Hoparok 1
[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX MOIMPaBOK»
14.11.2025 Ne 1723

Has3ga kniHiuHOTO BUTIPOOYBaHHH,
KO/, BepCis Ta fara

«PanzpomiszoBane Bigkpute OaraTorjeHTpoBe nociimkenHs III da3u 3 oiiHku OpesoBiTYTY B
TOPiBHSIHHI 3 BiJICTPOUEHOIO Tepari€r Ipy JIIKyBaHHI XPOHIYHOrO BipyCHOro rernartury D
(xomoBe miosHaueHHs1: AZURE-4)», kox nocnimkennss BJT-778-304, pepakiiis 2.0 Big 20 ceprHs
2025 p.

3asiBHUK, KpaiHa

TOBAPMCTBO 3 OEMEXXEHORO BIATIOBIJAJIBHICTIO «ITI EC AN-YKPATHA»

CnoHcop, KpaiHa

«bnymkeit Tepar’'toTtike, IHK.» [Bluejay Therapeutics, Inc.], CIIA

[Tepenik foc/ipKyBaHUX JIIKAPCbKUX
3aco0biB sikapcbKa opma,
[I03yBaHHSI, BUPOOHUK, KpaiHa

bpenogityr (BJT-778; BLW-001, P02A04; Brelovitug); po3uuH pgas iH'ekuiii; 150 mr/mn
(2,0 mn/dnakon); Lonza AG, lgeiiiiapis; Catalent CTS (Singapore) Private Limited, Cinranyp

Bignosimanshuii (i) gocaigHuk (1)
Ta MicLe (s1) mpoBe/leHHs
BUTIPOOYBaHHS B YKpaiHi

1) A.M.H., mpod. Kosasnb T.I.

ToBapuCcTBO 3 0OMEXEHOIO Bi/MOBifanbHICTIO «MeOUUHUM IIeHTP 370pOB’s Ta peadimiTariii
«100 BigcoTKiB XXUTTs», IlonTaBchKe BigineHHs, M. ITonTaBa

2) K.M.H. MapTtuniok I A.

KoMyHanbHe HeKoMepiiitiHe MiAnpueMcTBO «LleHTpanbHa MickKa JikapHs» PiBHEHCHKOI MiCbKOT
pagu, O6s1acHUM JTiKyBabHO-/1iaTHOCTUYHUM TeTaTo/IOTiYHHUH 1[eHTp, M. PiBHe

ITperrapaTy MOPiBHSIHHS, BUPOOHUK
Ta KpaiHa

CynyTHi MaTepianu/miperiapati
CyMyTHBOI Teparii/fopuguuHa abo
di3nuHa ocoba, siKa fi€ 3a
JIOBIpeHICTIO, SIKy HaJlaB CIIOHCOP Ur
3asIBHMK Ha BBE3€HHS
JIOCJTi/PKYBaHUX JIIKAapChKUX 3aco0iB
Ta CynyTHIX MaTepiasiB

B.o. HauanbHNKa PapMaLeBTUYHOI0 YNIPaB/IiHHA

Onekcanap I'PIHEHKO

(migruc) (Bnacue im’s TIPI3BUIIIE)



Hoparok 2

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX MOIMPaBOK»
14.11.2025 Ne 1723

Has3Ba kiHiuHOTO BUTIPOOYBaHHS,
KO[|, BepCis Ta fara

«[IOBroCTpOKOBe pO3IIMpeHe [OC/i/PKeHHSI [/ BHBUEHHS e(GeKTUBHOCTI Ta Oe3rmeuHocTi
npenapaty Bepekityr (UPB-101) y mopociMx ydacHUKIB 3 Ba’KKOKO aCTMORO, SIKi 3aBepLUWIU
nmociimkenass VALIANT», kog gocimkennss UPB-CP-05, Bepcist 2.0 ryiobanbpHa morpaBka 1 Bif
15 ceprius 2025 p.

3asiBHUK, KpaiHa

TOB «Cineoc Xenc YKpaiHa»

CnoHcop, KpaiHa

Anctpim bio, Ink., CIIIA [Upstream Bio, Inc., USA]

[Tepesnik AoC/IipKyBaHUX JIIKAPCbKUX
3acobiB JlikapchKa hopMa,
[I03yBaHHSI, BUPOOHUK, KpaiHa

UPB-101, Bepekityr, Verekitug (UPB-101) (ASP7266, AS2867266-00, WBP2540, USAN:
verekitug, DP03231004, Ha3Ba aktuBHOiI cybctaniii: HUMAN IGG1 KAPPA MONOCLONAL
ANTIBODY AGAINST CRLF2, ynikaneuuii EU Homep meanuHoro npoaykry: PRD10995765);
pO3uMH /151 mifmKipHux in’ekiivi; 400 mr/2 mn (200 mr/ mi); WuXi Biologics Co. Ltd, Kuraij;
Fisher Clinical Services Inc., CIITA; Fisher Clinical Services Inc., CIITA; Fisher Clinical Services
GmbH, IlIBetitapisi; Fisher Clinical Services GmbH, HimeuuuHa; Fisher Clinical Services
GmbH, HimeuunHa;

[Tnaiie6o mo UPB-101, po3uwH Ay MgIKIpHUX iH’€KIili (J0JaTKOBO MIiCTUTh L-ricTuuH,
L-ricTujvHa MOHOTIZAPOXJIOPUZ, MOHOTIJpaT, caxapo3y, AekctpaH 40, Boay [nAas iH eKLil);
WuXi Biologics Co. Ltd, Kuraii; Fisher Clinical Services Inc., CIIIA; Fisher Clinical Services
Inc., CIIIA; Fisher Clinical Services GmbH, IllIBeiiuiapisi; Fisher Clinical Services GmbH,
Himeuunna; Fisher Clinical Services GmbH, Himeuurina

BianosiganeHui (i) gocnigHuk (1)
Ta Miclie (s1) MpoBeleHHs
BUTNIPOOYBaHHS B YKpaiHi

1) a.m.H., ipod. OctpoBchbKuit M.M.

KomyHanbHe HeKkoMepijiliHe migripueMcTBO «LleHTp iHQeKLiliHUX 3aXBOpIOBaHb
®paHKiBCHKOI 00/1aCHOT pajiv», BiJifii/IeHHS MyJIbMOHOJIOTIT, M. IBaHO-PpaHKiBCbK

2) A.M.H., ripod. Koanenko C.B.

