Jopartok 1

«Mepenik cyTTEBMX MONpaBOK A0 MPOTOKONIB K/iHIYHUX BUNPOOYBaHb, PO3I/IAHYTUX Ha 3acifiaHHi
HTP N205 Big 05.02.2026, Ha siKi 6yN11 oTPpUMaHi NO3UTUBHI BUCHOBKU €KCNepTiB.»

1. OHoBNEeHWi NPOTOKOA KiiHIYHOro Bunpo6yBaHHA [D-064A302, diHanbHa Bepcia 4 Big
13 cepnHsa 2025 p.; OHOBIEHWIT NPOTOKON KAiHIYHOro BunpooysaHHsA ID-064A302, dhiHanbHa Bepcis 3
Big 03 nunHa 2025 p.; 3miHa cnoHcopa 3 Ildorsia Pharmaceuticals Ltd, Switzerland Ha VIATRIS
Innovation GmbH, Switzerland; Bpowypa pgocnigHuka Ha A[ochigKyBaHWUN NiKapCbKUA 3acio
Cenerimod, Bepcisa 16 Big cepnHa 2025 p, aHrNiicbKo MOBOIO; IH(hopMaLiiHMA NUCT yyacHUKA i
¢hopma iHcpopMmoBaHOi 3roau, aganToBaHa AnA YKpaiHu Bepcia 2.0 Big 04 BepecHa 2025 p.,
aHrNiNcbKol, YKPAlHCLKOK Ta pociiicbkol MoBamu; IHdhopMmauiiHuii nucT ydacHuka Ta chopma
iHhopMoOBaHOI 3rogn ANA XIHOK, AIKi 3aBariTHINW Nig Yac AocnifkeHHs, aganToBaHa ANA YKpaiHu
Bepcia 2.0 Big 04 BepecHA 2025 p., aHrICbKOIO, YKPAIHCbKOW Ta POCIACLKOK MOBaMu;
IHhopMmauiviHuii nucT Ta dpopma iHchopmoBaHOI 3rogu Ha 36ip AaHUX LWOAO BariTHOCTI Ta NOJOriB y
XiHKM, nNapTHep fIKOI Oepe y4yacTb B AOCAiMKeHHi, aganToBaHa Ans YKpaiHun Bepcia 2.0 Big 04
BepecHsa 2025 p., aHIMIlCbKOlO, YKPAiHCLKOK Ta pociiicbkolo moBawmu; IHcopmauiiHuii nuct
yyacHuka Ta copma iHcpopMoBaHOI 3roau ONs NPOBeAEHHS OOC/iAKEeHHS1 Ha HasiBHICTb Bipycy
imyHopedpiumty nioguHn (BI/1), aganToBaHa Ans YKpaiHu Bepcia 2.0 Big 04 BepecHs 2025 p.,
aHrNifcbKol, YKPAlHCbKOK Ta pociiicbKow MoBamu; IH¢opmauiiiHuii nucT yyacHuka ta chopma
iHcbopmMoBaHOI 3rogn AnA 360py AOAATKOBUX (3a 6aXaHHAM) 3pa3KiB KPOBi, aganToBaHa A5 YKpaiHu
Bepcia 2.0 Big 04 BepecHs 2025 p., aHMNiACbKOI, YKPATHCLKOIO Ta POCINCBLKOIO
MoBamuy; IHdpopmauiliHMii NUCT yyacHuka Ta ¢hopma iHpopmMoBaHOI 3roau A/t HEO6OB’A3KOBOTrO
BUKOPUCTAHHA AAaHUX i 3paskiB ANA A0[aTKOBUX aHani3iB, agantoBaHa Ana YKpaiHu Bepcis 2.0 Big 04
BepecHss 2025 p., aHIMIACbKOIO, YKPAIHCbKOK Ta pocilicbkod MoBamu; IHpopmaLiliHMiA NUCTOK
yyacHuka Tta c¢hopma iHchopmMoBaHOI 3roaM Ha BifglIKoAyBaHHA BUTpaTt komnaHieto Scout Clinical,
apganTtoBaHa Ans YKpaiHu Bepcis 2.0 Big 11 nuctonaga 2025 p., aHrNificbKow, yKpaiHCbKOKO Ta
pociiicbkolo moBamu; Kaptka YuacHuka KniHiuHoro focnigkeHHs, Bepcia gna Ykpaiim 2.0 Big 02
BepecHs 2025, aHriAcbKol, YKPAiHCbKOI Ta pociiicbkolo MoBawmu; Bpouwypa wopo nocnyr Big
Scout Clinical, Bepcisa 2.0 Big 31 )xoBTHA 2025, aHrNiNCbKOIO, YKPAIHCbKOIO Ta POCiliCbKOIO MOBaMW;
Aocbe pgocnimxyBaHoOro nikapcbkoro 3acoby Cenerimod - AkicTb, Bepcia 2.1 Big 01 xoBTHA 2025 p.,
aHrniicobkold MOBOI; 3pasoK eTUKETOK [AO0C/iAKyBaHOro ikapcbkoro 3acoGy Cenerimod a6o
BignosigHoOro nnaue6o, Bepcia 2 Big 01 rpygHa 2025 p., YKPAIHCBKOKO Ta poOCiiicbKkolo moBamMu; 3MiHa
Ha3BM Micua NpoBeAeHHs KNiHIYHOro BUNPOGYBaHHA A0 NMPOTOKO/Y K/iHIYHOIO AOCNimgXeHHs «dasa 3,
6araToueHTpoBe, paHLoMi30oBaHe, NOABIMHO 3acninneHe, naauebo- KOHTPONbOBAHE, B NapasiesibHUX rpynax
OOCNipKeHHA AN1A OUiHKM edheKTMBHOCTI, 6e3nekn Ta nepeHocMMocTi LieHepumopg, y fopocnnx nauieHTiB 3
CUCTEMHUM YepBOHMM BoBYakom (CUB) cepefHbOro Ta TSXKOro CTyneHs Ha (poHi 6a30BOi Tepanii», Koz
pocnipxkeHHa 1D-064A302, dhiHauibHa Bepcia 2 Big 06 rpyaHa 2023 p.; cnoHcop - Idorsia Pharmaceuticals
Ltd, Switzerland
3anBHuK - TOB «CaHaKnic», YkpaiHa

