Jopartok 1

«Mepenik cyTTEBMX MONpaBoOK A0 MPOTOKONIB K/iHIYHUX BUNPOOGYBaHb, PO3IMIAHYTUX Ha 3acifaHHi
HTP Ne05 Big 05.02.2026, Ha siKi 6y/i1 OTpUMaHi MO3UTUBHI BUCHOBKU €KCNepTiB.»

1. OHoOBNEHWI NPOTOKOA KiiHiYHOro BunpoGyBaHHA [D-064A302, diHanbHa Bepcia 4 Big
13 cepnHsa 2025 p.; OHOBIEHWIT NPOTOKOJ KAiHiYHOro BunpooysaHHsA ID-064A302, dpiHanbHa Bepcis 3
Big 03 nunHa 2025 p.; 3miHa cnoHcopa 3 ldorsia Pharmaceuticals Ltd, Switzerland Ha VIATRIS
Innovation GmbH, Switzerland; Bpowypa pgocnigHuka Ha AochigKyBaHWUi NiKapCbKUA 3acio
Cenerimod, Bepcia 16 Big cepnHa 2025 p, aHrNiicbKo MOBOLO; IH(hopMaLiAiHMIA NMUCT yyaCHUKaA i
¢hopma iH(popmMoBaHOiI 3roau, aganToBaHa ANnA YKpaiHu Bepcia 2.0 Big 04 BepecHsa 2025 p.,
aHrNiNCcbKOK, YKPAiHCLKOK Ta pociiicbkolo MoBamu; IHchopMauiiHuii NucT ydacHuka Ta copma
iHbopMoOBaHOI 3rogn ANA XIHOK, AIKi 3aBariTHINW Nig 4Yac AocnifkeHHs, aganToBaHa ANA YKpaiHu
Bepcia 2.0 Big 04 BepecHA 2025 p., aHrINCbKOI, YKPAIHCbKOK Ta POCIACLKOK MOBamu;
IHhopMmauiiHuii nuct Ta popma iHchopmoBaHOI 3rogu Ha 36ip AaHUX LWOAO BariTHOCTI Ta MOJOriB y
XiHKM, NapTHep SKOI 6epe yyacTb B AOCIoKeHHI, aganToBaHa ans YKpaiHu Bepcisa 2.0 Big 04 BepecHsi
2025 p., aHrNificbKo, yKpPaiHCLKOIO Ta POCiicbko MoBamu; IHhopmauiiHMA AMCT yyacHUKa Ta
thopma iHhbopmoBaHOiI 3rogn Ansi NPoBeAeHHA [OCNIAXEeHHA Ha HasiBHICTb Bipycy imyHogediuuty
mogunn (BINM), apantoBaHa pAnA YKpaiHu Bepcis 2.0 Big 04 BepecHsa 2025 p., aHrniicbKkolto,
YKpaiHCbKOIO Ta pociiicbKkoto moBamu; IHhopmauiiiHuii nNCT yyacHuka Ta hopma iHthopMoBaHOi 3roamn
Ana 360py popatkoBux (3a GaxaHHAM) 3paskiB KpoOBi, agantoBaHa AnA YKpaiHu Bepcia 2.0 Big
04 BepecHA 2025 p., aHrMNIACbKOK, YKPAIHCBLKOK Ta pociiicbkolo moBamu; IHchopmauiiiHui nuct
yyacHuKa Ta chopma iHhopMmoBaHOI 3roan A1 He0OGOB A3KOBOro BUKOPUCTAHHA AaHUX i 3pas3kiB gnsa
[0AATKOBMX aHasisiB, agantoBaHa Ans YKpaiHu Bepcia 2.0 Big 04 BepecHsa 2025 p., aHrilACbKoOLO,
YKpaiHCbKOK Ta pocilicbKoto moBamu; IHhopmayiiHMii NMCTOK yyacHUKa Ta cpopma iHchopmoBaHOI
3roau Ha BiflLKoAyBaHHA BUTpaT KomnaHiero Scout Clinical, aganToBaHa ans YkpaiHu Bepcis 2.0 Big,
11 nuctonaga 2025 p., aHrNiACbKOIO, YKpPAiHCbKOKW Ta pociiicbkolo MoBamu; KapTka YdacHuka
KniniuHoro flocnigkeHHs, Bepcia gnsa Ykpainu 2.0 Big 02 BepecHA 2025, aHrnilicbKoto, yKpaiHCbLKOO Ta
pociiicbkoto moBamu; Bpowypa wopo nocnyr Big Scout Clinical, Bepcia 2.0 Big 31 xoBTHA 2025,
AHINIACBbKOIO, YKPAIHCHKOKO Ta POCiiicbkolo mMoBamu; JOCbE AOC/iAKYBAHOrO JliKapCbKOro 3acooy
Cenerimod - skictb, Bepcisa 2.1 Big 01 OBTHA 2025 p., aHMIACbKOIO MOBOI; 3pPa3oK eTUKETOK
[ocnigpKyBaHOro nikapcbkoro 3acody Cenerimod a60 BignoBigHoro niaue6o, Bepcia 2 Big 01 rpyaHa
2025 p., YKpaiHCbKOK Ta pPOCINCbKO MoBamu; 3MiHA Has3BUW Micuss MNPOBeAEHHS KNiHIYHOro
BUNPOGYBaHHA A0 NPOTOKO/Y KNiHIYHOro AocnimkeHHA «dasza 3, 6araToleHTpoBe, paHAoMi30BaHe, No/BIiHO
3acninneHe, nnayebo- KOHTPO/bOBaHe, B NapasiesibHUX rpynax AoCNimKeHHs ANs OuiHKKM edeKTUBHOCTI,
6e3nekn Ta nepeHocumocTi LieHepumopg y A0opocanx NauieHTiB 3 CUCTEMHMM YepBOHMM BoBYakom (CYB)
cepeaHbOro Ta TSHXKOro CTyneHs Ha choHi 6a30B01 Tepanii», ko4 gocnimkeHHs ID-064A302, diHasibHa Bepcis 2

