HopaTok 1

Jlo Haka3y MiHicTepcTBa OXOPOHHM 3/J0POB’ Sl
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TIONPABOK /10 TIPOTOKOJIIB K/IIHIUHUX
BUTIPOOYBaHb»

26.01.2026 Ne 89

[neHTU(diKaLlisT CYTTEBOI MOMPABKU

Ononenuii I[Ipotokon MB-108, Bepcis 10 Big 24 nucronaza 2025 poky, aHIVIIMCHKOK MOBOIO;
Indopmariiinuii nucTok nauieHta Ta Popma iHpopmoBaHoi 3roau, Bepcis 4.0 Big 01 rpygHs
2025 poky, /151 YKpaiHy, Ha OCHOBi 6a30BOro Mi>kHapoHoro IHdopMaljiliHoro MCcTKa MaijieHTa Ta
@®opmu iHdopmoBaHoi 3roau, Bepcisi 7.0 Big 21 smuctomaga 2025 poky, aHI/IMCBKOIO Ta
YKpalHCbKOH MOBaMu

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

Ne 216 Big 07.02.2025

HasBa kiiHiuHOTO BUMPOOYBaHHH,
KO/, BepCis Ta jara

«OnopHe,  OararolleHTpPOBe, paHZOMi30BaHe, TOABiMHe cjiine, TUIAIE00-KOHTPO/ILOBAHE
JociikeHHs a3y 2/3 3 aflaTUBHUM JW3aliHOM [i/1s1 TIOPiBHSIHHSA L-aHHaMil[uHy A/ iH €Kil y
KoMOiHarfii 3 iH’ekilissMu 1uTapabiHy Ta Tianeb0 B KoMOiHarlii 3 iH’ekijissMu 1fuTapabiny B sSKOCTi
Teparii Apyroi miHil A/ iHAYKLUiT peMicii y JOpoc/IuX NaijieHTiB 3 pe)pakTepHUM/peLiiUBYHOUUM
TOCTPUM Mi€JIOIAHUM JieiKo3oM», MB-108, Bepcis 9 Big 04 ceprias 2025 poky

3asiBHUK, KpaiHa

TOB «APEHCIA EKCIVIOPATOPI MEJICIH», YKpaiHa

CnoHcop, KpaiHa

MornekyniH biorex, Ink. (MBI), CIITIA / Moleculin Biotech, Inc. (MBI), USA

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

(migmmc) (Bnacue im’st TTPI3BUIIE)



HJopaTtok 2

Jlo Haka3y MiHicTepcTBa OXOPOHHM 3/J0POB’ Sl
Ykpainu 0 Haka3y MiHicTepcTBa OXOPOHU
310poB’s1 YKpaiHu «I1po 3aTBepmxeHHs
CYTTEBUX IOINPABOK |0 MPOTOKOJIIB
K/TiHIUHMX BUTIPOOYBaHb»

26.01.2026 Ne 89

[neHTU(diKaLlisi CYyTTEBOI MOMPABKU

Onopnienu#t po3fin «fkictb» Jlocke [JOC/iIKyBaHOTO JIiKapChKOro 3acoby YrmajgaiuTuHi6
(ABT-494), Bepcis 21.0 C Big 17 uepBHs 2025 poky; 3asyueHHs [OZATKOBOTO BUPOOHMKA
JIOCJTi/PKYBAHOTO JIiKapCchbKoro 3acoby Ymagarutuni6 (ABT-494): AbbVie S.r.l., Itanis

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

Ne 1465 Biz 08.08.2018;
Ne 490 Big 05.05.2017

HasBa kiiHiuHOTO BUMPOOYBaHHH,
KO/, BepCis Ta jara

«bararorieHTpoBe, paHJOMi30BaHe, TO/BiliHe Cline, TIale00-KOHTPObOBaHe JIOBIOCTPOKOBE
TIPO/IOB)KeHe OCTiIyKeHHS MiATPpUMYyouoi Teparii A1 BUBUeHHS e(eKTMBHOCTI Ta Ge3meuHOCTi
YnagatutuHiOy (ABT-494) y mnaiieHtie 3 xBopob6oro KpoHa, $Ki 3aBepmivaM JOCTiKeHHS
M14-431 yu M14-433», M14-430, 3 iHKOpIiIOpoBaHMMU AJMIHICTpPaTUBHMMHU 3MiHamu 5,6 i 7 i
[MorpaBkamu 1, 2, 3, 4, 5, 6, 7, 7.01, 7.02, 7.04, 8, 8.01, 9 Ta 10 Bix 11 Gepe3ns 2024 poky;
«baraTolieHTpoBe, TpuBane TofoBXKeHe mAocmimkeHHs III ¢a3u 3 oiiHku Oe3meuyHocTi Ta
epekTrBHOCTI YmagauuTtuHiOy (ABT-494) y maiieHTiB 3 BHpa3KoBUM KosiTom», M14-533,
3 iHKOpNopoBaHUMU AZIMiHiCTpaTMBHKUMU 3MiHaMmu 1, 3, 5, 6, 7, 8 (Tinbku gnas Kanagm), 9, 101 11
(tineku anis [Monbigi) Ta [MompaBkamu 0.01, 1, 2, 3, 4, 5, 6, 7, 7.02 (tineku s HimeuunHw),
7.03 (tineku 7151 Kopei) ta 8, 8.02 (tinbku gst €C) i 9 Big 10 moTtoro 2025 poky

