Honmarox 1

110 HaKa3y MiHicTepCTBa OXOPOHH 370POB’ S
VYkpainu «IIpo 3aTBEpAKEHHS CYyTTEBUX
MOTIPABOK JI0 MPOTOKOJIIB KIITHIYHUX
BUIIPOOYBaHb

26.09.2025 Neo 1494

InenTudikariisi CyTTeBOI MOMpPaBKU

Jlocke mocmimKyBaHoro Jikapeekoro 3acody CT-P51 [Pembrolizumab], Bepcisa 2.1 Bix 30 uepBHs
2025p.; [onossxeHHs TEPMiHY MPUIATHOCTI TOCIiIKYBaHOTO Jiikapchkoro 3acody CT-P51 3 18 no
24 micsuiB

Howmep Ta nara nakazy MO3 npo
MPOBEACHHS KJIIHIYHOTO
BUIIPOOYBaHHS

Ne 2147 Bin 25.12.2024

Ha3Ba xiiHiuHOTO BUNIPOOYBaHHS,
KOJI, BepcCis Ta Jara

«IlonpiitHe ciine, paHaOMi30BaHE, KOHTPOJbOBAaHE aKTUBHHUM IIpemapaToM TOCHTIKeHHS da3zu 3,
sIKe TIPOBOJSATH Yy MapajeIbHUX Tpymax Jjs NOPIBHAHHA e()eKTUBHOCTI Ta O€3MEeYHOCTI penapaTiB
CT-P51 Ta Kirpyaa B koMOiHaiii 3 XiMiOTepaIi€ mpernapaTaMy IJIATHHU 1 MMEeMETPEKCEeIoM Y
MAII€HTIB 13 METaCTATUYHUM HEIUIOCKOKIIITHHHUM HEIPIOHOKIITUHHUM PAaKOM JIeTe€Hb, SIKI paHile
He oTpuMmyBayu JikyBanHs», CT-P51 3.1, Bepcis 2.0 Bix 14 nmuctomana 2024 p.

3asiBHUK, KpaiHa

TOB «Cineoc Xenc Ykpainay

CnoHncop, kpaiHa

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

B.o. HavaabHNKa PapManeBTHYHOI0 YIIPABJIiHHA Ouaekcanap I'PIHEHKO

(i armc) (Bnacue im’st TIPI3BUILLIE)



Jomarox 2

110 HaKa3y MiHicTepCTBa OXOPOHH 370POB’ S
VYkpainu «IIpo 3aTBEpAKEHHS CYyTTEBUX
MOTIPABOK JI0 MPOTOKOJIIB KIITHIYHUX
BUIIPOOYBaHb

26.09.2025 Neo 1494

InenTudikariisi CyTTeBOI MOMpPaBKU

VYkpaina, MK-1026-008, Indopmariis Ta JOKyMeHT npo 1HGOPMOBaHY 3roly IS MaIlieHTa, Bepcis
2.00 Big 15 cepmus 2025 poky, ykpaiHchbkor MOBo10; MK-1026-008 3pa3ok MapkyBaHHS
JOCITIKYBAHOTO Jiikapcbkoro 3aco0y MK-1026, 45 mr, Big 26 numnas 2024 poky, aHTIIHCHKOIO Ta
YKpPaiHCbKOIO MOBaMH

Howmep Ta nata Hakazy MO3 nipo
MPOBEJICHHS KIIHIYHOTO
BUIPOOYBaHHS

Ne 153 Bin 30.01.2024

Ha3ga kiiHiuHOrO BUNIPOOYBaHHS,
KOJI, BEpCis Ta jara

«PannmomizoBane gmocmimkenHs Il ¢asm mis mopiBHSHHS e(EeKTHMBHOCTI Ta O€3MedHOCTI
HEMTaOpyTHHIOY B TOPIBHSHHI 3 XIMIOIMYHOTEpAIMi€ MPU paHille HEIIKOBAHOMY XPOHIYHOMY
mimdouuTapHoMy  Jeiiko3i/miMpomi 3 mammx  gimdorurie  6e3 alepamiii  renma TP53
(BELLWAVE-008)», MK-1026-008, 3 inkopnopoBanoto nonpaskoto 02 Bijg 20 BepecHs 2024 poky

3asiBHUK, KpaiHa

ToBapucTBo 3 0OMexkeHo10 BianoBiganpHICTIO «MCJI Ykpaina»

CnoHncop, kpaiHa

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

B.o. HavaabHNKa PapManeBTHYHOI0 YIIPABJIiHHA Ouaekcanap I'PIHEHKO

(i armc) (Bnacue im’st TIPI3BUILLIE)



Jomarox 3

110 HaKa3y MiHicTepCTBa OXOPOHH 370POB’ S
VYkpainu «IIpo 3aTBEpAKEHHS CYyTTEBUX
MOTIPABOK JI0 MPOTOKOJIIB KIITHIYHUX
BUIIPOOYBaHb

26.09.2025 Neo 1494

InenTudikariisi CyTTeBOI MOMpPaBKU

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

Howmep Ta nata Hakazy MO3 nipo
MPOBEJICHHS KIIHIYHOTO
BUIPOOYBaHHS

Ne 1962 Bi7 29.10.2018

Ha3ga kiiHiuHOTO BUNIPOOYBaHHS,
KOJI, BEpCis Ta jara

«[IpocniekTrBHE OaraToOIEHTPOBE BIAKPUTE HENOpiBHsUIbHE nociimkeHHs I ¢asu 3 Meroro
BHBYCHHS O€3MEKH, MEPEHOCUMOCTI Ta (papMaKOKIHETHKU CEJICKCUTary B JITeH 3 JIETEHEBOIO
aprepianbHOIO rineprensieon, AC-065A203, Bepcist 9 Big 11 mrotoro 2025 p.

3asiBHUK, KpaiHa

ToBapHCTBO 3 06MEKEHOI0 BifnosifansHicTIo «AJTIOCEHT YKPATHA»

CnoHcop, KpaiHa

AxTtemon @apmacerorikaic JItna., [1Iseiimapis (Actelion Pharmaceuticals Ltd, Switzerland)

B.o. HayanbHuKa PapManeBTUYHOIO0 YIIPABJIIHHS Oaekcanap 'PIHEHKO

(migmuc) (Bnacue im’s [TPI3BUILIE)



Honmarox 4

110 HaKa3y MiHicTepCTBa OXOPOHH 370POB’ S
VYkpainu «IIpo 3aTBEpAKEHHS CYyTTEBUX
MOTIPABOK JI0 MPOTOKOJIIB KIITHIYHUX

BUIIPOOYBaHb
26.09.2025 Ne 1494

InenTudikariisi CyTTeBOI MOMpPaBKU

Bpomypa mocmimHMKa IOCHTIIKYBaHOTO Jikapchbkoro 3aco0y Jlycmatepruent (ACE-536/ BMS-
986346), Bunanus 18 Bix 24 uepBHs 2025 p., aHTTIHCHKOI0 MOBOIO

Howmep Ta nata Hakazy MO3 nipo
MPOBEJICHHS KIIHIYHOTO
BUIPOOYBaHHS

Ne 9 Bin 02.01.2019

Ha3ga kiiHiuHOTO BUNIPOOYBaHHS,
KOJI, BEpCis Ta jara

«Bigkpure, panmomizoBane mocuimkeHds ®a3u 3 s MOpiBHIHHS €PEKTUBHOCTI Ta OE3MEYHOCTI
npenapary aycnatepuent (ACE-536) ta enoeruny anbda miis JiKyBaHHS aHeMii, CIIPUYHWHEHOI
Mmienoguctactuaaumu cuaapomamu (MJIC) 3 ayxe HU3bKUM, HU3BKUM a00 MPOMIKHHUM piBHEM
pusuky 3a IPSS-R, y mamieHTiB, sKi paHimie HE OTPUMYBAIM CTHUMYJATOPH EPUTPOIIOE3Y Ta
notpelyroTh nepenuBants epurporutisy, ACE-536-MDS-002, nonpaska 6.0 Big 26 nunus 2024 p.