Big 06 rpygHs 2023  p.; cnoHcop - Idorsia  Pharmaceuticals  Ltd, Switzerland
3asaBHUK - TOB «CaHaKnic», YkpaiHa
BYNO CTANO

JokTop dhinocodii Kapnexko O.O.

MepuuHuii ueHTp «Ok!KniHik+» ToBapuctBa 3
o6MeXeHow BignoBiganbHICTIO «MiXHapogHuiA
iIHCTUTYT  KNiHIYHUX  AocniMKeHb», BigAain
Tepanii, peBMaronorii Ta
cTauioHapHOro BigaineHHs, M. Kuis

Kapgionorit

JokTtop duinocodpii KapneHko O.0.

ToBapucTBO 3 OGMEXEHOI BiANOBIAANBLHICTIO
«MixHapopgHwmii iHCTUTYT KNiHIYHNX
pocnipkeHb», BigAain Tepanii, pesmaronorii Ta
Kappgionorii cTauioHapHoro BigAineHHsa
MeguuHoro ueHTpy «OK!KniHik+», M. KuiB

2. OHoBneHuit npoTtokon CN45847, Bepcia 2 Big 12 nunHa 2025 poky, aHrNiicbKo MoBoto; Bpoliypa
pocnigHuka ®PeHebpyTUHIGY (RO701093), Bepcis 15 Big nuctonaga 2025 poKy, aHrNiicbKOKO MOBOIO;
Po3kagpoBka martepianiB (3pa3sky 300paxeHb Ha €KpaHi eNlIeKTPOHHOro MpPUCTPOol0 nauieHTa_tMatt
App), Bepcia 1.0 Big 15 BepecHsa 2025 pokKy, aHINIiICbKOK Ta YKpaiHCbKOK MoBamu; EnekTpoHHa
Gpowypa Ana nauieHTiB, 7 6epe3Ha 2025 poky [VO1 UKR(uk)], ykpaiHCbKOIO MOBOI; ENeKTpOHHWIA
NOCiGHUK i3 gocnigkeHHA ANA NnauieHTiB, 2 BepecHA 2025 poky [V01 UKR(uk)], ykpaiHCbKOIO MOBOIO;
Nucr Big pocnigHuKa Ao 6aTbKiB, 19 ciuHA 2026 poky [V01 UKR(uk)02], ykpaiHcbKolo MOBOIO; Bpolypa
AnAa 6aTtbkiB, 19 ciuHAa 2026 poky [V01 UKR(uk)], ykpaiHCbKOI0 MOBOIO; MOCiGHUK i3 gocnimKkeHHA ansa
GartbkiB, 19 ciuHa 2026 poky [V01 UKR(uk)01l], ykpaiHCbkol MOBOIO; [MOCIGHMK i3 3anOBHEHHA
WOAEeHHMKA y4yacHuKa, 13 nwTtoro 2025 poky [VO1 UKR(uk)], ykpaiHCbKOO MOBOI; CTOpiHKM
LWoAEeHHMKA yyacHuKa, 13 notoro 2025 poky [VO1 UKR(uk)], ykpaiHCbKOIO MOBOLO; laeHTUpikauiiiHa
KapTKa yuyacHuKa, Bepcia 1.0, 28 nuctonaga 2024 poKy, yKpaiHCbKOI0 MOBOIO; Mnakat gnsa nayieHris, 7
Gepe3HAa 2025 poky [V01 UKR(uk)], ykpaiHCbKOWO MOBOW; JIUCT A0 nikapsa WoA[0 HanpaB/ieHHA
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nauieHTiB, 27 cepnHa 2025 poky [V01 UKR(uk)01l], ykpaiHCbKOO MOBOIO; JIUCT A0 poboToAaaBus,
28 Oepe3Ha 2025 poky [VO1 UKR(uk)01l], yKkpaiHCbKOKO MOBOI; JIUCT NpPO MNPONYCK HaBUaHHA,
28 6epesHa 2025 poky [V01 UKR(uk)01], ykpaiHCbKOO MOBOIO; JIUCT A0 rpynu i3 3axucTy npas Ta
iHTepeciB nauieHTiB, 27 cepnHa 2025 poky [V01l UKR(uk)01], ykpaiHCbKoio MoBolo; KapTka 3
iHcbopmauielo anAa naudieHTa [0 3apaxyBaHHS 00 AochigKeHHs, 25 noToro 2025 poky [V01 UKR(uk)],
YKpaiHCbKOI0 MOBOIO; KapTka 3 iHhopmauielo ana nauieHTa nicns 3apaxyBaHHSI A0 AOC/IOKEHHS,
25 notoro 2025 poky [VO1 UKR(uk)], ykpaiHCbKOIO MOBOIO; KapTka 3 HaragyBaHHSIM MpPO Bi3wT,
24 yepBHA 2025 poky [VO1 UKR(uk)], ykpaiHCbKOIO MOBOIO; Be3KolWToBHA peknamMa B coujiaibHUX
Mepexax i ny6ikauyii npo KAiHivHi gocnimpkeHHA gnsa Be6caiitiB, 25 6epe3Hs 2025 poky [VO1 UKR(uk)],
YKpaiHCbKOIO MOBOLO; MpeameTn AnA HapgaHHA nauieHTam (onuc Ta 300paxeHHs), Big, 25 cepnHs
2025 poky [V 01UKR(uk)], nepeknag ykpaiHCbKOI MOBOK Big 18 BepecHs 2025 poky; [ocCbe
[OCNipKYyBaHOIO NikapcbKoro 3aco6y ®@eHe6pyTMHIOYy (RO701093) _Mopaynb 2 «AKiCTb», Bify UepBHA
2025 poKy, aHrNilicbKO MOBOK [0 NPOTOKO/Y K/iHIYHOrO AOCNIMKEHHS «BigkpuTe AOCNIMKEHHS 3 OfHIE
rpynoro gNsa OUiHKM  dhapMakoKiHeTVKK, hapmMakogMHaMiyHuX edekTi, 6e3neyHocTi Ta NepeHOCUMOCTI
theHeOpPYTUHIOY y AiTei Ta NianiTkiB 3 peunamByOUMM PO3CISHMM CKIepPO30M», Ko AocnigpkeHHs CN45847,
Bepcia 1 Big 10 nmwToro 2025 poky; cnoHcop - F. Hoffmann-La Roche Ltd, LBeiuapis
3anBHuK - MignpuemcTso 3 100% iHo3eMHol iHBecTuLjeto «AVIK'IOBIA PAC YkpaiHa»

