Jomatox 1

110 Haka3y MiHicTepcTBa OXOPOHU 370POB A
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUINIPOOYBaHb»
10.12.2025 Ne 1865

InenTudikariisi CyTTe€BOI MOMPaBKU

OHoOBJIEHUH MPOTOKOJ KIIiHIYHOTO BUMpoOyBaHHsT ABX464-108, ocrarouna Bepcis 7.0, 16 xoBTHs
2025, anrmaiiicekoro MoBOI0; CTHCIHNI BUKIIAL IPOTOKONY KiIiHIYHOTO BUpoOyBanHs ABX464-108,
ocratrouHa Bepcis 7.0, 16 >xoBTHsa 2025, ykpaiHCbKOI MOBOM; IlOZOBXXKEHHS TPUBAIOCTI
BUIIPOOYBaHHS B yCiX KpaiHax, e MPOBOIUTHCS KIIiHIYHE BUNPOOyBaHHs, Ta B YKpaiHi 10 06 pokiB
06 mics1iB y 3B'I3KY 3 OHOBJICHHSM MIPOTOKOIY; [HhopMaliiHUi TMCTOK malieHTa Ta oopMa 3roju,
Bepcis 8.0 Bix 24.10.2025, ykpaincbkoro MoBoro s Ykpainu (ABX464-108_PIS/ICF — Ukrainian,
UA — V8.0 —24-OCT-2025); Indopmariiiauii mucT 11 JIikaps marieHTa, Bepcis: 5.0 octaTodHa
Bepcis Big 16.10.2025, ykpaincekoro MoBoto (Letter for the patient’s doctor, Protocol: ABX464-108
- Version: V5.0 Final, Ukrainian - Date: 16 Oct 2025); OHoBieHUH 3pa30K MapKyBaHHS IS
JOCTIPKYBAHOTO JIIKApChKOTO 3aco0y obedasimon (ABX464), miusmka mo Mictuth 30 Karcys mo
25 wr, ykpaiHcbkoro MoBoto, Version 250L kit UA 20251008

Howmep Ta nara nakazy MO3 npo
MPOBEJICHHS KIIHIYHOTO
BUIIPOOYBAHHS

Ne 254 Bix 08.02.2022

Hasga kiiHiYHOTO BUIPOOYBaHHS,
KOJ, BepcCis Ta faTa

«[Tonanpiie BiAKpUTE AOCTIKEHHS Ga3u 2 JUis OLIHKH JOBrOTPUBAIOr0 Npodisito 6e3neyHoCTi Ta
edexTuBHOCTI penapaty ABX464 npu 3acTocyBaHHI y 1031 25 MT OJIMH pa3 Ha JACHb MaIlleHTaMHu 13
aKTUBHUM BHUPA3KOBUM KOJITOM CEPEIHBOIO Ta TSXKKOTo cTyneHro», ABX464-108, ocrarouna
Bepcis 6.0, 9 sxoBtHs 2024

3asiBHUK, KpaiHa

«Cxoyn Intepnenrnn Al'», Himeuunna

Cnoncop, kpaiHa

ABIVAX, ®panriis

B.o. HayaabHNKa PapManeBTHYHOIO YIIPABJIiHHA Ouqekcanap I'PIHEHKO

(migmuc) (Bnacue im’st [IPI3BUILIE)



JlopaTok 2

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUINIPOOYBaHb»
10.12.2025 Ne 1865

InenTudikariisi CyTTe€BOI MOMPaBKU

OHoOBJIEHE 10ChE Ha AOCIiHKyBaHui JTikapchkuii 3acio6 (IMPD) ADI-001, Bepcis 4.0 Big 06 xoBTHS
2025 p., aHTIIHCHKOI0 MOBOIO; 3allydeHHs JOCHIKYBAaHOTO Jikapcbkoro 3acody ADI-001 3
nonatkoBuM o0'eMom HamoBHeHHs1 (iakony 17 mu (T-20), Adicet Therapeutics, Inc.,CIIA;
3pa3ok MapKyBaHHS Ha JOCHipKyBaHwid Jikapcekuid 3acio ADI-001 (CD20 CAR+ y3 T cells),
aucnepcist 1 iHQy3ii, Uiss BHYTPIIIHLOBEHHOTO BBeAeHHS, Guakon 5 ml-AT-06 (AT-06 ta AT-20
MapKyBaHH: IIEPBUHHOI Ta BTOPUHHOI yIIaKOBKH), Bepcis 2 Big 01 sxoBTHs 2025 p., aHTIIIHCHKOIO T
YKpalHCHKOI0 MOBaMH; 3pa30oK MapKyBaHHS Ha JOCHIKyBaHMW nikapchkuili 3aci6 ADI-001
(CD20 CAR+ vyd T cells), aucniepcist miast iHQy3ii, A7 BHYTPIIIHBOBEHHOTO BBEACHHS, (DrIaKoH
17 ml-AT-20 (AT-06 ta AT-20 MapkyBaHHs MEPBUHHOI Ta BTOPUHHOI YIAKOBKH), BepcCis 2 Bix
01 >xoBTHa 2025 p., aHITHCHKOIO Ta yKpaiHChbKOIO MoBamu; JlogaTkoBa BHpPOOHHMYA JUISTHKA:
Adicet Therapeutics, Inc, 1000 Bridge Parkway, Redwood City, CA 94065, CILIA

Howmep Ta nara nakazy MO3 npo
MPOBEJICHHS KIIHIYHOTO
BUIIPOOYBAHHS

Ne 1598 Bix 17.09.2024

Hasga kiiHiYHOTO BUIPOOYBaHHS,
KOJ, BepcCis Ta faTa

«®aza 1 JJocmimkenass ADI-001 Autu-CD20 CAR-imkenepuux Asorennux I'amma-/lensra (yo)
T Knitun y [Hopocnux 3 BouakoBum Hedputom ab6o Cucremnum YepBonum Bouakom 3
[To3anupkoBuM Ypaxenuam», ADI-202300103, Bepcis 2.2 Big 23 xoBTHS 2024 poky

3asiBHUK, KpaiHa

ToBapucTBO 3 06MekeHOI0 BifnosiganbHicTio «[IBP VKPATHA»

CnoHcop, KpaiHa

Adicet Therapeutics, Inc., USA «Anicet Tepanbtorike, [Hk.», CrionydeHi mtatu AMepuKu

B.o. HayasibHuKa PapManeBTUYHOIO YIIPABJIIHHSA Ouaekcanap 'PIHEHKO

(mignmc) (Bnacue im’st [TIPI3BUIILE)



JlonmaTok 3

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX
BUINIPOOYBaHb»

10.12.2025 Ne 1865

InenTudikariisi CyTTe€BOI MOMPaBKU

bpomypa Jlocmigaunka BAY 1841788 (Darolutamide), Bepcis 9.0 Big 26 BepecHs 2025 poxy;
Hocmimkennss 20321 Indopmarniitnuii suctok 1 ¢opma iHOpMOBaHOI 3rogM MIOAO 3MiH Y
JOCIIIJDKEHHI NI YYaCHHKIB, SKMX OyJio TepeBeeHO 3 ocHoBHOro nocmipkeHHs ARANOTE
(21140), Bepcis 1.0 Big 29 xoBTHs 2025 poky st YKpaiHu yKpaiHCHKOIO MOBOIO, Ha 0a3i OCHOBHO1
Bepcii [ndopmaniitHoro nuctka Ta Gopmu iHGOPMOBAHOI 3rOAM MIOAO0 3MIH y AOCHIIKEHHI IS
YUYaCHHKIB, sIKUX Oyi0 nepeBereHo 3 ocHoBHoro nociimkeras ARANOTE (21140), Bepcis 1.0 Big
06 sxoBTHS 2025 poky; Hocmimkenns 20321 [ndopmamniitauii muctok 1 popma iHhopmMoBaHOi 3roau
IIOA0 3MiH y JOCTI/DKEHHI JJsl YYaCHUKIB, SKHX OyJI0O TIEpEBEICHO 3 OCHOBHOTO JOCIHIHKEHHS
ARAMIS (17712), Bepcis 3.0 Bix 29 xoBTHA 2025 poky A YKpaiHu YKPaiHCHKOIO Ta POCIHCHKOIO
MOBOIO, Ha 0a3i ocHOBHOI Bepcii [HdopmariitHoro nuctka ta ¢popmu iHGOPMOBAHOT 3roIU MO0
3MiH y JOCTIPKEHHI AJisl YYaCHUKIB, SIKUX OYJO MmepeBeeHO 3 OCHOBHOTO jociimkenHs ARAMIS
(17712), Bepcis 3.0 Bix 06 >xoBTHs 2025 poky

Howmep Ta nata nakazy MO3 npo
MIPOBECHHS KIJIIHIYHOTO
BUIIPOOYBaHHS

Ne 2777 Bix 02.12.2020

Ha3sBa kiiHiuHOrO BUNpOOYBaHHS,
KOJI, Bepcis Ta Jara

«BigkpuTe, OAHOTPYNOBE, TOJATKOBE JOCIIIKEHHS JUIA 3a0€3MEeUeHHs NMPOJOBKEHHS JIIKYBaHHS
JapoJIyTaMiIoM Malli€eHTIB, sKi Oylu BKIIOYEHI y MOMNepeaHi JOCHiJKeHHs Kommadii baiiep»,
BAY 1841788/ 20321, Bepcis 2.0 3 inTerpoanoto nonpaskoro 1 Big 07 sxoBTHs 2022 p.

