Jopartok 1

«Mepenik cyTTeEBMX MonpaBoK A0 MPOTOKOMIB KAiHIYHUX BUMNPOOYBaHb, PO3rNAHYTUX HAa 3acifaHHi
HTP Ne Ne02 Big 15.01.2026, Ha AiKi 6y/1M OTPUMaHi NO3UTUBHI BUCHOBKU eKcnepTiB»

1. OHoBneHuii MpoTtokon MB-108, Bepcia 10 Big 24 nuctonaga 2025 poky, aHrNifiCbKOW MOBOIO;
IHhopMauiiHuii NncToK NalieHTa Ta Popma iHchopmoBaHoi 3roau, Bepcis 4.0 Big 01 rpyaHsa 2025 poky,
ANns YKpaiHu, Ha OCHOBi 6a30BOro MikHapogHoro IHdopmauiiHOro nuctka naugieHta ta dopmu
iHcbopmoBaHoOi 3rogu, Bepcia 7.0 Big 21 nuctonaga 2025 poKy, aHrNiiCbKOKO Ta YKpPaiHCLKOKO MOBamu
00 MNpPOTOKOAY KAIHIYHOro A[ocnimkeHHs «OnopHe, GaraToUEHTPOBE, paHAOMi3oBaHe, MNoABiHe chine,
nnaueb0-KoOHTPOIbOBaHe AOCAiAKEHHA ha3un 2/3 3 afanTUBHUM AM3aNHOM A5 MNOPIBHAHHS L-aHHaMiyuHy
ANs iH'eKUi y KOMGiHaUIT 3 iH'exUisMM yuTapa6iHy Ta niauebo B KOMGIHaLIT 3 iH'eKLisMU UMTapabiHy B SKOCTI
Tepanii gpyroi niHil 4na iHAyKuil pemicii y 4opocnux nauieHTiB 3 pedpakTepHUM/peunanByoumM rocTpum
MienoigHMM neliko3om», kog, gocnigpkeHHs MB-108, sBepcis 9 Big 04 cepnHsa 2025 poky; cnoHcop - MonekyniH
Biotex, IHk. (MBI), CLLA / Moleculin Biotech, Inc. (MBI), USA

3anBHuK - TOB «APEHCIA EKCIMNJ/IOPATOPI MEAICIH», YkpaiHa

2. OHOBEHWI po3ain «AKiCTb» [loCbe [OCNIAKYBAHOIO J1iKapCbKOro 3aco0y YnapgauutuHio (ABT-494),
Bepcia 21.0 C Big 17 uepBHA 2025 poKy; 3aslydeHHs [0[4aTKOBOro BMPOGHWUKA AOC/iAXyBaHOro
NiKapcbKoro 3aco6y Ynagauututio (ABT-494): AbbVie S.r.l1., ItTania 0o npoTokoniB KNiHIYHNX AOCMIIKEHD:
«baraToueHTpoBe, TpuBasie nogoBxeHe pocnimkeHHs Il ca3n 3 ouiHkKM 6e3neyHOCTi Ta edIEKTUBHOCTI
YnagauutuHioy (ABT-494) y nauieHTIB 3 BMPa3KoOBMM KOJMTOM», Kof AocnimkeHHa M14-533, 3
iHKOpnopoBaHuMu AAMiHIiCTpaTuBHUMK 3MiHamn 1, 3, 5, 6, 7, 8 (Tinbkn ana Kanagu), 9, 10 i 11 (Tinbkn ans
MonbLyi) Ta Monpaskamun 0.01, 1, 2, 3, 4, 5, 6, 7, 7.02 (Tinbkn gns HimeuwunHun), 7.03 (Tinbkn gna Kopei) Ta 8,
8.02 (tinbkm gna €C) i 9 Big 10 ntotoro 2025 poky; «baraToueHTpoBe, paHAoMi30BaHe, NofBiliHe chine,
nnaueb0o-KOHTPOIbOBaHe [OBIOCTPOKOBE MPOLOBXEHE AOC/IMKEHHSA NiATPUMYHOYOT Tepanii AN BUBYEHHSA
edpekTBHOCTI Ta 6e3neyHoCTi YnagaunmTtuHioy (ABT-494) y nauieHTiB 3 XBOpo60 KpoHa, ski 3aBepLunnn
pocnimpkeHHs M14-431 un M14-433», kof pgocnigpkeHHs M14-430, 3 iHkopnopoBaHUMU AAMIHICTPATUBHUMM
3MiHammn 5,6 i 7 i Monpaekamn 1, 2, 3, 4, 5, 6, 7, 7.01, 7.02, 7.04, 8, 8.01, 9 1a 10 Big 11 6epe3Hsa 2024 poky;
crnoHcop - AbbVie Inc., USA