Ob6nacHe KOMyHabHe HeKOMepIiliHe mignIprueMcTBO «UepHiBellbka 00acHa K/TiHiYHA JIiKapHS»,
BiZili/IeHHs Ty IbMOHOJIOTIT, M. YepHiBLji

IBano-

[pernapaty MopiBHSIHHS, BUPOOHUK
Ta KpaiHa
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CynyTHi MaTepiany/mipernapaTi —
CyTyTHBOI Tepariii/topuguuHa abo
¢isuuHa ocoba, siKa fi€ 3a
[IOBIpeHICTIO, Ky Ha/JjaB CIIOHCOp 4y
3asiBHUK Ha BBe3eHHs
JOCTTiIKyBaHUX JTiKapChKUX 3ac00iB
Ta CYIyTHIX MarTepiasiB

B.o. HauaibHNUKa @apMaLieBTUYHOTO YIIPaB/IiHHA Onekcanap I'PIHEHKO

(nmigrmc) (Bnacue im’s TTIPI3BUILIE)



HonaTok 3

[lo Haka3y MiHicTepcTBa OXOPOHM 3[J0POB’ S
Ykpainu «IIpo npoBeneHHs KIiHIYHHUX
BUTIPOOYBaHb JIiKapChKUX 3aco0iB Ta
3aTBep/PKeHHsI CyTTEBUX MOIMPaBOK»
14.11.2025 Ne 1723

Has3ga kniHiuHOTO BUTIPOOYBaHHH,
KO/, BepCis Ta fara

«PaHoMi30BaHe OaraToOLIEHTPOBe MO/BiliHe CJiire TUIale00-KOHTPOIbOBaHe JOC/IiKeHHs (a3u
2a 3 oniHKU e(eKTUBHOCTI, Oe3reku Ta hapMakOKiHeTUKU OaraToKpaTHUX /103 Tiperiapaty TRIV-
509 pns miAIIKIPHOTO BBeJeHHS Y JOPOC/IMX TMALi€HTIB 3 aTOMIYHUM JIepMaTUTOM CepeHbOI0
ab0 Ba)KKOTO CTYTIEHS TSDKKOCTi», Koz, mocsimkerHs 509-101, Bepcis 2.0 Big 18 yumHs 2025 poky

3asiBHUK, KpaiHa

TOB «APEHCIA EKCIUVIOPATOPI MEIICIH», YKpaina

CnoHcop, KpaiHa

Tpiseni baiio, IHk., CIIIA/ Triveni Bio, Inc., USA

[Tepenik foc/ipKyBaHUX JIIKAPCbKUX
3aco0biB sikapcbKa opma,
[I03yBaHHSI, BUPOOHUK, KpaiHa

TRIV-509 (TRIV-509; WBP2721; TRIV-509); posuun paa in’ekgiv (300 wmr/2mn y
o/iHOpa3oBoMy (iakoni); 150 mr/mn (minirpam/mininitp); WuXi Biologics, China; WuXi
Biologics Co., Ltd.,, China; Almac Clinical Services LLC, USA; Almac Clinical Services
Limited, UK;

[Tnare6o o TRIV-509, po3umH ans iH’ekiii (ogHOopa3oBuii duiakoH 2 mi); WuXi Biologics,
China; WuXi Biologics Co., Ltd., China; Almac Clinical Services LLC, USA; Almac Clinical
Services Limited, UK

Bignosimanshuii (i) gocaigHuk (1)
Ta MicLe (s1) mpoBe/leHHs
BUTIPOOYBaHHS B YKpaiHi

1) nikap Pygenko L.B.
TOBAPUCTBO 3 OBMEXEHORK BIATIOBIJAJIBHICTHO «APEHCIA EKCITJIOPATOPI
MEJICIH», Bigain KaiHiYHUX JOCaipKeHb MeAUUyHOro LeHTpy, M. Kui

ITperiapaTy MOPiBHSIHHS, BUPOOHUK
Ta KpaiHa

CynyTHi MaTepianu/miperiapati
CYMyTHBOI Teparii/fopuguuHa abo
¢bi3nuHa ocoba, siKa fi€ 3a
JIOBIpPEHICTIO, Ky HaJlaB CIIOHCOP Uy
3asIBHMK Ha BBE3€HHS
JIOCJTi/PKYBaHUX JIIKapChKUX 3aco0iB
Ta CyIyTHIX MarepiasiB

Enektpokapgiorpadp Mac 5 ECG amapat 3 A4 (BK/JIIOYHO 3 aJjalTepOM >KUBJIEHHS, IIHYPOM
>KuBeHHs, Kabesmem Ethernet, kabemem maijieHTa, po3'eMOM KaOesio Talli€eHTa, AOBiKOBUMH
Martepianamu), Koz 90181130, GE Medical Systems (China) Co., Ltd No. 19 Changjiang road
National Hi-Tech Dev. Zone, Wuxi, China;

[Mepiatpuunuii enektpos Tab (ELT-RTABPI-500), kox 90181100, Leonhard Lang GmbH,
Archenweg 56, 6020 Innsbruck, Austria;

Enektpon GE pns popociux (ELT-RTABA-500), kox 90181100, ckanyrouuii auck, Leonhard
Lang GmbH, Archenweg 56, 6020 Innsbruck, Austria; ITanepoBuit 610k MAC 2000 (Ko>keH),
KOJI
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48025620, Graphic Controls, 400 Exchange Street, Buffalo, NY 14204, USA;

USB-¢nem-guck ob'emom monag 4 I'B, kox 85235190, Sandisk Semiconductor (Shanghai)
Co.,Ltd. Ziyue Rd, Minhang, Shanghai, China;

Cucrema gns doto 3iiomku QuantifiCare DermaViz (DermaViz TM Nikon Z30 Camena Ta
creliasibHO po3po0bsieHa cucTeMa BUMiproBaHHS Bifictani Dual Beam) + akcecyapu - BUpo6JieHO
y ®panuii kommnaniero QuantifiCare SA, kog 8525892900; Cuwiii ¢hon Bupobneno y ®paHiiii,
Koz 85299090; OaHopasosa 6inu3Ha, BupobeHa B Itanii, kog 610829; ITanka /st JOKYMEHTIB,
BUpobsieHo y ®paHtiii, Koz 482030;

I[Mpuctpiii Galaxy A14, 6perg: Samsung (3 kabenem aist 3apsigku USB Ta 3apsiiHUM afartepom.
[MpucTpiéi npu3HaueHWM BUKJIFOYHO [Ijisi BUKOPUCTaHHS B KJIiHIYHHUX BUMPOOYBaHHSX, He [JIsI
nepenposaxy), Ha3ea mogeni: SM-A146U, BupoOHuk: Samsung Electronics Vietnam, Thai
Nguyen Co. Ltd. Yeh Binh Industrial Park, Dong Tien Ward, Pho Yen Town, Vietnam.
Excrioprep: STEFANINI INC,, CIITA

