Jopartok 1

«Mepenik NPoToKonNiB KAIHIYHUX BUNPOOYBaHb NiKAPCbKUX 3aco6iB Ta CYTTEBUX NOMPaBOK A0
NPOTOKOJIB K/iHIYHUX BUNPOOYBaHb, PO3rNsSHYTUX Ha 3acigaHHAX HEP Ne 04 Big 26.02.2026,
HTP Ne 08 Big, 26.02.2026, Ha siKi 6yn1 oTpMMaHi NO3UTUBHI BUCHOBKMN €KCMepPTiB»

1. «baraToueHTpoBe, noggiiHe chnine, naaue60-KOHTPOSIbOBaHE AOCAiMKEHHA a3 1b/2a gns ouiHkn
6e3neYyHocTi, epeKTUBHOCTI Ta dpapmakoKiHeTMKN npenapaTty MB-001 y naujieHTiB i3 akTUBHUM BMPa3KOBUM
KOMTOM Bifi MOMIpPHOrO [10 BaXKKOTO CTYMEHS TSHKKOCTI», ko, gocnimkeHHss MB-001-102, sepcis 02 Bif
21 nuctonaga 2025 poky, cnoHcop - «Meligx balionogxikc IHk./Mage Biologics Inc., CLUA

®a3za - Ib/lla

3asBHUK - TOB «biomanac», YkpaiHa

No MM.1.B. BignoBigabLHOro AocigHuKa

n/n Ha3Ba Micus npoBeAeHHSA K/iHIYHOro BUNPOBGYBaHHS

1. | K.M.H. MeTpuHa B.O.

KomyHanbHe HekomepuiiHe nignpuemcTBo «QO6nacHa KhiHiyHa nikapHa IBaHO-®paHKiBCbKOI
obnacHoi pagn», racTPOEHTEPOOriYHE BigdiIeHHS, M. IBaHO-PpaHKIBCbK

2. | 4.M.H., npodhecop 3axapat HO.M.

TOBAPWCTBO 3 OBEMEXXEHOHO BIAMOBIAANTBHICTHO «APEHCIA EKCIMNOPATOPI MELICIH»,
BiAAIN KNiHIYHMX gocnimkeHb MeanyHoro ueHTpy, M. Kuis

2. «da3za lll, paHaomizoBaHe, 6araToLEHTPOBE, NOABIiHE chine AOCAIMKEHHS 3 OUHKM ed)EKTMBHOCTI Ta
6e3nekn npenapaty FerpomGonar onamiH y ¢popMi TabneTok y MOPIBHSAHHI 3 Nnauebo y nauieHTiB i3
TPOMOOUMTOMNEHIED, BUKIMKAHOK XiMioTepanieto», kog pgocnimpkeHHs SHR8735-303, Bepcis 2.0 Big
10 BepecHsi 2025 poky, crnoHcop - Li3sHcy XeHxyint dapmacbioTikan3 Ko. /1Th., Kutali/ Jiangsu Hengrui
Pharmaceuticals Co. Ltd., China

da3za - Il

3asaBHuK - TOB «APEHCIA EKCIM/IOPATOPI MEAICIH», YkpaiHa

Ne MN.1.B. BignoBiganbHOro gocnigHuka

n/n HasBa micus npoBefeHHs KNiHIYHOro BUNPOGYBaHHS

1. | nikap JopoHiHa M.B.

TOBAPUNCTBO 3 OEMEXXEHOIO BIAMOBIJANBHICTHO «APEHCIA EKCMN/IOPATOPI MEICIH>,
BiAAiN KNiHIYHUX AocnigkeHb MeanyHoro LeHTpy, M. Kuie

3. «OujHka kombiHaLii 6eMHidhocoyBip-py3acBip (BEM/RZR) y nopiBHAHHI 3 KOMbGiHauielo codpocbysip-
Bennataceip (SOF/VEL) pans nikyBaHHA XPOHIYHOT iHdekuii Bipycy renatuty C (BIC) y pamkax
paHAoMi30BaHOro, KOHTPONbOBAHOrO, BiAKPUTOrO AOCAIMKEHHSA dhasn 3», kog aocnigkeHHs AT-01B-008,
Bepcis 3.0, Monpaska 2, OCTATOYHA, 08 BepecHs 2025 poky, cnoHcop - ATea dapmacbtoTikans, IHk., CLUA
[Atea Pharmaceuticals, Inc.], USA

®a3za - Il

3asaBHuK - TOB «APEHCIA EKCIMIOPATOPI MEAICIH», YkpaiHa

No M.1.b. BignosigansHoOro gocnigHuka

n/n HasBa micus npoBeAeHHs KNiHIYHOIro BUNPOGYBaHHS

1. | nikap fob6psHcbka M.A.

TOBAPVCTBO 3 OBEMEXXEHOIO BIAMOBIJANBHICTHO «APEHCIA EKCM/IOPATOPI MEAICIH»,
BiAAiN KNiHiYHMX gocnimkeHb MeanyHoro ueHTpy, M. Kuis

2. | nikap Teeppoxni6 J1.€.