3asiBHUK, KpaiHa

TOBAPHCTBO 3 OFMEXEHOIO BIJIITOBIJAJIBHICTIO «ITilli/li OKPEMHy, Ykpaina

CnoHcop, KpaiHa

Celgene Corporation, USA/ Cenmxen Kopnopeiia, CIITA

B.o. HayanibHuKka PapManeBTHYHOIO0 YIIPABJIIHHS Oaekcanap 'PIHEHKO

(migmuc) (Bnacne im’st TIPI3BUILE)



Honartok 5

110 HaKa3y MiHicTepCcTBa OXOPOHH 370POB’ S
VYkpainu «IIpo 3aTBEpAKEHHS CYyTTEBUX
MOTIPABOK JI0 MPOTOKOJIIB KIITHIYHUX
BUIIPOOYBaHb

26.09.2025 Neo 1494

Inentudikariis cyrreBoi monmpaBku | bpomrypa gociigauka 1uist JOCTIKYBaHOTO JiKapchkoro 3aco0y tudremanimad (JS004/TAB004),
Buganus 6.0 Big 05 yepBHs 2025 poky; [Hdpopmaris ans namienta i @opma iHPOpMOBaHOI 3roau,
Mopenb nnst Ykpaiau, Bepceist 2.0 Big 14 munas 2025 poky (yKpaiHChKOIO Ta pOCIHCHKOI0 MOBaMH);
3011bIIEHHS KUTBKOCTI MAIi€HTIB, SKI MPUIMAaIOTh Yy4acTh Y KJIIHIYHOMY BUIIPOOYBaHHI Ha TEPUTOPIT
Ykpaian, 10 47 oci6; BxitoueHHs T0AaTKOBUX MICITb TPOBEACHHS KIIHIYHOTO BUTIPOOYBaHHS:

No I1.1.B. BiAIIOBIIAILHOTO HOCIIIJHUAKA

/11 Ha3Ba micIisg npoBeieHHs KJIIHIYHOTO BUMPOOYBaHHS

1. | a.m.n., mpod. Tanaitayx L.
KomyHansHe HekomepiniitHe MiANPHUEMCTBO «TepHOMUIBCHKUNA OONMaCHUN KIIHIYHUN
OHKOJIOTIYHHMH JucriaHcepy» TepHOMiIbChbKOi 00MacHOi pajau, TOpakaldbHE BiIIIJICHHS,
TepHOMUIbCHKMN HaIllOHATBPHUN MeauvyHui yHiBepcuTeT imeHi [.5I. T'opOaueBcbkoTrO
MinicTepcTBa OXOpOHH 310pOB sl YKpaiHu, kadeapa OHKOJIOTIT, TPOMEHEBOI 11arHOCTHKH 1
Teparnii Ta pamiamiitHoi MmeauiHu, M. TepHoniIh
2. | nikap [loponina M.B.
TOBAPUCTBO 3 OBMEXXEHOIO BIATIOBIAAJIBHICTIO «APEHCIA
EKCIIUIOPATOPI MEIICIH», Bimmin KTHIYHAX MOCHIKEHb MEIUYHOTO IEHTDY,
M. KuiB
3. | a.m.H., ipod. JIucenko C.A.
«YHIBEpCUTETChKA KJIiHIKa» BIHHHUIIPKOTO HAIIOHAJBLHOTO MEIUYHOTO YHIBEPCUTETY
iMm. M.I TIluporoBa (IiKyBaJdbHO-HABYAILHO-HAYKOBUU  IIEHTP), aMOyJIaTOPHO-
JTIarHOCTUYHE  BiJJIUICHHS, BIHHWIBKANA  HAI[IOHAIBHUN MEIUYHHN  yHIBEPCUTET
im. MLL. TIuporosa, kadeapa mpoMeHEBO1 A1arHOCTUKHU, IPOMEHEBOI Tepartii Ta OHKOJIOTII,
M. Biganng




2 MPOAOBXKEHHS 10/1aTKa 5

4. | nikap Ko63eB O.1.
Komynanene mianpueMcTtBo «PiBHEHChKMIT 00JIaCHUM TPOTUIYXJIUHHUA — IIEHTP»
PiBHeHCHKOI 001acHO1 pajiu, abgoMiHabHE BiIIeHHs, M. PiBHe

Howmep Ta nata Hakazy MO3 nipo
MPOBEJICHHS KITIHIYHOTO
BUIPOOYBaHHS

Ne 1553 Big 06.09.2024

Ha3ga kiiHiuHOTO BUNIPOOYBaHHS,
KOJI, BEpCis Ta jara

«PanmomizoBaHe, TOJABiHE crine, TIaNE00-KOHTPOIbOBAHE, MYJIbTUPETIOHANFHE KIIIHIYHE
nocmimkenHs 11 ¢asu 3 omninku TopunaniMady nmpu HOro 3aCTOCYBaHHI y BUTJISAII MOHOTEparii abo
y xombinamii 3 Tuduemanimadom (JS004/TAB004) B skOCTI KOHCOMIAAIIIHOT Tepariii y MalieHTiB 3
JIOKaJTi30BaHUM JPIOHOKIITHHHUM pPaKOM JIeTeHb 0€3 NpOTrpeCyBaHHS 3aXBOPIOBAHHS ITICIIS
npoBeieHoi XimionmpomeHreBoi Tepamii», JS004-008-111-SCLC, Bepcis 3.0 Bix 28 TpaBHs 2024 poky

3asiBHUK, KpaiHa

TOB «ITAPEKCEJI Ykpaina»

Cnoncop, kpaiHa

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

B.o. HayaabHNKa PapManeBTHYHOI0 YIIPABJIiHHA Ouaekcanap I'PIHEHKO

(i armc) (Bnacue im’st TIPI3BUILIE)



Jomarox 6

110 HaKa3y MiHicTepCTBa OXOPOHH 370POB’ S
VYkpainu «IIpo 3aTBEpAKEHHS CYyTTEBUX
MOTIPABOK JI0 MPOTOKOJIIB KIITHIYHUX
BUIIPOOYBaHb

26.09.2025 Neo 1494

InenTudikariisi CyTTeBOI MOMpPaBKU

OHoBJIeHI MaTepiany i1 YYaCHUKIB JOCHIKEHHS: Po3apyk 3MicTy eKkpaHy €IeKTPOHHOTO TECTY
ouinku XO3JI (CAT eCOA Tablet Screenshots, CAT COPD Assessment test), Bepcis 2.00 Bix
28 tpaBHs 2025 poky (YKpaiHCHKOIO Ta pOCIHCHKOIO MOBaMH )

Howmep Ta nara nakazy MO3 npo
MPOBEACHHS KJIIHIYHOTO
BUIIPOOYBaHHS

Ne 1433 Big 16.09.2025

Ha3Ba xiiHiuHOTO BUNIPOOYBaHHS,
KOJI, BepcCis Ta Jara

«PangomizoBaHe, TOJBIMHE cliine, TUIae00-KOHTPOIbOBAaHE JAOCHiKkeHHs ¢asu 2b, mo
MPOBOAMTHCS Y MapalieIbHUX Ipynax 3 METOK OLIHKH €(EeKTUBHOCTI Ta OE3MEeYHOCTI BEPEKITyTy
(UPB-101) B yyacHHKIB 13 XpOHIYHUM OOCTPYKTHBHHUM 3axBoproBaHHsM JiereHb (XO3JI) momipHOTO
abo tsoxkoro crynens», UPB-CP-06, Bepcis 1.0 Bix 29 ciynst 2025 poky