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

(mignuc) (Bnacse im’st TTPI3BUIIIE)



HopnaTok 4

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
14.11.2025 Ne 1723

InenTudikallis CyTTeBOI MONpaBKU

OHoB/IeHWI TIPOTOKO/ KTiHiYHOTO BUIpoOyBaHHs, Bepcis 3.0 Big 21 sumas 2025 poky
aHIJIiiCbKOI0  MOBOt; OHOBeHa Opomiypa [JOCHiHWKAa TIO Tiperiapaty bamiyHpeHOH
(Balcinrenone) ta baniunpeHoH (Balcinrenone)/[Janarnidno3un (Dapagliflozin), Bepcis 9.0 Big 20
cepriHsi 2025 poky aHIJikdcbKor MOBOM; [H(opMarLiisi mpo mocipkeHHs Ta popma iHpopmoBaHOI
3roay, JIokanbHa Bepcist Homep 2.0 Big 02 BepecHs1 2025 poky A/ YKpaiHU YKPaiHCbKO0 MOBORO
Ha ocHOBi Mactep Bepcii Homep 2.0 Big 30 yunHsa 2025 poky; 36inblieHHs TepMiHy MpPUAATHOCTI
JOCTiIKyBaHUX JTiKapCchbKuX 3acobiB bammHpeHnoH (Balcinrenone)/Janarmiduo3un (Dapagliflozin)
15 mr /10 mr ta BamuuHpeHoH (Balcinrenone)/ Jamnarsicdo3und (Dapagliflozin) 40 mr /10 mr 3 30
MIiCSLIIB 710 36 micaniB; OHOBIeHHSA po3AiiiB loCke AOC/IIKYBAHOTO JIIKapCHKOIO
3aco0y banuupeHon (Balcinrenone)/ danarnicdnosun (Dapagliflozin), aHrmilicbkoro MOBORO:
Beryn Jocke mocmipKyBaHoro TikapcbKoro 3acoby Bamuaperon (Balcinrenone)/ Janarsmidao3vux
(Dapagliflozin), teepai karicymu, Bepcisg 2.0 Big 15 munusa 2025 poky; P.8 CrabinbHicTh Asis
JOCTiIKyBaHOTrO JliKapcbkoro 3aco0y: P.8.1 A KopoTkuii ommc cTabifibHOCTI [JOC/TiKyBaHOTO
nikapcekoro 3acoby bammHpeHon (Balcinrenone)/ [damarmidsiosun (Dapagliflozin), TBepai
Karicyv, Bepcis 5.0 Big 15 sumas 2025 poky; P.8.1 B BuCHOBOK 110710 CTabisibHOCTI
JOC/Ti/PKYBaHOTO — JliKapcbkoro — 3aco0y — bamuuHpenon — (Balcinrenone)/  damarmiduio3ux
(Dapagliflozin), tBepai kamcynu, Bepcisi 5.0 Big 15 gumas 2025 poky; P.8.3 [Hdani mjogo
cTabibHOCTI OC/TiKYBaHOTO JTiKapcbkoro 3aco0y BamimHpeHoH (Balcinrenone)/ Tanarmidio3uH
(Dapagliflozin), TBepai karicynu, Bepcis 5.0 Big 15 numnusa 2025 poky; Posgin 2.6.4 IluceMoBe
pestome 3 dapMakokKiHeTHKH, jiKapcbka peuoBuHa AZD9977, Bepcis Bifj 27 uepBHsA 2025 poky
aHIJIiCbKOI0 MOBOO; Po3zin 2.6.6 IlucbmoBe pestome 3 TOKCHUKOJIOTI, JiKapchbka pedyoBHHA
AZD9977 6anuuHpeHoH (balcinrenone), Bepcis Biz 24 uepBHsi 2025 POKYy aHI/TiCbKOIO MOBOIO;
Po3min 2.6.7 Tabmuune pe3tome 3 ToKcHKomOrii, miKapcbka peuoBHHA Oal[MHPEHOH
(balcinrenone), Bepcisi Big 18 numHsi 2025 poKy aHT/TiMICHKOIO MOBOIO

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

Ne 2094 Big 13.12.2024
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Ha3sga kstiHiuHOTO BUNIPOOYBaHHS,
KO/I, BepCisi Ta faTa

«PaHgomi3oBaHe, TmoABiliHe citine pocmigkeHHs ¢a3d 3 A4S OLIHKM BIUIMBY TIperapary
banunpenon//lanarmicdio3vH nmopiBHsHO Jiuiie 3 Jlanar/id/03MHOM Ha pU3UK BUHUKHEHHS SIBUII]
cepLieBOI HeJOCTaTHOCTI Ta CepLieBO-CYAUHHOI CMepTi y MaL{i€HTIB i3 cepLieBO0 HeJOCTaTHICTIO Ta
ropyieHHsIM PyHKIiT HUpok», D6402C00012, Bepcist 2.0 Big 11 ciuns 2024

3asBHUK, KpaiHa

TOB «ACTPA3EHEKA YKPAIHA»

CrioHCOp, KpaiHa

AstraZeneca AB, Sweden

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

(nigruc) (Bnacue im’s TIPI3BUIIIE)



HonaTtok 5

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
14.11.2025 Ne 1723

InenTudikallis CyTTeBOI MONpaBKU

Bporrypa fgocimigHMKa A JOCTiIKYBaHOTO JTiKapchKoro 3aco0y ma3eptTini6b (YH25448),
Bepcisg 16 Big 08 numus 2025 poky; 3pa3Ku MapKyBaHHsS [ Jikapcbkoro 3aco0y I'eciTiHiO
(komepiiitinuii miperiapar I'editiHiO-Patiodhapm®), 250 mr, 10 TabmeTOK, BKPUTHX ILTiBKOBOIO
o6osoHKOM0, Bepcist 1.0 Bif 17 numnHs 2025 poky (YKpaiHCHKOIO MOBORO); 3pa3Ku MapKyBaHHS Jist
nikapcekoro 3acoby TIeditini6 (komepriiiHuii mnpermapar [editiHi6-PaTiodhapmM®), 250 wr,
Tab/IeTKY, BKPUTI TUTIBKOBOKO 000/10HKOM, BMicT: 3 Gmictepy, o 10 TabieTok y OsticTepi, Bepcis
2.0 Big 18 numusa 2025 poky (ykpaiHCbKOK MoBOI); IHdopmauis ans naiieHta Ta dopma
indopmosaHoi 3rogu (/15 [logoBkeHHs TiepioAy AociimkeHHs), Bepcis 9.0 Big 11 BepecHs 2025
POKY, YKPaiHChKOIO, POCIMCHKOI Ta aHIVIiIMChKOI0 MOBaMH [ijisi YKpaiHM Ha OCHOBi MiKHapoZHOI
mogeni PI3 asis ocHoBHOTrO AocimkeHHs: (ocHoBHa @13 asis [TojoBKeHHs riepioy AOC/TipKeHHsT),
Bepcid 9.2 Bix 29 cepriag 2025 poky