BY/NO

CTAJIO

Jokrop dinocodpii KapneHko O.O.

MepuuHuii ueHTp «Ok!KniHik+» TOBapucrtBa 3
o6MeXXeHow BignoBiganbHICTIO «MiXXHapogHUiA
iHCTUTYT  KNiHIYHMX  JocnimkeHb», Bigain
Tepanii, peBMaronorii Ta Kapgionorii
cTauioHapHoOro BigaineHHs, v. Kuis

JokTtop doinocodpii KapneHko O.0.

ToBapuCcTBO 3 OGMEXEHOI BiANOBIAANBLHICTIO
«MixxHapopgHwii iHCTUTYT KNiHIYHNX
pocnigpkeHb», Bigain tepanii, peBmMartonorii Ta
Kappgionorii cTauioHapHoro BigAineHHs
MeauuHoro ueHTpy «OK!KniHik+», M. KuiB

2. OHoBneHuii npoTtokos CN45847, Bepcia 2 Big 12 nunHa 2025 poky, aHrniicbkoo MoBoto; Bpoliypa
pocnigHuka ®eHebpyTUHIGY (RO701093), Bepcis 15 Big nuctonaga 2025 poKy, aHrMiicbKoO0 MOBOIO;
Pos3kagpoBka martepianis (3pasky 300paeHb Ha eKpaHi efleKTPOHHOro NPUCTpPoro nauieHTa_tMatt
App), Bepcisa 1.0 Big 15 BepecHsa 2025 poky, aHIMiiICbKOIO Ta YKpPaiHCbKOIO MoBamu; EnekTpoHHa
Gpowypa Ana nauieHTiB, 7 6epe3Ha 2025 poky [VO01 UKR(uk)], ykpaiHCbKOIO MOBOK; ENeKTpOHHMA
NOCIGHMK i3 pocnimkeHHA ANA nauieHTiB, 2 BepecHs 2025 poky [V01 UKR(uk)], ykpaiHCbKOIO MOBOIO;
NucT Big pocnigHuka po 6GartbkKiB, 19 ciuHAa 2026 poky [VO1 UKR(uk)02], ykpaiHCbLKOIO MOBOLO;
Bpouwypa ana 6arbkiB, 19 ciuHa 2026 poky [VO1 UKR(uk)], ykpaiHcbkoio MoBoOIo; [MOCiGHMK i3
pocnimpkeHHA ana 6artbkiB, 19 ciuHa 2026 poky [VO1 UKR(uk)01], ykpaiHCbKolo MOBOLO; MOCiGHUK i3
3anOBHEHHSA LWOAEHHUKA ydacHuka, 13 nwotoro 2025 poky [VO01 UKR(uk)], yKpaiHCbLKOO MOBOIO;
CTOpiHKM UWoAeHHMKAa y4dacHuka, 13 nwTtoro 2025 poky [VO1 UKR(uk)], ykpaiHCbKOO MOBOIO;
IgeHTUdikayiiHa KapTka y4dyacHuka, Bepcis 1.0, 28 nuctonaga 2024 poKy, YKpaiHCbKOK MOBOIO;
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Mnakar gnAa nauieHTiB, 7 6epe3Ha 2025 poky [VO1 UKR(uk)], ykpaiHCbKOO MOBOIO; JIuCT fo nikaps
WoAo0 HanpasB/ieHHA NauieHTiB, 27 cepnHAa 2025 poky [VO1 UKR(uk)01], ykpaiHCbKolo MOBOO; JlUCT A0
poG6oToaaBus, 28 6epesHa 2025 poky [V01 UKR(uk)01], ykpaiHCbKOl MOBOIO; J/IUCT Npo
NponyckK HaBYaHHA, 28 6epesHa 2025 poky [V01 UKR(uk)01], ykpaiHCbKOIO MOBOIO;
NucT pgo rpynm i3 3axucTy npasB Ta iHTepeciB nauieHTiB, 27 cepnHa 2025 poky [V01 UKR(uk)01],
yKpaiHCbKO0 MOBOI; KapTka 3 iHhopmauieo AnA naudieHTa OO0 3apaxyBaHHA 00 AOCNigKeHHSA, 25
moTtoro 2025 poky [V01 UKR(uk)], ykpaiHCbkoro moBoto; KapTka 3 iHpopmauieto ana nauieHta nicnsa
3apaxyBaHHSl A0 OOCiAKEeHHS, 25 motoro 2025 poky [VO1 UKR(uk)], ykpaiHCbKOIO
MoBO0; KapTka 3 HaragyBaHHAM NpoO Bi3wT, 24 yepBHA 2025 poky [V01 UKR(uk)],
YKpPaiHCbKOIO MOBOIO; Be3KOWTOBHA peknama B couia/ibHUX Mepexax i nyonikauii npo KiHiuHi
pocnipkeHHA anAa Beb6caiitiB, 25 6epesHsa 2025 poky [V01 UKR(uk)], ykpaiHCcbKko0 MmoBolO; MpegmeTun
ANA HagaHHA nagieHTam (onuc Ta 306paxeHHs), Big 25 cepnHA 2025 poky [V 01UKR(uk)],
nepeknag ykpaiHCbKolo MOBOK Bif 18 BepecHAa 2025 poky; [ocbe AOCNiMKYBaHOro NiKapcbKOro
3acoby PeHeGpyTUHIOY (RO701093)_Moaynb 2 «SAKicTb», Big yepBHA 2025 poKy, aHrNilicbko MOBOIO
0O MpOTOKONY KNIHIYHOTO  AOC/NIMKEHHS «BigkpuTte AOCNIMKEHHA 3 OAHIE Tpynow  ONA  OUiHKK
thapmakokiHeTukM, hapmakoguHamidHMX edekTiB, 6e3neyHoCTi Ta nepeHoCcMMOoCTi PeHeGPYTUHIGY y aitei
Ta nigniTkiB 3 peumamByoUnM PO3CISHUM CKNepo3oM», Koa focnimkeHHsa CN45847, sepcia 1 Big 10 ntoToro
2025 POKY; CroHcop - F. Hoffmann-La Roche Ltd, Lseliuapis
3anBHuK - MignpuemcTso 3 100% iHo3eMHot iHBecTuLjelo «AVK'HOBIA PAC YkpaiHa»

