Jomatox 1

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

BUINIPOOYBaHb
26.09.2025 Ne 1494

Inentudikariist CyTTEBOI MOMPaBKU

Jlocke mocmimKyBaHoro jikapcekoro 3aco0y CT-P51 [Pembrolizumab], Bepcisa 2.1 Bix 30 uepBHs
2025p.; [onosxeHHs TepMiHY MPHUIATHOCTI TOCIIIKYBaHOTO Jlikapcbkoro 3aco0y CT-P51 3 18 no
24 Mics1iB

Howmep Ta nara nakazy MO3 npo
MIPOBECHHS KJIIHIYHOTO
BUNIPOOYBaHHS

Ne 2147 Bix 25.12.2024

Haspa kiiHiuHOTO BUIIPOOYBaHHS,
KOJI, BepcCis Ta gara

«IlonBiiiHe ciine, paHAOMi30BaHe, KOHTPOJIbOBAHE aKTMBHUM IIPENapaToM JOCHIKeHHs (azu 3,
SIKE TIPOBOSATH Y MapaleIbHUX TPyIax s MOPIBHSIHHA e()eKTUBHOCTI Ta OE3MEYHOCTI MpenapaTiB
CT-P51 Ta Kitpyna B kombOiHamii 3 XimioTepami€ro mpenaparaMy IJIATHUHUA 1 IEMETPEKCEeIOM Y
MAIEHTIB 13 METACTATUYHUM HEIUIOCKOKIIITHHHAM HEeIPIOHOKIITHHHIM PaKOM JIET€Hb, SIKi paHille
He oTpuMyBaiu JikyBaHHsa», CT-P51 3.1, Bepcis 2.0 Big 14 nucronana 2024 p.

3asiBHUK, KpaiHa

TOB «Cineoc Xenc YkpaiHa»

CnoHcop, kpaiHa

CEJUITPIOH Iuk., Pecnybaika Kopes [Celltrion, Inc., Republic of Korea]

B.o. HauanbHuka @apMaleBTUYHOTO YIPABJIiHHS Ouekcanap 'PIHEHKO

(minmc) (Bnacue im’st ITIPI3BUILLE)



JomaTox 2

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

BUINIPOOYBaHb
26.09.2025 Ne 1494

Inentudikariist CyTTEBOI MOMPaBKU

VYkpaina, MK-1026-008, [ndopmariis Ta JOKyMEHT po iHGOPMOBaHY 3rojy JUIs IMAaIli€EHTa, BEPCis
2.00 Bigm 15 cepmas 2025 poky, ykpaincbkor MoBor; MK-1026-008 3pa3ok MapkyBaHHS
JOCTIIKYyBaHOTO JiKapcbkoro 3aco0y MK-1026, 45 mr, Big 26 nunas 2024 poky, aHTJIiCHKOIO Ta
YKpPalHCBKOK MOBamMu

Howmep ta nata nakazy MO3 mipo
MIPOBEJICHHS KJIIHIYHOTO
BHUIPOOYBaHHS

Ne 153 Bix 30.01.2024

Ha3ga xiiHiuHOTO BUNIPOOYBaHHS,
KOJI, Bepcis Ta aara

«PannmomizoBane gmocmimpkenHs Il ¢asum mis mopiBHSHHS e(QEeKTHBHOCTI Ta O€3MeYHOCTI
HeMTaOpyTHHiIOy B MOPIBHSIHHI 3 XIMIOIMYHOTEpAIli€l0 MPU paHillle HETIKOBAHOMY XPOHIYHOMY
mimdoruTapHoMy  Jeiiko3i/mimpomi 3 Mammux miMmpormriB  6e3  abepamiii  rena TPS53
(BELLWAVE-008)», MK-1026-008, 3 inkoprnoposaHoto nonpaskoro 02 Bix 20 BepecHst 2024 poky

3asiBHUK, KpaiHa

ToBapucTBo 3 00MexeHo0 BianoBiganbHicTI0O «MC/] Ykpaina»

CnoHcop, kpaiHa

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

B.o. HauanbHuka @apMaleBTUYHOTO YIPABJIiHHS Ouekcanap 'PIHEHKO

(minmc) (Bnacue im’st ITIPI3BUILLE)



Jonmatok 3

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

26.09.2025 Neo 1494

Inentudikariist CyTTEBOI MOMPaBKU

Honaroxk 1 Big 11 mumas 2025 p. no bpomypu nocnignuka [JNJ-67896049 / ACT-293987 / NS-304
UPTRAVI ® (cenexcumnar)], Bepcis 20 Bix 10 mrotoro 2025 p.

Howmep ta nata nakazy MO3 mipo
MIPOBEJICHHS KIIIHIYHOTO
BHUIPOOYBaHHS

Ne 1962 Bix 29.10.2018

Ha3ga xiiHiuHOTO BUNIPOOYBaHHS,
KOJI, Bepcis Ta aara

«IIpocnekTrBHE OaraToOIEHTPOBE BIAKPUTE HENOpiBHsUIbHE nociimkenHs I ¢asm 3 meroro
BUBYCHHs O€3MEKH, NMEPEHOCHMOCTI Ta (hapMaKOKIHETHKH CEJIEKCHUIIary B JiTeH 3 JIereHeBOIO
aprepianbHOIO Tineprensieo», AC-065A203, Bepcist 9 Big 11 grotoro 2025 p.

3asiBHUK, KpaiHa

ToBapHCTBO 3 06MeXkKeHOI0 BifnosinanbHicTIO «AJTIOCEHT YKPATHA»

CnoHcop, kpaiHa

Axrenion @apmacerotikaic Jita., [1IBeitnapist (Actelion Pharmaceuticals Ltd, Switzerland)

B.o. HayaabHnKa 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

26.09.2025 Neo 1494

Inentudikariist CyTTEBOI MOMPaBKU

Bpomypa mocmimHMKa IOCHIIKYBaHOTO Jikapchbkoro 3acody Jlycmarepuent (ACE-536/ BMS-
986346), Bunanus 18 Bix 24 uepsus 2025 p., aHTTIHCHKOI0 MOBOIO

Howmep ta nata nakazy MO3 mipo
MIPOBEJICHHS KIIIHIYHOTO
BHUIPOOYBaHHS

Ne 9 Bin 02.01.2019

Ha3ga xiiHiuHOTO BUNIPOOYBaHHS,
KOJI, Bepcis Ta aara

«Bigkpure, panmomizoBane gocmikeHds ®a3u 3 s mopiBHIHHS €EKTUBHOCTI Ta O€3MEYHOCTI
npenapaty nycnarepuent (ACE-536) ta emoeruny anbda a7s JTIKyBaHHS aHEeMii, CIIPUYMHEHOT
Mmienonucruiactuaaumu curapomamu (MJIC) 3 ayke HU3BKUM, HU3BKUM 200 IMPOMIXKHUM piBHEM
pusuky 3a IPSS-R, y mamieHTiB, fKi paHille He OTPUMYBaIl CTHUMYJSTOPU EPUTPOINOE3y Ta
noTpeOyroTh nepenuBanus eputporutiey, ACE-536-MDS-002, monpaska 6.0 Big 26 nmunas 2024 p.

