHITHUKA
n/n HasBa micusg mpoBeieHHs KIIIHIYHOTO BUIPOOYBaHHS

1. | nixap Pomuraiino H.B.
ToBapuctBo 3 o0OMexeHOIO BiAmoBifanpHicTIO «Menuunuit 1neHtp «Camorem»,
JlikyBanbHO-A1arHOCTUYHUH BIAJILJI MEIUYHOTO LIEHTPY, M. BiHHMIIA

Howmep Ta nata nakazy MO3 npo
MIPOBECHHS KJIIHIYHOTO
BUIIPOOYBaHHS

Ne 1104 Bix 11.07.2025

Ha3Ba kiiHiuHOTO BUNIPOOYBaHHS,
KOJI, Bepcis Ta faTa

«ocmimkenns | dpa3u mns ADI-001, cTBopeHOr0 3a JOMOMOTOI0 TE€HHOI 1HXKEHEepli aJloreHHUMHU
ramMa-zenbra (y0) CAR-T-xmituHamu, crnpsmoBanumu npotu CD20, y gopociux monedt i3
11ionaTHYHUMHU 3anaabHuMu Mionatissmuy, ADI-001-105, Bepcist 1.0 Big 06 nuctomana 2024

3asiBHUK, KpaiHa

ToBapuCcTBO 3 06MEkKEHOIO BifnoBinanbHicTIO «[IBP YKPATHA»

CnoHcop, kpaiHa

Adicet Therapeutics, Inc., USA «Anicer Tepanbiotike, [HK.», CionydeHi mratu AMepuku

B.o. HayasibHuKa PapManeBTHYHOIO YIIPABJIIHHS Ouaekcanap 'PIHEHKO

(mignuc) (Bnacue im’st [TIPI3BUILLE)



Jlomatok 14

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

BUINIPOOYBaHb
24.12.2025 Ne 1948

Inentudikariist CyTTEBOI MOMPaBKU

Kaprka ygacHuka kimiHigHOTO nociimpkeHas — [Iporokon 42756493BLC3001, Bepcist ykpaiHChKOIO
moBoto Bim 18.11.2025 p.; Kaprka ywacHuKa KJIiHIYHOTO JOCHipkeHHS — IIpoToxon
42756493BLC3001, Bepcis pociiickkoro Moot Bimx 18.11.2025 p.; IlpomomkeHHS TEpMiHY
MpOBEICHHS KiTiHIYHOTO BUNpoOyBanHs 10 31.12.2026 p. B Ykpaini Ta cBiTi

Howmep ta nata nakazy MO3 mipo
MIPOBEJICHHS KJIIHIYHOTO
BHUIPOOYBaHHS

Ne 1207 Bix 25.06.2018

Ha3ga xiiHiuHOTO BUNIPOOYBaHHS,
KOJI, Bepcis Ta aara

«Jocmimxenns 3 dasu s ouinku epaaditiHiOy y mOpiBHIHHI 3 BiH(IYHIHOM a0 TOLETaKCEeIOM
9y [eMOpoIi3ymMadoM y Malli€HTIB 3 MOMIMPEHOI YPOTENiaJbHOK KApUUHOMOI Ta OKPEMHUMH
TCeHeTHYHUMH abepamisiMu pernentopiB ¢axTopy pocty ¢idpobmactiy, 42756493BLC3001, 3
nonpaBkoro 6 Bijx 20.01.2023 p.

3asiBHUK, KpaiHa

«IHCCEH ®APMAIIEBTUKA HBy», benbris

CnoHcop, kpaiHa

SAnccen @apmanetuka HB, benbris

B.o. HauanbHuka @apMaleBTUYHOTO YIPABJIiHHS Ouaekcanap 'PIHEHKO

(minmc) (Bnacue im’st ITPI3BULLE)



Jomatoxk 15

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

24.12.2025 No 1948

InenTudikariist CyTTeBOI MOMPaBKU

[IpomoBkeHHs TEpMiHY MPUAATHOCTI JOCIIKYBAaHOTO Jiikapchkoro 3acody TUB-040 no 36 Micsiiis

Howmep Ta nara nakazy MO3 npo
MIPOBECHHS KJIIHIYHOTO
BUNIPOOYBaHHS

Ne 854 Bin 22.05.2025

HasBa kiiHiuHOTO BUIIPOOYBaHHS,
KOJI, BepcCis Ta gara

«bararorieHTpoBe, 3 MEpUIMM 3aCTOCYBaHHIM Ipernapary y jJroauHu nociipkeHHs 1/lla ¢as3u 3
MIIBUIICHHSIM Ta ONTUMI3AIIE€0 JO3YBaHHSA [UISl OIIHKK OE3MEYHOCTI, TEPEHOCHMOCTI,
(dapmakokiHEeTHKH Ta e(deKTUBHOCTI KoH’toraTy antutina no NaPi2b 3 mikapcbkum 3acobom
TUB-040 y namieHTiB 3 pe3UCTEHTHHUM JI0 TIpenapaTiB miaTuHA pakoM sieuHukiB (PTIPS) Bucokoro
CTYNEHS  3MOSIKICHOCTI  a00  peuuauBYIOYOI/pedpakTEepHOI0  aJCHOKAPIMHOMOI  —
HeapioHokmiTuHHUM pakoM serenb (HIKPJI) (NAPISTAR 1-01)», NAPISTAR 1-01, rnoGansHa
Bepcis 3.0 Bix 22 BepecHs 2025 poky