3anBHuK - «E66BI BiothapmacstoTikan3 TM6X», LLBeliuapis

3. Martepianu gns nayieHTiB: IHCTPYKUIT Ans yyacHUKa gocnigxkeHHsalocoou, sika 3pilicHIioe pornsg 3a
yyacHUKOM pgocnimkeHHs SAR441344 EFC17919, nepopanibHuii npuiiom Bepcis Ne 4.0 Big,
16 BepecHs 2025 p., aHrNifiCbKOI, YKPAIHCbKOK Ta POCIfiICbKOI MOBaMu [0 NPOTOKOSY K/iHIYHOrO
pocnigxeHHs «OCHOBHUIA MPOTOKO ABOX HE3A/IEXHMWX, paHAOMI30BaHMX, NOABINHMX CAINMX AOCNimKeHb hasu
3 4Nn4 nopiBHAHHA edpekTUBHOCTI Ta 6e3nekun cdpekcanimady (SAR441344) 3 TepidhiyHOMIAOM Y AOPOCNX
yyacHUKIB 3 peuuauByrouMmMu hopmamu pPO3CISHOTO CKepo3y», KoA JdocnigpkeHHsa EFC17919, 3
iHKopriopoBaHoto nonpaskot 06, Bepcia 2 Big 30 mnHA 2025 poky; cnoHcop - Sanofi-Aventis Recherche &
Developpement, France (CaHogi-ABeHTic Pelwwepl e [leBenionmaH, ®paHuis)

3aaBHuK - TOB «MAPEKCEJT YkpaiHa»

4. OHoBneHunii npotokon N01269, 3 iHKopnopoBaHoOI0 nonpaskoto 4 Big, 03 nuctonaga 2025 poKy Ao
NPOTOKONY KIHIYHOrO AocnigkeHHs «PaHgomizoBaHe, niaTBepaXykde, noAgiiHe cnine, nnaue6o-
KOHTPO/IbOBaHe, 6GaraToueHTpoBe AOCNIMKEHHA Mig60py ONTUMasibHOI [03M B NapasiefibHuX rpynax i3
2-eTanHMm aganTMBHUM AM3aliHOM i paHA40Mi30BaHOK BiAMIHOO A5 OLUiHKM e(heKTUBHOCTI, 6e3neyHocTi Ta
nepeHocUMOCTi GpiBapaueTaMy B SKOCTi MOHOTepanii B nmauieHTiB Yy Biui Big 2 Ao 25 pokiB i3 AUTAYO0I0
abcaHCcHOWO eninencielo abo OBEHISIbHOK abcaHCHOW eniniencielo», kof pocnipkeHHs NO01269, 3
iHKopriopoBaHoto nonpaskoto 3 Big 14 nuctonaga 2024 poky; cnoHcop - UCB Biopharma SRL, Belgium
3aaBHuK - MignpuemcTso 3 100% iHo3eMHol iHBecTuLjeo «AVK'IOBIA PAC YkpaiHa»

5. Jopatok Big 05 rpyaHa 2025 poky go Bpowypu gocnigHuka gnsa TUB-040, BugaHHA Ne 2.0 Big,
16 TpaBHA 2025 poOKy, aHIMINCbKOK MOBOK A0 MPOTOKONY KMiHIYHOrO AOC/iMKEHHS1 «baraToueHTpoBe, 3
nepwunM 3acTOCyBaHHAM npenaparty y NiguHn gocnigpkeHHs l/lla dasn 3 nigBuLEeHHSIM Ta onTuMi3aLieto
[03yBaHHA A1 OLiHKM 6€e3neYHOCTi, NTepeHOCMMOCTI, (hapMakoKiHETUKM Ta e(PEKTUBHOCTI KOH'loraTy aHTuUTINa
0o NaPi2b 3 nikapcbkum 3acob6om TUB-040 y nauieHTiB 3 pe3UCTEHTHUM [0 npenapartis naaTuHU pPakom
sieyHukiB (PMPHA) BUCOKOro CTyneHs 3/105KiCHOCTIi abo peumanBytoyolo/pedhpakTepHoo ageHOKapuMHOMOK —
HeapiGHOKNITUHHUM pakom nereHb (HOKPJ/) (NAPISTAR 1-01)», ko pocnigxkeHHs NAPISTAR 1-01,

1



rnobansbHa Bepcia 3.0 Big 22 BepecHsa 2025 poky; cnoHcop - Ty6ynic Mmu6X, HimevunHa / Tubulis GmbH,
Germany
3asBHuK - TOB «APEHCIA EKCIMTOPATOPI MEAICIH», YkpaiHa