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

Ne 2243 Big 05.10.2020

Ha3sga kstiHiuHOTO BUNIPOOYBaHHS,
KO/I, BepCisi Ta faTa

«PaHgomizoBaHe, mnozBitiHe cuine fociimkenHs ®a3u Il gna oriHku  edeKTUBHOCTI Ta
Oe3meuHOCTi Ja3epTiHiOy B TOpiBHAHHI 3 TediTiHiOOM K Tepamii repimioi JiiHii B Malli€eHTIB 3
MiCIeBO-TIOIIMPEHUM ab0 MeTacTaTUUHUM HeJpPiOHOKTITUHHUM pakOM JIEF€HIiB 3 MYTaLli€lo, 1[0
CEeHCUTHU3YE peLIenTop erifiepMaabHOro ¢akropa pocty», YH25448-301, Bepcis 3.2 Big 31 ciund
2025 poky

3asiBHUK, KpaiHa

TOB «ITAPEKCEJI YkpaiHa»

CnoHcop, KpaiHa

Yuhan Corporation, Republic of Korea / FOxan KopriopetimiH, Pecriy6sika Kopest

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

(migrmc) (Bnacue im’s TTPI3BUIIIE)



HonaTtok 6

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
14.11.2025 Ne 1723

InenTudikallis CyTTeBOI MONpaBKU

Bporrypa focimigHMKa — [OCIiKyBaHOTO — Jiikapcbkoro  3acoby RO7197597  (Giredestrant,
GDC-9545), Bepcis 9 Bix 13 TpaBHs 2025p., aHI/TiICBKOI0 MOBOIO

Howmep ta fara Hakazy MO3 mipo
MPOBeIeHHs K/IIHIYHOTO
BUIIPOOYBaHHS

Ne 2237 Bip 18.10.2021

Hasga kiHiuHOTO BUTIPOOYBaHHS,
KO/, BepCis Ta ziara

«PaHgomi3oBaHe, BifkpuTe, OaraToreHTpoBe AociimkeHHs: (a3m III 3 orfiHkK edeKTUBHOCTI Ta
0e3rmeuyHoCTi a/i’FOBAHTHOI Teparlii TipeJecTpaHTOM TOPIiBHSHO 3 a/’ FOBAHTHOI eHJOKPUHHOIO
MOHOTEpAITi€el0 3a BUOOPOM JliKapsgd B TMALi€EHTIB 3  eCTPOreH-PeLeNTOp-TI03UTUBHUM,
HER2-HeraTBHMM pakoM MOJIOYHOI 3a/1034 Ha paHHiu ctafii», GO42784, Bepcis 5 Bif 25 cepriHs
2023 p.

3asBHUK, KpaiHa

TOBAPMCTBO 3 OBMEXEHOIO BIATIOBITAJBHICTIO «[Tilli/li FOKPEMH», Ykpaina

CrioHCOp, KpaiHa

@. Xoddmann-JIsa Pom Jita, HIsetitapis (F. Hoffman-La Roche Ltd., Switzerland)

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

(nmigruc) (Bnacue im’s TIPI3BUIIIE)



Hoparok 7

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
14.11.2025 Ne 1723

InenTudikallis CyTTeBOI MONpaBKU

Hopatok 1 Bim 14 ceprisi 2025 poky go bpourypu pocrmigavka 16pytuHi6 (IMBRUVICA®
(ibrutinib)), Buganus 18 Big 05 rpygHs 2024 poKy, aHI/IMCbKOIO MOBOW; [JOKyMeHT 3
obrpyHTyBaHHsaM [loBizkoBoi iHdopmarii 3 Oe3meku Big 29 cepmus 2025 poky ao Bporypu
JIOCTiTHUKa, BUZAAHHA 18, aHriilicbkoro MoBoro; [HdopmarliliHuii mcTok i gopma 3rosu, Bepcis
V14.0UKR(uk)1.0, Big 16 BepecHs 2025 poky, nepek/aj, yKpaiHCbKOO MOBOIO BiJi 22 BepecHs
2025 poky; 3MiHa Ha3BM MiCIisl IPOBE/IEHHsT BUTTPOOYBaHHS:

BYJIO CTAJIO
3aB. LleHTpoM Y ceHKo ['.B. 3aB. Bifl. Ycenko I'.B.
KomyHaneHe HekoMepLiliHe TMignpueMcTBO | KoMyHanbHe HeKOMepLjiliHe —TiJIIPUEMCTBO
«Micbka KiiHiuHa JyiikapHsi Ned» [THINpoBCcbKOi | «MicbKa KiiHiuHa ikapHs Ned» JIHITPOBCHKOT
MICBKOI pajy, TreMaroJ/IOTiyHe BiJJiJIeHHs, | MICbKOI paju, reMaroJIoriyHe BiJJiJIeHHS 3
M. JIHinpo O/0KOM  TpaHCIUIaHTaLlii  TeMOIMOeTUYHUX
CTOBOYPOBUX KJIITHH, M. [IHINpo

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

Ne 939 Big 23.05.2023

Ha3sga kstiHiuHOTO BUNIPOOYBaHHS,
KO/I, BepCisi Ta faTa

«IIpOTOKOJI TPOZOBKEeHHs JIiKyBaHHs TAL{i€HTIB, SKi MPOJOBXKYIOTb OTPUMYBAaTU KOPUCTH Bif
Teparil iOpyTUHIOOM TIiC/IA 3aBepIIeHHS yuyacTi y KIIIHIYHHUX [JOC/i/PKeHHSX iOpyTuHiOy»,
PCYC-1145-LT, inkopriopoBanui nomnpaskoto 3 Bif 21 BepecHs1 2023 poky