TOBAPVCTBO 3 OBEMEXXEHOIO BIAMOBIAANBHICTHO «APEHCIA EKCM/IOPATOPI MEAICIH»,
BiAAINEHHS1 HOBITHIX TEXHOMOrIN MeANYHOro LeHTPY, M. IBaHO-PpaHKiBCbK

4. bpouwypa gocnigHnka CNTO01959 (guselkumab), BugaHHa 18 Big 17.12.2025 p. oo npoTOKONy
KNiHiYHOro pocnimkeHHs «PaHAomizoBaHe, GaraTtoueHTpoBe, MoAgiiHe chine, niaue60-KOHTPONbOBaHe
KNiHiYHe pocnimpkeHHs 2b / 3 ha3n B napanenbHux rpynax A8 OUiHKM edeKTMBHOCTI Ta 6e3neyHoCTi
rycefnibKymaly B MauieHTIB i3 cepefHbOro CTYNEeHI TSHKKOCTI Ta TSHKKUM aKTUBHUM HecneuudivyHum



BMPAa3KOBMM KONITOM», koA, focnimkeHHss CNTO1959UCO03001, 3 nonpaskoto 4 Big 27.08.2024 p.; cnoHcop -
«AHCCEH ®APMALIEBTUKA HB», Benbris
3asBHuK - « AHCCEH ®APMALIEBTVIKA HB», benbris

5. OHOoBNeHuii NPOTOKON KniHiuHOro Bunpo6ysaHHA ID-064A301, ciHanbHa Bepcis 3 Big 24 yepBHA
2025 p.; OHOBEeHWIT NPOTOKON KiiHiuHOro BunpoGyBaHHA ID-064A301, chiHanbHa Bepcia 4 Big
13 cepnHsa 2025 p.; 3miHa cnoHcopa 3 ldorsia Pharmaceuticals Ltd, Switzerland Ha VIATRIS Innovation
GmbH, Switzerland; Bpowypa gocnigHuka Ha gocnigxyBaHuii nikapcbkuii 3acié Cenerimod, Bepcis
16 Big, cepnHa 2025 p., aHrniicbKoo MoBOLO; IHhopmauliiHMii NNCT yyacHuka i popma iHpopmoBaHoOI
3rogn, agantoBaHa s YKpaiHu Bepcia 2.0 Big 04 BepecHA 2025 p., aHINiNCbKOO, YKPAIHCHKOIO Ta
pociiicbkolo moBamu; IHthopmauiiiHuii nMcT ydyacHuka Ta doopma iHhopmoBaHOI 3roau A/1S XiHOK, AKi
3aBariTHiNW nig Yyac AocnimpxeHHA, aganToBaHa ANA YKpaiHu Bepcia 2.0 Big 04 BepecHa 2025 p.,
aHrNifcbKo, YKPATHCHKOIO Ta pociiicbKolo MoBamu; IHopmaLiiiHuiA nuct Ta popma iHhopmoBaHOi
3roau Ha 36ip gaHUX LWoAo BariTHOCTI Ta MOJIOriB Y XiHKWU, NapTHep SIKOT 6epe yyacTb B AOC/iAKEHHI,
apanTtoBaHa Ans YKpaiHu Bepcia 2.0 Big 04 BepecHs 2025 p., aHrNiiicbKol, YKpPalHCbKOK Ta
pociiicbkolo MoBamu; |HpopmauiiiHMii NUMCT yyacHuka Ta copma iHpopmoBaHOI 3roau Ans
npoBefeHHs1 AOCNiMKEHHS Ha HaABHICTb Bipycy imyHoaediuuty nioguHu (BI1), apantoBaHa Aansa
YkpaiHu Bepcis 2.0 Big 04 BepecHs 2025 p., aHIMINCbKOIO, YKPATHCLKOIO Ta POCi/iCbKOIO MOBamu;
IHbopMmauiiHuii nuct y4yacHuka Ta popma iHPOpMOBaHOI 3roau AN 360py A[OJATKOBUX (3a
GaxaHHAM) 3pas3KiB KpOBi, aganToBaHa a1 YKpaiHu Bepcia 2.0 Big 04 BepecHsi 2025 p., aHrniicbKoto,
YKpaiHCbKOIO Ta pociicbkoto moBamu; IHhopmauiiiHuii nMCT yyacHuKa Ta hopma iHthopMoBaHOi 3roamn
ANA HeOGOB’A3KOBOIro BUMKOPUCTAHHA AaHUX i 3pasKiB oA A0[aTKOBUX aHaisiB, agantoBaHa AN
YkpaiHu Bepcis 2.0 Big 04 BepecHsi 2025 p., aHIMINCbLKOIO, YKPATHCLKOIO Ta POCiliCbKO MOBamu;
IHpopmauiiiHuii NMcToK Ta chopma iHPpopmMOBaHOI 3rogn ANA OTPUMAaHHSA BiAWKOAYBaHHSA, WO AOro
cnnavyyBatume Komnadis Scout Clinical, agantoBaHa ans YkpaiHu Bepcia 2.0 Big 11 nucronaga
2025 p., aHrNilicbKol, yKpaiHCbLKOW Ta pocilicbkolo MoBamu; KapTka YuacHuka KniHiduHOro
AocnipkeHHsa, Bepcia gna YkpaiHm 2.0 Big 02 BepecHs 2025, aHrMiicbKOK, YKpPAiHCbKOK Ta
pociiicbkolo moBamu; Bpouwypa wopo nocnyr Big Scout Clinical, Bepcia 2.0 Big 31 xoBTHA 2025,
aHrnifcbKo, YKpPaiHCbKOIO Ta pociiicbKolo moBamu; [locbe [OCAiAKYBAHOro NiKapcbKoro 3acooy
Cenerimod - skictb, Bepcisa 2.1 Big 01 XOoBTHA 2025 p., aHMIACbLKOIO MOBOIO; 3pPa3oK eTUKETOK
AocnigkyBaHoro nikapcbkoro 3aco6y Cenerimod a60 BignosigHoro nnaue6o, Bepcis 2 Big 01 rpyaHA
2025p., YKpaiHCbKOK Ta poCificbkolo MoBamMu; 3MiHA HasBM Micub MPOBEAEHHA KiHIYHOro
BUNPOGYBaHHA A0 NPOTOKO/Y KNiHIYHOro AocnimkeHHA «dasa 3, 6araToleHTpoBe, paHAoMi30BaHe, No/BIliHO
3acninneHe, nnayebo- KOHTPO/bOBaHE, B MapanesibHUX rpynax AOCNimKeHHs ANs OuiHkM eddeKTUBHOCTI,
6e3nekn Ta nepeHocumocTi LieHepumopg y A0pocC/nX NauieHTiB 3 CUCTEMHMM Y4epBOHMM BoBYakom (CYB)
cepeaHbOro Ta TSXKKOro cTyneHs Ha ooHi 6a30Boi Tepanii», ko gocnigpxkeHHs ID-064A301, dhiHasibHa Bepcis 2
Big 04 rpynHa 2023 p.; cnoHcop - ldorsia Pharmaceuticals Ltd, Switzerland