3asiBHUK, KpaiHa

TOB «baiiep», Ykpaina

Cnoncop, kpaiHa

baitep Konceromep Kep AT, [lIBeiinapis

B.o. HayaabHNKa PapManeBTHYHOIO YIIPABJIiHHA Ouqekcanap I'PIHEHKO

(migmuc) (Bnacue im’st [IPI3BUILIE)



Jonmatok 4

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»
10.12.2025 Ne 1865

InenTudikariisi CyTTe€BOI MOMPaBKU

Onosnenuii pozain 3.2.P Drug Product [ocke mocmimkyBaHoro jikapcbkoro 3acody MK-2870,
Bepcis 08YGG2 Bix 26 BepecHst 2025 p., aHMITIHCEKO0 MOBOIO; 3aTy4eHHS IOIaTKOBUX JIIKAPCHKUX
3aco0iB, 10 OyAyTh BUKOPUCTaHI sIK mpenaparu nopiBusHHs: Kap6ortatun (Carboplatin Accord),
Accord Healthcare Polska Sp. zo.0., konnienTpat ais po3uuny st iHdy3ii, 10 mr/mur; Kapoormmatux
(Carboplatin-GRY®), Teva GmbH., koHIIeHTpaT A5 po3uuHy s iHyY3id, 10 mr/mir; 3amydeHHs
BUPOOHMYMX MJUISHOK, IIO BIANOBIIAaIOTh 32 BHUIYCK JIOJAaTKOBUX JIIKApChKUX 3ac00iB, IO
BUKOPHUCTOBYIOThCS SIK mTpemapartu mnopiBHsHHA: Accord Healthcare Polska Sp. z o.0., UL
Lutomierska 50, Pabianice, 95-200, Poland, Pharmachemie B.V., Swensweg 5, Haarlem, 2031 GA,
Netherlands; 3pa3ok 30BHIIHROTO MapKyBaHHS JOCII/DKYBAHOTO  JIIKAPCBKOTO  3aco0y
JlokcopyOiluHy TiApoxXiaopua, 2 Mr/mi, 25 Mi, KOHLEHTpAT IJid PO3uuHy id iHQYy3ii/(rakoH,
Outer Package Bin 17 BepecHs 2025 p., aHTITIICBKOIO Ta yKPaTHCHKOIO MOBOO; 3pa30K 30BHIITHHOTO
MapKyBaHHS JIOCIIJKYBaHOTO JIiKapchbkoro 3aco0y Jlekcamerazon, 0,5 mr B 5 mu, 500 mo,
oroJtickyBad Juist potoBoi nopokaunu, Outer Package Bim 12 cepmust 2025 p., aHTTiiCBKOI0 Ta
YKpaiHChKOK MOBOI; 3pa30K 30BHIIIHBOIO MapKyBaHHS JOCIIKYBAaHOTO JIIKAPCHKOTO 3aco0y
Huxnodochamia 1r, mopornok ast po3unHy 1Is 10 ekiin / ¢uakon, Outer Package Big 8 >xoBTHs
2025 p., aHTIHCHKOIO Ta YKPaiHCHKOIO MOBOIO

Howmep Ta nata nakazy MO3 npo
MIPOBECHHS KIJIIHIYHOTO
BUIIPOOYBaHHS

Ne 1019 Bix 26.06.2025

Ha3Ba kniHiuHOTO BUIIPOOYBaHHH,
KOJI, Bepcis Ta jara

«PangomizoBane, Biakpute gociimkeHHs Il ¢asu nns ominku edeKTHBHOCTI Ta OE3MEYHOCTI
sac-TMT (Canuty3zymab tupymotekan, MK-2870), y moeiHaHHI 3 KapOOIUIaTHHOM/NAKTITAKCEIOM
MOPIBHSIHO 3 XIMIOTEpari€e, o0uaBa B KoMOIHaIIl 3 1eMOposizymMmaboM B SIKOCTI HeoaJl IOBAHTHOT
Tepamii JUIg TPUUi HEraTUBHOI'O paKy MOJIOYHOI 3a71031 3 BUCOKMM PU3MKOM, Ha paHHil crazii abo
TOPMOHAJIFHUM PENENTOP-HU3bKAM TO3UTUBHUM PAKOM MOJIOYHOT 3271031 /PAKOM MOJIOYHOI 3aJI031
pelenTop-2 HEraTUBHUM JI0 JIIOJICBKOTO emiiepMaiibHoOro daktopy pocty», MK-2870-032, Bepcis
00 Big 18 motoro 2025 poky

3asiBHUK, KpaiHa

ToBapucTBo 3 00MexeHo1o BianosiganabHicTI0O «MCJl Ykpaina»

CnoHcop, KpaiHa

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

B.o. HauaibHuKka PapMaleBTUYHOT0 YIPABJIiHHS Ouaekcanap 'PIHEHKO

(mignuc) (Bnacue im’st [TIPI3BUILLE)



Jomatok 5

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX
BUINIPOOYBaHb»

10.12.2025 Ne 1865

InenTudikariisi CyTTe€BOI MOMPaBKU

bpomypa ocnigauka Comananuran (NNC0195-0092) nocnimxernns NN8640 - nedinut ropMoHy
pocty y niTeil Tta ngopociux, BumaHHa 16, ¢inameHa Bepcis 1.0 Bim 10 xoBTHS 2025 poky,
AHTITIHCHKOI0 MOBOIO

Howmep Ta nara nakazy MO3 npo
MIPOBECHHS KJIIHIYHOTO
BUIIPOOYBaHHS

Ne 1265 Big 05.06.2019

Ha3sBa kiiHiuHOTO BUIIPOOYBaHHS,
KOJI, BepcCis Ta gara

«JlocnmimkeHHa 3 miaOoOpy M03U JUIsl OLIHKH €(EeKTUBHOCTI 1 Oe3MeKH 3aCTOCYBaHHS Mpernapary
Comamaruran (somapacitan) oguH pa3 Ha TIKACHb y MOPIBHSAHHI 3 3aCTOCYBaHHSIM Iperapary
Hopaitponin® (Norditropin®) oauH pa3 Ha A€Hb Yy AiTeH 13 3aTPUMKOIO POCTY, 110 OYJIH HapOKEHI
MaJMMH JUIS TECTalliiHOTO BIKYy Ta HE HA3J0THAIM y 3pOCTi IO BIKy 2 POKH Ta CTapIie,
NNB8640-4245, dinansua Bepcis 12.0 Big 21 6epe3ns 2024 p.

3asiBHUK, KpaiHa

TOB «HoBo Hopaick Ykpaina»

CnoHcop, KpaiHa

Novo Nordisk A/S (Denmark)

B.o. HauanbHuka @apMaleBTUYHOTO YIPABJIiHHS Ouekcanap 'PIHEHKO

(minmc) (Bnacue im’st ITPI3BUILLE)



JlopaTok 6

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX
BUINIPOOYBaHb»

10.12.2025 Ne 1865

InenTudikariisi CyTTe€BOI MOMPaBKU

bpomypa nociniganka CNTO1959 (guselkumab), Buganns 17 Bix 29.08.2025 p.; [ndopmaris ms
BariTHoi y4acHuIl ta ®opma iHOPMOBaHOI 3roIM 100 CIIOCTEPEKEHHS 32 JUTHHOIO MPOTATOM
12 MicsiB micis HapopKeHHs, Bepcis 2.0 ykpaiHChbKOIO MOBOM i Ykpaiau Bix 27.11.2025 p.;
Iadopmaris mis BaritHoi yyacHuui Ta Popma iH(HOPMOBAHOI 3rogM MIOAO CHOCTEPEKECHHS 3a
JTUTHUHOIO TIPOTATOM 12 MicCSAIIIB MMicIIs HApOHKeHHS, Bepcis 1.0 pocilicbkoro MOBOO U1t Y KpaiHH BiJl
24.10.2025 p.; Onomneni posninm 3.2.8.2.3., 3.2.S.2.4 nmocee JIJI3 rycempkymad (CNTO1959),
11 nunas 2025 p.

Howmep Ta nara nakazy MO3 npo
MIPOBEACHHS KJIIHIYHOTO
BUIIPOOYBaHHS

Ne 767 Bin 02.04.2020

Haspa kiiHiuHOTO BUIIPOOYBaHHS,
KOJ, BepcCis Ta JaTa

«PangomizoBaHe, 0araToleHTpPOBE, IMOJBIHHE Ciine, IIane00-KOHTPOJIbLOBAaHE  KIIIHIYHE
nociikeHHs 2b / 3 ¢da3u B maparnenpbHUX rpynax i OLIHKM €(EeKTHBHOCTI Ta O€3MeuHOCTI
rycenbkymaly B Mali€HTIB 13 CEPETHHOTO CTYIEHIO TSHKKOCTI Ta TSHKKUM aKTUBHUM Hecnelu(iYHIM
BupaszkoBuM kojiTom», CNTO1959UCO3001, 3 monpaBkoro 4 Bix 27.08.2024 p.