3. OHOBNEeHUit NPOTOKOJ1 KJiHIYHOro BMNPOOYyBaHHA, Bepcia 6.0 Big 06 nuctonaga 2025 poky
aHrniicokoto MoBoO1O; IHhopmauisa npo pgocnigkeHHA Ta chopma iHPOpPMOBaHOI 3roau, OKasibHa
Bepcia Homep 5.0 Big 05 rpyaHsa 2025 poKy An1A YKpaiHy YKpaiHCbKOKO MOBOKO Ha OCHOBI MacTtep Bepcil
HoMmep 5.0 Big 12 nuctonaga 2025 poky; EKkcnpec-HaragyBaHHA A1 nauieHTiB «BaxDuo Arctic Bitaemo
— Bu BXe nogonanun noHag nosioBUHY wWnaxy!», Bepcisa 2.0 Big 12.11.2025p. ana YKpaiHM YKPATHCbKOO
MoBoto; CepTudpikar nogsaku, BapiaHT 1, nokanbHa Bepcis 1.0 Big 11.12.2025p. Ha OoCHOBI MacTep Bepcil
1.0 Big, 12.11.2025p. ansA YKpaiHU yKpaiHCbKOK MOBOH; CepTudpikat nogsiku, BapiaHT 2, foKasibHa
Bepcia 1.0 Big 11.12.2025p. Ha ocHoBi MacTep Bepcii 1.0 Big 12.11.2025p. anAa YKpaiHN yKpaiHCbKOLO
MoBoto; CepTudpikat nogsku, BapiaHT 3, lokasibHa Bepcis 1.0 Big 11.12.2025p. Ha OoCHOBI MacTep Bepcil
1.0 Big 12.11.2025p. ana YKpaiHU YKpaiHCbKOIO MOBOK; CepTucpikat noasku, BapiaHT 4, /loKanbHa
Bepcia 1.0 Big 11.12.2025p. Ha ocHOBiI macTtep Bepcii 1.0 Big 12.11.2025p. ansa YKpaiHU YKPATHCbLKOO
MoBOt0; CepTudpikat noasaku, BapiaHT 5, nokanbHa Bepcis 1.0 Big 11.12.2025p. Ha OCHOBI macTep Bepcii
1.0 Big 12.11.2025p. Ana YKpaiHU yKpaiHCbKOIO MOBOK; CepTudpikat nogsiku, BapiaHT 6, /loKanbHa
Bepcia 1.0 Big 11.12.2025p. Ha ocHOBiI macTtep Bepcii 1.0 Big 12.11.2025p. gna YKpaiHU YKPATHCbKOIO
MOBOIO; 3MiHA Ha3BM Micus NpPoOBeAEHHS KiHIYHOTO BUNPOOYBaHHA [0 MPOTOKOMY KAiHIYHOrO
JocnimpkeHHs «PaHaomizoBaHe, noAgiiHe chine gocnimkeHHs ha3m 3 Ans ouiHkM edhekTUBHOCTI, 6e3nekun Ta
nepeHocumocTi Bakcgpoctaty B KombGiHauii 3 [Janarnicpno3MHOM Yy MOPIBHSAHHI 3  MOHOTepanieto
Janarnidp03MHOM LWOA0 NporpecyBaHHA XPOHIYHOT XBOPO6U HUPOK (XXH) y yyacHukiB i3 XXH Ta BUCOKUM
KPOB'SSHUM TUCKOM>», KoA pocnigpkeHHs D6972C00003, sepcis 5.0 Big 20 ntotoro 2025 poky; cnoHcop -
AstraZeneca AB, Sweden
3asBHUK - TOB «ACTPA3EHEKA YKPAIHA»