3asBHuK - TOB «CaHaKric», YkpaiHa

BYNO

CTANIO

O.M.H., npodp. MHnnopnéos A.M.

MeauuHuii UeHTPp ToBapucTBa 3 OGMEXEHOIO
BignoBiganbHIiCTIO «IHCTUTYT peBMaTonorii»,
BiAAiN KNiHiYHMX gocnimkeHb Nel, m. Kuis

O.M.H., npod. MHunnopnéos A.M.

ToBapucTBO 3 OOMEXEeHOK BignoBiganbHICTIO
«lHCTUTYT peBMaToONorii», MeAUUHUI LEHTPp,
BiAAiN KNiHiYHMX aocnigkeHb Nel, m. Kuis

O.M.H., npod. Yonsk B.B.

KomyHanbHe  HekomepuiliHe  NigNPUEMCTBO
NbBiBCLKOT 06M1acHOI pagu «/IbBiBCbKa o61acHa
KNiHiYHa nikapHA», peBMaTos10rivuHe BigaineHHs,
NbBiBCbKUiA HauioHaIbHWIA MeauUYHUIA
YHiBepcuTeT iMeHi JaHuna Manuybkoro, kaceapa
KNiHiYHOT iMyHoNOriT Ta aneprosorii, M. /IbBiB

O.M.H., npod. Yonsik B.B.

YHiBepcuteTcbka nikapHsa
HeKoMmepuiiiHoro nignpuemctBa «J1bBiBCbKUii
HauioOHa/1bHUN MeguUHuii YHiBepcurter
iMeHi [faHuna anuubKoro», peBMaTosoriuHe
BiaAineHHa kamnycy imeHi Map’aHa MaHunwuHa,

A€pPXXaBHOTO

AepxaBHe HeKoMepLiliHe niagnpuemMcTBo
«JIbBiBCbKWii HauioHaNIbHUIA MeAUUHUIA
yHiBepcuTeT imMeHi JaHuna [anuubKoro»,
Katbegpa KniHiYHOT iMyHOnOrii  Ta anepronorii,

