HopaTok 1

Jlo Haka3y MiHicTepcTBa OXOPOHHU 3[,0POB’ sl
Ykpainu «I1po npoBeseHHs K/IiHIYHOTO
BUITPOOYBaHHS J1iKapChKOTo 3aco0y Ta
3aTBep/PKeHHS CyTTEBUX MOIMPaBOK»
07.04.2026 Ne 471

Ha3Ba k/tiHiuHOTO BUMPOOYBaHHS,
KO[J|, BepCid Ta fara

«bararonienrpoBe tuiaTdopmHe gocmimkeHHs: 11 ¢a3u 3 oiiHku 6e3neuHoCTi, epeKTUBHOCTI,
(hapMakoKiHeTUYHUX i (papMakoJMHaMiYHUX TTapaMeTpiB MPY 3aCTOCYBaHHI pPi3HUX BUZIB Tepariii B
y4acHUKIB i3 xBopo6oto KpoHa B akTHBHiM (hopMi UM BHUpPa3KOBUM KOJTOM B aKTHBHiN ¢opmi
(xomoBe mo3HaueHHsi: ASCEND-IBD)», kog gocnimkenus MT-100-201, OcHOBHUY MPOTOKOJ
K/iHiuHoro BunpoOyBanus MT-100-201, octatouHa pegakiiis 3.0 i 16 rpyans 2025 p.; [lomaTok
L[OA0 IeBHOro BuAy pgoctimkyBaHol Tteparmii MT-100-201-ISA-MT-201-SOC-PROBECD,
octaTtoyHa pepakuis 1.0 Big 26 rpyans 2025 p.

3asgBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXXEHOIO BIZITIOBIJAJIBHICTIO «I1I EC A-YKPATHA»

CnoHcop, KpaiHa

«Mipagop Tepan’toTikc, IHk.» [Mirador Therapeutics, Inc.], CIITA

[Tepenik foC/ipKyBaHUX JIIKaPCbKUX
3aco0iB JylikapceKa hopma,
[I03yBaHHsI, BUPOOHUK, KpaiHa

MT-201 (MT-201; WBP2850); po3uun ayis in'ekuiit; 100 mr/m (3 mut/duiakon); WuXi Biologics
Co., Ltd., Kuraii; Almac Clinical Services Limited, Benuka Bpurtanis

Bignosiganshuii (i) gocaigauk (1)
Ta MicLe (s1) NpoBe/leHHs
BUTIPOOYBaHHS B YKpaiHi

1) nikap Mapuyk FO.B.

KomyHasibHe minprueMcTBo «BorHchKa 06/1acHa KiliHiuHa JiikapHs» BorHcbKoi 006/1acHOI pajiy,
XipypriuHe BififliieHHsI eHJOKPHUHHOI Ta ab/0MiHa/IbHOT MaTOJIOTii 3 POKTOJ/IOTIYHUMU JTi’KKaMH,
M. JIynbk

2) nikap Ckubano C.A.

ToBapuCTBO 3 0OMEXKEHOIO Bi/MOBiZAIbHICTIO « MiXKHaPOAHUM iIHCTUTYT K/IiHIUHUX [JOCTiPKEHB»,
BiZIIis1 racTpOeHTepoJIoril Ta rerarosiorili cranjioHapHoro BijzineHHs MeaguuyHoro neHtpy «OK!
Kninik+», m. Kuis

3) nikap donenp [1.T.

ToBapucTBO 3  0OMeXeHOH  BifmnoBifganbHicTIO — «Menoya-KiiHik»,  crerianizoBaHe
racTpOeHTepOoJIoTiuHe BiJjfliieHHs /1iKyBaJbHO-TIPO(diTaKTUYHOrO MiApo3Ainy MeauuHOro LeHTpY,
M. KuiB




2 TPOJOBXKEeHHA fojaTka 1

4) k.M.H. Ilerpuna B.O.

KomyHasbHe HeKoMmepilitiHe mianpuemMcTBo «Ob6sacHa KiiHiuHa jikapHs IBaHO-®paHKiBCHKOT
o6s1acHOI pafju», TaCTPOEHTePOJIOTiuHe BiineHHs, M. IBaHO-PpaHKiBCBK

5) k.M.H. ['epacumenko O.M.

ToBapucTBO 3 00MeXXeHOIO BiAmoBifanbHicTIO «Memuunuii 1jeHTp «KoHcumiym Megikan»,
CTal[iOHapHe BiZi/li/IeHHs 3 raCTPOEHTEepPOJIOriYHMMY Tanatamu MezauuHoro LeHTpy, M. Kuis

6) 3aB. Bif. binotkau O.Y.

ToBapucTBO 3 00Me)xkeHOIO BiAmnoBifaneHicTIO «EpmenbBetic  Megike», —crieliasizoBaHe
raCTpOeHTepoJIoriuHe BifgineHHsa MeguyHoro LieHTpy, M. Kuis

7) 3aB. Bifi. 360piBchKuUii .M.