3. OHOBnNEeHWi NPOTOKON K/iHIYHOro BUNpoOyBaHHA, Bepcia 6.0 Big 06 nuctonaga 2025 poky
aHrniicokolo MoBoto; IHhopmauia npo pgocnigpkeHHA Ta chopma iHPOPMOBaHOI 3roaun, NoKasibHa
Bepcia Homep 5.0 Big 05 rpyaHAa 2025 poKy ans YKpaiHM yKpaiHCbKOKO MOBOK Ha OCHOBi MacTtep
Bepcii Homep 5.0 Big 12 nuctonaga 2025 poky; Ekcnpec-HaragyBaHHsa ans nauieHTiB «BaxDuo Arctic
BitTaecmo — Bu BXe nogonanu noHapg nonosuHy wnsxy!», sepcia 2.0 Big 12.11.2025p. ana YkpaiHu
YKpaiHCbKOO MOBOI; CepTtudpikat nogsku, BapiaHT 1, nokanbHa Bepcia 1.0 Big 11.12.2025p. Ha
ocHoBi MacTep Bepcil 1.0 Big 12.11.2025p. anAa YKpaiHM YKpaiHCbKO MOBOIO; CepTudikar nogskw,
BapiaHT 2, nokanbHa Bepcia 1.0 Big 11.12.2025p. Ha ocHoBi MmacTep Bepcii 1.0 Big 12.11.2025p. ana
YKpaiHu yKpaiHCbKOI0 MoBoOlo; CepTudpikat nogsaku, BapiaHT 3, nokanbHa Bepcisa 1.0 Big 11.12.2025p.
Ha ocHoBi macTtep Bepcii 1.0 Big 12.11.2025p. ansa YKpaiHu yKpaiHCbKOIO MOBOKO; CepTudpikaTt noasaku,
BapiaHT 4, nokanbHa Bepcia 1.0 Big 11.12.2025p. Ha ocHOBI MmacTep Bepcii 1.0 Big 12.11.2025p. ana
YKpaiHu yKpaiHCbKOo MOBOIO; CepTudpikaT nogsaku, BapiaHT 5, nokanbHa Bepcia 1.0 Big 11.12.2025p.
Ha OCHOBI macTtep Bepcii 1.0 Big 12.11.2025p. ansa YKpaiHu yKpaiHCbKOK MOBOLO; CepTudcpikat nogaku,
BapiaHT 6, nokanbHa Bepcia 1.0 Big 11.12.2025p. Ha ocHOBI MmacTep Bepcii 1.0 Big 12.11.2025p. ansa
YKpaiHM yKpaiHCbKOO MOBOIO; 3MiHa Ha3BU Micusi NPOBeAEHHA KAIHIYHOro BUNPOGYBaHHA [0
MPOTOKO/TY KNIHIYHOrO JOCNifpKeHH «PaHAomi3oBaHe, NoAgiiHe crine AocAifpKeHHs dia3n 3 O1S OLiHKM
edekTMBHOCTI, 6e3nekn Ta nepeHocuMocTi bBakcgpocTtarty B koM6iHaLii 3 Janarnidp103vHOM Y NOPIBHAHHI 3
MOHoTepanieto Janarnigp/I03MHOM LOAO MPOrpecyBaHHs XPOHIYHOT XBOPO6M HMPOK (XXH) y ydacHukiB i3
XXH Ta BWCOKUM KpPOB'AHUM TUCKOM», KOZ JocnigpkeHHs D6972C00003, sepcia 5.0 Big 20 nwotoro 2025
POKYy; croHcop - AstraZeneca AB, Sweden
3anBHUK - TOB «<ACTPA3EHEKA YKPAIHA»

BYJ1O CTAJIO

nikap Konowminuyk H.O. nikap Konowmiiiuyk H.O.