M. /IbBiB

6. OHOBNEHUI NPOTOKOJ KiiHiYHOro gocnigkeHHa CONE-02, Bepcia 6.0 Big 02 nunHa 2025 poky,
aHrNincbKo MOBOIO; MoAoOBXEHHA TPUBAIOCTI K/IHIYHOrO AOCNIMKEHHA B YKpaiHi Ao 31 rpyaHsa
2027 poKy; OHOoBneHe [locb€ [OCNiAKyBaHOro nikapcbKoro 3aco6y, BugaHHsa 05 Big 10 nuctonaga
2025 poky, aHrniiicbkolo moBoto; MoaoBXeHHA TepmiHy npupgaTHocTi A/13 OCTA C1-INH 500 MO
3 36 micsAuiB go 48 wmicsauis; IHhopmauiiiHuii NNcTOK i hopma iH(hopmMoBaHOi 3rogu ans [OpPocInx
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naujieHTiB, Bepcia gna Ykpainm 3.0 Big 17 nuctonaga 2025 poky, yKkpaiHCbKOo MOBO10; IHthopmauiiiHuii
nvcTok i popma 3roam ans giteii Bikom 2-5 pokiB, Bepcis ana Ykpaidu 3.0 Big 17 nuctonaga 2025 poky,
YKpaiHCbKOIO MOBOO; IHchopmaLiiiHuii nncToK i hopma 3rogu ans aiteii Bikom 6-11 pokis, Bepcis ans
Ykpainu 3.0 Big 17 nuctonaga 2025 poky, ykpaiHCbKOI MOBOIO; IHchopmauiiiHuii nucTok i oopma 3rogu
AnAa piteii Bikom 12-14 pokiB, Bepcia gna YkpaiHu 3.0 Big 17 nuctonapga 2025 poKy, YKpaiHCbKOIO
MoBOI0; IHhopmaviiiHMii nucToK i chopma 3roam ans giteii Bikom 15-17 pokis, Bepcia ans Ykpaidu 3.0
Big 17 nuctonaga 2025 poKy, yKpaiHCbKOI0 MOBOIO; IHhopmauiiiHnii nuctok i popma iHchopmoBaHoOi
3roau GartbKiB, Bepcia gna Ykpaidm 3.0 Big 17 nuctonaga 2025 poKy, yKpaiHCbKOO MOBOIO; Popma
3rogn BariTHOI MapTHEPKUM Ha HapaHHsA iHdopmauil, Bepcia gna YkpaiHm 3.0 Big 17 nucronapga
2025 poKy, yKpaiHCbKOolo MoBot; CONE-02 LllogeHHMK nauieHTa 3 IHCTpyKuismu, Bepcia 2.0 Big
14 nuctonaga 2025 poky, yKpaiHCbKOI0 MOBOI0; MoBigOMIEHI NawieHTOM pe3ynbTaTtu - IHCTPyKLUia ansa
nauieHTa/6aTbKiB/3aKOHHOrO oOnikyHa, Bepcia 2.0, diHanbHa, Big 14 nuctonaga 2025 poky,
YKpaiHCbKOI0 MOBOIO; LLKana OuiHKM noserweHHs cUMMNTOMIB - [eTanbHa iHCTPYKUiA, Bepcia 2.0,
thiHanbHa, Big 14 nuctonaga 2025 poky, yKpailHCbKO MoBor; CONE-02, SRRS IHCcTpyKuUia ansa
AnTadoi nonynsuii, Bepcia 1.0 Big, 21 ciuHA 2025 poky, dhiHanbHa, yKkpaiHCbKoto MoBoto; CONE-02 Jiuct
[0 NiKapa 3araJibHOI NpPakTUku, piHanbHa Bepcia 2.0 Big 31 oBTHA 2025 poky, YKpPAIHCLKOI0 MOBOIO;
3miHa micus npoBefeHHA KNiHIYHOrO AOC/iMKEHHS B YKpaiHi 40 NPOTOKO/Y K/HIYHOIo AOCNILKEHHSA
«lpocnekTnBHe, 6araToLeHTpoBe, paH40Mi30BaHe, NoAgiliHe cnine, niaue60-KOHTPONbOBaHE AOC/TAXKEHHS 3
napanensHuMu rpynamv asm 3 onsa ouiHKM eqpeKkTUBHOCTI Ta 6e3neYHOCTi BHYTPILHLOBEHHOIO BBEEHHSA
KOHUEHTpaTy iHriGitopa Cl-ectepasu (C1 INH), BuaineHoro 3 noackbkoi naasmm, B yHaCHUKIB i3 BPOAKEHOH)
HegocTaTHicTio C1-INH ansa nikyBaHHA Ta AgonpoueaypHOi NpoduinakTUKM rocTpux HanagiB CcnagkoBoOro
aHrioHEBPOTMYHOrO HabpsKy», koA aocnimkeHHs CONE-02, Bepcisa 5.0 Big 11 rpyaHsa 2023 poky; CnoHcop -
«OkTathapma PapmaveBTvka MpoaykTioHcl'ec M.6.X» (Octapharma Pharmazeutika Produktionsges.m.b.H.),
ABCTpiA

3adaBHuK - TOB «lNpem’ep Pecepy YkpaiHa»

BYNO

CTANO

nikap Casyak I.41.

KoMyHanbHe HeKomepuiiiHe nignpuemMcTBO
NbBiBCbKOT o6nacHoi paau
«3axigHOyKpaiHCbKNiA cneuianizoBaHuin
BUTAYNA  MeAWUHWIT  UeHTp», negiaTpuyHe
BigaineHHa, M. JlbeiB

Nikap CaBuak |.A.

KomyHanbHe  HekomepuiliHe  nignpuemMcTBoO
NbBiBCbKOI 06nacHOi pagu «KniHiuHWiI UeHTp
OAUTAYOI MeAULMHU», CTPYKTYPHUA nigpospain
«3axigHOYKpaiHCbKUIA cnewliani3oBaHnii LEHTP»,
KniHika guta4yoi imyHonorii Ta peBmarosorii 3i

cTauioHapoMm cneuiasiizoBaHol negiartpii, M. /1bBiB

7. 3MiHa Ha3BM MicUb NMPOBEeAEHHSA K/iHIYHOro BUMNPOGYBaHHA [0 NPOTOKO/Y KAiHIMHOTO AOCAIAKEHHS
«baraToueHTpoBe, paHAoMi30BaHe, NoABiHe cnine, nnauebo-KOHTposiboBaHe AocnimkeHHs dasn b ans
OUiHKN edheKTUBHOCTI Ta 6esnedHocTi npenapaty OKpenisymad y [AOpPOCAUX MauieHTIB 3 NEepBUHHO-
nporpecytymMmM po3cistHUM CKepo3om», kog, aocnigpkeHHs WA40404, sepcis 6 Big 04 nunHs 2024 p.; cnoHcop
- ®. XodhdpmaHH-N1 Pow i, Weeiiyapia (F. Hoffmann-La Roche Ltd, Switzerland)

3asBHuK - TOBAPVCTBO 3 OBEMEXXEHOHRO BIAMNOBIAANBHICTHO «MiMi4i FOKPEH>, YKpaiHa

BYNO
O.M.H., npodp. Herpuy T.I.
KomyHanbHe HekomepuiliHe nignpuemcTBO
JlbBiBCbKOT 06n1acHOi pagn «/IbBiBCbKa o6/1acHa
KNiHiYHa nikapHA», HeBpoOJIOriyHe BiAAINEHHS,
M. JIbBiB, CMT. Benukuii JIlo6iHb

CTANO

O.M.H., npodh. Herpuy T.I.

