Jonmarok 1

110 Haka3zy MiHicTepcTBa OXOPOHU 37I0POB’ A
VYxpaiau «IIpo mpoBeneHHS KIIHIYHOTO
BHUIPOOYBaHHS JIIKAPCHKOTO 3ac00y Ta

3aTBEPIKEHHS CYTTEBUX IONIPABOK»
15.09.2026 Ne 1356

Ha3Ba kiiHiuHOTO BUIIPOOYBaHHSI,
KOJI, Bepcis Ta gara

«bararoneHTpoBe, MOJBIHHE Cllille, paHIOMi30BaHe, IIae00-KOHTPOIbOBAHE, OCITIKECHHS B
napajelbHUX Tpylax 3 OIMIHKH €QEKTUBHOCTI W OE3MEeYHOCTI CeIaTorpesro sl MiJIIKIpHOTO
CaMOCTIHHOTO BBEIICHHSI 3 METOIO 3armoOiraHHsS CMEPTi 3 yCiX NMPUYUH Ta JIIKyBaHHS T'OCTPOTO
iHpapKkTy MioKapja y CyO’€KTiB 3 HEIIOJaBHIM TOCTpUM iH(ApKTOM MioKapia B aHaAMHE31»,
ko nocaimkerHs ID-076A301, Bepcist 8 Bix 20 6epesns 2026 poky

3asiBHUK, KpaiHa

[TignpuemctBo 3 100% 1HO3EeMHOIO IHBECTHUITIEIO «AVK’IOBIA PJIC Ykpaina»

CnoHcop, kpaiHa

Viatris Innovation GmbH, Switzerland

[lepemnik 1OCiKYBaHUX JTIKAPCHKUX
3aco0iB Jikapcbka Ghopma,
J03yBaHH:, BUPOOHHUK, KpaiHa

Cenarorpens (ACT-246475) (ACT-246475; Anrtaronict penentopa P2Y 12); po3umH ans
i’ exniit 0,5 Ma B oaHOA030BOMY aBTOiH €kTOpi; 16 mr (32.2 mr/min); ten23 health Valais AG,
Switzerland; Idorsia Pharmaceuticals Ltd, Switzerland; Catalent France Limoges S.A.S, France;
Antares Pharma, Inc., US; Sharp Clinical Services, Inc., US; PPD Laboratories, GMP Lab, US;
PharmaKorell GmbH, Germany; Idorsia Pharmaceuticals Deutschland GmbH, Germany; Catalent
Germany Schorndorf GmbH, Germany; Catalent Pharma Solutions, USA;

[Tnane6o no Cenatorpens (ACT-246475), po3unn s in’exuii 0,5 M B aBTOiH €KTOpIi; ten23
health Valais AG, Switzerland; Idorsia Pharmaceuticals Ltd, Switzerland; Catalent France Limoges
S.A.S, France; Antares Pharma, Inc., US; Sharp Clinical Services, Inc., US; PPD Laboratories,
GMP Lab, US; PharmaKorell GmbH, Germany; Idorsia Pharmaceuticals Deutschland GmbH,
Germany; Catalent Germany Schorndorf GmbH, Germany; Catalent Pharma Solutions, USA

Bianosinanbawmii (1) AoCaiqHUK (1)
Ta MicIe (s1) IPOBEACHHS
BUNIPOOYBaHHs B YKpaiHi;
BIJITIOBIJaJIbHA 0c00a
6ioaHaniTHuHOI Jabopartopii Ta
OloaHaniTHYHA J1abopaTopis B
VYkpaini

1) K.M.H., 3aB.BijaineHHsM Baiina M.O.

KomyHaneHe HeKoMepIliiiHEe MANPUEMCTBO «3aKapnaTChKUM OOJIACHUM KJIIHIYHUN ICHTP
KapzioJorii Ta KapaioXipyprii» 3akapnaTcbkoi o0MacHOl paau, creliaai3oBaHe BiIIUICHHS IS
XBOpHUX 3 IHPAPKTOM MiOKapy, M. Y3KIropoJ

2) k.M.H. Kapnenko O.1.

Komynanene Hekomepiiiine mignpueMctBo «KuiBcbka Micbka KiiHIYHA JikapHsS Nely
BUKOHaBUOro oprany KuiBcbkoi Micekoi paau (KuiBcbkoi MichbKoi fepKaBHOT aMiHICTparlii),




2 MIPOJIOBXKEHHS JoaaTka |

LleHTp KIIHIYHUX JOCIIKEHb Ha crienianbHoMy Gonmi, M. Kuis

3) unen-kop. HAMH VYkpainu, 1.M.H., npod. [Tapxomenko O.M.

HepxaBHa ycraHoBa «HamioHanbHHMII HaykoBUH HEeHTp «IHCTUTYT Kapniosorii, KIiHIYHOI Ta
pereHepatuBHOI MeauIIMHYU iMeHi akagemika M.[[. Ctpaxecka HaimioHanbHOI akajgemii MEIUIHIX
HayK YKpaiHuy», BIUIUT IHTEHCUBHOI Tepamii Ta peanimanii, M. Kuis

4) k.m.H. Daifauk A.O.

Komynanbne Hekomepiiiine minnpuemMctBo JIbBiBChKoi oOmacHOi paau «JIbBiBChbKHIT 001acHUi
KJIIHIYHAHA JTIKYBaJbHO-11arHOCTUYHUN Kap I10JIOTTYHUI IIEHTP», KOHCYJbTAaTHBHA MOJIKIIHIKA,
M. JIbBIB

5) n.M.H., ipod. Bakamroxk L.I1.

KomynanbHe HekomepmiiiHe mianpueMcTBO «IBaHO-DpaHKIBCHKUI OOJACHUHA  KITIHIYHUN
Kapaionoriyauii 1eHTp IBaHO-PpankiBChKOi oOnacHOi pamm», iHMapkTHE BigauIeHHS Ne 2,
IBanO-®paHKIBCHKUI HAlIOHATLHUI MEIUYHUN YHIBEPCHTET, Kadeapa BHYTPIIIHBOI MEIUIIMHU
Ne2 Ta mencectpuncTBa, M. IBaHO-DpaHKiBCHK

6) mupexrop Kypoa C.B.

KomynanebHe HekoMmepiliiiHe mianpueMcTBo «YepKkachbkuii OOJaCHUN KapAlOJMOTIYHHUM IIEHTP
Yepkacbkoi 00J1IaCHOT painy, BiIAIEHHS TOCTPOi KOPOHAPHOT HETOCTATHOCTI Ta MOPYIIEHb PUTMY,
M. Yepkacu

7) 3aB. neatpoMm Kytniii O.1.

Komynansue nignpuemctBo «Jlikapuas Ne2 im. B.II. ITaBiaycenka» KutoMupchbkoi MiCbKOi pajau,
Kappaionoriuauii neHTp 3 peHTreHoxipypriuiuM OmokoMm im. CB. Aramita Iledepcekoro,
M. JKuromup

8) a.M.H., ipod. SApema H.I.

KomyHnanene HexoMmepiiiiine mianpueMcTBo «TepHomiibChka oOJacHa KIIHIYHA JHKApHSD)
TepHominbebkoi  00aCHOT  pajad, KapAloNOriyHe BIAAIIEHHA i  1HQApKTHUX XBOPHX,
TepHonunbchbKU HalllOHANBHUN MeTMYHUM yHIBepcuTeT iMeHi [.51. T'opbaueBcbkoro MinicTepcTBa
OXOPOHHU 370pOB’st YKpainu, kadeapa BHyTpiniHb01 Meauiau Nel, M. TepHominb

9) k.m.H. Cugop H./I.

