Hoparok 1

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

26.01.2026 Ne 89

InenTudikallis CyTTeBOI MONpaBKU

Omnosnenuii IIpotokon MB-108, Bepcia 10 Big 24 nucronaza 2025 poky, aHI/TiMCHKOK MOBOLO;
Indopmaritinuii nrcTok maiieHTa Ta @opma iHpopmoBaHoi 3rogu, Bepcis 4.0 Bixg 01 rpygHs
2025 poky, Anas YKpaiHH, Ha OCHOBi 6a30Boro mi>kHapoAHOTro [HhopMarlliifHOro JTMCTKA TaljieHTa
ta ®opmu iHpopmoBaHOi 3roau, Bepcis 7.0 Big 21 nucromaza 2025 pOKy, aHTJIMCHKOIO Ta
YKPalHCbKOK MOBaMH

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

Ne 216 Big 07.02.2025

Ha3sga kstiHiuHOTO BUNIPOOYBaHHS,
KO/I, BepCisi Ta faTa

«OmnopHe,  baraTolleHTpOBe, paHJOMi30BaHe, TMOBiliHe cJjime, TUIANe00-KOHTPOIHOBaHEe
JociipkeHHsT pasu 2/3 3 ajlanTUBHUM AW3aliHOM [J1s MOPiBHSIHHS L-aHHaMilUHY 751 iH’ €Kil y
KoMOiHaLii 3 iH’eknissMu LuTapabiHy Ta ruiarie6o B KOMOiHaLil 3 iH’€KIissMU LUTapabiHy B SIKOCTi
Teparii Apyroi fiHii A/ iHAYKLiT peMicii y JOpoc/ivX NalieHTiB 3 pedpakTepHUM/peLiIUBYHOUNM
rOCTPUM Mi€enoifHuM Jsieliko3om», MB-108, Bepcist 9 Biz 04 cepriasa 2025 poky

3asiBHUK, KpaiHa

TOB «APEHCIA EKCIUVIOPATOPI MEICIH», YKpaiHa

CnoHcop, KpaiHa

MosiekyJiiH biorex, Ink. (MBI), CIIIA / Moleculin Biotech, Inc. (MBI), USA

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

(miparmc) (Bnacue im’s TTPI3BUIIIE)



Hoparok 2

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
YKpainu 10 Haka3y MiHicTepcTBa 0XOpOHU
310pOB’s1 YKpainu «[1po 3aTBepmKeHHs
CYTT€BUX IONPABOK /10 IIPOTOKOJIIB
K/TiHIUHUX BUTIPOOYBaHb»

26.01.2026 Ne 89

InenTudikallis CyTTeBOI MONpaBKU

OnHoBnenuii po3zin «fkicte» [locke AOCTIKYBaHOTO JIiIKApChKOTO 3aco0y YmagarutuHio
(ABT-494), Bepcisg 21.0 C Bix 17 uepBHsi 2025 poky; 3asyueHHsS JOAATKOBOrO BUPOOHUKA
JOCTiIKyBaHOTO JTiKapCchbKOro 3acoby YmnazauuTtuni6 (ABT-494): AbbVie S.r.l., ITanis

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

Ne 1465 Big 08.08.2018;
Ne 490 Big 05.05.2017

Ha3sga kstiHiuHOTO BUNIPOOYBaHHS,
KO/I, BepCisi Ta faTa

«bararorieHTpoBe, paHJOMi30BaHe, TO/BiliHe cJline, TUIAIE00-KOHTPO/IILOBAHE J/IOBTOCTPOKOBE
TIPOZIOBXKEeHe /IOC/Ti/PKeHHSI TiATPUMYIOUOi Teparlii /jis BUBUeHHsI e()eKTUBHOCTI Ta Oe3rneuHoCTi
YnagaimtuHiOy (ABT-494) y mnaiientiB 3 xBopob6otro KpoHa, fKi 3aBepiivav [JOCTiKeHHs
M14-431 un M14-433», M14-430, 3 iHKOpriopoBaHUMH AJMiHICTpPaTUBHUMU 3MiHaMH 5,6 1 7 i
IMonpaBkamu 1, 2, 3, 4, 5, 6, 7, 7.01, 7.02, 7.04, 8, 8.01, 9 Ta 10 Big 11 Gepe3ns 2024 poky;
«baraTorieHTpoBe, TpHBane ToAOBXKeHe pochimkeHHs III da3u 3 oiiHku Oe3mevyHOCTi Ta
edektuBHOCTI YmagarutuHiOy (ABT-494) y mauieHTiB 3 BHpa3KOBUM KojliToM», M14-533,
3 iHKOpIIOpOBaHUMHU AIMiHiCTpaTUBHUMU 3MiHamu 1, 3, 5, 6, 7, 8 (Tinbku gns Kanaan), 9, 101 11
(tinbku ansg Tloawmgi) ta IMonpaBkamu 0.01, 1, 2, 3, 4, 5, 6, 7, 7.02 (tinbku gnsi HiMmeuunHwm),
7.03 (tinbku st Kopei) Ta 8, 8.02 (tinbku gs €C) i 9 Big 10 moToro 2025 poky