3asiBHUK, KpaiHa

TOB «ITAPEKCEJI Ykpaina»

CnoHcop, KpaiHa

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

B.o. HayanibHuKka PapManeBTHYHOIO0 YIIPABJIIHHS Oaekcanap 'PIHEHKO

(migmuc) (Bnacne im’st TIPI3BUIIE)



Honatox 7

110 HaKa3y MiHicTepCcTBa OXOPOHH 370POB’ S
VYkpainu «IIpo 3aTBEpAKEHHS CYyTTEBUX
MOTIPABOK JI0 MPOTOKOJIIB KIITHIYHUX
BUIIPOOYBaHb

26.09.2025 Neo 1494

InenTudikariisi cyTTeBoi monpaBku | 3MiHA HA3BH MICIIS TPOBEACHHS KIIHIYHOTO BUMIPOOYBaHHS:

BYJIO CTAJIO
nikap 3y6 O.B. nikap 3y6 O.B.
KomynanbHe HekomepiiiiHe mianpueMcTBo | KomyHanbHe HEKOMEpIliiiHE MiAIPUEMCTBO
«YepHITIBCbKUI MEIUYHUN IEHTp cydacHOi | «YepHITIBCbKUI MEIUYHUN IIEHTP CydacHOl
oHKoJIOrii» YepHiriBcbkoi oOmacHOi paau, | oHKousorii» YepHIriBcbkoi o00MacHOi  panw,
BIJITIJICHHS KJIIHIYHOT OHKOJIOT11, M. YepHIriB TiHEKOJIOTIYHe BiTIIeHHs, M. YepHiriB

Howmep Ta nara nHakazy MO3 mpo Ne 80 Bix 19.01.2021
MPOBEACHHS KIJIIHIYHOTO

BUIIPOOYBaHHS

Ha3pa kiiniunoro BunpoOyBanns, | «PangomizoBane, moasiitHe ciine mocmimkenns 11 ga3u mis omiaku memMOposizymaldy mOpiBHSIHO 3

KOJI, BepcCis Ta Jara rtane6o y koMOiHamii 3 a/1'foBaHTHOIO XiMioTepari€eto 3 a00 6e3 MpoMeHeBoi Teparii Juis JTiKyBaHHS
MAaIi€EHTOK 3 HEIAaBHO JIIarHOCTOBAaHUM PaKOM €HAOMETPIS 3 BUCOKHM PU3MKOM ITiCJIS oreparii 3
nikyBanpHOO MeToro (KEYNOTE-B21 / ENGOT-enll / GOG-3053)», MK-3475-B21 / ENGOT-
enl1/GOG-3053, 3 inkopnopoBaHoto nonpaskoro 03 Big 25 cepmas 2022 poky

3asBHUK, KpaiHa ToBapucTBo 3 0OMexkeHo10 BianoBiganpHICTIO «MCJI Ykpaina»

Crnoncop, 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)



Honatok 8

110 HaKa3y MiHicTepCcTBa OXOPOHH 370POB’ S
VYkpainu «IIpo 3aTBEpAKEHHS CYyTTEBUX
MOTIPABOK JI0 MPOTOKOJIIB KIITHIYHUX
BUIIPOOYBaHb

26.09.2025 Neo 1494

InenTudikariisi CyTTeBOI MOMpPaBKU

3arydeHHs J0JIaTKOBUX MICIIh IPOBEICHHS KJIIHIYHOTO BUIPOOYBAHHS:

No I1.1.B. BiAIIOBIAILHOTO JOCIITHUAKA
/11 Ha3Ba micIisg npoBeieHHs KJIIHIYHOTO BUMPOOYBaHHS

1. | x.m.H. Pyxancska B.O.
ToBapucTBo 3 0OMexeHOr0 BiamoBiganbHICTIO «CkaH JlalT», TepaneBTUUYHE BiJTiIJICHHS
MennyHoro neHtpy «Heiipomen», M. Binnuns
2. | k.M.H. Knneban f1.1.
KuiBcbka KimiHIYHA JIiKapHS Ha 3aii3HUYHOMY TpaHcmopti Ne2 ¢imii «LleHTp oxoponu
3I0pPOB’s» AaKIIOHEPHOTO TOBAapUCTBAa «YKpaiHChKAa 3alli3HUIL», L[eHTp KIIHIYHHX
nociimkennb, M. Kuis
3. | k.m.H. Cmomina JI.O.
ToBapucTtBo 3 oOMexeHOI BimmoBiganeHicTIO «KimiHika «JleHUCY, TepaneBTUYHHIA
crarioHap, M. Kuis
4. | nikap Bacuneup B.B.
JlikyBaJIbHO-JIIarHOCTUYHUN 1LEHTp ToOBapuCTBa 3 OOMEKEHOI BiJIMOBIJATBHICTIO
«Memnunnii [lim «Oapekcy, comaTuaHe BigauieHHs, M. Oneca

Howmep Ta nara nakazy MO3 npo
MPOBEACHHS KIIIHIYHOTO
BUIIPOOYBaHHS

Ne 907 Bix 30.05.2025

Ha3Ba xiiHiuHOTO BUNIPOOYBaHHS,
KOJI, BepcCis Ta Jara

«docmmkenns | da3u mns ADI-001, cTBopeHOTr0 3a JOMOMOIO T€HHOI 1HXKEHEepii aJIoTeHHUMHU
ramma-zenbra (y0) CAR-T-xmitunamu, crnpsimoBanumu mnpotu CD20, y nopocnux mropedt i3
cucteMHUM ckiepozom», ADI-001-104, Bepcis 1.0 Bix 04 nuctonama 2024

3asiBHUK, KpaiHa

ToBapHCTBO 3 0OMEKeHOI0 BianoBifaneHicTio «[IBP YKPATHA»

CnoHcop, KpaiHa

Adicet Therapeutics, Inc., USA «Anicer Tepanstotike, [HK.», CriosrydeHi mratu AMEpUKu

B.o. HayanibHuKka PapManeBTHYHOIO0 YIIPABJIIHHS Oaekcanap 'PIHEHKO

(i armc) (Bnacue im’st IIPI3BULLIE)



Jomarox 9

110 HaKa3y MiHicTepCTBa OXOPOHH 370POB’ S
VYkpainu «IIpo 3aTBEpAKEHHS CYyTTEBUX
MOTIPABOK JI0 MPOTOKOJIIB KIITHIYHUX
BUIIPOOYBaHb

26.09.2025 Neo 1494

InenTudikariisi CyTTeBOI MOMpPaBKU

[TociGHUK a1 yuacHUKIB 3 3acTocyBaHHS qonatka myMedidata: Bepcis 1.0 Bix 22 tpaBus 2025 p.
aHrmicekol0 MoBoro; Bepcis 1.0 Bixm 04 snumas 2025 p. ykpaiHcbkoro MOBoO; Bepcis 1.0 Bix
14 mumas 2025 p. pociiickkor0 MOBOIO; BKITIOUEHHS AOJATKOBHX MICIh TMPOBEICHHS KIIHIYHOTO
BUIIPOOYBAHHSL:

Ne I1.1.B. BiAIOBIAJILHOTO JOCHITHUKA
n/n HasBa micus npoBeieHHs KIiHIYHOTO BUIPOOYBaHHs

