Hopartox 1

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’
Yxpainu «IIpo 3aTBep/KeHHs CYyTTEBUX
TIOTIPaBOK /10 MPOTOKOJIIB K/TIHIUHHAX
BUTIPOOYBaHb»

12.03.2026 Ne 309

[neHTUdiKaLlisi CyTTEBOI MOMPABKU

Onopnienu#t po3zin  «SIkicte» [Jochke AOCHiIKyBaHOTO JliKapchbkoro 3acoby PicaHkizyma0
(Risankizumab), Bepcist 3A H Biz 12 rpyans 2025 poky

Howmep Ta gata Hakasy MO3 npo
TIpOBeZleHHs KJIIHIYHOT 0
BUTIPOOYBaHHS

Ne 2030 Big 07.11.2018

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

«bararoiieHTpoBe, paHZOMi30BaHe, TI0/BiliHe cCrire, TI1aLeb0-KOHTPO/IbOBaHe 52-TH)KHEBe
niATpUMytoYe JIiKyBaHHS 1 BiJKpuUTe MpPOZOBXeHe [JOC/i)KeHHs [/l BUBUEHHs1 e()eKTHBHOCTI Ta
6e3neuHocTi PicaHkizymaby y maifieHTiB 3 BHpa3KoBUM KomiToM», M16-066, iHKOpIopoBaHMiA
[MonpaBkamu 1, 2, 2.01 (tineku gns Kutato), 3, 3.01 (tineku s Himeuunnn), 4, 4.01 (Tinbku gst
SAnonii), 4.02 (a1 YKpaiHu Ta NpUIerux 3aissHUX KpaiH), 5, 6, 7 i AIMiHiCTpaTUBHUMHU 3MiHamH 1,
2,3,4,5,7 1a 8 Big 04 rpyaus 2024 poxky

3asiBHUK, KpaiHa

«E66Bi Biodapmachkrotikans 'M6X», I1IBeiiiapis

CnoHcop, KpaiHa

AbbVie Inc., USA

B.o. Haua/ibHHMKa @apMalieBTUYHOT0 YIIPaB/IiHHA Onekcangp I'PIHEHKO

(migrmc) (Bnacue im’st TTPI3BULIE)



JopaTtok 2

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’
Ykpainu «IIpo 3aTBepa)KeHHsI CyTTEBUX
TI0IIPaBOK /0 IPOTOKOJIIB K/IIHIYHUX
BUTIPOOYBaHb»

12.03.2026 Ne 309

InenTHdikallis CyTTEBOI MOMPaBKU

OnosrieHe [1ocb€ [OC/iKYBaHOTO fiKapcbkoro 3acoby U3-1402, BupanHs 9.1 Big rpyaHs
2025 poky, Bepcis 090TQ6 Big 09 ciuna 2026 poky, aHr/IiMCBKOO MOBOH; OHOBneHe [Jocke
JIOCJTi/PKYBaHOTO Jikapcbkoro 3aco0y DS-7300a, Buganns 5.0 Big murHs 2025 poky, Bepcis 08ZSFV
Biz 18 nucronaza 2025 poky, aHIVIKCBKOK MOBORO, 3 po3zisiom 3.2.P.3.1. MANUFACTURER(S)
Hocbe mocimpkyBaHoro gikapckkoro 3acoby MK-2400, Bepciss 08WN7N Big 16 mumus 2025 p.,
AHTTIMCHKOI0 MOBOIO; 3a/lyueHHs BHUPOOHHWKA JOC/IiKYBAaHOTO JiKapCchKOro 3acody MK-1022
(U3-1402): Simtra Deutschland GmbH, Kantstrae 2, 33790 Halle/Westfalen, Germany; YkpaiHa,
MK-3475-U01, mignocnimkennss MK-3475-01A, Indopmaliis Ta JokymeHT Tipo iHdopMoBaHy
ropy pJia nauieHrta, Bepcis 02 Big 10 mrororo 2026 p., yKpalHCBKOKO MOBOMO; YKpaiHa,
MK-3475-U01, mignocnimkennss MK-3475-01A, Indopmaliis Ta JoKymMeHT Tipo iHboOpMoBaHy
3rofly AJis Talli€eHTa AJis JIiKyBaHHS TiC/s TIporpecyBaHHs XBopoOwu, Bepcis 01 Big 10 mroToro
2026 p., yKpalHCbKOIO MOBOI; YKpaiHa, MK-3475-U01, niggocnimkenHs MK-3475-01A,
Indopmariisi Ta JOKyMeHT Tpo iHpOpPMOBaHy 3roJy AJisl TallieHTa Ha HajlaHHS HeoOOB’SI3KOBUX
nocnyr (komraHieto «Greenphire»), Bepcis 00 Big 10 mortoro 2026 p., yKpaiHCBKOK MOBOIO;
[TocibHuk 3 iHdopmalii€ro A/ yyacHWKa KIiHIYHOTO JOC/i/PKeHHSI CTOCOBHO iHTEPCTHULIiaTbHOTO
3axBoptoBaHHs seredb (I3JT) / mHeBMmoHiTy Idinartamab gepykcrekan (I-DXd), Bepcis 6 Bix
yicronaza 2025 poKy, yKpaiHCbKOH MOBOO

Howmep Ta fara Hakazy MO3 mipo
MPOBeJeHHS K/TIHIYHOTO
BUINPOOYBaHHS

Ne 1832 Big 02.12.2025

Ha3Ba kiHiyHOTO BUMPOOYBaHHH,
KO/, BepCis Ta jara

«KEYMAKER-UO01, OcHoBHe [joC/li/pKeHHsI: mapaco/ibKoBe AocaimxeHHs I/11 ¢a3 3 noueproBumu
rpyIaMu I0C/iKyBaHUX TIperapariB, meMopostizymaboM Ta XimioTepari€ro, sk MoHOTepartist abo y
CKiafi KoMOiHallil mpernapaTiB, B YY4aCHUKIB 3 HeIpiOHOKTITUHHUM pakoM JiereHiB (HIKPJI)»;
«KEYMAKER-UO1, niagocnigxenHas 01A: mapacosibkoBe pociimkeHHs I/11 ¢a3 3 noueproumu
rpyIamMu AOCTiPKyBaHUX TIperaparis, 3 meMopostizymabom y koM0OiHallii 3 XimioTepartieto abo 6e3
Hel, y paHillle HeJTiIKOBaHMX YYaCHUKIB 3 HeIpiOHOKIITUHHUM pakoMm jereHiB (HIKPJI) IV crazii»,
MK-3475-U01, 3 iHkopriopoBaHow mnorpaBkorw 15 Bifg 19 cepmHsa 2025 poky; MK-3475-01A, 3
IHKOpIIOpoBaHo0 norpaskoro 11 Bixg 23 BepecHs 2025 poky




TPO/IOB)KEHHs [jo/laTKa 2

3asiBHUK, KpaiHa

ToBaprCTBO 3 0OMeXKeHOF0 BifmnoBigampHicTIO «MCJI YKpaiHa»

CnoHcop, KpaiHa

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

B.o. Haua/lbHUKA PapMaLeBTHUHOT0 yIIPaB/IiHHS

Onexkcangp I'PINEHKO

(mignmc)

(Bnacne im’st TIPI3BUILLIE)




Hopartok 3

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’
Yxpainu «IIpo 3aTBep/KeHHs CYyTTEBUX
TIOTIPaBOK /10 MPOTOKOJIIB K/TIHIUHHAX
BUTIPOOYBaHb»

12.03.2026 Ne 309

[neHTUdiKaLlisi CyTTEBOI MOMPABKU

3MiHa MicClis TTPOBe/IeHHS KTiHIYHOTO BUTIPOOYBaHHSI:

BYJIO CTAJIO

a.M.H., npod. Ceprienko O.0. a.M.H., ipod. Ceprienko O.0.

