HopaTok 1
0 Haka3zy MiHicTepcTBa OXOPOHHU 30POB’S

Ykpainu «IIpo T1ipoBeJjeHHSI KJIIHIYHOTO
BUTIPOOYBaHHS JIIKapCbKOI' 0 3aco0y,
3aTBEpP/)KEHHSI  CYTTEBUX IIONPaBOK Ta

BHeCceHHs 3MiH 70 gogatka Ne 19 mo Hakasy
MiHicTepcTBa OXOpPOHM 3[0pOB’S  YKpaiHu
Biz 12 TpaBHs 2026 poky Ne 608»

29.05.2026 Ne 718

Ha3sBa kstiHiuHOTO BUNIPOOYBaHHS,
KOZ, Bepcis Ta faTa

«BigkpuTe, baraToLeHTpOBe, MTPOIOBKEHEe AOC/IiZPKEHHS 3a YYaCTIO MAL{i€HTIB, sKi paHimie 6pamu
yuacTb y [JOCJIiI)KeHHSIX, CTIOHCOPOBAaHUX KoMriaHiero «/[)keHeHTek» Ta/abo «®D.XoddmaHH-JIs
Pouu JITa», kox nocnigpkenHs BX44273, Bepcis 6 Big 07 sivcronaza 2025 p.

3asiBHUK, KpaiHa

ToBaprCTBO 3 0OMEXXEHOI0 Bi/iIoBifambHiCTIO «Polil YKpaiHa»

CnoHcop, KpaiHa

@.Xobdmann-JIs Pomn JITa, [Beiiiiapis

[Tepetik fOCHiAKyBaHUX JIiIKAPCHKUX
3acobiB ikapchka opma,
[I03yBaHHSs, BUDOOHMK, KpaiHa

ATe3omisymab (Atezolizumab, TereHTpuk®, Tecentrig®) (RO5541267; SUB178312, 1380723-
44-3, MPDL3280A; arte3omizymab (atezolizumab)); KOHI[eHTpaT Ml PO3UMHY /IS
BHyTpilIHbOBeHHUX iHGY3ik (1200 mr/20 mm); 60 mr/ma; Roche Diagnostics GmbH, Germany;
F. Hoffmann-La Roche AG, Switzerland;

Tiparonymab (Tiragolumab, Tuparomyma6) (RO7092284/F03-01; SUB181747, SUB197861,
1918185-84-8, MTIG7192A, anti-TIGIT, aTIGIT, PRO400402, 4.1D3, RO7092284; Tiparosyma0
(tiragolumab)); KoHLleHTpaT [/ pPO3UMHY JJi BHYTpillHbOBeHHUX iHGy3ii (600 mr/10 mn);
60 mr/mi; F. Hoffmann-La Roche AG, Switzerland;

Imaracepti6 (Ipatasertib) (RO5532961; RO5532961/F16-01, RO5532961/F17-01, 1001264-89-6,
1489263-16-2, GDC-0068.23, R05532961-001, GDC-0068, R0O5532961-000, G-035608;
imatacepti6  (ipatasertib));  Tabmetkw, BKpWUTi TUIiIBKOBOWO  obosioHkoro; 100  wr;
F. Hoffmann-La Roche AG, Switzerland;

Imaracepti6 (Ipatasertib) (RO5532961; RO5532961/F16-01, RO5532961/F17-01, 1001264-89-6,
1489263-16-2, GDC-0068.23, R05532961-001, GDC-0068, R0O5532961-000, G-035608;

imatacepti6  (ipatasertib));  Tabmetkw, BKpWUTi TUIiIBKOBOWO  obosioHkoro; 200  wr;
@.Xodbdmann-JIs Pomn JIta, [Beiiiiapis
Bignosiganshuii (i) mocaigauk (1) 1) nikap JopoHina M.B.

Ta MicLe (s1) NpoBe/leHHs
BUTIPOOYBaHHS B YKpaiHi

TOBAPUCTBO 3 OBMEXEHOR BIATIOBIOAJIBHICTHO «APEHCIA EKCIITJIOPATOPI
MEIICIH», Bifaia KJIiHIYHUAX JOCTiIKeHb MeuuHOro 11eHTpy, M. KuiB

[TpernapaT MOPiBHSHHS, BUPOOHUK
Ta KpaiHa




TIPO/IOBKeHHsI fjoflaTka 1

CynyTHi MaTepianu/mperiapati
CYITyTHBOI Tepartii/fopugudHa abo
¢isuuHa ocoba, siKa 7€ 3a
JIOBIpPEHICTIO, Ky Ha/laB CIIOHCOP U
3asiBHUK Ha BBE3€HHS
JIOCJTi/PKYBaHUX JIIKApChKUX 3aco0iB
Ta CyNyTHIX MaTepiaiis

Haponyrtamin (Darolutamide, Hy6eka, Nubeqa®) (maponytamig (darolutamide)); Tabietkw,
BKPUTI TITiBKOBOIO 060/10HKO10; 300 Mr; Orion Corporation, Finland

HauanbHuk ®@apMaleBTUYHOr0 YIIPaB/IiHHA Onekcangp I'PINHEHKO

(miznuc) (Bnacue im’s TIPI3BUIIE)



HopnaTtok 2
0 Haka3zy MiHicTepcTBa OXOPOHHU 30POB’S

Ykpainu «IIpo T1ipoBeJjeHHSI KJIIHIYHOTO
BUTIPOOYBaHHS JIIKapCbKOI' 0 3aco0y,
3aTBEpP/)KEHHSI  CYTTEBUX IIONPaBOK Ta

BHeceHHs 3MiH 70 gogatka Ne 19 mo Haka3sy
MiHicTepcTBa OXOpPOHM 3[0pOB’S  YKpaiHu
Biz 12 TpaBHs 2026 poky Ne 608»