Komynanbsze nianpuemMctBo «BonnHcpka obiacHa KiliHIYHA JIiKapHs» BonnHcebkoi o0nacHo paau,
BUIJIIJICHHS IHTEPBEHIINIHOT pasionorii (peHtreHoxipyprigaauit 6510k Ne3), m. JIynpk




MIPOJIOBXKEHHS JoaaTka |

[IpenapaTy MOpPiBHAHHS, BUPOOHUK
Ta KpaiHa

JlomomikHi JIiKapchKi 3acoou,
BUPOOHMK Ta KpaiHa /JiKapchKi
3aco0u cynmyTHBOI Teparnii, BUPOOHHUK
Ta KpaiHa / pO3YMHHUKH, BUPOOHUK
Ta KpaiHa / cymyTHI MaTepianu /
ropuauyHa abo ¢izudHa ocoba, ska
JTi€ 3a JIOBIPCHICTIO, SIKY HA/IaB
CIIOHCOP a00 3asBHUK Ha BBE3CHHS
JOCTIPKYBAaHUX, JOMTOMIKHHX
JIKapChKUX 3ac00iB, JIIKAPCHKUX
3ac00iB CYITyTHBOI Tepartii,
PO3YMHHUKIB Ta CyMyTHIX
MaTepiajiB

Havanbunk ®apmManeBTHYHOI0 YIPaBJIiHHSA

Oaexcanap I'PINEHKO

(minmc)

(Bnacue im’st ITPI3BUILLE)




Jonmatoxk 2

10 Haka3y MiHicTepcTBa OXOPOHU 30POB’ s
VYkpaiau «IIpo npoBeneHHs KIIIHIYHOTO
BUIIPOOYBaHHS JIIKaPCHKOTO 3ac00y Ta
3aTBEPKEHHS CYTTEBHX ITOTPABOK)
15.09.2026 Ne 1356

InenTudikaist CyTTEBOI MOMPABKU

[IpoTtokon kmiHiuHOTO AocHimkenus BJT-778-304, penakuis 3 Big 11 tpaBus 2026 p.; Cunorcuc
npotokoiy nociimkenns BJT-778-304, penakuist 3 Bix 11 tpaBust 2026 p., nepekiiaj 3 aHMHCHKOT
MOBH Ha YKpaiHCbKy MOBY Bif 25 TpaBusa 2026 p.; 3mina CrnoHcopa KIIIHIYHOTO BUIIPOOYBaHHS
BJT-778-304 3 «bnymxeir Tepam’rotikc, I[uk.» [Bluejay Therapeutics, Inc.], CIIA Ha
«Mipym @apmackrorikaims, [Hk.» [Mirum Pharmaceuticals, Inc.], CIIIA; Bpomrypa gociigHuka 3
npenapaty bpenosityr (BJT-778), penakuis 5 Bin 16 kBitast 2026 p.; [ndpopmanist 11 yyacHuKa
nochipKkeHHs 1 popMa iHhopMOBaHOi 3roau, ocrarodHa penakmis 3.0 mis Ykpainu Big 13 mumHs
2026 p., OCTaTOYHUN MEpeKyIaa 3 aHIIIHChKOI MOBHM Ha yKpaiHCbKy MOBY Bin 22 mumus 2026 p.
(aHrmificpKOIO Ta yKpaiHCbKOIO MoBamH); @opma iHpopMoBaHOi 3roau Ha 30ip iH(OpMaii mpo
BariTHICTh, ocTaTouHa pemakiis 2.0 mis Ykpainu Big 08 nmumas 2026 p., OCTATOYHUMA MEepeKIas 3
aHIITIMCHKOI MOBH Ha YKpaiHChKy MOBY Bif 21 mumas 2026 p. (aHMIIHCHKOIO Ta YKPaiHCBHKOIO
MoBamH); [Hdopmanist s yyacHuka qochifkeHHs 1 gopma iHGOPMOBAHOI 3roAM Ha y4acTh y
HEOOOB SI3KOBUX MalOYTHIX HAayKOBHX JOCIIPKEHHX, ocTaToyHa penakiis 1.0 ans Ykpainu Big
07 numnus 2026 p., ocTaTOYHUI MepeKiIaa 3 aHTTiHChKOT MOBH Ha YKpPAiHCBKY MOBY Bif 13 jumHs
2026 p. (aHrmiichKOIO Ta yKpaiHChKOr MoBamH); [lociOHMK n7si TmarieHTa 13 CaMOCTIHHOTO
BUKOHAHHS 1H'€KIIiN OpenoBiTyry (Takoxx BimoMoro mijx Ha3zBoro BJT-778 a6o BTG), penakuist 3.0
BiJ 03 Oepesns 2026 p., nepexnan 3 aHIJIIHCHKOT MOBH Ha YKpaiHChbKY MOBY Bij 22 uepBHs 2026 p.
(aHrnificpKor0 Ta yKpaiHchbKor0 MoBamHM); IHdopmaris npo 6penosityr (BJT-778), penaxiis 3.0 Big
15 tpaBusa 2026 p., mepexia 3 aHINIIMCbKOI MOBU Ha YKpaiHCbKY MOBY Bif 22 uepBHs 2026 p.
(aHrNHCHKOIO Ta YKpPAiHCHKOIO MOBaMH); 3pa3Kd BHYTPIIIHBOI Ta 30BHINIHBOI €THKETOK IS
JTOCITIJKYBAHOTO JIIKAPCHKOTO 3ac00y, ocTaroyHa Bepcis 2.0 aHrTiiichKO0 MOBOIO Bij 16 GepesHs
2026 p., ocTaTOYHMI MepeksIaa yKpaiHChbKOI MOBOO BiJl 24 Gepesns 2026 p.

Howmep Ta nata nakazy MO3 npo
MIPOBEACHHS KIJIIHIYHOTO
BUIIPOOYBaHHS

Ne 1723 Bix 14.11.2025

Ha3Ba kiiHiuHOTO BUNIPOOYBaHHS,
KOJI, Bepcis Ta jara

«PannomizoBane Bigkpute OararoneHTpoBe nociikeHHs Il ¢a3su 3 ouiHku OpenoBiTyry B
MOPIBHSAHHI 3 BIJICTPOYECHOIO TEPAII€l0 MPH JIKYBaHHI XPOHIYHOTO BIPyCHOro rematuty D
(komoBe mo3HaueHHs: AZURE-4)», BJT-778-304, penaxitis 2.0 Big 20 ceprast 2025 p.




2 MPOJOBXKEHHS 10/1aTKa 2

3asiBHUK, KpaiHa

TOBAPHCTBO 3 OBMEXEHOO BIJIIIOBIJIAJIBHICTIO «ITI EC AU-YKPATHA»

CnoHncop, kpaiHa

«bnymxkent Teparn’totike, [Hk.» [Bluejay Therapeutics, Inc.], CIIIA

Havanbank @apmManeBTHYHOI0 YIPaBJIiHHSA Ounexcanap I'PIHEHKO

(i amc) (Bnacue im’st ITIPI3BUIILE)



Jonmatok 3

10 Haka3y MiHicTepcTBa OXOPOHU 30POB’sI
VYxpainu «IIpo npoBeneHHs KIIHIYHOTO
BUINPOOYBAHHS JIIKAPCHKOTO 3ac00y Ta
3aTBEPKCHHS CYTTEBHX ITOIPABOK)
15.09.2026 Ne 1356

Inentudikariist CyTTEBOI MOMPaBKU

Indopmaris ans namienTta i gopma iHPOPMOBaHOI 3roau, Bepcis it Ykpainu Ne 6 Big 30 numHs
2026 p. (#a ocsoBi OCHOBHOI IH®OPMAILII IMPO JOCHIPKEHHS TA ®OPMU
IHOOPMOBAHOI 3I'O/IU, Bepcii Ne5 Bix 22 mucronana 2024 p.), yKpaiHCHKOIO Ta POCIHCHKOIO
MOBaMH