KomyHanbHe HekoMepLiiiiHe TMiANPUEMCTBO | YHiBepCHUTETChKa JIiKapHs JlepkaBHOr'o

JIbBiBCbKOI  0OslacHOi pagu  «JIbBIBCBKUH | HEKOMEPLIIMHOTO TIiANpHUeMCTBa «JIbBiBCHKUI

00/acCHUM KTiHIYHWK [iarHOCTUYHUE IIeHTpP», | HalliOHaIbHUN MeJUYHUI YHiBepCUTeT

®isntig «L]eHTp eHJOKPHUHOJIOTIYHOro 3740poB’s | imeHi  [lanuna  Tamuubkoro», — KiliHika

HaCeJIeHH», TIOJTiK/IIHIYHe BifiZli/leHHs], | BHYTPILLIHIX XBOPOO Kamnycy iMeHi

JIbBiBCHKMIM HallioHaTbHUH MeauuHUM | Map’siHa [TaHyumMHa, Iep>kaBHe

yHiBepcuteT imeHi [lanuna ['amuipkoro, | HeKOMepLiliHe MiJNIPUEMCTBO  «JIbBIBCHKUM

Kadeapa eHJOKpHUHOJIOTiI, M. JIbBIiB Hal[iOHA/IbHUW MeJUYHWN YHiBepcuTeT imeHi
Hanuvna lanuubKoro», Kadeapa
€H/JI0KPUHOJIOT1, M. JIBBiB

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

Ne 513 Big 21.03.2025

Ha3sga kstiHiuHOTO BUNIPOOYBaHHS,
KO/I, BepCisi Ta faTa

«Panziomi3oBaHe, noBiliHe criine, rane60-KOHTPOIbOBaHe, MOZiMHO-OPi€EHTOBAaHe JOC/TiKEHHS
¢a3u 3 [i/151 BUBUEHHS BIUTMBY PeTaTPyTHAY Ha UaCTOTY BUHMKHEHHSI 3HAUHUX HeCTIPUST/IMBUX SIBULL]
3 GOKY CepLeBO-CYIMHHOI CMCTeMU Ta HUPOK Y MAL[i€HTIB 3 iHZEKCOM Macu Tina > 27 Kr/m’ Ta
aTepOCKJIepPOTUYHUM CepLIeBO-Cy/IMHHUM 3aXBOPIOBAHHSIM i/ab0 XPOHIUHMM 3aXBOPIOBAHHSIM
HUpok», J1I-MC-GZBO, Bepcis (e) Big 15 xoBTHs 2025 poKy

3asiBHUK, KpaiHa

«Eni Jlinnai Bocrok CAy, [lIBetitiapisi

CnoHcop, KpaiHa

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

B.o. HayaibHUKa PapMaleBTUYHOI0 YIIPaB/IiHHA

Onekcangp 'PINHEHKO

(miznmc)

(Bnacne im’s TIPI3BUIIE)




Hopartox 4

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’
Yxpainu «IIpo 3aTBep/KeHHs CYyTTEBUX
TIOTIPaBOK /10 MPOTOKOJIIB K/TIHIUHHAX
BUTIPOOYBaHb»

12.03.2026 Ne 309

[neHTUdiKaLlisi CyTTEBOI MOMPABKU

OnosieHHs1 po3AiiiB Jlocke AOCTiAKyBaHOTO JliKapchKoro 3aco0y BanmuHpenoH (Balcinrenone)/
Hanarnidno3un (Dapagliflozin), anrniiicbkoro MoBoto: Pe3stome 3miH /10 ZloCke [OCTiKYBaHOTO
sikapcekoro 3aco0y ([J13) BamuubpeHoH (Balcinrenone)/ Hamarmidso3un (Dapagliflozin) -
MOZAYJ/Ib «SKiCTb» 3 BUKOPUCTaHHSM PEXXUMY BiJicTexXeHHs 3MiH, Bepcid 3.0 Biz 06 ciunsa 2026 poky;
S.2 BupoOHMIITBO JlikapchKoi cyocTanLii bamuHpeHoH (Balcinrenone); S.2.1 Bupo6HUK (1), Bepcis
3.0 Big 20 mucromaza 2025 poky; S.2.2 Onuc npotecy BUpOOHHULITBA Ta KOHTPOJTIO SIKOCTi JIIKapChKOi
cybcrantii, Bepcis 2.0 Big 20 mucroraga 2025 poky; S.2.3 KoHTposb MaTepianis, Bepcist 3.0 Bif
20 mucroraga 2025 poky; S.2.6 Po3pobka BupoOHMUHMX mporijecis, Bepcis 3.0 Big 20 nucTomnaza
2025 poky; S.3 XapakTepuCTHKa JIiKapcbKoi cyOctaniii bBanmuHapeHoHn (Balcinrenone):
S.3.1 Po3’dcHeHHs CTPYKTYpH Ta IHIIUX XapakTepyucTUK, Bepcid 2.0 Big 20 mucronaza 2025 pokys;
S.3.2 [lomimku, Bepcist 4.0 Bix 20 suctomnaga 2025 poky; S.4 KoHTposb mikapcbkoi cyOcTaHLii
banmmupenon (Balcinrenone): S.4.1 Cneuudikarisi gist ikapcbkoi cyOcraniiii, Bepcis 4.0 Bia
20 muctonazia 2025 poky; S.4.2 AHaniTHUHI METOAMKY JJ1s TiKapchbKoi cyOcTaHiii, Bepcis 2.0 Big 20
macronaga 2025 poky; S.4.3 Basigarisi aHamiTHUYHUX METOZAMK JJis JIIKApChKOi CyOCTaHIlii, Bepcist
2.0 Big 20 ymucroraga 2025 poky; S.4.4 AnHani3 cepili Ay mikapckKoi cyOcTtaHiiii, Bepcisi 5.0 Bif
20 mucromaga 2025 poky; S.4.5 O6TpyHTyBaHHs crieljudikariii Ayis JikapcbKoi cyOCTaHIlii, Bepcis
4.0 Bix 20 mucromaza 2025 poky; S.5 PedepeHTtHi craHfaptyé abo MaTepiaau fyis JliKapChbKOi
cyocrantiii bamuHpenoH (Balcinrenone), Bepcist 3.0 Big 20 muctomnaza 2025 poky; S.7 CTabinbHiCTh
st mikapcbkoi cybcranifii BamuHpeHoH (Balcinrenone): S.7.1 Pe3tome Ta BHCHOBKH II[0/0
cTabinbHOCTI [71s JlikapcbKoi cybcraiii, Bepcis 4.0 Big 20 smctomnazga 2025 poky; S.7.3 [laHi ripo
cTabipHiCTE A1 MiKapchKoi cyOcTaHIii, Bepcis 5.0 Bifg 26 ymucroraga 2025 poky; P.6 PedepeHTHi
cTaHzapTv abo mMarepianau /s TikapchKoro 3aco0y bamuupenoH (Balcinrenone)/ Tanarsidao3ux
(Dapagliflozin), TBepzi karicyu, Bepcis 2.0 Bif 26 mvctoraga 2025 poky




2 TMPOJOBXKEHHs ojaTKa 4

Howmep Ta gata Hakazy MO3 mipo
NIpOBe/leHHs KJIIHIUHOT 0
BUTIPOOYBaHHS

Ne 2094 Bip 13.12.2024

Ha3sga kstiHiuHOTO BUTIPOOYBaHHS,
KO/I, BepCisi Ta fjata

«PaHgomi3oBaHe, TOoABiliHe citine pAocmigkeHHs ¢da3d 3 A4S OLIHKM BIUIMBY TIperapaty
Banuunpenon/danar/iiyio3vH nopiBHSHO yuiiie 3 [lamnar/idio3MHOM Ha PU3HUK BUHUKHEHHS SIBUIL]
cepL[eBOi HeJOCTAaTHOCTI Ta CepLieBO-CYyAMHHOI CMepTi y TaLli€eHTIB i3 CepLeBOI0 HeJOCTaTHICTIO Ta
ropyiieHHsIM (yHKIIiT HUpok», D6402C00012, Bepcis 3.0 Big 21 nunHs 2025 poky

3asBHUK, KpaiHa

TOB «ACTPA3EHEKA YKPAIHA»

CrioHCOp, KpaiHa

AstraZeneca AB, Sweden

B.o. HauaibHHKa PapMaLeBTUYHOI0 YIIPaB/IiHHA Onekcanap I'PIHEHKO

(nmignuc) (Bnacue im’s TIPI3BUIIE)



Hopatok 5

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’
Yxpainu «IIpo 3aTBep/KeHHs CYyTTEBUX
TIOTIPaBOK /10 MPOTOKOJIIB K/TIHIUHHAX
BUTIPOOYBaHb»

12.03.2026 Ne 309

[neHTUdiKaLlisi CyTTEBOI MOMPABKU

OnHoBjieHe MapKyBaHHSI [IOCJIiPKYBAaHOTO JiiKapchbKoro 3aco0y [amarmiduiosun (Dapagliflozin)
10 mr abo mtarie6o, Bepcis 2.0 Big 26 muctonazga 2025 poky

Howmep Ta gata Hakasy MO3 npo
TIpOBeZleHHs KJIIHIYHOT 0
BUTIPOOYBaHHS

Ne 1832 Big 02.12.2025

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

«PaHgomi3oBaHe, GaraTorieHTpoBe, IMOABilHe ciiire AociimkeHHss Pa3u 2b AJid OI[iHKKA BIUTUBY
Bakcapocrary B kom6iHauii 3 anarmidio3uHoMm y TOpiBHSHHI 3 Tepamieto bakcapocratom Ha
anbOyMiHypito y MarjieHTiB 3 XpOHiUHOI0 XBOp06010 HUPOK (X XH) Ta BUCOKHUM KPOB’ THUM THCKOM,
D6972C00006, Bepcis 2.0 Big 22 BepecHs 2025 poky

