Hoparok 1

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Yxpainu «IIpo rposezieHHs K/IIHIYUHOTO
BUTIPOOYBaHHS JIiIKapChKOT0 3aco0y Ta
3aTBep/’KeHHS CyTTEBUX MTONPaBOK»
07.04.2026 Ne 471

Has3ga kniHiuHOTO BUTIPOOYBaHHH,
KO/, BepCis Ta fara

«bararorienTpoBe MiaThopmHe pocmimkeHHs II ¢as3m 3 omiHKKM Oe3meuHoCTi, eeKTHUBHOCTI,
(hapMakoKiHeTUYHMX i (hapMaKoAMHAMIUHKX MapaMeTpiB NP 3aCTOCYBaHHI Pi3HUX BUZIB Tepartii
B YUYaCHUKIB i3 XxBopoOoro KpoHa B akTHBHili )opMi U BUPa3KOBHUM KOJIITOM B aKTHBHiM hopmi
(komoBe mo3HaueHHsi: ASCEND-IBD)», kon gocnimkennss MT-100-201, OcHOBHUIM MPOTOKOJ
kiaiHiuHoro BumpoOyBanHs MT-100-201, ocratouHa pegakijis 3.0 Bimg 16 tpygas 2025 p.;
HdopjaTtoxk 1040 IeBHOro BUAYy AociigkyBaHoi Tepamii MT-100-201-ISA-MT-201-SOC-
PROBECD, octaTouHa pezakiuis 1.0 Big 26 rpyaHs 2025 p.

3asgBHUK, KpaiHa

TOBAPMCTBO 3 OBMEXXEHOIO BITIOBIJAJIBHICTIO «I1I EC A-YKPATHA»

CrioHCOp, KpaiHa

«Mipazop Tepamn’totikc, [HK.» [Mirador Therapeutics, Inc.], CIITA

[Tepetik goC/iIyKyBaHUX JTIKApCbKUAX
3acobiB mikapcbka opma,
[l03yBaHHsI, BUDOOHUK, KpaiHa

MT-201 (MT-201; WBP2850); po3uun gs iH'ekiiivi; 100 mr/mn (3 mi/diakon); WuXi Biologics
Co., Ltd., Kuraii; Almac Clinical Services Limited, Besnvika BpuTanis

Bignosimanenuii (i) gocaigHuk (1)
Ta Miclie (s1) mpoBeleHHs
BUTNIPOOYBaHHS B YKpaiHi

1) nikap Mapuyk FO.B.

KomyHasbHe miAmnpreMcTBO «BosmHCbKa o6slacHa KiiHiUHA JiikapHsi» BoiMHCBKOI 006s1acHOl
paau, XipypriuHe BijfiiileHHs1 eHJOKPMHHOI Ta ab6J0MiHa/bHOI MATOMOTii 3 TPOKTOJIOTiUHUMH
JbKKamu, M. JIyrbk

2) nikap Ckubano C.A.

ToBaprcTBO 3 O00MEXKEHOIO  BiAMOBifa/nbHICTIO  «Mi>KHapOJHWM  IHCTUTYT  K/IiHIYHUX
JOC/ipKeHb», BIJIiI raCTpOEHTepOsIOorii Ta rernarosorii cTalioHapHOro BiAiieHHs MeauuHoro
ueHTpy «OK!KniHik+», M. Kuis

3) nikap Hdoueup [.T'.

ToeapuctBo 3  oOMexeHOW  BiamoBigambHicTIO  «Menbya-KiiHik»,  creliiasizoBaHe
racTpOeHTeposIoriuHe  BifAfineHHs JiKyBa/JbHO-TIPOGINaKTUYHOTO Mifpo3diny MezauuHoro
LleHTpy, M. KuiB
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4) k.M.H. [lerpuna B.O.

KomyHasibHe HeKoMepilifiHe TianpuemMcTBo «O0sacHa KiiHiuHA jikapHs IBaHO-®paHKiBCBKOI
obacHoi pajiu», TaCTPOEHTEPOJIOTiUHe BijiieHHs, M. [BaHO-DpaHKiBChK

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

ToBapuCTBO 3 00OMeXeHOI BiAnoBizanbHicTIO «Memuunuii 1eHTp «KoHcumiym Megikan»,
CTaLjioHapHe Bifi/IeHHs 3 TaCTPOEHTEPOJIOTIYHUMH MajiaTaMu MeauuHoro 1eHTpy, M. Kuis

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

ToeapucTtBO 3 o00MexeHOrO BiAmnoBiganeHicTIO «EgmenbBeiic  Megike», creliasiizoBaHe
racTpoeHTepoJIoriuHe BiAAisieHHs: MeAUUHOro LeHTpy, M. Kui

7) 3aB. Bifi. 300piBchKuUi .M.