Howmep ta nata nakazy MO3 mipo
MIPOBEJICHHS KJIIHIYHOTO
BHUIPOOYBaHHS

Ne 614 Bin 01.04.2021

Ha3ga xiiHiuHOTO BUNIPOOYBaHHS,
KOJI, Bepcis Ta aara

«PanyomizoBaHe, MOJBilHE cllille, TUIANE00-KOHTPOIBOBAHE MOCTIDKEHHS (a3u 2 NS OLIHKH
edexTuBHOCTI Ta Oesneku SAR441344, moHOKIOHaIBHOrO aHTUTLIA M0 aHTaronicra CD40L, y
MAIIEHTIB 3 PEHUIUBYIOYUM pO3CiTHUM ckiiepo3om», ACT16877, 3 monpaBkoro 04, Bepcis 1 Bixg
18 nucronana 2024 poky

3asiBHUK, KpaiHa

TOB «Canogi-ABeHTic YKpaiHa»

CnoHncop, kpaiHa

sanofi-aventis recherche & developpement, France (Canogi-ABeHTIC pelepin € AeBeloNMaH,
OpaHitis)

Havanbank ®@apManeBTHYHOI0 YIPaBJIIHHSA Oaexcanap I'PIHEHKO

(mmigmic) (Bnacue im’st [TIPI3BUILIE)



Jonmaroxk 4

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYxpainu «IIpo npoBeneHHs KIIHIYHOTO
BUINPOOYBAHHS JIIKAPCHKOTO 3ac00y Ta

3aTBEPIKECHHS CYTTEBUX IIOIPABOK
15.09.2026 Ne 1356

InenTudikariist CyTTeBOI MOMPaBKU

Bbpomypa nocnigauka mis nepryszymady (RO4368451), Bepcis 25 Big motoro 2026 p.

Howmep Ta nara nakazy MO3 npo
MIPOBECHHS KJIIHIYHOTO
BUNIPOOYBaHHS

Ne 1403 Big 14.06.2019

HasBa kiiHiuHOTO BUIIPOOYBaHHS,
KOJI, BepcCis Ta gara

«bararoneHTpoBe, B OJHIM Tpymi CXeMH JIKyBaHHS, BIJKPUTE IPOAOBXKEHE JIOCITIKESHHS
nepTy3yMady B pexuMi MoHOTeparii abo y KoMOiHaIii 3 IHIIMMHU MPOTUITYXJIMHHUMH 3ac00aMu y
MAII€HTIB, [0 paHille MpUIMalyd y4acTh Y BUIPOOYBAHHAX IMEpPTy3yMaldy, CIIOHCOPOM SIKUX
Buctynana kommadis Xohdman-Jla Porry, MO29406, Bepcis 4 Big 04 kBitHs 2025 p.

3asiBHUK, KpaiHa

ToBapucTBO 3 00MEKEHOIO BiAnOBiHaIbpHICcTIO «Pomr Ykpainay

CnoHcop, kpaiHa

®. Xodpdbmann-JIs Pom JItn, [Belimapis

Havanbank ®@apManeBTHYHOI0 YIIPaBJIIHHSA Ouaexcanap I'PIHEHKO

(mmigmic) (Bnacue im’st [TIPI3BUILIE)



JlomaTok 5

10 Haka3y MiHicTepcTBa OXOPOHU 30POB’sI
VYxpainu «IIpo npoBeneHHs KIIHIYHOTO
BUINPOOYBAHHS JIIKAPCHKOTO 3ac00y Ta

3aTBEPIKECHHS CYTTEBUX IIOIPABOK
15.09.2026 Ne 1356

Inentudikariist CyTTEBOI MOMPaBKU

®diHaapbHUN TPOTOKOJ KIHIYHOTO JociiKeHHs, Bepcis 3.0, momnpaBka 2.0 Big 18 uepBus 2026p.;
AVT29-GL-CO1 Indopmarmiss ans mamienta Ta ¢opma indopmoBaHoi 3roau YkpaiHa Bepcis
3.1.0 06 mumnus 2026 p. ykpaiHCbKOIO MOBOI0; bpomrypa mocminauka AVT29 (Aflibercept), Bepcis
3.0 Bix 19 6epesns 2026p.; Koporka xapakrepuctuka npenapaty Eylea 40 mr/min Bin 4 Gepesns
2026p.; Hocwse mocmimkyBaHoro nikapcbkoro 3acody AVT29 (Aflibercept), IMPD-QUALITY,
Bepcis 8.0 Bim 31 Oepesns 2026p.; [ocke mocmimKyBaHOro Jikapcbkoro 3aco0y AVT29
(Aflibercept), IMPD-QUALITY, Bepcis 9.0 Bim 09 wuepBus 2026p.; [lomgoBkeHHS TepMiHy
MPUIATHOCTI JOCIIPKYBAaHOTO JiKapcbkoro 3acody AVT29 (Aflibercept) 3 12 mo 18 wmicsis;
AVT29-GL-CO1 Jluct mikapto Bin_mikaps Ykpaina UKR Bepcis 2.0 14 numus 2026 p._ ykp.

Howmep Ta nara nakazy MO3 npo
MIPOBEACHHS KJIIHIYHOTO
BUIIPOOYBaHHS

Ne 608 Binx 12.05.2026

Hasga kiiHiYHOTO BUIPOOYBaHHH,
KOJ, BepcCis Ta faTa

«PannomizoBaHe, MOABIMHO 3aciimiieHe, 0araToLEeHTPOBE KIIHIYHE JTOCTIKEHHS 3 MapajelbHUMU
rpynamu Juist OIIIHKY e(eKTUBHOCTI Ta 6e3nevyHocT] npenapaty AVT29 y nopiBHsHHI 3 IpenapaTom
Annis 'y Bucokux pgo3zax (HD) B ywacHukiB 13 [J1a0€THYHHM MAaKYJSIpHUM HaOpsSKOM
(ALVOEYE-HD)», AVT29-GL-CO01, Bepcis 2.0, nonpaska 1.0 Bixg 17 Bepecus 2025 p.

3asiBHUK, KpaiHa

TOB «Cineoc Xenc Ykpaina»

CnoHcop, kpaiHa

«Ansorek Caicc Al'y, lIBeitnapis (Alvotech Swiss AG, Switzerland)

Havanbank ®@apManeBTHYHOI0 YIIPaBJIIHHSA Oaexcanap I'PIHEHKO

(mmigmic) (Bnacue im’st ITIPI3BUILIE)



JlomaTok 6

10 Haka3y MiHicTepcTBa OXOPOHU 30POB’sI
VYxpainu «IIpo npoBeneHHs KIIHIYHOTO
BUINPOOYBAHHS JIIKAPCHKOTO 3ac00y Ta
3aTBEPKCHHS CYTTEBHX ITOIPABOK)
15.09.2026 Ne 1356