3asiBHUK, KpaiHa

«IHCCEH ®APMAIIEBTUKA HB», benbris

Cnoncop, kpaiHa

«IHCCEH ®APMAIIEBTHUKA HB», benbris

B.o. HayaabHNKa PapManeBTHYHOI0 YIIPABJIiHHA Ouaexcanap I'PIHEHKO

(mmigmic) (Bnacue im’st [TIPI3BUILIE)



Jomarox 7

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUINIPOOYBaHb»
10.12.2025 Ne 1865

InenTudikariisi CyTTe€BOI MOMPaBKU

Onosnenuii [Iporokon kininiunoro BunpoOyBanus VIR-CHDV-V206, ITonpaska 1, Bepcist 2.0 Bix
11 cepriust 2025 poky, aHTIIiHCHKOI0 MOBOIO; [HpOpManiiiHuii 1uCcTOK 1 popma iHpopMoBaHOi 3roH,
Bepcia 4.0 nns Ykpainu Big 23 BepecHs 2025 p., aganToBaHa Ha OCHOBI MaicTep-Bepcii ¢popmu
iH(hOpMOBaHOT 3ro/IM ¥ TO3BOIY HA BUKOPUCTAHHS Ta PO3KPHUTTS 3aXUIICHOT MeruHOi iH(dopMmarii,
Bepcis 2.0 Bix 03 BepecHs 2025 p., aHTTIHCHKOIO Ta YKpaiHChbKOIO MoBaMu; [HopMaIiiHuit IMCTOK
Ta ¢opMma iHPOPMOBAHOT 3T0 1M Ha HEOOOB’ SI3KOBE M1 IOCIIIKEHHS 3 O10TICiEr0 TIeUiHKH, Bepcis 4. 1
s Ykpainn Big 11 mmcromama 2025 p., aganTtoBaHa Ha OCHOBI Maiictep-Bepcii ¢opmu
iH(popMoOBaHOi 3rofu (JUIs y9acHUKIB 13 XpoHi4yHUM rematutoM D — nocmimkenuss ECLIPSE 3) na
HEOOOB’SI3KOBE  IMIIIOCIHIDKEHHs 3 Olomciero medinku, Bepcis 2.0 Bim 05 cepmas 2025 p.,
aHTITIMCHKOIO Ta YKpaiHCbKOI0 MOBaMU; [HpopManiiHuil TMCTOK 1 popma iHPOPMOBAHOI 3roan Ha
MpoBeACHHST HEe00oB s3koBoro noaarkoBoro pociimkeHHs MKIIK, Bepcis 3.0 mis Ykpainu Bin
03 Bepecus 2025 p., amanToBaHa Ha OCHOBI Maictep-Bepcii ¢opmu iHPOpMOBaHOI 3roau (s
y4acHUKIB 13 XpoHiyHUM TrematutoM D — nocnimxkennss ECLIPSE 3) Ha mnpoBeneHHs
HeoOoB’si3koBoro nmoaatkoBoro pochimxeHHss MKIIK, Bepcis 2.0 Bigx 05 cepmus 2025 p.,
aHITIMCHKOIO Ta YKpaiHChKOI MOBaMU; [HdopManiiiHuii 11cTok Ta hopma iHPOPMOBAHOT 3rOAU JUIS
BariTHOI y4acHHULl a00 BariTHOi MapTHEPKHU y4acHUKa JTOCHIKEeHHs, Bepcis 3.0 nns YkpaiHu Big
19 Bepecns 2025 p., aganToBaHa Ha OCHOBI MaiicTep-Bepcii GpopMu iHPOPMOBAHOI 3roAM BariTHOL
ydacHHULI a0 BariTHOi MapTHEPKM ydacHUKa nociimkeHHs, Bepcis 1.0 Bix 20 rpyans 2024 p.,
aHTJINCHKOIO Ta YKpaiHChbKOI MoBamu; bpomrypa nocnignuka Enebcipan (VIR-2218), Bunanus 7,
BiZ 04 uepBHs 2025 poky, aHraiiicbkoro MoBoo; JJonatok 1 Big 25 nunns 2025 poky 10 bpourypu
nocniaauka Enebcipan (VIR-2218), Bunanns 7, Big 04 uepBHsa 2025 poky, aHIIIIHCHKOI0 MOBOIO;
Bbpomypa nocmigauka ToGeBibapty (VIR-3434), Bumannsa 5, Binm 04 uyepBHs 2025 poky,
aHriiicekoro MoBoto; Jlogarok 1 Big 25 nunus 2025 poky 1o bpourypu nocnignuka TobeBidbapTy
(VIR-3434), Bunanns 5, Big 04 yepBHs 2025 poky, aHIITHCbKO0 MOBOO; [10CIOHUK i3 BBEICHHS
OyneBipTuny - ammnyna, Bepcis [VO1 UKR(uk)] Big 28 cepnust 2025 poky yKpaiHCHKOIO MOBOIO Ta
Bepcia [VO1 Global(en)] Big 28 ceprust 2025 poKy yKpaiHCHKOIO Ta aHIITIHCBKOI0 MOBOO; ITociOHMK




2 MPOJIOBXKEHHS JoaTKa /

yuacHuka nociimkenns, Bepcis [V02 Global(en)] Big 11 Bepecus 2025 poky aHTTiHCHKOI0 MOBOIO
ta Bepcist [V02 UKR(uk)] Big 11 BepecHs 2025 poky ykpaiHCbKOK MOBOO; JIUCT 10 jiKaps 1momo
HampaBJIeHHs mamieHTiB, Bepcis [V02 Global(en)] Bix 09 Bepecust 2025 poKy aHITIHCHKOK MOBOKO
ta Bepcis [V02 UKR(uk)01] 09 Bepecus 2025 ykpaiHCbKOIO MOBOIO; TeKCT MapKyBaHHS IS
JIOCITIJKYBAHOTO JTiKapchkoro 3acody VIR-3434, y Burmsaai Oykiuery, Bepcis 4.0 Bim 28 kBiTHS
2025 poky, OaraTbMa MOBaMH, BKJIIOYAKOYH YKPAIHCBKY

Howmep Ta nara nakazy MO3 npo
MIPOBEACHHS KJIIHIYHOTO
BUIIPOOYBaHHS

Ne 854 Bix 22.05.2025

Haspa kiiHiuHOTO BUIIPOOYBaHHS,
KOJI, BepcCis Ta gara

«PangomMizoBaHe BiIKpHUTE MOCHIKEHHS (a3u 2b miis oriHoBaHHS ¢(EKTHBHOCTI Ta OE3MEYHOCTI
KOMOiIHOBaHOI Tepamii npenapatamu TOOeBiOapT+eneOcipaH y MOpiBHAHHI 3 OyneBipTHAOM B
y4acHUKIB 13 XpoHiyHOI0 iH]ekiieto, sky Bukiukae BI'D (ECLIPSE 3)», VIR-CHDV-V206,
Opurinan, Bepcis 1.0 Bix 19 rpyans 2024 poxy

3asBHUK, KpaiHa

TOB «APEHCIA EKCIIJIOPATOPI MEAICIH», Ykpaina

CnoHcop, KpaiHa

Bip baitorexnonomxki, [ak., CIIIA [Vir Biotechnology, Inc., USA]

B.o. HauanbHuka @apMaleBTUYHOTO YIPABJIiHHS Ouaekcanap 'PIHEHKO

(minmc) (Bnacue im’st ITPI3BUILIE)



JlomaTok 8

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpainu «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK J0 MPOTOKOJIIB KIIIHIYHHX
BUINIPOOYBaHb»

10.12.2025 Ne 1865

InenTudikariisi CyTTe€BOI MOMPaBKU

bpomypa nociigauka Niraparib (Zejula), Bumanns 17 Big 20.06.2025 p.; bpomrypa mociigHuka
JNJ-212082 3UTII'A (abipatepona anerar), Buaanus 19 six 21.05.2025 p.; Bpomrypa gocmigauka
CJNJ-67652000 (niraparib/abiraterone acetate fixed-dose combination), Bumanus 7 Bix
25.07.2025p.; Iadopmarmis mns mamienta ta Dopma iHGopMmMoBaHOI 3rogu  — IIpoTokon
64091742PCR3001, Bepcis 9.0 ykpaincbkoro MOBOO /Uit YKpainu Bif 26.08.2025 p.; Indopmaris
mis namienta ta ®@opma inpopmoBanoi 3rogu — Ilporoxon 64091742PCR3001, Bepcis 9.0
pociiicbkoro MOBOIO 1751 Ykpainu Big 26.08.2025 p.; KapTka yyacHHKa KIHIYHOTO JTOCTIHKEHHS —
ITporokon 64091742PCR3001, Bepcist ykpaincbkoro MoBotO Bin 16.09.2025 p.; KapTtka ydacHuka
KIiHIYHOTO JociikeHHs — IIporokon 64091742PCR3001, Bepcis pOCIHCHKOO MOBOIO BiJl
16.09.2025 p.; OnoBnenuit po3ain 3.2.P CropomieHoro 10che TOCIIHKYBaHOTO JTIKAPChKOTo 3aco0y
Hipanapu6, 100 mr, TabieTku, BKpUTI TUTIBKOBOIO O0OJIOHKOIO, JAJISi IEPOPATLHOTO MPUHOMY, BiJ
09.09.2025 p.; 36impIIeHHS TEpMiHY IPUIATHOCTI TOCIIIKYBaHOT O JIikapchbKoro 3acody Hipamapuo,
100 mr, TabneTky, BKPUTI MIIBKOBOK 000JIOHKOI0, AJIs IEpOpaibHOTO mpuiioMy, 10 60 MicALiB

Howmep Ta nara nakazy MO3 npo
MPOBEJICHHS KIIHIYHOTO
BUIIPOOYBAHHS

Ne 636 Bix 22.03.2019

HasBa kiiHiYHOTO BUIPOOYBaHHS,
KOJ, Bepcis Ta JaTa

«PanmomizoBaHe, muaneb0-KOHTPOJIBbOBAHE, MOJBIHHE CliNe KIIHIYHE MOCHiIkeHHsS 3 ¢da3u
npenapary Hipamapu0 y xombOiHaiii 3 AbGiparepona Aneratom Ta [IpenHi3oHOM y MOpiBHSIHHI 3
Abipatepona AneraroMm Ta IlpeaHi3oHoM Juis JiKyBaHHS MAIlleHTIB 3 METacCTaTUYHUM pPaKOM
nepeaMixypoBoi 3ano3u», 64091742PCR3001, 3 ITonpaskoro 7 Bix 03.06.2024 p.