KomyHanbHe HeKoMepIjiiiHe mignpuemcrBo | KomyHanbHe HeKoMepLiiiHe HiJIPHEMCTBO
«KuiBcbKkMii MicbKuii neHTp Hedposiorii Ta gianizy» | «Meguunuii neHTp ™icta KueBa» BHKOHaBUYOro
BHKOHaBuoro opraHy KuiBcbkoi MicbKoi pagu | oprany KuiBcekoi micbKoi pagn (KuiBcbKoi mMicbKoi
(KuiBcbKOi  MicbKOi  Jep)kaBHOiI  agMiHicTpanii), | Aep)kaBHOI apmiHicTparii), JlikyBanbHUH migpo3ain
BigiIeHHA rocoitasbHoi Hedposorii Ta Aiamizy Ne2, | Ne2, BiggiieHHsa rocoitanbHoi Hedposiorii Ta Aiamdizy
M. Kuis Ne2 3 masiaToro iHTeHCcHMBHOI Tepamii, M. KuiB

4. OHoBneHe [locbe AoOCNigKyBaHOro snikapcbkoro 3acody MK-7240, Bepcia 08ZPW5 Big 16
nuctonaga 2025 poky, aHrailicbkoo MoBoto; MoAoBXeHHA TepMiHy npupaTtHocTi nnauye6o go MK-
7240 y donakoHi Ta B nonepegHbLO0 3anoBHEeHOMY Lwwnpuui Ao 36 micaAuiB; 36iNblEHHA KiNbKOCTi
pocnipkyBaHux B YKpaiHi 3 100 go 104 oci6 [0 NpOTOKONY K/HIYHOTO AOCNiMpKEHHSA «[Mporpama
paHOoMI30BaHMX, MNOABIMHMX cAiNuX, nnauebo-KOHTPONboBaHMX AochimpkeHb Il asm gns  ouiHkK
etbektnBHOCTI Ta 6e3nekn MK-7240 B yyaCHUKIB i3 cepefHbO-TSXKMM BMPA3KOBMM KOJITOM B aKTMBHIi
hopmi», kof pocnimkeHHsa MK-7240-001, 3 iHkopnoposaHot nonpaskol 04 Big 04 rpyaHsa 2024 poky;
cnoHcop - TOB Mepk LWapn eHg Jdoym, CWA (Merck Sharp & Dohme LLC, USA)
3asnBHMK - TOBApMCTBO 3 06MEXEHOI BiANOBIAASIbHICTIO «MC/[], YkpaiHa»



5. Bpowypa pocnigHnka MK-1084, BugaHHa 6 Big 11 rpypHa 2025 poKy, aHrnilicbkoro MOBOIO;
YkpaiHa, MK-1084-004, IHdhopmauia Ta AOKYMEHT npo iHchopMoBaHy 3roay AnA nauieHTa, Bepcis 03
Big 06 ciuHAa 2026 p., yKpalHCbKOKO MOBOK; YKpaiHa, MK-1084-004, IHdopmaLia Ta AOKYMEHT Mpo
iHhopmoBaHy 3rogy AnA nauieHTa Ha HEOGOB’A3KOBU 0OMEXeHWI CKPUHIHT, Bepcia 02 Big 06 ciuHs
2026 p., yKpaiHCbKOO MOBOO; YKpaiHa, MK-1084-004, IHchopMmaLiss Ta OKYMEHT npo iHhpopmoBaHy
3roay ANA nauieHTa Ansa nikyBaHHA Mic/A NporpecyBaHHA XBOpoo6wu, Bepcia 02 Big 06 ciuHa 2026 p.,
yKpaiHCbKolo MoBOW; Martepianun pna nauieHta: MK-1084-004_Bpowypa nauieHTa_yKpalHCbKOIO
moBoto_UKR_Bep. 03.2_17 nunHa 2025 p.; MK-1084-004_MNnakat Ana nauyieHTa_yKpPaiHCbKOIO
moBoto_UKR_Bep. 03.1_ 17 nunHAa 2025 p.; 36iNblEHHA KiNbKOCTI AOCNimpKYyBaHUX B YKpaiHi
3 400 po 800 ocio (3 HUX 40 paHAOMiI30BaHUX) A0 NPOTOKO/Y KNiHIYHOro
pocnimpkeHHs «PaHgomizoBaHe, noAgiiHe cnine, 6aratoueHTpoBe pocnimkeHHs Il dasn kombiHayii MK-
1084 3 nemGpoisymabom MOPIBHAHO 3 KOMOGiHaujie nembponisymaby 3 nnauebo Sk JlikyBaHHA MepLuot
NiHIT ANS y4yacHUKIB i3 NoKasibHO-NowupeHuMm abo meTtacTtaTUyHUM HeApPiGHOKNITUHHUM PakoMm JereHis 3
myTauieto KRAS G12C T1a ekcnpecieto PD-L1 TPS = 50% (KANDLELIT-004)», kog, gocnigpkeHHs MK-1084-
004, 3 iHKoprnopoBaHoto nonpaskoto 03 Big 22 nunHA 2025 poky; crnoHcop - TOB Mepk LWapn eHg Joym,
CWA (Merck Sharp & Dohme LLC, USA)
3asaBHUK - TOBApUCTBO 3 0OMEXEHOI0 BiAnNoBifasbHICTI0O «MC/, YkpaiHa»