1. | k.m.H. babanina M.1O.
KomyHnanbshe i AMPUEMCTBO «ITonTaBcbka obnacHa KITIiHIYHA JiKapHs
imeni M.B. CxmidocoBebkoro IlonraBchkoi o0macHOI pamw», 0OJACHHM JIIKYBaJIbHO-
J1arHOCTUYHUIN racTpOSHTEpOJIOTiUHUHN IeHTp, M. [TonTaBa
2. | mikap [lyrau M.M.
ToBapucTBO 3 00MexkeHo1o BinnosinanbHicTio «Mennunuii neHTp «APTEC MEJIIKYM»,
JIIKYBJIBHO-JIarHOCTUYHE BiJTIIeHHs: MenuyHoro neHTpy, M. Kuis

Howmep Ta nara nakazy MO3 npo
MPOBEACHHS KIJIIHIYHOTO
BUIIPOOYBaHHS

Ne 1433 Big 16.09.2025

Ha3ga kiiHiuHOrO BUNIPOOYBaHHS,
KOJI, BEpCis Ta jara

«bararonienrpoBe minatdopmue gocmikeHHs II ¢asm 3 ouiHkum Oe3nevyHocTi, epEeKTUBHOCTI,
(hapMakOKiHETHYHUX 1 hapMaKOAMHAMIYHUX TTApaMeTPiB MPH 3aCTOCYBAHHI PI3HUX BHIIB Tepallii B
y4JacHHUKIB 13 XxBopoOoto KpoHa B akTuBHIM (opMi UM BHPa3KOBUM KOJIITOM B aKTHUBHIH (opmi
(xomoBe mo3HaueHHs: ASCEND-IBD)», MT-100-201, OcHOBHHII TpPOTOKOJ KIIIHIYHOTO
BunpoOyBaHHss MT-100-201, octatouna penakmis 2.0 Bixm 12 uepBus 2025 p.; JlomaTox momo
MEeBHOTO BUAY AociimkyBanoi Tepamnii MT-100-201-ISA-MT-501-PROBECD, octatouyHa pemakiiis
2.0 Big 12 wepBHs 2025 p.; JlomaToxk 11010 eBHOTO BULY AociiKyBaHoi Tepanii MT-100-201-ISA-
MT-501-PROBEUC, ocratouna pegakitisi 2.0 Big 12 uepsast 2025 p.

3asiBHUK, KpaiHa

TOBAPHCTBO 3 OEMEXEHOIO BIJIITOBIJAJIBHICTIO «I1I EC AU-YKPATHA»

CnoHcop, KpaiHa

«Mipanop Tepan’totikc, [Hk.» [Mirador Therapeutics, Inc.], CIIIA

B.o. HayaabHNKa PapManeBTHYHOIO YIIPABJIiHHA Ouaekcanap I'PIHEHKO

(i armc) (Bnacue im’st TIPI3BUILLIE)



Jomarox 10

110 HaKa3y MiHicTepCTBa OXOPOHH 370POB’ S
VYkpainu «IIpo 3aTBEpAKEHHS CYyTTEBUX
MOTIPABOK JI0 MPOTOKOJIIB KIITHIYHUX
BUIIPOOYBaHb

26.09.2025 Neo 1494

InenTudikariisi CyTTeBOI MOMpPaBKU

Onornenuii [Ipotokon kmiHiyHOTO BUNpoOyBaHHa SGR-1505-101, Bepcis 15.0 Bim 15 numas
2025 poky, aHITiHCHKOI0 MOBOIO

Howmep Ta nata Hakazy MO3 nipo
MPOBEJICHHS KIIHIYHOTO
BUIPOOYBaHHS

Ne 1844 Bin 04.11.2024

Ha3ga kiiHiuHOTO BUNIPOOYBaHHS,
KOJI, BEpCis Ta jara

«DA3A 1, BIIKPUTE, FATATOLEHTPOBE JOCJIIIXXEHHA 3 ECKAJIALIIEIO 103U TS
OLIIHKU TIPEITAPATY SGR-1505 TP MOI'O 3ACTOCYBAHHI SIK MOHOTEPAIII V
[MALIEHTIB 31 3JIOAKICHMUMHW HOBOYTBOPEHHSAMUM 31 3PUIMX B-KJIITHUH»,
SGR-1505-101, Bepcis 14.0 Big 16 xBiTHS 2025 poKy

3asiBHUK, KpaiHa

TOB «APEHCIA EKCIIVIOPATOPI MEJJICIH», Ykpaina

CnoHncop, kpaiHa

[proninrep, [ak., CIIA [Schrodinger, Inc., USA]

B.o. HayaabHNKa PapManeBTHYHOI0 YIIPABJIiHHA Ouaekcanap I'PIHEHKO

(i armc) (Bnacue im’st TIPI3BUILLIE)



Homarox 11

110 HaKa3y MiHicTepCTBa OXOPOHH 370POB’ S
VYkpainu «IIpo 3aTBEpAKEHHS CYyTTEBUX
MOTIPABOK JI0 MPOTOKOJIIB KIITHIYHUX
BUIIPOOYBaHb

26.09.2025 Neo 1494

InenTudikariisi CyTTeBOI MOMpPaBKU

OnoBnenuit mpoTokoa kiaiHiyHOTO AociimkeHHs EFC17919 3 inkopropoBanow momnpaBkoi 06,
Bepceid 2 Bia 30 mumnns 2025 poky; Indopmartis 1uis manieHTa Ta popma iHPOpMOBAHOI 3r0AH, BepCis
Ned4 Bin 08 cepras 2025 poky (1a ocnosi OCHOBHOI IHOOPMALIIT ITPO JJOCJIIJXKEHHS TA
®OPMU IHOOPMOBAHOI 3I'OJIU Bepcii 5 Bix 08 mumus 2025 p.), yKpaiHCHKOIO Ta POCIHCHKO0
MOBaMHU

Howmep Ta nara nakazy MO3 npo
MIPOBEACHHS KIJIIHIYHOTO
BUIIPOOYBaHHS

Ne 2072 Bin 10.12.2024

Ha3Ba xiHiuHOTO BUNIPOOYBaHHS,
KOJI, BepcCis Ta Jara

«OCHOBHUY TPOTOKOJ IBOX HE3AJEKHUX, PAHIOMI30BaHUX, TIOJIBIMHUX CIIMUX AOCTIHKEHB dasu 3
Ui TOpiBHAHHS edekTuBHOCTI Ta Oesneku (pekcanimady (SAR441344) 3 tepiduyHoMigom y
JOPOCIMX YYaCHUKIB 3 pernuauByrouuMu (opmamu poscissHoro ckieposy», EFC17919,
3 monpaskoro 05, Bepcist 1 Big 26 6epesnst 2025 poky

3asiBHUK, KpaiHa

TOB «ITAPEKCEJI Ykpaina»

Cnoncop, kpaiHa

Sanofi-Aventis Recherche & Developpement, France (Canodi-ABenrtic Pemepm e JleBenonman,
DpaHitis)

B.o. HayaabHNKa PapManeBTHYHOI0 YIIPABJIiHHA Ouaekcanap I'PIHEHKO

(i armc) (Bnacue im’st TIPI3BUILLIE)



Jomarok 12

110 HaKa3y MiHicTepCTBa OXOPOHH 370POB’ S
VYkpainu «IIpo 3aTBEpAKEHHS CYyTTEBUX
MOTIPABOK JI0 MPOTOKOJIIB KIITHIYHUX
BUIIPOOYBaHb

26.09.2025 Neo 1494

InenTudikariist CyTTeBOI MOMPaBKU

[TogoBkeHHS TPUBAIOCTI KJIIHIYHOTO BUMPOOYBaHHS B CBiTI Ta YKpaini 10 12 ciuns 2026 poxy