3asiBHUK, KpaiHa

TOB «<ACTPA3EHEKA YKPATHA»

CnoHcop, KpaiHa

AstraZeneca AB, IlIBeLis

B.o. Haua/ibHHKa @apMalieBTUYHOT0 YIIPaB/IiHHA Onekcangp I'PIHEHKO

(migrmc) (Bnacue im’st TTPI3BUIIIE)



Hopatok 6

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’
Yxpainu «IIpo 3aTBep/KeHHs CYyTTEBUX
TIOTIPaBOK /10 MPOTOKOJIIB K/TIHIUHHAX
BUTIPOOYBaHb»

12.03.2026 Ne 309

InenTuikatiis CyTTEBOI MONpPaBKK

Iocwe mocimKyBaHOTo Jlikapcbkoro 3aco0y Byporpytyr (Budoprutug, TNT119), Bepcis 5.0 Bifg
23 BepecHst 2025 poKy, aHTJIiiCbKOI0 MOBOIO; 3pa30K MapKyBaHHS [|0C/Ii/[)KyBaHOTO JTiIKapChKOT'0
3acoby Bymonpytyr (TNT119) ans kapToHHOI yrnakoBkH, 4 ¢uiakoHM Ha KOpOOKy, Bepcist 2 Bif
30 BepecHs 2025p., yKpaiHCBKOK) MOBOK; 3pa30K MapKyBaHHSI AOC/i)KYBaHOTO JIiKapCbKOTO
3acoby Bygorpytyr (TNT119) gnsa ¢nakoHy, KOHLeHTpaT AJs po3uuHy Aus iHdy3id, 10 mr/mo,
50 mr/5 mMn B oaHoMy (uiakoHi, Bepcisi 2 Big 30 BepecHsi 2025p., yKpaiHChKOIO MOBOIO;
TNT119-ITP-201 Incdopmaiis gns mnaiieHta Ta ¢opma iHOpMOBaHOI 3rofu [/ YKpaiHu,
aHTJIilCbKOr MOBOIO, Bepcist 3.0 Big 19 rpyaus 2025 p.; TNT119-ITP-201 Indopmatiis AJis naijieHTa
Ta dopMa iHdopMoOBaHOI 3roau Aas YKpaiHW, yKpalHChKOH MoBORo, Bepcisi 3.0 Big 19 rpyaHs
2025 p.; 3a/yueHHs AOAATKOBOT'O MiClisl TPOBeIeHHs K/TiHIUHOTO BUNIPOOYBaHHSI:

Ne [1.1.b. BigmOBia/ILHOT'O AOC/IIIHUKA

n/n Ha3Ba Miclis 1TpoBe/ieHHs KJTiHIYHOTO BUTTPOOYBaHHS

1. | nikap Horaesa JI.I.

KomyHanbHe HekoMepliiiiHe MignpueMcTBO «K/IiHIUHMN 1]eHTP OHKOJOTii, remMaToJorii,

TPAHCIUVIAHTO/IOTii Ta mMasiaTuBHOI [JoromMoru Yepkacbkoi 006acHOi pagu», Bifain

reMaTosIorii Ta TPaHCIIaHTallii KiCTKOBOro MO3KY 3 KabiHeTamu XiMioTeparii, M. Yepkacu

Howmep Ta gata Hakazy MO3 mipo
NpOBeZleHHs KJIIHIYHOT O
BUTIPOOYBaHHS

Ne 854 Big 22.05.2025

Ha3sga kstiHiuHOTO BUNIPOOYBaHHS,
KO/I, BepCisi Ta faTa

«Bigkpure pocnimpkenHs (a3 1b/2a 3 mocnifgoBHMM ¢GopMyBaHHSIM KOTOPT, BBeJeHHSIM
MiZBUIIYBaHUX 703 i PO3IIMPEHHSIM KOTOPTH BCTAHOBJIEHOI 03U [i/Isi BU3HaueHHs Oe3reyHoCTi,
MepeHoCUMOCTi, papMaKOKiHeTUKH, hapMaKoJWHaMIKU Ta TornepefHbOoi KIiHIYHOI eeKTUBHOCTI
nperiapaty bBygorpyryr (TNT119) y mnamiedtiB 3 imyHHor TpombouuTorieHiero (ITII)»,
TNT119-ITP-201, monipaBka 1 Big 23 TpaBHs1 2025 poKy

3asiBHUK, KpaiHa

TOBAPMCTBO 3 OEMEXXEHOFO BIATIOBITAJIBHICTIO «Tilli/li OKPEMH», Ykpaina

CnoHcop, KpaiHa

Climb Bio, Inc., USA (Knaiim6 Bio, Isk., CITIA)

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

(miznmc) (Bnacne im’s TIPI3BUIIE)



Hopatok 7

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’
Yxpainu «IIpo 3aTBep/KeHHs CYyTTEBUX
TIOTIPaBOK /10 MPOTOKOJIIB K/TIHIUHHAX
BUTIPOOYBaHb»

12.03.2026 Ne 309

[neHTUdiKaLlisi CyTTEBOI MOMPABKU

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

bYJIO CTAJIO
I.M.H., ipod. Ctych B.IT. I.M.H., ipod. Ctycs B.IL.
KomyHanbHe nignpreMcTBo | KomyHanbHe — HeKOMepLiiiHe  TOBapUCTBO
«/THinporneTpoBChKa 00J1acHa KiTiHiuHa TiKapHs | «[IHinmporeTpoBchKa 00/1acHa K/TiHiuHa JTiKapHs
iMm. ILI. MeunukoBa» [HinpornierpoBcbkoi | iM. I.I. MeunukoBa» [IHINIpONeTpOBCHKOL
obmacHoi pagw», BiggaineHHs yposorii Ne2 | obmacHoi pagw», BiggiseHHs yposorii Ne2
(oHKosOriuHe), M. JIHiNpo (oHKOnOriuHe), M. JIHINpo

Howmep Ta fara Hakazy MO3 mipo
MPOBeIeHHS K/IIHIYHOTO
BUIIPOOYBaHHS

Ne 215 Big 19.02.2026

Has3ga kiHiyHOTO BUTIPOOYBaHHH,
KO/, BepCis Ta fara

«bararorjeHTpoBe, BifiKpuTe, MpozoBkeHe nociimkeHHs III (a3u a/d OL[iHKM [1OBroCTPOKOBOI
edeKTUBHOCTI Ta O6€3MeYHOCTi B YYaCHUKIB, SIKi Hapa3si MPOXO/sATh JiIKyBaHHS B MeXax JOC/TiIKeHHS
6emytudany (LITESPARK-043)», MK-6482-043, Bepcist 00 Big 06 mucronaza 2025 poky

3asgBHUK, KpaiHa

ToBapHuCTBO 3 00MeXXeHO0 BiznoBiganpHicTIO « MCJI YKpaiHa»

CrioHCOp, KpaiHa

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

B.o. HauaibHHKa PapMaLeBTUYHOI'0 YNIPaB/IiHHA

Onekcanap I'PIHEHKO

(nmignuc)

(Bnacse im’st TTPI3BUIIE)




Hopatok 8

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’
Yxpainu «IIpo 3aTBep/KeHHs CYyTTEBUX
TIOTIPaBOK /10 MPOTOKOJIIB K/TIHIUHHAX
BUTIPOOYBaHb»

12.03.2026 Ne 309

[neHTUdiKaLlisi CyTTEBOI MOMPABKU

BK/IIOUeHHsI ZI0JaTKOBOT'O MiClisl TPOBe/IeHHS K/TiHIYHOTO BUTIPOOYBaHHS:
No I1.1.b. BifgmoBiaIbHOT'O AOC/IiIHUKA
/o Ha3Ba Miclis TpoBe/ieHHS KJTiHIYHOTO BUTIPOOYBaHHS
1. | nikap bep3oi1 O.A.
KomyHasnbHe HeKomepljitiHe mignpueMcTtBo «Opecbka o6macHa KiliHiYHA JTiKapHs»
Opecbkoi 06/1acHOi pagy», BifineHHs TOpakaabHOi Xipyprii, M. Ogpeca

Howmep Ta fara Hakasy MO3 1ipo
MPOBeIeHHS K/IIHIYHOTO
BUTIPOOYBaHHS

Ne123 Big 04.02.2026

Has3ga kiHiyHOTO BUTIPOOYBaHHH,
KO/, BepCis Ta fara

«Panyiomi3oBaHe, mojBiliHe cmiine gocmigkeHHs III ¢da3u ag'toBanTHOI Tepamii MK-1084 B
KOMOiHarlil 3 mimKipHUM BBeZIeHHSIM MieMOpoJtizyma0y Ta GeparianypoHnizgasu anbda (MK-3475A)
TIOPiBHSHO 3 a/1'FOBAHTHOIO Tepartiero ratedo y kombiHariii 3 MK-3475A y y4acHUKIB i3 TOBHICTIO
pe3eKTOBaHUM He/[piOHOK/TI THHHUM pakoM JiereHiB (HZIPJT) crazii ITA-ITIB (N2) 3 myTariero KRAS
G12C micsist oTpUMaHHS He0a/]’ FOBaHTHOI Tepariii leMOposti3yMaboM y TIoeiHaHHI 3 XiMioTepartiero
abo azx’toBanTHOI XimioTepanii (KANDLELIT-013)», MK-1084-013, Bepcist 00 Bix 03 nucromnaga
2025 poky