Inentudikariist CyTTEBOI MOMPaBKU

Honarok Ne6, JlokansHa Bepcist Homep 6.0 ykpaiHCbKO MOBOIO, aata Bepcii 06 cepriast 2026 poky,
Ha ocHOB1 Mactep Bepcii Bix 18 uepBus 2026 poky no Indopmarii Ta popmu 3roau it TOPOCIUX
YYaCHUKIB JIOCIHIJKEHHs], JJOKaJlbHa Bepcis HoMmep 4.1 s YkpaiHu ykpaiHCHKOIO MOBOIO, JaTra
Bepcii 08 kBiTHS 2022 poky, Ha ocHOBI Mactep Bepcii Homep 5.0 Bix 24 munast 2018 poxy; OHOBIIEHA
Opomypa nochmigHuka 1o mnpemnapary CapomiTiHi®6 (Savolitinib, AZD6094, HMPL-504,
ORPATHYS), Bepcis 13.0 Bix 19 tpaBus 2026 poxy, aHriiiicekoro MoBow; OnoBiene [locke
JOCTIKyBaHOTO JiKapcbkoro 3aco0y CapomiTiHiO, Tabnerku, Bepcis 2.0 Big TpaBHs 2026 poky,
aHTIIHCHKOI0 MOBOIO; [10/TOBKEHHS TpHUBAJIOCTI AOCTiKeHHsT B YKpaini 3 01 ciuns 2027 poky 10
31 rpyans 2027 poky

Howmep Ta nara nakazy MO3 npo
MIPOBECHHS KJIIHIYHOTO
BUIIPOOYBaHHS

Ne 897 Bin 04.08.2017

Hasga kiiHiYHOTO BUIPOOYBaHHH,
KOJ, Bepcis Ta JaTa

«Binkpute, paHnomizoBaHe, MOPIBHIOBAJbHE, 0araTOIEHTPOBE KIIHIYHE IOCHiIKeHHS ¢a3zu 3
oliHku edekTuBHOCTI Ta Oe3neku CaBoniTiHIOy B mopiBHSAHHI 3 CyHITIHIOOM y HaIl€HTIB 3
MET-no3utuBHO0, HEonepadenbHOIO Ta JIOKAJIbHO-MOIINPEHO0, 800 METaCTaTUYHOO AN PHOIO
HUPKOBO-KJIITUHHOIO KapuuHoMoro (MHKP)y», D5082C00003, Bepcist 6.0 Bix 19 rpyans 2018 poky

3asiBHUK, KpaiHa

TOB «ACTPA3EHEKA YKPAIHA»

CnoHcop, KpaiHa

AstraZeneca AB, Sweden

Havanbuuk ®dapManeBTHYHOI0 YIPaBIiHHSA Ouekcanap 'PIHEHKO

(migmuc) (Bnacue im’st [IPI3BUILE)



Jlonatok 7

10 Haka3y MiHicTepcTBa OXOPOHU 30POB’sI
VYxpainu «IIpo npoBeneHHs KIIHIYHOTO
BUINPOOYBAHHS JIIKAPCHKOTO 3ac00y Ta

3aTBEPIKECHHS CYTTEBUX IIOIPABOK
15.09.2026 Ne 1356

InenTudikamist CyTTe€BOI MOMPABKU

Cuenapiii Bimeo «/lskyemo» nns mamienrtiB, Bepcis 1 Big 08 mumas 2026 poky, mepekian
KpaiHChKOI0 MOBOMO Bif 15 munus 2026 poky; 3MiHA Ha3BU MICLs IPOBEJCHHS BUIPOOYBaHHS:

KJIIHIYHOI IMYHOJIOT1 Ta ajeproJorii, M. JIbBiB

BYJIO CTAJIO

I.M.H., mpod. Yonsik B.B. I.M.H., pod. Yonsik B.B.

VYHiBepcUTETCHKA JiKapHs JIepKaBHOTO | YHIBEPCUTETChbKA  JIIKapHS JIEP’KaBHOTO
HEKOMepLiifHOro mignpuemMcrBa «JIbBIBCBKUHM | HEKOMEPLIHHOTO ToBapucTBa  «JIbBIBCHKUI
HaIllOHAJIbHUH MeAUYHUN YHIBEpCHUTET | HalliOHAJTbHUHA MeAUYHUN YHIBEPCUTET
imeni  Jlammnma — [anuipkoroy, Kminika | imeni  Jlagmna — [aaumbkoroy, Kininika
BHYTPIIIHIX XBOpOO, PEBMATOJIOTIYHE | BHYTPIIIHIX XBOPOO, BIAIIEHHS CHCTEMHHX Ta
BiJIIICHHS KaMITyCy iMeH1 | IMyHO3alaJlbHUX  3aXBOPIOBaHb  KaMIycy
Map’sina ITaHunmuHa, HepxaBue | iveni Map’ssaa  Ilanummmna, Jlep:kaBHe
HEKOMEpIIHHEe MiANPUEMCTBO «JIBbBIBCHKHI | HEKOMEpIIIHHE  TOBapuUCTBO  «JIbBIBCHKHIt
HaIllOHAJIbHUH MeAUYHUN YHIBEPCHUTET | HalliOHAJTbHHUHA MeAUYHUN YHIBEPCUTET
imeni  Jlanuna  lamunekoro»,  kadenapa | imeni  Jlammwma  [amumpskoro»,  kadenpa

KJIIHIYHOI IMYHOJIOT1i Ta aneproJorii, M. JIbBiB

Howmep Ta nata nakazy MO3 npo
MIPOBECHHS KIJIIHIYHOTO
BUIIPOOYBaHHS

Ne 54 Big 15.01.2026

Ha3sBa kiiHiuHOrO BUNpOOYBaHHS,
KOJI, Bepcis Ta jara

«PangomizoBaHe, MOABIHHE cIile, MIane00-KOHTPOJIbOBaHe, 0araTOIEHTPOBE JIOCHIKEHHS, 1110
CKJIaJJa€ThCS 3 IBOX YaCTHH, 3 O€3MepepBHUM MEPEX0J0M MK 4acTHHOIO A (¢a3a 2) Ta 4aCTUHOIO
B (da3za 3) nns oninku edexkTuBHOCTI Ta 6e3neuynocTi npenapary BIIBO59 B yyacHuKkiB 3 akTHBHUM
HiATOCTPUM HIKIPHUM YEPBOHHM BOBYAKOM Ta (a00) XpOHIYHMM IIKIPHUM YEPBOHHM BOBYAKOM 3
CUCTEMHHUMH TIposiBaMU a00 0e3 HHUX, a TakoX 3 pedpakTepHICTIO Ta (a00) HEMepeHOCHUMICTIO
antumarsipiitnoi tepamii (AMETHYST)», 230LE301, Bepcist 5.0 Big 15 rpynus 2025 poky

3asBHHUK, KpaiHa

Iianpuemctso 3 100% inozemuoro inBectuiicio «AVMK’FOBIA PJIC Ykpainay

CnoHcop, KpaiHa

Biogen Idec Research Limited, United Kingdom

Havanbunk ®@apmManeBTHYHOI0 YIPaBJIiHHSA

Oaexcanap 'PINEHKO

(mignuc)

(Bnacue im’st [TIPI3BUILLE)