3asiBHUK, KpaiHa

TOBAPHCTBO 3 OBMEXEHOIO BIJIITOBIJIAJIBHICTIO «ITilli/li FOKPEVH», Ykpaina

Cnoncop, kpaiHa

Celgene Corporation, USA/ Cenxen Kopnopeiiun, CIITA

B.o. HavaabHnKa PapManeBTHYHOI0 YIIPABJIiHHA Oaexcanap I'PIHEHKO

(mmigmic) (Bnacue im’st [TIPI3BUILIE)



JlomaTok 5

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

26.09.2025 Neo 1494

Inentudikaris cyrTeBoi nmonpaBku | bpomrypa gociigHuka Uit JOCTIHKYBaHOTO Jikapchkoro 3aco0y tuduemanimad (JS004/TAB004),
Buganusa 6.0 Big 05 yepBus 2025 poxy; Indopmanis mis namienta i @opma indopmosanoi 3roawu,
Mopnens anst Ykpainu, Bepcist 2.0 Big 14 numnus 2025 poky (YKpaiHCBKOIO Ta POCIHCHKOI0 MOBaMH);
30i1bIIeHHS KUTBKOCTI MAIi€HTIB, SKi MPUIMAIOTh YYacTh Y KJIIIHIYHOMY BUIIPOOYBaHHI Ha TEPUTOPIT
Ykpainu, 10 47 oci6; BkitoyeHHs 101aTKOBUX MiCIlb MPOBEICHHS KITHIYHOTO BUITPOOYBAHHS:

No [1.I.6. BiIMOBIJAIEHOTO JOCITITHAKA

/11 HazBa miclisg nmpoBeieHHS KJIIHIYHOTO BUIPOOYBaHHS

1. | p.m.u., mpod. Famaiiayk L.
Komynanene HekomepliliHe MiANPUEMCTBO «TepHOMUIbCHKUI O0NacHUN KITIHIYHUN
OHKOJIOT1YHHH Jucriancepy TepHOMiIbChKOi 00macHOi panu, TOpakaldbHE BiIiJICHHS,
TepHominbecbkuii HalioHaNbHUN MenuyHui yHiBepcuTeT imeHi [.SI. T'opbaueBchkoro
MiHicTepcTBa OXOPOHH 310poB’sl YKpaiHu, Kadeapa OHKOJIOT1i, MPOMEHEBOI A1arHOCTHUKH 1
Teparii Ta paaianiiHoi MeTuiuHu, M. TepHOIiIb
2. | mikap Jdoponina M.B.
TOBAPUCTBO 3 OBMEXEHOIO BIAITOBIZAJIBHICTIO «APEHCIA
EKCIUUVIOPATOPI MENICIH», Biamim KIIHIYHUX JOCHIKEHh METUYHOro IIEHTDY,
M. KuiB
3. | n.mH., npod. JIucenko C.A.
«YHiBepCUTETChbKa KIIiHIKa» BIHHUIIBKOTO HAI[IOHAILHOTO MEIUYHOTO YHIBEPCHUTETY
iMm. M.I. TluporoBa (JIiKyBaThbHO-HABYAILHO-HAYKOBUU  IIEHTP), aMOYJaTOPHO-
TIarHOCTHYHE  BIJIUICHHS, BIHHMIBKUI  HAliOHANBHUA MEIUYHHA  YHIBEPCHUTET
iMm. MLI. Tuporosa, xadeapa npomMeHeBoi 11arHOCTUKH, IPOMEHEBOI Teparnii Ta OHKOJIOT1,
M. Binnung




2 MPOJOBXKEHHS 10/1aTKa 5

4. | nmixap Ko63eB O.1.
KomyHaneHe mianpueMcTtBO «PiBHEHCHKMIT 00JacCHUNM MPOTUIYXJIMHHUM — ICHTP»
PiBHeHCHKOI 001acHO1 paiu, abgomMiHanbHe BiUIiIeHHs, M. PiBHe

Howmep Ta nata nakazy MO3 npo
MIPOBEJICHHS KIIHIYHOTO
BUIPOOYBaHHS

Ne 1553 Bix 06.09.2024

Ha3ga kiiHiuHOrO BUNIPOOYBaHHS,
KOJI, Bepcis Ta aara

«PannmomizoBane, moABilHE ciine, IMIANE00-KOHTPOJIBOBAHE, MYJIbTUPETIOHATBbHE KIIIHIYHE
nocaimkenns 111 dha3u 3 ouinku TopunaniMady Mmpu Moro 3acTOCyBaHHI y BUTIIAAI MOHOTeparii abo
y koMOiHaii 3 Tudguemanimadom (JS004/TAB004) B sskocTi KOHCOMIAAIHHOT Teparmii y HamieHTiB 3
JIOKAJIi30BaHUM JIPIOHOKIIITUHHUM pPaKOM JIETeHb 0e€3 MpOrpecyBaHHs 3aXBOPIOBAHHS IMiCHsSA
npoBeieHoi XimionpomereBoi Teparii», JS004-008-111-SCLC, Bepcis 3.0 Bix 28 tpaBust 2024 poky

3asBHUK, KpaiHa

TOB «ITAPEKCEJI Ykpaina»

Cnoncop, kpaiHa

«Illanxa#t [[3ronpmi baitocaiience3 Ko., JIta.», Kurait [Shanghai Junshi Biosciences Co., Ltd.,
China]

B.o. HauanbHuka @apMaleBTUYHOT0 YIIPABJIiHHSA Ouekcanap 'PIHEHKO

(minmc) (Bnacue im’st ITIPI3BUILLE)



JlomaTok 6

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

26.09.2025 Neo 1494

Inentudikariist CyTTEBOI MOMPaBKU

OHOBJICHI MaTepiany Ui YYaCHHUKIB JOCIIKEHHs: PO3IpyK 3MicTy eKkpaHy eleKTPOHHOTO TECTY
ouinku XO3JI (CAT eCOA Tablet Screenshots, CAT COPD Assessment test), Bepcis 2.00 Bix
28 tpaBHs 2025 poky (YKpaiHCHKOIO Ta pOCIHCHKOI0 MOBaMH )

Howmep Ta nara nakazy MO3 npo
MIPOBECHHS KJIIHIYHOTO
BUNIPOOYBaHHS

Ne 1433 Big 16.09.2025

Haspa kiiHiuHOTO BUIIPOOYBaHHS,
KOJI, BepcCis Ta gara

«PangomizoBaHe, TONBiMHE ciine, 1UIae00-KOHTPOIbLOBaHE JOCHikeHHs ¢asu 2b, mo
MIPOBOJMUTHCS Y MapalieIbHUX Ipynax 3 METOI OIIHKH €(EKTUBHOCTI Ta OE3MEYHOCTI BEPEKITYTY
(UPB-101) B y4acHUKIB 13 XpOHIYHUM OOCTPYKTUBHUM 3aXBOpIOBaHHAM JiereHb (XO3JI) momipHOTro
abo tsoxkoro crymneHsy, UPB-CP-06, Bepcis 1.0 Bix 29 ciuns 2025 poky

3asiBHUK, KpaiHa

TOB «ITAPEKCEJI Ykpaina»

Cnoncop, kpaiHa

Upstream Bio, Inc., USA/Anctpim bio, Ink., CIITA

B.o. HavaabHnKa PapManeBTHYHOI0 YIIPABJIiHHA Oaexcanap I'PIHEHKO

(mmigmic) (Bnacue im’st ITIPI3BUILIE)



Jlonatok 7

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

BUINIPOOYBaHb
26.09.2025 Ne 1494

Inentudikariist CyTTEBOI MOMPaBKU

3MiHa Ha3BH MicClsl MPOBEIEHHS KITHIYHOTO BUITPOOYBAHHS:

bYJIO

CTAJIO

aikap 3y6 O.B.