3asgBHUK, KpaiHa

ToBapuCTBO 3 00MeXXeHO0 BinoBiganpHicTIO « MCJI YKpaiHa»

CrioHCOp, KpaiHa

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

B.o. HauaibHHKa PapMaLeBTUYHOI0 YIIPaB/IiHHA Onekcanap I'PIHEHKO

(nmignuc) (Bnacue im’s TIPI3BUIIE)



Hopartok 9

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’
Yxpainu «IIpo 3aTBep/KeHHs CYyTTEBUX
TIOTIPaBOK /10 MPOTOKOJIIB K/TIHIUHHAX
BUTIPOOYBaHb»

12.03.2026 Ne 309

[neHTUdiKaLlisi CyTTEBOI MOMPABKU

3aJTyueHHs] HOBUX MiCIlb POBe/IEHHs K/IiIHIYHOT'O0 BUITPOOYBaHHS:

No I1.1.b. BifgmoBiaIbHOT'O AOC/IiIHUKA
/o Ha3Ba Miclis TpoBe/ieHHS KJTiHIYHOTO BUTIPOOYBaHHS
1. | K.M.H. KarepeHuyk B.I.
KomyHanbHe i ATIPUEMCTBO «ITonTaBCbKa obacHa KJIiHIYHa JIIKapHA

iMm. M.B. CknidocoBcbkoro ITonTaBcbKoi 00/1aCHOI pajiv», €HZOKPUHOIOTiUHe Bi/i/IeHHS,
[TonTaBChbKUI ep>KaBHUM MeJUUHUI yHiBepCUTeT, Kadeapa eHJOKPUHOJIOTIT 3 AUTSUMMU
iHdpekuiiHuMu xBopobamu, M. ITosiTaBa

2. | a-p dinocodii Kapnenko O.O.

Meanunuii 1ieHTp «Ok!KniHik+» ToBapucTBa 3 OOMEXEHOK BiJOBifaNbHICTIO
«MDKHapOAHUM IHCTUTYT KIIIHIYHUX [JOC/Ti[KeHb», B[ Teparii, peBMaToJOrii Ta
KapZioJiorii cTaliioHapHOro BiffiieHHs, M. KuiB

Howmep Ta fara Hakazy MO3 1ipo
MPOBeJeHHS K/TIHIYHOTO
BUNIPOOYBaHHS

Ne 52 Big 15.01.2026

Has3ga k/iHiyHOTO BUTIPOOYBaHHH,
KO[|, BepCis Ta fara

«PaHgomi3oBaHe, mo/BiliHe cJiirie, Ty1arie060-KOHTPOJIbOBAHe, TIO/[iHHO-Opi€EHTOBAHEe OC/TiKEeHHS
III ¢a3u 3 MeTow BHBUEHHS BIUIMBY OpGQOPIIMPOHY HAa YacTOTy BUHUKHEHHS 3HAuHUX
HECTIPDUAT/IMBUX SBUI] 3 OOKYy CeplieBO-Cy/IMHHOI CHCTeMH Yy TIAIliEHTiB 3 BCTaHOBJIEHUM
aTepOCKJIEPOTUYHUM CEpLIeBO-CyIMHHUM 3aXBOPIOBAHHSIM i/ab0 XPOHIUHMM 3aXBOPIOBAHHSIM
HUPOK», J2A-MC-GZPW, Bepcisi 3 momnpaBkoto (a) Bif 26 BepecHs 2025 poky

3asgBHUK, KpaiHa

«Eni Jlinni Boctok CAy, [1IBeliapis

CrioHCOp, KpaiHa

Eni Jlinni eag Komnani, CIIIA / Eli Lilly and Company, USA

B.o. HauaibHNKa @apMalieBTUYHOT0 yIIPaB/IiHHA Onekcanap I'PIHEHKO

(mignuc) (Bnacue im’s TIPI3BUIIE)



Hopartoxk 10

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’
Yxpainu «IIpo 3aTBep/KeHHs CYyTTEBUX
TIOTIPaBOK /10 MPOTOKOJIIB K/TIHIUHHAX
BUTIPOOYBaHb»

12.03.2026 Ne 309

[neHTUdiKaLlisi CyTTEBOI MOMPABKU

BK/ItOUeHHs1 I0AaTKOBOTO MiCIsi POBeieHHsI BUTIPOOYBaHHS:

No I1.1.b. BifgmoBiaIbHOT'O AOC/IiIHUKA
/o Ha3Ba Miclis TpoBe/ieHHS KJTiHIYHOTO BUTIPOOYBaHHS

1. | a.m.H., npod. Yornisik B.B.

YHiBepcuTeTCbKa JiKapHs [ep>KaBHOTO HEKOMEepLiHOro TirpueMcTBa «JIbBiBCHKUM
Hal[iOHa/IbHUM MeJVWYHUN yHiBepcuTeT iMeHi [lanuna ["anuupbkoro», KniHika BHYTpilIHIX
XBOpO0O, peBMaToJIoTiuHe BijfisieHHs Kammycy iMeHi Map’sHa I[anuuiivHa, [lepkaBHe
HeKOMepLliiiHe TMiANPUEMCTBO «JIbBiBCbKMM Hal[iOHA/IbHUM MeJUUHUN yHiBepCUTET
imeni [lanusa I"amuibkoro», Kadezapa KaiHiuHOI iMyHos1orii Ta asieprosorii, M. JIbBiB

Howmep Ta gata Hakazy MO3 mipo
NpOBeZleHHs KJIIHIYHOT O
BUTIPOOYBaHHS

Ne 54 Biz; 15.01.2026

Ha3sga kstiHiuHOTO BUNIPOOYBaHHS,
KO/I, BepCisi Ta faTa

«Pangomi3zoBaHe, moBiiiHe ciiine, Tiarie00-KOHTPOIbOBaHe, OaraTOIlEHTPOBe AOC/i[KeHHs, 110
CKJ/Ia/Ia€ThCS 3 IBOX YAaCTHH, 3 Oe3repepBHUM MepexooM MK yacThHOoro A (da3a 2) Ta yactuHo B
(daza 3) ans ouiHku edekTUBHOCTI Ta Oe3reuHocTi npernapaty BIIBO59 B yuacHUKIB 3 aKTUBHUM
TMiATOCTPYM IIKipHUM UepBOHUM BOBYakKoM Ta (a00) XpOHIUHMM IIKipHUM UepBOHHUM BOBYAKOM 3
CHUCTEMHHMMH TIpOsiBaMU abo 0e3 HUX, a TakoX 3 pedpakTepHicTio Ta (ab0) HerepeHOCUMiCTHO
antuManspiiiHoi Teparnii (AMETHYST)», 230LE301, Bepcis 4.0 Biz 18 BepecHsi 2024 poky

3asgBHUK, KpaiHa

ITignpremcTso 3 100% inosemHoro iHBecTuiielo «AVK’FOBIA PIIC YkpaiHa»

CrioHCOp, KpaiHa

Biogen Idec Research Limited, United Kingdom

B.o. HauaibHHKa PapMaLeBTUYHOI0 YIIPaB/IiHHA Onekcanap I'PIHEHKO

(nmignuc) (Bnacue im’s TIPI3BUIIE)



Hopatok 11

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’
Yxpainu «IIpo 3aTBep/KeHHs CYyTTEBUX
TIOTIPaBOK /10 MPOTOKOJIIB K/TIHIUHHAX
BUTIPOOYBaHb»

12.03.2026 Ne 309

[neHTUdiKaLlisi CyTTEBOI MOMPABKU

3MiHa BiJITOBiA/ILHOTO OC/TiTHWKA; 3MiHa HAa3BH MiClis ITPOBe/IeHHs K/IiHIYHOTO BUTIPOOYBAHHS:

«HauioHanbHUM IHCTUTYT paky», BiAZineHHS
Ma/I0iHBa3UBHOI Ta €eHJOCKOMIYHOI Xipyprii,
iHTepBeHLIiiHOI paziosiorii, M. Kuis

BYJIO CTAJIO
K.M.H. Ocranenko FO.B. sikap ITauko B.B.
[epxaBHe  HeKOMepLliliHe  MiANPUEMCTBO | [lep)kaBHe  HeKOMepLiliHe  MiJIIPUEMCTBO