YHiBepcuTeTCbKa JIiKapHS  [IepXKaBHOTO ~ HEKOMEpL{iIMHOTO  MignmpueMCTBa  «JIbBiBChbKMI
Hal[iOHaJIbHUM MeJIMUHUM yHiBepcuTeT iMeHi [lannsa ["anuibKoro», KiiHika Xipyprii, Xipypriune
BiagineHHsa Nel kamnycy imeni Map’siHa [laHuniiivza, M. JIbBIB

8) a.M.H., npod. CtaHiciaBuyk M.A.

KomyHa/ibHe  HeKOMeplliliHe —TIANpUEMCTBO  «BiHHMIIbKA oOslacHa  KITiHIYHA  JIiKapHs
iMm. M.I. TImporoBa BiHHuIbKOI 06sacHOi Pagw», OOsacHuM crielfiasizoBaHUuN KIiHIYHUN
racTpOEHTepOJIOTiUHMKA  LeHTp, BiHHULBKWN  Hal[iOHa/lbHUM  MeJAWUHUN  YHiBepCUTEeT
iMm. MLI. TIuporoBa, kadeapa BHYTpilIHbOI MeAULIMHA Nel, M. BiHHULIsS

9) k.M.H. babanina M.IO.

KomyHasbHe mianpuemctBo «ITonTaBcbKa o6/1acHa KiaiHiuHa jikapas iM. M.B. CkitidhocoBchKoro
[TontaBchbkoi 06acHOI pagu», 00MacHUM JTiKyBaJbHO-/1ialTHOCTUUHHMI TaCTPOEHTepOJIOTiuHUNA
ueHtp, M. [TonraBa

10) nikap [Tyrau M.M.

ToBaprcTBO 3 00MeEXeHOIO BifmnoBigambHicTI0O «Meguunuii 11eHTp «APTEC MEIIKYM»,
JIIKYBa/IbHO-IlarHOCTUYHE BiffisieHHs: MenuHOro neHTpy, M. Kuis

ITperniapaTy MOPiBHSIHHS, BUPOOHUK
Ta KpaiHa
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CynyTHi MaTepianu/miperiapatu
CyTyTHBOI Teparii/topuguuHa abo
¢izuuHa ocoba, sika fi€ 3a
[IOBIpeHICTIO, SIKYy HaZlaB CIIOHCOP 4u
3asiBHMK Ha BBE3€HHS
JOCTiIKyBaHUX JTiKapChKUX 3ac0biB
Ta CYIyTHIX MarTepiasiB

Skyrizi®; (Risankizumab); koHueHTpaT Ajisg po3uuHy s iHdys3ik; 600 mr/10 ma (60 mr/min);
Almac Clinical Services Limited, Benvka bpuranis

B.o. HauaibHUKa PapMaLeBTUUHOT0 yNPaB/IiHHS Onexkcanap I'PINEHKO

(mignuc) (Bnacse im’st TTPI3BUIIIE)



Hoparok 2

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo rnposezieHHs K/IIHIYHOTO
BUTIPOOYBaHHS J1iKapChbKOTO 3aco0y Ta
3aTBep/’KeHHS CyTTEBHX ITONPABOK»
07.04.2026 Ne 471

InenTudikallis CyTTeBOI MONpaBKU

Hocwe pocmimkyBaHoro mikapcekoro 3acoby MB11, Bepcis 02 Big nroToro 2026 p., aHI/idCBKOO
MoBow;  [lofloBXKeHHS ~ TepMiHy  TPWAATHOCTI  AOCTI[KYBaHOTO  JIIKApCBKOTO  3acoly
MB11 (Nivolumab) no 24 micsiiiB

Howmep Ta gata Hakazy MO3 mipo
NpOBe/leHHs KJIIHIYHOT O
BUTIPOOYBaHHS

Ne 1433 Big 16.09.2025

Ha3sga kstiHiuHOTO BUNIPOOYBaHHS,
KO/I, BepCisi Ta faTa

«PanziomizoBaHe, OaraTol|eHTPOBe, MiXKHApPO/[He, MO/IBiliHE CJTille KOMITJIEKCHE JOC/Ii/PKEHHS /1St
NOPiBHSHHS (hapMaKOKiHeTHKH, e(eKTUBHOCTI, Oe3reyHocTi Ta iMyHOTeHHOCTI Tiperapaty MB11
(3arporioHOBaHMi OiocuMmisisip HiBoslymaOy) B TopiBHsIHHI i3 3apeectpoBanuMm y €C Tta CIIA
nikapcekuM 3acobom Omgio (Opdivo®) B mallieHTIB 3 paHillle HeTiKOBaHOK TPOTPECyUor0
(Hepe3ekTabelbHOIO ab0 MeTacTaTHUHOI) MesaHoMow (mocmimkenHs LEON)», MB11-C-01-25,
Bepcis 1.1 (momnpaeka 1) Big 04 yepBHs 2025 p.

3asBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXEHOIO BIJATIOBIJTAJBHICTIO «[Tilli/li FOKPEMH», Ykpaina

CrioHCOp, KpaiHa

MAOkcarieHc Pecepu C.J1., Icanisi (mAbxience Research S.L., Spain)

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

(nmigruc) (Bnacue im’s TIPI3BUIIIE)



HonaTok 3

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo rnposezieHHs K/IIHIYHOTO
BUTIPOOYBaHHS J1iKapChbKOTO 3aco0y Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
07.04.2026 Ne 471

InenTudikallis CyTTeBOI MONpaBKU

OnoBneni Po3ginu [ocbe pocmimpkyBaHoro Jiikapcbkoro 3acoby Imerenbcratr (GRN163L):
Po3zin 2.3 Introduction, ocke gocnigpkyBaHoro jikapcbkoro 3aco0y Imerenscrat (GRN163L),
Bif 27 motoro 2026 poky; Po3sgin 3.2.S Drug Substance, [ocke A0CHIIKYBAaHOTO iKapChKOTO
3acoby Imerenbctatr (GRN163L), rnobanbHa Bepcisi 4.0 Big 26 motoro 2026 poky; Po3ain 3.2.P
Drug Product, [Jocke mocmimpkyBaHoro igikapcbkoro 3acoby Imertesnscratr (GRN163L), riobanbHa
Bepcis 5.0 Big 25 motoro 2026 poky

Howmep ta gara Hakazy MO3 1ipo
MPOBeIeHHs K/IIHIYHOTO
BUTIPOOYBaHHS

Ne 2777 Big 02.12.2020

HasBa kiHiuHOTO BUTNIPOOYBaHHH,
KO/, BepCis Ta ziara

«docnimkennsi 3 ouiHkyd npenapaTy Imertenbcrtat (GRN163L) y /ikyBaHHI 3a/neXHUX Bif
TpaHcdys3iii mauieHTiB 3 MienogucruiactuunuM - cuHgapomMom  (M/IC) 3 «HU3BKHUM»  abo
«TIPOMDKHUM-1» CTyrmeHeM pu3MKy 3a wikanor IPSS, 3 mporpecyBanHHsM abo BifCyTHiCTIO
BiZINOBiZIi Ha Tepamito epuTponoe3-ctuMymorounMu areHtamyd (ECA)», 63935937MDS3001, 3
MOMpaBKoro 8 Bif 30 ymcronaza 2022 poky

3asBHUK, KpaiHa

TOB «I[TAPEKCEJI YkpaiHa»

CrioHCOp, KpaiHa

I"'epon KopnopetiiH, CIIIA / Geron Corporation, USA

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

(nigruc) (Bnacue im’s TIPI3BUIIIE)
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[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Yxpainu «IIpo rnposezieHHs K/IIHIYHOTO
BUTIPOOYBaHHS J1iKapChbKOTO 3aco0y Ta
3aTBep/’KeHHS CyTTEBHX ITONPABOK»
07.04.2026 Ne 471

InenTudikallis CyTTeBOI MONpaBKU

Kommiiekt MarepianiB ansa manieHTiB: Trialbee Digital Marketing Content, Bepcis 1.0 Big 01
>koBTHSI 2025 pOKy yKpaiHCBKOIO Ta aHrmiMicbkoro moBamu (GZPW_Trialbee_Digital Marketing
Content_V1.0_010ct2025_uk-UA); Trialbee Landing Page, Bepcis 1.0 Bix 30 BepecHsi 2025 poky
yKpaiHCbKOIO Ta aHrfiivickkoro moBamu (GZPW_Trialbee_Landing Page_V1.0_30Sep2025_uk-
UA); Trialbee_ Self Assessment, Bepcis 1.0 Biz 30 BepecHs 2025 poKy YKpaiHCHKOIO Ta
anriificekkoro  moBamu  (GZPW_  Trialbee_Self_Assessment_  V1.0_30Sep2025_uk-UA);
Trialbee_Global Privacy Policy I'mobanbHa momiThka KOH(]iAeHIIMHOCTI, Bepcis Bij JMcTOMNaAa
2024 poky ykpaiHCbKOO Ta aHrJjiiicbkoro moBamu (Trialbee_Global Privacy Policy_Nov2024_uk-
UA); Trialbee_ Secondary_Assessment, Bepcisi 1.0 Big 30 BepecHsi 2025 poKy yKpaiHCBKOHO Ta
aHrJiticekoro MmoBamu (GZPW _Trialbee_ Secondary_Assessment_V1.0_30Sep2025 uk-UA)

Howmep ta gara Hakazy MO3 1ipo
MPOBeIeHHs K/IIHIYHOTO
BUIIPOOYBaHHS

Ne 52 Big 15.01.2026

HasBa kiHiuHOTO BUTIPOOYBaHHS,
KO/, BepCis Ta ziara

«PaHgomi3oBaHe, To/BiliHe cJiirie, Iy1arjeb60-KOHTPOJIbOBaHe, TI0/[iHHO-OpPiEHTOBaHe [OC/TIiPKeHHS
I ¢a3u 3 mMeTo0 BUBYEHHS BIUVIMBY OpPQOPIVINPOHY Ha YaCTOTy BHUHUKHEHHSI 3HAaUHUX
HECTIPUST/IMBUX SBUI 3 OOKYy CeprieBO-CyZIMHHOI CHCTeMH Yy TIAIiEHTIB 3 BCTAaHOBJIEHUM
aTepOCK/IePOTUYHUM CEepLIEBO-CY/IMHHUM 3aXBOPIOBAHHSIM i/ab0 XPOHIUHMUM 3aXBOPHOBaHHSM
HUpoK (ATTAIN-Outcomes)», J2A-MC-GZPW, Bepcis 3 monpaBkoro (a) Bix 26 BepecHsi 2025