KomyHanbHe HekoMepIliiiHe —MiIIpUeEMCTBO
«YepHIriBCbKU MEIUYHHA LIEHTP Cy4acHOl
oHkoJyorii» YepHniriBcpkoi oOmacHoi paaw,
BIJIJTIJICHHS KJIIHIYHOT OHKOJIOT11, M. UepHiriB

nikap 3y6 O.B.

KomyHanbHe HeEKOMepIiiiHE MiIMpPUEMCTBO
«YepHIriBCbKHI MEIUYHHIA LEHTP Cy4acHOl
oHkoJorii» YepHiriBcbkoi oOmacHOi paaw,
TiHEKOJIOTIYHe BiTiIeHHS, M. YepHiriB

Howmep Ta nara nakazy MO3 npo
MIPOBEACHHS KJIIHIYHOTO
BUNIPOOYBaHHS

Ne 80 Bix 19.01.2021

Hasga kiiHiYHOTO BUIPOOYBaHHH,
KOJ, BepcCis Ta faTa

«PannomizoBane, nozagiitHe cuine pocmimxerHs I pa3u nis ouninku nemMOponizymaly MOPIBHSIHO 3
iane0o y koMOiHalli 3 aI'FoBaHTHOIO XiMioTepari€ero 3 abo 6e3 MpoMeHeBOi Tepartii JIs TIKyBaHHS
NAIIEHTOK 3 HEJAaBHO J1arHOCTOBAaHUM PAaKOM €HJIOMETpisl 3 BUCOKMM PHU3UKOM Iicis omeparii 3
nikyBansHOIO MeTolo (KEYNOTE-B21 / ENGOT-enl1 / GOG-3053)», MK-3475-B21 / ENGOT-
enll / GOG-3053, 3 inkopropoBaHoto nonpaskoro 03 Bix 25 cepnus 2022 poky

3asiBHUK, KpaiHa

ToBapucTBo 3 00MexeHo0 BianoBiganbHicTI0O «MC/] Ykpaina»

CnoHcop, KpaiHa

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

B.o. HayaibHUKa PapMaleBTHYHOIO YIIPABJIIHHSA

Oaexcanap 'PINEHKO

(minmc)

(Bnacue im’st [TIPI3BUILLE)




Jomatox 8

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

26.09.2025 Neo 1494

Inentudikariist CyTTEBOI MOMPaBKU

3anyyeHHs JOAATKOBUX MICI[b IPOBEACHHS KIIHIYHOTO BUIPOOYBAaHHS:

No [1.LB. BiIMOBIJAILHOTO JOCIITHAKA

/11 Ha3Ba miclis nmpoBeieHHs KJIIHIYHOTO BUIPOOYBaHHS

1. | x.M.H. Pyxancbka B.O.
ToBapucTBO 3 00OMEXEHOIO BiaNoBinaabHICTIO «CkaH JIalT», TeparneBTUYHE BiIIICHHS
MeanyHoro neHtpy «Heiipomeny, M. Binnuns
2. | k.m.H. Kneban f1.1.
KwuiBcpka KiTiHIYHA JIKApHS Ha 3alMi3HUYHOMY TpaHcroptTi Ne2 ¢imii «lleHTp oxoponu
3I0pOB’S» aKI[IOHEPHOTO TOBApUCTBA «YKpaiHCbKa 3ali3HULA», LIEHTp KIIHIYHUX
Jociimkennb, M. Kuis
3. | k.m.H. C™moumina JI.O.
ToBapuctBo 3 oOMexxeHOW BiAnmoBiganbHICTIO «KiiHika «/leHuc», TepaneBTHYHMIMA
ctamionap, M. Kuis
4. | mikap Bacuneus B.B.
JlikyBanmbHO-/1arHOCTUYHUM 1eHTp ToBapuctBa 3 0OMEXEHOI0 BiJIMOBIANBHICTIO
«Memnunnii [{im «Oapexcy, comatudHe BiauieHHs, M. Oneca

Howmep Ta nara nakazy MO3 npo
MPOBEJICHHS KIIHIYHOTO
BUIIPOOYBaHHS

Ne 907 Bix 30.05.2025

Ha3ga kiiHiuHOTO BUNIPOOYBaHHS,
KOJ, Bepcis Ta faTa

«Hocnimkenns [ ¢asu nns ADI-001, cTtBopeHOrO 3a JOMOMOTO0 T€HHOI 1HXXKEHepii aJoreHHUMH
ramma-gensta (y0) CAR-T-kmitunamu, copsimoBanuMu npotu CD20, y nopocnux mrofei 13
cucteMHHM ckiiepozom», ADI-001-104, Bepcis 1.0 Big 04 nuctonana 2024

3asBHHUK, KpaiHa

ToBapuCTBO 3 0OMEKeHOI0 BifnoinansHicTIO «[IBP YKPATHA»

CnoHcop, kpaiHa

Adicet Therapeutics, Inc., USA «Anicer Tepanbtotike, [HK.», Cionydeni mratu AMepuku

B.o. HayaabHNKa PapManeBTHYHOIO YIIPABJIiHHA Ounexcanap 'PIHEHKO

(migmuc) (Bnacue im’s IIPI3BUILIE)



Jomatok 9

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

26.09.2025 Neo 1494

Inentudikariist CyTTEBOI MOMPaBKU

[TociGHUK a1 yyacHUKIB 3 3acTocyBaHHs fgonatka myMedidata: Bepcis 1.0 Big 22 TpaBus 2025 p.
aHrmicekol0 MoBoro; Bepcis 1.0 Bim 04 mumus 2025 p. ykpaiHcbkoio MOBOR; Bepcis 1.0 Bix
14 mumast 2025 p. pociiicbko0 MOBOIO; BKIIFOUCHHS TOAATKOBUX MICIb MPOBEACHHS KJIIHIYHOTO
BUIIPOOYBAaHHSI:

No I1.1.B. BiAIIOBiJaJILHOTO JOCHITHUKA
/0 Ha3Ba micus nmpoBeieHHs KITiHIYHOTO BUIPOOYBaHHs

1. | k.m.H. babanina M.1O.
Komynanshe i ATPUEMCTBO «ITonTaBcbka obnacHa KIIIHIYHA JiKapHs
imeni M.B. CxriidocoBebkoro IlonraBcekoi o0nacHOi paguy», oOJacHHMM JIKYyBalbHO-
JIarHOCTUYHUI racTpOCHTEPOJIOTiUHUHN IeHTp, M. [TonTaBa
2. | mikap Ilyrau M.M.
ToBapucTBO 3 0OMexkeHo10 BianoBiganpHicTIO «Menununuii ieHTp «APTEC MEJIIKY My,
JKyBaJbHO-AIarHOCTUYHE BiIiIeHHs] Menu4yHoro 1eHTpy, M. Kuis