3asBHUK, KpaiHa

«E606Bi biodapmacktoTikan3 I'm6X», [IBetitjapis

CrioHCOp, KpaiHa

AbbVie Inc., USA

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

(nmigruc) (Bnacue im’s TIPI3BUIIIE)



HonaTok 3

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

26.01.2026 Ne 89

InenTudikallist CyTTEBOI MOMpPaBKU

Marepianu /15 marjieHTiB: [HCTPYKIii A1 yUaCHUKA AOCTiKeHHs/0co0u, sika 3/1iiCHIOE OT/IsI] 3a
yuacHUKoM pociimpkeHHss SAR441344 EFC17919, nepopanvHuii npuiiom Bepcis Ne 4.0 Big
16 BepecHst 2025 p., aHT/TiMCBKOIO, YKPaiHCHKOIO Ta POCiMCHKOK MOBaMH

Howmep ta gara Hakazy MO3 mipo
MPOBeIeHHs K/TIHIYHOTO
BUTIPOOYBaHHS

Ne 2072 Big 10.12.2024

Hasga kiHiuHOTO BUTNIPOOYBaHHH,
KO/, BepCis Ta ziara

«OCHOBHMI MPOTOKOJI BOX He3ae)KHUX, PaH/I0Mi30BaHUX, MOABIMHUX CAIMUX JOCTiIKeHb (a3u 3
[Uisl TIOpiBHSHHS e(eKTUBHOCTI Ta Oe3neku ¢pekcanimady (SAR441344) 3 rtepidayHOMizoM y
JIOpPOC/IMX YYaCHUKIB 3 peLyuBYHOUMMH (opMaMy pO3CisHOro ckiepo3y», EFC17919,
3 iIHKOpriopoBaHoo norpaskoro 06, Bepcis 2 Big 30 smnHs 2025 poky

3asiBHUK, KpaiHa

TOB «ITAPEKCEJI YkpaiHa»

CnoHcop, KpaiHa

Sanofi-Aventis Recherche & Developpement, France (CaHodi-ABenTic Pemepi e [leBesornmaH,
®paHilis)

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

(nmigruc) (Bnacue im’s TIPI3BUIIIE)



HopnaTok 4

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

26.01.2026 Ne 89

InenTudikallis CyTTeBOI MONpaBKU

Onosnenuii npotokon N01269, 3 iHkopriopoBaHoto TornpaBkoto 4 Bif 03 mucronazaa 2025 poky

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

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

Ha3sga kstiHiuHOTO BUNIPOOYBaHHS,
KO/I, BepCis Ta faTa

«Panziomi3zoBaHe, TiATBepMKYyIOUe, TO/BiMHE Ciire, TUIaleb0-KOHTPO/bOBAHe, OaraToOIleHTPOBE
JOCTiHKeHHsT TiZ00py OMTUManbHOI /103U B Tapajie/lbHUX Tpyrax i3 2-eTallHUM afalTHBHUM
[U3aliHOM i paH/IOMi30BaHOIO BiMiHOIO /11 OLIHKK e(eKTUBHOCTi, 0e3revyHocTi Ta
repeHoCHUMOCTi OpiBapaljeTaMy B sIKOCTi MOHOTepariii B Malji€HTiB y Bili Big 2 mo 25 pokiB i3
JIUTSY0I0 abCaHCHOIO erijierniciel0 abo HOBeHiIbHOI abcaHCHOIO erijieniciero», NO01269, 3
IHKOPNOPOBAaHO MOMpaBKoro 3 Big 14 nuctonaga 2024 poky