3asiBHUK, KpaiHa

«IHCCEH ®APMAIIEBTUKA HB», benbrist

CrnoHcop, kpaiHa

«IHCCEH ®APMAIIEBTUKA HB», benbrist

B.o. HayaabHNKa PapManeBTHYHOIO YIIPABJIiHHA Onekcanap I'PIHEHKO

(migmuc) (Bnacue im’st [IPI3BUILIE)



JlonaTok 9

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX
BUINIPOOYBaHb»

10.12.2025 Ne 1865

InenTudikariisi CyTTe€BOI MOMPaBKU

3MiHa Ha3BH MICIIS TPOBEICHHS KJIIHIYHOTO BUITPOOYBAHHS:

BUIIIJICHHS, M. 3aOPiHOKs

BYJIO CTAJIO
K.M.H. Uepke3 A.M. K.M.H. Uepke3 A.M.
Komynanene Hexomepiiiine mignpuemMcTtBo | KomyHanbHe HEKOMepIiiHE —MiJIPUEMCTBO
«3anopizpbka oOnmacHa KIIiHIYHA JiKapHA» | «3amopizbka oOJacHa KIIIHIYHA  JIIKapHS»
3amopi3pkoi  00JIacHOT pajau, HEBPOJIOTIUHE | 3amopi3bkoi  00JMacHOI  paau,  BUIIITICHHS

IHTEPBEHIIIMHOI HEBPOJIOTii, M. 3aIOPIOKS

3MiHa BiIMMOBITAIBHOTO JOCITHAKA Ta 3MiHA HA3BU MICIIS POBEICHHS KIIIHIYHOTO BUIIPOOYBAHHSI:

bYJIO

CTAJIO

nikap 3axaposa JLA.

epxaBHa YCTaHOBa «YKpaiHCbKUI
Jep)KaBHUHA  HAYKOBO-IIOCHITHUH  IHCTUTYT
MEANKO-COIIIAIbHUX ~ TpoOJIeM  1HBaIiAHOCTI
MiHicTepcTBa OXOPOHHU 3JI0pOB'sl  YKpaiHW»,
BIJIIUUIGHHA HeBpoJorii Ta pealumitamii 3
IlenTpom Tepanii 6010, M. JIHIIPO

K.M.H. Mopo3 O.M.

JepxxaBHa yCTaHOBa «YKpaiHChKui
NEp)KaBHUH  HAYKOBO-IOCIITHUN  IHCTUTYT
MEIMKO-COIIAIbHUX ~ MpoOJIeM  1HBANiIHOCTI
MiHicTepcTBa OXOPOHHU 3JI0pOB'sl  YKpaiHWu»,
BiJIlIeHHsT HeBpoJorii 3 LleHTpom po3cisiHoro
CKJIepo3y, M. JIHImpo

Howmep Ta nara nakazy MO3 npo
MPOBEJICHHS KIIHIYHOTO
BUIIPOOYBAHHS

Ne 3059 Bix 29.12.2020

HasBa kiiHiYHOTO BUIPOOYBaHHS,
KOJ, Bepcis Ta JaTa

«bararoneHTpoBe, paHIOMi30BaHe, MOJBIHHE Cllille, KOHTPOJIbOBaHe nociimkeHHs ¢as3u b ns
OIIHKHA €(hEeKTHBHOCTI, O€3MeYHOCTI Ta (PapMaKOKIHETHKH BUIIUX 703 OKpeni3ymMady y JOPOCIHUX
NAIIEHTIB 3 PEUUANBYIOUUM PO3CiTHUM ckiiepo3om», BN42082, Bepcis 4 Bin 21 rpyans 2023 p.

3asBHUK, KpaiHa

ToBapucTBo 3 06MexeHo10 BinoBianbHICTIO «Pomn Ykpaina»

CrnoHcop, kpaiHa

@.Xoppmann-JIs Pour JIta, HIBeitnapis

B.o. HayaabHnKa PapManeBTHYHOIO YIIPABJIIHHSA

Oqekcanap I'PIHEHKO

(mignuc)

(Bnacue im’st [TIPI3BUILLE)




Jonatok 10

110 Haka3y MiHicTepcTBa OXOPOHH 3710POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUINIPOOYBaHb»
10.12.2025 Ne 1865

InenTudikariisi CyTTe€BOI MOMPaBKU

3MiHa Ha3BH MICIIS TPOBEICHHS KJIIHIYHOTO BUIIPOOYBAHHS:

BYJIO CTAJIO
K.M.H. Uepke3 A.M. K.M.H. Uepke3 A.M.
Komynanene Hexomepiiiine mignpuemMcTtBo | KomyHanpHe HEKOMepIiiiHE —MiJIPHEMCTBO
«3anopizbka oOnmacHa KIIiHIYHA JiKapHA» | «3amopibka oOJacHa KIIIHIYHA  JIIKapHS»
3amopi3pkoi  00JIacHOT paau, HEBpOJIOTiUHE | 3amopi3bkoi  00JMacHOi  pamu,  BUIIITICHHS
BIJIIUICHHS, M. 3aIOPIAOKS IHTEPBEHIIIIHOT HEBPOJIOTi1, M. 3aOPiKKS

3MiHa BiIMOBITAIBHOTO JOCITHAKA Ta 3MiHA Ha3BU MICIIS POBEJICHHS KIIIHIYHOTO BUIIPOOYBAHHSI:

bYJIO

CTAJIO

nikap 3axaposa JL.A.

epxaBnHa YCTaHOBa «YKpaiHCbKUI
Jep)KaBHUH  HAYKOBO-IIOCIITHUN  IHCTUTYT
MEANKO-COIIIAIbHUX ~ TpoOJeM  1HBaIiAHOCTI
MiHicTepcTBa OXOpPOHHU 3JI0pOB’Sl YKpaiHW»,
BIJIIUUIGHHA HeBposorii Ta pealumiTamii 3
IlenTpom Tepanii 60110, M. JIHIIPO

aikap Mopo3 O.M.

JlepxaBHa yCTaHOBa «YKpalHChKUHT
JEp)KaBHUH  HAYKOBO-IOCHITHUN  IHCTUTYT
MEANKO-COIIIAIbHUX ~TpoOJieM  1HBaIiAHOCTI
MiHicTepcTBa OXOpPOHHU 3JI0pOB’Sl YKpaiHW»,
BiJlIIeHHs HeBpoJorii 3 LlenTpom po3cisHoro
ckiiepo3y, M. JIHimpo

Howmep Ta nara nakazy MO3 npo
MPOBEJICHHS KIIHIYHOTO
BUIIPOOYBAHHS

Ne 2554 Bix 09.11.2020

HasBa kiiHiYHOTO BUIPOOYBaHHS,
KOJ, Bepcis Ta JaTa

«bararoneHTpoBe, paHIOMi30BaHe, MOJBIHHE Cllille, KOHTPOJIbOBaHe nociimkeHHs ¢as3u b ns
OIIHKH €(EeKTUBHOCTI, O€3MeYHOCT] Ta (hapMaKOKIHETHKH BHUIIMX 703 OKpeni3ymMady y JOPOCIUX 3
NIEPBUHHUM INIPOTPECYIOYMM PO3CisHUM ckiepozom», BN42083, Bepcis 4 Big 21 rpyans 2023 p.

3asBHUK, KpaiHa

ToBapucTBo 3 06MexeHo10 BinoBianbHICTIO «Pomn Ykpaina»

CrnoHcop, kpaiHa

@.Xoppmann-JIs Pour JIta, HIBeitnapis

B.o. HayaabHNKa PapManeBTHYHOIO YIIPABJIiHHA

Oqekcanap I'PIHEHKO

(mignuc)

(Bnacue im’st [TIPI3BUILLE)




Jomatok 11

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUINIPOOYBaHb»
10.12.2025 Ne 1865

InenTudikariisi CyTTe€BOI MOMPaBKU

Bbpomypa nocmimauka mis iHaBosticuOy (RO7113755), Bepcis 10 Bix cepriast 2025 p.; [IpomikaUMI
a"amiz Bin 15 mucromama 2024 p. (Pestome pe3ynbTaTiB KIIHIYHOTO BUNPOOYBaHHS IS
HecremiamictiB, Bepcis 1.0 Big 30 uwepBHs 2025 p.) VV-TMF-12567672; 3miHa Ha3BU Micls
MPOBEICHHS KJIIHIYHOTO BUIPOOYBaHHS:

bYJIO

CTAJIO

I.M.H., ipo¢. bornaperko [.M.
KomyHanbHe HeEKOMepIliiiHE MiANPUEMCTBO
«Micpka ximiHiuHa Jikapas Nedy JIHITpoOBCHKOT

I.M.H., npod. bonaapenko .M.
KomyHanpHe HEKOMepIiiiHE MiANPUEMCTBO
«Micrpka kiiHiuHa JikapHs Ned» JIHITPOBCHKOT

MICBKOT  paaM, BIIJUICHHS  XiMioTeparii,
HepxxaBHuid  3akmax  «JlHimpomeTpoBchKka
Meau4yHa akajaemis MiHicTepcTBa OXOpPOHH
3M0poB‘sl  YKpainm», Kadeapa oHkomorii Ta
MeANYHO1 pafionorii, M. JlHimpo

MICBKOT pajifi, XIMiOTEpaIIeBTUYHE BiIJICHHS 3
JNEHHUM CTaliOHAPOM, JIHITPOBCHKUI
JIep>KaBHUW MEIUYHUN YHIBEpPCUTET, Kadeapa
OHKOJIOTI{ Ta Meau4YHOI pasiororii, M. JHinpo

Howmep Ta nara nakazy MO3 npo
MPOBEJICHHS KIIHIYHOTO
BUIIPOOYBAHHS

Ne 1143 Bix 15.05.2020

HasBa kiiHiYHOTO BUIPOOYBaHHS,
KOJ, BepcCis Ta faTa

«PannmomizoBaHe, MojBiiiHe ciine, Miane0o-KOHTpoiaboBaHe nociimkeHHs ¢aszu Il 3 ouinku
e(eKTUBHOCTI Ta Oe3MmevyHOoCTi KOMOIHAIll 1HaBOJICHOY 3 MaJOOUMKIIOOM Ta (yJIBECTPAHTOM Yy
MOPIBHSAHHI 3 KOMOiHaIi€l0 M1a1ed0 3 NaToOIUKIIO0M Ta (GYyIBECTPAHTOM Yy MALIEHTIB 3 MyTalli€l0
reda PIK3CA, ropmon-peuentop-nosutuBHuM, HER2-HeratuBHUM MicLieBO-IOUIMPEHUM a0o
METacTaTUYHUM PaKkoM MOJIOYHOI 3an03u», WO41554, Bepcis 10 Bix 02 tpaBus 2025 p.