3asiBHUK, KpaiHa

ITianmpuemcTso 3 100% iHo3emHor0 iHBecTHielo «AMK’FOBIA PJIC YkpaiHa»

CnoHcop, KpaiHa

Pharmacyclics Switzerland GmbH, IlIBetijapis

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

(miparmc) (Bnacue im’s TTPI3BUIIIE)



HonaTok 8

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
14.11.2025 Ne 1723

InenTudikallis CyTTeBOI MONpaBKU

3MiHa MiCI[b POBe/IeHHsI KJIiHIUHOr0 BUMTPOOYBaHHS:

00°eqHaHHs1 «KitiHiuHa JlikapHS T1IaHOBOTO
nmiKyBaHHsI, pea0imitarfii Ta TaniaTUBHOI
JOTIOMOTM»,  HEeBPOJIOTiYHe  BiAJiIeHHS 3
MeIMYHOI0 peabistiTaiieto, M. JIbBIB

BYJIO CTAJIO
K.M.H. XaByHka M.A. K.M.H. XaByHka M.A.
KomyHanbHe HekomepiitiHe mignpuemcteo | TOBAPUCTBO 3 OBMEXEHORO
«JIbBIBCBKE TepyuTopiajbHe meguuHe | BIJTIOBIJAJIBHICTIO «HEUPO®OKYC»,

M. JIBBiB

I.M.H., ipod. Kansbyc O.1.

BifokpemsieHut ~ CTPYKTYPHMM  MiJpO3Zin
«YHiBepcUTETCbKa JiKapHs» IHITIPOBCHKOTO
Jlep’KaBHOT O MeJJUYHOTO YHIBEpPCUTETY,
Bi/ili/IeHHS HEBPOJIOTl, JTHITIPOBCHKUM
Jlep>KaBHUM MeJMUHUM yHiBepcuTeT, Kadezapa
HeBpOJIOTii, M. JIHITIpO

I.M.H., ipod. Kanbbyc O.1.

YHiBepcuTeTCbKa JliKapHda  JJHIIPOBCBKOIO
Jlep>KaBHOT 0 MeJJUYHOI0 YHIBEpCUTETY,
BizisieHHs HeBpoJIoril, M. [IHirpo

nikap 3axaposa JI.A.

[ep>kaBHa yCTaHOBa «YKpaiHChbKUM
Jlep>)KaBHUM  HAyKOBO-JOCTIAHUA  IHCTUTYT
MeAMKO-COLlia/IbHUX ~ MpobjieM  iHBamigHOCTI

MiHicTepcTBa OXOpPOHM 3[I0pPOB’S YKpaiHu»,
BiAfineHHs HeBposiorii Ta peabimiTamii 3

LlenTpoM Teparii 6010, M. JIHITIPO

nikap 3axaposa JL.A.

JHinpoBCcbKa K/IiHIYHa JIiKapHS Ha
3aMi3HUYHOMY  TpaHcropTi  imii  «LleHTp
OXOPOHU 3/I0POB sI» AT «Ykp3ani3HuLs»,
HeBPOJIOTiuHe BiAineHHs CTaLiioHapy,
M. [JHinpo




TPOJIOBXKEHHA J0oJaTKa 8

K.M.H. Mopo3 O.M.

Hep>kaBHa yCTaHOBa «YKpaiHChKUM
Jlep)KaBHUM  HAyKOBO-ZIOCTIAHUM  iHCTUTYT
MeIMKO-COLlia/IbHUX ~ MpobjieM  iHBamigHOCTI

MiHicTepcTBa OXOpPOHM 3[0pOB’S YKpaiHu»,
HEeBPOJIOTiYHe BifgiieHHs1, M. IHIpo

K.M.H. Mopo3 O.M.

Iep>kaBHa YcraHoBa «YKpalHCbKUM
Jlep>KaBHUM HayKOBO-JOC/IiJHALIbKUM IHCTUTYT
MeJIMKO-COIfia/IbHUX TIpo0JsieM  iHBasiAHOCTI
MiHicTepcTBa OXOPOHHM 370DOB’Sl YKpaiHW»,
Bigginenns HeBpoviorii 3 LleHTpoM po3cisiHOro
CKJIepo3y, M. [THinpo

nikap Xairtos P.II.

Meauunuii KomyHansHOro
MiAIPUEMCTBA «/JHinmponeTpoBChKUM
obslacHUll crierjiasizoBaHui  peabistiTaLiiHWA
ueHTp «CoyIoHMYM MMMaH» JHIMpOneTpoOBChKOI

LIEHTP

obmacHoi paau», BifJi/NeHHS BiZHOBHOTO
JIIKYBaHHS HaCJIiIKiB 3anajbHUX,
JereHepaTUBHUX, JeMieTiHI3yrounx

3axXBOpIOBaHb HEPBOBOI cucTeMu, ToBapHCTBO
3 oOMexxeHOor0 BiZIMOBIJa/TbHICTIO
«/JHIMPOBCHKUM MeJUYHUI IHCTUTYT
TPaAMLIiiHOT 1 HeTpajULiiHOT MeJULIUHUY,
Kadeznpa «BHYTpilIHBOI MeAULIMHUA 3 KypCOM

Npo(i/IaKTUYHUX JUCLIUILIIHY, M. JIHINpo

nikap Xairtos P.II.

TOBAPUCTBO 3 OBEMEXEHOIO
BIAIIOBIJAJIBHICTHO «MIHICTEPCTBO
CIIOKOIO TA BIJHOBJIEHHS», m. [JHinpo

Howmep Ta fara Hakazy MO3 1ipo
MPOBeIeHHs K/IIHIYHOTO
BUTIPOOYBaHHS

Ne 1326 Bif 02.07.2021

Ha3Ba kiHiuHOr0 BUNIpOOYBaHHS,
KO[|, BepCisd Ta fara

«bararoljeHTpoBe paHfOMi30BaHe TMO/BiMHO cjine gociimkeHHs III ¢asu, 110 MPOBOAUTHCS 3
METOH0 OLiHKY e)eKTUBHOCTI, 6e3rmeuHoCTi Ta nmepeHocuMocTi miperiapaty IMU-838 y nopiBHsHHI 3
rarie6o TpH JIiKyBaHHI IOPOCMX TALIEHTIB i3 perUANBYIOUMM PO3CiSIHUM CKIepo30oM (KOoZoBe
no3HaueHHss: ENSURE-2)», P3-IMU-838-RMS-02, ocratouHa pepgakijisi 4.0 Big 18 6Gepe3sHs
2024 poky

