HopaTok 1

Jlo Haka3y MiHicTepcTBa OXOPOHHM 3/J0POB’ Sl
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TIOTIPaBOK /10 MPOTOKOJIIB KIIHIUHUX
BUTIPOOYBaHb»

04.02.2026 Ne 131

[neHTU(diKaLlisT CYTTEBOI MOMPABKU

ITporokos kniHiuHOTO BUNpobyBaHHsa TX000045-003, I'nobanbHa [MTorpaska 5.0, Bix 20 mucromnaa
2025 poKy, aHIr/1iMCbKO MOBOM; 3MiHa Ha3Bu CrnioHcopa Ha TekToHik OnepenTinr Kommnasi, [HK.,
CIIA [Tectonic Operating Company, Inc., USA]; Bpoiuypa mocaigauka TX000045, Bunanus 4.0
Biz 06 xoBTHs 2025 pOKy, aHI/1iiicbKOI0 MOBOIO; IH(opMaliis /151 yuacHUKa focifikeHHs / @opma
indopmoBaHoi 3roau, Bepcis 2.0 Big 21 nucronaza 2025 poky, Ajs YKpaiHu, Ha 0CHOBI Matictep-
Bepcil [YI/®I3, Bepcia 4.0 Bix 17 muctonaga 2025 poky, yKpaiHCHKOO Ta aHIVIIMCBKOI0 MOBaMy;
Indopmatiisi i Popma iHpopmMoBaHOI 3roau AJjsi BariTHOI rmapTHepKH, Bepcis 2.0 Bix 05 rpyaHs
2025 poky, A1 YKpainy, Ha ocHOBI Marictep-Bepcii I/®I3 g1 BaritHOI mapTHepky, Bepcis 2.0 Bif,
26 nuctoraga 2025 poKy, YKpaiHCBKOIO Ta aHTJIiCbKO0 MOBaMU

Howmep Ta fara Hakazy MO3 mipo
MPOBeIeHHS K/IIHIYHOTO
BUNPOOYBaHHS

Ne 1659 Biz 03.11.2025

Ha3Ba k/iHiuHOr0 BUNPOOYBaHHS,
KO/, BepCisd Ta fara

«[ToxBiltHe cmime, paHgOMi30BaHe, T/1arie00-KOHTPOIBOBAHE AOC/iIKeHHST a3 2 A OL[iHKH
edextuBHOCTI i Oe3meunocti mpermapary TX000045 micsis 24 TWKHIB JiKyBaHHSI Y TIALIi€HTIB 3
JIETEHeBOIO TilepTeH3i€l0, BTOPUHHOIO [0 CeplieBOI HeJOCTaTHOCTI 3i 30epekeHO0 (pakiiiero
Bukuay (JIF-CH3®B)», TX000045-003, I'nobanbha IMorpaBka 4.0, Big 02 kBiTHS 2025

3asiBHUK, KpaiHa

TOB «APEHCIA EKCIUVIOPATOPI MEIICIH», YkpaiHa

CnoHcop, KpaiHa

TekrtoHik TepanbtoTik, IHK., CIIIA [Tectonic Therapeutic, Inc.], USA

B.o. HauabHUKa PapMaLeBTUUHOT0 yIIPaB/IiHHS Onekcangp I'PIHEHKO

(mipnmc) (Bnacse im’st TTPI3BULIE)



HJopaTtok 2

Jlo Haka3y MiHicTepcTBa OXOPOHHM 3/J0POB’ Sl
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TIONPABOK /10 TIPOTOKOJIIB K/IIHIUHUX
BUTIPOOYBaHb»

04.02.2026 Ne 131

[neHTU(diKaLlisT CYTTEBOI MOMPABKU

OnoBJieHe MapKyBaHHS JOC/TiKYBAHOTO JIiKapchbKoro 3aco6y AZD0780 30 Mr abo mutatie6o, Bepcis
2.0 Bif 20 cepriaa 2025 poky

Howmep Ta fata Hakasy MO3 1ipo
TpOBe/leHHs KJIIHIYHOT 0
BUTIPOOYBaHHS

Ne 1019 Big 26.06.2025

HasBa kiHiyHOTO BUNPOOYyBaHHH,
KO[I, BepCis Ta jaTta

«PaHgomi3oBaHe, 1o/iBiliHe ciiirie, T1alie60-KOHTpoboBaHe AocimkeHHs 11 a3u B mapanenbHUX
rpymnax /sl OLjiHKM BIUIMBY Iperapaty AZD0780 Ha piBeHb X0/ieCTepPUHY JIINOMNPOTeiliB HU3BKOL
LII/IBHOCTI y YYaCHUKIB 3 IiJBULL[EHUM PiBHEM XOJIeCTepUHY JIIIOIPOTeiliB HU3bKOI IIIi/IbHOCTI Ta
K/TiHIYHUM aTepOCKIePOTUYHHM CepLieBO-CyJUHHHUM 3aXBOPIOBaHHSM ab0 3 PU3MKOM BUHUKHEHHS
repiiol MOAIl  aTepPOCK/IePOTUYHOrO CepLeBO-CYAMHHOr0 3axBOproBaHHs», D7960C00012,
Bepcis 1.0 Big 11 kBiTHa 2025 poky