29.05.2026 Ne 718

InenTudikatiis CyTTEBOI MOMpPaBKU

OHoB/ieHU# TTPOTOKO/ KiiHigHOTro BrrpobyBanHs TNT119-PMN-201, norpaBka 3 Big 06 moToro
2026 poKy, aHrJ1ilicbKoro MOBOtO; [H(dopMallitiHuii TUCTOK i (hopma iHopMoBaHOI 3ro/iy MallieHTa,
I Ykpainy, Bepcis 2.1 Big 19 motoro 2026 poky. Ilepekiaz yKpaiHCbKOX MOBOO Bifj 25 JIFOTOrO
2026 poky; IndopmariiiiHuii mucToK i hopma iHopMoBaHOI 3roAu Talji€HTa, /s YKpaiHu, Bepcis
2.1 Biz 19 motoro 2026 poky, aHrilcbKor0 MOBOO; IH(opMariliHuii TMCTOK i hopma iHhopmoBaHOT
3roid [/ BariTHOI y4acHWII/IapTHepa, Ayig YKpainu, Bepcia 2.1 Bix 10 Gepe3ns 2026 poky.
[Tepeksaz yKpaiHCbKOIO MOBOIO Bif 17 Gepesns 2026 poky; Indopmauiiiauii mictok i ¢popma
indbopmoBaHOi 3rofy /i BariTHOI yuaCHUI[i/TlapTHepa, A8 YKpainu, Bepcia 2.1 Bixg 10 Gepe3Hs
2026 poKy, aHTJTiNCbKOI0 MOBOIO; 301/bIIIeHHS KiIbKOCTi yuacHUKIB 3 20 oci6 (12 paHg0Mi30BaHUX)
1o 30 ocib (mogaTkoBo 10 yuacHUKiIB) B YKpaiHi; IHCTpPyKIIil Ta I[oJjeHHUK A1 30upaHHs J000Boi
ceui B Mexxax gocaimpkenHs TNT119-PMN-201, sepcis 2.0 Big 27 motoro 2026 poKy, yKpalHCbKOXO
MOBOIO, TIepeK/aj] YKpaiHChbKOI0 MoBoiO Bif 06 Gepe3nst 2026 poky; 3MiHa Ha3BM KJIiHIUYHOTO
BUNPOOYBaHHS:

nipenapaty bynonpytyr (TNT119) y narjieHTis
3 TIepBMHHOI0 MeMOpaHO3HOI0 HedpomnaTiero
(ITMH)»

BYJIO CTAJIO
«Bigkpute  mocmimkenHs ¢asm 2 ang | «Bigkpure  gocmimkenHs  dam 2 A
OL[iHKH Oe3meku Ta e(heKTUBHOCTI | OL[iHKU Oe3meku Ta e(heKTUBHOCTI

nipenapaty bynonpytyr (TNT119) y nanjientis
3 TIepBMHHOI0 MeMOpaHO3HOI0 HedporaTiero
(PrisMN)»

Howmep Ta fara Hakasy MO3 mipo
MPOBeIeHHS K/IIHIYHOTO
BUTIPOOYBaHHS

Ne 1433 Biz 16.09.2025

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

«Bigkpure mocnimkenHs da3u 2 A/ OL[iHKK Oe3mekd Ta eheKTHBHOCTI TperapaTy BymompyTyr
(TNT119) y nmarjienTiB 3 mepBuHHOIO MeMbpaHo3HOow Hedponariero (ITIMH)», TNT119-PMN-201,
rioripaBka 2 Bifi 12 uepBHsi 2025 p.




TIPO/IOBKeHHsI fjoflaTka 1

3asiBHUK, KpaiHa ToBapucTBO 3 06MeXeHoI0 BifnoigansHicTio «BIOPACI YKPATHA»
CrioHcop, KpaiHa Climb Bio, Inc., USA (Kna#im6 Bio, k., CIIIA)
HauanbHuk ®apManeBTHYHOT0 yIpaB/IiHHS Onexkcangp I'PINEHKO

(mignuc) (Bnache im’st TIPI3BULLIE)



HopaTtok 3

0 Haka3zy MiHicTepcTBa OXOPOHHU 30POB’S
Ykpainu «IIpo T1ipoBeJjeHHSI KJIIHIYHOTO
BUTIPOOYBaHHS JIIKapCbKOT 0 3aco0y,
3aTBEpP/)KEHHSI  CYTTEBUX IIONPaBOK Ta
BHeceHHs 3MiH 70 gogatka Ne 19 mo Haka3sy
MiHicTepcTBa OXOpPOHM 3[0pOB’S  YKpaiHu
Biz 12 TpaBHs 2026 poky Ne 608»

29.05.2026 Ne 718

InenTudikatiis CyTTEBOI MOMpPaBKU

Jluct-po3’sicheHHss Bif 22 TtpaBHs 2025 poky po Ilporokosy KmiHi4HOro BUITPOOYBaHHS
BJT-778-001, Bepcis 5.0, mompaBka 4, Big 12 6Gepe3nsi 2025 poKy, aHIJIiCBKOIO MOBOIO;
JIuct-po3’sichennss Big 30 BepecHs 2025 poky go Ilporokosy KiiiHiYHOTO BUITPOOYBaHHS
BJT-778-001, Bepcis 5.0, mompaBka 4, Big 12 6Gepe3nsi 2025 poKy, aHIJIiICBKOIO MOBOIO;
Jluct-po3’sicheHHs Bifg 25 muactomaga 2025 poky go IIpoTokosny KiiHiuHOTO BHITPOOYBaHHS
BJT-778-001, Bepcis 5.0, nomnpaBka 4, Big 12 6epe3ns 2025 poky, aHT/IiliCbKOI0 MOBOIO; bpoiiypa
pocnifgauka bpenosityr (Brelovitug), Buganns 4 Big 04 rpygHs 2025 poky, aHIJIiCBKOI0 MOBOIO