POKY

3asiBHUK, KpaiHa

«Eni Jlinni Bocrok CA», [lIBetitiapis

CnoHcop, KpaiHa

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

B.o. HauasibHUKa PapMaLeBTUYHOT0 yNIPaB/IiHHS Onexkcanap I'PINEHKO

(migrmc) (Bnacue im’s TTPI3BUIIIE)
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[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo rnposezieHHs K/IIHIYHOTO
BUTIPOOYBaHHS J1iKapChbKOTO 3aco0y Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
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InenTudikallis CyTTeBOI MONpaBKU

[ndopmariisi ans matjieHTa gociimpkeHHs: Ta Popma [HbopmoBaHoi 3rogu 15 BUKOPUCTAHHS B
Ykpaini, Bepcig Ne 7.0 ykpaiHCbKOHO MOBOKO Bif 26 sotoro 2026 poky; dopma [03BOYy Ha
3apaxyBaHHSl KOLITIB Ha paxyHOK, Bepcisg 5.0 Bifg 26 ymotoro 2026 pokKy yKpaiHCBKOK MOBOIO;
3MiHa Ha3BM MiCLisl POBe/ieHHs KJIiHIUHOT0 BUNTPOOYBaHHS:

BYJIO CTAJIO
3aB.Bil. 360piBCchbkUil 1.M. 3aB.BiZl. 360piBCchkM f1.M.
KomMyHaneHe HeKOMepLiliHe TMiJIPUEMCTBO | YHiBepCHUTeTChbKa JIIKapH# Jlep>KaBHOT 0
JIbBiBcbKOi ~ 0obBnacHOi  pasu  «JIbBiBChbKa | HEKOMEpLIIMHOTO TOBapUCTBa  «JIbBiBCHKUM
obmacHa K/iHIUHA JTiKapHS», XipypriuHe | HalliOHaTbHUNA MeJUYHUI yHiBepcuTeT
BiaginenHs Nel, m. JIbBiB iMeHi [lanuna I'anuupKoro», KiiHika Xipyprii,
xipypriune  BiggiienHs — Nel — kammycy
imeHi Map ‘siHa IlanuvimHa, M. JIbBiB

Howmep ta gara Hakazy MO3 mipo
MPOBeIeHHs K/IIHIYHOTO
BUTIPOOYBaHHS

Ne 1753 Big 06.08.2019

HasBa kiHiuHOTO BUTIPOOYBaHHH,
KO/, BepCis Ta zara

«bararouenrpose, Bigkpute, ITogoexene [Hocmimxkennus III ®asu aas Ouinku 1oBrorpusanoi
EdekruHocTi Ta bBesneuHocTi 3acrocyBannsi Mipikizyma0y y IlarienTiB i3 Bupa3kosum Kostitom
ITomipHoro Ta Tspkkoro Ilepebiry (LUCENT 3)», I6T-MC-AMAP, 3 iHKOPIOpOBaHOIO
nonpaskoto (e) Bif 31 »xoBTHs1 2023 poKy

3asiBHUK, KpaiHa

«Eni Jlinni Bocrok CA», [lIBetitiapis

CnoHcop, KpaiHa

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

B.o. HauaibHUKa PapMaLeBTUUHOT0 yIIPaB/IiHHS Onexkcanap I'PINEHKO

(miparmc) (Bnacue im’s TTPI3BUIIIE)
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[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo rnposezieHHs K/IIHIYHOTO
BUTIPOOYBaHHS J1iKapChbKOTO 3aco0y Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
07.04.2026 Ne 471

InenTudikallis CyTTeBOI MONpaBKU

3MiHa Ha3BM MiCIIsl MPOBe/IeHHs K/TiHIYHOTO BUTTPOOYBaHHS:

«KuiBcbka Micbka KiiHiyHa JrikapHa Nel»
BUKOHABYOro opraHy KuiBCBKOI MiCBKOI paju
(KuiBchKoi MichbKoi ZiepkKaBHOI afiMiHicTpariii),
BifiliIeHHs1 ~ K/IIHIYHUX  JOC/TipKeHb  Ha
cneridonzi, M. Kui

BYJIO CTAJIO
nikap Ckubano C.A. nikap Ckubaino C.A.
KoMyHanbHe HeKoMepIiiiHe —TignpueMcTBO | KoMyHanbHe HeKOMepIiiliHe —TIi[IIPUEMCTBO

«KuiBcbka Micbka KiiHiyHa JtikapHa Nel»
BUKOHABYOro opraHy KuiBCBKOI MiCBKOI paju
(KuiBceKOl MiCBKOI fiepykaBHOI afMiHicTpariil),
Lentp KJTIHIYHUX JOCTiKeHb Ha
crelianibHOMY (hoHzi, M. KuiB