YHiBepcUTeTCbKa JIIKapHA  /JIep)KaBHOIO  HEKOMEpLIIMHOrO  MignpueMcTBa  «JIbBIBCHKMU
HallioHa/IbHUM MeJUUHUI yHiBepcuTeT iMeHi JlaHuna ["anuiibKoro», KiiHika xipyprii, XipypriuHe
BiagineHHsa Nel kamnycy imeni Map’sna [laHuuiiivza, M. JIbBIB

8) a.M.H., mpod. CraHiciaBuyk M.A.

KomyHasibHe  HeKoMepILiiliHe TANpUEMCTBO  «BiHHUWIIBKA oOsiacHa  K/TiHIYHA  JIiKapHS
iMm. M.I. TluporoBa BiHHuIbKOI 065acHOi Pagw», OO6sacHUM crielfiasizoBaHuN KIiHIUHMN
raCTpOEHTepOJIOTIYHUKA  L|eHTp, DBiHHMIIBKMM  HalliOHa/JIbHUM  MeJUYHWKA  YHIBepCcuTeT
iMm. MLI. [Tuporoga, kadeapa BHYTPilIHLOI MeAULIMHU Nel, M. BiHHuULIS

9) k.M.H. Babanina M.1O.

KomyHasnbHe mianpuemctBo «IlonTaBcbKa ob/acHa KiaiHiuHa fikapHas iM. M.B. CkiicdocoBcbKoro
[MTontaBcbkoi 0bmacHOI pafw», 00IAaCHWM MiKyBa/JbHO-/iarHOCTUUHUKA TaCTPOEHTEepOJIOTiuHNN
ueHtp, M. [lonTaBa

10) nikap [Tyrau M.M.

ToBaprcTBO 3 oOMexeHOro BifmoBigampHicTIO «Meauunuii 11eHTp «APTEC MEIIKYM»,
JIIKYBa/IbHO-/IlarHOCTUYHe BifziieHHs: MenuuHoro neHTpy, M. Kuis

[Tpenapaty NopiBHSIHHS, BUPOOHUK
Ta KpaiHa
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CynyTHi MaTepianu/mperiapati
CYITyTHBOI Tepartii/fopugudHa abo
¢isuuHa ocoba, siKa i€ 3a
JIOBIpPEHICTIO, Ky Ha/laB CIIOHCOP U
3asiBHUK Ha BBE3€HHS
JIOCJTi/PKYBaHUX JIIKApCHKUX 3aco0iB
Ta CyNyTHIX MaTepiaiis

Skyrizi®; (Risankizumab); koHLeHTpaT A po3uuHy As iHdys3ii; 600 mr/10 ma (60 mr/mn);
Almac Clinical Services Limited, Benvka bpuranis

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

(mipnmc) (Bnacue im’s TIPI3BUIIE)



HopnaTtok 2

Jlo Haka3y MiHicTepcTBa OXOPOHHM 3/J0POB’ Sl
Ykpainu «IIpo npoBezieHHs K/IIHIYHOTO
BUTNIPOOyBaHHs JTiKapChbKOTo 3acoby Ta
3aTBep/KeHHS CYTTEBUX ITONIPABOK»
07.04.2026 Ne 471

[neHTU(diKaLlisT CYTTEBOI MOMPABKU

Hocbe mocmimKyBaHoro mikapcbkoro 3acody MB11, Bepcist 02 Bif ytotoro 2026 p., aHITiMCBKOIO

MoBo1o;  [TolOB)KeHHST ~ TepMiHy  TIPUJATHOCTI  JOCTIHKYBAaHOTO  JIKapCBKOTO  3aco0y
MB11 (Nivolumab) go 24 micsiis

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

Ne 1433 Biz 16.09.2025

Ha3Ba kiHiuHOTO BUMPOOYBaHHH,
KO/, BepCis Ta jara

«PanziomiszoBaHe, OaraToleHTpOBe, MiXKHApO/[He, TIOZIBiiHe CJlille KOMIIEKCHe AOC/Ti/PKeHHS /ISt
NOpiBHSIHHSA (papMaKoOKiHeTHKH, eeKTUBHOCTI, Oe3reyHocTi Ta iMyHoreHHocTi Tiperiapaty MB11
(3amporioHoBaHM GiocuMmisisip HiBosymMaOy) B TOpiBHSIHHI i3 3apeectpoBanuM y €C ta CIIA
nikapcekuM 3acobom OmzgiBo (Opdivo®) B mailieHTiB 3 paHillle HeliKOBaHOI TIPOrpecyryoro
(Hepe3ekTabenbHOK ab0 MeTacTaTUYHOR) MeyaHoMOw (mocsimkenHs LEON)», MB11-C-01-25,
Bepcis 1.1 (monpaska 1) Bix 04 yepBHsa 2025 p.