Howmep Ta nara nakazy MO3 npo
MPOBEJICHHS KIIHIYHOTO
BUIIPOOYBaHHS

Ne 1433 Bix 16.09.2025

Ha3Ba kiiHiuHOTO BUNPOOYBaHHS,
KOJI, Bepcis Ta Jara

«bararouentpoBe minatdopmae gociimkeHHs Il ¢asu 3 omiHku Oe3mevHOCTi, €(hEeKTUBHOCTI,
(bapMakoKiHETUYHHX 1 (hapMaKoIMHAMIYHUX NapaMeTpiB MPU 3aCTOCYBAaHHI PI3HUX BUAIB Teparlii B
YUYacCHHMKIB 13 XxBopobOoro KpoHa B akTuBHiIN (GopMi UM BHPa3KOBHM KOJITOM B aKTUBHIN (opmi
(komoBe mo3HaueHHs: ASCEND-IBD)», MT-100-201, OcHoBHUIi NPOTOKOJ KIIHIYHOTO
BunpodyBanus MT-100-201, ocratouna pemakuig 2.0 Bix 12 uepBua 2025 p.; Homarok mono
neBHoro BuAy aociimkyBanoi tepamii MT-100-201-ISA-MT-501-PROBECD, octaTouna pemaxiiis
2.0 Bix 12 wepBHs 2025 p.; ogaTok moao neBHOro BUAY aociiqxkyBanoi tepamii MT-100-201-ISA-
MT-501-PROBEUC, ocrarouna pegaxiist 2.0 Big 12 gepBast 2025 p.

3asiBHUK, KpaiHa

TOBAPHCTBO 3 OBMEXXEHOIO BIJIITOBIJIAJIBHICTIO «ITI EC AU-YKPATHA»

CnoHcop, kpaiHa

«Mipanop Tepar’totike, [nk.» [Mirador Therapeutics, Inc.], CIIA

B.o. HayasibHuKka PapManeBTHYHOIO YIIPABJIIHHS Ouaekcanap 'PIHEHKO

(migmmc) (Bnacue im’s [TIPI3BUILIE)



Jomatok 10

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

26.09.2025 Neo 1494

Inentudikariist CyTTEBOI MOMPaBKU

OnoBnenuii [Ipotokon kminiyHOTO BUNpoOyBaHHa SGR-1505-101, Bepcis 15.0 Bim 15 numus
2025 poxy, aHITiIHCHKOI0 MOBOIO

Howmep ta nata nakazy MO3 mipo
MIPOBEJICHHS KIIIHIYHOTO
BHUIPOOYBaHHS

Ne 1844 Bin 04.11.2024

Ha3ga xiiHiuHOTO BUNIPOOYBaHHS,
KOJI, Bepcis Ta aara

«DA3A 1, BIIKPUTE, BATATOLIEHTPOBE JOCJIIIXXEHHSA 3 ECKAJIALIIEIO JO3U JIA
OLIIHKU TIPEITIAPATY SGR-1505 ITPM MOI'O 3ACTOCYBAHHI SK MOHOTEPAII V
MMALIEHTIB 31 3JIOAKICHUMMW HOBOYTBOPEHHSIMUM 31 3PUIMX B-KJITHWH»,
SGR-1505-101, Bepcis 14.0 Big 16 xBiTHa 2025 poky

3asBHUK, KpaiHa

TOB «APEHCIA EKCIUIOPATOPI MEJIICIH», Ykpaina

CnoHcop, KpaiHa

[pwroxinrep, Iuk., CIIA [Schrodinger, Inc., USA]

B.o. HauanbHuka @apMaleBTUYHOTO YIPABJIiHHS Ouekcanap 'PIHEHKO

(minmc) (Bnacue im’st [TIPI3BUILLE)



Jomatok 11

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

BUINIPOOYBaHb
26.09.2025 Ne 1494

Inentudikariist CyTTEBOI MOMPaBKU

OnHoBneHuit mpoTokoa KiaiHigHOTO AociimkerHHs EFC17919 3 inkopnopoBaHoto momnpaBkow 06,
Bepcid 2 Bia 30 nunus 2025 poky; [ndopmaris mis nanienTa Ta popma iHOpMOBaHOT 3roH, Bepcis
Ned Bin 08 ceprus 2025 poky (1a ocaosi OCHOBHOI IH®OOPMALIII ITPO JOCJIIJIXKEHHS TA
®OPMU THOOPMOBAHOI 3I'O/IU Bepcii 5 Bix 08 mumas 2025 p.), yKpaiHCBKOIO Ta POCIHCHKO0
MOBaMU

Howmep Ta nara nakazy MO3 npo
MIPOBEACHHS KJIIHIYHOTO
BUNIPOOYBaHHS

Ne 2072 Bix 10.12.2024

HasBa kiiHiuHOTO BUIIPOOYBaHHS,
KOJI, BepcCis Ta gara

«OCHOBHHUI POTOKOJI IBOX HE3AJICKHUX, PAHIOMI30BaHUX, MOABIMHUX CIIMUX JOCTIIKEeHb (azu 3
Ui mopiBHAHHS edekTuBHOCTI Ta Oesneku (pekcanimady (SAR441344) 3 tepiduyHOMizoM y
JOPOCJIMX YYaCHHMKIB 3 pelMIuBYIOUMMH (opmMamMu po3scisHoro ckieposy», EFC17919,
3 nmomnpaBkoro 05, Bepcist 1 Big 26 6epesns 2025 poky

3asiBHUK, KpaiHa

TOB «ITAPEKCEJI Ykpaina»

Cnoncop, kpaiHa

Sanofi-Aventis Recherche & Developpement, France (Canodi-ABentic Pemepin e JleBenonman,
@paHnitis)

B.o. HauanbHuka @apMaleBTUYHOTO YIIPABJIiHHS Ouekcanap 'PIHEHKO

(minmc) (Bnacue im’st [TIPI3BUILLE)



Jlomatok 12

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

26.09.2025 Neo 1494

InenTudikariist CyTTeBOI MOMPaBKU

[TonoBxeHHS TPUBAIOCTI KJIIHIYHOTO BUIPOOYBaHHS B CBITI Ta YKpaini 10 12 ciuas 2026 poky

Howmep Ta nara nakazy MO3 npo
MIPOBECHHS KJIIHIYHOTO
BUNIPOOYBaHHS

Ne 1277 Bix 20.10.2017

HasBa kiiHiuHOTO BUIIPOOYBaHHS,
KOJI, BepcCis Ta gara

«PannomizoBane, Binkpute kiiHiyHe nociimkenHs III ¢dasu mopiBHAHHA memOpoinizymady Ta
OpeHTyKcMMalOy BEJIOTHUHY Yy TMAIli€HTIB 3 PEIUIUBYIOYOI0 a00 PE3UCTCHTHOK 10 JIKyBaHHS
KiIacuyHoro simMdpomoro XomkkiHay, MK-3475-204, 3 inkopnopoBaHoro monpaBkoro 07 Bix
30 tpaBHs 2025 poky