Howmep Ta gata Hakazy MO3 mipo
NpOBe/leHHs KJIIHIYHOT O
BUTIPOOYBaHHS

Ne 1896 Big 27.08.2019

Ha3sga kstiHiuHOTO BUNIPOOYBaHHS,
KO/I, BepCisi Ta faTa

«BigkpuTe posliMvpeHe LOCIi/)KeHHs eTpaciMoy B IALi€HTIB i3 aKTUBHUM BUPa3KOBUM KOJIITOM
Bi/l IOMIPHOTO 10 Ba&’KKOT'0 CTyMeHs TsUKKOCTi», APD334-303, 3 iHKOpPIOpOBaHO MOIpaBKoro 4.0

Biz 20 mortoro 2023 poky

3asiBHUK, KpaiHa

[Ndatizep Iuk., CIITA

CnoHcop, KpaiHa

«ApeHa dapmacbroTiKas,
«[daitzep Iuk.», CIIIA

IHK.»,

JIOUipHsl KOMIIaHis,

IJO TIOBHICTIO HAaJEeXUTb KOMIaHil

B.o. HauanbHNKa PapManeBTUYHOI0 YNIPaB/IiHHA

Onekcanap I'PIHEHKO

(nmigruc)

(Bnacue im’st ITPI3BULLE)
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[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
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InenTudikallis CyTTeBOI MONpaBKU

3MiHa Ha3BM MiCIIsl MPOBe/IeHHsI BUTIPOOYBaHHS:

BYJIO CTAJIO
K.M.H. Ontivinvk O.1. K.M.H. Ostivinuk O.1.
KomyHanbHe HekoMmepLiiiHe mignpueMcTBo | KomyHanbHe HeKOMepLiiliHe —TiATPUEMCTBO
«Micepka nikapHsi Ne6» 3amopi3bkoi MicbKOi | «MickKa JliKapHsi €eKCTpeHOI Ta IIBHUJKOL
pajy, BifziieHHs Tepariii, M. 3aropixKs MeJUYHOI JOMOMOTW» 3aropi3bKol  MiChKOT
pajgv, BijineHHs Teparmii  JIiKyBa/JbHOIO
MiIp03J1y, M. 3ariopiXoKs

Howmep ta gara Hakazy MO3 mipo
MPOBeIeHHs K/IIHIYHOTO
BUTIPOOYBaHHS

Ne 1962 Big 29.10.2018

HasBa kiHiuHOTO BUTNIPOOYBaHHS,
KO/, BepCis Ta ziara

«PaHgomi3oBaHe, TmoOABifiHe citirte, TIale00-KOHTPOIBOBAHE Ta 3 AKTUBHUM KOHTPOJIEM,
OaraToLeHTpOBe JOCTi/PKeHHs a3y 2/3, 1110 IPOBOAUTHCS Y Tlapasie/IbHUX TPyTax 3 METOH OL[iHKU
edeKTUBHOCTI Ta Oe3rMeyHOCTi rycebKyMaly y marjieHTiB i3 xBopoboro KpoHa B akTuBHiIH (ha3i Bif
cepeHbOr0 10 BaXXKOro cryreHs TsoKKocTi», CNTO1959CRD3001, 3 nornpaBkoro 5 Bif, 12 murHsg
2022 poky

3asBHUK, KpaiHa

TOB «I[TAPEKCEJI YkpaiHa»

CrioHCOp, KpaiHa

Janssen Pharmaceutica NV, Belgium / flnccen @apmaueBtruka HB, Benbris

B.o. HauanbHNKa PapManeBTUYHOI0 YNIPaB/IiHHA Onekcanap I'PIHEHKO

(nmigruc) (Bnacue im’s TIPI3BUIIIE)
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[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo rnposezieHHs K/IIHIYHOTO
BUTIPOOYBaHHS J1iKapChbKOTO 3aco0y Ta
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InenTudikallis CyTTeBOI MONpaBKU

[HopMariiiiHuil MMCTOK A/ yuyacHUKa Ta ¢opMa iHopmoBaHoi 3roau, Bepcis 2.0 Big 17 motoro
2026 p., YKpalHCbKOIO MOBOH; 3ajlyueHHs [OZAATKOBOI KOMMaHil, BiAnoBifasbHOI 3a
BifmKoAyBaHHsi BUTpaT Ha mipoi3a: TOB «HeCIlaT» [NeSPaT LLC]J; dopma zo3Boiay Ha
3apaxyBaHHS KOIITiB Ha paXyHOK Ta 3rofia Ha 0OpoOKy TmepcoHalbHUX JaHHX, Bepcis 5.0 Big 22
ceprHs 2025 poKy, yKpaiHCbKOK MOBOO