3asiBHUK, KpaiHa

TOB «<ACTPA3EHEKA YKPATHA»

CnoHcop, KpaiHa

AstraZeneca AB, Sweden

B.o. Haua/ibHNKa @apMalieBTUYHOT0 YIPaB/IiHHA Onekcangp I'PIHEHKO

(migmmc) (Bnacue im’st TTPI3BUIIIE)



HopaTtoxk 3

Jlo Haka3y MiHicTepcTBa OXOPOHHM 3/J0POB’ Sl
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TIONPABOK /10 TIPOTOKOJIIB K/IIHIUHUX
BUTIPOOYBaHb»

04.02.2026 Ne 131

[neHTU(diKaLlisT CYTTEBOI MOMPABKU

OmnogieHa Gpoiilypa AociifgHyKa 3 npernapary Putykcumab (RO0452294), Bepcisi 32 Bif BepecHs
2025 poky; OHossiena 6poriypa gociigHuka 3 niperniapary Ilosmaty3ymab Begotun (RO5541077),
Bepcis 17 Big »xoBTHs 2025 poKy

Howmep Ta fata Hakazy MO3 1ipo
TpOBe/ieHHs KJIIHIYHOr O
BUIIPOOYBaHHS

Ne 1055 Biz 04.06.2018

Ha3Ba kiHiuHOTO BUMPOOYBaHHH,
KO/, BepCis Ta jara

«bararorieHTpoBe, paH/[0OMi30BaHe, TO/BIMHO Cire, Maneb0-KOHTPOIbOBaHe AocimkeHHs 111
dasu Jsis mopiBHAHHS edeKTUBHOCTI Ta Oe3reyHocti mpernapaTy Ilonaty3ymab BefoTUH Y
KombiHariii 3 Purykcumabom ta CHP (R-CHP) i Putykcumabom ta CHOP (R-CHOP) y marfieHTiB i3
IM(y3HOIO KPYHOK/IITUHHOI B-K/TiTHHHOIO MiM(OMOI0, FKi paHillle He OTPUMYBa/IU JIIKyBaHHS»,
G0O39942, Bepcis 7 Bix 18 rpyanst 2020 poky

3asiBHUK, KpaiHa

TOB «®OPTPIA JIEBEJIOIIMEHT YKPAIHA»

CnoHcop, KpaiHa

®. Xodbdmanu-JIa Pou JITa., [F. Hoffmann-La Roche Ltd], I1IBetitiapis

B.o. Haua/ibHNKa @apMalieBTUYHOT0 YIPaB/IiHHA Onekcangp I'PIHEHKO

(migmmc) (Bnacue im’st TTPI3BUIIIE)



Hopatok 4

Jlo Haka3y MiHicTepcTBa OXOPOHHM 3/J0POB’ Sl
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TIOTIPaBOK /10 MPOTOKOJIIB KIIHIUHUX
BUTIPOOYBaHb»

04.02.2026 Ne 131

[neHTU(diKaLlisT CYTTEBOI MOMPABKU

Bpomypa gocnignuka MK-2870/SKB264, Bunanns 7 Big 16 >koBTHA 2025 poKy, aHTJIiCbKOIO
MoBO10; YKpaiHa, MK-2870-032, Indopmarjisi Ta JOKyMeHT npo iHGOpMOBaHY 3rofly [/is Malli€HTa,
Bepcis 02 Big 22 rpyans 2025 p., yKpaiHCbKOIO MOBORO; ATecTallisi OL[iHKM Ha IariepoBOMY HOCIT AJ1si
300py JaHMX 3 METOI eJIeKTPOHHOI OI[iHKM pe3ysbTaTiB JyikyBaHHS (eCOA), Bepcis 1.0 Bix
27 cepnHsi 2025 p., yKpaiHCbKOK MOBOR; 3pa3Ky 30BHILLHBOIO Ta BHYTPILIHLOTO MapKyBaHHS
JOCITi/KyBaHOTO Jlikapcekoro 3acofy Kap6orutatia 10 Mr/mii, KOHIIEHTpaT AJIsi PO3UYMHY AJIst
indy3iii, Outer Package Ta Immidiate conteiner Biz 16 BepecHs 2025 p., aHI/IHACBKOKO Ta
YKpalHCBEKOH MOBOIO