3asgBHUK, KpaiHa

TOBAPHCTBO 3 OBMEXEHOIO BIZATIOBITATIBHICTIO «[Tilli/li FOKPEMH», Ykpaina

CnoHcop, KpaiHa

MAOGkcatieHc Pecepu C.J1., Icnianisi (mAbxience Research S.L., Spain)

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

(mignuc) (Bnacue im’s TTIPI3BULLE)



HopaTtok 3

Jlo Haka3y MiHicTepcTBa OXOPOHHM 3/J0POB’ Sl
Ykpainu «IIpo npoBezieHHs K/IIHIYHOTO
BUTNIPOOyBaHHs JTiKapChbKOTo 3acoby Ta
3aTBep/KeHHS CYTTEBUX ITONIPABOK»
07.04.2026 Ne 471

[neHTU(diKaLlisT CYTTEBOI MOMPABKU

OmnossieHi Po3zinu  [locke mociiigpkyBaHOTO JiKapchkKoro 3aco0y Imertenbcrar (GRN163L):
Po3gin 2.3 Introduction, [Tocke mocmimkyBaHoro jikapcekoro 3acoby Imerenbcrat (GRN163L),
Big 27 motoro 2026 poky; Po3pin 3.2.S Drug Substance, [lochke 10CTiA)KyBaHOTO JiKapChKOTO
3acoby Imetenscratr (GRN163L), rnobaneHa Bepcist 4.0 Big 26 mororo 2026 poky; Po3zin 3.2.P
Drug Product, [Tocke aocimkyBaHoro Jiikapcbkoro 3acoby Imetenscratr (GRN163L), rnobanbHa
Bepcis 5.0 Big 25 motoro 2026 poky

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

Ne 2777 Bip 02.12.2020

HasBa kiHiyHOTrO BUNPOOYyBaHHH,
KO[I, BepCis Ta jaTta

«[docnimxkennss 3 ouiHkd npernapaTty Imertenbctat (GRN163L) y JsikyBaHHI 3a/ieXHUX Bif
TpaHCdy3ik TarieHTiB 3 MienoaucriactTuuHuM  cuHapomoMm  (MJIC) 3 «HU3BKMM» abo
«TIPOMIDKHUM-1» CTyrieHeM pU3MKY 3a Iikasoro IPSS, 3 nporpecyBanHsm abo BiZicyTHiCTIO BiAnoBizi
Ha Teparito eputpornoes-ctumyarorounmu areitamu (ECA)», 63935937MDS3001, 3 monpaBkoro 8
Bif 30 ymucronaga 2022 poky

3asgBHUK, KpaiHa

TOB «ITAPEKCEJI YkpaiHa»

CnoHcop, KpaiHa

I'epon KopnopetitH, CIIIA / Geron Corporation, USA

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

(mignuc) (Bnacue im’s TTIPI3BUILLE)



Hopatok 4

Jlo Haka3y MiHicTepcTBa OXOPOHHM 3/J0POB’ Sl
Ykpainu «IIpo npoBezieHHs K/IIHIYHOTO
BUTNIPOOyBaHHs JTiKapChbKOTo 3acoby Ta
3aTBep/KeHHS CYTTEBUX ITONIPABOK»
07.04.2026 Ne 471

[neHTU(diKaLlisT CYTTEBOI MOMPABKU

KowmrmiekT martepianiB asis naijieHTi: Trialbee Digital Marketing Content, Bepcis 1.0 Big 01 >koBTHS
2025 poky ykpaiHCbKOWO Ta aHrfiiMickkoro MoBamu (GZPW_Trialbee_Digital Marketing
Content_V1.0_010ct2025_uk-UA); Trialbee Landing Page, Bepcisi 1.0 Big 30 BepecHs 2025 poky
yKpaiHCBKO}O Ta aHrJ1iiicbkoro MoBaMu (GZPW_Trialbee_Landing Page_V1.0_30Sep2025_uk-UA);
Trialbee_ Self_Assessment, Bepcisi 1.0 Big 30 BepecHst 2025 poKy yKpaiHCHKOIO Ta aHTJIiHCHKOIO
MoBamu (GZPW_ Trialbee_Self Assessment_ V1.0_30Sep2025_uk-UA); Trialbee_Global Privacy
Policy I'nobanbHa nomitvka KoHbiAeHIiMHOCTI, Bepcis Bif muctomnaza 2024 poKy yKpaiHCBKOIO Ta
anrniicekoro  MoBamu  (Trialbee_Global  Privacy  Policy_Nov2024_uk-UA); Trialbee_
Secondary_Assessment, Bepcisg 1.0 Bix 30 BepecHsi 2025 poKy YKpaiHCbKOI Ta aHIJIIMCbKOIO
MoBamu (GZPW_Trialbee_ Secondary_Assessment_V1.0_30Sep2025 uk-UA)

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

Ne 52 Bigg 15.01.2026

HasBa kiHiyHOTrO BUNPOOYyBaHHH,
KO[I, Bepcis Ta zjaTta

«PaHgomi3oBaHe, mo/BiliHe cJiirie, Ty1arje60-KOHTPO/ILOBaHe, TO/[iHHO-Opi€EHTOBaHe AOC/TiIKeHHS
III ¢a3u 3 MeTO BHBUEHHS BIUIMBY OPGMOPIIINPOHY HAa YacTOTy BUHUKHEHHS 3HAuHUX
HEeCTIpUST/IMBUX SBUL 3 OOKYy CepLieBO-Cy/IMHHOI CHUCTeMH Yy TIallieHTiB 3 BCTaHOBJIEHUM
aTepOCK/IePOTUYHUM CepLIeBO-CYAMHHUM 3aXBOPIOBAHHSM i/ab0 XpOHIYHUM 3aXBOPIOBaHHSIM HHUPOK
(ATTAIN-Outcomes)», J2A-MC-GZPW, Bepcis 3 nonpaskoto (a) Bif 26 BepecHs 2025 poky