«HauioHanbHul IHCTUTYT paky», BiAfJineHHS
KJiHIUYHOI OHKOJIOrii, M. KuiB

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

Ne 1388 Big 08.11.2017

Ha3sga kstiHiuHOTO BUNIPOOYBaHHS,
KO/I, BepCisi Ta faTa

«PaHj0Mi30BaHe, BiJKpUTe,

OaraToreHTpoBe

pocmimpkennss 111 ¢asu  [ypBamymaby Ta

Tpemesiimymaly B SIKOCTi Mepioi fiHii JiKyBaHHSI TIALi€EHTIB 3 TMOIIMPEHUM TelaToLeFJIIPHUM
pakoMm (HIMALAYA)», D419CC00002, Bepcis 9.0 Biz 24 kBiTHs 2025 poKy

3asiBHUK, KpaiHa

TOB «<ACTPA3EHEKA YKPATHA»

CnoHcop, KpaiHa

AstraZeneca AB, Sweden

B.o. HayasibHNKa PapMalieBTUYHOI0 YIIPaB/IiHHA

Onekcangp 'PINHEHKO

(mizgnmc)

(Bnacne im’s TIPI3BUIIE)




HopaTok 12

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’
Yxpainu «IIpo 3aTBep/KeHHs CYyTTEBUX
TIOTIPaBOK /10 MPOTOKOJIIB K/TIHIUHHAX
BUTIPOOYBaHb»

12.03.2026 Ne 309

[neHTUdiKaLlisi CyTTEBOI MOMPABKU

Hopatok Ne5, JIokanbHa Bepcisi HoMep 5.0 yKpaiHCbKOK MOBOYO, fiaTa Bepcii 10 rpyaus 2025 poky,
Ha ocHoBi Mactep Bepcii Biz 23 xoBTHs1 2025 poky Ao IHdopmariii Ta popmu 3roau [/ JOPOCIUX
YYaCHHUKIB [OCJi)KeHHsI, JIOKa/ibHa Bepcis Homep 4.1 s YKpaiHM YKpaiHCbKOK MOBORO, JlaTa
Bepcii 08 kBiTHa 2022 poky, Ha ocHOBi Macrtep Bepcii Homep 5.0 Bifg 24 junHg 2018 poky;
3MiHa BiJITOBiA/ILHOTO TOC/TiTHMKA; 3MiHa HAa3BHM MiClisl ITPOBe/IeHHs K/IiHIYHOTO BUTIPOOYBAHHS:
bYJIO CTAJIO

K.M.H. Ocranenko FO.B. sikap ITauko B.B.

[epxaBHe  HeKOMepLiiiiHe  MiANPUEMCTBO | [lep)kaBHe  HeKOMepLiliHe  MiJIIPUEMCTBO

«HauioHanbHUM IHCTUTYT paky», BiagineHHs | «HarjioHanbHUN iHCTUTYT paky», BiAfineHHS

Ma/IOiHBa3UBHOI Ta eHJOCKOMIYHOI XIpyprii, | K/IiHIYHOI OHKOJIOril, M. KuiB

iHTepBeHLIiiHOI paziosiorii, M. Kuis

Howmep Ta gata Hakazy MO3 mipo
NpOBe/leHHs KJIIHIYHOTO
BUTIPOOYBaHHS

Ne 897 Big 04.08.2017

Ha3sga kstiHiuHOTO BUNIPOOYBaHHS,
KO/I, Bepcisi Ta faTa

«Bigkpute, paHjoMi30BaHe, MOpiBHIOBa/bHe, 0GaraTolleHTPOBe KiIiHiUHe AoCmimpkeHHs (a3u 3
oliHKu ecdekTuBHOCTI Ta Oe3meku CaBoniTiHiOy B mopiBHsHHI 3 CyHiTiHIOOM y mMarjieHTiB 3
MET-no3uTHuBHOO, HeoriepabesTbHOO Ta JIOKATbHO-TIOIIMPEHO0, a0 MeTaCTaTUYHO) TIAITiIIPHOIO
HUPKOBO-KJIITUHHOIO KapuuHoMoro (MHKP)», D5082C00003, Bepcist 6.0 Big 19 rpyaHsi 2018 poky

3asgBHUK, KpaiHa

TOB «ACTPA3EHEKA YKPAIHA»

CrioHCOp, KpaiHa

AstraZeneca AB, Sweden

B.o. HauaibHHKa PapMaLeBTUYHOI0 YIIPaB/IiHHA Onekcanap I'PIHEHKO

(nmignuc) (Bnacue im’s TIPI3BUIIE)



Hopartok 13

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’
Yxpainu «IIpo 3aTBep/KeHHs CYyTTEBUX
TIOTIPaBOK /10 MPOTOKOJIIB K/TIHIUHHAX
BUTIPOOYBaHb»

12.03.2026 Ne 309

[neHTUdiKaLlisi CyTTEBOI MOMPABKU

HopaTkoBi Martepianu ajig nauieHTiB: OnMUTyBa/JIbHUK 3 KOHTPOJI0 actTMU ACQ7, CKpIHILOTH, Bif,
2005 poky ykpaiHcbkoro moBoro; CLIO5993AA9-01 (TRECONY) Chiesi, cKpiHILIOTY OCHOBHOTO
3aCTOCYHKY, Bepcis 1.0 Bijg 26 ciuns 2026 p., ykpaiHCbKor0 MOBOO 11 YKpainu; CLIO5993AA9-01
Etukerka Ha TenedoH, Bepcisi 1.0 Bixg 22 rpyanHs 2025 p.; CKpiHILIOTA OMUTYBaHHS W00
e/leKTPOHHUX eTUKeTOK, Elabel Survey, 1.0 Big 26 ciuns 2026 p., yKpaiHCbKOI0 MOBOIO ZiJis1 Y KpaiHu;
CkpiHmoTy onuTtyBasbHUKa BeuipHii moneHHuk, Bepcis 1.0 Big 27 ciung 2026 p., yKpaiHCBKORO
MOBOIO AiJi1 YKpainu; CKpiHILIOTH ONMUTYyBanbHUKa BeuipHili 1jofeHHuK, A/ BisutiB 1-2 (V1-V2),
Bepcid 1.0 Big 27 ciung 2026 p., yKpaiHCLKOK MOBOO /i1 YKpaiHu; CKpIHIIOTU ONMUTYyBa/bHUKA
BeuipHiii mogeHHUK, 47151 Bi3uTiB 2-3 (V2-V3), Bepcis 1.0 Big 27 ciuns 2026 p., yKpaiHCbKOK MOBOIO
st Ykpainu; CKpIiHILIOTH ONMUTYBa/ibHUKa BeuipHil jofeHHUK, As BisuTiB 3-4 (V3-V4), Bepcis
1.0 Biz 27 ciuns 2026 p., yKkpaiHCbKOH MOBOMO AiJis1 YKpaiHu; CKpiHIIIOTH ONUTyBalbHUKa BeuipHiii
LIOJIeHHUK, Jis1 Bi3uTiB 4-5 (V4-V5), Bepcis 1.0 Big 27 ciuns 2026 p., yKpaiHCbKOK MOBOO JJIs1
Ykpainu; CKpiHIIOTH ONUTYBa/bHKKA BeuipHil iofieHHUK, /151 BisuTiB 5-6 (V5-V6), Bepcis 1.0 Bif,
27 ciuna 2026 p., yKpalHCBbKOIO MOBOK 1 YKpaiHy; CKpIHIIOTM ONUTyBaJbHUKAa BeuipHin
II0/IeHHUK, AJis Bi3uTiB 6-7 (V6-V7), Bepcis 1.0 Big 27 ciunsa 2026 p., yKpaiHCbKOHO MOBOO JJIsi
Ykpainy; CKpiHIIOTM onuTyBanbHUKA PaHKOBMM 1jofeHHMK, Bepcis 1.0 Big 27 ciuna 2026 p.,
YKpaiHCBbKOI0 MOBOO Zijist YKpaiHu; CKpPiHIIIOTH ONMUTYyBa/bHUKA PaHKOBUH 1110/IeHHUK, /1JIs1 Bi3UTIB
1-2 (V1-V2), Bepcis 1.0 Big 27 ciuns 2026 p., yKpalHCBbKOIO MOBOM i1 YKpaiHy; CKpiHILIOTH
ONUTYBa/IbHUKa PaHKOBUI 1110/IeHHUK, [/ BisuTiB 2-3 (V2-V3), Bepcis 1.0 Big 27 ciuns 2026 p.,
YKpaiHCbKOI MOBOIO 1 YKpainu; CKpIHIIOTH ONUTYBa/bHUKA PaHKOBUM 1I0/IeHHYK, [/ Bi3UTIB
3-4 (V3-V4), Bepcis 1.0 Big 27 ciung 2026 p., yKpaiHCbKOH MOBOW /151 YKpaiHu; CKpiHIIOTH
ONUTYBa/IbHUKa PaHKOBUI 110/IeHHUK, J1s BisuTiB 4-5 (V4-V5), Bepcis 1.0 Big 27 ciuns 2026 p.,
YKpaiHCBbKOI0 MOBOO Zijist YKpaiHu; CKpPiHIIIOTH ONMUTYyBa/bHUKA PaHKOBUH 1110/IeHHUK, /1JIs1 Bi3UTIB
5-6 (V5-V6), Bepcisa 1.0 Big 27 ciung 2026 p., yKpaiHCbKOIO MOBOK s YKpainu; CKpiHILIOTH
ONUTyBa/IbHUKa PaHKOBUII 1110/1eHHUK, AJ1s Bi3uTiB 6-7 (V6-V7), Bepcis 1.0 Big 27 ciuns 2026 p.,