Howmep Ta fata Hakasy MO3 1ipo
TIpOBe/leHHs KJIIHIYHOT 0
BUTIPOOYBaHHS

Ne 1019 Big 26.06.2025

HasBa kiHiyHOTO BUNPOOYyBaHHH,
KO[I, Bepcis Ta zjaTta

«PangowmizoBane, Bigkpute gocimkenHs 111 ¢a3u ans orjinku edeKTUBHOCTI Ta HGe3meuHOCTi sac-
TMT (Caruty3ymab tupymotekad, MK-2870), y moeaHaHHi 3 KapOOMjiaTMHOM/TIAK/TiTaKCeI0M
MOPiBHSIHO 3 XiMioTeparii€to, o6uiBa B KOMOiHallii 3 ieMOposisymabom B SIKOCTi Heoas FoBaHTHOI
Tepariii Ayil TPU4i HeraTUBHOTO PAKy MOJIOUHOT 3a/I03U 3 BUCOKUM PU3HMKOM, Ha paHHil cTafii abo
TOPMOHA/IbHUM peLielITOP-HU3bKUM MTO3UTUBHUM PaKOM MOJIOYHOI 3a/1034 /pakKOM MOJIOUHO] 3a/103U
peLienTop-2 HeraTMBHKMM [I0 JIIO/ICLKOTO emifiepManbHOro (pakTopy pocty», MK-2870-032,
Bepcis 00 Big 18 mrotoro 2025 poky

3asgBHUK, KpaiHa

ToBapucTBO 3 00MeXeHO0 BinoBiganpHicTI0O « MCJI YKpaiHa»

CnoHcop, KpaiHa

TOB Mepk lapn enp Joym, CITA (Merck Sharp & Dohme LLC, USA)

B.o. HauabHUKA PapMaLeBTUUHOT0 yIIPaB/IiHHS Onekcanap I'PINEHKO

(mignuc) (Bnacue im’s TTIPI3BULLE)



HJopaTtok 5

Jlo Haka3y MiHicTepcTBa OXOPOHHM 3/J0POB’ Sl
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TI0IIPaBOK /IO MPOTOKOJIIB K/IIHIYHUX
BUTIPOOYBaHb»

04.02.2026 Ne 131

[neHTU(diKaLlisT CYTTEBOI MOMPABKU

bpoiypa gociniganka O6edaszimon (ABX464), Bepcis 12.0, 21 nuctomnaga 2025, aHT/IiHCBKOO
MOBOIO

Howmep Ta fata Hakasy MO3 1ipo
TpOBe/leHHs KJIIHIYHOT 0
BUTIPOOYBaHHS

Ne 254 Big 08.02.2022

HasBa kiHiyHOTO BUNPOOYyBaHHH,
KO[I, BepCis Ta jaTta

«[Topmanbire Bigkpute gocsimkeHHs (a3u 2 1751 OLIIHKYW JOBrOTPUBAOro rpodiito 6e3rneyHocTi Ta
edekTrBHOCTI npenapaty ABX464 npu 3acTocyBaHHi y 103i 25 M OJJUH pa3 Ha JieHb MaljieHTaMH i3
aKTWBHUM BHPAa3KOBUM KOJIITOM CepefHbOro Ta TSDKKOro cryneHio», ABX464-108, ocrarouna
Bepcis 7.0, 16 xoBTHA 2025

3asiBHUK, KpaiHa

«Ckoyn InrepHemtna Al'», HimeuyurHa

CnoHcop, KpaiHa

ABIVAX, ®panuis

B.o. Haua/ibHMKa @apMalieBTUYHOT0 YIPaB/IiHHA Onekcanap I'PIHEHKO

(migmmc) (Bnacue im’st TTPI3BUIIIE)



HJopaTtok 6

Jlo Haka3y MiHicTepcTBa OXOPOHHM 3/J0POB’ Sl
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TI0IIPaBOK /IO MPOTOKOJIIB K/IIHIYHUX
BUTIPOOYBaHb»

04.02.2026 Ne 131

[neHTU(diKaLlisT CYTTEBOI MOMPABKU

OnHopsieHU# TIPOTOKOJ KiiHiuHOro BUmpoOyBaHHs UPB-CP-06, Bepcis 2.0 Bix 13 mmcromaza
2025 poky; Indopwmariisi ans maijienta i dopma iHpopmoBaHOI 3roau, Mojenb Ay YKpaiHu,
Bepcis 2.0 Bizg 21 nucronaza 2025 poky (yKpaiHCBKOO Ta pOCiHCHKOH MOBaMHK)

Howmep Ta fata Hakazy MO3 1ipo
TpOBe/ieHHs KJIIHIYHOr O
BUIIPOOYBaHHS

Ne 1433 Biz 16.09.2025

Ha3Ba kiHiuHOTO BUMPOOYBaHHH,
KO/, BepCis Ta jara

«PanzomizoBane, TmoABiliHe ctitie, TUIAle00-KOHTPOBOBAaHE AOCHiMHKeHHsT (asu 2b, 110
TIPOBO/JIUTHCS Y Tapasie/lbHUX IPyrnax 3 MeTO OLIiHKM e(eKTHBHOCTI Ta 6e3reyHOCTi BepeKiTyry
(UPB-101) B yuaCHHMKIB i3 XpOHIYHUM OOCTPYKTHBHUM 3aXBOPIOBaHHSM JiereHb (X 03JT) momMipHOTO
abo Tspkkoro crynensi», UPB-CP-06, Bepcisi 1.0 Big 29 ciuns 2025 poky

3asgBHUK, KpaiHa

TOB «ITAPEKCEJI YkpaiHa»