Jomatox 8

10 Haka3y MiHicTepcTBa OXOPOHU 30POB’sI
VYxpainu «IIpo npoBeneHHs KIIHIYHOTO
BUINPOOYBAHHS JIIKAPCHKOTO 3ac00y Ta

3aTBEPIKECHHS CYTTEBUX IIOIPABOK
15.09.2026 Ne 1356

Inentudikariist CyTTEBOI MOMPaBKU

OnoBnena Opomrypa mociigHuka moao mnpernapaty Enexorminpon (Elecoglipron) (panime -
AZD5004 a6o ECC5004), Bepcist 5.2 Bix 29 tpaBus 2026 poky, aHTIIHCEKOI0 MOBOI; OHOBICHHS
po3ainiB Jlocke mociimkyBaHoro jikapcekoro 3aco0y Enexormimpon (Elecoglipron), tabnetku,
BKPHTI IUTIBKOBOIO 000JIOHKOI0, aHTIIIHCHEKO0 MOBOIO: BeTym Jlocke mociipKyBaHOTO JIIKAPCHKOTO
3aco0y Enexorminmpon (Elecoglipron), Bepcis 1.0 Big 06 numus 2026 poky; P.8 CraGinbHICTH
nikapcpkoro 3aco0y: P.8.1 A Pestome mono crabibHOCTI JiKapchKoro 3aco0y, Bepcis 3.0 Big
06 numusa 2026 poky; P.8.1 B BucHoBok moao cTabiibHOCTI JiKapchbKOro 3aco0y, Bepcis 6.0 Bix
06 nmumast 2026 poxy; P.8.3 Jlani mo10 cTabLIBHOCTI JTikapchkoro 3aco0y, Bepcis 3.0 Big 06 ymrmHs
2026 poxky; 301IbLIEHHS TEPMiHY PUAATHOCTI JOCTIIKYBaHOTO JiKapcbkoro 3aco0y Enexorminpon
(Elecoglipron), Ttabmetku, 3 12 wmicauniB mo 18 wicsmiB; 30UIbIIEHHS KUTBKOCTI yYaCHHKIB
nociimkenHs 3 350 mo 600 nanst BKJIIOYEHHsS y KIiHIYHE BUIIPOOYBaHHS B YKpaiHi; 3pa3ok
MapKyBaHHS TOPTAaTMBHOTO MPHUCTPOIO JUIsl YYaCHHKIB JOCTI/DKEHHS, BEpCis Bil KBITHS
2026 ykpaiHChbKOIO MOBOIO; 3alTyueHHs JOAATKOBUX MICI[h MPOBEACHHSI KJIIHIYHOTO BUIPOOYBaHHS:

No I1.1.B. BiAIOBIHAIBLHOTO HOCIITHUKA

/o HasBa micus npoBeieHHs KIIIHIYHOTO BUIPOOYBaHHs

1. | mikap Ilemxosa O.C.
bnarogiitnnit ®@onn - I[lnwurtans imMeni Mwutpononuta Anapes [llentunbkoro Kypii
JIsBiBcbkOi Apxuenapxii YkpaiHncbkoi ['pexo-KaTonuipkoi 1epkBH, MOJIKIIHIYHE
BiIineHHs No2 «leHTp KIIHIYHUX AOCHIKEHb», M. JIbBIB

2. | mikap Dxyns S.1O.

HepxxaBHa ycraHoBa «IHctuTyT reponTonorii imeHi J[.®. YeboraproBa HarionanbHOT
akameMii MEIWYHUX HayK YKpaiHW», BIIAUT BHBYCHHS BIK  acOI[IHOBaHUX
KapAloMeTa0ONMIYHUX  3aXBOPIOBaHb,  BIAMUICHHS  JIIKyBaHHA Ta  pealOimirtamii

KapJ1ioMeTaboJIYHuX XBOpuX, M. Kui




2 IIPOJOBIKEHHS AoJaTKa 8

Howmep Ta nata nakazy MO3 nipo
MIPOBEJICHHS KIIHIYHOTO
BUIPOOYBaHHS

Ne 772 Bin 10.06.2026

Ha3ga kiiniuHOr0 BUIpOOYBaHHS,
KOJI, Bepcis Ta Aara

«PannomizoBane, mojBiliHE ciirne, Mmianedo0 KOHTPOJIbOBaHE, 0AaraToIeHTPOBE JAOCITIHKEHHS (azu
Il y mapanenpHUX Ipymnax Jjs OLIHKY BIUIMBY €JCKOTJINPOHY Ha 3HMKEHHS CEpIICBO-CYTUHHHX
MOJIi y YYaCHHKIB 3 CEPIICBOI0 HEIOCTATHICTIO 31 30epexenoro (pakmiero Bukuay (CH30DB) Ta
CEPIICBOI0 HEJIOCTATHICTIO 3 MOMipHO 3HMKeHOI (pakiiero Bukuay (CHmu®B) (Elevate-HF)y,
D7266C00001, Bepcist 1.0 Bix 16 6epesns 2026 poky

3asBHUK, KpaiHa

TOB «ACTPA3EHEKA YKPAIHA»

CnoHncop, kpaiHa

AstraZeneca AB, Sweden

Havanbuuk ®dapManeBTHYHOI0 YIPABIiHHSA Ouexkcanap 'PIHEHKO

(migmuc) (Bnacue im’st [TIPI3BUILIE)



Jomatok 9

10 Haka3y MiHicTepcTBa OXOPOHU 30POB’sI
VYxpainu «IIpo npoBeneHHs KIIHIYHOTO
BUINPOOYBAHHS JIIKAPCHKOTO 3ac00y Ta

3aTBEPIKECHHS CYTTEBUX IIOIPABOK
15.09.2026 Ne 1356

Inentudikariist CyTTEBOI MOMPaBKU

OnoBnena Opomrypa mociigHuka moao mnpernapaty Enexorminpon (Elecoglipron) (panime -
AZD5004 a6o ECC5004), Bepcist 5.2 Bix 29 tpaBus 2026 poky, aHTIIHCEKOI0 MOBOI; OHOBICHHS
po3ainiB Jlocke mociimkyBaHoro jikapcekoro 3aco0y Enexormimpon (Elecoglipron), tabnetku,
BKPHTI IUTIBKOBOIO 000JIOHKOI0, aHTIIIHCHEKO0 MOBOIO: BeTym Jlocke mociipKyBaHOTO JIIKAPCHKOTO
3aco0y Enexorminmpon (Elecoglipron), Bepcis 1.0 Big 06 numus 2026 poky; P.8 CraGinbHICTH
nikapcpkoro 3aco0y: P.8.1 A Pestome mono crabibHOCTI JiKapchKoro 3aco0y, Bepcis 3.0 Big
06 numusa 2026 poky; P.8.1 B BucHoBok moao cTabiibHOCTI JiKapchbKOro 3aco0y, Bepcis 6.0 Bix
06 nmumast 2026 poxy; P.8.3 Jlani mo10 cTabLIBHOCTI JTikapchkoro 3aco0y, Bepcis 3.0 Big 06 ymrmHs
2026 poxky; 301IbLIEHHS TEPMiHY PUAATHOCTI JOCTIIKYBaHOTO JiKapcbkoro 3aco0y Enexorminpon
(Elecoglipron), Ttabmetku, 3 12 wmicauniB mo 18 wicsmiB; 30UIbIIEHHS KUTBKOCTI yYaCHHKIB
nociimkenHs 3 500 mo 600 nmns BKJIIOYEHHsS y KIiHIYHE BUIPOOYBaHHS B YKpaiHi; 3pa3ok
MapKyBaHHS TOPTAaTHMBHOTO MPHUCTPOIO JUIsl YYaCHHKIB JOCTI/DKEHHS, BEpCis Bil KBITHS
2026 ykpaiHCbKO MOBOIO

Howmep Ta nara nakazy MO3 npo
MPOBEJICHHS KIIHIYHOTO
BUIIPOOYBaHHS

Ne 772 Bin 10.06.2026

Hasga kiiHiYHOTO BUIPOOYBaHHH,
KOJ, Bepcis Ta JaTa

«PannomizoBane, mojBiliHe ciirne, Mmianedo KOHTPOIbOBaHE, 0araToleHTPOBE NOCTiIKeHHs (a3u
[l y mapanenbHux rpynax Juis OLIHKH BIJIUBY €JIEKOTJINPOHY Ha 3HM)KEHHS HUPKOBUX MOJIIN Ta
CMEPTHOCTI y YYaCHUKIB 13 XpoHi4HOI0 XBopoOorw Hupok (Elevate-CKD)», D7265C00001, Bepcis
1.0 Big 16 Gepesnst 2026 poky