2 TIPOJIOBXKeHH fojaTka 13

YKPaiHCBbKOK MOBORO yisi YKpaiHu; CKpIiHILIOTH ONMUTyBa/ibHMKA [1ouaToOK BHMiprOBaHHS IMiKOBOL
mBuAkocTi Buauxy (ITIIB), Bepcia 1.0 Big 05 ciuns 2026 p., yKkpaiHCBKOIO MOBOO /11 YKpaiHu;
CKpIHILIOTH ONUTYBa/IbHUKA TIPO PiBEHb 3a/I0BOJIEHOCTI Y4YaCHHUKIB JOCIipKeHHs, Bepcis 1.0 Bif
27 ciuns 2026 p., yKpalHCbKOI MOBOIO i YKpainu; JIucTiBKa A/1s1 3a/lyyeHHs1 MaLli€HTIB, LBUKUN
®akt Ne2, Bepcist 1.0 Big 27 ciung 2026 p., yKpaiHCbKOK MOBOI AJid YKpaiHu; JIucTiBka Ajst
3a/yueHHs nauieHTiB, wBKUAKKUNA Pakt Ne3, Bepcis 1.0 Big 27 ciung 2026 p., yKkpalHCbKOHO MOBOXO
st Ykpainy; CLI05993AA9-01 JTuct-nogsika nauienty y gociigkenHi TRECONY, Bepcis 1.0 Big
05 ciuns 2026 p., yKpaiHCbKO MOBORO /1J1s1 YKpainu; HaragyBaHHs po Bi3UT, CKDUHIHTOBUH Bi3UT,
Bepcis 1.0 Big 05 ciuns 2026 p., yKpaiHCbKOO MOBORO /151 YKpainu; HaragyBanHs ripo Bi3uT, Bisut
2, Bepciga 1.0 Big 05 ciung 2026 p., yKpalHCBKOIO MOBOMO /I YKpaiHu; HarazyBaHHs 1Ipo Bi3urT,
Bisut 3, Bepcis 1.0 Big 05 ciuns 2026 p., yKpaiHCbKOIO MOBOMO AJid YKpainu; HaragyBaHHsI npo
Bi3uT, Bisut 4, Bepcia 1.0 Big 05 ciuns 2026 p., yKpalHCBKOIO MOBOIO /11 YKpaiHu; HaranyBaHHs
npo Bi3uT, Bisut 5, Bepcis 1.0 Big 05 ciung 2026 p., yKpaiHCbKOKO MOBOK /i1 YKpaiHU;
Haragysanns npo Bi3ut, Bisur 6, Bepciga 1.0 Big 05 ciunga 2026 p., yKpaiHCBKOKO MOBOK JJIs1
Ykpainy; HaragyBanns npo Bi3uT, Bisut 7, Bepcis 1.0 Big 05 ciuns 2026 p., yKpaiHCbKOH MOBOO
o Ykpainy; CLIO5993AA9-01 JIuct-npusitanHs, Bepcis 1.0 Big 05 ciunsa 2026 p., yKpaiHCBKOO
MOBORO /151 YKpainu; Ckpinmotu CueHapito 111 HaBuaHHs nauieHTiB, [lepeBipka Ha/ie>KHOT SIKOCTI,
Bepcid 1.0 Big 05 ciung 2026 p., yKpalHCBKOXO MOBOO /11 YKpaiHU

Howmep Ta gara Hakazy MO3 nipo
TpOBe/leHHs KJIIHIYHOT O
BUIIPOOYBaHHS

Ne 51 Big 15.01.2026

Ha3Ba kiHiuHOTO BUMPOOYBaHHH,
KO/, BepCis Ta jara

«®aza II, MixHaposHe, GaraTolleHTpOBe, TIO/BiliHe CJiire, paH/OMi30BaHe, KOHTPOJIbOBaHE
aKTWBHMUM I[IpeliapaToM, TpbOXeTallHe IlepexpecHe [OC/IipKeHHs [/ OLIHKWA TeparieBTUYHOL
eKBIBaJIeHTHOCTI [1030BaHOr0 aepo3osibHOro iHramgropa CHFEF5993 3 pgosamu 100/6/12,5 MKr
HFA-152A y nopiBHSIHHI 3 J030BaHUM aepo30JibHUM iHransropom CHF5993 3 no3amu 100/6/12,5
MKr HFA-134A y marjieHTiB i3 6pOHXia/lbHOK aCTMOFO JIETKOTO Ta CEPeJHBOTO CTYIIeHS TSHKKOCTI
(zmocnimpkenns TRECONY)», CLI-05993AA9-01, Bepcis 2.0 Big 21 numnusa 2025 poky

3asgBHUK, KpaiHa

TOB «®OPTPIA JIEBEJIOIIMEHT YKPAIHA»

CnoHcop, KpaiHa

«K’e3i Papmanienrtiui C.11.A», Itanig

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

(mignuc) (Bnacue im’s TTIPI3BULLE)



Hopartok 14

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’
Yxpainu «IIpo 3aTBep/KeHHs CYyTTEBUX
TIOTIPaBOK /10 MPOTOKOJIIB K/TIHIUHHAX
BUTIPOOYBaHb»

12.03.2026 Ne 309

[neHTUdiKaLlisi CyTTEBOI MOMPABKU

3MiHa BiJIIOBiA/IbHOTO IOC/TiTHUKA; 3MiHa Ha3B MiCIlb ITPOBe/IeHHs K/JIiHIYHOTO BUTIPOOYBaHHS:

«HauioHanbHUM IHCTUTYT paky», BiAZineHHS
Ma/I0iHBa3UBHOI Ta €eHJOCKOMIYHOI Xipyprii,
iHTepBeHLIiiHOI paziosiorii, M. Kuis

BYJIO CTAJIO
K.M.H. Ocranenko FO.B. sikap ITauko B.B.
[epxaBHe  HeKOMepLliliHe  MiANPUEMCTBO | [lep)kaBHe  HeKOMepLiliHe  MiJIIPUEMCTBO

«HauioHanbHulM IHCTUTYT paky», BiAfineHHS
KJiHIUYHOI OHKOJIOrii, M. KuiB

K.M.H. Afamuyk I".A.

KomyHanpHe mnianpuemMcrso «KpUBOpPi3bKUU
OHKOJIOTIYHUU JYcriaHcep»
THIMporeTpoBChKOI obmacHoi pajun»,
XimioTepaneBTHUHe BifziieHHs,, M. Kpusuii Pir

K.M.H. Afamuyk I'".A.

KomMmyHanbHe  HeKOMepLiliHe  TOBapUCTBO
«KprBODIi3bKHI  OHKOJIOTIYHMM  JUCTIaHCep»
JTHIrpomneTpoBCHKOI obmacHoi paau»,
XimioTepaneBTHUHe BiffiseHHs,, M. Kpuswuii Pir

Howmep Ta fara Hakazy MO3 1ipo
MPOBeJeHHS K/TIHIYHOTO
BUNIPOOYBaHHS

Ne 1012 Big 24.05.2021

Has3ga k/iHiyHOTO BUTIPOOYBaHHH,
KO[|, BepCis Ta fara

«PanzomisoBaHe, noziBiliHe crirne, miarieb0-KOHTpoIbOBaHe, focsimkerHs 111 dhasu migrpumyrodoi
MoHOTeparii osiartapubom y yuacHuki 3 BRCA Wild Type po3nosciomkenum (FIGO cragis I11-1V)
cepo3HUM ab0 eHZOMeTPioiJHUM PaKOM SIEUHUKIB BUCOKOT'O CTYTIEHIO 3/I0KiCHOCTI TTic/Ist BiATIOBi/i
Ha CTaHJapTHY IUIaTUHOBMICHY XimioTepamito mnepmoi ninHii (MONO-OLA1)», D9319C00001,
Bepcid 2.0 Bix 09 cepriag 2023 p.