Howmep Ta gata Hakazy MO3 mipo
NIpOBe/leHHs KJIIHIUHOT0
BUTIPOOYBaHHS

Ne 742 Big 17.04.2023

Ha3sga kstiHiuHOTO BUTIPOOYBaHHS,
KO/I, BepCisi Ta fjaTa

«®a3za 1/2a, paHgoMi3oBaHe, TIaie00-KOHTPOJIBOBAHE [OC/I/KEHHS [/ OI[iHKM 0Oe3reKH,
TepeHOCUMOCTi, (hapMaKOKiHEeTUKH Ta MPOTUBIPYCHOI aKTUBHOCTI npernapaTy BJT-778 y 3mopoBux
Z0OpOBOJIBIIIB Ta MAIliEHTIB i3 XpPOHIUHOIO iH(EKLi€r Bipycy rernatuty B, BK/IFOUat0UM MaL[ieHTIB i3
XpOHiuHOI0 iH(eKIieto Bipycy rematury D», BJT-778-001, Bepcis 5.0, moripaBka 4, Bij 12 6epe3Hs
2025 poky

3asiBHUK, KpaiHa

TOB «APEHCIA EKCIUVIOPATOPI MEIICIH», YkpaiHa

CnoHcop, KpaiHa

bmomxeli TepanbioTike, IHK. [Bluejay Therapeutics, Inc.], CIITA

Hauanbauk ®apManeBTHUHOT0 yIpaB/IiHHS Onekcangp I'PIHEHKO

(mipnmc) (Bnacse im’st TTPI3BULIE)



Hopatok 4

0 Haka3zy MiHicTepcTBa OXOPOHHU 30POB’S
[0 Haka3ly MiHicTepcTBa OXOPOHU 3/0pPOB’S
Yxkpainn «[Ipo TmpoBefieHHsI KJIIHIUHOTO
BUITPOOYBaHHS JIIKapCbKOTO 3aco0y,
3aTBEpP/KEHHSl CYTTE€BUX IIOMpPaBOK Ta
BHeCeHHs 3MiH [0 fgozgaTtka Ne 19 no Hakasy
MiHicTepcTBa OXOPOHM 3[0pOB’Sl YKpaiHu
Biz 12 TpaBHs 2026 poky Ne 608»

29.05.2026 Ne 718

[neHTU(diKaLlisi CYTTEBOI MOMPABKU

Bpomypa [Hocnignuka mpernapaty BAY 2757556 (Vitrakvi®, Larotrectinib), Bepcis 13.0 Bix
11 6epe3ns 2026 p.

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

Ne 1102 Big 02.06.2021

HasBa kiHiyHOTrO BUNPOOYyBaHHH,
KO[I, BepCis Ta jaTta

«docnimpkenns 1/2 ¢a3u 3actocyBaHHs nepopanbHoro iHribiTopy TRK napoTpekTiHiOy y marjieHTiB
JUTSYOTO BiKy 3 TIPOTPECYIOUMMH COJIIAHUMM TyXJIMHaMH abo TepBUHHUMH IyXJIMHAMHU
1[eHTpa/IbHOI HepBOBOi cucTemMu», No. BAY 2757556 / 20290, Bepcis 15.0 Big 03 6epe3nst 2023 p.

3asgBHUK, KpaiHa

TOB «baiiep», YkpaiHa

CnoHcop, KpaiHa

Baiiep KoHncotomep Kep AT, IlIBetitjapis

HauanbHuk ®apManeBTHYHOT0 yIpaB/IiHHS Onekcanap I'PINEHKO

(mignuc) (Bnacue im’s TTIPI3BULLE)



HJopaTok 5

0 Haka3zy MiHicTepcTBa OXOPOHHU 30POB’S
Ykpainu «IIpo T1ipoBeJjeHHSI KJIIHIYHOTO
BUTIPOOYBaHHS JIIKapCbKOT 0 3aco0y,
3aTBEpP/)KEHHSI  CYTTEBUX IIONPaBOK Ta
BHeceHHs 3MiH 70 gogatka Ne 19 mo Haka3sy
MiHicTepcTBa OXOpPOHM 3[0pOB’S  YKpaiHu
Biz 12 TpaBHs 2026 poky Ne 608»

29.05.2026 Ne 718

[neHTU(diKaLlisi CYyTTEBOI MOMPABKU

dopma iHdopMOBaHOI 3rogu A/ TIPOAOBXKEHHs JIKyBaHHS YYaCHHKIB BUMPOOYyBaHHs
[@I13 (pooBKeHHs PO3IMPeHOI YaCTHHH JTiKyBaHHs) /i1 Y9aCHUKIB BUIIPOOYBaHH ], A1 YKpaiHu
Bepcii 1.0 Bim 09 kBiTHA 2026 poKy yKpaiHCBKOI, aHIVIIKCBKOIO Ta POCIHCHKOK MOBaMy;
[TponoBKeHHs TepMiHy TIPOBeJieHHs KJTiHiYHOTO BUMPOOyBaHHs B YKpaiHi 710 29 uepsHs 2029 poky;
3MiHa Ha3BM MiClis TTPOBe/IeHHs K/iHIYHOTO BUTIPOOYBaHHS:

BYJIO CTAJIO
sikap I'opaienko O.B. 3aB. Bij. ['opgienko O.B.
KomyHaneHe  mignmpuemctBo  «IlontaBckka | KomyHanmbHe — mifgmpuemMctBo — «ITosTaBchka
obsacHa K/TiHiuHa nikapHs | obacHa KJTiHiuHa JiKapHsS

iMm. M.B. CkiidocoBcbkoro IlonTaBcekoi | iM. M.B. CkiidocoBcbkoro IlonTaBcbKoi
obmacHoi pasiv», peBMaTO/IOTiuHe BiAineHHs, | obsacHOI  pafgu», oOslacHWA  JiKyBaJbHO-
M. ITonraBa [ilarHOCTUYHUN PEeBMAaTOJIOTIYHUN LIeHTP,
M. [TosTaBa