6. Bpowypa gocnigHuKa aAna AocnigxyBaHOro nikapcbKoro 3aco6y naseptiHio (YH25448), Bepcis 16,
Aopatok 1 Big 14 nuctonaga 2025 poky; IHdhopmauia gna nauieHTa Ta Popma iHhopmMoBaHOI 3roamn
(ona MopoBXeHHA nepiogy AocnipkeHHA), Bepcia ana YkpaiHm 10.0 Big 15 rpygHa 2025 poky,
YKPaiHCbKOK Ta POCificbKOK MOBaMU 10 NPOTOKO/Y K/iHIYHOro gocnigkeHHs «PaHgoMizoBaHe, noagiliHe
cnine pocnipkeHHs dasm Il gna ouiHkM edekTUBHOCTI Ta 6e3MeyYHOCTi nasepTiHidy B MOPIBHAHHI 3
recpiTiHiboM AK Tepanii nepwoi NiHii B NauieHTiB 3 MiCLUEBO-NOWMPEHMM abo MeTacTaTUuyHUM
HeAPiOHOKNITUHHUM pakoM JiereHiB 3 MyTaui€elo, WOo CEHCUTU3IYE peuenTop enigepManibHoro dakropa
pocTty», ko gocnimpkeHHs YH25448-301, sepcia 3.2 Big 31 ciuHa 2025 poky; cnoHcop - Yuhan Corporation,
Republic of Korea / FOxaH KopnopeiiliH, Pecny6nika Kopes
3aaBHuK - TOB «MAPEKCEJT YkpaiHa»

7. OHoOBNeHWA NPOTOKO/ST  KNiHIYHOrO  BuNpoGyBaHHA M16-000 3 iHKOpnopoBaHUMU
agmiHicTpatTMBHUMU 3MiHamu 1, 2, 4, 6, 9, 11, 12 Ta nonpaBkavun 1, 2, 3, 4, 5, 6, 7, 8, 9, 10, 10.1 (nuwe
Ana €sponeiicbkoro Coto3sy), 11 1a 12 Big 23 uepBHA 2025 poky; LLoaeHHUK peecTpauii BBeAEeHHS
npenaparty @i pesynbTaTiB TeCTy Ha BariTHICTb Yy AOMAalUHiIX yMOBaXx A/ NnonepeAHbL0 3anoBHEHUX
wnpuyis 180 mr/1,2 mn, Bepcisa 4.1. Big 23 uepBHA 2025 poky (aHrNINCbKOIO | YKPAIHCLKOIO MOBamMMu);
PicaHkisayma6 - iHCTPYKWil 3 BUKOPUCTAHHA nomnepeAHbO 3afMoOBHEHOro WNpuUa, IH’eKuin, ansa
nigwkipHoro BBeAeHHA, Bepcia 7 Big 15 rpyaHa 2024 pokKy (aHrnificbKor i yKpaiHCbKOK MoBaMu);
MpoaoBXeHHs1 TepMiHY NMPoBeAeHHs1 K/iHIYHOro BMNPOOYBaHHA B YKpaiHi Ao 31 cidyHAa 2029 poky;
OHoBneHuit po3gin  «HAkictb» [locbe€ [OCAIAKYBAHOrO Jlikapcbkoro 3aco0y PicaHkizyma6
(Risankizumab), Bepcis 6.0 G Big 30 ciuHA 2025 poky; BkniouyeHHs foAaTkoBOro
[ocnigKyBaHOro flikapcbKoro 3aco6y: PicaHkisyma6 (ABBV-066), 180 mr/1,2 mn (150 mr/mn), po3umnH
ANA iH'eKuifi ana nigwkipHOro BBeAEHHs, nonepegHbO HanoBHeHui wnpuy (BUMpoGHUKKU: AbbVie
Deutschland GmbH & Co. KG, HimeuunHa; AbbVie Biotechnology, Ltd., CLUA; AbbVie Inc., CLUA;
AbbVie Bioresearch Center, CLLUA; A&M STABTEST Labor fur Analytik und Stabilitatsprufung GmbH,
HimeuuuHa; Charles River, Laboratories Germany GmbH, HimeuuunHa; SGS Institut Fresenius GmbH,
HimeuuuHa; Labor LS SE & Co. KG, HimeuuuHa; SGS Analytics Switzerland AG, LLBeliyapis); 3pasok
MapKyBaHHA AOCifAKyBaHOro nikapcbkoro 3acoby PicaHkisyma6 (ABBV-066), 180 mr/1,2 mn (150
Mr/m), pO3UMH ANA iH'eKUiA ANA NigWKipHOro BBeAEHHSA, NonepesHb0 HaNOBHEHUW WNpUL, Bepcis
Big 30 nunHa 2025 poky (BHYTPIWIHE MaKyBaHHS), YKPAIHCbKOIO Ta aHrNificbko moBamMu; 3pasok
MapKyBaHHA AOCifXyBaHOro nikapcbkoro 3acoby PicaHkisyma6 (ABBV-066), 180 wmr/1,2 mn (150
Mr/Mn), po3uuH Ansa iH’ekuiii gna nigwKipHOro BBeAEHHS, NnonepesHbO0 HANOBHEHWI WNpuL, Bepcis
Big 31 nunHa 2025 poKy (30BHILWHE NaKyBaHHA), YKPAIHCbKOIO Ta aHrNiiCbKOK MOBaMM 0 NPOTOKO/Y
KNiHIYHOTO JocnigpkeHHs «baraToueHTpoBe, paHL4oOMI30BaHe, NoggiviHe chine, nnauebo-koHTposiboBaHe 52-
TWXXHEBE [OCNIMKEHHA NIATPUMYHOUYOI Ta BIAKPUTOI MPOLOBXEHOT Tepanii ANA OuiHKW eddeKTUBHOCTI Ta
6e3MeyYHOCTi picaHKisymaby y nauieHTiB 3 XBOpo6ol KpoHa», kog pgocnimkeHHs M16-000, 3
iHKOpNopoBaHMMN agMiHICTpaTUBHMMUK 3MiHamu 1, 2, 4, 6, 7, 8, 9 Ta nonpaBkamu 1, 2, 3, 4, 5, 6, 7, 8, 9, 10,
10.1 Ta 11 Big, 04 rPyAHs 2024 POKY; CrnoHcop - AbbVie Inc., USA
3anBHUK - «<EB6BI biothapmackloTikans MmoX», LLseluapis