3asgBHUK, KpaiHa

TOB «ACTPA3EHEKA YKPAIHA»

CrioHCOp, KpaiHa

AstraZeneca AB, Sweden

B.o. HauaibHNKa ®apMaLeBTUYHOI0 YIIPaB/IiHHA

Onekcanap I'PIHEHKO

(mignuc) (Bnacue im’s TIPI3BUIIE)



Hopartok 15

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’
Yxpainu «IIpo 3aTBep/KeHHs CYyTTEBUX
TIOTIPaBOK /10 MPOTOKOJIIB K/TIHIUHHAX
BUTIPOOYBaHb»

12.03.2026 Ne 309

[neHTUdiKaLlisi CyTTEBOI MOMPABKU

3MiHa BiJITOBiA/ILHOTO OC/TiTHWKA; 3MiHa HAa3BH MiClis ITPOBe/IeHHs K/IiHIYHOTO BUTIPOOYBAHHS:

«HauioHanbHUM IHCTUTYT paky», BiAZineHHS
Ma/I0iHBa3UBHOI Ta €eHJOCKOMIYHOI Xipyprii,
iHTepBeHLIiiHOI paziosiorii, M. Kuis

BYJIO CTAJIO
K.M.H. Ocranenko FO.B. sikap ITauko B.B.
[epxaBHe  HeKOMepLliliHe  MiANPUEMCTBO | [lep)kaBHe  HeKOMepLiliHe  MiJIIPUEMCTBO

«HauioHanbHulM IHCTUTYT paky», BiAfineHHS
KJiHIUYHOI OHKOJIOrii, M. KuiB

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

Ne 1469 Big 21.08.2024

Ha3sga kstiHiuHOTO BUNIPOOYBaHHS,
KO/I, BepCisi Ta faTa

«MoaynbHa daza I/lla,

BigKpuTe OaraTOL|eHTPOBE [JOC/i/KEHHS [is8 OIL[iHKW Oe3mekH,

repeHOCUMOCTi, (hapMaKOKiHeTHKH, (hapMaKOJWHAMIKH Ta Tioriepe/IHbOI e(heKTUBHOCTI 3pOCTa0unX
no3 AZD5305, sk MOHOTepariii Ta B KOMOiHaIlii 3 MPOTUITYXJTMHHUMU 3ac00aMu y TAl{i€HTIB 3
MPOrpecyroYUMU COJIIIHUMU 3710sIKicHUMU HOBoyTBopeHHsiMu (PETRA)», D9720C00001, Bepcis

12.0, nonpaBka 11.0 Big 16 ceprias 2024 poky

3asiBHUK, KpaiHa

TOB «<ACTPA3EHEKA YKPATHA»

CnoHcop, KpaiHa

AstraZeneca AB, Sweden

B.o. HayaibHUKa PapMaleBTUYHOI0 YIIPaB/IiHHA

Onekcangp 'PIHEHKO

(miznmc)

(Bnacne im’s TIPI3BUIIE)




Hopartok 16

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’
Yxpainu «IIpo 3aTBep/KeHHs CYyTTEBUX
TIOTIPaBOK /10 MPOTOKOJIIB K/TIHIUHHAX
BUTIPOOYBaHb»

12.03.2026 Ne 309

[neHTUdiKaLlisi CyTTEBOI MOMPABKU

Po3gin 2.2 Jlocke AoCmipKyBaHOTO JiKapchkoro 3acoby To3zopakimab (Tozorakimab), Bepcist Bif
11 rpypans 2024 poky aHIIIMCBKO0 MOBOK)

Howmep Ta gata Hakasy MO3 npo
TIpOBeZleHHs KJIIHIYHOT 0
BUTIPOOYBaHHS

Ne 1598 Big 17.09.2024

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

«PanzomizoBaHe, 6araToleHTpPOBe, TMO/BiliHe CJlille, TPUBAJIOT0 MPUKMOMY, B Mapajie/bHUX rpynax,
n1are60-KoHTposiboBaHe AocmimpkenHs 111 a3y oiiHku edheKTUBHOCTI Ta Oe3reku To30pakiMady
JIISl yUAaCHUKIB i3 CHMITTOMaTHYHUM XPOHIUHUM 0OCTPYKTUBHHUM 3aXBOpIOBaHHsIM JjiereHb (XO3J1) i3
3aroctpeHHsmMu XO3JI B anamuesi (MIRANDA)», D9180C00012, Bepcis 4.0 Bixg 31 numHs
2025 poky

3asgBHUK, KpaiHa

TOB «<ACTPA3EHEKA YKPATHA»

CnoHcop, KpaiHa

AstraZeneca AB, Sweden

B.o. HauaibHMKa @apMaLieBTUYHOI0 YIIPaB/IiHHA Onekcanap I'PIHEHKO

(mignmc) (Bnacue im’s TIPI3BUILE)



Hopatok 17

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’
Yxpainu «IIpo 3aTBep/KeHHs CYyTTEBUX
TIOTIPaBOK /10 MPOTOKOJIIB K/TIHIUHHAX
BUTIPOOYBaHb»

12.03.2026 Ne 309

[neHTUdiKaLlisi CyTTEBOI MOMPABKU

Hopatok 1 Big 14.11.2025 p. go Bpourypu gocmigauka JNJ-73841937 (Jla3epTini0), BumanHs 16 Bif
08.07.2025 p.; Indopmauis pgns naniedHta ta Popma iHdopmoBaHoi 3rogu — IIpoTokon
73841937NSC3003, Bepcist 14.0 ykpaiHCbKOIO MOBOMO AJis YKpainu Big 10.12.2025 p.; Inpopmariis
st maijieHta Ta ®opma iHpopmoBaHoi 3rogu — IIpotokon 73841937NSC3003, Bepcisi 14.0
POCi¥CbKOI0 MOBOIO /151 YKpainu Bij 10.12.2025 p.

Howmep Ta fata Hakazy MO3 mipo
TpOBeleHHs KJIIHIYHOr O
BUIIPOOYBaHHS

Ne 3059 Big 29.12.2020

Ha3sBa kstiHiuHOTO BUNIPOOYBaHHS,
KOJ, Bepcis Ta faTa

«PanzomiszoBane kiiHiuHe focimkeHHs ®a3u 3 KomOiHOBaHOI Tepariii AmiBaHTamaboM Ta
Jlazeptinibom y mopiBHsAHHI 3 OcMepTUHIOOM Ta y TOpiBHSAHHI 3 Jla3epTiHiOOM SIK Tepioi JiiHii
Tepartii y Marji€HTiB 3 MiCIeBO-TIOIIMPeHNUM abo MeTacTaTUYHUM He/IpiOHOK/TITHHHAM PaKOM JieTeHb
3 MyTalli€lo peLienToOpiB emnigepmanbHoro gakropa pocty (EGFR-myTatiiero)», 73841937NSC3003,
3 [Tonpaskoro 5 Big 11.03.2025 p.

3asiBHUK, KpaiHa

«IHCCEH ®APMALIEBTUKA HB», benbrig

CnoHcop, KpaiHa

«AHCCEH ®APMALIEBTUKA HB», besnbris

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

(migrmc) (Bnacue im’st TTPI3BULIIE)



Hopartoxk 18

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’
Yxpainu «IIpo 3aTBep/KeHHs CYyTTEBUX
TIOTIPaBOK /10 MPOTOKOJIIB K/TIHIUHHAX
BUTIPOOYBaHb»

12.03.2026 Ne 309

[neHTUdiKaLlisi CyTTEBOI MOMPABKU

Omnossienuit [Iporokon kniHiuHoro sumpobyBanHsi SGR-1505-101, Bepcig 17.0 Big 09 ciuns
2026 poky, aHriinMcekor0 MoBoro; bpomypa pocnigauka SGR-1505, Bepcia 4.0 Big 17 rpyzaHs
2025 poky, aHrmiificekkoro MoBoro; OcHoBHa IHdopmaljis A/ yyacHHKa AociimpkeHHs1 i PopMma
inbopmoBaHoi 3rosu Ta [l03Bi Ha BUKOPUCTaHHS i pO3TOJIOIIEHHS 3aXHMIleHOI MeJUUHOl
indopmarii, SGR-1505-101, ans Ykpainu, Bepcisi 3.0 Big 26 ciuns 2026 poKy Ha OCHOBi MaiicTep-
Bepcil 6.0, OcHoBHOI @13 a1 €C, Big 23 ciung 2026 poky, aHIJIIMCBKOIO Ta YKPalHCbKOI0 MOBaMy;
JoBiIHUK yyacHUKa gociimkeHHs - OcHoBHe goctimkeHHss, SGR-1505-101, Bepcis 8 Big 20 ciuns
2026 poKy, aHI/IiHMCHKOK Ta YKPaiHCbKOK MOBO; KOHTpO/IbHMI Tiepesiik A1 iepeCKPUHIHIOBOT
owiinku, SGR-1505-101, Bepcis 6 Big 20 ciunsi 2026 poky, aHI/IiHCEKOI Ta YKPaiHCbKOK MOBOO