Howmep Ta gata Hakazy MO3 mipo
NIpOBe/leHHs KJIIHIYHOTO
BUTIPOOYBaHHS

Ne 1896 Big 27.08.2019

Ha3sga kstiHiuHOTO BUTIPOOYBaHHS,
KO/I, BepCisi Ta fjaTa

«PanzmomizoBaHne nogitiHe ciine gocmimkenns 111 da3u, asis mopiBHSHHAS niperniapaTy PicaHkizymab 3
nanebo y MallieHTiB 3 aKTUBHMM TicopiaTiuHuM apTtputoM (IIcA), sKi MalOTh B aHaMHe3i
HeaJieKBaTHY BiJMOBib TIpMHAMHI Ha OWH XBOPOOOMOAMGIKYIOUMi TIPOTUPEBMAaTUUYHUMA
nipertapaT (XMIIPII) a6o #oro HemepeHocumicte (KEEPSAKE 1)», M16-011, Bepcis 7.0 Bif
10 >xoBTHA 2024 poKy

3asiBHUK, KpaiHa

«E66Bi Biodapmacerotikans 'M6X», I1IBeiiiiapis

CnoHcop, KpaiHa

AbbVie Inc., USA/ E66BI Iuk., CIITA

HauanbHuk ®apmaineBTUUHOr0 ynpas/liHHSA Onekcangp 'PINHEHKO




MpoOAOBXeHHA 404dTKa 1
(miznmc) (Bnacse im’st TTPI3BULIE)



HJopaTtok 6

0 Haka3zy MiHicTepcTBa OXOPOHHU 30POB’S
Ykpainu «IIpo T1ipoBeJjeHHSI KJIIHIYHOTO
BUTIPOOYBaHHS JIIKapCbKOT 0 3aco0y,
3aTBEpP/)KEHHSI  CYTTEBUX IIONPaBOK Ta
BHeceHHs 3MiH 70 gogatka Ne 19 mo Haka3sy
MiHicTepcTBa OXOpPOHM 3[0pOB’S  YKpaiHu
Biz 12 TpaBHs 2026 poky Ne 608»

29.05.2026 Ne 718

Inentudikauis cyrreBoi monpaBky | bpomypa mocmigHuka gocmimkyBaHoro jikapcekoro 3acoby PKVCEJIEKA® (JYSELECA®)
(PinroTini6 (GS-6034)), Buganns 20 Bix 18 6epe3nst 2026 poky aHI/IiHCEKOI0 MOBOIO

Howmep Ta fata Hakazy MO3 1ipo Ne 423 Bipm 12.04.2017
TpOBe/leHHs KJIIHIYHOr O

BUIIPOOYBaHHS

HasBa kniiHiuHOTO BUMpOOyBaHHs, | «/OBroTpHBasie TIOJOB)KeHe [OC/i/KeHHs [ OI[iHKM Oe3reku GinroriHiOy B marjieHTiB i3

KO/, BepCis Ta jara BHUpa3KoBUM KositoM», GS-US-418-3899, 3 iHKopropoBaHOO monpaBkoro 13 Big 22 cepriHs
2024 poky

3asBHUK, KpaiHa TOBAPUCTBO 3 OBMEXEHON BIAIIOBIOAJIBHICTHO «®PAPMACBIOTIKAJI PICEPY

ACCOYIIVENTC YKPATHA» (TOB «®PA YKPATHA»)

CnoHcop, KpaiHa Galapagos NV, Benbris

HauanbHuk ®apManeBTHYHOT0 yIpaB/IiHHS

Onekcanap I'PINEHKO

(mignuc)

(Bnacue im’s TTIPI3BULLE)



HopaTtok 7
0 Haka3zy MiHicTepcTBa OXOPOHHU 30POB’S

Ykpainu «IIpo T1ipoBeJjeHHSI KJIIHIYHOTO
BUTIPOOYBaHHS JIIKapCbKOI' 0 3aco0y,
3aTBEpP/)KEHHSI  CYTTEBUX IIONPaBOK Ta

BHeceHHs 3MiH 70 gogatka Ne 19 mo Haka3sy
MiHicTepcTBa OXOpPOHM 3[0pOB’S  YKpaiHu

Biz 12 TpaBHs 2026 poky Ne 608»
29.05.2026 Ne 718

InenTudikatiis CyTTEBOI MOMpPaBKU

Indopmarjiiinuii MCTOK yuyacHMKa i ¢opma iHpopmoBaHOI 3rofu AJsi y4acTi B K/IiHIUHOMY
nocnigkenHi CLI-05993AA9-01, Bepcis 3.0 Big 20 kBiTHA 2026 poKy AJis YKpaiHH, aHT/IiiCbKOI0
MoBo10; [H(opmaLiliHuii MMCTOK yyacHUKa i popma iHHOPMOBaHOI 3rox /ISl yyacTi B KJIiHIYHOMY
mocnigpkenHi CLI-05993AA9-01, Bepcis 3.0 Big 20 kBiTHA 2026 poKy A/id YKpaiHu, YKPaiHCbKOIO
MoBo1o; [logatok o IHndopmartiiiiHoro ucra yuacHuka i popmu iHdopmoBaHoi 3rosiy AJisl yyacTi B
kiaiHiyHomy pociigkeHHi CLI-05993AA9-01, Bepcis 1.0 Big 20 kBiTHs 2026 poky Ajs1 YKpaiHu,
aHr1ilcbKO0 MOBOMO; [losaTok Ao IHdopMariiiiHoro iMcra yuacHvka i popmu iHdopmoBaHoi 3rofu
JJ1s1 yyacTi B KiiHiuHOMY pociigykeHHI CLI-05993AA9-01, Bepcis 1.0 Big 20 kBiTHs 2026 poky asis
YKpaiHu, yKpalHCbKOIO MOBOK; 3MiHa BiJINOBIZAIBbHOIO [JOC/IIAHMKA Y MICLI IIpOBeJeHHs