3asiBHUK, KpaiHa

ToBapucTBo 3 00OMexkeHo010 BianoBiganbHicTIO «MCJl Ykpainay

CnoHcop, kpaiHa

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

B.o. HayaabHnKa PapManeBTHYHOI0 YIIPABJIiHHA Oaexcanap I'PIHEHKO

(mmigmic) (Bnacue im’st [TIPI3BUILIE)



Jomatox 13

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

26.09.2025 Neo 1494

Inentudikariist CyTTEBOI MOMPaBKU

MK1084-007 3pa3ok MapKyBaHHs €JIIEKTPOHHOTO mIoJCeHHMKA, Bim 13 TpaBHs 2025 poky,
aHIITIMCHKOI0 MOBOIO; THUMUacoBuUil ClieHapiil MpoBeeHHS Tene(hOHHOTO iHTEpB 10, OMUTYBAIbHUK
JUISL OLIHKU SKOCTI XUTTS npu paky JjereHb (QLQ-LC13), Bepcis 1.0, ykpaiHChKOIO MOBOIO;
Cuenapiit mpoBeeHHs TesneoOHHOTO iHTEPB 10 Bepcis 2.0, OnuTyBabHUK IS OLIHKHU SKOCT1 )KATTSI
— Core 30, Bepcis 3 (QLQ-C30), ykpaincbkoro MoBoro; EQ-5D-5L Ankera 11010 cTaHy 370pOB s,
BepCis U 3aCTOCYBaHHS IHTEPB I0€pOM, MEepeKIIaj] Ha YKpaiHCbKy MOBY JUIsl YKpaiHu, Bepcis 1.1,
yKpaiHCcbkOor0 MoOBO0; CrieHapii mpoBeaeHHs omnuTyBaHHS: DyHKIIOHaJbHA OLIHKA Tepamii
xponiuHoro 3axBoptoBaHHS FACIT mwmranns GPS5 (Bepcis 4), Binm 22 rpynus 2022 poky,
yKpaiHCbKOI0 MOBOI0; CueHapiii NpoBeAeHHs oONUTyBaHHA: ONUTYBaIbHUK JUIS OLIHIOBAHHS
cumntomiB HenpiOHoxmiTuHHOTO paky JereHiB (NSCLC-SAQ) (Bepcis 1.0), Bim 29 BepecHs
2021 poky, ykpaiHChKOIO MOBOIO; YkpaiHa, MK-1084-007, Iudopmaiis Ta IOKyMEHT MpO
iH(popMoBaHy 3roty A nauieHTa, Bepcist 01 Big 08 ceprust 2025 p., ykpaiHCbKOIO MOBOIO; YKpaiHa,
MK-1084-007, Indopmariist Ta JOKyMEHT PO iHPOPMOBaAHY 3ro Ty JUIs Malli€eHTa Ha HEOOOB I3KOBUI
oOMexenuit ckpuniHr, Bepcis 01 Bim 08 cepmua 2025 p., yKpaiHCBKOO MOBOIO; YKpaiHa,
MK-1084-007, Indopmanist Ta JOKYMEHT Hpo iH(OPMOBaHY 3rojy i Malll€eHTa Ha HaJaHHS
Heo00B’ s13k0BUX MocyT (komnaniero «Greenphire»), Bepcis 01 Bix 08 cepriag 2025 p., ykpaiHCbKOIO
MoBol0; Ykpaina, MK-1084-007, Indopmaniiinuii TMCTOK 1 JOKYMEHT Mpo iHGOPMOBaHY 3roay Ha
MaiiOyTHe Olomenuune nocinimkenHs, Bepceis 01 Big 08 cepmusa 2025 p., yKpaiHCBKOIO MOBOIO;
BxiroueHHs 101aTKOBUX MICIh TPOBEICHHSI KJITHIYHOTO BUTTPOOYBAHHS:

Ne I1.1.B. BiAmOBIZAILHOTO JOCHIIHUKA
n/n HasBa micuisg npoBeieHHs KJIIHIYHOTO BUIPOOYBaHHs

1. | mixap benikoBa A.M.
ToBapuctBo 3 0OMeXeHOIO BiAMoOBigaNbHICTIO «KamuTam», KIIiHIKO-KOHCYJIbTaTUBHE
BIUTUUICHHS. MEJIMYHOTO LIEHTPY «YHiBepcaibHa KiiHika «O6epiry, M. Kui




2 MPOJOBXKEHHS nojaTka 13

2. | k.m.H., nouent Unapuk 5.B.

KomyHansHe HexoMmepiliiine mianpueMcTBo JIbBIBCbKOT 00macHOi pamu «JIbBiBChKUI
OHKOJIOTIYHHM pETiOHAJbHUNA JKYBaJbHO-AIarHOCTHYHUA LIEHTP», XiMIOTEpaneBTHYHE
BigaiaeHHs, M. JIbBiB

Howmep Ta nara nakazy MO3 mpo Ne 1433 Bix 16.09.2025
MIPOBECHHS KJIIHIYHOTO

BUNIPOOYBaHHSA

HasBa kiiHiuHOTO BUIIPOOYBaHHS, «PannomizoBaHe, BiIKpuTe, OaratoreHTpoBe KiiHiuHe aociaimpkeHHs 11 dha3u mis ominku 6e3reku

KOJI, BepcCis Ta gara ta edextuBHOCTI MK-1084 y komOiHamii 3 mMIMIKIpHUM BBEACHHSM NeMOpomizymady Ta
Oeparianyponinazu anbpa (MK-3475A) y nopiBusauui 3 MK-3475A y xom0OiHalii 3 mpemapatamu
XimMioTepamnii meMeTpeKce oM / IUTaTHHOO (KapOOoIuTaTHHOM a00 MUCTIATHHOM) Y SIKOCTI JIIKYBaHHS
TIepILOT JiHIT AJI yYaCHUKIB 13 pO3MOBCIOPKEHUM a00 METaCTaTUYHUM HETUIOCKOKIITHHHUM HJIPJI
13 myTariero KRAS G12C (KANDLELIT-007)», MK-1084-007, Bepcis 00 Bix 27 uepBHs 2025 poky

3asBHUK, KpaiHa ToBapuctBo 3 oomexkeHoto BignosiganpHicTIO «MCJI Ykpainay

CnoHcop, KpaiHa TOB Mepk llapn enx Hoym, CHIA (Merck Sharp & Dohme LLC, USA)

B.o. HavaabHnKa PapManeBTHYHOIO YIIPABJIIHHA Oaexcanap I'PIHEHKO

(mmigmic) (Bnacue im’st [TIPI3BUILIE)