3asBHUK, KpaiHa

ToBapucTBo 3 06MexeHo010 BinoBianbHICTIO «Pomn Ykpaina»

CnoHcop, KpaiHa

®.Xobhdpmann-JIs Pomr JIta, [seinapis

B.o. HayaabHNKa PapManeBTUYHOI0 YIIPABJIiHHA

Oaexcanap 'PIHEHKO

(migmuc) (Bnacue im’s IIPI3BUILIE)



JlonaTok 12

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK J0 MPOTOKOJIIB KIIIHIYHHX

BUINIPOOYBaHb»
10.12.2025 Ne 1865

InenTudikariisi CyTTe€BOI MOMPaBKU

OHoBeHUH TPOTOKON KIIiHIYHOTO BHNpoOyBanHs, Bepcis 10.0 Bim 06 cepmas 2025 poky
aHTIIHCHKOI0 MOBOIO; bporrypa mocmigHuKa JOCTIKYBAaHOTO JiKapchKoro 3aco0y Jloctapiimab
(Dostarlimab) (GSK4057190 (takox Bimomoro sik TSR-042)), Bepcist 10 Bix 02 yumas 2025 poky
aHTJIHACHKOI0 MOBOIO; bpolnypa JochmigHMKa TOCTiIKYBaHOTO JiKapchkoro 3aco0y Hipamapi6
(Niraparib)/3emkyna (Zejula) (GSK3985771, MK-4827), Bepcist 17 Bim 20 uepsHs 2025 poky
aHTIIHCHKOI0 MOBOIO; [H(OpMartIiitHuii JIncToK narienTa ta opma iHGOPMOBaHOT 3ro/IM — YaCTHHA
1, Bepcis 8.0 Bix 08 sx0BTHS 2025 poKy yKpaiHCBKOIO Ta pociiicbkoro MoBamu; CrpoieHe Jlocke 3
SIKOCTI JOCIIDKyBaHOTO JIiKapchkoro 3aco0y Jocrapimimab (Dostarlimab), 50 mr/mum, Bepcis 3
aHTJHCHKOI0 MOBOIO; 3MiHA Ha3BU BUPOOHMYOI AUsHKH 3 Ajinomoto Bio-Pharma Services, CILIA
Ha PCI San Diego, Inc., CHIA s pocmipKkyBaHOrO Jikapchkkoro 3aco0y Jlocrapiima0
(Dostarlimab); (TSR 042, GSK4057190A); TSR 042, WBP-285; po3uunn asst iHdy3iit; S00 mr/10 Mot
(50 mr/mo)

Howmep Ta nata nakazy MO3 npo
MIPOBECHHS KIJIIHIYHOTO
BUIIPOOYBaHHS

Ne 767 Bin 02.04.2020

Ha3sBa kiiHiuHOrO BUNpOOYBaHHS,
KOJI, Bepcis Ta Jara

«PanniomizoBaHe no/BiiiHe ciine 6araTolleHTpoBe AociikeHHs pa3u 3 noctapaimady (TSR-042) B
KOMOiHaIii 3 KapOOIUIATUHOM 1 TAaKJIITaKCelIoOM TMOpIBHSIHO 3 TMianebo B KoMmOiHamii 3
KapOOIJIaTUHOM 1 MaKJIITAaKCEJIOM Y MAll€HTOK 3 peUAMBHUM a00 NEPBUHHHUM MOUIMPEHUM PaKOM
eromerpiro (RUBY)», 4010-03-001, Bepcis 7.0 Bix 16 aucronana 2023 poky

3asiBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXEHOIO BIATIOBIIAJIBHICTIO «®APMACBIOTIKAJT PICEPY
ACCOVYIIUENUTC YKPATHA» (TOB «®PA YKPATHA»)

CrnoHcop, kpaiHa

TESARO, Inc., CIITIA

B.o. HayaabHNKa PapManeBTHYHOIO YIIPABJIiHHA Onekcanap I'PIHEHKO

(migmuc) (Bnacue im’st IIPI3BUILIE)



Jonatok 13

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUINIPOOYBaHb»
10.12.2025 Ne 1865

InenTudikariisi CyTTe€BOI MOMPaBKU

3MiHa HA3BH MICIIS TPOBEACHHS KIIIHIYHOTO BUIIPOOYBaHHS .

bYJIO

CTAJIO

a.M.H., npod. dynaivenko O.C.

JlepxaBHa ycTaHoBa «IHCTUTYT 3arajibHOI Ta
HeBigknaaHoi xipyprii imeni B.T. 3aiiueBa
HamionaneHoi — akajmemii MEOWYHUX  HayK
VYkpainu», BIIIUIEHHS THIAHOT Xipyprii Ha
25 nmiXKOK 3 MajaTror IHTEHCHBHOI Tepamii Ha
6 KoK, XapKiBCbKa MEIHWYHA aKaJeMis
MICISTUITIOMHOT OCBiTH, Kadeapa OHKOJIOTIT Ta
JIUTSYO0T OHKOJIOT11, M. XapKiB

n.M.H., pod. dyaaiverko O.C.

HepxaBHa ycraHoBa «IHCTUTYT 3arajabHOi Ta
HeBigkiIaaHoi Xxipyprii imeni B.T. 3aiiueBa
HamionanpHoi  akazmemii MEIWYHHX  HayK
VYkpainuy», BIAAIICHHS XipypriyHuX iHQEKIini
Ta YCKJIAJHEHOI OHKOJIOTIYHOI TaTojorii Ha
25 NDKOK 3 MaJlaTOX0 IHTEHCHBHOI Teparii Ha
6  nbkoK, XapKiBCBKUH  HaI[lOHAIBHUH
MEJIWYHUN YHIBepcHUTET, Kadeapa OHKOJIOrII,
IpOMEHEBOI  Tepamii,  OHKOXipyprii  Ta
NaTiaTUBHOI JOMOMOTH, M. XapKiB

Howmep Ta nara nakazy MO3 npo
MPOBEJICHHS KIIHIYHOTO
BUIIPOOYBAHHS

Ne 833 Bix 28.04.2021

HasBa kiiHiYHOTO BUIPOOYBaHHS,
KOJ, BepcCis Ta faTa

«PannomizoBaHe nmoJBiiiHe ciine AocmikeHHs da3u 3 eHkopadeHiOy Ta 61HIMETiHIOY B O€IHAHHI
3 IeMOposi3yMaboM y TIOPIBHSIHHI J0 MUIane0o0 B MO€IHAHHI 3 MeMOposii3yMaboM y MaIlieHTiB 13
MeTacTaTUYHO0 a00 HeonepadeabHOI0 MiCLIEBO MOMIUPEHOI0 METaHOMOI0, TO3UTHBHOIO 0 MyTaIlii
BRAF V600E/K», C4221016, octatouna Bepcist mpoTokoiy, [Torpaska 5 Bin 09 sxoBTHs 2023 poky

3asiBHUK, KpaiHa

[aiizep [uk., CIIA

CrnoHcop, kpaiHa

[aiizep luk., CIIA

B.o. HayaabHNKa PapManeBTHYHOIO YIIPABJIiHHA

Ouqekcanap I'PIHEHKO

(migmc)

(Bnacue im’s [IPI3BUILIE)




Jonmarox 14

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUINIPOOYBaHb»
10.12.2025 Neo 1865
Inentudikariist cyrTeBOi MonpaBku | 3MiHa MiCIA MPOBEACHHS KJIIHIYHOTO BUIIPOOYBAHHS:
BYJIO CTAJIO
nikap Jlormanimi T.1. nikap Jlorganini T.1.
Komynanene Hexomepiiiine mignpuemMcTtBo | KomyHanbHe HEKOMepIiiHE —MiJIPUEMCTBO
Kuicbkoi  obmacHoi  pamm  «KuiBcekuit | KuiBcbkoi ob6macHoi paan «KuiBcbka oOiacHa
oOiacHuil meHTp peabimiTamiiHol MEAUIMHNY, | KIiHIYHA JKapH», KOHCYJIbTaTUBHO-
TepaneBTUYHE BiaaiieHHs, M. Kuis JIarHOCTUYHUHN 1eHTp, M. KuiB