CnoHcop, KpaiHa

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

B.o. HauaibHUKA PapMaLeBTUUHOT0 yIIPaB/IiHHS Onekcanap I'PINEHKO

(mignuc) (Bnacue im’s TTIPI3BUILLE)



HopaTtok 7

Jlo Haka3y MiHicTepcTBa OXOPOHHM 3/J0POB’ Sl
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TIOTIPaBOK /10 MPOTOKOJIIB KIIHIUHUX
BUTIPOOYBaHb»

04.02.2026 Ne 131

[neHTU(diKaLlisT CYTTEBOI MOMPABKU

Omnopnenuit posgin 3.2.P. DRUG PRODUCTS [locke AOCTI[KYBAaHOTO JiKapChbKOro 3aco0y
MK-3475, Bepcis 09004N Biz 28 mucronaga 2025 p., aHI/1iKCbKOK0 MOBOR); 3aTyueHHs J0JaTKOBUX
JIKapChKUX 3aco0iB, 1[0 BUKOPUCTOBYIOTHCS SIK Tperapatyd TopiBHsAHHA: KapboriatiH-GRY®
(Carboplatin-GRY®), KoHUeHTpar AJisi po3uuHy njs iHQy3id, 10 mr/mm; Kap6orutatna Accord
(Carboplatin Accord), KoHI[eHTpaT AJis po3uuHy AJs iHdy3iid, 10 Mr/mut; 3anydeHHsT BUPOOHUKIB
MKapChKUX 3aco0iB, 1[0 BUKOPUCTOBYIOTHCS $IK TperapaTvl MopiBHsHHs: KapOoriatnH-GRY®
(Carboplatin-GRY®) - Pharmachemie B.V., Netherlands, Swensweg 5, Haarlem, 2031 GA,
Netherlands; Kap6oriatun Accord (Carboplatin Accord) - Accord Healthcare Polska Sp. z o.0.,
Poland, Ul. Lutomierska 50, Pabianice, 95-200, Poland

Howmep Ta fata Hakazy MO3 1ipo
TpOBe/ieHHs KJIIHIYHOr O
BUIIPOOYBaHHS

Ne 1832 Big 02.12.2025

Ha3Ba KiHiuHOTO BUMPOOYBaHHH,
KO/, BepCis Ta jara

«KEYMAKER-UOQ1, OcHoBHe [joC/li/pKeHHsI: Tapaco/ibKoBe AocimxeHHs I/11 ¢a3 3 noueproBumu
rpyriamMu JOC/IiI)KyBaHMX Tperaparis, meMOposiisymabom Ta XiMmioTeparii€to, ik MOHOTeparlisi abo y
CKmafi KoMOiHallili mperapaTiB, B YYaCHUKIB 3 He/IpiOHOKTITUHHUM pakoM JereHiB (HIKPJI)»;
«KEYMAKER-UO1, niagocnigxenHas 01A: mapacosibkoBe gociimkeHHs I/11 ¢a3 3 nmoueproumu
rpyIaMu AOCTiPKyBaHUX Tperaparis, 3 meMopostizymabom y koMOiHallii 3 XximioTepartieto abo 6e3
Hel, y paHillie HeJliKOBaHUX YYaCHHUKIB 3 HeJJpiOHOKIITUHHUM pakoM JereHiB (HKPJT) IV crazii»,
MK-3475-U01, 3 iHkopriopoBaHoro rorpaBkor 15 Bix 19 cepriag 2025 poky; MK-3475-01A,
3 iHKOpIiopoBaHoo norpaskoro 11 Bix 23 BepecHs 2025 poky

3asgBHUK, KpaiHa

ToBapucTBO 3 0O6MekeHO0 BifgnoBiganbHicTI0 «MC/I YKpaina»

CnoHcop, KpaiHa

TOB Mepk lapn enp Joym, CIIA (Merck Sharp & Dohme LLC), USA

B.o. HauabHUKA PapMaLeBTUUHOT0 yIIPaB/IiHHS Onekcanap I'PINEHKO

(mignuc) (Bnacue im’s TTIPI3BUILLE)



HopaTtok 8

Jlo Haka3y MiHicTepcTBa OXOPOHHM 3/J0POB’ Sl
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TIONPABOK /10 TIPOTOKOJIIB K/IIHIUHUX
BUTIPOOYBaHb»

04.02.2026 Ne 131

[neHTU(diKaLlisT CYTTEBOI MOMPABKU

CuenHapiii obroBopeHHsi iHbopMailii Tpo KiaiHiuHe AocsimkeHHs, Big 07 juctoraga 2025 poky,
AHTJIIACHKOIO Ta YKPaiHCHKOIO MOBaMH; 3pasky 300pa’keHb Ha eKpaHi eJeKTPOHHOTO TPHCTPOIO
LIeHTPY J0C/iiKeHHs, Bepcis 1 Bif 17 rpyauHs 2025 poKy, YKpaiHChKOIO Ta aHIVIiMCbKOI0 MOBaMU