6. 3anyuyeHHA HOBOro Micusi npoBeAeHHs1 K/iHIYHOro BUMpPOOYBaHHSA; Komnnekt martepianiBs gns
nauieHTiB: IHhopmauiiiHuii GykneT «KniHiuHe HayKoBe [OCifKEeHHA ANA Nofei, Y SKUX HeWwoAaBHO
piarHoctyBasin pgia6et 1 Tuny», Bepcia 1 Big 5 BepecHA 2025 poKy yKpaiHCbKOK Ta aHrMiliCbKOLo
moBamu (JAJK_Flyer_Master_vl 05Sep2025_EN); Moctep «KniHiuHe HayKkoBe pocnimkeHHA AnA
nogein, y AKMX HewopaBHO AiarHocTtyBanu pgiaGet 1 tuny», Bepcia 1 Big 10 BepecHsa 2025 poky
YKpaiHCbKOK Ta aHrniiicbkoto moBamu (JAJK_Poster_Master_vl_10Sep2025_EN); MMocCiGHuMK 3
[ocnipkeHHs1 gNnA yyacHukiB, Bepcia 1 Big 10 BepecHsi 2025 poKy YKpaiHCbKOK Ta aHrniicbKoro
moBamu (JAJK_Study-Guide_Master_v1_10Sep2025_EN); KapTka 3 HaragyBaHHAM Npo Bi3UTH, Bepcif
1 Bip 5 BepecHs 2025 poky ykpaiHcbKkoto MoBoto (JAJK _Visit-Card_Master_vl_05Sep2025_EN); KapTka
3 NOASAKOK 3a CKPUHIHI, Bepcia 3 Big 24 TpaBHA 2025 pOKYy YKpaiHCbKOK Ta aHrNilicbKo MoBamu
(CT_Thank-You-Screening_Master_v3_24May2024_EN); KapTka 3 nogsKoOI0 3a y4acTb Y AOC/iAKEHHI,
Bepcia 3 Big 24 TpaBHA 2025 poKy YKpaiHCbKOK Ta aHrniiicbkoio moBamu (CT_Thank-You-
Participation_Master_v3_24May2024 EN); KapTka 3 nogsakolo 3a 3a/IMLIEHHA Yy AOCNIMKEHHIi, BepcCis
1 Big 1 BepecHA 2025 poKy YKpaiHCbKOW Ta aHrniiicbkoro MoBamu (JAJK_Thank-You-
Retention_Master_v1_01Sep2025_EN); KapTka 3 noasikoio 3a 3aBepLleHHS1 yyacTi y AOCAiMKEHHI,
Bepcia 3 Big 24 TpaBHA 2025 poKy YKpaiHCbKOI Ta aHrniicbkoo moBamu (CT_Thank-You-End-Of-
Study_Master_v3_24May2024_ EN); KapTka 3 nogsKoto npu OCTPOKOBOMY 3aBepLUeHHi, Bepcia 3 Bif,
24 TpaBHA 2025 poKy YKpaiHCbKOKO Ta  aHraiicbkoro  moBamu  (CT_Thank-You-
Dropout_Master_v3_24May2024_ EN); Ceptucpikat yuacti, Bepcia 2 Big 11 uepBHA 2025 poky
YKpaiHCbKOK Ta aHrniiicbkoio moBamu (CT_Certificate-Participation_Master_v2_ 11Jun2025_EN);
KopoTtkuii noci6Huk yuacHuka Bepcif 01 Big 18 BepecHA 2025 poKy yKpaiHCbKOKO Ta aHrificbKO
moBamu (14V-MC-JAJK, Participant guide, Version No. 01, Version Date 18Sep2025); Bpowypa «Bam
HelwoaaBHO NOCTaBUAN AiarHos aiaéety 1 tuny?», Bepcia 1 Big 10 BepecHs 2025 pokKy YKpaiHCbKOIO Ta
aHrnivicbkoro moBamu (JAJK_Brochure_Master vl 10Sep2025_EN); MacnopTt gocnimkeHHs, Bepcia
1 Big 10 BepecHsa 2025 poky YKpaiHCbKOKW Ta aHrjilicbkolo moBamu (JAJK_Passport_Master_
vl _10Sep2025_EN); Bpouwypa «lllo sBnsie co6oto KiiHiYHEe HayKoBe AOC/iMKEHHA?», Bepcia 2 Bipf,
12 yepBHsA 2025 poKy YKpaiHCbKOIO MOBOIO Ta Bepcif 2 Big 18 uepBHA 2025 poKy aHr1iicbKOK MOBaMu
(What is a clinical research study? (CT_Clinical-Trial-Brochure-CYP_Master_v2_12Jun2025_UK-UA;
CT_Clinical-Trial-Brochure-CYP_Master_v2_18Jun2025_ EN); HakneWknm ana BifCTeXeHHA Bi3uUTIB,
Bepcia 1 Bifg 28 KBiTHA YKpPaiHCbLKOIO Ta aHraincbkoo moBamu (CT_Passport-Stickers_ Master_v1_
28Apr2025_EN); MocioHuk pna 6GaTbkiB Ta pornsapganbHukiB «MegiaTpuuHi  KNiHiYHI  HayKoBI
pocnipxeHHs», Bepcia 1 Big 5 ntoToro 2025 poKy ykpaiHCbKOI0 Ta aHrnificbkoto moBamu (CT_Clinical-
Research-Studies-Brochure-Parents-Caregivers_Master_vl _05Feb2025_EN); Jdosigka AnAa Lwwkonu,
Bepcia 1 Big 12 notoro 2025 poky yKpaiHCbKOIO MOBOK Ta Bepcia 1 Big 20 uepBHA 2025 poky
aHrniicbkolo moBoto (CT_School-Note-Generic_vl_20Jun2025_ EN); IHchopmauiiiHnii 6yknet «4 dasm
KNiHIYHNX gocnifmkeHb», Bepcia 1 Big 29 TpaBHA yKpaiHCbKOI Ta aHrniiicbkoro mosamu (EP_Clinical-
Trial-Phases_Master_v1_29May2025_EN) [0 npoTokosly KNiHIYHOIO AochifxeHHs «PaHaomizoBaHe,
noAgiiHe cnine, nnaue6o-kOHTpoNboBaHe gocnimkeHHsa Il cha3n Tepanii GapiyUTUHIGOM 3 METOH
36epexeHHsT PyHKUii 6eTa-kMiTUH y nauieHTiB BikoM Big 1 poky A0 < 36 pokiB, KM BrepLue AiarHoCTOBaHO
uykposuii gia6eT 1 Tuny (BARICADE-PRESERVE)», kog gocnimkeHHs 14V-MC-JAJK, Bepcisi 3 nonpaskoto (a)
Big 20 cepnHs 2025 poky; cnoHcop - Eni Mlinni eng Komnawi, CLUA / Eli Lilly and Company, USA