3asBHUK, KpaiHa

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

CrioHCOp, KpaiHa

UCB Biopharma SRL, Belgium

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

(nmigruc) (Bnacue im’s TIPI3BUIIIE)



HonaTtok 5

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

26.01.2026 Ne 89

InenTudikallis CyTTeBOI MONpaBKU

Hopnaroxk Big 05 rpyans 2025 poky go bpowypu pocnigauka s TUB-040, Buganssa Ne 2.0 Big
16 TpaBHs 2025 poKy, aHIIiHNCHKOI0 MOBOKO

Howmep ta fara Hakazy MO3 mipo
MPOBeIeHHs K/IIHIYHOTO
BUIIPOOYBaHHS

Ne 854 Big 22.05.2025

Hasga kiHiuHOTO BUTIPOOYBaHHS,
KO/, BepCis Ta ziara

«baraTolieHTpOBe, 3 MepIIMM 3aCTOCYBaHHSIM MpenapaTy y JaroAuHu AoctifkeHHs I/1la da3u 3
MiZIBUIIIEHHSAM Ta OITHMi3alli€el0 [J03yBaHHS i1 OLHKA 0e3rmeuHoCTi, TepeHOCUMOCTI,
dapMakoKiHeTUKM Ta edeKTMBHOCTI KOH’toraTy aHTtuTiia g0 NaPi2b 3 sikapcbkum 3acobom
TUB-040 y nauji€eHTiB 3 pe3UCTEHTHMM Ji0 TIperapaTiB IjaThiHy pakoM seuHukiB (PITPS) Bucokoro
CTyIeHs 3/10SIKICHOCTI abo peluAnBYy0UOor/pedpakTepPHOI0 aJIeHOKapLIMHOMO) -
He/ipiOHOKMiTHHHMM pakoM jeredb (HIKPJI) (NAPISTAR 1-01)», NAPISTAR 1-01, rno6ansHa
Bepcis 3.0 Big 22 BepecHsi 2025 poky

3asBHUK, KpaiHa

TOB «APEHCIA EKCIUVIOPATOPI MEICIH», YKpaiHa

CrioHCOp, KpaiHa

Ty6ynic 'm6X, Himeuuwnna / Tubulis GmbH, Germany

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

(nmigruc) (Bnacue im’s TIPI3BUIIIE)