3asgBHUK, KpaiHa

«Eni Jlinyi Boctok CAy, I1IBelapis

CnoHcop, KpaiHa

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

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

(mignuc) (Bnacue im’s TTIPI3BULLE)



HJopaTok 5

Jlo Haka3y MiHicTepcTBa OXOPOHHM 3/J0POB’ Sl
Ykpainu «IIpo npoBezieHHs K/IIHIYHOTO
BUTPOOYBaHHS JIiKapCbKOro 3acoby Ta
3aTBep/KeHHS CYTTEBUX ITONIPABOK»
07.04.2026 Ne 471

[neHTU(diKaLlisT CYTTEBOI MOMPABKU

Indopmanis g naudienta pocnifjkenHs Ta @opma IHdopmoBaHoi 3roay [/ BUKOPUCTaHHS B
Yxpaini, Bepcig Ne 7.0 ykpaiHCbKOO MOBOK Bif 26 mrororo 2026 poky; dopma [03BOJy Ha
3apaxyBaHHsI KOIUTIiB Ha paxyHOK, Bepcigd 5.0 Big 26 motoro 2026 poKy yKpaiHCBKOK MOBOIO;
3MiHa Ha3BM MiCI[s IPOBe/IeHHs KJTiHIYHOTO BUTTPOOYBaHHS:

BYJIO CTAJIO
3aB.Bif. 3060piBCchKUii .M. 3aB.Bifl. 300piBCchKUi .M.
KomMyHanbHe HeKoMepIijiliHe TIiAMPUEMCTBO | YHiBepCcHUTeTChbKa JIiKapHs Jlep>KaBHOT O
JIbBiBcbKOi ~ oOsacHOi  pagu  «JIbBiBCbKA | HEKOMEPI[IMHOTO TOBapuCTBA  «JIbBiBCHKHIA
obnmacHa KiiHiYHAa  JiKapHs», XipypriuHe | HarlioOHaTBHHUM MeJUUHUI yHiBepcUTeT
BiagineHHsa Nel, M. JIbBiB iMeHi [Januna I'anvipKoro», KiiHika Xipyprii,
xipypriune  BiggiienHs — Nel — kammycy
iMeHi Map ‘siHa [TanumiimHa, M. JIbBiB

Howmep Ta fara Hakasy MO3 mipo
MPOBeIeHHS K/IIHIYHOTO
BUTIPOOYBaHHS

Ne 1753 Biz 06.08.2019

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

«baratouentpoBe, Biakpure, [Togoxene HocnimkenHs III ®dasu gns Ouinky [JoBrorpuBasoi
EdekruBHocTi Ta be3sneunocti 3acrocyBannsi Mipikizyma0y y IlarienTis i3 Bupa3koBum Kositom
[TomipHoro ta Tspkkoro ITepebiry (LUCENT 3)», I6T-MC-AMAP, 3 iHKOpPITOpOBaHOO MOTIPABKOI0
(e) Big 31 >koBTHs1 2023 POKY

3asiBHUK, KpaiHa

«Eni Jlinni Boctok CAy, [1IBetiiapisi

CnoHcop, KpaiHa

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

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

(mmigrmc) (Bnacne im’st TTPI3BULIE)



HJopaTtok 6

Jlo Haka3y MiHicTepcTBa OXOPOHHM 3/J0POB’ Sl
Ykpainu «IIpo npoBezieHHs K/IIHIYHOTO
BUTPOOYBaHHS JIiKapCbKOro 3acoby Ta
3aTBep/KeHHS CYTTEBUX ITONIPABOK»
07.04.2026 Ne 471

[neHTU(diKaLlisT CYTTEBOI MOMPABKU

3MiHa Ha3BM MiClis TTPOBe/IeHHs K/IiHIYHOTO BUTIPOOYBaHHS:

«KuiBCcbKa MicbKa KiiHiyHa JikapHsg Nel»
BUKOHABUYOro opraHy KuiBCBKOI MiCBKOI paju
(KuiBchbKOI MichKOI iepKaBHOI aiMiHiCTpaLlif),
Bifili/IeHHss ~ K/IIHIYHKWX ~ JOC/HIipKeHb  Ha
crietiboHzi, M. KuiB

BYJIO CTAJIO
nikap Ckubano C.A. nikap Ckubano C.A.
KomyHaneHe HekoMepliliHe mignpuemMcTBO | KoMyHanbHe HeKOMepljiiHe TiJIIPUEMCTBO

«KuiBcbKa MicbKa KiiHiuHa JikapHs Nel»
BUKOHABYOro opraHy KuiBCbKOI MiCBKOI pazu
(KuiBchKoi MicbKoOi fiepykaBHOI afiMiHicTpatiii),
Lentp K/TIHIYHUX JOCJTiJ)KeHb Ha
crieljiaibHOMY (oHzi, M. Kui