3anBHuK - «Eni Ninni Boctok CA», LLBeliLapis

Ne M.1.6. BignoBigaibHOro AocnigHMKa

n/n HasBa Micus npoBeAeHHs K/iHIYHOro BUNPo6yBaHHSA

1. | A-M.H., npodp. KomicapeHko tO.I.

KomyHanbHe HekomepuiliHe nignpnemcTBo «KuiBCcbka Micbka K/iHiuHa sikapHsa Nel8» BMKOHABYOro
opraHy KuiBcbkoi MicbKoi paamn (KMiBCbKOT MiCbKOT AepxaBHOI agMmiHicTpayil), EHAOKPUHOMOTMIYHNI
ueHTp, HauioHanbHWii MeanyHuii yHisepeuteT iMeHi O.O. Boromonbus, kadeapa eHA0KPUHONOTIT, M.
Kuis

7. BknioyeHHA 1 (ogHOro) Jo[AATKOBOrO MiCcUs NPOBEAEHHA BUMPOOGYBaHHA [0 MPOTOKOY K/IiHIYHOrO
pocnipkeHHs «bararoueHTpoBe, BigKpuTe, paHAOMi30BaHe AOCNIIKEHHA 3 MOPIBHANBHOI  OLiHKA
edheKTMBHOCTI Ta NepeHOCMMOCTI npenapaTy BpuHsonamig+BpuUMOHIgUHY TapTpart, Kpan/i O4YHi, CycneHsis
10 mr/mn+2 wmr/mn, BupobHuutBa AT «dapmak», YkpaiHa Ta npenapaty CimbpuH3a®, Kpansi OuHi,
BMPOOHMLUTBA «AJKOH-KyBpbOp», benbrid y nauieHTiB 3 BIiAKPUTOKYTOBOK r/laykoMO abo 04yHOH



rinepteHsieto», kog, pocnimkeHHs FM-BMN-BZN-20, sepcia Ne2 Big 25.06.2021; crnioHcop - AT «®apmak»,
YkpaiHa
3asaBHUK - AT «dapmak», YkpaiHa

Ne M.1.b. BignoBigansHoOro gocigHuka

n/n Ha3Ba micus npoBeAeHHs K/iHIYHOro BUNPoGYyBaHHSA

1. | K.M.H. EpemeeBa T.B.

ToBapuCTBO 3 06MEXEHOK BiaNoBiaanbHICTHO «LIXO», aiarHoCTMYHE BiafdiieHHs, M. JlyubK