Jlomatok 14

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

26.09.2025 Neo 1494

Inentudikariist CyTTEBOI MOMPaBKU

OcHOBHUI TPOTOKOJ KiIiHIYHOTO BUNpoOyBanHs SPY 123-201, penakiis 1.2 Big 04 uepsus 2025 p.;
CuHoIICHUC OCHOBHOT'O MPOTOKOJY KiIiHIYHOTO BUMpoOyBanHs SPY 123-201, penakuis 1.2, mepexnaz
3 aHTJIIHCHKOI MOBH Ha yKpaiHcbky MoBY Bif 02 mumnas 2025 p.; JlomaTok 10 NpOTOKOIY KIiHIYHOTO
BurnpoOyBanHs SPY123-201, mo omucye KOHKpETHE BTPyYaHHS i3 3aCTOCYBaHHSM IIperapary
SPYO001, penakuis 1.1 Big 30 tpaBus 2025 p.; CuHomcuc noaaTtka A0 MPOTOKONY KIIHIYHOTO
BurnpoOyBanus SPY123-201, mo omucye KOHKpETHE BTPYYaHHS i3 3aCTOCYBaHHSIM IIperapary
SPYO001, penakuist 1.1, nepeknaz 3 aHTIiHCHKOI MOBU Ha yKkpaiHCcbKy MoBY Bia 02 mumas 2025 p.;
[adopmartis ans ygacHuKa JOCiKeHHS Ta opma iHGOPMOBAHOT 3Tr0/IM HA y4acTh Y HAYKOBOMY
KJIIHIYHOMY JIOCIIiJIXKeHH], ocTaTouHa pefakuisa 2.0 mis Ykpainu Big 11 aumas 2025 p., ocraTrouHuit
nepeKyIaa 3 aHTIHChKOi MOBH Ha yKpaiHChKy MOBY Bif 07 ceprus 2025 p.; ocTaTouHuil nepexiiam 3
aHTJHChKOI MOBH Ha pociiicbky MoBY Bin 07 cepmus 2025 p.; @opma iHPOpMOBaHOI 3roau Ha
y4acTh y MpOrpamMi CIIOCTEPEKEHHsI 3a BariTHICTIO, ocTtaTouHa pepakuis 2.0 mis Ykpainu Bin
11 nunus 2025 p., ocTaToOUHUM Nepeksaa 3 aHIIiMCcbKoi MOBU Ha YKpaiHChKY MOBY Bif 07 ceprHs
2025 p.; ocTaTOuHUM MepeKIa 3 aHMIMChKOI MOBH Ha pociiickky MoBY Bia 07 ceprusa 2025 p.;
Jlocke pocnimpkyBaHoro Jjikapcbkoro 3aco0y SPY001-001 (IMPD-Quality), pemakmis 5.0 Bifg
11 mumas 2025 p.; Hocke mocmimkyBaHoro jikapcbkoro 3acody SPY001-001 (IMPD-Quality),
penakuisa 6.0 Big 13 cepnusa 2025 p.; Jocke nocnimxyBaHoro Jikapcskoro 3acody SPYPBO-101
(IMPD-Quality), ocrarouna penmakmis 3.0 Bix 13 cepnus 2025 p.; Jocbe nocmigKyBaHOTO
nikapcbkoro 3aco0y SPYPBO-102 (IMPD-Quality), octatouna penakiist 3.0 Bix 13 ceprust 2025 p.;
3MiHa Ha3BH MiCIIs MPOBEIEHHS KIIHIYHOTO BUITPOOYBAHHS:




MPOJOBXKEHHS AojaTka 14

BYJIO CTAJIO
n.M.H., mpod. [llepuyk C.B. n.M.H., mpod. HleBuyk C.B.
VHiBepcUTeTChbka  JKapHS  BIHHUIBKOTO | « YHIBEpPCUTETChKAa  KIIiHIKa»  BIHHUIBKOTO
HAI[IOHAJIBHOTO ~ MEJWYHOTO  YHIBEPCUTETY | HAIIOHAILHOTO  MEJWYHOTO  YHIBEPCUTETY
im. MLL. [TuporoBa, TepaneBTuyne Biaaiiaenus, | im. M.L. Iluporosa, (JiKyBaJbHO-HaBYAIbHO-
Bigannexuii HaIlOHAJbHUMI MEIUYHUHN | HAYKOBHM IIEHTpP), TEPAINCeBTUYHE BiIJIIJICHHS,
yuiBepcurer imM. M.L. Iluporoma, kadenpa | BiHHUIBKHIA HaIllOHAJTbHUH MeAUYHUN
BHYTPIlIHBO1 MeauiHu No2, M. BinHu1s yHiBepcuter iM. M.L. Iluporosa, kadenpa

BHYTPINTHKOI MequIHA No2, M. BinHUIIS

Howmep ta nata nakazy MO3 mipo
MPOBEJICHHS KJIIHIYHOTO
BHUIPOOYBaHHS

Ne 1271 Big 11.08.2025

Ha3ga xiiHiuHOTO BUNIPOOYBaHHS,
KOJI, Bepcis Ta aara

«IInardpopmue mocmimxenns I ¢gas3u 3 oninku epeKTUBHOCTI i OE3MEYHOCTI aHTHUTLI TPUBAJIOL Jii
MIPHU 3aCTOCYBaHHI B peXHMi MOHO- a00 KOMOIHOBaHOI Teparlii 3 IPUBOAY CEPEeIHbOTSHKKOro abo
TSDKKOTO TIepeliry BHpPa3KoBOTO KOJITY B akTuBHIN (opmi», SPY123-201, OcHOBHMIA TPOTOKOI
kiiHiyHoro BumpoOyBaHHs SPY123-201, penmakuis 1.1 Bim 25 xBitHa 2025 p.; Jdomatox no
MPOTOKOJIy KJiHIYHOro BurnpoOyBaHHs SPY123-201, mio onucye KOHKpeTHE BTPYyYaHHS 13
3actocyBaHHAM npenapaty SPY001, penaxiist 1.0 Big 14 6epesns 2025 p.

3asiBHUK, KpaiHa TOBAPHCTBO 3 OBMEXEHOO BIJIITIOBIJTIAJIBHICTIO «ITI EC AU-YKPATHA»

CnoHcop, kpaiHa

«Cnaep Tepam’totike, [ak.» [Spyre Therapeutics, Inc.], CIIIA

B.o. HauanbHuka @apMaleBTUYHOT0 YIPABJIiHHS Ouekcanap 'PIHEHKO

(Bnacue im’st ITIPI3BUILLE)

(minmc)




Jomatox 15

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

26.09.2025 Neo 1494

Inentudikariist CyTTEBOI MOMPaBKU

MK-7240-013, Cuenapiii BiZ€OpOJMKa CTOCOBHO IHCTPYKIIi 13 3aCTOCYBaHHS aBTOiH €KTOpa
MK-7240 — cnine nocmimxkenHs, Bepcis 1, ykpaincekoio moBoro; MK-7240-013, Cuenapiit
BIJICOPOJIMKA CTOCOBHO 1HCTPYKLIi 13 3acTocyBaHHS aBToiH e€kTopa MK-7240 — Biakpure
JOCHIKeHHs, Bepcist 1, ykpaiHchkoro MoBoro; MK-7240-013, Inctpykuis 13 3acToCyBaHHS
nociimkyBaHoro npernapary MK-7240/mnamne6o 3a AOMOMOIOI aBTOIH €KTOpA, CIIMUNA Mepiof
nocmimkenns, Bepcis 1.0 Big 18 kBiTas 2025, ykpaincskoro MoBoro; MK-7240-013, [ncTpykiis i3
3aCTOCYBaHHS JOCHiKyBaHoro mnpernapary MK-7240 3a momomMororw aBTOiH €KTOpA, BIIKPUTHN
niepion pocmimkeHHs, Bepcis 1.0 Bix 18 kBiTHs 2025, ykpalHCHKOIO MOBOIO