KJIiHIYHOT'O BUTIPOOYBaHHS:

BYJIO CTAJIO
K.M.H. Murosuu B.B. nikap Kipeesa I.JI.
KomyHanbHe HekoMepljiliHe TignpuemMcTBO | KoMyHanbHe HeKOMepLjiiHe TiIIPUEMCTBO
«lleHTpasbHa MicbKa K/iHiuHa JikapHs | «LleHTpasbHa  MicbKa  KJ/IiHiUHa  JiiKapHs
IBaHO-DpaHKIBCLKOL MiCBKOI pagu», | IBaHO-DpaHKiBCHKOL MiCBKOI pagun»,
TepareBTUYHe BifiieHHs Nel, | TeparieBTUUYHE BifiieHHs Nel,
M. IBaHO-PpaHKIiBCHK M. IBaHO-®DpaHKiBCBK
I.M.H., npod. NaBpuctok B.K. n.M.H. 13106k 5.0.
Hep>xaBHa yCTaHOBa «Hartjionanehuii | Jlep>kaBHa yCTaHOBa «HartioHanbHui
HAyKOBMM LIeHTp (TU3iaTpii, My/JIbMOHOJIOTII Ta | HAYKOBUI LIeHTP (TU3iaTpii, My/IbMOHOJIOTII Ta
aneprosiorii  imeHi DI SHoBCBKOrO | aneprosiorii  imeHi DI SAHOBCBKOrO
HanionanpHol  akazemii MeguuHux Hayk | HarjioHanpHOi  akazemili  MeAUYHMX — HaykK
Ykpainn», BiAineHHs iHTepCTULIMHUX | YKpaiHW», BifieHHs IHTepCTUL[IMHUX
3aXBOPIOBaHb JiereHb, M. KuiB 3aXBOPIOBaHb JiereHb, M. KuiB

Howmep Ta fata Hakazy MO3 mipo

Ne 51 Big; 15.01.2026




TIPO/IOBKeHHsI fjoflaTka 1

NIpOBe/leHHs KJIIHIYHOTO
BUTIPOOYBaHHS

Ha3sga kstiHiuHOTO BUNIPOOYBaHHS,
KO/I, BepCisi Ta fjata

«®aza II, MixHaposHe, OaraTolleHTpOBe, TIO/BiliHe CJlire, paH/OMi30BaHe, KOHTPOJIbOBAaHE
aKTWBHMUM T[IpeliapaToM, TpbOXeTallHe IlepexpecHe [AOC/IipKeHHS [/ OLIHKWA TeparieBTUYHOL
€KBIBaJIEHTHOCTI /1030BaHOr0 aepo3o0sibHOro iHranaropa CHF5993 3 poszamu 100/6/12,5 MKr
HFA-152A y nopiBHsIHHI 3 [030BaHWM aepo3oyibHUM iHraastopoM CHF5993 3 posamu
100/6/12,5 mxkr HFA-134A y natjieHTiB i3 6poHXiaTlbHOK aCTMOO JIETKOTO Ta CEPeJHHOTO CTYTIeHSI
TspKKOCTI (mocimkenHs: TRECONY)», CLI-05993AA9-01, Bepcist 2.0 Big 21 aunHs 2025 poky

3asgBHUK, KpaiHa

TOB «®OPTPIA JIEBEJIOIIMEHT YKPAIHA»

CrioHCOp, KpaiHa

«K’e3i Papmanenrtiui C.r.A», Itanig

Hauanbauk ®apmaiieBTUHYHOr0 yNpaB/IiHHSA Onekcanap I'PIHEHKO

(nmignuc) (Bnacue im’s TIPI3BULIE)



HopaTtok 8

0 Haka3zy MiHicTepcTBa OXOPOHHU 30POB’S
Ykpainu «IIpo T1ipoBeJjeHHSI KJIIHIYHOTO
BUTIPOOYBaHHS JIIKapCbKOT 0 3aco0y,
3aTBEpP/)KEHHSI  CYTTEBUX IIONPaBOK Ta
BHeceHHs 3MiH 70 gogatka Ne 19 mo Haka3sy
MiHicTepcTBa OXOpPOHM 3[0pOB’S  YKpaiHu
Biz 12 TpaBHs 2026 poky Ne 608»

29.05.2026 Ne 718

InenTudikatiis CyTTEBOI MOMpPaBKU

Marepianu [ y4yaCHUKIB JOCHIpKeHHd: YeK/MCT AJid MiAroToBKY A0 Bi3uTy, Bepcia 1.0 Bix
22 oBTHS 2025 poKy (yKpaiHCbKOIO Ta POCiiiCbKOK MOBaMH)

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

Ne 1433 Biz 16.09.2025

HasBa kiiHiuHOTO BUMPOOYBaHHH,
KO/, BepCis Ta jara

«PanziomizoBane, TmoABiliHe ctitie, TUIAle00-KOHTPOBLOBAaHE AOCHiMKeHHsT (asu  2b, 110
TIPOBO/JIUTHCS Y TIapasie/lbHUX I'Pyrnax 3 MeTO OLIiHKM e(eKTHBHOCTI Ta 6e3reyHOCTi BepeKiTyry
(UPB-101) B yuaCHWMKIB i3 XpOHIYHUM OOCTPYKTHBHUM 3aXBOPIOBaHHSM JiereHb (X 03JT) momMipHOTO
abo Tspkkoro cryneHsi», UPB-CP-06, Bepcis 2.0 Big 13 mucronaza 2025 poky