BYNO CTAJIO
nikap Konominuyk H.O. nikap Konowminuyk H.O.
KomyHanbHe  HekomepuiiiHe nignpuemcTBo | KOMyHanbHe  HekomepuiliHe  nNigNPUEMCTBO
«KuiBCbKMii  Micbkuii LeHTp Hedpponorii Ta | «MeguuHuii LueHTp Micta KueBa» BMKOHABYOro
Aianisy» BUKOHaB4YOoro opraHy KuiBcbKoi MicbKoi | opraHy KuiBcbkoi micbkoi paau (KuiBCbKoOi

pagu (KniBcbkoi MiCbKOI [EePXXaBHOI | MiCbKOIT gep)xaBHOI agMmiHicTpauii), JlikyBanbHUiA
aaMmiHicTpauii), BigAaineHHsa rocnitTanbHOil | nigpo3gin Ne2, BigAineHHA  rocniTasibHOI
Hecpponorii Ta gianizy Ne2, m. Kuis Hecdponorii Ta pgianisy Ne2 3 npanaror

iHTEHCUBHOI Tepanii, M. Kuis

4. OHoBeHe [locbe pocnigkyBaHoro nikapcbkoro sacod6y MK-7240, sepcis 08ZPWS5 Big, 16 nuctonaga
2025 poKy, aHrniiicbKoto MoBOIO; MoaoBXeHHs TepMiHy npugaTtHocTi nnaue6o Ao MK-7240 y conakoHi
Ta B nonepegHLO 3anoBHeHOMY wnpuui Ao 36 micAuiB; 36iNblIEHHA KiNbKOCTI AOCAigKyBaHUX B
YkpaiHi 3 100 go 104 oci6 o NpOoTOKO/Ty KIIHIYHOTO A0CAigpKEHHS «[porpama paH4oMi30BaHUX, NOABIAHMX
cninux, niauebo-KoHTpPoNboBaHUX AocnimkeHs Il dasu ana ouiHkn edpekTUBHOCTI Ta 6e3nekn MK-7240 B
YUYaCHWKIB i3 cepeHbO-TSHXKAM BUPa3KOBMM KOMITOM B aKTUBHIl doopMi», kog gocnimkeHHs MK-7240-001, 3
iHKoprioposaHoto nonpaskoto 04 Big 04 rpyaHa 2024 poky; cnoHcop - TOB Mepk Wapn eng Joym, CLUA (Merck
Sharp & Dohme LLC, USA)
3asBHUK - TOBApUCTBO 3 0OMEXEHOI0 BiAnoBigasbHICTI0O «MC/[, YKpaiHa»



5. Bpouypa gocnigHuka MK-1084, BugaHHs 6 Big 11 rpyaHAa 2025 poky, aHrnilicbKolo MOBOIO; YKpaiHa,
MK-1084-004, IHchopmaLifi Ta SOKYMEHT Npo iHhopMoBaHy 3rofly AnA nawieHTa, Bepcisi 03 Big, 06 ciuHA
2026 p., YKpaiHCbKOO MOBOIO; YKpaiHa, MK-1084-004, IHcpbopMaLis Ta AOKYMEHT npo iHhpopmoBaHy
3rogy ANA nauieHTa Ha HeOoGOB’SI3KOBMIA OOMEXEHMWIl CKPUHIHT, Bepcia 02 Big 06 ciuHa 2026 p.,
YKpaiHCbKOI MOBOIO; YKpaiHa, MK-1084-004, IHhopmauis Ta OKYMEHT npo iHpopmoBaHy 3roay AN
nauieHTa Ansa nikyBaHHA Nicsia nporpecyBaHHA XBOpoo6u, Bepcis 02 Big 06 ciuHA 2026 p., yKpalHCbKOIO
MoBoOto; MaTtepianu ansa nauieHta: MK-1084-004_Bpowypa nauieHTa_ykpaiHcbkoto MmoBoto_UKR_Bep.
03.2_17 nunHsa 2025 p.; MK-1084-004_INnakat gns nauieHTa_yKpaiHcbkoio moBoto_UKR_Bep. 03.1_
17 nunHa 2025 p.; 36inblUeHHA KiNbKOCTI pocnimpkyBaHux B YKpaiHi 3 400 go 800 oci6
(3 HUX 40 paHpgoOMi3OBaHUX) [0 MPOTOKOY KNIHIYHONO AOCNIMKEHHS «PaHOomizoBaHe, MoABiHe chine,
6araToueHTpoBe gocnimpkeHHs Il dpasn kombiHauii MK-1084 3 nem6poi3ymaGom NnopiBHSHO 3 KOMOiHaLi€0
nemoéponizymady 3 nnauebo sK NikyBaHHS NepLUoi AiHiT ANs yyYacHWKIB i3 /10Ka/IbHO-MOLWMPEHUM abo
MeTactaTUYHUM HepiGHOKNITMHHUM pakoMm nereHiB 3 myTauieto KRAS G12C Ta ekcnpecieto PD-L1 TPS =
50% (KANDLELIT-004)», kog, gocnigxeHHss MK-1084-004, 3 iHkoprnopoBaHoto nonpaskoto 03 Bif 22 nunHA
2025 poky; cnoHcop - TOB Mepk Wapn eHg fAoym, CLIA (Merck Sharp & Dohme LLC, USA)
3asBHUK - TOBapMCTBO 3 06MEXEHO BiAnoBigasbHicTio «MC/L YkpaiHa»