3asgBHUK, KpaiHa

«E66Bi biodapmaceroTikan3 I'm6X», IlIBefitapis

CnoHcop, KpaiHa

AbbVie Inc., USA

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

(mignuc) (Bnacue im’s TTIPI3BULLE)



HopaTtoxk 3

Jlo Haka3y MiHicTepcTBa OXOPOHHM 3/J0POB’ Sl
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TIONPABOK /10 TIPOTOKOJIIB K/IIHIUHUX
BUTIPOOYBaHb»

26.01.2026 Ne 89

InenTudikatiis CyTTeBOI MOMpPaBKK

Marepianu /15 narfiedTiB: [HCTPYKIii A1 yuaCHUKA JOCTiKeHHsS/0co0u, sika 3/IilCHIOE IOTJIs] 3a
ydJacHUKOM gociimkeHHss SAR441344 EFC17919, nepopanbHuii nipuiiom Bepcis Ne 4.0 Bifg
16 BepecHs 2025 p., aHI/TIMCBKOIO, YKPAIHCBKOK) Ta POCIMCHKOK0 MOBaMU

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

Ne 2072 Bip 10.12.2024

HasBa kiHiyHOTrO BUNPOOYyBaHHH,
KO[I, BepCis Ta jaTta

«OCHOBHMI MPOTOKOJI BOX He3aJle>KHUX, PaH/I0Mi30BaHUX, MOABIMHUX C/TIINUX AOC/iKeHb (a3u 3
JUis TIopiBHsIHHSL eeKTUBHOCTI Ta Oesneku (pekcaniMaby (SAR441344) 3 tepiduiyHOMizom y
JIOpPOC/IMX YUYaCHUKIB 3 peLuAuByrOuMMHU (opmMamu po3cisHoro ckieposdy», EFC17919,

3 iHKOpropoBaHor nonpaBkoro 06, Bepcis 2 Bif 30 mumnHsa 2025 poky

3asiBHUK, KpaiHa

TOB «[TAPEKCEJI Ykpaina»

CnoHcop, KpaiHa

Sanofi-Aventis Recherche & Developpement, France (CaHodi-ABeHTic Peiepin e /leBenonmas,
®DpaHiiis)

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

(mignuc) (Bnacue im’s TTIPI3BULLE)



Hopatok 4

Jlo Haka3y MiHicTepcTBa OXOPOHHM 3/J0POB’ Sl
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TIONPABOK /10 TIPOTOKOJIIB K/IIHIUHUX
BUTIPOOYBaHb»

26.01.2026 Ne 89

[neHTU(diKaLlisT CYTTEBOI MOMPABKU

Ononenuii mpotokon N01269, 3 inkopropoBaHoto rornpaBkoro 4 Bif 03 nucromnaza 2025 poky

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

Ne 1904 Biz 13.11.2024 y pepaxuii Hakazy MO3 Ykpainu Ne 1941 Big 19.11.2024

Ha3Ba kiHiuHOTO BUMPOOYBaHHH,
KO/, BepCis Ta jara

«PanziomisoBaHe, TiATBepMKYyOUe, TMO/BiliHE Cirne, Tuialeb0-KOHTPO/bOBaHe, 0araToIieHTPOBe
JOCTiKeHHs1 TiA00opy onTUManbHOI /103U B Tapasie/lbHUX TIpymnax i3 2-eTarHUM aflaliTUBHUM
JTU3aliHOM i paHJ0Mi30BaHOO BiZIMiHOFO /I/1s1 OI[iHKH e(heKTUBHOCTI, 6e3MeuHOCTi Ta TepeHOCUMOCTi
OpiBaparieTamy B IKOCTi MOHOTepaITii B MaIjiEHTIB y Billi Bifi 2 A0 25 POKiB i3 JUTsS4Y0I0 abcaHCHOIO
ertisiericiero abo 10BeHiIbHOIO abcaHCHOTO erisiericiero», N01269, 3 iHKOprIopoBaHO MOMPaBKO 3
Biz 14 mucronaza 2024 poky