Howmep Ta fata Hakazy MO3 1ipo
TpOBe/ieHHs KJIIHIYHOr O
BUIIPOOYBaHHS

Ne 54 Big 15.01.2026

Ha3Ba kiHiuHOTO BUMPOOYBaHHH,
KO/, BepCis Ta jara

«PanziomizoBaHe, mozBiliHe crine, Tuiareb0-KOHTPO/ILOBaHe, HAaraToOLEeHTPOBE AOC/Ti/PKEHHS, 110
CK/IaJla€ThCs 3 IBOX YaCTHH, 3 6e3repepBHUM Tepexo/ioM MiX yacTuHoro A (da3a 2) Ta yacTuHowo B
(daza 3) ans ouiHku edeKTUBHOCTI Ta Oe3mneuHocTi rperapaty BIIB059 B y4acHUKIB 3 aKTUBHUM
MiZArOCTpUM IIKipHUM YepBOHUM BOBUAKOM Ta (a00) XpOHIUHMM ILIKipHUM UePBOHUM BOBYAKOM 3
CUCTeMHHMMH TIpOsiBaMU abo 0e3 HUX, a TakoX 3 pedpakTepHicTio Ta (ab0) HerepeHOCUMiCTHO
antTumassipiiiHoi Tepanii (AMETHYST)», 230LE301, Bepcis 4.0 Big 18 BepecHs 2024 poky

3asgBHUK, KpaiHa

Iignpuemctso 3 100% inoszemHoro iHBecTuniero «AVK’FOBIA PIIC Ykpaina»

CnoHcop, KpaiHa

Biogen Idec Research Limited, United Kingdom

B.o. HauabHUKA PapMaLeBTUUHOT0 yIIPaB/IiHHS Onekcanap I'PINEHKO

(mignuc) (Bnacue im’s TTIPI3BULLE)



Hopatok 9

Jlo Haka3y MiHicTepcTBa OXOPOHHM 3/J0POB’ Sl
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TIONPABOK /10 TIPOTOKOJIIB K/IIHIUHUX
BUTIPOOYBaHb»

04.02.2026 Ne 131

[neHTU(diKaLlisT CYTTEBOI MOMPABKU

MK-1026-008_3pa30k MapKyBaHHS JOC/i/PKyBaHOTO JiKapchKoro 3acoby MK-1026, 65 mr, Bij
03 rpyzusi 2025 poKy, aHT/ICBKOIO Ta YKpaiHCBKOI MOBaMH; 3BiT 300pakeHb iHTepdelicy
onuTyBa/IbHUKA yig matienta, MK-1026-008 gns Ykpainu, Bepcis 3 Big 11 rpyans 2025 poky,
yKpaiHChKOI MOBOI0; dPopMa /15t aTecTallii OI[iHKY Ha MarepoBoMYy HOCIT /71t 300py JJaHUX 3 METOHO
e/IeKTPOHHOI OLIiHKK pe3ysbTaTiB jikyBaHHs (eCOA), Bepcisi 1.0 Bim 27 cepnus 2025 p.,
KPaiHCHKOI0 MOBOIO; 3MiHa Ha3BHU MiCIsl TPOBe/IeHHs KTiHIYHOr0 BUTIPOOYBaHHSI:
BYJIO CTAJIO

nikap MenpHuk Y.1. nikap MenbHuK Y .1

KomyHanbHe HeKoMepljiliHe mignpuemMcTBo | KoMyHanbHe HeKoMepijiliHe TIiJTIPUEMCTBO
«KuiBcbka Micbka KiiHiyHa JikapHd Ne9» | «KuiBcbka MicbKa KJIiHiuHa JikapHsi Ne7»
BUKOHABYOro opraHy KuiBCbKOi MiCbKOI pajji | BAKOHABUOTro opraHy KWiBCBKOI MiCbKOI paju
(KuiBcbKOl MiCBKOI fep>kaBHOI aaMiHicTpauii), | (KuiBcbKol MicbKOI ep>KaBHOI afiMiHiCTpaLlif),
remaToJsioriuHe BiggisieHHs Nel, M. KuiB JlikyBa/ibHUM ~ TApPO3AiT AN HaJaHHS
MeJJMUHOI JI0TIOMOTM [OPOCJ/IOMY Hace/eHHIO
(Pinis Ne2), rematonoriuHe BigzaineHHs Nel,
M. KuiB

Howmep Ta fara Hakasy MO3 mipo
MPOBeIeHHS K/IIHIYHOTO
BUTIPOOYBaHHS

Ne 153 Big 30.01.2024

Ha3Ba k/tiHiuHOr0O BUMPOOYBaHHS,
KO[|, BepCisd Ta fara

«PangomizoBade pocmimkenHss III da3m ana mopiBHsSHHS edeKTHUBHOCTI Ta 0Oe3rmevyHoCTi
HeMTaOpyTHHIOy B TIOPiBHSIHHI 3 XiMioiMyHOTepari€lo Mpy paHilie HeliKOBaHOMY XPOHIYHOMY
giMmborUTapHoMy  Jieiko3i/mimbomi 3 Mamux  gimdorurie  6e3  abepamiii rena TP53
(BELLWAYVE-008)», MK-1026-008, 3 inkopniopoBaHoto rionpaBkoro 02 Bizg 20 BepecHsi 2024 poky