3asBHUK, KpaiHa TOB «BOPJIIBAV ] KIITHIKAJI TPAIJIC YKP»

CrioHcop, KpaiHa «IMmmyHik AI'» [Immunic AG], HimeuunHa

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

(migruc) (Bnacue im’s TIPI3BUIIIE)



HopaTtok 9

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
14.11.2025 Ne 1723

InenTudikallis CyTTeBOI MONpaBKU

BK/TIOUeHHSI I0ZJATKOBUX MiCI[b TTPOBEZIEHHSI K/TiHIYHOT0 BUIPOOYBaHHS:

Ne [1.I.b. BigmoBifa/bHOro AOC/iJHAKA

n/m Ha3Ba Miclis TpoBe/ieHHs KiHIYHOTO BUTTPOOYBaHHS

1. | nikap Jlinenpka O.I1.
KomyHasibHe HeKOMepIliliHe MigIpUEMCTBO «KUTOMHUPCHKUE 00/1aCHUN OHKOJIOTiUHHMA
nmucriaicep» JKuToMupchKoi 06sacHOi  pazM, BiAfiseHHS K/IiHIUHOI OHKOMOTiI, M.
JKuromup

2. | nikap I'otbko L.FO.
Binokpemnenuii migpo3zin «KmiHiuHa JikapHA 3 HEBiK/IaJHUX CTaHIB Ta €KCTPeHOl
MeZUUHOi Joromoru» KoMyHaqbHOrO HEKOMEpLIiMHOTO MiJIIPUEMCTBA « Y KTOPOZChbKa
MicbKa OaraTorpodinbHa KiIiHIiYHA JIiKapHs» Y>KropoJChbKOi MiCbKOI pajid, OHKOJIOTiuHe
BiilizIeHHs, M. Y KropoJ

3. | nikap ITapamonos B.B.
KoMyHanbHe HekoMmeplliiHe MirpueMcTBO «KJliHIUHUN 1[eHTP OHKOJIOTil, remMaToJIOorii,
TPAHCIVIAHTOJ/IOTii Ta TasiaTUBHOI AomoMord Yepkacbkoi 00macHOi pagw», Bifmin
KJ/IiHiUHOI OHKOJIOTi1 (OHKOXiMioTeparneBTUUHUM), M. Yepkacu

4. | p.M.H., ipod. Jlucenko C.A.

KomyHanbHe HekomepLiliHe mignpueMcTBO  «IlofibCbKUl  perioHalbHUM  LIEHTP
oHKosorii BiHHMIIbKOI 00/1acHOI pajin», XiMiOoTeparieBTHUHE BiJfi/IeHHS 3 JIDKKaMH
JIeHHOTO TepeOyBaHHsI TallieHTiB, BiHHMWLbKWN HalliOHA/IBHUM MeAWYHWMA YHiBepCUTET
iMm. MLI. ITuporoga, kadepa MpoMeHeBOi /[iarTHOCTUKH, TIPOMeHeBO]I Tepariii Ta OHKOJIOTii,
M. BiHaUIIS

Howmep Ta gara Hakazy MO3 1ipo
TpOBeieHHs KJIIHIYHOr O
BUIIPOOYBaHHS

Ne 1326 Big 02.07.2021




2 TMPOJOBXKEeHHA JojaTka 9

Ha3sga kstiHiuHOTO BUNIPOOYBaHHS,
KO/I, BepCisi Ta faTa

«bararorientpoge, Bizkpute gocmimkeHHs 11 ¢a3u A1 OiHKKM IOBrOCTPOKOBOI Oe3rmeuHoCTi Ta
eeKTUBHOCTI B YYaCHUKIB, SKMM Hapa3i TPOBOAMTHCS JKyBaHHSI ab0 CIIOCTepe)KeHHsS Y

JOCITi/KeHHSIX, 1[0 BK/IIOUal0Th ieMOpostizymab», MK-3475-587, 3 iHKOpIIOpoBaHOO MOMPABKOIO
08 Big 25 mrotoro 2025 poky

3asBHUK, KpaiHa

ToBapuCTBO 3 00MeXXeHO0 BiznoBifanbHicTIO « MCJT YKpaiHa»

CrioHCOp, KpaiHa

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

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

(nigruc) (Bnacue im’s TIPI3BUIIIE)



Honatok 10

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
14.11.2025 Ne 1723

InenTudikallis CyTTeBOI MONpaBKU

Onosnenuii [Ipotokon kniHiuHoro gocnimkenHs VIR-CHDV-V203, IMonpaeka 2, Bepcisi 1.0 Bif
01 cepris 2025 poKy, aHT/TiMCbKOI0 MOBOO; bporitypa gocmignvka aist To6esibapty (VIR-3434),
BuaHHs 5 Bif 04 uepBHsi 2025 poKy, aHrailcbkor0 MoBoto; [logaTok 1 Big 25 numnus 2025 poky A0
Bpomypu gocnignuka ans Tob6eeibapty (VIR-3434), Buganns 5 Big 04 uepBHs 2025 poky,
aHTTIMNCEKOI0 MOBORO; Bpormtypa gocmigavka ans Ene6cipany (VIR-2218), Buganns 7 Big 04
yepBHA 2025 poKy, aHrjinceKoro moBorw; Hopatok 1 Big 25 munua 2025 poky o bpourypu
pocnigauka gyt Ene6cipany (VIR-2218), Buzmanas 7 Big 04 uepBHsi 2025 POKy, aHIVIiHCBKOO
MoBot0; IHdopmariitinuii rMcTtok Ta dopma iHbopmoBaHoi 3rogau, Bepcis V5.0UKR1.0 Big 24
JIUTTHS 2025 poky, aHr/ikcbKo0 MOBOW; IHdopmaliiiHuii MUCTOK Ta (popma
indopmoBanoi 3rogu, Bepcis V5.0UKR(uk)1.0 Big 24 nunns 2025 poky, rnepeksiafi BAKOHAHO Bif
12 cepriast 2025 poky; IHbopmariifiHuil UcTOK i opMa iHpopmMoBaHOi 3rou Ha He0OOB’sI3KOBe
nigmocnimkeHHs 3 6ionciero meuinku, Bepcis V4.0UKR1.0 Big 24 mumnas 2025 poky, aHTTiHCEKOO
MOBO10; THdopmariiHuii TUCTOK i popma iHpopMOBaHOI 3ro [ Ha HEOOOB’A3KOBE TIi/I0C/TiPKEHHS
3 Giomciero neuinku, Bepcisi V4.0UKR(uk)1.0 Big 24 nurHsa 2025 poky, rnepekiaj, BUKOHAHO Bif
08 cepmusi 2025 poky; IHdopmauilinuii nvMcTok Ta ¢opMa iHPOpMOBaHOI 3rofAu [AJisi BariTHOI
yuacHMIli abo BariTHOI MapTHEPKM y4acHWKa AociipkeHHs, Bepcis V3.0UKR1.0 Bix 18 numHs
2025 poKy, aHraiicbKor MOBOMW; IH(opmariiiiHuii UcTOK Ta (opma iHPOpPMOBaHOI 3roAu AJis
BariTHOI yyacHMIIi abo BariTHOI TapTHEPKU yuyacHUKa AocmimpkeHHs, Bepcis V3.0UKR(uk)1.0 Big
18 munusa 2025 poky, nepeknaj BUKOHaHO Bif 08 cepmHs 2025 poky; 3pa3oK eTHUKeTKU IS
JIOC/TiHKyBaHoTro Jlikapcbkoro 3acob0y VIR-3434 y Burnsgi Oyknerty, Bepcis 1.0 Big 16 kBiTHA
2025 poky, b6araTbMa MOBaMM, BK/TFOUAFOUM YKpATHCHKY; 3pa30K eTUKeTKU /s JOCTiKyBaHOTO
nikapcbkoro 3acoby VIR-2218 y surnisimi 6ykiety, Bepcist 1.0 Big 13 rpyanst 2024 poky, 6aratbMa
MOBaMH, BK/TFOYAKOUM YKPAiHCBKY