8. ®opma iHchopmoBaHoi 3roau, Bepcia 10.0 ana YkpaiHu yKpaiHCbKOo MOBOIO Bif, 11 rpyaHa 2025 p.
Ha ocHoBi maiicTep-Bepcii popmu iHchopmoBaHoi 3roan ana gocnimkeHHA GN41791, Bepcia 12, Big
04 rpypgHAa 2025 p. OO0 NpOTOKONY KiHiYHOro pocnimpkeHHs «BAFATOLUEHTPOBE PAHAOMI3OBAHE
MOABIVHE CINE AOCAIAKEHHA ®A3U 11l Y MAPANENIbHUX FPYMAX 3 NOABIMHUM KOHTPONEM
MNALUEBO ANA OUIHKM E®EKTUBHOCTI TA BE3MNEYHOCTI ®EHEBPYTUHIBY MOPIBHAHO 3
OKPENI3YMABOM Y AOPOCNUX TMALUIEHTIB 3 TMEPBVHHWM MPOMPECYOUMM PO3CIAHUM
CKNEPO30OM», ko pocnimpkeHH GN41791, sepcisa 8 Big 13 ntoToro 2025 p.; cnoHcop - ®.XoddmaHH-/1a
Pouw Nta, LBenuapis
3asBHUK - TOBApUCTBO 3 0OMEXEHOI0 BiANOBIAa/bHICTIO «PoLl YKpaiHa»

9. IHdopmauia npo nopanblue CMNOCTEPEXEHHA 3a NnepeGiroM BariTHOCTIi NapTHEPKUM YydaCHUKA
pocnipkeHHa Ta dopma iHpopmoBaHoi 3roau, Bepcia Ne3 Big 30 ciuHA 2025 pokKy, YKpalHCbKOK
MoBolo; 3MiHa BiAgnNoOBiganbLHOro AoOcCnNifgHMKa Ta 3MiHA Has3BU Micuf NpoBeAeHHs KAiHiYHOro
BMNPOGYBaHHA [0 NPOTOKO/Y KAIHIYHOrO gocnimpkeHHs «PaHgomizoBaHe, noggiliHe chnine, nnaue6o-
KOHTPO/IbOBaHe JOChifpKeHHA da3un 2 onsA ouiHku edpekTMBHOCTI Ta 6e3nekn SAR441344, MOHOKNOHa/TLHOIO
aHTUTINa fo aHtaroHicta CD40L, y nauieHTiB 3 peunanByoUUM PO3CISHUM CKIepPO30M», KoL, AOCNiIKEHHS
ACT16877, 3 nonpaskoto 04, Bepcia 1 Big 18 nuctonaga 2024 poky; crnoHcop - sanofi-aventis recherche &

developpement, France (CaHodi-ABeHTIC pelwepL e [eBesionMaH, ®paHuin)
3asaBHUK - TOB «CaHogi-ABEHTIC YKpaiHa»
BYNO CTANO

nikap 3axapoBa J1.A.
JepxaBHa ycTaHOBa «YKpalHCbKWI [AepXaBHUIA
HayKOBO-AOCAIOHUA HCTUTYT MeAMKO-CoLjia/lbHUX
npo6aem iHBaNigHOCTI  MiHicTepcTBa OXOPOHU
3[0poB’A YKpaiHu», BigAiNneHHA HeBponorii Ta
peabinitauii 3 LleHTpom Tepanii 60110, M. [IHINpo

K.M.H. Mopo3 O.M.
JepxaBHa ycTaHOBa «YKpaiHCbKUI [AepXaBHUI
HayKOBO-AOC/IAHWNIA IHCTUTYT MeAMKO-COoLjiasIbHUX
npobsnem iHBanigHocTi MiHiCTepcTBa OXOPOHM
3[0pOB’A  YKpaiHu», BigAineHHA HeBponorii 3
LleHTpoM po3cisHOro ckneposy, M. [IHiNpo