6. Bpolwypa gocnigHuKa aNnAa AocnigKyBaHOro /likapcbKoro 3aco6y nasepTiHio (YH25448), Bepcis 16,
HOopatok 1 Big 14 nuctonaga 2025 poky; IHpopmauia ansa nauieHta Ta ®opma iHchopmMoBaHOi 3roaun
(nns MopoBXeHHA nepiogy AocnigpkeHHA), Bepcia ana YkpaiHm 10.0 Big 15 rpygHAa 2025 poky,
YKpPAiHCbKOIO Ta POCiliCbKOKD MOBaMU [0 NPOTOKO/Y KAiHIYHOrO AOCAiMpKEeHHS «PaHaoMi3oBaHe, NoABiiHe
cnine pgocnimpkeHHs da3m I gna ouiHkn edgekTUBHOCTI Ta 6e3MeYHOCTi Nla3epTiHiOy B MOPIBHSAHHI 3
recpiTiHibom gk Tepanii nepwoi NiHii B nNauieHTiB 3 MicLUeBO-NnowmMpeHuM abo MeTacTaTUydHUM
HeAPiIOHOKNITUHHUM pPakoM SIereHiB 3 MyTalLi€to, WO CEHCUTU3YE peLenTop enigepMasibHoro haktopa pocTy»,
kog pocnimkeHHs YH25448-301, sepcid 3.2 Bif 31 ciuHsa 2025 poky; cnoHcop - Yuhan Corporation, Republic of
Korea / FOxaH KopnopelilH, Pecny6nika Kopes
3asaBHUK - TOB «MAPEKCEN YkpaiHa»

7. OHOB/1EHMI NPOTOKOJ1 K/iHIYHOro BUNpo6yBaHHA M16-000 3 iHKOpnopoBaHUMY agMiHICTPaTUBHUMMU
3miHamu 1, 2, 4, 6, 9, 11, 12 Ta nonpaBkamu 1, 2, 3, 4, 5, 6, 7, 8, 9, 10, 10.1 (nvwe Ansa €EBponeincbKOro
Coto3y), 11 Ta 12 Big 23 uepBHA 2025 poKy; LLlogeHHUK peecTpauii BBeAeHHA npenaparty i pe3ynbTaTiB
TeCTYy Ha BariTHICTb Y AOMAaLUHIX yMOBax 418 nonepeAHbo 3anoBHeHUX wnpuyis 180 mr/1,2 mn, Bepcia
4.1. Big 23 uepBHA 2025 poKy (aHrNIACLKOMO i YKpaiHCbKOK MoBamu); PicaHKisymal - iHCTPyKUii 3
BUKOPUCTAHHA NonepeaHbO 3aNOBHEHOIO WINPULA, iH’EKWiA, ANa NigwKipHOro BBeAeHHsA, Bepcia 7 Bipf,
15 rpygHsa 2024 poky (aHrnificbkoto i yKpaiHCbKkO MoBamu); MpoaoBXeHHA TepMiHy NMpoBeAeHHS
KMiHIYHOTrO BMNPOGYBaHHA B YKpaiHi Ao 31 ciuHA 2029 poky; OHoBneHuii po3gin «HAKicTb» focbe
pocnipkyBaHoOro sikapcbkoro 3sacooy PicaHkizyma6 (Risankizumab), Bepcis 6.0 G Big 30 ciuHsA
2025 poKy; BknwoueHHA A0[ATKOBOro AOC/iAKYBaHOro JikapcbKoro 3acoby: PicaHkisymao
(ABBV-066), 180 mr/1,2 mn (150 mr/mn), po3unH Ana iH’ekuiii AnA nigwkipHoOro BBeAeHHA, nonepeaHL0
HanoBHeHuV wnpuy (BupoGHuku: AbbVie Deutschland GmbH & Co. KG, HimeuuuHa; AbbVie
Biotechnology, Ltd., CLUA; AbbVie Inc., CLLUA; AbbVie Bioresearch Center, CLUA; A&M STABTEST
Labor fur Analytik und Stabilitatsprufung GmbH, HimeuuuHa; Charles River, Laboratories Germany
GmbH, HimeuuuHa; SGS Institut Fresenius GmbH, HimeuunHa; Labor LS SE & Co. KG, HimeuuunHa; SGS
Analytics Switzerland AG, LUBeiliyapift); 3pa3ok MapKyBaHHA [0C/IAKYBAHOIO liKapCbKOro 3acooy
PicaHkizymao (ABBV-066), 180 mr/1,2 mn (150 mr/mn), po3unH gns iH’eKuiii gna nigwKipHOro BBeAeHHs,
nonepegHb0 HaNoBHeHWW wnpuy, Bepcia Big 30 nunHa 2025 poKy (BHYTPIlIHE nNaKyBaHHA),
YKPaiHCbKOK Ta aHrnilicbkoo MoBamu; 3pa30K MapKyBaHHA [OCAILKYBaHOro /iKapCcbKOro 3acooy
PicaHkizyma6 (ABBV-066), 180 mr/1,2 mn (150 mr/mn), po3unH ans iH’ekuiii oNA nigwKipHOro BBeAeHHs,
nonepeaHbO HaNmoBHEeHMiA WNpuy, Bepcis Big 31 nunHaA 2025 poKy (30BHILLHE NaKyBaHHS), YKPAiIHCbKOLO
Ta aHrnificbkoro MoBaMW [0 NPOTOKO/Y KAiHIYHOrO AochigpkeHHs «baraTtoueHTpoBe, paHAoMi3oBaHe,
noAgiiHe cnine, nnayeb0-KOHTPOSIbOBaHe 52-TWXKHEBE AOCAIMKEHHS NIATPUMYHOYOT Ta  BigKpUTOI
NPOAOBXEHOT Tepanii ANns OUiHKM edekTUBHOCTI Ta 6e3MeyYyHOoCTi picaHKidymMaly Yy nauieHTiB 3 XBOpOOOH
KpoHa», kon, nocnimkeHHs M16-000, 3 iHKOpnopoBaHUMW afiMiHiCTpaTMBHUMK 3MiHamu 1, 2, 4, 6, 7, 8, 9 Ta
nonpaskamn 1, 2, 3, 4, 5, 6, 7, 8, 9, 10, 10.1 ta 11 Big 04 rpyaHa 2024 poky; cnoHcop - AbbVie Inc., USA
3anBHuK - «E66BI BiothapmacbtioTikan3 TM6X», LLBeliuapis