Howmep Ta nara nakazy MO3 npo
MIPOBECHHS KJIIHIYHOTO
BUIIPOOYBaHHS

Ne 490 Binx 05.05.2017

Ha3Ba kiiHiuHOTO BUIIPOOYBaHHS,
KOJ, BepcCis Ta faTa

«barartouenTtpoBe, TpuBalie momoBxkeHe gochimkeHHs III ¢a3su 3 ominkm Oe3medHoCTI Ta
epexruBHoCcTI YnamauutnuiOy (ABT-494) y mnaimieHTiB 3 BHpa3koBuM Kkojitom», M14-533, 3
IHKOPIOpOBaHUMHU AJMiHICTpaTUBHUMHU 3MiHamHu 1, 3, 5, 6, 7, 8 (Tineku ans Kanaam), 9, 101 11
(tinbku mnst [omemni) ta [onmpaskamu 0.01, 1, 2, 3, 4, 5, 6, 7, 7.02 (tineku mis Himeuuunn), 7.03
(tineku 11t Kopei) ta 8, 8.02 (tinbku ansg €C) 19 Bin 10 motoro 2025 poky

3asiBHUK, KpaiHa

«E60Bi biopapmacsrotikan3 'moX», [lIBeiinapis

CnoHcop, KpaiHa

AbbVie Inc., USA

B.o. HavyaabHNKa PapManeBTHYHOI0 YIIPABJIiHHA

Oaexcanap 'PIHEHKO

(minmc)

(Bnacue im’st ITIPI3BUILLE)




Jlomatok 15

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUINIPOOYBaHb»
10.12.2025 Ne 1865

InenTudikariisi CyTTe€BOI MOMPaBKU

Honaroxk 1 Bix 14 cepras 2025 poky 10 bpourypu gocaigHuKa T0CTKYBaHOTO JIIKAPCHKOTO 3aC00y
IMBPYBIKA® (i6pytuni0), Bumanus 18 Big 05 rpyans 2024 poky aHIJIHCBKOIO MOBOIO;
Indopmarris nis namienta Ta @opma iHGOpMOBaHOI 3roau i YKpainu, Bepeis 16.0 Bix 13 xoBTHs
2025 poky yKpaiHCBKOO Ta POCIHCHKOI0 MOBaMU

Howmep ta nata nakazy MO3 mipo
MPOBEJICHHS KJIIHIYHOTO
BUIIPOOYBAHHS

Ne 835 Bin 15.08.2016

Ha3ga xiiniuHOTO BUNIPOOYBaHHS,
KOJI, Bepcis Ta aara

«baraTomneHTpoBe BiIKpUTE TOBIOCTPOKOBE TIOIOBKEHE KIIHIYHE AOCTiKeHHs 3b (a3u npenapaty
PCI-32765 (I6pytuni6)», PCI-32765CAN3001, 3 nonpaskoro INT-7 Bix 30 uepBust 2022 poxy

3asBHUK, KpaiHa

TOBAPHCTBO 3 OBMEXEHOIO BIIOBIJAJIBHICTIO «®APMACBIOTIKAJT PICEPY
ACCOYHIMENTC YKPATHA» (TOB «®PA YKPATHA»)

Crnoncop, kpaiHa

«IHCCEH ®APMAIIEBTHUKA HB», benbris

B.o. HavyaabHnKa PapManeBTHYHOI0 YIIPABJIiHHA Ouaekcanap I'PIHEHKO

(mmigmic) (Bnacue im’st [TIPI3BUILIE)



JlonaTok 16

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX
BUINIPOOYBaHb»

10.12.2025 Ne 1865

InenTudikariisi CyTTe€BOI MOMPaBKU

301IbIICHHS 3aIlJIaHOBAaHOI KUIBKOCTI CYO’€KTIB JJIsi BKJIIOUEHHS Y KIIHIYHE BUIPOOYBaHHS B
VYkpaini 3 40 g0 70 oci6

Howmep ta nata nakazy MO3 mipo
MPOBEJICHHS KJIIHIYHOTO
BUIIPOOYBAHHS

Ne 513 Bix 21.03.2025

Ha3ga xiiHiuHOTO BUNIPOOYBaHHS,
KOJI, Bepcis Ta aara

«KEYMAKER-UO01 — mignocnimkenns 01G: mapaconskoBe nociimkerss 11 ga3u 3 mouepropummu
rpynamMu JJii BUKOPUCTAHHS JOCHiPKyBaHUX 3aco0iB y komOiHamii 3 meMmOponizymadom i3
J0JJaBaHHSAM XiMioTeparlii Ha OCHOBI IUIaTHHU a0o Oe3 Hel y paHilie HeJTIKOBaHWX YYaCHHKIB i3
HeApiOHOKIITUHHUM pakoM Jierenb IV cranii», MK-3475-01G, Bepcis 00 Bin 16 Bepecust 2024 poky

3asBHUK, KpaiHa

ToBapucTBO 3 0OMe)eHO010 BianoBiganbHicTIO «MCJl Vkpaina»

CnoHcop, KpaiHa

TOB Mepk llapn eax Hoym, CHIA (Merck Sharp & Dohme LLC, USA)

B.o. HauanbHuka @apMaleBTUYHOIO YIPABJIiHHS Ouaekcanap 'PIHEHKO

(minmc) (Bnacue im’st ITIPI3BUILLE)



Jomatok 17

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUINIPOOYBaHb»
10.12.2025 Ne 1865

InenTudikariisi CyTTe€BOI MOMPaBKU

OHoOBJIEHE 10ChE Ha AOCIiHKyBaHui JTikapchkuii 3acio6 (IMPD) ADI-001, Bepcis 4.0 Big 06 xoBTHS
2025 p., aHTIIHACHKOI0 MOBOIO; 3allydeHHs JOCIIKYBaHOTO Jikapcbkoro 3aco0y ADI-001 3
nonatkoBuM o0'emom HamoBHeHHS (uiakony 17 mi (AT-20), Adicet Therapeutics, Inc, CIIA;
3pa3ok MapKyBaHHS Ha JOCHipKyBaHwid Jikapcekuid 3acio ADI-001 (CD20 CAR+ y3 T cells),
aucnepcist i iHy3iid, 11 BHyTPIITHBOBEHHOTO BBeAeHHS, (hrakoH 5 mi - AT-06 (AT-06 Ta AT-
20 MapKyBaHHs IEPBUHHOI Ta BTOPUHHOI yITaKOBKM), Bepcist 3 Bix 01 sxoBTHs 2025 p., aHTIIIHCHKOIO
Ta YKpaiHCHKOIO MOBaMHM; 3pa30K MapKyBaHHsS Ha JOCHIIKyBaHUU nikapchkuil 3aci6 ADI-001
(CD20 CAR+ vyo T cells), qucniepcist ans indy3ii, 111 BHYTPIIIHBOBEHHOTO BBEICHHS, (PIIaKOH
17 mit - AT-20 (AT-06 ta AT-20 MapkyBaHHS TIEPBHHHOI Ta BTOPUHHOI YITAKOBKH), BEpCis 3 Bif
01 >xoBTHa 2025 p., aHITHCHKOIO Ta yKpaiHChbKOIO MoBamu; JlogaTkoBa BHpPOOHHMYA JUISTHKA:
Adicet Therapeutics, Inc, 1000 Bridge Parkway, Redwood City, CA 94065, CILIA

Howmep Ta nara nakazy MO3 npo
MPOBEJICHHS KIIHIYHOTO
BUIIPOOYBAHHS

Ne 907 Bix 30.05.2025

Hasga kiiHiYHOTO BUIPOOYBaHHS,
KOJ, BepcCis Ta faTa

«locmixenns 1 ¢asu st ADI-001, cTBopeHOro 3a J0MOMOroI0 T'€HHOI 1HXKeHepii aloreHHUMHU
ramma-zfenbra (y0) CAR-T-kmituHamu, cnpsmoBanumu npotu CD20, y mopocnux nronei i3
cucteMHuM ckiepozom», ADI-001-104, Bepcis 1.0 Big 04 nuctonana 2024

3asiBHUK, KpaiHa

ToBapucTBO 3 06MekKeHOI0 BifnosiganbHicTIo «[IBP VKPATHA»

CnoHcop, KpaiHa

Adicet Therapeutics, Inc., USA «Anicet Tepanbtorike, [Hk.», CrionydeHi mtatu AMEpUuKu

B.o. HayasibHuKa PapManeBTUYHOIO YIIPABJIIHHSA Ouaekcanap 'PIHEHKO

(mignmc) (Bnacue im’st [TIPI3BUIILE)



JlonaTok 18

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUINIPOOYBaHb»
10.12.2025 Ne 1865

InenTudikariisi CyTTe€BOI MOMPaBKU

3MiHa HA3BH MICIIS TPOBEACHHS KIIIHIYHOTO BUIIPOOYBaHHS .