Howmep ta nata nakazy MO3 mipo
MPOBEJICHHS KJIIHIYHOTO
BUIIPOOYBaHHS

Ne 1271 Big 11.08.2025

Ha3Ba kiiHiuHOTO BUNPOOYBaHHS,
KOJI, Bepcis Ta Jara

«PannomizoBaHe, MoOABiiHE clline, I1ale00-KOHTPOIbOBaHE AochipkeHHd (a3u IIb nns ouiHkum
epeKTUBHOCTI Ta O€3MeKH TyJICOKIOapTy B YYaCHHUKIB 13 PEHTIeHOrpadiuHUM aKciaJbHUM
CHOHJIWJIOAPTPUTOM  (QHKUIO3yHOUMM  crnoHAwiIiToM)», MK-7240-013, 3 1HKOpPIOPOBaHOIO
nonpaskoro 02 Big 17 aunus 2025 poky

3asiBHUK, KpaiHa

ToBapucTBo 3 00MexeHo0 BianoBiganbHicTI0O «MC/I Ykpaina»

CnoHcop, KpaiHa

TOB Mepk Illapn enx Joym, CHIA (Merck Sharp & Dohme LLC, USA)

B.o. HauanbHuka @apMaleBTUYHOTO YIPABJIiHHS Ouekcanap 'PIHEHKO

(minmc) (Bnacue im’st [TIPI3BULLLE)



Jlomatok 16

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

26.09.2025 Neo 1494

Inentudikariist CyTTEBOI MOMPaBKU

Omnosneni posnimm 2.1.S.7.1 (S.7.1 - RIM-REGQUAL-117098 v5.0), 2.1.S.7.3 (S.7.3 - RIM-
REGQUAL-117154 v7.0),2.1.P.3.1 (P.3.1 - RIM-REGQUAL-120835 v7.0), 2.1.P.5.2 (P.5.2 - RIM-
REGQUAL-115858 v2.0),2.1.P.5.4 (P.5.4 - RIM-REGQUAL-115942 v3.0),2.1.P.8.1 (P.8.1 - RIM-
REGQUAL-116542v4.0),2.1.P.8.3 (P.8.3 - RIM-REGQUAL-116579 v3.0) 10oCche TOCITIIKYBAaHOTO
nikapcekoro 3aco0y InaBomicu6d (GDC-0077) TabneTku, BKpUTI TUTIBKOBOK 00OJIOHKOIO O 3 MT Ta
mo 9 mr ta omnomineni po3miumm 2.1.P.3.1 (P.3.1 - RIM-REGQUAL-076934 v3.0), 2.1.P.8.1
(P.8.1 - RIM-REGQUAL-122909 v2.0), 2.1.P.8.3 (P.8.3 - RIM-REGQUAL-093247 v3.0) nocne
mwiane6o mo Irapomicudy (GDC-0077) TabneTku, BKPUTI IUTIBKOBOKO 000JI0OHKOIO; JlomaBaHHS
3pa3kiB MapKyBaHb JOCIIKYBaHOTO Jikapcbkoro 3acoOy IxaBomicu6 (GDC-0077) TabneTkw,
BKpHUTI IUTIBKOBOIO 0005I0HKOIO 1O 3 Mr ta mo 9 mr ykpaincekoro mooro (BKL001252 BX
39031875, BKL001236 BL 39031874, BKL001239 BX 39031944, BKL001238 BL 39031943)
pa3oM i3 3pa3kaMH MapKyBaHb TUTYJbHUX CTOpPIHOK OykieTiB MixHapojHoro KB aurmificekoro
mosoro (BFP001309 BX, BFP001308 BL, BFP001311 BX, BFP001310 BL); 3amyueHHs
nonatkoBoi BupoOHuuoi autpHUIN F. Hoffmann-La Roche AG, Switzerland, mist mociimkyBaHux
nikapcbkux 3aco6iB [HaBomicu6 (GDC-0077), TabneTku, BKPUTI MIIBKOBOIO 00OJIOHKOIO MO 3 MTI' Ta
o 9 mr Ta [lnanie6o 1o [HaBomicudy (GDC-0077), TabneTku, BKPUTI TUTIBKOBOIO 00OJIOHKOIO

Howmep Ta nata nakazy MO3 npo
MIPOBECHHS KJIIHIYHOTO
BUIIPOOYBaHHS

Ne 1143 Bix 15.05.2020

Ha3Ba kiiHiuHOTO BUNIPOOYBaHHS,
KOJI, Bepcis Ta jara

«PangomizoBaHe, mojBiiiHE ciine, Ianedo-KoHTpoboBaHe mociipkeHHs ¢aszu Il 3 ominku
epeKTUBHOCTI Ta Oe3meyHocTi KOMOiHAIil iHaBomicuOy 3 ManOouUuKIiOoM Ta (yIBECTPAaHTOM Y
MOPIBHSAHHI 3 KOMOIHAII€O TUIae60 3 MaTOOIMKITIIOOM Ta (yJIBECTPAHTOM Yy TAIIEHTIB 3 MYTaIl€I0
rena PIK3CA, ropmon-peuentop-no3utuBHuM, HER2-nHeratuBHMM MiclieBO-IOIIMpPEHUM abo
METaCTaTUYHUM pakoM MOJIOUHO] 3a103u», WO41554, Bepcis 10 Big 02 tpaBas 2025 p.

3asiBHUK, KpaiHa

ToBapucTBO 3 00MeKEHOI0 BinoBigaIbHICcTIO «Porr Ykpainay

CnoHcop, kpaiHa

@.Xoppmann-JIs Pour JIta, HIBeituapis

B.o. HayasibHuKka PapManeBTHYHOIO YIIPABJIIHHS Ouaekcanap 'PIHEHKO

(migmmc) (Bnacue im’s [TIPI3BUILIE)



Jomatok 17

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

26.09.2025 Neo 1494

Inentudikariist CyTTEBOI MOMPaBKU

bpomypa nocminauka ABP 206, Bunanns 2.2, Bix 19 yepBHs 2025 poxy, aHTIIIHCHKOIO MOBOIO;
[adopmariitauii mucTok s manieHTa Ta dopma iHGOPMOBAHOI 3rOM HA yYacTh y KIIHIYHOMY
HayKOBOMY JociimkeHHi, Bepcis 2.0 Big 12 cepnus 2025 poky, ans YKpaiHu, Ha OCHOBI 6a30BOT0
mabnona ¢gopmu iHpopmoBaHoi 3roam, Bepcis 6.0 Bim 17 ymmas 2025 poky, aHMIMCHKOI Ta
yKpaiHchbKOor MOBOI0; KopoTka xapakTtepuctuka nikapcbkoro 3acody OPDIVO (OIIAMBO,
nivolumab, HiBomymMa0) 10 Mr/mi, KOHIEHTpAT Ui PO3YMHY Ui iHQY31i, Bepcis Bil TpaBHS
2025 poky, aHTJIIHCHKOI MOBOIO