3asgBHUK, KpaiHa

TOB «ITAPEKCEJI YkpaiHa»

CnoHcop, KpaiHa

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

HauanbHuk ®apManeBTHYHOT0 yIpaB/IiHHS Onekcanap I'PINEHKO

(mignuc) (Bnacue im’s TTIPI3BULLE)



HopaTtok 9

[0 Haka3ly MiHicTepcTBa OXOPOHHU 3[I0POB’S
Ykpainu «IIpo T1ipoBeJjeHHSI KJIIHIYHOTO
BUTIPOOYBaHHS JIIKapCbKOT 0 3aco0y,
3aTBEpP/)KEHHSI  CYTTEBUX IIONPaBOK Ta
BHeCceHHs 3MiH 70 gogatka Ne 19 mo Hakasy
MiHicTepcTBa OXOpPOHM 3[0pOB’S  YKpaiHu
Biz 12 TpaBHs 2026 poky Ne 608»

29.05.2026 Ne 718

InenTudikatiis CyTTEBOI MOMpPaBKU

Hocwe pocnimkyBaHoro mikapcekoro 3acoby SPY001-001 (IMPD-Quality), pemakuis 11.0 Big
13 kgBiTHs 2026 p.; [TomoBXKeHHS TepMiHYy MPHAATHOCTI JOC/Ii/PKYBaHOTO JIiIKAPCHKOTO 3acoby
SPY001-001, KoHLIeHTpaT A/1s1 IPUTOTYBaHHS po34uuHy A7 iHPy3ii, 150 mr/ma (300 mr / 2 mim)
3 30 mo 36 wicaniB. (Crocyetbcsi: [ofgaTKy [0 TIPOTOKOJYy K/IiHIUHOTO BHUITPOOYBaHHS
SPY123-201, wo onucye KOHKpeTHe BTPy4YaHHs i3 3acTocyBaHHAM mperniapaty SPY001, pepakuis
1.1 Big 30 TpaBHs 2025 p.; JomaTky A0 MPOTOKOMY KiiHiuHOTO BUrpobyBaHHs SPY123-201,
0 OMHUCYE KOHKPeTHe BTPy4YaHHs i3 3acTocyBaHHsAM KombOiHarjii SPY120, pepakuis 1.0 Bif
21 cepriasi 2025 p.; [ofaTKy Ao TIPOTOKOJY KiiHiuHOro BurpobyBanHs SPY123-201, 1[0 omnucye
KOHKpeTHe BTpy4YaHHs i3 3actocyBaHHsIM KoM0OiHarii SPY 130, pegaxuis 1.0 Bizg 31 >xoBTHs 2025 p.)

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

Ne 1271 Bip 11.08.2025;
Ne 1832 Big 02.12.2025;
Ne 458 Big 03.04.2026

HasBa kiHiyHOTO BUNPOOYBaHHH,
KO[I, Bepcis Ta zjaTta

«[Tnardopmue pocnimkenns II dasu 3 oriHku eeKTUBHOCTI i Ge3reyHOCTi aHTUTIN TpUBanol Ail
TIPY 3aCTOCYBaHHI B PeXKMMi MOHO- ab0 KOMOiHOBaHOI Tepariii 3 IPUBOAy CepPeHBOTSHKKOTO abo
TSDKKOTO Tepebiry BUpa3KOBOTrO KOJITY B akTuBHilM ¢opmi», SPY123-201, OcHOBHMI MPOTOKOJ
KaiHiyHoro BuripoOyBaHHsi SPY123-201, pemakuisi 1.2 Big 04 uepBHsi 2025 p.; [ozatok o
MIPOTOKOJy KJiHiyHOro BumpoOyBaHHsi SPY123-201, 1m0 oOmucye KOHKpeTHe BTPyYaHHsS i3
3actocyBaHHaM mnpemnapaty SPY001, pepakuia 1.1 Big 30 tpaBus 2025 p.;

«[Tnardopmue pocnimkenns II dasu 3 oriHku eeKTUBHOCTI i Ge3reyHOCTi aHTUTIN TpUBanol Ail
TIPY 3aCTOCYBaHHI B PeXKMMi MOHO- ab0 KOMOiHOBaHOI Tepariii 3 IPUBOAy CEepPeHBOTSHKKOTO abo
TSDKKOTO Tepebiry BUpa3KOBOTrO KOJITY B akTuBHilM ¢opmi», SPY123-201, OcHOBHMI MPOTOKOJ
KaiHiyHoro BuripoOyBaHHsi SPY123-201, pemakuisi 1.2 Big 04 uepBHsi 2025 p.; [ozatok o
MIPOTOKOJy KiiHiyHOro BumpoOyBaHHsi SPY123-201, 1m0 oOmucye KOHKpeTHe BTPyYaHHsS i3
3acTocyBaHHsIM KoMmbiHarlii SPY 120, pegakuist 1.0 Big 21 cepriust 2025 p.;

«[Inardopmue pocnimkenns I dasu 3 oniHku edeKTUBHOCTI i 6e3MeYHOCTi aHTUTI TpUBanoi il




TIPO/IOBKeHHsI fjoflaTka 1

TIPY 3aCTOCYBaHHI B PeXXMMi MOHO- abo KOMOiHOBaHOI Teparii 3 MPUBOAY CepeaHbOTSHKKOr0 abo
TSDKKOTO Tepebiry BHpa3KoBOTO KOJITy B akTHBHiN ¢opmi», SPY123-201, OcHOBHUI TIPOTOKOJ
KiHiuHOTO BUNpoOyBanHs SPY 123-201, peapaxkiiis 1.2 Big 04 uepsast 2025 p.; [loAaTok, 1110 OMUCYE
KOHKpeTHe BTpyuaHHS i3 3acTocyBaHHsAM KombiHatlii SPY 130, pemakiiisi 1.0 Big 31 >koBTHs 2025 p.;
Iopatok, 110 onMcye KOHKPeTHe BTPyYaHHS i3 3acTocyBaHHsIM KoMmbiHarii SPY230, penakuist 1.0
Biz 31 xoBTHA 2025 p.