BYJIO CTAJIO

a.M.H., mpod. [llepuyk C.B. n.M.H., mpod. Hlepuyk C.B.
VYHiBepcUTeTChbKa  JTIKapHS  BIHHUIBKOTO | «YHIBEpCUTETChKA  KIIiHIKa»  BiHHUIBKOTO
HAI[IOHAJILHOTO ~ MEIWYHOr0  YHIBEPCHUTETY | HAI[IOHAJBHOTO  MEIUYHOTO  YHIBEPCUTETY
im. M. IluporoBa,  peBmaroioriune | imeni M.I. [Tuporosa (JikyBaJbHO-HABYAIHHO-
BIIIUVIGHHA 3 TEpaneBTUYHHMH JIKKaMH, | HAYKOBHI LIEHTP), PEBMATOJIOTIYHE BIAIITICHHS
BinHuIbKUI HaIlOHAJIbHUN MEIWYHUN | 3 TEpaneBTHUYHUMHU JIDKKaMH, BiHHHIBKUI
yuiBepcurer iM. M.L. IluporoBa, kadenpa | HaliOHATBHUI METUIHUI YHIBEpCUTET
BHYTpilIHBO1 MeauuuHu Ne2, M. Binuuisa im. M.I. Tlmporosa, kadenpa BHYTPIIIHBOT

Megunuay Ne2, M. Binuuis

Howmep Ta nara nakazy MO3 npo
MPOBEJICHHS KIIHIYHOTO
BUIIPOOYBAHHS

Ne 1896 Bix 27.08.2019

HasBa kiiHiYHOTO BUIPOOYBaHHS,
KOJ, Bepcis Ta JaTa

«PannomizoBane nmosiiiHe ciine pociimkenns 111 gasu, g nopiBHsAHHS npenapary Picankizyma0
3 muanebo y MHaIieHTiB 3 akTUBHUM ncopiaTuuHuM aptputoM (IICA), ski MaoTh B aHaMHe3l
Hea/leKBaTHY BIJAINOBIb MPHHAWMHI Ha OJMH XBOPOOOMOAM(DIKYIOUMI NPOTUPEBMATHUHUI
npemnapat (XMIIPII) a6o #ioro nenepenocumicts (KEEPSAKE 1)», M16-011, Bepcis 7.0 Big 10

#0BTHs 2024 poky

3asiBHUK, KpaiHa

«E66B1 biopapmaceroTikan3 I'M6X», [lIBeiinapis

CnoHcop, KpaiHa

AbbVie Inc., USA/ E66BI [uk., CIITA

B.o. HayaibHUKa PapMaleBTHYHOIO YIIPABJIIHHSA

Oaexcanap 'PINEHKO

(minmc)

(Bnacue im’st [TIPI3BUIILE)




JonaTok 19

110 Haka3y MiHicTepcTBa OXOPOHH 3710POB’ A
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUINIPOOYBaHb»
10.12.2025 Ne 1865

InenTudikariisi CyTTe€BOI MOMPaBKU

OHoOBJIEHE 10ChE Ha AOCIiHKyBaHui JTikapchkuii 3acio6 (IMPD) ADI-001, Bepcis 4.0 Big 06 xoBTHS
2025 p., aHITMCHKOI0O MOBOIO; 3allydyeHHsS JOCIHIPKYBaHOTO Jikapcbkoro 3acody ADI-001 3
o01aTKOBUM 00’eMoM HamoBHeHHs1 ¢uiakoHy 17 mum (AT-20), Adicet Therapeutics, Inc., CIIIA;
3pa3ok MapKyBaHHS Ha JOCHipKyBaHwid Jikapcekuid 3acio ADI-001 (CD20 CAR+ y3 T cells),
aucnepcist i iHdy3ii, 11 BHYTPIIIHBOBEHHOTO BBeAeHHS, (hiiakoH 5 M — AT-06 (AT-06 Ta AT-
20 MapKyBaHHS IEPBUHHOI Ta BTOPUHHOI yrakoBKku) Bepcis 3 Bix 01 sxoBTas 2025 p., aHTIIIHCHKOO
Ta YKpaiHCHKOIO MOBaMHM; 3pa30K MapKyBaHHsS Ha JOCHIIKyBaHUU nikapchkuil 3aci6 ADI-001
(CD20 CAR+ vyd T cells), nucniepcis ans ingy3ii, Ayl BHYTPIIIHBOBEHHOTO BBEJCHHSA, (PIIaKOH
17 mut — AT-20 (AT-06 ta AT-20 MapkyBaHHs IEPBUHHOI Ta BTOPUHHOI YIIAKOBKH), BEpCis 3 Bij
01 >xoBTHa 2025 p., aHITHCHKOIO Ta yKpaiHChbKOIO MoBamu; JlogaTkoBa BHpPOOHHMYA JiJISTHKA:
Adicet Therapeutics, Inc, 1000 Bridge Parkway, Redwood City, CA 94065, CILIA

Howmep Ta nara nakazy MO3 npo
MPOBEJICHHS KIIHIYHOTO
BUIIPOOYBAHHS

Ne 1104 Bix 11.07.2025

Hasga kiiHiYHOTO BUIPOOYBaHHS,
KOJ, BepcCis Ta faTa

«locmixenns 1 ¢asu st ADI-001, cTBopeHOro 3a J0MOMOroI0 T'€HHOI 1HXKeHepii aloreHHUMHU
ramma-zfenbra (y0) CAR-T-kmituHamu, cnpsmoBanumu npotu CD20, y mopocnux nronei i3
imionatnyHUMH 3ananbHUMu Mionatismu», ADI-001-105, Bepcis 1.0 Big 06 nuctonana 2024

3asiBHUK, KpaiHa

ToBapucTBO 3 06MekeHOI0 BifnosiganbHicTio «[IBP VKPATHA»

CnoHcop, KpaiHa

Adicet Therapeutics, Inc., USA «Anicet Tepanbtorike, [Hk.», CrionydeHi mtatu AMEpUuKu

B.o. HayasibHuKa PapManeBTUYHOIO YIIPABJIIHHSA Ouaekcanap 'PIHEHKO

(mignmc) (Bnacue im’st [TPI3BUILILE)



Jonatok 20

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUINIPOOYBaHb»
10.12.2025 Ne 1865

InenTudikariisi CyTTe€BOI MOMPaBKU

Bbpomypa ansa nocninauka 3 npenapary Tadacurama0, penakiiis 20 Big 17 Bepecns 2025 p.

Howmep Ta nara nakazy MO3 npo
MIPOBECHHS KJIIHIYHOTO
BUIIPOOYBaHHS

Ne 516 Bin 22.03.2021

HasBa kiiHiuHOTO BUIIPOOYBaHHS,
KOJI, BepcCis Ta gara

«baraToneHTpoBe paH0Mi30BaHe, OJBIMHO ClIiIe, I1anedo-KoHTpoaboBaHe qociimkeHHs I11 ¢pazu
3 METOI OIIHKM e(eKTHBHOCTI Ta Oe3medHocTi JiKyBaHHS TadacutamMaboM Yy TO€IHaHHI 3
JICHAJTITIOM1JIOM J0JaTKOBO 10 XiMioTeparii 3a cxemoro R-CHOP y nopiBHsHHI 3 XimMioTepari€ro 3a
cxemoro R-CHOP y narieHTiB 3 ynepiie BUSBICHOO TU(PY3HOIO B- KpyIMHOKIITHHHOIO JTIM(POMOIO
(ABKJI), siki paniiie He MPOXOIWIIH JIIKyBaHHS 32 UM MOKa3aHHSM 1 BXOJSATH /10 TPYII BUCOKOTO
MPOMIDXKHOTO 200 BHCOKOTO pusuky [frontMIND]», MOR208C310, penakmis 10.0 Bixg 27 BepecHs
2024 p.

3asiBHUK, KpaiHa

TOBAPHCTBO 3 OBMEXEHOIO BIJIITOBIJTAJIBHICTIO «ITI EC AU-YKPATHA»

CnoHcop, KpaiHa

«Jucaiit Kopriopetitma» [Incyte Corporation], CIIIA

B.o. HauanbHuka @apMaleBTUYHOIO YIPABJIiHHS Ouekcanap 'PIHEHKO

(minmc) (Bnacue im’st ITPI3BUILLE)



JonaTok 21

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUINIPOOYBaHb»
10.12.2025 Ne 1865

InenTudikariisi CyTTe€BOI MOMPaBKU

Jlocse mocmimKyBaHoro Jjikapcbkoro 3acody SPY001-001 (IMPD-Quality), pemaxiisi 8.0 Bix
03 »oBtHs 2025 p.; Jocke mocmimkyBaHoro jikapcskoro 3acody SPY001-001 (IMPD-Quality),
penakmist 9.0 Bim 16 xoBTHa 2025 p.; IlomoBkeHHS TepMiHy MNPUIATHOCTI OCHIKYBaHOTO
nikapcbkoro 3acody SPY001-001, koHIIeHTpAT [UIsl IPUTOTYBAHHS pO34YHHY JyIst iH(DY3iH, 150 Mr/mi
(300 mr / 2 miu) 3 24 no 30 wmicsmiB; 3pa3ku 30BHIIIHBOI Ta BHYTPIIIHBOI E€THKETOK JUIS
JOCIIKYBAaHHUX JIIKAPCHKUX 3aCO01B aHTIIIMCHKOI0, YKPAaiHChKOIO Ta iHImMME MoBamu: Label ID#:
SPY2565.3 (SPY2565CS1.2 Binm 30.10.2025); Label ID#: SPY2566.4 (SPY2566CS1.2 Bin
30.10.2025); Label ID#: SPY2569.3 (SPY2569CS1.2 Bin 31.10.2025); Label ID#: SPY2570.3
(SPY2570CS1.1 Bix 14.10.2025); 36inbl1eHHS 3alJIaHOBAHOT KIIBKOCTI Cy0’ €KTiB AOCIIIXKEHHS JUIs
BKJIIOYCHHS y KJIiHIUHE BUNPoOyBaHHs B YKpaini 3 50 10 150 yyacHUKIB (CKpHHOBAHHX )

Howmep ta nata nakazy MO3 mipo
MIPOBECHHS KIJIIHIYHOTO
BUIIPOOYBaHHS

Ne 1271 Big 11.08.2025

Ha3sBa kuiiHiuHOTO BUNpOOYBaHHS,
KOJ1, Bepcis Ta jara

«[Inatpopmue nocnimxenss Il ¢pa3u 3 omiHKN ePEeKTUBHOCTI i1 GE3MEYHOCTI AHTUTLA TPUBAJIOT 1T
IIPU 3aCTOCYBaHHI B peXHMI MOHO- a00 KOMOIHOBaHOI Teparnii 3 MPUBOAY CEPEAHbOTSIKKOro abo
TSOKKOTO Tepediry BUPa3KOBOTO KOJITY B akTUBHIA ¢opMmi», SPY123-201, OcHOBHHI TTPOTOKOI
KJiHiyHOro BUnpoOyBaHHs SPY123-201, pemakuis 1.2 Bix 04 uepBHa 2025 p.; Homarok a0
MPOTOKOJIy KiIiHIYHOro BurnpoOyBaHHsS SPY123-201, mio onucye KOHKpETHE BTpy4YaHHS 13
3acrocyBaHHaM npenapaty SPY001, pexaxist 1.1 Big 30 TpaBHs 2025 p.