3asiBHUK, KpaiHa

ToBapHCcTBO 3 0OMeXKeHOF0 BifmoBiganpHiCTIO «MCJ] YKpaiHa»

CnoHcop, KpaiHa

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

B.o. HauabHUKA PapMaLeBTUUHOT0 yIIPaB/IiHHS Onekcangp I'PIHEHKO




(miznmc) (Bnache im’st TIPI3BUILIE)



Hopatok 10

Jlo Haka3y MiHicTepcTBa OXOPOHHM 3/J0POB’ Sl
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TI0IIPaBOK /IO MPOTOKOJIIB K/IIHIYHUX
BUTIPOOYBaHb»

04.02.2026 Ne 131

[neHTU(diKaLlisT CYTTEBOI MOMPABKU

bpoiypa gocmigauka okpemnizymaby (Ocrevus/R0O4964913), Bepcis 24 Big muctomnaza 2025 poky,
aHIJIIMICBKOK MOBOO

Howmep Ta fata Hakasy MO3 1ipo
TpOBe/leHHs KJIIHIYHOT 0
BUTIPOOYBaHHS

Ne 1118 Big 28.06.2022

HasBa kiHiyHOTO BUNPOOYyBaHHH,
KO[I, BepCis Ta jaTta

«bararoreHTpoBe, TMpoCTe, BiAKpPUTe, pO3LIMpeHe [0JaTKOBe [OC/Ii[)KeHHs [JJis1  OLIHKU
JIOBFOCTPOKOBOI O€31evHOCTi Ta eheKTUBHOCTI OKpesTi3ymMaly y MarjieHTiB 3 PO3CiTHUM CKIEPO30M»,
MN43964, Bepcis 2 Big 29 cepnHs 2023 poky

3asgBHUK, KpaiHa

IignpuemcTso 3 100% inoszemHoro iHBecTunieo «AVK’FOBIA PIIC Ykpaina»

CnoHcop, KpaiHa

«®P. XOPOMAHH-JIA POII JIT1», lseiuapis (F. HOFFMANN-LA ROCHE LTD, Switzerland)

B.o. HauabHUKA PapMaLeBTUUHOT0 yIIPaB/IiHHS Onekcanap I'PINEHKO

(mignuc) (Bnacue im’s TTIPI3BUILLE)



Hopatok 11

Jlo Haka3y MiHicTepcTBa OXOPOHHM 3/J0POB’ Sl
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TI0IIPaBOK /IO MPOTOKOJIIB K/IIHIYHUX
BUTIPOOYBaHb»

04.02.2026 Ne 131

ImenTHdikallis cyTTeBoi mornpaBku | EnekTpoHHMM miofieHHUK TarjieHTa (Proposal of eDiary questions), Bepcis 3.0 Bixm 12 BepecHs
2025 p., yKpaiHCbKO MOBOIO 151 YKpaiHu; 3a/lyyeHHs JO4AaTKOBUX MICLb ITPOBeIeHHs K/IIHIUHOrO

JOCTi IyKeHHS:
Ne IL.I.B. BigTIOBi@TLHOTO [TOC/TiTHUKA
n/n Ha3Ba Miclis TpoBe/ieHHs KJiHIYHOTO BUTIPOOYBAHHS

1. | nikap I'ynpeptaitno B.1.

KuiBcbka KiiHiYHa JiiKapHsS Ha 3a/li3HUYHOMY TpaHcropTi Ne2 dinii «LleHTp oxopoHu
3/JOPOB si» aKI[iIOHEPHOTO TOBapUCTBA «YKpaiHChKa 3asi3Hulisd», LleHTp KaiHIUHUX
Jocaimkedb, M. KuiB

2. | A.M.H., pod. AuTATKOBCbKA €.M.

KomyHanbHe HekoMmepliliHe miAnpueMcTBo «KiiHiuHa sikapHS LIBHAKOI MeAUUYHOI
JoroMoru» [THinmpoBceKoi obsacHoi Pagu, aneprosiorivanii eHTp, M. JIHinpo

3. | A.M.H., ipo¢. CraHicnaBuyk M.A.

KomyHasibHe HeKOMeplliliHe MigmpueMCcTBO «BiHHMIBKA 06/1acHa K/iHIUHA JIiKapHS iM.
M.I. TluporoBa Binnunpkoi obmacHoi Pagu», O6nacHuii JliKyBaJbHO-JiarHOCTUYHUIN
My/JbMOHOJIOTIYHUM LleHTp, BiHHUWIbKMN HalliOHaTBHUM MeJUUHWIN YHiBepCUTeT
im. MLI. TIuporoga, kadezapa BHYTPilliHbOI MeAULIMHA Nel, M. BinHuis

4. | p.M.H., ipo@. "'aBpuctok B.K.