3asiBHUK, KpaiHa

TOB «APEHCIA EKCIIVIOPATOPI MEAICIH», Ykpaina

CnoHcop, kpaiHa

Ty6ynic I'M6X, Himeuunna / Tubulis GmbH, Germany

B.o. HauanbHuka @apMaleBTUYHOTO YIPABJIiHHS Ouaekcanap 'PIHEHKO

(minmc) (Bnacue im’st ITIPI3BUILLE)



Jlomatok 16

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

BUINIPOOYBaHb
24.12.2025 Ne 1948

Inentudikariist CyTTEBOI MOMPaBKU

3MiHa Ha3BH MicClsl MPOBEIEHHS KITHIYHOTO BUITPOOYBAHHS:
BYJIO CTAJIO
nikap MenpHuk VY.1. nikap Menpauk V.1
KomyHnaneHe HekomepiiiiHe mignpuemcTtBo | KomyHanmpHe HEKOMEpIiiiHE —MiJIPUEMCTBO
«KuiBcpbka wmicbka kiiHiuHa JiikapHsS Ne9» | «KuiBchbka Michbka KiliHIYHA JikapHa No7»
BUKOHABUOro opraHy KuiBcbKoi MiCBKOi panu | BUKOHaBYOro oprany KuiBcbKOi MiChKOI pamu
(KuiBchkoi mickkoi aeprkaBHOI aamiHicTparii), | (KuiBchkoi Michkoi AepKaBHOI aaMiHICTparlii),
reMmarosoriuge Bigmimenas Nel, m. Kuis JlikyBabHMIA ~ MAPO3AUT  JUIS  HaJaHHS
MEIMYHOI JOMOMOTH JOPOCIOMY HACEJICHHIO
(Dimisz Ne2), remaronoriune BigmiieHHs Nel,
M. KuiB

Howmep Ta nara nakazy MO3 npo
MPOBEJICHHS KIIHIYHOTO
BUIIPOOYBaHHS

Ne 1598 Bix 17.09.2024

Hasga kiiHiYHOTO BUMPOOYBaHHH,
KOJ, BepcCis Ta faTa

«bararonieHTpoBe, BIAKpUTE, paHIOMI30BaHE, 3 aKTUBHMM KOHTpOJEM JociiikeHHs 2/3 dasu
3unoBepramMady BenotuHy (MK-2140) y xoMOiHalli 13 cTaHAApTHUM JIKyBaHHSM Y MAIIEHTIB 3
peryauByouoro  abo  pedpaktepHoro  aAudy3HOHO — B-BETUKOKIITHHHOIO  JTiM(OMOIO
(waveLINE-003)», MK-2140-003, 3 inkopnopoBanoto nonpaskoro 07 Big 09 kBitHs 2025 poky

3asiBHUK, KpaiHa

ToBapucTBo 3 00MexeHo00 BianoBiganbHicTI0O «MC/I Ykpainay

Cnoncop, kpaiHa

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

B.o. HayaabHNKa PapManeBTHYHOIO YIIPABJIiHHA Onekcanap I'PIHEHKO

(migmuc) (Bnacue im’st [IPI3BUILE)



Jomatok 17

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

24.12.2025 No 1948

InenTudikariist CyTTeBOI MOMPaBKU

301bIIeHHS KUTHKOCTI TaIlieHTiB B YKpaiHi 3 24 1o 35 ocid

Howmep Ta nara nakazy MO3 npo
MIPOBECHHS KJIIHIYHOTO
BUNIPOOYBaHHS

Ne 854 Bin 22.05.2025

HasBa kiiHiuHOTO BUIPOOYBaHHS,
KOJI, BepcCis Ta gara

«I'nmobanpHe, paHIOMi30BaHE, BIIKpUTE, OAaraTOIEHTPOBE AOCHIKEHHS ¢a3zu 2b/3, mo OouiHIe
BJT-778 y nopiBHSHHI i3 BIAKJIAICHOIO TEPAIi€r0 U JTIKYBaHHS XpOHIYHOTO remaTtuty [lembra
(AZURE-1)», BJT-778-301, Bepcis 3.0 Big 26 uepsHs 2025 poky

3asBHUK, KpaiHa

TOB «APEHCIA EKCIUIOPATOPI MEJICIH», Ykpaina

CnoHncop, kpaiHa

bmomxkeit TepanbroTike, [Hk., CILIA / Bluejay Therapeutics, Inc., USA

B.o. HauanbHuka @apMaleBTUYHOTO YIIPABJIIHHSA Ouekcanap 'PIHEHKO

(minmc) (Bnacue im’st [TIPI3BUILLE)