Howmep Ta gara Hakazy MO3 mipo
NIpOBe/leHHs KJIIHIYHOTO
BUTIPOOYBaHHS

Ne 1896 Big 27.08.2019

Ha3sga kstiHiuHOTO BUTIPOOYBaHHS,
KO/I, BepCisi Ta fjaTa

«BiaxpuTe posimpeHe f0C/iKeHHs eTpaciMO/y B MaLli€HTIB i3 aKTUBHUM BUPa3KOBUM KOJIITOM Bifj
MOMIPHOI0 [0 B&’KKOT'O CTyneHs TsKKOCTi», APD334-303, 3 iHKopriopoBaHOor0 nonpaBkoro 4.0 Bif,

20 motoro 2023 poky

3asiBHUK, KpaiHa

Iaitzep Iuk., CIITA

CnoHcop, KpaiHa

«ApeHa dapmacbroTiKas,
«[aizep IHK.», CITA

[HK.»,

JIOUipHsl KOMIIaHis, L0 IIOBHICTIO Ha/IeKUTh KOMIIaHil

B.o. HauaibHNKa PapMaLeBTUYHOI0 YNIPaB/IiHHA

Onekcanap I'PIHEHKO

(mignuc)

(Bnacue im’s TIPI3BUIIE)




HopaTtok 7

Jlo Haka3y MiHicTepcTBa OXOPOHHM 3/J0POB’ Sl
Ykpainu «IIpo npoBezieHHs K/IIHIYHOTO
BUTPOOYBaHHS JIiKapCbKOro 3acoby Ta
3aTBep/KeHHS CYTTEBUX ITONIPABOK»
07.04.2026 Ne 471

[neHTU(diKaLlisT CYTTEBOI MOMPABKU

3MiHa Ha3BM MiClis TTPOBe/IeHHS] BUTIPOOYBaHHS:

BYJIO CTAJIO
K.M.H. Oniiinuk O.1. K.M.H. Onitinuvk O.1.
KomyHaneHe HekoMepliliHe mignpuemMcTBO | KoMyHanbHe HeKOMepljiiHe TiJIIPUEMCTBO
«Micbka nikapHsi Ne6» 3amopi3bkoi MicbKoi | «Micbka JiKapHsi eKCTpeHOI Ta IIBHUJKON
pajy, BifziieHHs Tepariii, M. 3aropiKs MeJUYHOI JOMOMOrv» 3aropi3bKol  MiChKOI
pajgv, BifineHHs Tepamii  JIiKyBaJIbHOTO
iIp03Ai1y, M. 3aTIOPiXKs

Howmep Ta fara Hakasy MO3 mipo
MPOBeIeHHS K/IIHIYHOTO
BUTIPOOYBaHHS

Ne 1962 Biz 29.10.2018

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

«PaHgomi3oBaHe, TOoZiBiliHe cilifle, TIalle00-KOHTPOIbOBAaHE Ta 3 AKTUBHUM KOHTDOJIEM,
OaraTorieHTpoBe A0C/Ti/KeHHS (a3u 2/3, 1110 POBOAUTECS Y MapasieIbHUX IPYyMax 3 MeTOH OI[iHKH
edeKTUBHOCTI Ta 6e3rmeyHoCTi ryce/lbKyma0y y MailieHTiB i3 XBopoOoro KpoHa B akTHUBHiM da3i Bif
cepefHbOr0 10 BaXKKOro cryreHs TsoKKocTi», CNTO1959CRD3001, 3 nornipaBkoro 5 Bif, 12 nurHsg
2022 poky

3asgBHUK, KpaiHa

TOB «I[TAPEKCEJI YkpaiHa»

CrioHCOp, KpaiHa

Janssen Pharmaceutica NV, Belgium / Auccen @apmaiieBTrika HB, Benbris

B.o. HauaibHNKa PapMaLeBTUYHOI0 YNIPaB/IiHHA Onekcanap I'PIHEHKO

(mignuc) (Bnacue im’s TIPI3BUIIE)



HopaTtok 8

Jlo Haka3y MiHicTepcTBa OXOPOHHM 3/J0POB’ Sl
Ykpainu «IIpo npoBezieHHs K/IIHIYHOTO
BUTNIPOOyBaHHs JTiKapChbKOTo 3acoby Ta
3aTBep/KeHHS CYTTEBUX ITONIPABOK»
07.04.2026 Ne 471

[neHTU(diKaLlisT CYTTEBOI MOMPABKU

[HdopMmaLliitiHui JIMCTOK AJisg yyacHUKa Ta (popma iHdbopmoBaHoi 3roau, Bepcis 2.0 Big 17 moToro
2026 p., yKpaiHCBbKOI MOBOIO; 3a/IyueHHs J04aTKOBOI KOMIIaHil, BIIITOBia/bHOI 3a BiAILKOyBaHHS
Butpat Ha npoiza: TOB «HeCIlaT» [NeSPaT LLC]; ®opma [103BO/Ty Ha 3apaxyBaHHS KOIUTIB Ha
paxyHOK Ta 3roja Ha 0oOpoOKy mepcoHambHUMX AaHuX, Bepcisg 5.0 Big 22 cepmusi 2025 poky,
YKPalHCBbKOI MOBOIO