Howmep Ta nara nakazy MO3 npo
MPOBEACHHS KIJIIHIYHOTO
BUIIPOOYBaHHS

Ne 1277 Big 20.10.2017

Ha3Ba xiiHiuHOTO BUNIPOOYBaHHS,
KOJI, BepcCis Ta Jara

«PannomizoBane, BigkputTe KiiHiuHe nociimkeHHs III da3um mopiBHSHHS memMOpoiizymaly Ta
OpeHTykcMMalOy BEIOTHUHY Yy TMAIli€HTIB 3 PEIHUIUBYIOYOID a00 PE3UCTEHTHOI 10 JIKyBaHHS
kiacuuHoto simpomoro XomkkiHay, MK-3475-204, 3 imkopmopoBaHoto momnpaBkoo 07 Bix
30 TpaBHa 2025 poky

3asiBHUK, KpaiHa

ToBapucTBO 3 00MexeHo10 BianoBiganpHicTIO «MCJI Ykpainay

CnoHcop, KpaiHa

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

B.o. HayanbHuKa PapManeBTUYHOIO0 YIIPABJIIHHS Oaekcanap 'PIHEHKO

(migmuc) (Bnacue im’s [TPI3BUILIE)



Jomarox 13

110 HaKa3y MiHicTepCTBa OXOPOHH 370POB’ S
VYkpainu «IIpo 3aTBEpAKEHHS CYyTTEBUX
MOTIPABOK JI0 MPOTOKOJIIB KIITHIYHUX
BUIIPOOYBaHb

26.09.2025 Neo 1494

InenTudikariisi CyTTeBOI MOMpPaBKU

MK1084-007 3pa3ok MapKyBaHHs €JIEKTPOHHOTO MojJAeHHHWKA, Bix 13 TpaBHs 2025 poky,
aHITIHCHKOI0 MOBOIO; THUMUacoBUil CrieHapiil mpoBeaeHHs Tene(oHHOTo iHTepB 10, ONMUTYBAIBLHUK
JUTSL OIIIHKU SIKOCT1 KUTTS mpu paky JsereHb (QLQ-LC13), Bepcis 1.0, ykpaiHCBKOI MOBOIO;
Cuenapiit mpoBeeHHs Tese(hOHHOTO iHTEpB 10 Bepcis 2.0, ONUTyBaIBHUK JUTS OLIHKU SKOCT1 XKUTTS
— Core 30, Bepcis 3 (QLQ-C30), ykpaincbkoro MoBor; EQ-5D-5L AnkeTa 110,10 cTaHy 3710pOB’,
BepcCis U 3aCTOCYBaHHS IHTEPB I0€pOM, MEepeKIIa] Ha YKpaiHChbKy MOBY JJsl YKpainu, Bepcis 1.1,
yKpaiHchbKOI0 MoOBO; ClieHapii mpoBeneHHS onuTyBaHHs: @DyHKIIOHAIbHA OIIHKA Teparii
xponiuyHoro 3axBopioBaHHS FACIT mnwuranns GPS5 (Bepcis 4), Binm 22 rpyans 2022 poky,
yKpaiHCchKkol0 MOBOI0; ClieHapiii mpoBeleHHS onuTyBaHHS: ONUTYBAaTbHHUK IS OILIHIOBAHHS
cuMnToMiB HeapiOHOkIiTHHHOTO paky JsereHiB (NSCLC-SAQ) (Bepcis 1.0), Bim 29 BepecHs
2021 poxy, ykpaiHChKOIO MOBOIO; Ykpaina, MK-1084-007, Iadopmariiss Ta ITOKYMEHT WIpO
iH(popMoBaHy 3roay [uis namienra, Bepcis 01 Big 08 cepras 2025 p., ykpaiHCbKOI0 MOBOIO; YKpaiHa,
MK-1084-007, Inopmartist Ta JOKyMEHT PO iHGOPMOBaHY 3TOAY JJIs MMaIliEHTa Ha HE0OOB I3KOBUMA
obmexxeHnit ckpuHiHr, Bepcis 01 Bim 08 cepmus 2025 p., yKpaiHCBKOIO MOBOIO; YKpaiHa,
MK-1084-007, Iadopmariiss Ta AOKYMEHT Mpo iH(GOPMOBaHY 3roAy JUIsl TMAIliEHTa HAa HaJaHHS
HEo00B s13K0BUX MocyT (kommanieio «Greenphirey), Bepcist 01 Bix 08 cepriust 2025 p., ykpaiHCEKOIO
MoOBOI0; Ykpaina, MK-1084-007, [adopmartiitHuii TUCTOK 1 JOKYMEHT TIpo 1HGOPMOBaHY 3rojly Ha
MaioyTHe Oiomenamune nocmimkenHs, Bepcis 01 Bim 08 cepmas 2025 p., yKpalHCHKOI MOBOIO;
BrTFOUeHHS TOJATKOBUX MICIIb TPOBEICHHS KIIHIYHOTO BUTPOOYBAHHS:

No I1.1.B. BiAIIOBIAILHOTO JOCIITHUAKA

/11 Ha3Ba micIisg npoBeieHHs KJIIIHIYHOTO BUMPOOYBaHHS

1. | mikap benikoa A.M.

ToBapucTBO 3 00MEXEeHOIO BiAMoBiAaNbHICTIO «KamuTam», KIiHIKO-KOHCYJIhTaTUBHE
BiJUTUICHHS. MEJIMYHOTO IIEHTPY «YHiBepcanbHa KiiHiKa «O0epir», M. KuiB




2 MPOAOBXKEHHS nojaTka 13

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

KomyHnansne Hexomepiiiiine mianpueMctBo JIbBIBChbKOI oOmacHOi paam «JIbBIBCHKUI
OHKOJIOTIYHHH pETiOHAJbHUNA JIKYBaJbHO-A1alrHOCTUYHUM LIEHTP», XiMIOTEpaneBTHYHE
BigiaeHHsa, M. JIbBIiB

Howmep Ta nara nakazy MO3 npo Ne 1433 Big 16.09.2025
MPOBEACHHS KIIIHIYHOTO

BUIIPOOYBaHHS

Ha3Ba xiHiuHOTO BUNIPOOYBaHHS, «PangomizoBaHe, BiKpuTe, OaratoreHTpoBe KiiHiuHe pociimpkeHHs 11 dba3u mist ominku 6e3mexu

KOJI, BepcCis Ta Jara ta edektuBHOCcTI MK-1084 y komOiHamii 3 NiAMKIpHUM BBEACHHAM MeMOpoiizymaldy Ta
Oeparianyponinasu anbpa (MK-3475A) y nopiBasaHi 3 MK-3475A y xomb6iHarltii 3 nmpenapatamu
XiMioTepamnii meMeTpeKce10M / TUIATHHOIO (KapOOIuIaTHHOM a00 IUCTIIATUHOM) Y SIKOCTI JIIKYBaHHS
MIePIIoi JiHIT JUIsl yYaCHUKIB 13 PO3MOBCIOPKEHUM a00 METaCTaTHYHUM HeTUTOCKOKIITHHHIM HJIPJI
i3 myTartiero KRAS G12C (KANDLELIT-007)», MK-1084-007, Bepcis 00 Bing 27 uepBHs 2025 poky

3asBHUK, KpaiHa ToBapucTBo 3 0OMexkeHo10 BianoBiganpHICTIO «MCJI Ykpaina»

CrnoHcop, kpaiHa TOB Mepk Ilapn enn Joym, CIIHA (Merck Sharp & Dohme LLC, USA)

B.o. HayanbHuKka PapManeBTHYHOIO YIIPABJIIHHS Oaekcanap 'PIHEHKO

(migmuc) (Bnacue im’s [TPI3BUILIE)




Jomarok 14

110 HaKa3y MiHicTepCTBa OXOPOHH 370POB’ S
VYkpainu «IIpo 3aTBEpAKEHHS CYyTTEBUX
MOTIPABOK JI0 MPOTOKOJIIB KIITHIYHUX
BUIIPOOYBaHb