Howmep Ta fata Hakazy MO3 mipo
TpOBeieHHs KJIIHIYHOr O
BUIIPOOYBaHHS

Ne 1844 Bin 04.11.2024

Ha3sBa kstiHiuHOTO BUNIPOOYBaHHS,
KOJ, Bepcis Ta faTa

«®A3A 1, BIIKPUTE, FATATOLUEHTPOBE JOCJ/II>)KEHHSA 3 ECKAJTALIIERO JO3U OJIA
OLIIHKM TIPEIIAPATY SGR-1505 ITPM MOI'O 3ACTOCYBAHHI IK MOHOTEPAIIIL ¥
I[MALIEHTIB 31 3JIOAKICHUMM HOBOYTBOPEHHAMU 31 3PUIMX B-KI/IITUH»,
SGR-1505-101, Bepcis 15.0 Big 15 smnHst 2025 poky

3asgBHUK, KpaiHa

TOB «APEHCIA EKCIVIOPATOPI MEIICIH», Ykpaina

CnoHcop, KpaiHa

Ipwopinrep, IHK., CIIIA [Schrodinger, Inc., USA]

B.o. HauaibHMKa @apMaLieBTUYHOI0 YIIPaB/IiHHA Onekcanap I'PIHEHKO

(mignmc) (Bnacue im’s TIPI3BULLE)



Hopartoxk 19

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’
Yxpainu «IIpo 3aTBep/KeHHs CYyTTEBUX
TIOTIPaBOK /10 MPOTOKOJIIB K/TIHIUHHAX
BUTIPOOYBaHb»

12.03.2026 Ne 309

[neHTUdiKaLlisi CyTTEBOI MOMPABKU

Po3ginu 2.3 Introduction, 3.2.S.2.1 Manufacturer(s), 3.2.P.8.1 Stability Summary And Conclusions,
3.2.P.8.3 Stability Data - Baxter [Jocke gocmimKyBaHoro Jikapcekoro 3acoby MK-3475A, Bepcis
0929KT Big 30 ciunsi 2026 poky, aHr/IiliCbKOH MOBORO; [1o/10B)Ke€HHSI TepMiHY MpHUJATHOCTI
JOCTiIKYBaHOTO JTiKapchbKoro 3acoby MK-3475A, 165 mMr/mi, CTepuUIbHUAN PO3UMH /IS iH’ €KITiH,
3 36 10 48 Mics1iB

Howmep Ta fata Hakazy MO3 mipo
TpOBeleHHs KJIIHIYHOr O
BUIIPOOYBaHHS

No123 Biz 04.02.2026

Ha3sBa kstiHiuHOTO BUNIPOOYBaHHS,
KOJ, Bepcis Ta faTa

«PangomizoBane, mopgitiHe ciine pgociimkeHHs III ¢da3u axp'toBanTHOi Tepamii MK-1084 B
KoMOiHarlii 3 miAKipHUM BBeJleHHSIM TieMbpoJtizyMa0y Ta 6eparianyponigasu anbgha (MK-3475A)
TIOPiBHSIHO 3 /] FOBAHTHOIO Teparti€ro 1anebo y kombiHaii 3 MK-3475A y yuacHUKIB i3 TIOBHICTIO
pe3eKTOBaHUM HeZipiOHOK/TI TUHHUM pakoMm jnereHiB (HPJT) cragii IIA-ITIB (N2) 3 myTartjiero KRAS
G12C micsist oTpuMaHHs HeoaZ I0BaHTHOI Tepartii ieMOpoJs1isyMaboM y Mo€AHaHHI 3 XiMioTeparrieto
abo ax’roBanTHOI ximioteparnii (KANDLELIT-013)», MK-1084-013, Bepcis 00 Big 03 mucTomnaza
2025 poky

3asiBHUK, KpaiHa

ToBapHCTBO 3 0OMeXKeHOI0 BifmoBiganpHicTIO «MCJ] YKpaiHa»

CnoHcop, KpaiHa

TOB Mepk Ilapn eng Joym, CIIIA (Merck Sharp & Dohme LLC), USA

B.o. Haua/ibHHKa @apMalieBTUYHOT0 YIIPaB/IiHHA Onekcangp I'PIHEHKO

(migrmc) (Bnacue im’st TTPI3BUIIIE)



Hopartoxk 20

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’
Yxpainu «IIpo 3aTBep/KeHHs CYyTTEBUX
TIOTIPaBOK /10 MPOTOKOJIIB K/TIHIUHHAX
BUTIPOOYBaHb»

12.03.2026 Ne 309

[neHTUdiKaLlisi CyTTEBOI MOMPABKU

[HbopmariitiHuii ucToK i gopma iHdbopmoBaHoi 3roau, Bepcis V7.0UKR(uk)2.0 Big 21 ciuns
2026 poky, nepeksaz yKpaiHCbKOI MOBOO Bif 10 mrororo 2026 poky

Howmep Ta gata Hakasy MO3 npo
TIpOBeZleHHs KJIIHIYHOT 0
BUTIPOOYBaHHS

Ne 109 Big 10.02.2017

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

«PangowmizoBaHe, baratorjeHTpoBe, BigkpuTe moctimkers 111 ¢a3u Akanabpyriniby (ACP-196) B
nopiBHsIHHI 3 abo Igenanicibom y noeananHi 3 Purykcumabom, abo bengamycTtiHoM y moefHaHHi 3
Putykcumabom, Ha BuOip JOCHiJHMKA, Yy TaLi€HTIB 3 peluAuBYHOUOl0 abo pedpaKkTOPHOIO
XPOHiUHOIO JiMporuTapHOI0 nelikeMieto», ACE-CL-309, 3 iHKOpropoBaHOO MOMpPaBKOO, Bepcist
8.0 Biz 26 TpaBHs 2021 poky

3asgBHUK, KpaiHa

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

CnoHcop, KpaiHa

Acerta Pharma BV, Hingepnanau

B.o. HauaibHMKa @apMaLieBTUYHOI0 YIIPaB/IiHHA Onekcanap I'PIHEHKO

(mignmc) (Bnacue im’s TIPI3BUILE)



Hopatok 21

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’
Yxpainu «IIpo 3aTBep/KeHHs CYyTTEBUX
TIOTIPaBOK /10 MPOTOKOJIIB K/TIHIUHHAX
BUTIPOOYBaHb»

12.03.2026 Ne 309

[neHTUdiKaLlisi CyTTEBOI MOMPABKU

3MiHa MicClisl TTPOBeIeHHs] BUIPOOYBaHHSI:

bYJIO CTAJIO

I.M.H., npod. Herpuu T.I. I.M.H., npod. Herpuu T.I.
KomyHanbHe HekoMepLiiiiHe TMiANPUEMCTBO | YHiBepCHUTETChKa JIiKapHs JlepkaBHOr'o
JIbBiBCbKOiI  oOsacHOi  pagu  «JIbBiBCBbKa | HEKOMEPLIIMHOTO TIiANpHUeMcTBa «JIbBiBCHKHI
obslacHa KJTiHiYHA JIiKapHs», HEBPOJIOTiUHe | Hal{iOHAbHUMA MeJMYHNN yHiBepcuTeT
BiamineHHs1, M. JIbBIB imeni  [Jlanuwma  Tamunpkoro»,  KiiHika
HeBpOJIOTii Ta HeWpoXipyprii, HeBpO/OriuHe
BiiIeHHs KaMITyCy iMeHi
Map’sHa [TaHunmuHa, Hep>xaBHe
HeKOMeplliiiHe TiANPUEMCTBO  «JIbBiBCbKMI

Hal[iOHA/IbHUM MeJUYHWUM YHIBepCUTeT iMeHi
Hanuna TamuibKoro», kadepa HeBPOJOrii,
M. JIbBIiB

Howmep Ta gara Hakasy MO3 mipo
MPOBeIeHHS K/IIHIYHOTO
BUIIPOOYBaHHS

Ne 1187 Big 29.07.2025

Hasga kiHiuHOTO BUTIPOOYBaHHH,
KO/, BepCis Ta fara

«Bigkpure gocnifiykeHHs1 3 OJIHi€l0 TPYIOI0 /i1 OL[iHKY (hapMaKOKiHEeTUKH, hapMaKoJuHaMIiUHUX
edekriB, 6e3rmeyHoOCTi Ta IepeHOCUMOCTi (heHeOPyTHHIOY y AiTel Ta MiJJIITKIB 3 PeLUAUBYIOUMM
po3cisiHUM cKiepo3om», CN45847, Bepcist 2 Big 12 sunHst 2025 poky

3asgBHUK, KpaiHa

ITignpremcTso 3 100% iHosemHoro iHBecTuiielo «AVK’FOBIA PIIC YkpaiHa»

CrioHCOp, KpaiHa

F. Hoffmann-La Roche Ltd, IIIBefitiapis

B.o. HauaibHHKa PapMaLeBTUYHOI'0 YNIPaB/IiHHA

Onekcanap I'PIHEHKO

(nmignuc)

(Bnacse im’st ITPI3BULIE)