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

Ne 299 Big 09.03.2026

HasBa kiiHiuHOTO BUMPOOYBaHHH,
KO/, BepCis Ta jara

«bararorieHTpoBe, Mo/BiliHEe CJIiTie, M1ale00-KOHTPO/IbOBaHe AOCTipKeHHs da3u 1b/2a as orfiHKK
6e3rneyHocCTi, egeKTUBHOCTI Ta (hapMakoKiHeTHKH Tiperiapaty MB-001 y maijieHTiB i3 akKTHUBHUM
BUPA3KOBUM KOJIITOM BiJ [IOMIPHOTr'0O 10 BaXKKOIr'0 CTyIleHs TsKKOCTi», MB-001-102, Bepcis 02 Big,
21 macronaza 2025 poky

3asgBHUK, KpaiHa

TOB «biomanac», Ykpaina

CnoHcop, KpaiHa

«Meiimxk baionomkikc Ink./Mage Biologics Inc., CIITA

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

(mignuc) (Bnacue im’s TTIPI3BULLE)



HopaTtok 9

Jlo Haka3y MiHicTepcTBa OXOPOHHM 3/J0POB’ Sl
Ykpainu «IIpo npoBezieHHs K/IIHIYHOTO
BUTNIPOOyBaHHs JTiKapChbKOTo 3acoby Ta
3aTBep/KeHHS CYTTEBUX ITONIPABOK»
07.04.2026 Ne 471

[neHTU(diKaLlisT CYTTEBOI MOMPABKU

OnoBsieHHs1 po3AiiiB JJoCke AOCTIIKYBaHOTO JIiIKApChKOTo 3aco0y AZD6793 TabseTKu, BKpPHUTI
TUTIBKOBOIO 00OJIOHKOIO, aHT/TiHCBKOI0 MOBOIO: TwTysmbHa cTopiHka fkicte-3mict, Bepcis 1.0 Big
22 tpymusi 2025 poky; Beryn, Bepcisi 1.0 Big 22 rpyans 2025 poky; P.8 CrabinbHicTb Ajis
JOCITi/PKYBaHOTO JIiKapchKoro 3acoby AZD6793 TabmeTkw, BKPUTiI IUTIBKOBOIO 0OOIOHKOIO:
P.8.1 A Kopotkuii ommc cTabilbHOCTI [JOC/iKyBaHOTO JiKapchbKoro 3acoby, Bepcisi 2.0 Bix
22 rpyaust 2025 poky; P.8.1 B BUCHOBOK 1110710 CTabiIbHOCTI AOC/TiPKYBaHOTO JIIKAPCHKOTO 3aco0y,
Bepcis 2.0 Big 22 rpyausa 2025 poky; P.8.3 [HaHi 11040 cTabiIbHOCTI AOCTIKYBAaHOTO JTiIKapChKOTO
3acoby, Bepcis 2.0 Big 22 rpyans 2025 poky; IIpenapat miate6o 0 A0C/iKyBaHOTO JIiKapChKOT0
3acoby AZD6793 TabneTKu, BKPUTI TUTiBKOBOIO 000/10HKOM0, Bepcis 2.0 Big 22 rpyans 2025 poky;
30i/bIIeHHsT TEPMiHY TMPHUATHOCTI JOCTIPKYBaHMX JKapChbKUX 3acobiB 3 24 1m0 36 wmicsis:
AZD6793 TabsieTKd, BKPHUTiI TUIIBKOBOIO 000/0HKOI; AZD6793 TabsieTKHd, BKPHUTI TUIiBKOBOIO
060s10HKO010; AZD6793 TabseTKu, BKPUTI TTiIBKOBOIO 000/10HKO10; [Tnatie6o o AZD6793 TabneTky,
BKPUTI TIJTIBKOBOIO 000/710HKOI0; ITarje6o 10 AZD6793 TabieTKy, BKPHUTI TITIBKOBOKO 000/IOHKOIO;
[Tnare6o 10 AZD6793 TabseTku, BKPUTI MTIBKOBOIO 000/I0HKOIO

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

Ne 1104 Big 11.07.2025

HasBa kiHiyHOTO BUNPOOYyBaHHH,
KO[I, Bepcis Ta zarta

«bararoiieHTpoBe, B TapajeNbHUX TIpyMax, paHAOMi30oBaHe, TI0/BiliHe crine, T1aLe60
KOHTPOJIbOBaHe A0CIiKeHHs (a3u 2b, 1110 MpoBogUTHECS Y 4 TPyMax BOPOAOBXK 24-X TYKHIB /s
ouiHKU edekTuBHOCTI Ta Oe3neku AZD6793 y ¢dopmi TabrmeTok cepef JOPOC/IMX YYaCHHUKIB 3
XPOHIYHUM OOCTPYKTHBHHMM 3aXBOPIOBAaHHSIM JieTeHb BiJj CEpPeJHBOr0 /10 Ay)Ke TSPKKOTO CTYTIeHIO
(PRESTO)», D7860C00006, Bepcist 1.0 Big 19 6epe3nsi 2025 poky