YHiBepcuteTCbKa nikapHa
HekomepuiliHoro nignpuemMcTBa «/IbBiBCbKWWA
HaLiOHaJIbHUIA MeLNYHUIA yHiBepcuTteT
imeHi JaHnna FanuubKoro», KiiHika HeBponoril
Ta HeWpoxipyprii, HeBponoriuHe BigAiNneHHsA
Kamnycy imeHi Map’aHa MNaHuuwmnHa, JepxxaBHe
HeKoMmepuiiiHe nignpnemMcTBo  «/IbBiBCbKWUiA

JAepXaBHOTO

HauioHaNbHUIA MeANYHUIA yHiBepcutet
iMeHi AaHuna FrannuybKoro», Kkacegpa
HeBposorii, M. J/IbBiB

3aB. Bif. CaHoubkuii H.€. K.pinoc.H. CaHoupbkuii F.€.

KomyHanbHe  HekomepLuiliHe nignpuemcTBO | YHiBepcuteTcbKka nikapHsA OepXXaBHOro

NbBiBCLKOT 06n1acHOi pagu «/IbBiBCbKa o6/1acHa
KNiHiYHa nikapHA», HeBpoOJIOriyHe BiAAINIEHHS,
M. JIbBIB

HekoMepuiliHoro nignpuemctBa «/lbBiBCbKUii
HaLjioHanbHWiA MeAUYHUIA yHiBepcuTeT
imMeHi JaHuna FanuubKoro», KjiHika HeBponoril
Ta HeWpoxipyprii, HeBpoOsOriuHe BigAiNeHHA
Kamnycy imeHi Map’aHa NaHuynwunHa, M. /1bBiB




8. Bpouuypa gocnigHuka (neméponizymad), BugaHHA 26 Big, 28 )xoBTHA 2025 p., aHrNificbKOO MOBOIO 10
NPOTOKOY KAiHIYHOTO AocnimkeHHs «PaHaomizoBaHe NoABiliHe ciine AocnigXeHHs dpa3mn 3 eHkopadeHidy Ta
6iHiMeTiHIBY B MoeAHaHHi 3 nembposiisymabomM y NopiBHAHHI A0 niauebo B NoeAHaHHI 3 nemoponizymabom y
nawieHTiB i3 mMeTacTtaTMyHO abo HeonepabenbHOK MICLEBO MOLIMPEHOK MeslaHOMOK, MO3UTUBHOK [0
myTauin BRAF V600E/K», kog pocnigkeHHss C4221016, octaToyHa Bepcisi npoTokony, MonpasBka 5 Big
09 xoBTHS 2023 poky; cnoHcop - Mdyaiizep IHk., CLUA

3anBHuK - Mdpansep IHk., CLUA

9. 306iNblueHHA 3anJjlaHOBAHOI KiNIbKOCTIi CYG’€KTIB AOCNIMKEHHA A1 BK/IOYEHHA Y KiiHiuHe
BUNPOOYBaHHSA B YKpaiHi 3 162 A0 212 yyacHUKIB A0 NPOTOKONY KNiHIYHOTO AOoCNigkeHHs «PaHgomizoBaHe
BikpuTe OGaratoueHTpoBe pgocnimpkeHHsa Il chasu, Wwo nposBoguTbCsA 3a41s [OBEAEHHS He MEHLLOT
eekTVBHOCTI, a TakoX OLIHKW dhapMakoKiHeTUUYHUX i hapMakognHaMiYHUX napameTpiB, 6e3neyHocCTi,
pagioNoriyHnX i KiHiYHNX edyekTiB yoniTykcumMaoy A1 NigWKipHOro BBeAEHHS MOPIBHAHO 3 y61iTyKCMMabom
0N BHYTPILUHBOBEHHOrO BBEAEHHA B MapasiefibHUX rpynax nauieHTiB i3 PO3CIAHUM CK/1epo30M», Ko
pocnipkeHHa TG1101-RMS-SC301, pepakuia 3.0 Big 08 BepecHs 2025 p.; cnoHcop - «Tikn Tepan'toTikc,
IHK.» [TG Therapeutics, Inc.], CLUA

3asBHNK - TOBAPUCTBO 3 OBEMEXEHOIO BIAMOBIAANBHICTIO «IMl EC AN-YKPAIHA»

10. 3miHa BignoBiganbHOro AocnigHUKa B Micli npoBeAeHHA BUNPOOYBaHHA Ta 3MiHA Ha3BU MicuA
npoBefeHHs BUMPOOYBaHHA [0 MNPOTOKOMY KNiHIYHOIO AoCnimkKeHHs «PaHaomizoBaHe, noAgiitHe chine
pocnimpkeHHs asn 3 Ans OUiHKM XimioTepanii npenapaTtaMy Ha OCHOBI NJIaTUHKU Y KOMOBiHaLii 3 npenapaTtomM
INCMGAO00012 a6o 6e3 HbOro B SIKOCTi Tepanii nepLloi AiHil npu mMeTactatMd4HOMY MNIOCKOKAITUHHOMY i
HENI0CKOKMITUHHOMY HeApPiOHOKNITUHHOMY paky nereHie (POD1UM-304)», kog gocnigpkeHHs INCMGA 0012-
304, Bepcis 4 3 iHKoprnopoBaHOoo nonpaskoto 3 Bif 18 )oBTHA 2022 poky; cnoHcop - Incyte Corporation, United
States