Howmep Ta gata Hakazy MO3 mipo
NpOBe/leHHs KJIIHIYHOT 0
BUTIPOOYBaHHS

Ne 299 Big 09.03.2026

Ha3sga kstiHiuHOTO BUNIPOOYBaHHS,
KO/I, BepCisi Ta faTa

«bararorieHTpoBe, MMo/BiliHe CJliTie, M1alle00-KOHTPO/IbOBaHe JOCTipKeHHs (a3u 1b/2a asist orjiHKu
6e3meyHoCTi, edeKTUBHOCTI Ta (hapMakokiHeTHKH Tiperapaty MB-001 y maifieHTiB i3 akTUBHUM
BUPa3KOBUM KOJIITOM BiJj IIOMIPHOI'0O O BaXKKOI'O CTyIleHs TsKKocTi», MB-001-102, Bepcis 02 Bif,
21 nuctonaza 2025 poky

3asBHUK, KpaiHa

TOB «biomanac», Ykpaina

CrioHCOp, KpaiHa

«Metimk barionomxkikc Ink./Mage Biologics Inc., CIITIA

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

(nmigruc) (Bnacue im’s TIPI3BUIIIE)



HonaTok 9

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Yxpainu «IIpo rnposezieHHs K/IIHIYHOTO
BUTIPOOYBaHHS J1iKapChbKOTO 3aco0y Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
07.04.2026 Ne 471

InenTudikallis CyTTeBOI MONpaBKU

OnoBneHHs1 po3finiB Jlocke MoC/iiKyBaHOTO JliKapcbkoro 3acoby AZD6793 TabyeTKu, BKPUTI
TUTIBKOBOIO 000JIOHKOIO, aHT/TiHChKOI0 MOBOIO: TUTy/bHA cTOpiHKa SKicTh-3MmicT, Bepcis 1.0 Bix
22 rpyguas 2025 poky; Bcerym, Bepcis 1.0 Big 22 rpyanst 2025 poky; P.8 CrabinpHicte s
JOC/TiIKyBaHOTO JiKapchbKoro 3aco0y AZD6793 TabneTkud, BKPHTI TUIIBKOBOKO OOOJIOHKOIO:
P.8.1 A Kopotkuii ormc cTabibHOCTI [JOC/TiKyBaHOTO JTiKapchbKoro 3aco0y, Bepcis 2.0 Bif
22 rpymas 2025 poky; P.8.1 B BuCHOBOK m[o[j0 CTabi/bHOCTI AOC/i)KYyBaHOTO JIiKapChKOTO
3aco0y, Bepcist 2.0 Big 22 rpyans 2025 poky; P.8.3 [ani mog0 crabinbHOCTI JOCTiHKyBaHOTO
nikapcbkoro 3aco0y, Bepcisi 2.0 Big 22 rpyansa 2025 poky; IIpemnapar miiaiie60 0 A0CTiKYBaHOTO
mikapceKoro 3acodby AZD6793 TabsieTky, BKPHUTI IUTIBKOBOIO 000/0HKOI, Bepcis 2.0 Bim 22
rpyasst 2025 poky; 30i/blieHHsT TepMiHy MPHUJATHOCTI AOC/Ti/HKYBaHUX JIiKapChKUX 3aco0iB 3 24
1o 36 micsais: AZD6793 TabneTku, BKpUTI TUTIBKOBOIO 000/10HKOI0; AZD6793 TabneTku, BKPUTI
MTiBKOBOIO 000/10HKOI0; AZD6793 TabneTku, BKPUTI TUIIBKOBOHO 000s0HKOMO; Ilnaie6o 1o
AZD6793 TabyeTKy, BKPUTI TUTIBKOBOIO 000/10HKOMW; Ilmate6o o AZD6793 TabieTku, BKPUTI
TTiIBKOBOIO 000/10HKO10; [Tnarie6o a0 AZD6793 TabneTKy, BKPUTI TUTiIBKOBOK 000/I0HKOIO

Howmep ta gara Hakazy MO3 1ipo
MPOBeIeHHs K/IIHIYHOTO
BUIIPOOYBaHHS

Ne 1104 Big 11.07.2025

Has3ga kiHiuHOTO BUTIPOOYBaHHH,
KO/, BepCis Ta ziara

«bararorieHTpoBe, B TmMapasesibHUX Tpymnax, paHAOMi30BaHe, TOABilHe cjine, rmae6o
KOHTPOJ/IbOBaHe JI0C/iKeHHs1 ¢a3u 2b, 11j0 MpOBOAUTLCS Y 4 rpymax BIPOAOBXK 24-X THXKHIB Jist
ouiHku edekTuBHOCTI Ta Oe3nekn AZD6793 y dopmi TabneTok cepefi AOPOC/IWX YYaCHUKIB 3
XPOHIUHUM OOCTPYKTHUBHUM 3aXBOPIOBAHHSIM JIETeHb Bifl CepeHhOTO [0 AY>Ke TSHKKOTO CTYIIeHIO
(PRESTO)», D7860C00006, Bepcist 1.0 Big 19 6epesnst 2025 poky

3asBHUK, KpaiHa

TOB «ACTPA3EHEKA YKPAIHA»

CrioHCOp, KpaiHa

AstraZeneca AB, Sweden

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

(nmigruc) (Bnacue im’s TIPI3BUIIIE)