10. KopoTtkuii goBigHuk «TRIALMAX® Web», Bepcia 1 Big 06 nuctonaga 2025 p., pegakuia 1.1, V1.0
Big 18.11.2025p. ukUA ans YkpaiHu yKpalHCbKOIO MOBOKO; CKPIHILOT €/1eKTPOHHOro OnuTyBasibHUKA,
Bepcia 1 Big 04 rpygHa 2025 p. gna YKpalHW YKPaiHCbKOK MOBOLO; CKPIiHLIOT e/eKTPOHHOro
onutyBasibHUKa, Bepcia 1 Big 04 rpyaHsa 2025 p. ana YKpaiHM YKpaiHCbKOK MOBOK; CKpiHWOT
€/1IeKTPOHHOro onuTyBasibHUKa, Bepcia 1 Big 04 rpyaHa 2025 p. aona YKpaiHU YKPaAiHCbKOIO MOBOIO;
CKpiHWOT €/IeKTPOHHOIro onutyBasibHUKa «A-1032-0495 Web Subject Facing Screen Report PtGA»,
Bepcia 1 Big 04 rpygHa 2025 p. gna YKpaiHM YKPAiHCbKOK MOBOLO; CKPIiHLWOT €/1eKTPOHHOro
onutyBaJZibHMKa, Bepcia 1 Big 04 rpyaHa 2025 p. ana YKpaiHM YKPAiHCbKOK MOBOK; CKPIiHLWOT
eNneKTpoHHoro onutyBasibHuUKa «Web Subject Facing Screen Report HAQ-DI (Stanford)», Bepcia 1 Big,
04 rpypgHAa 2025 p. gnA YKpaiHN YKpaiHCbKOK MOBOK; CKPIHLIOT HaBYa/IbHOrNO €/1eKTPOHHOro
onutyBasibHUKa «D9640C00003/A-1032-0495 Web Facing Screen Report», Bepcia 1 Big 04 rpyaHA
2025 p. ana YKpaiHUW yKpalHCbKOIO MOBOK; CKpIiHLWOT e/IeKTPOHHOro onuTyBasibHUKa, Bepcia 1 Bif,
04 rpyaHs 2025 p. agna YKpaiHU YKPaiHCbKOK MOBOKO; CKpPIiHWOT €/IeKTPOHHOro OnUTYyBas/ibHUKA,
Bepcia 1 Big 04 rpyaHa 2025 p. gna YKpaiHM YKPAIHCbLKOIO MOBOIO; CKPIHLIOT efIeKTPOHHOro
onutyBasnibHUKa «Web Subject Facing Screen Report SF-36v2 Acute», Bepcia 1 Big 11 nucronaga
2025 p. gna YKpaiHM YKpalHCbKOIO MOBOIO; 3a/lyyeHHs1 AOAATKOBUX MiCUb NMPOBeAEeHHs K/iHIYHOro
BUNPOOYBaHHA [0 NPOTOKOJY KIHIYHOTO [OCMigKeHHS «baratoueHTpoBe, B MapasieflsHUX rpynax,
paHAomi3oBaHe, MoABiiHE crine AoCnimpKeHHs1 ha3nm 2 B HYOTUPLOX rpynax Ansl OLiHKM edeKTUBHOCTI Ta

6e3nekn AZD1163 y yyacHUKIB 3 peBMaTOigHMM apTPUTOM BiA MOMIPHOT A0 BMWCOKOI aKTUBHOCTI
(LaunchPAD-RA)», koa pocnipkeHHs D9640C00003, sepcis 2.0 Big 30 BepecHss 2025 poky; CMOHCOp -
AstraZeneca AB, Sweden
3asABHVK - TOB «ACTPA3EHEKA YKPAIHA»

No MM.1.B. BiANOBIAAIbLHOrO AOC/iAHMKA

n/n Hasga Micus npoBefeHHA KIiHIYHOro BUNPo6yBaHHS

1. | A.M.H., npody. WeBuyk C.B.

«YHiBepcuteTcbka K/iHika» BiHHMLUbLKOIO HauioHa/IbHOrO MeAMuyHOro yHiBepcutety M. M.I

MuporoBa  (NlikyBasIbHO-HaBY&/IbHO-HAYKOBWIA LeHTp), peBmarosnoriyHe BiAAiNeHHs 3
TepaneBTUHYHMMMK NbkKaMu, BIHHMLbKWIA HauioHa/lbHUIA MeguYHUiA yHiBepcuTteT im. M.I. Mnporosa,
Kadpeapa BHYTPIWHLOT MeanumHn Ne2, M. BiHHMUA

2. | A.M.H., npod. CtaHicnhaBuyk M.A.

KomyHasibHe HekomepLujiliHe NignpueMcTBO «BiHHMUbKa o61acHa KniHibyHa sikapHs iM. M.1. Muporosa
BiHHMUBKOT 06n1acHOT paan», BucokocneuianisoBaHUin KNiHIYHUIA LLEHTP PEeBMATO/0ril, 0CTE0Nnopo3sy

4



Ta 6ionoriyHol Tepanii, BiHHMLUbKWIA HauioOHa/IbHUIA MeauyHuin yHiBepcuteT iM. M.l. lMuporoea,
Kadhegpa BHYTPiWHLOT MeanumHn Nel, M. BiHHMUA

3. | nikap YymaueHko I".A.

ToBapucTBo 3 0OMEXEHOH BignoBigasbHICTIO «Meabya-KniHik», nikyBasibHO-NpohiNakTuyHmiA
nigpo3ain MeguyHoro LeHTpy, M. Kuis

4. | nikap beiiko I'.B.

MeauuHWii LeHTp ToBapMCTBa 3 0OMEXEHO BiANOBIAANLHICTIO «LIeHTp ciMeliHOT MeauLMHM NC»,
NiKyBa/IbHO-NpohinakTnyHuMiA nigpo3sgin, m. Kuis

5. | KM.H. KnebaH 4.1.

KuiBcbka K/iHIYHA NikapHA Ha 3anisHM4HoMy TpaHcnopti Ne2 cpinii «LleHTp oxopoHW 340poB’s»
aKUiOHepHOro ToBapucTBa «YKpaiHCbKa 3a1i3HnLUS», LIeHTP KAiHIYHMX AoCniMKeHb, M. KUiB

6. | nikap paHuak K.1.