3asBHYK - MignpueMcTBo 3 100% iHo3eMHol iHBecTuLjeto «ANKHOBIA PAC YkpaiHa»

BYJO CTANO
nikap Kynso6a A.M. K.M.H. MaweBcbka O.B.
MeguuHuiA UEeHTP ToBapucTBa 3 OGMEXeHOK | ToBapuCTBO 3 OGMEXEHOK BiAMOBiIfaNLHICTIO
BiANOBigaNnbHICTIO «ACKNENioH», cTauioHapHUA | «ACKIEeNiOH», TepaneBTUYHUIA nigpospain
nigpospgin, Kniscbka 06., KneBo-CBATOWMUHCEKMIA | MeguuHOro ueHTpy, KuiBcbka 065., KueBo-
p-H, €. XoaociBka CBSATOLUMHCBKNIA palioH, €. XoaociBka

11. /luct-yTOuHEHHA A0 npoTokony Big 10 rpygHa 2025 pokKy, aHrniicbkow MoBoKo; Mepeknag
YKpaiHCbKOI0 MOBOIO Bif 23 rpygHa 2025 poKy Jlucta-yTOUHEHHA A0 NpoToKony Big 10 rpyaHs
2025 poky; IHhopmauiiiHuii GloneTeHb AN MeAUYHUX MpauiBHUKIB, 28 nucTonaga 2025 poky [V01
UKR(uk)], ykpaiHcbKoo MoBoOIo; Bpouypa ana nauieHta, 28 nuctonaga 2025 poky [VO1 UKR(uk)],
YKpalHCbLKOI0 MOBOI; KapTka KOHTaKkTHOi iHcopmauil nauieHTa ANA eKCTpeHuX Bunagkis,
28 nuctonaga 2025 poky [VO1 UKR(uk)], ykpaiHcbkolo MoBolo; Mnakat gnAa nauieHTa, 28 nucronaga
2025 poky [VO01 UKR(uk)], ykpaiHCbKOO MOBOO; MOCIOGHUK i3 focnimKeHHs ANnA nauieHTta, 12 ciuHA
2026 poky [V01 UKR(uk)], ykpaiHCbKOIO MOBOIO; JIUCT A0 NiKaps WoAO0 HanpaBneHHA NauieHTIB,
14 ciuHsa 2026 poky [V01 UKR(uk)01], ykpaiHCcbKoto MmoBoto; Cnavigu 3 iHchopmaui€to npo gocnigpKeHHs,
28 nuctonaga 2025poky [V01 UKR(uk)], ykpaiHCbKOI0 MOBOIO; Bpoluypa npo kniHi4uHi BUNpoG6yBaHHA,
24 nuctonaga 2025 poky [V01 UKR(uk)], yKkpaiHCbKOO MOBOI; Onuc npepmeTiB sl yYaCHUKIB
pocnipkeHHs, Bepcifa 01 Big, 23 ciuHA 2026 poKy, nepeknag, yKpaiHCbKO MOBOIO 28 ciuHsA 2026 poKy;
BK/IIOYEHHA [04aTKOBUX MiCUb MPOBeAEHHA BUNPOOYBAHHA [0 MPOTOKOMY KNIHIYHOTO AO0C/IAKEHHS
«PaHgomizoBaHe, noagiiHe cnine, 6aratoueHTpoBe, Nnayeb0o-KOHTPOIbOBaHE A0CIAKEHHS ddasn 3 3 OLjiHKM
openadépyTuHIOY B KOMOGiHaLii 3 puTykcuMabom Ta 6eHgamycTuHoM (BP) B NOpiBHAHHI 3 NikyBaHHAM BP y
NayieHTIB i3 MaHTIHOKNITUHHOK NiMdhomoto (MKJT), siki paHille He OTpUMYBasIv NiKyBaHHS», KOA, AOCiIKEHHS
ICP-CL-00128, Bepcisa 4.0 Big 06 nuctonaga 2025 poky; cnoHcop - InnoCare Pharma Inc., USA

3asBHYK - MignpueMcTBo 3 100% iHo3eMHol iHBecTuLjelo «ANKHOBIA PAC YkpaiHa»

Ne M.1.6. BignoBigasibHOro AocnigHKa

n/n HaszBa micusa npoBeAeHHs KNiHIYHOro BUNpobyBaHHS

1. | nikap CimoHoBa M.I.

KomyHasibHe HekomepuiiHe nignpremcTBO JIbBIBCbKOI 06/1aCHOT paan «JIbBIBCbKWIA OHKOMOTiIYHWI
perioHaNbHUIA NiKyBasTbHO-A4JarHOCTUYHWIA LEHTP», BigAifIEHHA OHKOremMaTosorii Ta AjarHOCTUYHO-
NiKyBaNbHOI po60TK, M. JIbBIB

2. | 3aB. Big. MenibHUK Y.I.