26.09.2025 Neo 1494

InenTudikariisi CyTTeBOI MOMpPaBKU

OcHoBHUI TTPOTOKOJ KiIiHIYHOTO BUNIpoOyBanHs SPY 123-201, penakitis 1.2 Big 04 uepsusa 2025 p.;
CuHOIICHC OCHOBHOT'O MPOTOKOJY KiIiHIYHOTO BUNpoOyBanHsa SPY 123-201, penakuis 1.2, nepexian
3 aHTJIHCHKOI MOBH Ha YKpaiHChKY MOBY Bif 02 mumHs 2025 p.; JlogaTok 10 TPOTOKOIY KIIHIYHOTO
BunpoOyBanus SPY123-201, mo omucye KOHKpETHE BTPy4YaHHS 13 3aCTOCYBaHHSM IIpernapary
SPY001, penakmis 1.1 Bim 30 tpaBaHs 2025 p.; CuHOICHC gomaTka IO MPOTOKOIY KIIIHIYHOTO
BunpoOyBanus SPY123-201, mo omucye KOHKpETHE BTPY4YaHHS 13 3aCTOCYBaHHSM IIpernapary
SPY001, penakis 1.1, mepekiaa 3 aHMTHCHKOI MOBH Ha yKpaiHChbKy MOBY Bix 02 ymmas 2025 p.;
Indopmartis as ygacHHKa JOCHiKEHHS Ta (hopMma iHHOPMOBAHOT 3r0/IM HAa y4acTh Y HAYKOBOMY
KJIIHIYHOMY JTOCHIPKeHH], ocTaTouHa penakiis 2.0 qs Ykpaiau Big 11 aumas 2025 p., ocTaToOuHUN
nepekyaa 3 aHrIiicbkoi MOBH Ha yKpaiHCcbKy MOBY Bin 07 cepmus 2025 p.; ocTaToOuHUN nepexiaz 3
aHTIIIIChKOT MOBHU Ha pociiickky MoBY Bin 07 ceprast 2025 p.; @opma iHpopMOBaHOiI 3roau Ha
y4acTh y TpOrpaMi CIIOCTEPEKEHHs 3a BariTHICTIO, ocTarouHa penakuis 2.0 s YkpaiHu Bix
11 ymumas 2025 p., ocTaTOYHUN NIEpeKyaa 3 aHTIIIHChKOT MOBH Ha YKpaiHChKY MOBY Bin 07 cepmHs
2025 p.; ocTaTo4YHMU MEpeKyIaa 3 aHTIIHChKOI MOBH Ha pociiicbky MoBy Bin 07 cepmHs 2025 p.;
Jlocke mocmimxyBaHoro Jikapcbkoro 3aco0y SPY001-001 (IMPD-Quality), pemakmis 5.0 Bix
11 mumus 2025 p.; Jocbe mocmimkyBaHoro jikapcbkoro 3aco0y SPY001-001 (IMPD-Quality),
penaxist 6.0 Big 13 cepmust 2025 p.; Jlocke mocmimKkyBaHOTO Jikapchkoro 3aco0y SPYPBO-101
(IMPD-Quality), ocrarouna penmakimis 3.0 Bim 13 cepmust 2025 p.; Jocbe DoCHiIKyBaHOTO
nikapcekoro 3aco0y SPYPBO-102 (IMPD-Quality), octatouna penakiist 3.0 Bix 13 cepmast 2025 p.;
3MiHa Ha3BU MICIS MPOBEJACHHS KIIIHIYHOTO BUIPOOYBaHHS:




MPOAOBXKEHHS AoaTka 14

BYJIO CTAJIO
n.M.H., mpod. [llepuyk C.B. 1.M.H., ipod. IleBuyk C.B.
VHiBepcuTeTchbka  JikapHs ~— BiHHUIBKOTO | «YHIBEpCUTETChbKa  KIIiHIKa»  BIHHHIBKOTO
HaIlIOHAJTLHOTO  MEIWYHOTO  YHIBEPCUTETY | HAIlIOHAJLHOTO  MEIWYHOTO  YHIBEPCHUTETY
im. MLI. [luporosa, TepaneBTuyHe BigaiaeHHs, | iMm. M.L. Iluporosa, (JiKyBaJbHO-HAaBYaJIHHO-
BigaUnbKUN HaIlOHAJbHUHN MEIUYHUHN | HAYKOBUM IIEHTp), TEPANEBTUYHE BiJJIIJICHHS,
yuiBepcurer imM. M.L. Iluporoma, kadenpa | BiHHUIBbKHIA HaIllOHAJIbHUH MEIUYHUN
BHYTpIIHKO1 MeaunHu No2, M. BinHus yuiBepcuter imM. M.I. Tluporoma, kadenpa

BHYTPIITHLO1 MeauIHN No2, M. BiHHUIIS

Howmep Ta nata nakazy MO3 nipo No 1271 Big 11.08.2025
MPOBEJICHHS KIIHIYHOTO

BUNPOOYBaHHS

Ha3ga kiiHiuHOTO BUNIPOOYBaHHS,
KOJI, BEpCis Ta jara

«[Inardpopmue nocmimxenns Il gas3u 3 ouiHKKM ePEeKTUBHOCTI i Ge3MeYHOCTI aHTUTLT TpUBAJIOl il
MIPU 3aCTOCYBaHHI B PEXHMI MOHO- 200 KOMOIHOBAaHOI Tepallii 3 MPUBOY CEPEIHBOTIKKOTO a00
TSOKKOTO TIepediry BHPa3KOBOTO KOJITY B akTHBHIA ¢opmi», SPY123-201, OcHOBHMII TPOTOKOI
kiiHigHOTO BHNpoOyBaHHs SPY123-201, pemakmist 1.1 Big 25 kBitHs 2025 p.; Jomatox a0
NPOTOKONY KiIiHIYHOTO BunpoOyBaHHa SPY123-201, mo ommcye KOHKpETHE BTpydYaHHS i3
3actocyBaHHsM npenapaty SPYO001, pexaxiist 1.0 Big 14 6epesns 2025 p.

3asiBHUK, KpaiHa TOBAPHCTBO 3 OBMEXEHOIO BIJIITOBIJAJIBHICTIO «I1I EC AU-YKPATHA»

Crnoncop, kpaiHa «Cmnaep Tepan’rorikc, Ink.» [Spyre Therapeutics, Inc.], CIIA

B.o. HayaabHNKa PapManeBTHYHOIO YIIPABJIiHHA Ouaekcanap I'PIHEHKO

(i armc) (Bnacue im’st TIPI3BUILLIE)



Jomarox 15

110 HaKa3y MiHicTepCTBa OXOPOHH 370POB’ S
VYkpainu «IIpo 3aTBEpAKEHHS CYyTTEBUX
MOTIPABOK JI0 MPOTOKOJIIB KIITHIYHUX
BUIIPOOYBaHb

26.09.2025 Neo 1494

InenTudikariisi CyTTeBOI MOMpPaBKU

MK-7240-013, Cuenapiii BiJEOpOJHKAa CTOCOBHO IHCTPYKIIi 13 3aCTOCYyBaHHS aBTOiIH €KTOpa
MK-7240 — cnine nocmimxkeHHs, Bepcis 1, ykpaiHncbkoio MmoBoro; MK-7240-013, Cuenapiit
BiJICOPOJIMKA CTOCOBHO IHCTPYKIIi 13 3acTocyBaHHs aBToiH ekTopa MK-7240 — Bigkpute
JOCHIUKeHHs, Bepcist 1, ykpaiHchkoro MoBoio; MK-7240-013, IncTpykuis 13 3acTOCyBaHHS
nocnipkyBanoro mpenapary MK-7240/mmame6o 3a 10MOMOTol0 aBTOIH €KTOpa, CIIMUN Tepion
nocmikenns, Bepeis 1.0 Big 18 kBiTHs 2025, ykpaincekoro MoBoro; MK-7240-013, Inctpykuis i3
3aCTOCyBaHHs AociimpkyBaHoro mpemnapary MK-7240 3a momomororo aBTOIH €KTOpa, BIIKPUTHH
niepio mocuimxerHs, Bepcis 1.0 Bix 18 kBiTHS 2025, ykpaiHCHKOIO MOBOIO