3asgBHUK, KpaiHa

TOBAPHCTBO 3 OBMEXEHOIO BIZITIOBIJAJIBHICTIO «ITI EC AI1-YKPATHA»

CnoHcop, KpaiHa

«Crniaep Tepan’toTikc, IHK.» [Spyre Therapeutics, Inc.], CIIIA

Hauanbauk ®@apmaiieBTUHYHOr0 yNpaB/IiHHSA Onekcanap I'PIHEHKO

(mignmc) (Bnacue im’s TIPI3BULLE)



Hopatok 10

0 Haka3zy MiHicTepcTBa OXOPOHHU 30POB’S
Ykpainu «IIpo T1ipoBeJjeHHSI KJIIHIYHOTO
BUIPOOYBaHHS JIIKapCbKOT 0 3aco0y,
3aTBEpP/)KEHHSI  CYTTEBUX IIONPaBOK Ta
BHECeHHs 3MiH [0 goaaTtka Ne 19 no Hakaszy
MiHicTepcTBa OXOpPOHM 3[0pOB’S  YKpaiHu
Biz 12 tpaBHsa 2026 poky Ne 608»

29.05.2026 Ne 718

[neHTU(diKaLlisi CYTTEBOI MOMPABKU

OHoBJieHe [I0Ch€ AO0CTiIKyBaHOr0 JlikapchbKoro 3acoby MK-1084, sepcis 093HDQ Bix 23 Gepe3nsi
2026 poOKy, aHIJIMCBKOK MOBOI; BK/IHOUeHHS [OJATKOBOTO MiCLisl TMPOBEeAEHHS K/IiHIYHOro
BUTIPOOYBaHHS:

No [1.1.b. BiAgmOBia/IbHOTO AOC/TIIHUKA
/o Ha3Ba Miclist TpoBe/ieHHs KTiHIYHOTO BUTIPOOYBaHHS

1. | nikap Kymuk C.O.
ToBapuctBo 3 obmexeHoro BignoBiganeHicTIO «KJITHIKA BEPYM EKCIIEPT»,
Meayunuii LieHTp, M. Kui

Howmep Ta fara Hakasy MO3 mipo
MPOBeIeHHS K/IIHIYHOTO
BUTIPOOYBaHHS

Ne 766 Big 03.05.2024

Ha3Ba k/tiHiuHOr0 BUMPOOYBaHHS,
KO[|, BepCisd Ta fara

«PaHngowmi3oBaHe, nojgitiHe cimne, 6araToiieHTpoBe AocmimkeHHs 111 ¢ga3u kombiHarii MK-1084 3
nieMOpoJTisayMaboM TopiBHSIHO 3 KoMOiHalji€to nembpostizymady 3 1uiarie6o sIK JTiKyBaHHSI MepIIoi
JIiHIT 7yIA YYaCHUKIB i3 JIOKaJbHO-TIOIIMPEHUM ab0 MeTacTaTMUHUM HeApiOHOK/TITUHHUM PaKOM
nereHiB 3 mytaniero KRAS G12C Tta ekcrnipecieto PD-L1 TPS > 50% (KANDLELIT-004)»,
MK-1084-004, 3 inHkopnopoBaHot0 1iorpaBkoro 03 Bif 22 smnHs 2025 poky

3asgBHUK, KpaiHa

ToBapuCcTBO 3 00MeXXeHO0 BizinoBiganpHicTIO « MCJI YKpaiHa»

CrioHCOp, KpaiHa

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

Hauanbauk ®apmaiieBTHYHOr0 yIpaB/IiHHSA Onekcanap I'PIHEHKO

(mignuc) (Bnacue im’s TIPI3BUIIE)



Hopatok 11

0 Haka3zy MiHicTepcTBa OXOPOHHU 30POB’S
Ykpainu «IIpo T1ipoBeJjeHHSI KJIIHIYHOTO
BUTIPOOYBaHHS JIIKapCbKOT 0 3aco0y,
3aTBEpP/)KEHHSI  CYTTEBUX IIONPaBOK Ta
BHeceHHs 3MiH 70 gogatka Ne 19 mo Haka3sy
MiHicTepcTBa OXOpPOHM 3[0pOB’S  YKpaiHu
Biz 12 TpaBHs 2026 poky Ne 608»

29.05.2026 Ne 718

InenTudikatiis CyTTEBOI MOMpPaBKU

Indopmariis a1 nawieHTa Ta iHpopMoBaHa 3rojja Ha yuacTb Y HAQyKOBOMY J0C/IipKeHHi, Bepcis 15.0
anst Ykpainu Big 30 ciuna 2026 poky, YKpaiHCBKOIO, aHTJIIMCBKOK) Ta POCIMCHKOI MOBaMy;
dopma indopmoBaHOI 3roAaM Ui TIPOJOBXKEHHS JIKyBaHHS yUYaCHHKIB BUIPOOYBaHHS
[DI3 (mpojoB)KeHHs PO3IIMPeHO] YaCTUHY JTiKyBaHHs1) /7151 y4aCHUKIB BUTIPOOyBaHH: ], 11 YKpaiHu
Bepcil 1.0 Bix 07 xBiTHA 2026 poKy yKpalHCBKORO, aHIIIMCHKOO Ta POCIMCHKOI0 MOBaMU