8. dopma iHhopmoBaHoOiI 3rogu, Bepcia 10.0 ana YKpaiHM yKpaiHCbKOK MOBOLO Bif, 11 rpyaHa 2025 p.
Ha ocHoBi maiicTep-Bepcii hopmu iHhopmoBaHoi 3roau ana pgocnimkeHHA GN41791, Bepcis 12, Big
04 rpygHa 2025 p. 00 NPOTOKOY KAiHIYHOrO pocnigxeHHs «BAFATOUEHTPOBE PAHAOOMI3OBAHE
MOABIVMHE CNINE AOCNIAKEHHA ®A3M 11l Y NAPANENBbHUX FPYNAX 3 NOABIVHAM KOHTPONEM
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MNALEBO ANA OUIHKM E®EKTUBHOCTI TA BE3MNEYHOCTI ®PEHEBPYTUHIBY [MOPIBHAHO 3
OKPENIBYMABOM ¥ [OOPOCNNX MAUIEHTIB 3 MNEPBVHHUAM MPOrMPECYHOUYNM PO3CIAHNM
CK/TIEPO30M», kog pocnimxkeHHss GN41791, sepcisa 8 Big 13 ntoTtoro 2025 p.; cnoHcop - ®.XodmaHH-/14
Pouu Nnrp, LLselibapis
3aaBHUK - TOBApMCTBO 3 06MEXEHOI0 BiANOBIAAILHICTIO «Pow YkpaiHa»

9. IHcopmauis nNpo nogasnblie CMOCTEPEXEHHA 3a NepeGiroMm BariTHOCTI MapTHEPKU YyyaCHMKa
pocnipkeHHa Ta cdopma iHchopmoBaHoi 3roau, Bepcia Ne3 Big 30 ciuHA 2025 pokKy, YKpaiHCbKOO
MoOBOI0; 3MiHa BignNoOBiAaNbLHOrO pAoc/AigHUKA Ta 3MiHA Has3BU MicUSA MPOBeAEHHA KIiHIYHOro
BUNPOOYBaHHA [0 MPOTOKO/Y KIIHIYHOrO AocnimkeHHs «PaHgomisoBaHe, noggiiiHe chnine, nnaue6o-
KOHTPO/IbOBaHe AOCAIMKEHHS hasn 2 ANns OuiHKM edhekTUBHOCTI Ta 6e3nekn SAR441344, MOHOK/IOHa/TbHOIO
aHTUTINa A0 aHTaroHicta CD40L, y nauieHTiB 3 peuuamBytoUMM PO3CISHAM CK1IEPO30M», KoL, AOC/iIKEHHS
ACT16877, 3 nonpaskoto 04, Bepcis 1 Big 18 nuctonaga 2024 poky; cnoHcop - sanofi-aventis recherche &
developpement, France (CaHoi-ABeHTIiC peLuepLu e JeBenornmMaH, PpaHLif)
3anBHUK - TOB «CaHodi-ABeHTIC YKpaiHa»

BYNO CTAJO
nikap 3axaposa J1.A. K.M.H. Mopo3 O.M.
[epxaBHa ycTaHOBa «YKpaiHCbKui [epXaBHWUA | [lep)kaBHa YycTaHOBa «YKPAiHCbKWIA OepXaBHWI
HayKOBO-[OCMIAHUA IHCTUTYT MeAMKO-COLia/IbHUX | HAYKOBO-AOCAIOHWUIA IHCTUTYT MeOUKO-COoLiasIbHNX
npo6sem iHBasligHOCTI  MiHicTepcTBa OXOpOHM | Mpobnem iHBanigHOCTI  MiHiCTepcTBa  OXOPOHU
300pOoB’A YKpaiHu», BigAiNieHHA HeBpPOMorii Ta | 340poB’a  YKpaiHu», BigAiNeHHA HeBponorii 3
peabinitauii 3 LleHTpom Tepanii 60110, M. [IHINpo | LLeHTPOM pO3CistHOro cKkneposy, M. [IHiNpo