HonaTtok 6

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

26.01.2026 Ne 89

InenTudikallis CyTTeBOI MONpaBKU

KowmrisiekT marepiasiB ajis maijieHTiB: IHdbopmariiinuii 6yknet «KiiHiuHe HayKoBe [OCTi/IKeHHS
JU1sL IoZlel, y SIKMX Hell[o/laBHO JiiarHOCTyBasiu Aiabet 1 Tury», Bepcisi 1 Bif 5 BepecHst 2025 poky
yKpaiHCbKOlO Ta aurjilicekoro MoBamu (JAJK_Flyer_Master_v1_05Sep2025_EN); Iloctep
«KtiHiuHe HayKoBe JOCTiKeHHS [/Isl JIIOJIeH, y AKUX HeI[0aBHO /liarHOCTyBaiu fiabet 1 TUIy»,
Bepcin 1 Big 10 BepecHss 2025 pOKy YKpaiHCbKOIO Ta aHIJIMCHKOIO  MOBaMHU
(JAJK_Poster_Master_v1_10Sep2025_EN); ITociOHMK 3 AOC/TipKeHHS /i1 yYaCHHUKiB, Bepcis 1
Bif,. 10 BepecHss 2025 poky yKpaiHCbKOIO Ta aHrfiiiicekoro MoBamu (JAJK_Study-
Guide_Master_v1_10Sep2025_EN); KapTka 3 HaragyBaHHsM Ipo Bi3uTH, Bepcisi 1 Bif 5 BepecHs
2025 poky ykpaiHcekoro MoBow (JAJK_ Visit-Card_Master_v1_05Sep2025_EN); Kaprtka 3
MOJISIKOIO 3a CKPUHIHT, Bepcis 3 Bif 24 TpaBHS 2025 poKy yKpaiHCHKOIO Ta aHIJIIMCBKOK MOBaMU
(CT_Thank-You-Screening_Master_v3_24May2024_EN); KapTka 3 TMOASKOK 3a yd4acTb ¥
Joci/pkeHHi, Bepcis 3 Bifg 24 TpaBHA 2025 pOKy YKpaiHCHKOIO Ta aHIVIIMCBKOIO MOBAaMH
(CT_Thank-You-Participation_Master_v3_24May2024_EN); KapTka 3 MoAsikoo 3a 3a/MILeHHs] y
JociipkeHHi, Bepcigs 1 Big 1 BepecHsi 2025 poKy YKpaiHCBKOIO Ta aHIVIIMCBKOIO MOBaMH
(JAJK_Thank-You-Retention_Master_v1_01Sep2025_EN); KapTka 3 mofisgkor0 3a 3aBepIlleHHs
y4acTi y gociifpkeHHi, Bepcisi 3 Bif 24 TpaBHs 2025 poKy yKpaiHCBHKOKO Ta aHIJIIMCbKOK MOBaMU
(CT_Thank-You-End-Of-Study_Master_v3_24May2024_ EN); KapTtka 3 TOASKOI TIpU
JIOCTPOKOBOMY 3aBepllieHHi, Bepcisi 3 Bif 24 TpaBHsA 2025 pOKy YKpaiHCBKOIO Ta aHIVIIMCHKOIO
MoBamu (CT_Thank-You-Dropout_Master_v3_24May2024_ EN); Ceptudikar yuacTi, Bepcis 2
Bifz, 11 wuepBHs 2025 poKy yKpaiHcbkoro Ta aHrjiiiickkoro MmoBamu (CT_Certificate-
Participation_Master_v2_ 11Jun2025_EN); Kopotkuii mocibHMK ydacHwKa Bepcis 01 Big 18
BepecHs1 2025 poky yKpaiHCbKOIO Ta aHrjiicbkoro mMoBamu (I4V-MC-JAJK, Participant guide,
Version No. 01, Version Date 18Sep2025); Bbpouiypa «BaM HelloZiaBHO MOCTaBW/IM [jiarHO3
niabery 1 tumy?», Bepcisi 1 Big 10 BepecHsi 2025 poKy YKpaiHCBKOIO Ta aHIJIICHKOIO MOBaMHU
(JAJK_Brochure_Master_v1_10Sep2025_EN); Ilacnopt mocmiimkeHHsi, Bepcisi 1 Bix 10 BepecHs
2025 poKy yKpaiHCBKOIO Ta aHrmaivicekoro moBamu (JAJK_Passport_Master_ v1_10Sep2025_EN);
Bporrypa «Illo siByisie coboro KiTiHiuHe HayKOBe AOC/i/KeHHS?», Bepcis 2 Big 12 uepBHs 2025
POKY YKpaiHCbKOIO MOBOIO Ta Bepcisi 2 Bif 18 uepBHsi 2025 poky aHrmaiiicekoro MoBamu (What is a




TIPOZIOBXKEHHS loJaTKa 6

clinical research study? (CT_Clinical-Trial-Brochure-CYP_Master_v2_12Jun2025_UK-UA;
CT_Clinical-Trial-Brochure-CYP_Master_v2_18Jun2025_ EN); Hakneliku 15 BifcTe>kKeHHs
Bi3uTiB, Bepcisi 1 Bij 28 kBiTHs ykpaiHCbKOIO Ta aHrjiicekoro moBamu (CT_Passport-Stickers_
Master_v1_ 28Apr2025_EN); ITocibHuk ais1 6aThKiB Ta AorisganbHUKIB «[legiaTpuuni KaiHiuHi
HayKOBI JJ0C/i/pKeHHs», Bepcis 1 Bif 5 motoro 2025 poKy yKpalHCBKOK Ta aHI/IIMCbKOK MOBaMu
(CT_Clinical-Research-Studies-Brochure-Parents-Caregivers_Master_v1_05Feb2025_EN);
Hosigka aya Koy, Bepcid 1 Big 12 mrororo 2025 poky yKpaiHCBKOXO MOBOXO Ta Bepcis 1 Big 20
yepBHad 2025 poky anrjiiicekoro MoBow (CT_School-Note-Generic_v1_20Jun2025_ EN);
Indopmariiiauii OykieT «4 da3u KIiHIUHUX 0CTiKeHb», Bepcis 1 Bif 29 TpaBHS yKpPaiHCBKOIO Ta
anriificekkoro  MoBamu  (EP_Clinical-Trial-Phases_Master_v1_29May2025_EN); 3anyyeHHs
HOBOTO MiClisl IPOBeZIeHHsI KJIiHIYHOTO BUNTPOOYBaHHS:

Ne IL.I.B. BiAgTIOBiAATLHOTO JOC/TITHUKA

/1 Ha3sBa Miclist ipoBe/ieHHsT KJIiHIYHOTO BUIIPOOYBaHHS

1. | A.M.H., npo¢. Komicaperko FO.I.