HepxaBHa ycTaHoBa «HaijioHambHUIT HayKoBUM 11eHTp (pTusiaTpii, MmysabMOHOJIOTIT Ta
aneproJiorii imeHi @.I". AHoBcbKOro HarjioHa/ibHOI akazemii MeJUUHKUX HayK YKpaiHu»,
Bi/I/li/IeHHS IHTePCTUL[IMHUX 3aXBOPIOBaHb JiereHb, M. KuiB

5. | nikap Kapnienko O.O.

Megnuauii teHTp «Ok!KniHik+» ToBapuctBo 3 00OMEXeHOI BiJNOBiZaIbHICTIO
«Mi>KHapoAHUM IHCTUTYT KJIiHIUHHUX [OC/i[>)KeHb», CTallioHapHe BiAJileHHs, Bigzin
Tepariii, peBMaTo/10rii Ta Kapgiosorii Meguunoro nenTpy «Ok! KiiHik+», M. KuiB




2 MPOJOBXKeHHd fojarka 11

Howmep ta fara Hakasy MO3 mipo Ne 51 Big 15.01.2026

MPOBeIeHHS K/IIHIYHOTO

BUNIPOOYBaHHS

Has3ga kiniuHoro punpobyBanusi, | «®a3a II, MixHapogHe, 6GaraToljeHTpOBe, MOABiliHe cJiifle, paHZOMi30BaHe, KOHTPOJIbOBaHE

KO/, Bepcisi Ta jarta aKTMBHMM T[IperapaTtoM, TpbOXeTallHe TIlepexpecHe [JOC/I/PKeHHSI [/l OL[iIHKA TepaneBTUYHOI
€KBiBaJIeHTHOCTI 1030BaHOr0 aepo3osibHOro iHraasropa CHF5993 3 go3zamu 100/6/12,5 MKr
HFA-152A y mnopiBHfIHHI 3 [030BaHUM aepo3o/bHUM iHramaropoM CHF5993 3 posamu
100/6/12,5 mxr HFA-134A y marjieHTiB i3 OpoHXiabHOI0 aCTMOIO JIETKOT'0 Ta CepeHbOT0 CTYTIeHs
TsDKKOCTI (mocsimpkeHHs1 TRECONY)», CLI-05993AA9-01, Bepcis 2.0 Big 21 aunHs 2025 poky

3asgBHUK, KpaiHa TOB «®OPTPIA JEBEJIONIMEHT YKPAIHA»

CnoHcop, KpaiHa «K’e3i ®apmarieBtiui C.11.A», Itasig

B.o. HauanbHUKa PapMaLeBTUUHOI0 yNpaB/IiHHS Onekcangp I'PIHEHKO

(migrmc) (Bnacue im’st TTPI3BUIIIE)



Hopatok 12

Jlo Haka3y MiHicTepcTBa OXOPOHHM 3/J0POB’ Sl
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TIOTIPaBOK /10 MPOTOKOJIIB KIIHIUHUX
BUTIPOOYBaHb»

04.02.2026 Ne 131

[neHTU(diKaLlisT CYTTEBOI MOMPABKU

Omnopnenuit posgin 3.2.P. DRUG PRODUCTS [locke AOCTI[KYBAaHOTO JiKapChbKOro 3aco0y
MK-3475, Bepcia 09076F Big 05 rpyzausa 2025 p., aHI/IIMCBKOK MOBOM; 3ayuyeHHs [0[aTKOBUX
niKapchKUX 3aco0iB, 1110 BUKOPUCTOBYIOTHCS SIK TIperniapaTyl mopiBHsHHs: Kap6ornatus (Carboplatin
Accord), Accord Healthcare Polska Sp. zo0.0., KoHLeHTpaT [/ po3unHy A iHdy3il, 10 mr/mi;
Kap6orinatun (Carboplatin-GRY®), Teva GmbH., KoHIleHTpaT s po3uuHy s iH]y3ii,
10 mr/mi; T'emiutabin (Gemcitabin AqVida), mopomok miodinizoBanuii Asist po3unHy Asis iHy3ii,
1000 mr/dnakoH (1r/dbnakoH); 3aayueHHs] BUPOOHHKIB JIIKapChKUX 3ac00iB, 11[0 BUKOPUCTOBYIOThLCS
sIK riperiapaTy ropiBHsHHS: Kap6oruiatus - Accord Healthcare Polska Sp. z 0.0., Ul. Lutomierska 50,
Pabianice, 95-200, Poland; Kap6oriatun - Accord Healthcare Single Member S.A., 64th Km
National Road Athens Lamia, 32009, Greece; Kap6oriatis - Pharmachemie B.V., Swensweg 5,
Haarlem, 2031 GA, Netherlands; I'emiutabin - AqVida GmbH, Kaiser-Wilhelm-Strasse 89,
Neustadt, Hamburg, 20355, Germany