10. KopoTkuit goBigHuk «TRIALMAX® Web», Bepcia 1 Big 06 nuctonaga 2025 p., pegakuisa 1.1, V1.0 Bipg,
18.11.2025p. ukUA pansa YkpaiHU YKpaiHCbKO MOBOLO; CKPIHLWOT ef1IeKTPOHHOro OnUTyBasiIbHUKA,
Bepcia 1 Big 04 rpyaHa 2025 p. gnAa YKpaiHM YKPAIHCbKOKO MOBOH; CKPIiHIWIOT €e/IeKTPOHHOro
onuTyBaJZiIbHUKa, Bepcis 1 Big 04 rpygHAa 2025 p. anA YKpaiHW YKpalHCbKOK MOBOIO; CKpiHWOT
€eNIeKTPOHHOro onuTyBaJiIbHUKa, Bepcia 1 Big 04 rpyaHa 2025 p. Aonsa YKpaiHUW yKpaiHCbKOI MOBOIO;
CKpiHWOT efIeKTPOHHOro onutyBasibHUKa «A-1032-0495 Web Subject Facing Screen Report PtGA»,
Bepcia 1 Big 04 rpygHAa 2025 p. gna YKpaiHU YKPAIHCbKOK MOBOK; CKPIiHLIOT eNeKTPOHHOro
onutyBasibHUKa, Bepcia 1 Big 04 rpyaHs 2025 p. ana YKpaiHM YKpPaiHCbKOK MOBOI; CKPiHLIOT
enekTpoHHoro onutyBasibHUKa «Web Subject Facing Screen Report HAQ-DI (Stanford)», Bepcisa 1 Big,
04 rpypgHAa 2025 p. gnA YKpaiHW YKPAiHCbKOK MOBOK); CKPIiHLWOT HaBYaJ/IbHOrO €/1IeKTPOHHOro
onutyBasibHUKa «D9640C00003/A-1032-0495 Web Facing Screen Report», Bepcia 1 Big 04 rpyaHs
2025 p. gna YKpaiHM YKpaiHCbKOK MOBOHK; CKpiHLIOT €/IeKTPOHHOro onuTyBaJibHUKA, Bepcia 1 Big,
04 rpyaHa 2025 p. ana YKpaiHU YKPaiHCbKOKO MOBOLO; CKPIHLLIOT €/1IeKTPOHHOIO OnNUTyBaJIbHUKA, BepcCisa
1 Big 04 rpypHa 2025 p. AnA YKpaiHU YKPAIHCbKOI MOBOIO; CKPIHLLIOT €/1IeKTPOHHOIo onuUTyBaJIbHUKA
«Web Subject Facing Screen Report SF-36v2 Acute», Bepcisa 1 Big 11 nuctonaga 2025 p. ansa YkpaiHu
YKpalHCbLKOI0O MOBOI0; 3a/lyuyeHHA [0[aTKOBUX Micub MPOBEeAEHHs1 K/iHIYHOro BUNPOOGYBaHHA [0
MPOTOKO/TY KMiHIYHOTO AochnigxeHHs «baratoueHTpoBe, B napasiesibHUX rpynax, paHgomizoBaHe, noasiiHe
c/ine fOCniAXeHHS dhasun 2 B YOTUPLOX rpynax As1a OUiHKM edheKTMBHOCTI Ta 6e3nekn AZD1163 y yyacHuKiB 3
peBMaTtoiHUM apTpPUTOM BiJ MOMIPHOI A0 BUCOKOI akTMBHOCTI (LaunchPAD-RA)», kof [OCNILKEHHSA
D9640C00003, Bepcia 2.0 Big 30 BepecHa 2025 poky; crnoHcop - AstraZeneca AB, Sweden
3asnBHUK - TOB «<ACTPA3EHEKA YKPAIHA»

No MN.1.6. BignoBigasibHOro AocnigHvKa

n/n HasBa micLi npoBeAeHHs KNiHIYHOTro BUNPO6YBaHHS

1. | A.M.H., npodcp. LeBuyk C.B.

«YHiBepcuTeTCbKa KiiHika» BiHHULBKOrO HaliOHa/IbHOTO MeuYHOro yHisepcuteTy iM. M.I. Muporosa
(nikyBaNIbHO-HaBYa/IbHO-HAYKOBWIA LLEHTP), pEBMATO/I0rIYHE BigAiNeHHs 3 TepaneBTUYHUMU NTDKKaMu,
BiHHULBKWIA HaLioOHa/IbHUIA MefuuHuiA yHiBepcuTeT iM. M.l. TuporoBa, kadegpa BHYTPILLIHBLOT
MeauumHm Ne2, M. BiHHMUA

2. | o.M.H., npodh. CtaHicnasuyk M.A.

KomyHanbHe HekomepLuiiiHe nignpuemcTBo «BiHHMLbka 06nacHa kiiHivHa nikapHs iM. M.1. Muporosa
BiHHMLbKOT 06/1acHOT pagu», BucokocneujianisoBaHUii KNiHIYHWIA LLEHTP peBMaTO/Oril, 0CTEONOpPO3y
Ta 6ionoriyHoi Tepanii, BiHHWUBbKUIA HauioHanbHWIA MeguyHuiA yHiBepcuTeT im. M.l. Muporosa,
Kadpeapa BHYTPIWHLOT MeanumHn Nel, M. BiHHMUA

3. | nikap YymaueHko I".A.

ToBapucTBO 3 06MEXEHOW BignosigasibHiCTIO «Meabya-KniHik», nikyBasibHO-NPoiNakTuyHWii
nigpo3ain MegmyHoro ueHTpy, M. Knis




4. | nikap beliko I'.B.

MeanyHWin LeHTP ToBapMCTBa 3 0OMEXEHO BiANOBIAANLHICTIO «LIeHTp ciMeliHOT MeanLMHM NAC»,
NiKyBa/IbHO-NPOiNaKTUYHWIA Nigpo3aia, M. Kuis

5. | K.M.H. KnebaH #.1.

KuiBcbka K/iHIYHA NikapHA Ha 3a/li3HUYHOMY TpaHcnopTi Ne2 qinii «LleHTp 0XOpoHM 340pOB’SA»
aKLiOHepHOro ToBapucTBa «YKpaiHcbKa 3ani3HnUSA», LIeHTPp KAiHIYHKUX AochigpKeHb, M. KuiB

6. | nikap paHyak K.I.