3asiBHUK, KpaiHa

TOB «ACTPA3EHEKA YKPAIHA»

CnoHcop, kpaiHa

AstraZeneca AB, Sweden

Havanbunk @apmManeBTHYHOIO YIPaBJIiHHSA Onekcanap I'PIHEHKO

(migmuc) (Bnacue im’st [IPI3BUILE)



Jomatok 10

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYxpainu «IIpo npoBeneHHs KIIHIYHOTO
BUINPOOYBAHHS JIIKAPCHKOTO 3ac00y Ta
3aTBEPKCHHS CYTTEBHX ITOIPABOK)
15.09.2026 Ne 1356

Inentudikariist CyTTEBOI MOMPaBKU

Ononeni po3autn Jlocke AOCTIIKYBaHOTO JiKapchkoro 3aco0y DS-7300a (MK-2400), Bepcis
093D8B Bin 17 6epesns 2026 poky, aHriiicbkor0 MoBoO; P.8.1 IlizcymMok om0 cTabiibHOCTI Ta
BucHOBKH; P.8.3 Pesynprat BuBuYeHHs cTaOiunbHOCTI; [lomOBXKEHHS TEpMiHY NPHIATHOCTI
JOCTIKyBaHOTO JTiKapchkoro 3acody DS-7300a (MK-2400), mopomok miodimizoBaHuid st
BHYTpilIHbOBeHHUX 1HPY31i, 100 mr/ ¢uakoH, 3 36 10 60 MicsLiB y 3B’S3KYy 3 OHOBJICHHSIM JTaHUX
100 CTa0IBHOCTI

Howmep ta nata nakazy MO3 mipo
MPOBEJICHHS KJIIHIYHOTO
BHUIPOOYBaHHS

Ne 1832 Big 02.12.2025

Ha3ga xiiHiuHOTO BUNIPOOYBaHHS,
KOJI, Bepcis Ta aara

«KEYMAKER-UO1, OcHoBHE nociikeHHs: TTapacoiibkoBe nociimpkenns I/11 ¢pa3 3 mouepropummu
rpynamu JIOCHiKyBaHUX MpenapariB, neMOpoIisyMadoM Ta XiMioTepalli€lo, ik MoHoTeparis abo y
CKJIa/l KOMOIHAIIl mpenapariB, B YYaCHHUKIB 3 HeApiOHOKMITHUHHUM pakoM JjereHiB (HIAKPJI)»;
«KEYMAKER-UO1, mignocnimxennst 01 A: mapaconskoBe gociimkenus I/II ¢a3 3 moueproBumu
rpynamu J0CIIKyBaHUX Mpenaparis, 3 neMOposizymaboM y KkomOiHalii 3 XximioTepamnieto abo 0e3
Hel, y paHille HelIKOBaHUX YYacCHMKIB 3 HeipiOHOKIITUHHUM pakoM jereHiB (HAKPJII) IV cranii»,
MK-3475-U01, 3 inkopnopoBaHotw mnonpaBkoro 17 Big 13 jgunus 2026 poxy; MK-3475-01A,
3 IHKOpIIOpoBaHoo nonpaskoro 12 Bix 21 kBiTHs 2026 poky

3asiBHUK, KpaiHa

ToBapucTBo 3 00MexeHo0 BianoBiganbHicTI0O «MC/] Ykpainay

CnoHcop, KpaiHa

TOB Mepk lapn ean Joym, CIITA (Merck Sharp & Dohme LLC), USA

Havanbuuk ®dapManeBTHYHOI0 YIPABIiHHS Ouaekcanap 'PIHEHKO

(minmc) (Bnacue im’st [TIPI3BULLE)



Jomatok 11

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYxpainu «IIpo npoBeneHHs KIIHIYHOTO
BUINPOOYBAHHS JIIKAPCHKOTO 3ac00y Ta

3aTBEPIKECHHS CYTTEBUX IIOIPABOK
15.09.2026 Ne 1356

Inentudikariist CyTTEBOI MOMPaBKU

301IbIICHHS 3aIlJTAHOBAHO1 KIIBKOCTI CYO’€KTIB JOCTIIKCHHS Il BKJIIOYEHHS Yy KIIiHIYHE
BUMpoOyBaHHs B YKpaini 3 150 10 250 yyacHHKIB (CKpHHOBaHHX )

Howmep ta nata nakazy MO3 mipo
MIPOBEJICHHS KIIIHIYHOTO
BHUIPOOYBaHHS

Ne 458 Bin 03.04.2026

Ha3ga xiiHiuHOTO BUNIPOOYBaHHS,
KOJI, Bepcis Ta aara

«[Inardpopmue mocmimxenns I gas3u 3 oninku epeKTUBHOCTI i OE3MEYHOCTI aHTHUTLI TPUBAJIOL Jii
MIPH 3aCTOCYBaHHI B peXHMi MOHO- a00 KOMOIHOBaHOI Teparlii 3 IPUBOAY CEPEeIHbOTSHKKOro abo
TSDKKOTO TIepeliry BHpa3KoBOTO KOJITY B akTuBHIN (opmi», SPY123-201, OcHOBHMIA TPOTOKOI
kiiHiyHoro BunpoOyBanHsa SPY 123-201, penakuis 2.0 Big 01 kBitHs 2026 p.; JomaTok, 1o onucye
KOHKpETHE BTpYy4aHHs i3 3actocyBanHaM npenapaty SPY003, penaxmis 1.0 Big 31 sxoBtHs 2025 p.

3asiBHUK, KpaiHa

TOBAPHCTBO 3 OBMEXEHOIO BIJIIIOBIJIAJIBHICTIO «ITI EC AU-YKPATHA»

Cnoncop, kpaiHa

«Cmnaep Tepan’torikc, Ink.» [Spyre Therapeutics, Inc.], CIHA

Havanbank ®@apManeBTHYHOIO YIIPaBJIIHHSA Oaexcanap I'PIHEHKO

(mmigmic) (Bnacue im’st [TIPI3BUILIE)



JlomaTok 12

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYxpainu «IIpo npoBeneHHs KIIHIYHOTO
BUINPOOYBAHHS JIIKAPCHKOTO 3ac00y Ta

3aTBEPIKECHHS CYTTEBUX IIOIPABOK
15.09.2026 Ne 1356

Inentudikariist CyTTEBOI MOMPaBKU

301IbIICHHS 3aIlJTAHOBAHO1 KIIBKOCTI CYO’€KTIB JOCTIIKCHHS Il BKJIIOYEHHS Yy KIIiHIYHE
BUMpoOyBaHHs B YKpaini 3 150 10 250 yyacHHKIB (CKpHHOBaHHX )

Howmep ta nata nakazy MO3 mipo
MIPOBEJICHHS KIIIHIYHOTO
BHUIPOOYBaHHS

Ne 458 Bin 03.04.2026

Ha3ga xiiHiuHOTO BUNIPOOYBaHHS,
KOJI, Bepcis Ta aara

«[Inardpopmue mocmimxenns I gas3u 3 oninku epeKTUBHOCTI i OE3MEYHOCTI aHTHUTLI TPUBAJIOL Jii
MIPH 3aCTOCYBaHHI B peXHMi MOHO- a00 KOMOIHOBaHOI Teparlii 3 IPUBOAY CEPEeIHbOTSHKKOro abo
TSDKKOTO TIepeliry BHpa3KoBOTO KOJITY B akTuBHIN (opmi», SPY123-201, OcHOBHMIA TPOTOKOI
kiiHiyHoro BunpoOyBanHsa SPY 123-201, penakuis 2.0 Big 01 kBitHs 2026 p.; JomaTok, 1o onucye
KOHKpETHE BTpY4aHHs i3 3acrocyBaHHAM kombOinarii SPY 130, penakuis 1.0 Big 31 sxoBTHS 2025 p.;
JlonaTok, 110 ONucye KOHKPETHE BTPY4YaHHS 13 3acTocyBaHHSIM koMOiHatii SPY230, penakuis 1.0
Bix 31 >xoBTHs 2025 p.