3asgBHUK, KpaiHa

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

CnoHcop, KpaiHa

UCB Biopharma SRL, Belgium

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

(mignuc) (Bnacue im’s TTIPI3BUILLE)



HJopaTtok 5

Jlo Haka3y MiHicTepcTBa OXOPOHHM 3/J0POB’ Sl
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TIONPABOK /10 TIPOTOKOJIIB K/IIHIUHUX
BUTIPOOYBaHb»

26.01.2026 Ne 89

[neHTU(diKaLlisT CYTTEBOI MOMPABKU

Hopatok Bizg 05 rpyans 2025 poky go bpomypu gocnignuka gias TUB-040, Buganss Ne 2.0 Bifj
16 tpaBHs 2025 pOKy, aHIVIIHCHKO0 MOBOKO

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

Ne 854 Big 22.05.2025

HasBa kiHiyHOTO BUNPOOYyBaHHH,
KO[I, BepCis Ta jaTta

«baraTolieHTpOBe, 3 MepIIMM 3aCTOCYBaHHSIM IpenapaTty y aoAuHu AoctifkeHHs I/1la dasu 3
MiZBUILIEHHSM Ta OITUMI3alli€el0 [03yBaHHS i1 OLIHKA 0e3revHoCTi, TepeHOCHUMOCTI,
dapmakokiHeTMKH Ta e(eKTMBHOCTI KOH’toraTy aHTuTiia Zio NaPi2b 3 mikapcbkum 3acobom
TUB-040 y narieHTiB 3 pe3MCTeHTHHUM [0 MpernapariB M1aTUHUA pakoM sieuHuKiB (PITPS) Bucokoro
CTymeHs  370siKicHOCTi  abo  peLuMBYHOUOIO/peppakTepHOI0  afIeHOKapLUHOMOK  —
HezipibHOKmiTHHHMM pakoM jeredb (HKPJT) (NAPISTAR 1-01)», NAPISTAR 1-01, rno6ansHa
Bepcis 3.0 Big 22 BepecHsi 2025 poky

3asgBHUK, KpaiHa

TOB «APEHCIA EKCIVIOPATOPI MEIICIH», Ykpaina

CnoHcop, KpaiHa

Ty6ynic 'm6X, Himeuuuna / Tubulis GmbH, Germany

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

(mignuc) (Bnacue im’s TTIPI3BULLE)



HJopaTtok 6

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TIOTIPaBOK /10 MPOTOKOJIIB KIIHIUHUX
BUTIPOOYBaHb»