Howmep Ta nata Hakazy MO3 nipo
MPOBEJICHHS KITIHIYHOTO
BUNPOOYBaHHS

Ne 1271 Big 11.08.2025

Ha3ga kiiHiuHOTO BUNIPOOYBaHHS,
KOJI, BEpCis Ta 1ara

«PannmomizoBaHe, MOABIMHE cline, TUIane00-KOHTPOIbOBaHe HociimkeHHs (a3u IIb mis omiHKM
e(eKTUBHOCTI Ta OE3MEeKH TYIICOKIOAPTYy B YYaCHHUKIB 13 peHTreHorpagiyHuM aKcialbHUM
CHOHIWJIOAPTPUTOM  (QHKUIO3YIOUMM  CHOHAWIITOM)», MK-7240-013, 3 iHKOPIOPOBAHOO
nonpaBkoro 02 Bix 17 mumas 2025 poky

3asiBHUK, KpaiHa

ToBapucTBo 3 0OMexkeHo10 BianoBiganpHICTIO «MCJI Ykpaina»

CnoHncop, kpaiHa

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

B.o. HayaabHNKa PapManeBTHYHOI0 YIIPABJIiHHA Ouaekcanap I'PIHEHKO

(i armc) (Bnacue im’st TIPI3BUIIIE)



Jlomatok 16

110 HaKa3y MiHicTepCTBa OXOPOHH 370POB’ S
VYkpainu «IIpo 3aTBEpAKEHHS CYyTTEBUX
MOTIPABOK JI0 MPOTOKOJIIB KIITHIYHUX
BUIIPOOYBaHb

26.09.2025 Neo 1494

InenTudikariisi CyTTeBOI MOMpPaBKU

Ownosreni pozgim 2.1.S.7.1 (S.7.1 - RIM-REGQUAL-117098 v5.0), 2.1.S.7.3 (S.7.3 - RIM-
REGQUAL-117154v7.0),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-116542 v4.0),2.1.P.8.3 (P.8.3 - RIM-REGQUAL-116579 v3.0) nocke 10CIip)KyBaHOTO
nikapcbkoro 3aco0y InaBomicn6 (GDC-0077) TabneTku, BKPUTI IUTIBKOBOK 00OJOHKOIO 1O 3 MT Ta
mo 9 mr ta ouomineni po3mimm 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) nocse
wiane6o no Inaomicudy (GDC-0077) TabneTku, BKPUTI IUTIBKOBOIKO 000JOHKOI; JlomaBaHHS
3pa3KiB MapKyBaHb JOCIIIKYBaHOTO Jikapcbkoro 3aco0y InaBomicu6 (GDC-0077) Tabnetkwu,
BKpPHUTI IUTIBKOBOIO 000JIOHKOIO Mo 3 Mr Ta mo 9 mr ykpaincbkoro moBoio (BKL001252 BX
39031875, BKL001236_BL 39031874, BKL001239 BX 39031944, BKL001238 BL 39031943)
pa3oM i3 3pa3kaMy MapKyBaHb TUTYJBHHUX CTOpPiHOK OykieTiB MixHapoaHoro KB anrmiiicekoro
moBoro (BFP001309 BX, BFP001308 BL, BFP001311 BX, BFP001310 BL); 3amyuenus
nogatkoBoi BupoOoHmuoi aineHuUIl F. Hoffmann-La Roche AG, Switzerland, mnst mocmimxyBanux
nikapcbkux 3aco0iB IHaBomicu6 (GDC-0077), TabmeTku, BKPUTI TUTIBKOBOIO 00OJIOHKOIO 1O 3 MT Ta
o 9 mr Ta [lnane6o go IHaBomicudy (GDC-0077), TabieTku, BKPUTI TUTIBKOBOKO 0OOJIOHKOIO

Howmep Ta nata Hakazy MO3 nipo
MPOBEJICHHS KIIHIYHOTO
BUNPOOYBaHHS

Ne 1143 Big 15.05.2020

Ha3ga kiiHiuHOrO BUNIPOOYBaHHS,
KOJI, BEpCis Ta jara

«PannmomizoBane, mojaBiiiHe crine, mMmianedo-KOHTpoaboBaHe nociimkeHHs ¢azu Il 3 omiHku
e(eKTUBHOCTI Ta Oe3MmedyHOoCTI KOMOiHaIll 1HaBOJICHOYy 3 MaJOOIMKIIOOM Ta (yJIBECTPAHTOM Y
MOPIBHSIHHI 3 KOMOIHAIII€I0 MIAe60 3 MaadorukiIioom Ta ¢yIBecCTpaHTOM Y MAIli€HTIB 3 MyTaIli€l0
rena PIK3CA, ropmon-penentop-no3utuBHuM, HER2-HeraTuBHMM MiclieBO-IOIITUPEHUM ab0
METaCTaTUYHUM PaKOM MOJIOUHOT 3a103m», WO41554, Bepcis 10 Big 02 tpaBus 2025 p.

3asiBHUK, KpaiHa

ToBapucTBO 3 00MEKEHOI0 BiAMOBIAAIBHICTIO «Pomr Ykpainay

CnoHcop, KpaiHa

®.Xodpdbmann-JIs Pom JIta, [IBetimapis

B.o. HayaabHNKa PapManeBTHYHOIO YIIPABJIiHHA Ouaekcanap I'PIHEHKO

(i armc) (Bnacue im’st TIPI3BUILLIE)



Jomarox 17

110 HaKa3y MiHicTepCTBa OXOPOHH 370POB’ S
VYkpainu «IIpo 3aTBEpAKEHHS CYyTTEBUX
MOTIPABOK JI0 MPOTOKOJIIB KIITHIYHUX
BUIIPOOYBaHb

26.09.2025 Neo 1494

InenTudikariisi CyTTeBOI MOMpPaBKU

Bbpomypa mocmimauka ABP 206, Bunanus 2.2, Bix 19 yepHs 2025 poxy, aHTIIIHCHKOIO MOBOIO;
Indopmariitnuii aucTok s manieHTa Ta dopma iHGOPMOBAaHOI 3rOJM HA y4acTh y KIIIHIYHOMY
HayKOBOMY JociipkeHHi, Bepcis 2.0 Big 12 cepras 2025 poky, nist YKpaiHu, Ha OCHOBI 0a30BOTO
mabnona ¢gopmu iHpopmoBanoi 3roau, Bepcis 6.0 Big 17 nmumus 2025 poky, aHTIHCBKOK Ta
yKpaiHChbKOI0 MOBOIO; KopoTka xapakrepuctuka Jikapcbkoro 3acody OPDIVO (OITIMBO,
nivolumab, HiBomymab) 10 Mr/mi, KOHLIEHTpAT Ul PO3YMHY Ut iHQY31H, Bepcis Bia TpaBHS
2025 poky, aHTJIHCHKOIO MOBOIO