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

Ne 762 Big 01.05.2025




2 NpoJOBXKeHHd fojarka 10

Ha3sga kstiHiuHOTO BUNIPOOYBaHHS,
KO/I, BepCisi Ta faTa

«PanziomizoBaHe Bigkpute pocsipkeHHS (a3v 3 A OIiHKM edeKTUBHOCTI Ta 6Ge3neuHoCTi
KOMOiHOBaHOI Tepamii mpemapaTamMud ToOeBiOapT + esiebcipaH B yuYaCHUKIiB i3 XpPOHIUHOIO
iHdexkiiiero, sky Bukaukae BI'D (ECLIPSE 1)», VIR-CHDV-V203, Opurinan, Bepcis 2.0 Big 07
mucronaga 2024 poky

3asBHUK, KpaiHa

TOB «APEHCIA EKCIUVIOPATOPI MEICIH», YkpaiHa

CrioHCOp, KpaiHa

Bip BatiorekHonomxi, Ink., CIIIA / Vir Biotechnology, Inc., USA

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

(nigruc) (Bnacue im’s TIPI3BUIIIE)




HopaTok 11

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Ykpainu «IIpo npoBezieHHs K/TiHIYHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
14.11.2025 Ne 1723

InenTudikallis CyTTeBOI MONpaBKU

Hocve pocmimkyBaHoro Jiikapcbkoro 3acoby SPY002-091 (IMPD-Quality), pepakiis 2.0 Bifg
04 BepecHst 2025 p.; TlofoB>keHHsI TepMiHy MPUIATHOCTI [JOCTiPKyBaHOTO JTIKAPCHKOTO 3aco0y
SPY002-091, po3uun ans in’exuiid, 200 mr/mi (400 mr / 2 M) 3 18 go 24 micsiiiB; ITogoB)keHHs
TepMiHy TpPUJATHOCTI JOCHTipKyBaHOro Jjikapcbkoro 3acoby SPY002-091, koHueHTpaT [jis
MPUTOTYBaHHSI po3uuHy AJs iHdy3iid, 200 mr/ma (400 mr / 2 mn) 3 18 go 24 wmicsauis; [ocke
JIOC/TiIKyBaHOTo Jlikapchkoro 3acody SPYPBO-101 (IMPD-Quality), octaTouna pegakiiist 4.0 Bif
29 cepriHsi 2025 p.; [TogoBkeHHS TepMiHY TPUAATHOCTI JOCTiKYBaHOTO JIiKapCHKOTO 3aco0y
SPYPBO-101 Placebo go SPY002-091, po3uuH ayis in’ekiit, 200 mr/mi (400 mr / 2 mn) 3 12 10
18 wmicsauiB; [ocbe pmocmimkyBaHoro Jikapckkoro 3acody SPYPBO-102 (IMPD-Quality),
ocratroyHa pegakuis 4.0 Big 29 ceprna 2025 p.; IlogoBkeHHs TepMiHYy IIPUAATHOCTI
JocimKyBaHoro Jiikapcbkoro 3acoby SPYPBO-102 Placebo go SPY002-091, koHueHTpaT st
MIPUrOTYBaHHS Po3uMHy A8 iHdy3ili, 200 mr/mn (400 mr / 2 mi) 3 12 o 18 micsuis; Bpomiypa asnst
pocnigauka 3 ripernapaTy SPY002-091 (Fully Human mAb Targeting TL1A), pemakuist 3.1 Big 22
ceprHs 2025 p.

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

Ne 1659 Big 03.11.2025

Has3ga kiHiuHOTO BUTIPOOYBaHHH,
KO/, BepCis Ta ziara

«[Tnardopmue gocrimkenns 11 dasu 3 oifiHKu edeKTUBHOCTI 1 6e3MeuHOCTi aHTUTI/T TPUBAMOI il
TIPY 3aCTOCYBaHHI B PeXXMMi MOHO- abo KOMOiHOBaHOI Tepariii 3 IPUBOAY CepeJHbOTSHKKOrO abo
TSDKKOTO Tepebiry BUpa3KOBOTO KOJIITY B akTuBHilM (opmi», SPY123-201, OcHOBHMIA TIPOTOKOJ
KIiHiuHOro BunpoOyBaHHsi SPY123-201, pepakuisi 1.2 Big 04 uepBHs 2025 p.; Togatok Ao
MIPOTOKOJTy KiHiyHOTO BuUMpoOyBaHHs SPY123-201, 1m0 oOmucye KOHKpDeTHe BTPyYaHHS i3
3actocyBaHHsAM Ipenapaty SPY002, pepakuis 1.0 Big 24 yepsus 2025 p.