26.01.2026 Ne 89

[neHTU(diKaLlisT CYTTEBOI MOMPABKU

KowmrmiekT MaTepianiB s nauieHTiB: [Hpopmaritinuii Oykner «KiiHiuHe HayKoBe AOC/TiIPKeHHS
[UIs1 MIOJield, Y SIKUX HeIo/laBHoO JliarHocTyBamu Aiaber 1 tumy», Bepcist 1 Big 5 BepecHst 2025 poky
yKpaiHCbKOIO Ta aHrjikickkoro MoBamu (JAJK_Flyer_Master_v1_05Sep2025_EN); Iloctep
«KtiHiuHe HayKOBe JOCTiKeHHS [is JIIOJIel, y SIKUX Hell[0/]JaBHO [liarHOCTyBaiu fiabet 1 Turry »,
Bepcias 1 Bigmz 10 BepecHss 2025 poKy yKpaiHCBKOK Ta aHIVIIKCbKOKO  MOBaMHU
(JAJK_Poster_Master_v1_10Sep2025_EN); ITociOHMK 3 AOC/TipKeHHS /1 YYaCHUKIB, Bepcis 1
Bi 10 BepecHs 2025 poKy yKpaiHCBKOWO Ta aHrjikcbkoro MoBamu (JAJK_Study-
Guide_Master_v1_10Sep2025_EN); KapTka 3 HaragyBaHHsIM Ipo Bi3WTH, Bepcis 1 Bif 5 BepecHs
2025 poky ykpaiHcbkoro MoBow (JAJK_Visit-Card_Master_v1_05Sep2025_EN); Kaptka 3
NOZSIKOIO 3a CKPUHIHT, Bepcis 3 Bif 24 TpaBHa 2025 poKy YKpaiHCHKOIO Ta aHIVIIMCBKOK MOBaMU
(CT_Thank-You-Screening_Master_v3_24May2024_EN); KapTka 3 TMOJfSKOK 3a ydacTb Yy
JocmikeHHi, Bepcid 3 Bif 24 TpaBHs 2025 poky yKpaiHChKORO Ta aHraiicbkoro MoBamu (CT_Thank-
You-Participation_Master_v3_24May2024_EN); KapTka 3 oJsKO0 3a 3a/UlleHHs y JOC/i/I)KeHHi,
Bepcia 1 Bifg 1 BepecHs 2025 poky ykpaiHCbKOrO Ta aHrjiiicbkoro MoBamu (JAJK_Thank-You-
Retention_Master_v1_01Sep2025_EN); KapTka 3 mo/isskoro 3a 3aBeplleHHs y4acTi y A0C/Ti>KeHHi,
Bepcis 3 Bif 24 TpaBHs 2025 poKy yKpaiHCbKOIO Ta aHrailcekor MoBamu (CT_Thank-You-End-Of-
Study_Master_v3_24May2024_ EN); KapTka 3 nofsikoo IpH JO0CTPOKOBOMY 3aBepIlieHHi, Bepcis 3
Bify 24 TpaBHA 2025 poKy YKpaiHCbKOIWO Ta aHriikcekoro MoBamu (CT_Thank-You-
Dropout_Master_v3_24May2024_ EN); CeptudikaT yuacTi, Bepcis 2 Bia 11 uepBHs 2025 poky
yKpaiHCbKOMO Ta aHritickkoro moBamu (CT_Certificate-Participation_Master_v2_ 11Jun2025_EN);
KopoTtkuii rocibHuk yuacHuKa Bepcis 01 Big 18 BepecHst 2025 poKy yKpaiHCBKOIO Ta aHTJIiiCEKOIO
MoBamu (I4V-MC-JAJK, Participant guide, Version No. 01, Version Date 18Sep2025); Bpoirypa
«Bam Hell[0laBHO TIOCTaBWIK AiarHo3 fAiabety 1 Tury?», Bepcisa 1 Big 10 BepecHs 2025 poky
yKpaiHCbKOrO Ta aHrjicekoro MoBamu (JAJK_Brochure_Master_v1_10Sep2025_EN); Ilacropt
nocnigkeHHs, Bepcig 1 Big 10 BepecHs 2025 pokKy YKpaiHCBKOIO Ta aHIJIIMCHbKOI MOBaMH
(JAJK_Passport_Master_ v1_10Sep2025_EN); Bporypa «Illo siBnsie coboro KiliHiUHe HayKoBe
JocaipKeHHs ?», Bepcis 2 Bif 12 yepBHs 2025 poKy yKpalHCBKOI MOBORO Ta Bepcis 2 Bij 18 uepBHs
2025 poky aHruilicekoro moBamu (What is a clinical research study? (CT_Clinical-Trial-Brochure-




TIPOJIOBXKEHHS 1oJaTKa 6

CYP_Master_v2_12Jun2025 UK-UA; CT_Clinical-Trial-Brochure-CYP_Master_v2_18Jun2025_
EN); Hakneiiku ajis BifgcTexkeHHs1 Bi3WTiB, Bepcisi 1 Bif 28 KBiTHs yKpaiHCbKOIO Ta aHIJIiMCHKOIO
moBamu (CT_Passport-Stickers_ Master_v1_ 28Apr2025_EN); Ilocibuuk g1 6aTekiB Ta
JornspanbHUKIB «[lefiaTpuyHi KIiHIUHI HAYKOBI JOCTiIpKeHHs», Bepcis 1 Bif 5 moTtoro 2025 poky
yKpaiHcbKor0 Ta  aHriilicekoro MoBamMu  (CT_Clinical-Research-Studies-Brochure-Parents-
Caregivers_Master_v1_05Feb2025_EN); [loBigka s mKosu, Bepcist 1 Big 12 mrotoro 2025 poky
yKpaiHCbKOI MOBOIO Ta Bepcid 1 Bif 20 uepBHs 2025 poky aHrmilicekoro MoBoto (CT_School-Note-
Generic_v1_20Jun2025_ EN); Indbopmartiitinuii 6ykiet «4 da3u KIiHIYHUX JOC/TiIKeHb», Bepcis 1
Bif, 29 TpaBHa = yKpaiHCbKO0O ~ Ta  aHriikcekoro ~ moBamu  (EP_Clinical-Trial-
Phases_Master_v1_29May2025_EN); 3anyueHHsi HOBOrO MiClLsl TIpOBeJleHHs KJ/IiHIYHOTO
BUNPOOYBaHHS:

Ne I1.I.b. BigmioBiganLHOrO JOC/iTHMKA

n/n Ha3sBa Micuisg mpoBe/ieHHs1 KJIiHIYHOTO BUIIPOOYBaHHSI

1. | a.m.H., npod. Komicapenko FO.I.