KomyHanbHe HekoMmepLiliHe MignpueMcTBO «KuiBcbka MicbKa KiliHiuHa JikapHs Nol8»
BUKOHaBYOro opraHy KwuiBcbkoi Micbkoi pagu (KuiBcbkoi MIiCBKOI  Jep>KaBHOL
aamiHicTpalii), EHgoKpuHOJOTiuHMN 1jeHTp, HaljioHanbHUM MeJUYHUN YHiBepCUTeT
imeni O.0. boromosnblis, Kadezpa eHokpuHosorii, M. Kuis

Howmep Ta gata Hakazy MO3 mipo
MIpOBe/leHHs KJIIHIYHOTO
BUTIPOOYBaHHS

Ne 1910 Big 18.12.2025

Ha3sga kstiHiuHOTO BUNIPOOYBaHHS,
KO/I, BepCisi Ta fjaTa

«PanziomiszoBane, TojBiliHe ciiime, TmIaleb0-KOHTpo/bOBaHe fociimkenHs I da3u Teparmii
OapiluTHHIOOM 3 MeTor0 30epekeHHsT PyHKIIiTi OeTa-K/IITHH y MaljieHTiB BikoM Bif 1 poky g0 < 36
POKiB, sIKMM Brepiie AiarHocToBaHO LykpoBuii fiaber 1 tumy (BARICADE-PRESERVE)»,
14V-MC-JAJK, Bepcis 3 monpaBkoto (a) Big 20 cepnHsi 2025 poky

3asBHUK, KpaiHa

«Eni Jlinni Boctok CAy, [TIBeliiapis

CrioHCOp, KpaiHa

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

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

(migruc) (Bnacue im’s TIPI3BUIIIE)



Hoparok 7

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
YKpainu 10 Haka3y MiHicTepcTBa 0XOpOHU
310pOB’s1 YKpainu «[1po 3aTBepmKeHHs
CYTT€BUX IONPABOK /10 IIPOTOKOJIIB
K/TiHIUHUX BUTIPOOYBaHb»

26.01.2026 Ne 89

ImenTudikariist cyTTeBoi morpaBku | BkroueHHst 1 (0fHOTO) /10/IaATKOBOT'O MiClLisi IPOBe/IeHHs] BUTIPOOYBaHHS:
Ne [1.I.b. BignoBifasbHOrO AOC/IIIHUKA
/1 Ha3Ba Miclis TpoBe/ieHHs KTiHIYHOTO BUITPOOYBAHHS
1. | K.M.H. EpemeeBa T.B.
ToBapucTtBo 3 o0oOMe)keHOI BifgnoBiganeHicTIO «L[XO», pmiarHOCTWUHe BiagineHHs,
M. JIyLpK

Howmep ta gara Hakazy MO3 mipo Ne 1586 Biz 29.07.2021
MPOBeIeHHs K/IIHIYHOTO

BUTIPOOYBaHHS

Hasga kniniuHoro BunpoOyBaHHs, | «bararolieHTpoBe, BiJKpUTe, paH/I0Mi30BaHe AOC/i/PKeHHs 3 TIOPiBHSJIbHOI OLIIHKYA e(heKTUBHOCTI

KO/, BepCis Ta ziara Ta I1epeHOCUMOCTi Iiperniapary bpunH3osamif+bpyUMOHIAMHY TapTpar, Kparvli OYHi, CyCreH3is
10 mr/mn+2 mr/mn, BupobHulTBa AT «®apmak», YkpaiHa Ta miperiapaty CimMOpuH3a®, Kparuti
OuHi, BUPOOHUIITBa «A/KOH-KyBphODp», Besibris y marjieHTiB 3 BiIKDUTOKYTOBOO T/IayKOMOK abo
04HOR0 rinepteHsieto», FM-BMN-BZN-20, Bepcist Ne2 Big 25.06.2021

3asBHUK, KpaiHa AT «Papmak», YKpaiHa

CrioHCOp, KpaiHa AT «®apmak», YKpaiHa

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

(nmigruc) (Bnacue im’s TIPI3BUIIIE)