KoMyHasibHe HekoMepuiiHe nignpnemMcTBo «KuiBCbka MiCbKa KAiHiYHa nikapHs Ne7», BUKOHaBYOro
opraHy KuiBcbKoi Micbkoi pagn (KMIBCbKOI MiCbKOl AepxaBHOT aaMiHicTpauil), dinia Ne2,
remarosioriyHe BiggineHHa Nel, m. Kvis

3. K.M.H. ¥pcon .M.

MpuBaTHe NiANPUEMCTBO NpuBaTHa BUPOOHMYA doipma «ALMHYC», JliKyBaslbHO-AiarHOCTUYHWIA
LeHTp, M. KponvBHULbKNMI

4. K.M.H., 3a@B. Bif. [nywko H.J1.

KomyHanbHe HekomepuiiiHe nignpuemctBo «O6sacHa KAiHiYHA fikapHA  1BaHO-®paHKiBCbKOT
obnacHoi pagn», remartosoriyHe BigaisieHHs, M. IBaHO-PpaHKIBCbK

5. | 3aB. BiggineHHAM MenbHuuyk H.M.

KomyHasibHe HekomepUiiHe MiANPUEMCTBO «IMOAiINbCLKNIA PEFIOHATbHWIA LIEHTP OHKOOTiT BIHHMLbKOT
006/1aCHOI paan», BiaAiNeHHs] OHKOremMartosorii, M. BiHHMUSA

6. | O.M.H., npod., 3aB. BiA. Adrins I.C.

[epxaBHa ycTaHOBa «HauioHa/bHUIA HayKOBWiIA LIEHTP pagiauiiiHoi MeauumHu, remartonorii tTa
OHKosorii HauioHanbHOT akagemii MeanyHuX Hayk YKpaiHu», BigaineHHs pagiauiiiHoi remaTonorii,
BiAAINEHHs pagiauiiHol OHKOremartonorii Ta TpaHchnnaHTauii cToBOYpOBMX KAITUH  Bigainy
remMaToorii Ta TPaHCNAaHTONOrIT IHCTUTYTY KAiHIYHOT pagionorii, M. Kuis

7. | 3aB. Big. PextmaH I'.b.

KomyHanbHe HekomepujiiHe MianpreEMCTBO «XMeJlbHULbKa obnacHa JfikapHsa» XMeslbHULbKOT
06n1acHoi pagu, BiadiNeHHA rematonorii, M. XMenbHULIbKWiA

12. BknoveHHA J0AATKOBOro MicLil NPoBeAEeHHA BUNPOGOYBaHHA 40 NPOTOKONY KIHIYHOIO AOCAIAKEHHS
«OnopHe, 6araToLeHTPOBE, paHA4OMI30BaHe, NoAgiiHe crine, nnaue60-KOHTPOIbOBaHE AOCAIMHKEHHS dhasm
2/3 3 apganTMBHMM AM3aHOM /15 MOPIBHSAHHA L-aHHamiyuHy [nsa iH'eKuil y KoMOGiHauii 3 iH'eKuisiMm
yMTapabiHy Ta nnauebo B KombiHaUT 3 iH'eKLissMU LMTapabiHy B SKOCTI Tepanii Apyroi AiHil gns iHayKuii pemicit
y [OPOCNUX NaUiEHTIB 3 pedpakTepHUM/PELMANBYIOHAM TOCTPUM MIENOTAHMM NENKO30M», KOA, BOCAIIKEHHS
MB-108, sepcisi 10 Big 24 nuctonaga 2025 poky; cnoHcop - MonekyniH biotex, IHk. (MBI), CLLA/ Moleculin
Biotech, Inc. (MBI), USA

3asaBHUK - TOB «APEHCIA EKCIJTOPATOPI MEAICIH», YkpaiHa

No M.1.6. BignoBigasbHOro gocnigHvka

n/n HasBa Micus NpoBeAeHHSA K/iHIYHOro BUNPOOYBaHHS

1. | KM.H. Fnywko H.J1.

TOBAPVCTBO 3 OBMEXXEHOHO BIANOBIAANBHICTIO «APEHCIA EKCMNOPATOPI MEAICIH»,
BiAAINIEHHS HOBITHIX TEXHOJ/I0TIN MeANYHOTO LeHTPY, M. IBaHO-PpaHKiBCbK

13. 36inbleHHA KiNbKOCTI NauieHTiB B YKpaiHi 3 20 go 40 ocié A0 NPOTOKOY KNiHIYHOIO A0C/iAKEeHHS
«BbaraToueHTpoBe, 3 NepLIMM 3aCTOCyBaHHAM npenapaTty Yy JAMHN gocnimxkeHHs I/lla has3n 3 nigBULLLEHHAM
Ta ONTMMI3aLiel0 [O3YBaHHSA 4715 OUiHKM 6e3neYHOCTi, MePeHOCMMOCTi, (hapMakoKiHETUKMA Ta ehekTUBHOCTI
KoH'toraty aHTuTifia o NaPi2b 3 nikapceknm 3aco6om TUB-040 y nauieHTiB 3 pe3MCTEHTHMM 40 npenaparis
nnatnHn pakom sieyHukiBe (PTIPA) BMCOKOro cTyneHsi 3710sKiCHOCTI abo peumamBytodoo/pedpakTepHoOro
a[leHOKapUMHOMOK — HeApPIbHOKNITUHHMM pakoMm nereHb (HOKPJ/1) (NAPISTAR 1-01)», koa AOCNimAXEHHS
NAPISTAR 1-01, rno6anbHa Bepcis 3.0 Big 22 BepecHsi 2025 poky; cnoHcop - Tybynic Tm6X, HimeuunHa /
Tubulis GmbH, Germany