Honatok 10

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo rnposezieHHs K/IIHIYHOTO
BUTIPOOYBaHHS J1iKapChbKOTO 3aco0y Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
07.04.2026 Ne 471

InenTudikallis CyTTeBOI MONpaBKU

[Hdopmariisi ana nauieHta i gopma iHbopMoBaHOI 3rof Ha yuyacTb y HAayKOBOMY K/IiHiUHOMY
pocmigkenHi MOGO01, Bepcis-Mopens a1 YKpainu, Bepcig 8.0 Bixg 26 mortoro 2026 poky,
YKpaiHCBKOK Ta pOCiMCbKOO MoBamH; Martepianu Ay maijiedTtiB: IHdopMariitiHa Oporirypa
«[ocnyru 3 opranizatjii moi3fok ydacHUKiB Bif kKommanii Scout» [PFD_TR Scout Brochure,
V1.0_UK-UA, 27FEB2026], Bepcigs 1.0 Big 27 mrotoro 2026 poKy, YKpaiHCBKOIO MOBOIO;
[MpuMipHUK eJIeKTPOHHOTO JMCTa Jjig TiofaHHs 3anuTy Ha moi3aky [PFD_TR_Patient
Restricted_Email Communication, V1.0_UK-UK, 27FEB2026], Bepcis 1.0 Big 27 moToro
2026 poKy, YKpailHCbKOI MOBOO

Howmep ta gara Hakazy MO3 1ipo
MPOBeIeHHs K/IIHIYHOTO
BUTIPOOYBaHHS

Ne 254 Bip 08.02.2022

Has3ga kiHiuHOTO BUTIPOOYBaHHH,
KO/, BepCis Ta fara

«PaHgomi3oBaHe, MofiBiliHe ciiirie, T/1alle00-KOHTPOIbOBaHe, OaraTolleHTPOBe AOC/TiKeHHs (a3u
3 3 MPOJIOBKEHUM BiJIKDUTMM MepioZioM JiKyBaHHSI /il OI[iIHKM e()eKTMBHOCTI Ta 0e3meuHOCTi
rperapaTty pO3aHOJIKCi3ymMab y JOpoCIMX 3 MiesliH-0/MirojeH[pOIUTapHUM  TJTiIKOTIPOTeiH
(MOG)-IgG-acotiiioBaHuM JieMi€efiHi3yrounM 3axBoptoBaHHAM», MOGO001, 3 iHKOpPIIOpPOBaHOO
noripaBkoro 6 Biz 30 BepecHs 2024

3asBHUK, KpaiHa

TOB «I[TAPEKCEJI YkpaiHa»

CrioHCOp, KpaiHa

FOCibi Biodbapma EcApE, benerisi / UCB Biopharma SRL, Belgium

B.o. HauanbHNKa PapManeBTUYHOI0 YNIPaB/IiHHA Onekcanap I'PIHEHKO

(nmigruc) (Bnacue im’s TIPI3BUIIIE)



HopaTok 11

[lo HaKa3y MiHicTepcTBa OXOPOHU 3[,0pPOB’S
Yxpainu «IIpo rpoBezieHHs KJIIHIYHOTO
BUTIPOOYBaHHS JTIKapChKOTO 3aco0y Ta
3aTBep/’KeHHS CyTTEBHX IONPABOK»
07.04.2026 Ne 471