ToBapncTBa 3 O0OMEXEHOK BIANOBIAA/IBHICTIO «3akapnarcbka EHAOKMIHIKa», NiKyBasbHO-
NpoqiNakTUYHUIA Nigpo3gin MeanyHoro LeHTpy «EHOOKMIHIK», M. Yropoa

11. OHoBneHa Bepcia [Jocbe pocnigmKyBaHOro Jikapcbkoro 3aco6y IMU-838 Tta6neTku,
5 mr /15 mr / 22.5 mr / 30 mr / 45 mr, Bepcia 15 Big xoBTHA 2025 poky (IMPD IMU-838 Tablets
5mg /15 mg | 22,5 mg | 30 mg / 45 mg, version 15 dated October 2025) (aHrnilicbko0 MOBOLO);
OHOB/MEeHUi 3pa3ok eTUKeTKN (MapkKyBaHHA) (Country Specific Label (CSL)) 3 iHdopmauieo npo
npenapar IMU-838 Tta6netkn, 30 mr (100 Ta6netok) Bepcii 3.0 Big 06.11.2025 (aHrniiicbKolo,
YKpalHCbKOIO Ta pPOCilficbKO0 MOBaMu) [0 MPOTOKO/Y KAIHIYHOrO AOCHiMKEHHS «PaHaomisoBaHe, noagiiHe
cnine, nnauebo-KOHTPO/IbOBaHe, GaraToLeHTpoBe AOC/iMKeHHs dha3n 2 N8 OUiHKM BNAUBY npenapaty
IMU-838 Ha akTMBHICTb 3aXBOPIOBAHHA, fKa BUMIPIOETbCA 3a pe3ysbTaraMu MarHiTHO-pe30HaHCHOI
Tomorpadpii (MPT), a Takok 6e3neuyHiCTb i MEPEeHOCUMICTb Yy MNauieHTIB 3 pPeLuauBYUHUM-PEMITYHOUNM
po3ciaHum ckneposom (PPPC) (EMPhASIS)», kog pocnigxeHHs P2-IMU-838-MS, Bepcisa 5.0 Big 4 nunHs
2025 POKY; crioHcop - «IMMyHIK  Al», HimeuunHa  / Immunic AG, Germany
3asBHUK - TOBApUCTBO 3 06MEXEHOI0 BianoBiganbHicTio «BEPYM KJTIHIKAT PICEPUY», YkpaiHa

12. YkpaiHa, MK-3475-992, IHchopmauis Ta AOKYMEHT nNpo iHchopmoBaHy 3rofy ANs nauieHTa, Bepcis
09 Big, 29 rpyaHsa 2025 p., yKpaTHCLKOIO MOBOIO [10 NPOTOKO/Y KMIHIYHOTO A0CNiMpKeHHA «PaHaoMi30BaHe,
noAgiiHe cnine, nnaue60-KOHTPoIboBaHe KiHiYHe docnimkeHHs |l ha3u gns BUBUEHHA ePEKTUBHOCTI Ta
6e3neyHocTi nemoponisymady (MK-3475) y kom6iHauji 3 ximionpoMeHeBol Tepanieto (XMT) y NOpiBHAHHI
nvwe 3 ximionpomeHesot Tepanieto (XMT) B yyacHWKIB 3 M’A30BO-iHBA3VWBHWM pPakoOM CEY0BOro Mixypa
(MIPCM) (KEYNOTE-992)», Kkon pocnigkeHHs MK-3475-992, 3 iHKopnoposaHolo mnonpaskolo 05 Bif
07 xoBTHA 2024 poky; cnoHcop - TOB Mepk Wapn eHa Aoym, CLUA (Merck Sharp & Dohme LLC, USA)
3asnBHMK - TOBApMCTBO 3 06MEXEHOI0 BiANOBIAASIbHICTIO «MC/[], YkpaiHa»

13. OHOBNEHUI NPOTOKOJ1 KNiHIYHOro BUNpoGyBaHHA LTS17043 3 iHKOpNopoBaHO nonpasBkoto 10,
Bepcifa 1 Big 15 oBTHA 2025 poky; Bpowypa gocnigHuka ans [ocnigkKyBaHOro liKapCbKoro 3acooy
SAR442168 (tolebrutinib), BugaHHa 17 Big 21 nucrtonaga 2025 poky; IHopmaunis Ana nauieHTa Ta
cthopma iHhopmoBaHoi 3rogn, Bepcia Ne7 Big 10 rpyaHAa 2025 poky, YKpaiHCbKOK Ta POCifiCbKO
MOBaMM [0 MPOTOKOMY K/IHIYHOrO AOCAiMKEHHS «IHTEpBEHLiiHE PO3WMPEHEe AOCMIMKEHHSA da3mn 3 ans
BMBYEHHSA [OBrOCTPOKOBOI 6e3nekM Ta MepeHOCMMOCTi TONIeOPYTUHIOY B YYacCHUWKIB i3 peLuauByounm
PO3CISIHUM CKNEPO30M, MEPBUMHHUM MPOrPecyoynm pPO3CISHUM CKNepo3oM abo BTOPUHHUM MPOrpecyrovmm
HepeunamByoUMM PO3CISIHUM CK/1EPO30M», KOA, AochimpkeHHa LTS17043, 3 iHKkopnopoBaHo nornpaskoto 08,
Bepcia 1 Big 27 BepecHsa 2024 poky; crnoHcop - Sanofi-Aventis Recherche & Developpement, France
(CaHooi-ABeHTiC Pewepw e Jesenonma, ®paHuin)
3aasHuK - TOB «[MAPEKCE/ YkpaiHa»