3asiBHUK, KpaiHa

TOBAPHCTBO 3 OBMEXXEHOIO BIJIITIOBIJTIAJIBHICTIO «ITI EC AU-YKPATHA»

CnoHcop, KpaiHa

«Cnaep Tepan’rotike, IHk.» [Spyre Therapeutics, Inc.], CHIA

B.o. HayasibHuKa PapMaEeBTUYHOIO YIIPABJIiHHA Ouaekcanap 'PIHEHKO

(minmc) (Bnacue im’st [TIPI3BUIILE)



JlonaTok 22

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

BUINIPOOYBaHb»
10.12.2025 Ne 1865

InenTudikariisi CyTTe€BOI MOMPaBKU

BxmroueHHs 101aTKOBUX MiCIlb IPOBEICHHS KJIIHIYHOTO BUITPOOYBAHHS

Ne
/o

ILLB. BiAMOBiJAIEHOTO AOCIITHUKA
Hazga miciis mpoBeieHHs KJIIIHIYHOTO BUIIPOOYBaHHS

1.

I.M.H., podecop ['epuu I1.P.

Komynanene HekoMmepuiiine mianpuemctBo «OOnacHa KJiHIYHA JikapHa [BaHoO-
@paHkiBChKOT 00JaCHOT paanW», IEHTP TIarHOCTUKMA 1 JIKyBaHHS OpOHXOJETEHEBHX
3aXBOPIOBaHb, KJIIHIYHOI IMyHOJIOTIi Ta aneprosorii, IBano-dpaHKiBCbKUI HalllOHATbHHMA
MEIWYHHUIA YHIBepcHUTET, Kadeapa BHYTpimHB0I Meauuuau Nel, KiTiHIYHOI iMyHOIIOTIT Ta
aneprosorii im. akagemika €. M. Heiika, M. [Bano-®paHKiBCbK

K.M.H., AoueHT Pyanuk B.T.
Komynansne HekomepiiiiHe mianpuemMctBo «Micbka kimiHiuHa JikapHs Nel IBawo-

@DpaHKIBCHKOT MICBKOI pagu», BIIJUICHHS CIICHiaTi30BaHOI KOHCYIHTATUBHOI JIOTIOMOTH,
M. IBaHO-DpaHKIBCHK

Howmep Ta nara nakazy MO3 npo
MPOBEJICHHS KIIHIYHOTO
BUIIPOOYBAHHS

Ne 1433 Bix 16.09.2025

Ha3sBa kiiHiuHOrO BUNPOOYBaHHS,
KOJI, Bepcis Ta Jara

«PangomMizoBaHe, TMOJBIiHE cIirne, Mane00-KOHTPOJIbOBaHE JOCHipkeHHs ¢a3su  2b, mo
MPOBOJIUTHCS Y MapalieIbHUX TpyHax 3 METOI0 OLIHKM €(EKTHUBHOCTI Ta OE3MEUHOCTI BEPEKITYTy
(UPB-101) B yuacHHUKIB i3 XpOHIYHIM OOCTPYKTHBHHM 3aXxBOproBaHHsM JereHb (XO3JI) momipHOro
a6o tsoxkoro crynens», UPB-CP-06, Bepcist 1.0 Bix 29 ciuns 2025 poky

3asBHUK, KpaiHa

TOB «ITAPEKCEJI Ykpaina»

CrnoHcop, kpaiHa

Upstream Bio, Inc., USA/Anctpim bio, [uk., CIITA

B.o. HavaabHNKa PapManeBTHYHOIO YIIPABJIiHHA Onekcanap I'PIHEHKO

(migmuc) (Bnacue im’s [TIPI3BUILIE)



JonaTok 23

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUINIPOOYBaHb»
10.12.2025 Ne 1865

InenTudikariisi CyTTe€BOI MOMPaBKU

[Ipotokon kiiniyHOTO BUTIpoOYyBanHs QL2107-102, Bepcisa 3.0 Bix 03 BepecHs 2025 p.; bpomrypa
nocmigauka: QL2107, Bepcis 3.0 Big 25 mumus 2025 p.; QL2107-102 Indopmariitauii aucTOK
namieHTra ta ¢opma iHbopmoBaHOi 3roam mia Ykpainu Bepcis 3.1.0 Bim 12 BepecHs 2025 p.
yKkpaincbkoro MoBoto; QL2107-102 cxema UKR Bep. 2.0 11 Bepecns 2025 p. UKR, ykpaiHCbKOIO
MoBo10; [Hdopmaris 13 3actocyBanus npenapary Kitpyna® ans CILA, Bix aumns 2025 p.

Howmep Ta nara nakazy MO3 npo
MIPOBECHHS KJIIHIYHOTO
BUNIPOOYBaHHS

Ne 1336 Big 26.08.2025

Ha3spa kiiHiuHOTO BUIIPOOYBaHHS,
KOJI, BepcCis Ta gara

«Pangomi3zoBaHe, IMOJBIMHE CIine, 0araToleHTPOBE KIIHIYHE JOCTIIKCHHS (papMaKoKIHETHUYHOT
exBiBasieHTHOCTI ipenapary QL2107 (morenmiiiauii 6ioananor npenapatry Kirpyna®) ta npenapary
Kitpyna® (memOpomnizymald) mpu 3acTOCyBaHHI B SIKOCTi aJ’ FOBAaHTHOI Teparii, 10 MPOBOAUTHCS 3
METOI0  JIeMOHCTpamii  ¢apMakOKIHETHYHOI MOMIOHOCTI Yy  TAIlIEHTIB  TICIAS  PEe3eKIi
HeIpiIOHOKIITUHHOTO paky JereHiB», QL2107-102, Bepcis 1.0 Bix 03 Gepesns 2025 p.

3asiBHUK, KpaiHa

TOB «Cineoc Xenc YkpaiHa»

CnoHcop, KpaiHa

«KBiny ®@apmackrorikan Ko, JIta.», Kutait (Qilu Pharmaceutical Co., Ltd., China)

B.o. HauaibHuka @apManeBTHYHOIO YIPABIiHHS Ouaekcanap 'PIHEHKO

(minmc) (Bnacue im’st ITIPI3BUILLE)



Jlonatok 24

110 Haka3y MiHicTepcTBa OXOPOHH 3710POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUINIPOOYBaHb»
10.12.2025 Ne 1865

InenTudikariisi CyTTe€BOI MOMPaBKU

Onosnenuii IIpotokon kmiHiyHOro BUNpoOyBanHs BJT-008-001, Bepcis 4.0 Bim 15 cepmHs
2025 poky, anrmiiicekkoro moBoro; BJT-008-001 Jluct pos'scHenHst mo IIpoTokoiry CTOCOBHO
tunorpadiuyarX moMuiok, Big 07 sxoBTHS 2025 poKy, aHTIIHCHKOI MOBO; bpormypa mocminauka
Kasporonimon, Buganns 2.0, Bix 20 cepnust 2025 poky, aHIITIHCEKOI0 MOBOK; [HbopMmamis ams
yuacHuKa gociimkenus /@opma inpopmoBanoi 3roau, OcHoBHE nocnipkenns — Yactuna D, Bepcis
2.0 Bix 01 >xoBTHs 2025 poky mist Ykpainu, Ha OCHOBI TiobanbHOi Maiicrep-Bepcii 1Y /P13, ans
Yactunu D ocHoBHoOro nocmimxenss, Bepcis 2.0 Big 04 BepecHs 2025 poky, aHTTIHCHKOIO Ta
YKPaiHCBhKOI0 MOBAMU

Howmep ta nata nakazy MO3 mipo
MPOBEJICHHS KJIIHIYHOTO
BUIIPOOYBAHHS

Ne 1268 Bix 19.07.2024

Ha3Ba kiiHiuHOrO BUNpOOYBaHHS,
KOJ1, Bepcis Ta jara

«JlocnimpkenHs ¢asu 1b/2 nist omiHkM Ge3neyHocTi, (papMaKOKIHETHKH, (apMaKoJUHAMIKU Ta
e(EeKTUBHOCTI KaBPOTOIIMOAY Y BUTJIAAI MOHOTEpAIli Ta y KOMOIHAIIAX 3 IHIIUMHU MpernapaTaMu y
MAIieHTIB 3 XPOHIYHOIO iH]eKIiew Bipycy rematuty B», BJT-008-001, Bepcis 3.0 Big 23 rpyaHs
2024 poky

3asiBHUK, KpaiHa

TOB «APEHCIA EKCITJIOPATOPI MEAICIH», Ykpaina

Cnoncop, kpaiHa

bmtomxeit Tepanslotike, [Hk., CIIIA [Bluejay Therapeutics, Inc., USA]

B.o. HayaabHnKa PapManeBTHYHOI0 YIIPABJIiHHA Ouqexcanap I'PIHEHKO

(minmc) (Bnacue im’st [TIPI3BUILLE)