Howmep Ta nara nakazy MO3 npo
MIPOBECHHS KJIIHIYHOTO
BUNIPOOYBaHHS

Ne 318 Big 25.02.2025

Hasga kniHiYHOTO BUIPOOYBaHHH,
KOJ, Bepcis Ta JaTa

«PanyomizoBaHe MOABINHE cHine OCHITKEHHS JUIS OIIIHKM e(QEeKTUBHOCTI, OE3MeYHOCTI Ta
imyHoreHHocti npenapaty ABP 206 y nopiBasHHI 3 mpenapatoMm OPDIVO® (niBomymald) y
MAIIEHTIB 3 HEpe3eKTabenbHOI a00 METaCTaTUYHOI0 MENAaHOMOIO, SIKi paHillle He OTPUMYBAlIU
nikyBaHHs», 20210031, Bepcis 3.0 ITonpaska 2 Bijg 08 motoro 2024 poky

3asiBHUK, KpaiHa

TOB «APEHCIA EKCIIJIOPATOPI MEAICIH», Ykpaina

CnoHcop, kpaiHa

AmjpxeH [Hk., CIIIA [Amgen Inc., US]

B.o. HayaabHNKa PapManeBTHYHOI0 YIIPABJIiHHA Oaexcanap I'PIHEHKO

(mmigmic) (Bnacue im’st [TIPI3BUILIE)



JlomaTtok 18

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

26.09.2025 Neo 1494

Inentudikariist CyTTEBOI MOMPaBKU

Onosnenuii IIporokon MB-108, Bepcis 9 Big 04 cepnus 2025 poky, aHTIIHCHKOI MOBOIO;
[IpogoBkeHHS TepMiHY MNPUAATHOCTI JOCHIKYBAHOTO JIKapchbkoro 3acoOy JlimocoManpHUi
anHaMminuH (Liposomal Annamycin) 1o 48 MicsiiiB

Howmep Ta nara nakazy MO3 npo
MIPOBECHHS KJIIHIYHOTO
BUNIPOOYBaHHS

Ne 216 Bix 07.02.2025

Haspa kiiHiuHOTO BUIIPOOYBaHHS,
KOJI, BepcCis Ta gara

«OnopHe, 0araToleHTPOBE, paHIOMI30BaHe, TOJBiMHE ciine, IUIae00-KOHTPOJIbLOBAHE
nocmikeHHs ¢as3u 2/3 3 aAanTUBHUM JTU3aifHOM Uil TOPIBHSAHHS L-aHHAMIOWHY IS iH €KIIH y
KOMOiHaIil 3 iH’eKIiAMU UTapabiHy Ta 1ianedo B KOMOIHAIT 3 1H €KLisIMA IUTapabiHy B SIKOCTI
Tepanii qpyroi JiHii 11 iHAYKIIT pemicii y Topociux MamieHTiB 3 pedpakTepHIM/pEHIUBYIOUNM
TOCTPUM Mi€JI0iTHUM Jeliko3om», MB-108, Bepcis 8 Bix 19 uepBHs 2025 poky

3asiBHUK, KpaiHa

TOB «APEHCIA EKCIIVIOPATOPI MEAICIH», Ykpaina

CnoHcop, kpaiHa

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

B.o. HauanbHuka @apMaleBTUYHOTO YIPABJIiHHS Ouekcanap 'PIHEHKO

(minmc) (Bnacue im’st ITIPI3BUILLE)



Jonatok 19

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

26.09.2025 Ne 1494

InenTudikariist CyTTEBOI MOMPaBKU

3MiHa Ha3BH MiCllb IPOBEICHHS KITHIYHOTO BUITPOOYBAHHS:

im. M.I. TluporoBa, kadenpa iHPeKIiTHIX
XBOp0O, M. BinHu1s

bYJIO CTAJIO
I.M.H., ipod. Mopo3 JI.B. I.M.H., ipod. Mopo3 JI.B.
VYHiBepcuTeTchbKa  JIiKapHs ~ BiHHUIBKOTO | « YHIBEpCUTETChKA  KJIiHIKa»  BiHHUIBKOTO
HAI[IOHAIBHOTO ~ MEAWYHOTO  YHIBEPCUTETY | HAIIOHAIFHOTO  MEAWYHOTO  YHIBEPCUTETY
iMm. M. L TIluporoBa, ambynaropso- | im. M.I. [luporoBa (J1iKyBaJbHO-HABUAIbHO-
JIIarHOCTUYHE BiJUTUTCHHS, BiHHMIIBKWI | HAYKOBHI LIEHTP), aMOyIaTOPHO-/T1arHOCTUYHE
HaIL[lOHAJIbHUN MEIUYHUNA YHIBEPCUTET | BiJALICHHS, BigHUNBKUT Hal[lOHAJIbHUMI

menuyHuid yHiBepcuteT iM. M.I. Ilmporosa,
kadeapa iHpeKiianX XBopoO, M. BiHHuUIA

I.M.H., ipod. [HleBuayk C.B.

VYHiBepcuTeTchbka  JliKapHi ~ BiHHHUIIBKOTO
HAI[IOHAIBHOTO ~ MEIWYHOTO  YHIBEPCUTETY
iMm. M. 1 TIluporoBa, amOymnaropHo-
JiarHocTHYHe, BIHHUMIBKAA  HallOHAJLHHI
mennyHuid yHiBepcuteT iM. M.I. Iluporoga,
kadenpa  BHYTpIIIHBOI  MeIuUUHU  No2,
M. Binauis

n.M.H., npod. lepuyk C.B.

«YHIBepCUTETChKA  KJIiHIKa»  BiHHUIBKOTO
HAIIOHAIFHOTO ~ MEAWYHOTO  YHIBEPCUTETY
iMm. M.L. TluporoBa (J1iKyBaJbHO-HaBYAIbHO-
HayKOBUI LIEHTp), aMOyJIaTOPHO-1arHOCTHYHE
BiAIiIEHH, Binuuiskuit HaIllOHAJIbHUI
MeanuHuid yHiBepcuteT iM. M.I. ITluporosa,
kadeapa  BHYTpIIHbOT  MeAMUMHU  Ne2,
M. Binaumg

Howmep Ta nata nakazy MO3 npo
MIPOBECHHS KIJIIHIYHOTO
BUIIPOOYBaHHS

Ne 2012 Bix 03.12.2024

Ha3Ba kiiHiuHOTO BUIIPOOYBaHHS,
KOJI, Bepcis Ta Jara

«PangomizoBane, maaned0-KOHTPOJIbOBAHE, MOJBIMHE CIiNe KIIHIYHE IOCTKeHHS 3 da3u mist
OLIIHKM eeKTUBHOCTI Ta Oe3neku MosnymnipaBipy (MK-4482) y HerocmitanaizoBaHUX JOPOCIHX 13
COVID-19 3 BUCOKHM pU3HKOM IIporpecyBaHHs xBopoOu», MK-4482-023, sepcis 00 Bix 27 cepnHs

2024 poky

3asBHHUK, KpaiHa

ToBapuctso 3 oomexkeHoto BianosiganpHIcTIO «MCJI Ykpaina»

CnoHcop, KpaiHa

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

B.o. HayaabHnKa PapManeBTHYHOIO YIIPABJIIHHSA

Ounexcanap 'PIHEHKO

(migmc)

(Bnacue im’st [TIPI3BUILE)