ToBapucTBa 3 O0OMEXeHOW BiAMNOBiJANBHICTIO  «3akapnarcbka EHOOK/MIHIKA», NiKyBaslbHO-
NpodiSIaKTMYHMIA Nigpo3ain MeguyHoro LeHTpy «EHOOKIHIK», M. Y)Xropoa

11. OHoBneHa Bepcia [Jocbe pocnigpKyBaHOro Jiikapcbkoro 3aco6y IMU-838 TaGneTkn,
5 wmr | 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) (aHrniiicbkoo MOBOIO);
OHoB/eHUI 3pa3ok eTukeTkn (MapkyBaHHA) (Country Specific Label (CSL)) 3 iHdopmauieto npo
npenapar IMU-838 Ta6netkn, 30 mr (100 Ta6netok) Bepcii 3.0 Big 06.11.2025 (aHrniiicbkKoto,
YKPaiHCbKOK Ta pPOCiiCbKOK MOBaMM) [0 NPOTOKO/Y K/iHIYHOrO A0CiAXEHHS «PaHaoMi3oBaHe, NnoaBiliHe
cnine, nnauebo-KOHTPO/IbOBaHe, GaraToLeHTPOBE AOCMiIMKEHHS dha3n 2 AN OUiHKM BNAMBY npenapaty
IMU-838 Ha aKTMBHICTb 3aXBOPHOBaHHA, fika BUMIPIOETLCA 3a pe3y/bTaraMu MarHiTHO-pe30HaHCHOI
Tomorpadpii (MPT), a TakoX 6e3neyHiCTb i NepeHOCUMICTb Y NauieHTiB 3 peLuanBYHOUUM-PEMITYIOUNM
posciaHum ckneposom (PPPC) (EMPhASIS)», koa pocnimkeHHsa P2-IMU-838-MS, sepcisa 5.0 Big 4 nunHs
2025 pOKY; crnoHcop - «IMMyHIK  Al», HimeuunHa  / Immunic AG, Germany
3anBHMK - TOBApMCTBO 3 06MEXEHO BignoBigasibHIiCcTIO «BEPYM KJTIHIKAT PICEPY», YkpaiHa

12. YkpaiHa, MK-3475-992, IHhopmauisa Ta AOKYMEHT Npo iHhopMoBaHy 3rofy AJis NawieHTa, Bepcia 09
Big 29 rpyaHa 2025 p., YKpPaAiHCbKOKD MOBOIO A0 MPOTOKOJY KAiHIYHOrO AOCAiMKEHHSA «PaHaomizoBaHe,
noAgiHe cnine, nnaueb60-KOHTPO/IbOBaHe KiiHiuHe gocnigkeHHs |l dasm ansa BnuBYEHHs edhekTUBHOCTI Ta
6e3neyHocTi nemoponisymady (MK-3475) y kom6iHauji 3 ximionpoMeHeBoto Tepanieto (XMNT) y NOpiBHAHHI
nvwe 3 ximionpomeHesBoto Tepanieto (XMT) B yYyaCHWKIB 3 M’AI30BO-iHBa3VBHWM pakOM CEYOBOro Mixypa
(MIPCM) (KEYNOTE-992)», Kkog pocnimpkeHHs MK-3475-992, 3 iHKkopnoposaHow mnonpaskoto 05 Big,
07 xo0BTHA 2024 poky; crioHcop - TOB Mepk LWapn eHp Aoym, CLUA (Merck Sharp & Dohme LLC, USA)
3asaBHUK - TOBApUCTBO 3 0OMEXEHOI0 BiAnoBifasbHICTIO «MC/[, YkpaiHa»

13. OHOBMEHUIA NPOTOKOJ1 KMiHIYHOrO BUNpoGyBaHHA LTS17043 3 iHKopnopoBaHo nonpaskoto 10,
Bepcifa 1 Big 15 XoBTHA 2025 poky; Bpowypa gocnigHuka gns focnigKyBaHOro slikapcbKoro 3acooy
SAR442168 (tolebrutinib), BugaHHa 17 Big 21 nuctonaga 2025 poky; IHchopmauia gna nauieHTa Ta
thopma iHchopmoBaHoOi 3rogn, Bepcia Ne7 Big 10 rpygHA 2025 poKy, YKpaiHCbKOI Ta POCIiACbLKOIO
MoBaMW [0 NPOTOKO/Y KNIHIYHOTO AOCAIAKEHHSA «IHTepBeHLiiHe po3lMpeHe AoCAifKeHHA dasn 3 ans
BMBYEHHSA [OBrOCTPOKOBOI 6e3neku Ta MepeHOCUMOCTi TONIeGPYTUHIOY B YYacHUKIB i3 peLuauByounv
PO3CiSiHUM CK/1epP030M, NEPBUMHHMM MPOrPECYOYMM PO3CISIHUM CK/1epPO30M ab0 BTOPUHHWM NPOrPecyymm
HepeunamByoUuMM PO3CIAHUM CK1IEPO30M», KOA, AocnimpkeHHa LTS17043, 3 iHKkopnopoBaHo nonpaskoto 08,
Bepcisa 1 Big 27 BepecHs 2024 poky; cnoHcop - Sanofi-Aventis Recherche & Developpement, France (CaHodi-
ABeHTIC Pewwepw e [Jesenonmad, ®paHLif)
3aaBHuK - TOB «MAPEKCE/T YkpaiHa»