3asaBHuK - TOB «<APEHCIA EKCIMIOPATOPI MEAICIH», YkpaiHa

14. IHchbopmauis Ana ydacHuUKa pocnigkeHHs Ta dopma iH(hopmoBaHOI 3rogn Ha y4acTb B OCHOBHOMY
pocnipkeHHi, ana Ykpainu, Bepcisa 2.0 Big 04 notoro 2026 poky, Ha OCHOBI MalicTep-Bepcii OCHOBHOI
®dopmu iHhopmoBaHoi 3roaun, Bepcia 3.0 Big 30 ciuHA 2026 poOKy, aHIMIACBKOI Ta YKpPaiHCbKO
MOBaMu [0 NPOTOKO/Y K/IHIYHOrO AOChifpKeHHs «Bigkpute, 6araTtoueHTpoBe AOCAimpKeHHs ¢asm 1 3
eckanauielo 403, WO NPOBOAUTLCA 3 METOK OUiHKM 6e3neyHOCTi, NepeHOCUMOCTI, (hapMakoKiHETMKN,
chapmakoanHamiku i nonepeaHboT OLIHKM edDEKTMBHOCTI AOCiAKyBaHOro npenapaty EXS73565 B yuacHuKIB 3
peunanBytouMMn abo pedpakTePHUMU B-KMNITUHHUMMK 3M10SKICHAMW HOBOYTBOPEHHAMW», KOA, AOCAIAKEHHS
EXS73565-001, Bepcis 2.0 Big 08 cepnHa 2025 poky; cnoHcop - «EkccarieHwa Ei-Aid ITg», WoTnaHgis
(CnonyyeHe KoponiBcTBo) (AO4ipHS KOMNaHis, WO 3HAXOAMUTbCA Y MOBHIN BNACHOCTI KomnaHii «PikeplueH
PapmacbloTikans, IHk.») / Exscientia Al Ltd, Scotland (United Kingdom) (a wholly owned subsidiary of
Recursion Pharmaceuticals, Inc.)

3asaBHuK - TOB «APEHCIA EKCIMIOPATOPI MEAICIH», YkpaiHa



15. OHoBneHuit npotokos RT51KRI03, Bepcia 7.0 Big 01 BepecHA 2025 poKy [0 NPOTOKO/Y KAiHIYHOTO
pocnipkeHHa «MixHapoaHe, 6araToLeHTpoBe, BigkpuTe AocnimKeHHA dha3n 3 3 O4HIE rpynoto A8 OLiHKA
eheKkTUBHOCTI Ta 6e3ne4HOCTi pagOTUHIOGY B NALEHTIB i3 Ph-NO3UTUBHUM XPOHIYHUM MIEOTAHWUM N1EKO30M Y
XPOHIYHIA (pasi, B AKMX nonepegHs Tepanis iHribitopamMn TUPO3UHKIHA3M, BKIKYHO 3 iMaTuHi6om, Byna
HeehekTNBHOI UM BUKNUKAIA HENepPeHOCUMICTb», kog, aocnimpkeHHss RT51KRI03, sepcia 6.0 Big 22 nwoToro
2022 poky; crnoHcop - IL-YANG PHARM. Co., Ltd., Kopes

3anBHuK - MignpuemcTso 3 100% iHo3eMHol iHBecTuLjeto «AVK'IOBIA PAC YkpaiHa»

16. OHoBneHuii MpoToKon KhiHiuHOro paocnimkeHHsa BJT-778-301, Bepcia 4.0 Big 02 rpypgHA
2025 pokKy, aHrnificbkol MOBOLO; Bpouwypa gocnigHuka Bpenosityr (Brelovitug), BugaHHa 4 Bipf,
04 rpyaHsa 2025 poKy, aHrnificbkoo MoBoto; IHhopmauiiiHuii NMcToK yuacHuka/®opma 3rogu, OCHOBHe
pocnipxeHHs, Bepcia 3.0 Big 15 rpyaHsa 2025 poky, Ans YKpaiHu, Ha OCHOBI IN1o6anbHOI Mmalictep-Bepcil
IHchbopmauiiiHoro nuctka yuacHuka/®opmu srogu, Bepcis 4.0 Big 02 rpyaHa 2025 poky, aHI1iACbKOLO Ta
YKpalHCbKOI0 MOBaMu [0 NPOTOKO/Y K/IHIYHOrO AOCNiAXeHHSA «InobasbHe, paH4oMi30BaHe, BiAKpuUTe,
6araToLeHTpoBe AocnimkeHHs hasum 2b/3, wo ouiHoe BIT-778 y NOpiBHAHHI i3 BiAkIaAeHOW Tepanielo Ans
NiKyBaHHA XpoHiyHoro renatuty [enbta (AZURE-1)», kop pocnigpxkeHHs BJT-778-301, sepcia 3.0 Big,
26 yepBHSA 2025 poky; cnoHcop - bnogxeid TepanbtoTike, IHK., CLUA / Bluejay Therapeutics, Inc., USA
3anBHuK - TOB «APEHCIA EKCIMN/IOPATOPI MEAICIH», YkpaiHa