Howmep Ta fata Hakasy MO3 1ipo
TIpOBe/leHHs KJIIHIYHOT 0
BUTIPOOYBaHHS

Ne 662 Big 17.04.2025

HasBa kiHiyHOTO BUNPOOYBaHHH,
KO[I, Bepcis Ta zjaTta

«KEYMAKER-UO1, nigmocnimkennss 01E: mapaconskoBe gocaigxkeHHs II ¢asu 3 noueproBumu
TpylaMu  JOCTi/PKYBaHUX TIperapariB 3 ximiorepariero abo 6e3 Hei y KomOiHarjii 3
nemOposisymabomM 1 JiKyBaHHSI YYaCHUKIB 3 BIiepile JiarHOCTOBaHUM orepabenbHUM
HezpiOHOKmiTHHHMM pakoM nereHiB (HAKPJI) cragivt II-IIIB (N2)», MK-3475-01E, Bepcis 3
iHKopriopoBaHoto norpaskoro 03 Big 03 nunus 2025 poky

3asgBHUK, KpaiHa

ToBapucTBO 3 0O6MekeHO0 BifgnoBiganbHicTI0 «MC/I YKpaina»

CnoHcop, KpaiHa

TOB Mepk lapn enp Joym, CIIA (Merck Sharp & Dohme LLC, USA)

B.o. HauabHUKA PapMaLeBTUUHOT0 yIIPaB/IiHHS Onekcanap I'PINEHKO

(mignuc) (Bnacue im’s TTIPI3BUILLE)



HopaTok 13

Jlo Haka3y MiHicTepcTBa OXOPOHHM 3/J0POB’ Sl
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TI0IIPaBOK /IO MPOTOKOJIIB K/IIHIYHUX
BUTIPOOYBaHb»

04.02.2026 Ne 131

[neHTU(diKaLlisT CYTTEBOI MOMPABKU

30inbIlIeHHsT 3arvlaHOBAHOI KibKOCTI Cy0’€KTiB AOCTiIKeHHST [l BK/IIOUEHHS Yy K/iHiUHe
BUNpoOyBaHHsA B YKpaiHi 3 10 70 20 yyacHUKIB (CKpHOBAHHX)

Howmep Ta fata Hakasy MO3 1ipo
TpOBe/leHHs KJIIHIYHOT 0
BUTIPOOYBaHHS

Ne 1723 Bipm 14.11.2025

HasBa kiHiyHOTO BUNPOOYyBaHHH,
KO[I, BepCis Ta jaTta

«PanzomizoBane Bizkpure OararouieHTpoBe fociimkeHHs III ¢asu 3 ouiHkd OpesoBiTyry B
MOPIBHSIHHI 3 BiZICTPOYEHOK Tepari€ro Npu JIiKyBaHHI XPOHIUHOrO BipycHoro renatutry D (komoBe
no3HaueHHs1: AZURE-4)», BJT-778-304, penakiiisi 2.0 Big 20 cepriHsi 2025 p.

3asgBHUK, KpaiHa

TOBAPHCTBO 3 OBMEXEHOIO BIZITIOBITAJIBHICTIO «ITI EC AI1-YKPATHA»

CnoHcop, KpaiHa

«bnymkeit Tepar’totike, IHK.» [Bluejay Therapeutics, Inc.], CIIIA

B.o. HauabHUKA PapMaLeBTUUHOT0 yIIPaB/IiHHS Onekcanap I'PINEHKO

(mignuc) (Bnacue im’s TTIPI3BUILLE)



Hopatok 14

Jlo Haka3y MiHicTepcTBa OXOPOHHM 3/J0POB’ Sl
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TI0IIPaBOK /IO MPOTOKOJIIB K/IIHIYHUX
BUTIPOOYBaHb»

04.02.2026 Ne 131

[neHTU(diKaLlisT CYTTEBOI MOMPABKU

bpoiypa gocnmiguuka Obefazimod (ABX464), Bepcis 12.0 Bim 21 muctomaga 2025 poky,
aHIJIIMICBKOK MOBOO

Howmep Ta fata Hakasy MO3 1ipo
TpOBe/leHHs KJIIHIYHOT 0
BUTIPOOYBaHHS

Ne 641 Big 16.04.2024

HasBa kiHiyHOTO BUNPOOYyBaHHH,
KO[I, BepCis Ta jaTta

«PaHgomizoBaHe, TIOZBiliHe ciiirie, OaraTolleHTpoBe fJociifpkeHHs (a3u 111 ana  orjiHKK
JIOBFOCTPOKOBOI e(heKTHUBHOCTI Ta 6e3neuHocTi npernapaTy ABX464 npu 3acTocyBaHHi B 71031 25 Mr
abo 50 mMr ozauH pa3 Ha 00y fIK MiATPUMYyBabHOI Tepariii B TAalli€eHTIB i3 aKTUBHUM BHPa3KOBUM
KOJIITOM BiJi CepeHbOr0 10 TSKKOIO CTYIeHs TsKKOCTi», ABX464-107, Bepcisa 5.0 Big 10 kBiTHS
2024 poky

3asgBHUK, KpaiHa

IignpuemcTso 3 100% inoszemHoro iHBecTunieo «AVK’FOBIA PIIC Ykpaina»

CnoHcop, KpaiHa

ABIVAX, ®paHuis

B.o. HauaibHUKA PapMaLeBTUUHOT0 yIIPaB/IiHHS Onekcanap I'PINEHKO

(mignuc) (Bnacue im’s TTIPI3BUILLE)