3asiBHUK, KpaiHa

TOBAPHCTBO 3 OBMEXEHOIO BIJIIIOBIJIAJIBHICTIO «ITI EC AU-YKPATHA»

Cnoncop, kpaiHa

«Cmnaep Tepan’torikc, Ink.» [Spyre Therapeutics, Inc.], CIHA

Havanbank ®@apManeBTHYHOI0 YIPaBJIIHHSA Oaexcanap I'PIHEHKO

(mmigmic) (Bnacue im’st [TIPI3BUILIE)



Jomatox 13

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYxpainu «IIpo npoBeneHHs KIIHIYHOTO
BUINPOOYBAHHS JIIKAPCHKOTO 3ac00y Ta

3aTBEPIKECHHS CYTTEBUX IIOIPABOK
15.09.2026 Ne 1356

Inentudikariist CyTTEBOI MOMPaBKU

301IbIICHHS 3aIlJTAHOBAHO1 KIIBKOCTI CYO’€KTIB JOCTIIKCHHS Il BKJIIOYEHHS Yy KIIiHIYHE
BUMpoOyBaHHs B YKpaini 3 150 10 250 yyacHHKIB (CKpHHOBaHHX )

Howmep ta nata nakazy MO3 mipo
MIPOBEJICHHS KIIIHIYHOTO
BHUIPOOYBaHHS

Ne 1832 Big 02.12.2025

Ha3ga xiiHiuHOTO BUNIPOOYBaHHS,
KOJI, Bepcis Ta aara

«[Inardpopmue mocmimxenns I gas3u 3 oninku epeKTUBHOCTI i OE3MEYHOCTI aHTHUTLI TPUBAJIOL Jii
MIPH 3aCTOCYBaHHI B peXHMi MOHO- a00 KOMOIHOBaHOI Teparlii 3 IPUBOAY CEPEeIHbOTSHKKOro abo
TSDKKOTO TIepeliry BHpa3KoBOTO KOJITY B akTuBHIN (opmi», SPY123-201, OcHOBHMIA TPOTOKOI
kiiHiyHoro BumpoOyBaHHs SPY123-201, penmakuis 2.0 Big 01 xBitHa 2026 p.; Jdomatox no
MPOTOKONY KiiHiYHOTO BUnpoOyBanHs SPY123-201, mo ommcye KOHKpEeTHE BTpydYaHHS i3
3actocyBaHHsIM KomOiHalii SPY 120, penakiis 1.0 Big 21 cepnns 2025 p.

3asiBHUK, KpaiHa

TOBAPHCTBO 3 OBMEXEHOIO BIJIIIOBIJTAJIBHICTIO «ITI EC AU-YKPATHA»

CnoHcop, kpaiHa

«Cnaep Tepam’torike, [ak.» [Spyre Therapeutics, Inc.], CIIIA

Havanbuuk ®dapManeBTHYHOI0 YIPABIiHHSA Ouaekcanap 'PIHEHKO

(minmc) (Bnacue im’st ITIPI3BUILLE)



Jomatok 14

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYxpainu «IIpo npoBeneHHs KIIHIYHOTO
BUINPOOYBAHHS JIIKAPCHKOTO 3ac00y Ta

3aTBEPIKECHHS CYTTEBUX IIOIPABOK
15.09.2026 Ne 1356

Inentudikariist CyTTEBOI MOMPaBKU

301IbIICHHS 3aIlJTAHOBAHO1 KIIBKOCTI CYO’€KTIB JOCTIIKCHHS Il BKJIIOYEHHS Yy KIIiHIYHE
BUMpoOyBaHHs B YKpaini 3 150 10 250 yyacHHKIB (CKpHHOBaHHX )

Howmep ta nata nakazy MO3 mipo
MIPOBEJICHHS KIIIHIYHOTO
BHUIPOOYBaHHS

Ne 1659 Big 03.11.2025

Ha3ga xiiHiuHOTO BUNIPOOYBaHHS,
KOJI, Bepcis Ta aara

«[Inardpopmue mocmimxenns I gas3u 3 oninku epeKTUBHOCTI i OE3MEYHOCTI aHTHUTLI TPUBAJIOL Jii
MIPH 3aCTOCYBaHHI B peXHMi MOHO- a00 KOMOIHOBaHOI Teparlii 3 IPUBOAY CEPEeIHbOTSHKKOro abo
TSDKKOTO TIepeliry BHpa3KoBOTO KOJITY B akTuBHIN (opmi», SPY123-201, OcHOBHMIA TPOTOKOI
kiiHiyHoro BumpoOyBaHHs SPY123-201, penmakuis 2.0 Big 01 xBitHa 2026 p.; Jdomatox no
MPOTOKONY KiiHiYHOTO BUnpoOyBanHs SPY123-201, mo ommcye KOHKpEeTHE BTpydYaHHS i3
3acrocyBaHHaM mpenapaty SPY002, penakuis 1.0 Big 24 uepsns 2025 p.

3asiBHUK, KpaiHa

TOBAPHCTBO 3 OBMEXEHOIO BIJIIIOBIJTAJIBHICTIO «ITI EC AU-YKPATHA»

CnoHcop, kpaiHa

«Cnaep Tepam’torike, [ak.» [Spyre Therapeutics, Inc.], CIIIA

Havanbuuk ®dapManeBTHYHOI0 YIPABIiHHSA Ouaekcanap 'PIHEHKO

(minmc) (Bnacue im’st ITIPI3BUILLE)



Jomatoxk 15

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYxpainu «IIpo npoBeneHHs KIIHIYHOTO
BUINPOOYBAHHS JIIKAPCHKOTO 3ac00y Ta
3aTBEPKCHHS CYTTEBHX ITOIPABOK)
15.09.2026 Ne 1356

Inentudikariist CyTTEBOI MOMPaBKU

Onosnena bpomypa gocnigauka (RM-1929 / ASP-1929 Photoimmunotherapy), Bepcist 20.0 Bix
07 cepmiast 2026 p., aHTTIHCHKOIO MOBOIO

Howmep ta nata nakazy MO3 mipo
MIPOBEJICHHS KIIIHIYHOTO
BHUIPOOYBaHHS

Ne 1596 Bix 20.10.2025

Ha3ga xiiHiuHOTO BUNIPOOYBaHHS,
KOJI, Bepcis Ta aara

«bararoneHTpoBe, paHI0Mi30BaHe, BiIKpHUTE nociimkeHHs 3 ¢a3u ¢portoimyHorepamii ASP-1929 y
KoMOiHaIii 3 memOposnizymaboM y TOpIBHSAHHI 31 CTaHIAPTHOIO Tepamielo A mHepuioi JiHil
JTIKYBaHHS MAII€HTIB 3 INIOCKOKIITHHHUM JIOKOPETI0HATIBHUM PEIIMIUBYIOUMUM PAKOM T'OJIOBH Ta M1
(ITKPI'TI) Ge3 Binnanienux meracrasiby, ASP-1929-381, nonpaska 2 Big 28 Gepesns 2025 p.