3asiBHUK, KpaiHa

TOBAPMCTBO 3 OEMEXXEHOTO BIATIOBITAJIBHICTIO «ITI EC AM-YKPATHA»

CnoHcop, KpaiHa

«Crnaep Tepan’toTikc, IHk.» [Spyre Therapeutics, Inc.], CIIIA

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

(migrmc) (Bnacue im’s TTPI3BUIIIE)



HopnaTok 12

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
14.11.2025 Ne 1723

InenTudikallis CyTTeBOI MONpaBKU

ATecTaljis OLiIHKA Ha TIariepoBOMY HOCii [jis 300py /[JaHUX 3 MeTOH eJIeKTPOHHOI OLIiHKU
pe3ynbTaTiB jikyBaHHsa (eCOA): «Paper Assessment Attestation for eCOA Data Collection,
Ukrainian (Ukraine) V1.0 27-Aug-2025», Bepcis 1.0 Big 27 cepmusi 2025 poKy, yKpaiHCBKOIO
MOBOIO

Howmep ta gara Hakazy MO3 mipo
MPOBeIeHHs K/TIHIYHOTO
BUTIPOOYBaHHS

Ne 1896 Big 27.08.2019

Hasga kiHiuHOTO BUTNIPOOYBaHHH,
KO/, BepCis Ta ziara

«Panzomi3oBaHe, TozBiliHe ciine pocaimpkeHHs III das3u gas  oifiHKM  Tepiorepar]iiHOTo
3acTocyBaHHs1 TieMOposnizymaby (MK-3475) y kombiHallii 3 Heoa/'tOBaHTHOI XiMiOTeparti€ro
TOPiBHSHO 3 TiepioreparfiitHAM 3acToCyBaHHsIM Tuialiebo y KomOiHarlii 3 Heoa/'tOBaHTHOIO
XiMiOTeparii€r0 B Y4YaCHHUKIB 3 M'SI30BO-iHBa3MBHMM pPAaKOM CE€YOBOIO Mixypa, TpPUJATHUX [IJI
nikyBaHHsi uucriiatuHoMm (KEYNOTE-866)», MK-3475-866, 3 iHkoprniopoBaHowo mornpaBkoro 06
Biz 14 ceprniHsa 2023 poky

3asiBHUK, KpaiHa

ToBapurcTBO 3 06MeXKeHOr0 BifgnoBifampHicTIO « MCJI YKpaiHa»

CnoHcop, KpaiHa

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

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

(miparmc) (Bnacue im’s TTPI3BUIIIE)



Honatok 13

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
14.11.2025 Ne 1723

InenTudikallis CyTTeBOI MONpaBKU

dopma /103BO/Ty Ha 3apaxyBaHHs KOIITIiB Ha PaxyHOK Ta 3rofia Ha 00poOKy mepcoHanbHUX [JaHUX,
Bepcist 5.0 Big 22 ceprus 2025 p., yKpalHCHKOK MOBOFO; [HCTPYKIJii Ta LIOAEHHUK il 30MpaHHS
noboBoi ceui B mMexkax pocmimkeHHs TNT119-PMN-201, Bepcis 1.0 Big 02 jgumas 2025 p.,
YKpalHCBKOI0 MOBOIO, IlepeK/iaj, YKpaiHCbKOK MOBOIO Bif 27 »k0BTHA 2025 p.; KapTka yuacHuka
JociimpkeHHsi, Matictep aHriiliceka Bepcisi 1.0 Big 28 kBiTHs 2025 p., mepekiaj yKpaiHCHKORO
MOBOIO Bif 27 0BTHs 2025 p.

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

Ne 1433 Bif 16.09.2025

HasBa kiHiuHOTO BUTNIPOOYBaHHH,
KO/, BepCis Ta ziara

«Bigkpure mocmimkeHHst dasu 2 [ OL[iHKK Oe3rneku Ta eheKTHUBHOCTI Tperaparty BymompyTtyr
(TNT119) y narjieHTiB 3 mepBuHHOI MeMOpaHo3HOw Hedponariero (ITIMH)», TNT119-PMN-201,
rioripaBka 2 Biji 12 yepBHs 2025 p.

3asBHUK, KpaiHa

ToBapucTBO 3 00MeKeHor0 BifnosiganeHicTI0 «BIOPACI YKPATHA»

CrioHCOp, KpaiHa

Climb Bio, Inc., USA (Knaiim6 Bio, Iak., CIIIA)

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

(nmigruc) (Bnacue im’s TIPI3BUIIIE)



Hopartok 14

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Ykpainu «IIpo npoBeieHHs KTIHIUHHUX
BUTIPOOYBaHb JIIKAPCHKUX 3aC00iB Ta
3aTBep/)KEeHHSI CyTTEBUX MOIMPaBOK»
14.11.2025 Ne 1723

InenTudikallis CyTTeBOI MONpaBKU

HopaBanns IIkamu 6osto 3a Bupa3oM ob6smuus miepersisinyta (FPS-R) Bepcis Big 29 BepecHs
2025 p. yKpaiHCBKOK MOBOK; 3ajlyyeHHs [JO0JaTKOBOrO MiCLisl TIPOBeJeHHsS KI/IiHIYHOTO
BUTIPOOYBaHHS:

Ne [1.I.b. BigmoBifa/bHOro AOC/iJHAKA

n/m Ha3Ba Miclis TpoBe/ieHHs KiHIYHOTO BUTTPOOYBaHHS

1. | k.m.H. MapTuHiok B.1O.

Iep>xaBHe HeKOMepIfiliHe TIiANPUEMCTBO «YKPAiHCbKUN MeJUUHHUM 1eHTp peabimitariii
JliTeld 3 OpraHiuHWM YypakeHHsIM HepBOBOI cucTeMu MiHicTepcTBa OXOPOHM 370pPOB’si
YKpaiHu», KOHCY/JIbTaTUBHO-/1iarHOCTUYHE BiffineHHs, M. KuiB

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

Ne 1659 Big 03.11.2025

Ha3sga kstiHiuHOTO BUNIPOOYBaHHS,
KO/I, BepCisi Ta faTa

«bararorienTpoBe BigkpuTe gocmimpkeHHsi ¢a3u Il A  oLiHKKM  eeKTMBHOCTi, Oe3reKy,
dapMakoKiHeTUKM Ta ¢apMaKoJUHAMIKM caTtpaiidymady y niTeii 3 M’si30Bol0 AucTpodi€ero
Mromena (SHIELD DMD)», BN45398, Bepcis 3 Big 06 rpygns 2024 p.

3asiBHUK, KpaiHa

ToBaprCTBO 3 0OMEXKEHOI0 BiNoBiambHICTIO «Polil YKpaiHa»

CnoHcop, KpaiHa

®.Xodpdbmann-JIs Pow JITa, [1IBetitapis

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

(miparmc) (Bnacue im’s TTPI3BUIIIE)