3asgBHUK, KpaiHa

TOB «ACTPA3EHEKA YKPATHA»

CnoHcop, KpaiHa

AstraZeneca AB, Sweden

B.o. HauaibHUKA PapMaLeBTHUHOT0 YIIPaB/IiHHS Onekcanap I'PINEHKO

(mignuc) (Bnacue im’s TTIPI3BUILLE)



Hopatok 10

Jlo Haka3y MiHicTepcTBa OXOPOHHM 3/J0POB’ Sl
Ykpainu «IIpo npoBezieHHs K/IIHIYHOTO
BUTNIPOOyBaHHs JTiKapChbKOTo 3acoby Ta
3aTBep/KeHHS CYTTEBUX ITONIPABOK»
07.04.2026 Ne 471

[neHTU(diKaLlisT CYTTEBOI MOMPABKU

IHdopmatiisi ans mauieHta i ¢dopma iHGOpMOBaHOI 3rofi Ha y4acTb y HayKOBOMY KJIiHIUHOMY
pocnigkernHi MOGOO01, Bepcig-mogens s YKpainu, Bepcig 8.0 Big 26 motoro 2026 poky,
YKPaiHCBKOIO Ta pOCIMChKOIO MoOBaMH; Marepianu st maiieHTiB: IHdopmariitiHa Oporrypa
«[Tocnyru 3 opranisanii noi3gok ydacHUKiB Bif kommanii Scout» [PFD_TR Scout Brochure,
V1.0_UK-UA, 27FEB2026], Bepcis 1.0 Big 27 mtororo 2026 poKy, yKpaiHCbKOK MOBOIO;
[IpyMipHUK e/NIeKTPOHHOTO JIMUCTa MJIs1 TMofaHHs 3anuTy Ha 1noi3aky [PFD_TR_Patient
Restricted_Email Communication, V1.0_UK-UK, 27FEB2026], Bepcis 1.0 Big 27 mwoToro
2026 poky, YKpaiHCbKOI MOBOO

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

Ne 254 Big 08.02.2022

HasBa kiHiyHOTO BUNPOOYyBaHHH,
KO[I, Bepcis Ta zjaTta

«PanyiomizoBaHe, noziBiiiHe ciiire, raleb0-KOHTPO/IbOBaHe, 6araTolieHTpoBe JoCiiKeHHs da3u 3
3 TPO/IOBKEHUM BiZIKDUTHUM TIepio/[OM JIIKyBaHHS /ISl OLIIHKM e(eKTMBHOCTI Ta 6e3reyHocTi
rperiapaTy pO3aHOJIKCi3ymMab y JOpOC/IHX 3 Mi€iH-0MirofieHpolMTapHUM TJTiKOTIPOTeiH
(MOG)-IgG-aconiiioBaHuM JiemieniHi3yrouum 3axBoproBaHHsAM», MOGO001, 3 iHKOpHOpOBaHOO
rioripaBkoro 6 Biz 30 BepecHs 2024

3asgBHUK, KpaiHa

TOB «ITAPEKCEJI YkpaiHa»

CnoHcop, KpaiHa

FOCibi bioapma EcApEn, Benbris / UCB Biopharma SRL, Belgium

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

(mignuc) (Bnacue im’s TTIPI3BUILLE)



Hopatok 11

Jlo Haka3y MiHicTepcTBa OXOPOHHM 3/J0POB’ Sl
Ykpainu «IIpo npoBezieHHs K/IIHIYHOTO
BUTNIPOOyBaHHs JTiKapChbKOTo 3acoby Ta
3aTBep/KeHHS CYTTEBUX ITONIPABOK»
07.04.2026 Ne 471