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

Ne 490 Big 05.05.2017

HasBa kiHiyHOTO BUNPOOYyBaHHH,
KO[I, Bepcis Ta zjaTta

«baraTolieHTpoBe, TpHuBane TofoBXKeHe mAochimkeHHs III ¢a3u 3 oiiHku Oe3meuHocTi Ta
edekTrBHOCTI YmazaiuTtuHiOy (ABT-494) y marjieHTiB 3 BHUpa3KOBUM KosiTomM», M14-533,

3 iHKOpnopoBaHUMU AZIMiHiCTpaTMBHKMMU 3MiHaMmu 1, 3, 5, 6, 7, 8 (Tinbku gnas Kanagm), 9, 101 11
(tineku anst [Mosbigi) Ta TMonpaBkamu 0.01, 1, 2, 3, 4, 5, 6, 7, 7.02 (tinbku ana HimeuunHn),
7.03 (tineku st Kopei) ta 8, 8.02 (tinbku gst €C) i 9 Big 10 moTtoro 2025 poky

3asgBHUK, KpaiHa

«E66Bi biodapmackroTikan3 I'm6X», IlIBefirapis

CnoHcop, KpaiHa

AbbVie Inc., USA

HauanbHuk ®@apManeBTHYHOT0 yIpaB/IiHHS Onekcanap I'PINEHKO

(mignuc) (Bnacue im’s TTIPI3BUILLE)



HopaTtok 12
0 Haka3zy MiHicTepcTBa OXOPOHHU 30POB’S

Ykpainu «IIpo T1ipoBeJjeHHSI KJIIHIYHOTO
BUIPOOYBaHHS JIIKapCbKOI' 0 3aco0y,
3aTBEpP/)KEHHSI  CYTTEBUX IIONPaBOK Ta

BHECeHHs 3MiH [0 goaaTtka Ne 19 no Hakaszy
MiHicTepcTBa OXOpPOHM 3[0pOB’S  YKpaiHu
Biz 12 tpaBHsa 2026 poky Ne 608»

29.05.2026 Ne 718

InenTudikatiis CyTTEBOI MOMpPaBKU

3MiHa Ha3BM MiCI[s IPOBe/IeHHs KJTiHIYHOTO BUTTPOOYBaHHS:

BYJIO

CTAJIO

I.M.H. Macnsik 3.B.

Kninika [epXaBHOI yCTaHOBU «IHCTUTYT
naTonorii KpoBi Ta TpaHcdy3iliHOI MeAULIMHU
HarionanbHol  akazemii  MeJUUHHMX HayK
YKpaiHu», BiiZliJIeHHs reMaTosIorii, M. JIbBiB

I.M.H. Macnsik 3.B.
[epkaBHa yCTaHOBa
KpOBI Ta TpaHcdy3iiHol MeIULIMHU
HarioHanbHO1  akazemii  MeJWUHUX HAyK
YKpaiHnu», BiijijleHHs remaTosiorii, M. JIbBiB

«IHCTUTYT maToJoril

Howmep Ta fara Hakasy MO3 mipo
MPOBeIeHHS K/IIHIYHOTO
BUTIPOOYBaHHS

Ne 1966 Biz 15.09.2021

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

«docmimkennsi II ¢a3u omiHKKM edekTUBHOCTI Ta Oe3meunocti MK-1026 y maijieHTiB 3
reMaToJ/IOTiYHUMU 3/105IKiCHUMU 3aXBOproBaHHAMK», MK-1026-003, 3 iIHKOPIIOpOBaHO MOMNPAaBKOK)

09 Big 21 ceprias 2025 poky

3asgBHUK, KpaiHa

ToBapucTBO 3 00MeXXeHO0 BizinoBiganpHicTIO « MCJI YKpaiHa»

CrioHCOp, KpaiHa

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

Hauanbauk ®@apmaiieBTHYHOr0 yNpaB/IiHHSA

Onekcanap I'PIHEHKO

(mignuc)

(Bnacue im’s TIPI3BUIIE)



HopaTok 13

0 Haka3zy MiHicTepcTBa OXOPOHHU 30POB’S
Ykpainu «IIpo T1ipoBeJjeHHSI KJIIHIYHOTO
BUTIPOOYBaHHS JIIKapCbKOT 0 3aco0y,
3aTBEpP/)KEHHSI  CYTTEBUX IIONPaBOK Ta
BHeceHHs 3MiH 70 gogatka Ne 19 mo Haka3sy
MiHicTepcTBa OXOpPOHM 3[0pOB’S  YKpaiHu
Biz 12 TpaBHs 2026 poky Ne 608»

29.05.2026 Ne 718

InenTudikatiis CyTTEBOI MOMpPaBKU

30i/bIIeHHsT  3aT/IaHOBAHOI KiJIBKOCTI paHZOMi30BaHMX Cy0’€KTiB [JOCTipKeHHS B YKpaiHi
3 18 mo 30 naijieHTiB

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

Ne 1910 Big 18.12.2025

HasBa kiiHiuHOTO BUMPOOYBaHHH,
KO/, BepCis Ta jara

«PanziomiszoBane, mojBiliHe criime, TTaleb0-KOHTPo/bOBaHe pfociimkenHs III ¢dasu Teparmii
6apitutuHibomM 3 MeTor0 30epexxeHHs QyHKLiI OeTa-K/IiTMH y Talli€eHTiB BikOoM Bify 1 pOKy
70 < 36 pOKiB, IKMM BIIepIile AiarHocToBaHO LykpoBwuii Aiabet 1 Tuny (BARICADE-PRESERVE)»,
14V-MC-JAJK, Bepcis (b) Bix 09 ciuns 2026 poky; Bepcis (c) Big 18 mrotoro 2026 poky

3asgBHUK, KpaiHa

«Eni Jlinyi Boctok CAw, I1IBelapis

CnoHcop, KpaiHa

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

HauanbHuk ®apManeBTHYHOT0 yIpaB/IiHHS Onekcanap I'PINEHKO

(mignuc) (Bnacue im’s TTIPI3BULLE)