IneHTUdikallisi CyTTEBOI MOMpPaBKU

D5180C00016, Ykpaina, ®opma 3roAu AJjs ydacTi B JOCTIpKEHHI [J1s MaL[i€eHTiB BIKOM Bif 5 10
6 pOKiB yKpaiHCBbKOI MOBOMO, Bepcis 2.0 Bif 24 rpygHs 2025 p., Ha OCHOBI MaricTep-Bepcii Popmu
3ro/Ix JJIs1 y4acTi B AOC/i/PKeHHi Jijis Mal[ieHTiB AUTAUYOTO BiKy, MalicTep-Bepcis 2.0 Big 01 cepriHs
2025 p. (ykpaincbkoro MoBOR); D5180C00016, YkpaiHna, @opma 3roiy A/s1 y4acTi B JOCTiIPKeHHI
JLIs1 TALiE€HTIB BiKOM Bif, 7 1o 10 poKiB yKpaiHCbKOI MOBORO, Bepcist 2.0 Bif 24 rpyaus 2025 p., Ha
OCHOBI MaicTep-Bepcii PopMu 3rofu /51 ydacTi B JOC/IPKeHHI JJid MaLi€HTIiB JUTAUOrO BIKY,
Marictep-Bepcisi 1.2 Big 01 cepmusi 2025 p. (ykpaiHcbKoro MoBorw); D5180C00016, YkpaiHa,
®dopwma 3rogy AJid y4yacTi B JOC/i)KeHH] [/ nalieHTiB BikoM Big 11 1o 13 pokiB yKpaiHCBKOIO
MoBot0, Bepcis 2.0 Bif 24 rpyans 2025 p., Ha OCHOBi MaiicTep-Bepcii @opMu 3roAu /sl yuacTi B
JOC/I/IKeHHI [/l TALi€HTIiB AUTSYOro BiKy, Marcrep-Bepcissi 2.0 Bim 01 cepmasi 2025 p.
(ykpaiHcekoro MoBor); D5180C00016, Ykpaina, @opma 3roau /sl yyacTi B AOCTipKeHHi AJis
nawieHTiB BikOM 14 poOKiB yKpalHCbKOI MOBOMO, Bepcis 1.0 Bix 04 mororo 2026 p., Ha OCHOBI
Matictep-Bepcii @opMu 3roiu Jj1sl yyacTi B AOCTiIPKeHHi /151 Mal[ieHTiB AUTSIYOro BiKy, MailcTep-
Bepcist 2.0 Big 01 cepmasi 2025 p. (ykpaiHcbkoro MoBoro); D5180C00016, YkpaiHa, Indopmatiis i
dopma iHpopMoBaHOi 3roju Ajist 6aThKiB yUacHUKA JOC/TiKeHHsT YKpaiHChKOK MOBOIO, Bepcist 2.0
Big 24 rpyansi 2025 p., Ha ocHOBi Maiictep-Bepcii IHdopmarii i ®opmu 3rogu Anst GaTbKiB
y4acHUKa [JocCiifkeHHs, maiictep-Bepcis 4.0 Big 01 cepriasg 2025 p. (yKpaiHCbKOH MOBORO);
D5180C00016, Ykpaina, Indopmauis i ©opma iHpopmoBaHOI 3rosy [/ BariTHUX MapTHEPOK
YYaCHUKIB [OCTIPKeHHS YKpaiHCbKOK MOBOO, Bepcis 2.0 Bix 24 rpyans 2025 p., Ha OCHOBi
Marictep-Bepcii 3.0 Big 01 cepriust 2025 p. (YKpaiHCBKOI MOBORO)

Howmep Ta gata Hakasy MO3 npo
TIIpOBeZleHHsI KJIIHIYHOT O
BUTIPOOYBAHHS

Ne 1433 Big 16.09.2025

HasBa kniHiyHOTO BUTNPOOYBaHHS,
KO[I, Bepcis Ta jjara

«baraTolieHTpOBe, paH/OMi30BaHe, TMOBiliHe cCJiire, B TapajeflbHUX Tpynax, Tuialedo-
KOHTPOJIbOBaHe JIOoC/iKeHHsT da3u 3 epeKTUBHOCTI Ta Oe3meku Te3erenymMady y /iTelt BiKoM Bif
5 10 < 12 pokiB 3 TSDKKOKHO HeKOHTposiboBaHow actmoro (HORIZON)», D5180C00016, Bepcist 2.0
Big 7 nuriHsg 2025 poky

3asiBHUK, KpaiHa

TOB «I[TAPEKCEJI YkpaiHa»

CrioHCOp, KpaiHa

AstraZeneca AB, Sweden (Actpa3eHeka Ab, IllBeitisi)

B.o. HauaibHNKa PapMaLieBTUYHOI0 YIIPaB/IiHHA Onekcanap I'PIHEHKO

(migrmc) (Bnacue im’s TTIPI3BUILIE)



HopnaTok 12

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo rnposezieHHs K/IIHIYHOTO
BUTIPOOYBaHHS J1iKapChbKOTO 3aco0y Ta
3aTBep/’KeHHS CyTTEBHX ITONPABOK»
07.04.2026 Ne 471

InenTudikallis CyTTeBOI MONpaBKU

OrmuryBanbHUK OLjiHKa TSDKKOCTI ferpecii — ity Bikom 11-17 pokis _ azanTtoBaHo 3 PHQ 9,
Moaudikoanuit ays migmitkie (PHQ A) (J. Johnson, 2002), aHrilickKoro MOBOIO

Howmep ta fara Hakazy MO3 mipo
MPOBeIeHHs K/IIHIYHOTO
BUIIPOOYBaHHS

Ne 1187 Big 29.07.2025

Hasga kiHiuHOTO BUTIPOOYBaHHS,
KO/, BepCis Ta ziara

«Bigkpure gocnifykeHHs1 3 OAHI€I0 TPYIOK0 AJis OL[iHKK (hapMaKOKiHeTHKH, (hapMaKoJuHaMiUYHUX
edekTiB, 6e3reyHOCTi Ta IepeHOCUMOCTi (GeHeOPyTUHIOY y AiTel Ta MiJJIiTKIB 3 peLuANBYIOUNM
po3cisiHUM cKiepo3om», CN45847, Bepcist 2 Bij 12 munHst 2025 poky

3asBHUK, KpaiHa

TTignpuemcTso 3 100% iHosemHoro iHBecTHLiclo «AMK’FOBIA PIIC YkpaiHa»

CrioHCOp, KpaiHa

F. Hoffmann-La Roche Ltd, I1IBeiiiapis

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

(nigruc) (Bnacue im’s TIPI3BUIIIE)