InenTuikatlis CyTTeBOI MONPaBKU

D5180C00016, Ykpaina, @opma 3rofu AJj1s ydyacTi B JOC/IIpKeHHI [Jis MaLi€HTIB BIKOM Bif 5 10
6 pOKiB YKpaiHCbKOI MOBORO, Bepcisi 2.0 Bif 24 rpyans 2025 p., Ha 0CHOBIi MaticTep-Bepcii ®@opmu
3roil [Ji y4acTi B AOC/Ii/PKeHHI JJ1s TIaLi€HTIB AUTSYOro BiKy, Marictep-Bepcist 2.0 Big 01 ceprnHs
2025 p. (ykpaiHcbkoro MoBor0); D5180C00016, YkpaiHa, @opMa 3rojiy /sl y4acTi B AOCTiIKeHHi
Ji/1s1 TIaL{ieHTIiB BIKOM Bifi 7 10 10 pokiB yKpaiHCBKOIO MOBOMO, Bepcis 2.0 Bifg 24 rpyans 2025 p., Ha
OCHOBIi MaiicTep-Bepcii @opmu 3rofu [/s1 yyacTi B AOC/ipKeHHi [Jis Talji€HTiB JUTSAYOro BiKY,
Marictep-Bepcis 1.2 Big 01 cepriasa 2025 p. (ykpaiHcbKkor0 MoBOr0); D5180C00016, Ykpaina, ®opma
3rofu JJ/Is1 y4yacTi B AOC/IiPKeHHI 151 TaLfieHTiB BiKoM Bif 11 g0 13 pokiB yKpaiHCbKOK MOBOIO,
Bepcis 2.0 Big 24 rpyans 2025 p., Ha 0CHOBI MaKcTep-Bepcii @OpMH 3rofu AJIs1 y4acTi B JOCTIKeHH]
JIs1 TIALIiEHTIB AUTSYOrO BikKy, Malictep-Bepcisi 2.0 Big 01 cepriHs 2025 p. (yKpaiHCBKOIHO MOBOIO);
D5180C00016, Ykpaina, @opma 3rofu [Jis y4yacTi B JOC/IIPKeHHI /g NalieHTiB BiKoM 14 pokiB
yKpaiHCbKOI0 MOBOMO, Bepcisi 1.0 Bix 04 motoro 2026 p., Ha 0CHOBI MaiicTep-Bepcii @opmu 3roau
JI/Is1 y4acTi B JOC/I/PKeHHI [1J1s1 aL[i€HTiB JUTSAYOro BiKy, Mavictep-Bepcis 2.0 Bix 01 cepmst 2025 p.
(ykpaincekoro mMoBoro); D5180C00016, Ykpaina, Indopmalis i ®opma iHpopmMoBaHOi 3roau st
0aThKiB yuaCcHMKA OCTIiIKeHHsT YKpaiHChbKOI0 MOBOIO, Bepcis 2.0 Big 24 rpyzans 2025 p., Ha OCHOBI
MaticTep-Bepcii THdbopmaiiii i ®opmu 3roau At 6aThKIB yyacHUKa JJOC/Ti/PKeHHs, MaliCTep-BepCis
4.0 Big 01 ceprus 2025 p. (ykpaiHcbkoro MoBor0); D5180C00016, YkpaiHa, [Hpopmaris i @opma
iHopMoOBaHOI 3rofu [Jjis BariTHUX TNapTHEPOK YYaCHUKIB [JOCTIpKeHHS YKpPalHChbKOK MOBOIO,
Bepcis 2.0 Big 24 rpyans 2025 p., Ha ocHoBI MaricTep-Bepcii 3.0 Big 01 ceprias 2025 p. (yKpalHCBKOIO
MOBOIO)

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

Ne 1433 Big 16.09.2025

HasBa kiiHiuHOTO BUMPOOYBaHHH,
KO/, Bepcis Ta jara

«bararorieHTpoBe, paH/OMi30BaHe, TIO/BiliHE CJlille, B TlApajie/lbHUX TIpymax, 1uiarebo-
KOHTpOJIbOBaHe AocCmijkeHHs (a3 3 edeKTUBHOCTI Ta Ge3reku Te3erenymady y fiTeit Bikom Bij
5 1o < 12 pokiB 3 TSHPKKOK HeKOHTposboBaHOK actMoro (HORIZON)», D5180C00016, Bepcis 2.0
Biz 7 munHsg 2025 poky

3asgBHUK, KpaiHa

TOB «ITAPEKCEJI YkpaiHa»

CnoHcop, KpaiHa

AstraZeneca AB, Sweden (Actpa3eHeka Ab, I1IBeriis)




B.o. HauaibHNKa PapMaLeBTUYHOI'0 YIIPaB/IiHHA Onekcangp I'PIHEHKO

(nmignuc) (Bnacue im’s TIPI3BUIIE)



HopaTtok 12

Jlo Haka3y MiHicTepcTBa OXOPOHHM 3/J0POB’ Sl
Ykpainu «IIpo npoBezieHHs K/IIHIYHOTO
BUTPOOYBaHHS JIiKapCbKOro 3acoby Ta
3aTBep/KeHHS CYTTEBUX ITONIPABOK»
07.04.2026 Ne 471

[neHTU(diKaLlisT CYTTEBOI MOMPABKU

OmuryBanbHUK OLjiHKa TSDKKOCTI Jerpecii — aitTy Bikom 11-17 pokiB _ aganToBaHo 3 PHQ 9,
MoaudikoBanuit ayis migmitkiB (PHQ A) (J. Johnson, 2002), aHrilicbkKoro MOBOIO

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

Ne 1187 Big 29.07.2025

HasBa kiHiyHOTO BUNPOOYyBaHHH,
KO[I, BepCis Ta jaTta

«Bizgkpure mocnifiykeHHs1 3 OHI€I0 TPYIOK0 /I OLIiHKY (hapMaKOKiHEeTHKH, (hapMaKoJuHaMiUYHUX
edekTiB, Oe3MevyHOCTi Ta TepeHOCUMOCTi (eHeOPyTUHIOY y [iTel Ta MiAJIITKIB 3 perUIUBYIOUNM
po3cisiHUM ckiepo3oM», CN45847, Bepcis 2 Big 12 aunHsa 2025 poky

3asgBHUK, KpaiHa

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

CnoHcop, KpaiHa

F. Hoffmann-La Roche Ltd, I1IBefitjapis

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

(mignuc) (Bnacue im’s TTIPI3BUILLE)