Howmep Ta nara nakazy MO3 npo
MPOBEACHHS KJIIHIYHOTO
BUIIPOOYBaHHS

No 318 Big 25.02.2025

Ha3Ba xiHiuHOTO BUNIPOOYBaHHS,
KOJI, BepcCis Ta Jara

«PangomizoBaHe TOABIMHE CiiNe AOCTIPKCHHS I OIHKM e(QEeKTHBHOCTI, OE3MEeYHOCTI Ta
imyHorenHocti mpenapary ABP 206 y nopiBasHHI 3 mpemapatom OPDIVO® (niBoiymad) y
MAIIEHTIB 3 HEPE3eKTaOENbHOI a00 METACTAaTUYHOI MEJIAHOMOIO, SIKI paHilie He OTPUMYBAIH
nikyBanHsa», 20210031, Bepcis 3.0 ITonpaska 2 Bix 08 motoro 2024 poky

3asiBHUK, KpaiHa

TOB «APEHCIA EKCIIJIOPATOPI MEJJICIH», Ykpaina

CnoHcop, KpaiHa

AmmxeH [ak., CHIA [Amgen Inc., US]

B.o. HayanibHuKa PapManeBTUYHOIO YIIPABJIIHHS Oaekcanap 'PIHEHKO

(migmuc) (Bnacne im’st TIPI3BUILE)



Jomarok 18

110 HaKa3y MiHicTepCTBa OXOPOHH 370POB’ S
VYkpainu «IIpo 3aTBEpAKEHHS CYyTTEBUX
MOTIPABOK JI0 MPOTOKOJIIB KIITHIYHUX

BUIIPOOYBaHb
26.09.2025 Ne 1494

InenTudikariisi CyTTeBOI MOMpPaBKU

Onosnenuii IIporokon MB-108, Bepcis 9 Big 04 cepmusa 2025 poky, aHTIIWCHKOI MOBOIO;
[IponoBkeHHsS TepMiHY MPUAATHOCTI JJOCHIKYBAHOTO JiKapchbkoro 3acoly JlimocomampHUit
agHaMminuH (Liposomal Annamycin) go 48 micsiiiB

Howmep Ta nara nakazy MO3 npo
MPOBEACHHS KJIIHIYHOTO
BUIIPOOYBaHHS

Ne 216 Bix 07.02.2025

Ha3Ba xiiHiuHOTO BUNIPOOYBaHHS,
KOJI, BepcCis Ta Jara

«OmnopHe, 0araTtolleHTPOBE, paHIOMI30BaHe, TOJBiiHE ciine, TUIane00-KOHTPOILOBAHE
nociimkeHHs (a3 2/3 3 aganTUBHUM AW3aWHOM JUIsl TIOPIBHSHHS L-aHHAMINMHY JUIS 1H €KIIH Y
KOMOIHaii 3 1H’ eKIissMU ITUTapabidy Ta mianedo B KOMOIHAIT 3 1H €KITiIMU ITuTapabiHy B SKOCTI
Teparii apyroi JiHii i iHAYKUIT pemicii y TopociauX MaIi€eHTiB 3 pedpakTepHUM/pelInBy0YUM
TOCTPUM MIEJOTTHUM Jietiko3om», MB-108, Bepcist 8 Bix 19 uepBHst 2025 poky

3asiBHUK, KpaiHa

TOB «APEHCIA EKCIIVIOPATOPI MEJJICIH», Ykpaina

CnoHncop, kpaiHa

Monekymia biorex, Ink. (MBI), CIITIA / Moleculin Biotech, Inc. (MBI), USA

B.o. HavaabHNKa PapManeBTHYHOI0 YIIPABJIiHHA Ouaekcanap I'PIHEHKO

(i armc) (Bnacue im’st TIPI3BUILLIE)



Honmarox 19

10 Haka3zy MiHicTepcTBa OXOPOHH 310POB’ s
Vkpainu «IIpo 3aTBepaKeHHS CYTTEBUX
MIOTIPABOK JI0 IPOTOKOJIIB KIHIYHUX
BHUITPOOYBaHbB»

26.09.2025 Ne 1494

InenTudikariisi CyTTeBOi MOMpaBKU

3MiHa HA3BU MICIIb MPOBEACHHS KJIIHIYHOTO BUIMPOOYBAHHS:

bYJIO CTAJIO
I.M.H., ipod. Mopo3 JI.B. I.M.H., mpod. Mopo3 JI.B.
VHiBepcUTEeTChKa  JiKapHA  BIHHHUIBKOTO | « YHIBEpCUTETChKA  KIIIHIKA»  BIHHHUIIBKOTO
HAI[IOHAIBHOTO ~ MEAWYHOTO  YHIBEPCUTETY | HALIOHAIBHOTO  MEAWYHOTO  YHIBEPCUTETY
iMm. M. 1. TIluporoma, amOymnatopHo- | iMm. M.I. IluporoBa (JiKyBasibHO-HaBYAJILHO-
IIarHOCTUYHE BIOIIIEHHS, BiHHUIIBKWI | HAYKOBUH [IEHTP), aMOyJIaTOPHO-11arHOCTUIHE
HaI[lOHAJILHUHN MEIUYHUN YHIBEPCUTET | BIIIIJICHHS, Bigaunekuit HaI[lOHAJbHUH

im. M.I. TluporoBa, kadenpa iHeKIIHHIX
XBOPOO, M. BinHuUIIs1

MennyHuii yHiBepcuteT imM. M.I. Iluporosa,
kadeapa iHpeKImiHaNX XBopoO, M. BinHuUIs

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

VHiBepcUTEeTChKAa  JiKapHA  BIHHHUIIBKOTO
HAI[lOHAIBHOTO ~ MEAWYHOTO  YHIBEPCUTETY
iMm. M. 1. TIluporoma, amOynaTopHO-
MiarHOCTUYHE, BIHHUIBKAN  HaI[lOHAJBHUN
MeauyHuil  yHiBepcuteT iM. M.I. Tluporoga,
kadeapa  BHYTpIIHbOT ~ MeauUMHU  Ne2,
M. Bigauns

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

«YHIBEpCUTETChKA  KJiHIKa»  BiHHUIIBKOTO
HAI[IOHAJIBHOTO  MEAMYHOTO  YHIBEPCHTETY
iMm. M.I. IluporoBa (J1iKyBasbHO-HaBYAJILHO-
HAYKOBHUH IIEHTp), aMOyJIaTOPHO-1arHOCTUYHE
BiJIIJIEHHS, Bigaunekuit HaI[lOHAJbHUH
MennyHuii yHiBepcuteT imM. M.I. Iluporosa,
kadenapa  BHYTPINIHBOI ~ MemumuHH N2,
M. Binnung

Howmep Ta nata Hakazy MO3 nipo
MPOBEJICHHS KIIHIYHOTO
BUNPOOYBaHHS

Ne 2012 Big 03.12.2024

Ha3ga kiiHiuHOrO BUNIPOOYBaHHS,
KOJI, BEpCis Ta 1ara

«PannmomizoBaHe, mianebo-KOHTPOILOBAHE, MOABINHHE Cllille KIIHIYHE MOCHIKeHHS 3 a3 Uit
omiHku epexTuBHOCTI Ta Oe3nekn MoaHymipaBipy (MK-4482) y Herocmitani3zoBaHUX JTOPOCITUX 13
COVID-19 3 BUCOKMM pU3HMKOM IIpOrpecyBaHHs xBopoom», MK-4482-023, Bepcist 00 Bix 27 ceprnHs

2024 poky

3asiBHUK, KpaiHa

ToBapucTBo 3 00MexeHo10 BianoBiganpHicTIO «MCJI Ykpainay

CnoHncop, kpaiHa

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

B.o. HayanibHuKka PapManeBTHYHOIO YIIPABJIIHHS

Oaekcanap 'PIHEHKO

(migmuc)

(Bnacue im’st TIPI3BUILE)