KomyHanbHe HekoMmepLiliHe MiJNPUEMCTBO «KHUIBCbKa MicbKa KiliHiuHa jiKapHs Nel8»
BUKOHaBYoro opraHy KwuiBcbkoi Micbkoi pagau (KuiBcbkoi MicbKoi —JiepskaBHOL
aamiHictpauil), EHgokpuHosoriuami 1eHTp, HaljioHanbHUII MeJUUYHUN YHiBEepCUTET
imeni O.0. Boromosiblig, Kadeapa eHI0KpHUHOIOTiT, M. KUiB

Howmep Ta gara Hakazy MO3 mipo
NIpOBe/leHHs KJIIHIYHOTO
BUTIPOOYBaHHS

Ne 1910 Big 18.12.2025

Ha3sBa kstiHiuHOTO BUTIPOOYBaHHS,
KO/I, BepCisi Ta fjaTa

«PanziomiszoBaHe, ToOABiliHe ciiime, TIaleb0-KOHTPo/bOBaHe pfociimkenHs III dasu Teparmii
OapituTHHIOOM 3 MeTol0 30epekeHHs (DYHKIIiT OeTa-KMTUH Y MallieHTiB BikoM Bif 1 poky g0 < 36
POKiB, SIKUM Briepie AiarHoctoBaHO HykpoBui fiabetr 1 tumy (BARICADE-PRESERVE)»,
14V-MC-JAJK, Bepcis 3 monpaBkoto (a) Big 20 ceprHsi 2025 poky

3asgBHUK, KpaiHa

«Eni Jlinni Boctok CAy, ITIBeliapis

CrioHCOp, KpaiHa

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

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

(mignuc) (Bnacue im’s TIPI3BULIE)



HopaTtok 7

Jlo Haka3y MiHicTepcTBa OXOPOHHM 3/J0POB’ Sl
Ykpainu 0 Haka3y MiHicTepcTBa OXOPOHU
310poB’s1 YKpaiHu «I1po 3aTBepmxeHHs
CYTTEBUX IOINPABOK |0 MPOTOKOJIIB
KJIiHIUHUX BUTIPOOYBaHb»

26.01.2026 Ne 89

[neHTU(diKaLlisi CYyTTEBOI MOMPABKU

BksitouenHst 1 (ogHOT0) 10JaTKOBOTO MiCLisi IPOBe/leHHs] BUTIPOOYBaHHS:
Ne [1.I.b. BigmIoBia/IbHOT'O AOC/IIIHUKA
n/n Ha3Ba Miclis 1TpoBe/ieHHs KJIiHIYHOTO BUTTPOOYBAHHS
1. | k.m.H. EpemeeBa T.B.
ToBaprcTBO 3 00Me)keHOIO BifmnoBimampHicTIO «IIXO», aiarHOCTHUHE BiAJineHHs,
M. JIyLbK

Howmep Ta fara Hakasy MO3 mipo
MPOBeIeHHS K/IIHIYHOTO
BUTIPOOYBaHHS

Ne 1586 Big 29.07.2021

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

«bararolLeHTpoBe, Bi/IKpHUTe, paHZ0Mi30BaHe J0C/i>KeHHs 3 TOPiBHS/IbHOI OLIiHKY e()eKTUBHOCTI Ta
IepeHoCUMOCTI mperniapaTy bpuH3osnamifg+bpuMoHigMHY TapTpaT, Kparvli OuHi, CyCreH3is

10 mr/mi+2 mr/mmn, BupobaunTBa AT «®apmak», YKpaiHa Ta rpernapaty CiMOpuH3a®, Kparii ouHi,
BUPOOHUIITBA «AJTKOH-KyBphOp», Besibris y maijieHTiB 3 BiJKPUTOKYTOBOIO TJIayKOMOIO ab0 OUHOIO
rineprensie», FM-BMN-BZN-20, Bepcist Ne2 Big 25.06.2021

3asgBHUK, KpaiHa

AT «Papmak», YKpaiHa

CrioHCOp, KpaiHa

AT «PapMmak», YKpaiHa

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

(mignuc) (Bnacue im’s TIPI3BUIIE)