3asBHUK, KpaiHa

ToBapucTBO 3 0OMexkeHoro BianopiganbHIcCTIO «BIOPACI VKPATHA»

CnoHncop, kpaiHa

Pakyren Meniken, [ak., CIIIA (Rakuten Medical, Inc., USA)

Havanbuuk ®dapManeBTHYHOI0 YIPABIiHHSA Ouekcanap 'PIHEHKO

(minmc) (Bnacue im’st [TIPI3BUILLE)



Jlomatok 16

10 Haka3y MiHicTepcTBa OXOPOHU 370POB’ s
VYxpainu «IIpo npoBeneHHs KIIHIYHOTO
BUINPOOYBAHHS JIIKAPCHKOTO 3ac00y Ta

3aTBEPIKECHHS CYTTEBUX IIOIPABOK
15.09.2026 Ne 1356

Inentudikariist CyTTEBOI MOMPaBKU

OHoBeHUHN TPOTOKOJ KiIiHIYHOTO BUNpoOyBanHs ID-064A301, dinanpHa Bepcis 5 Big 08 mumHs
2026 p., aurmiiicekoro MoBoOw; IH(popmarniiinuii nuctok Ta (opma iHbOpMOBAaHOI 3rofum s
OTPUMAaHHS BiJIIKOMYyBaHHS, 10 Horo cruiauyBatuMe kommanis Scout Clinical, agantoBana s
VYkpainu Bepcis 3.0 Big 25 uepBHs 2026 p., aHTITIHCHKOI0 MOBOIO Ta aIanToOBaHi i YKpaiHu Bepcil
3.0 Big 02 numusa 2026 p., ykpaiHCbKOIO Ta pociiicbkoro MoBamu; Jlocbke HOCTIIKYyBaHOTO
nikapcepkoro 3aco0y Cenerimod - sikicTh, Bepceist 2.2 Bix 01 gepBust 2026 p., aHTIIIHCHKOI0 MOBOIO;

3MiHa Ha3B MiCllb IPOBE/ICHHS KJIIHIYHOTO BUIIPOOYBaHHSI:

«KuiBcbka wMichka KIiHIYHA JikapHS Ne3»
BUKOHaBUOro opraHy KuiBcbKoi MiChKOI paau
(KuiBchkoi MichKO1 aepkaBHOI aAMiHICTpaIlii),
BIIIINIEHH Teparnii, HamonansHuit MequaHmi
yHiBepcuteT iMeHi O.0. boromonsiis, kadenpa
BHYTpiHK01 MeaurHu Ne3, m. Kuis

BYJIO CTAJIO
I.M.H., ipod. Apemenko O.b. I.M.H., ipod. SApemenko O.b.
KomyHnaneHe HekomepiiiiHe mignpuemMcTtBo | KomyHanmpHe HEKOMEpIiiHE —MiJIPUEMCTBO

«KuiBcbka wMicbka KiliHIYHA JikapHs Ne3y
BUKOHaBUOro opraHy KuiBcbKOi MiChKOI pamu
(KuiBcbkoi MiChKOI JIep:KaBHOT aaMiHICTpallii),
BiIUIeHHs Teparii, HamionansHuii MequyHui
yHiBepcuteT iMeHi O.0. boromonsiis, kadenpa
BHYTPIIIHBOI METUIIMHU 3 KYPCOM Kapaioiorii
Ta peBmarouiorii, M. Kui

I.M.H., ipo¢. Yomsix B.B.

VHIBEpCUTETChKA JiKapHs JIEP’KaBHOTO
HEKOMepLIHHOro mnifgnpuemcTBa «JIbBIBCbKUI
HalllOHAJIbHUH MEAUYHUN YHIBEpCHUTET
iMeni Jlaawmna ['anuipkoro», peBMaTOJIOTIUHE

BiJUIUJICHHS KaMITyCy iMeHi

n.M.H., pod. Yonsik B.B.

VHiBepcuTeTChbKa  JIIKapHS JIEP’KaBHOTO
HEKOMEpLIMHOro ToBapucTBa «JIbBIBCHKUI
HalllOHAJIbHUH MEANYHUN YHIBEPCUTET
imeni  [lanmunma ~ Tamumpekoro», — KIIiHIKA

BHYTPIIIHIX XBOPOO, BIUTIJICHHS] CHCTEMHUX Ta




2 MPOJIOBXKEHHS toAaTka 16

Map’sHa [TanunmmnHa, JlepxaBHe | IMyHO3amaJlbHUX ~ 3aXBOPIOBaHb  KaMITyCy
HEKOMepIiiiHe mianpueMcTBO «JIbBiBChKMi | iMeHi Map'sna Ilanummmna, JlepkaBHe
HaIllOHAJIbHUH MEAUYHUN YHIBEpCHUTET | HEKOMepLiiHe  TOBapucCTBO  «JIbBiBChKHMIT
imeni  Jlammnma  [asmnpkoro»,  kadenpa | HalioHaIbLHUN METUIHUI YHIBEPCUTET
KJIiHI4HO{ IMyHOJIOTIi Ta aneprousiorii, M. JIbBiB | imeni  Jlanmna  [amumbkoro», — kadexapa

KJIIHIYHO1 IMyHOJIOT1i Ta ajeprosorii, M. JIbBiB

3MiHa BiAMOBLIAIILHOTO JIOCIIIHUKA Ta Ha3BU MICIS IPOBEJCHHS KIIHIYHOTO BUIPOOYBaHHS:

im. M.I. Iluporosa, kadempa BHYTpPIIIHBOT

BYJIO CTAJIO
I.M.H., mpod. Jlenecrok B.I. K.M.H. bapceka O.B.
KomyHnaneHe HekomepiiiiHe mignpuemMcTtBo | KomyHanmpHe HEKOMEpIiiiHE —IMiJIPUEMCTBO
«BiHHHMIIbKAa ~ MiChbKa  KIIHIYHA  JIiKapHs | «BiHHHMIIPKAa MichbKa KIiHIYHA JikapHs Nely,
Nely, Bigmimenus tepamii Nel, BiHHUIBKHI | KIIHIYHE TepameBTHYHE BigmiuteHHs Nel,
HaIL[lOHAJIbHUN MEIUYHUNA yHiBepcuTeT | BiHHULIbKHI HaIL[lOHAJIbHUI MEIUYHUN

yHiBepcurer iM. M.I. Tluporoma, kadenpa

Mmenunuau Ne3, M. Binauis

BHYTPilTHKO1 MequiHu Ne3, M. BinHuis

Howmep ta nata nakazy MO3 mipo Ne 1598 Big 17.09.2024
MIPOBECHHS KIJIIHIYHOTO

BUIIPOOYBaHHS

Ha3Ba kiiHiuHOTO BUNPOOYBaHHS,
KOJ1, Bepcis Ta jara

«®aza 3, GaratoleHTpOBE, paHAOMI30BaHe, MOBIMHO 3aciiIUIeHe, TUIaie00- KOHTPOJbOBAaHE, B
napajgeabHUX TpyHax [JOCHIDKEHHS s OLIHKM e(QEeKTHUBHOCTI, O€3MeKH Ta MEepeHOCHUMOCTI
Lenepumon y mopociux MAali€eHTIB 3 CUCTEMHUM uepBOoHMM BoBuakoMm (CUB) cepeanboro Ta
TSDKKOTO cTymneHs Ha (oni 6a3oBoi Tepanii», 1D-064A301, ¢dinanbHa Bepcist 4 Bix 13 cepnHs
2025 p.

3asiBHUK, KpaiHa TOB «CanaKuic», Ykpaina

CnoHcop, KpaiHa VIATRIS Innovation GmbH, Switzerland

Havanbuuk ®dapManeBTHYHOI0 YIPABIiHHS Ouaekcanap 'PIHEHKO

(Bnacue im’st [TIPI3BULILE)

(minmc)




