HopaTok 1

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TIOTIPaBOK /10 MPOTOKOJIIB KIIHIUHUX
BUTIPOOYBaHb»

16.02.2026 Ne 188

[neHTU(diKaLlisT CYTTEBOI MOMPABKU

OnoBsieHu# MPOTOKOJ KiHiuHOTO BUMpobyBanHs ID-064A302, ¢inanbHa Bepcis 4 Big 13 cepriHs
2025 p.; OHoBnieHM# TIPOTOKO/ KiiHiyHOTO BHrpoOyBaHHs ID-064A302, diHanbHa Bepcis 3 Bif
03 munHs 2025 p.; 3miHa crioHcopa 3 Idorsia Pharmaceuticals Ltd, Switzerland na VIATRIS
Innovation GmbH, Switzerland; Bpormrypa gocmigHvka Ha [OCTiIpKyBaHWM JTiKapChKWM 3acib
Cenerimod, Bepcis 16 Big cepriHsi 2025 p, aHTrIiHicbKO0 MOBOO; IH(OpMaLliiiHUI TUCT yYacHUKA i
¢dopma iHpopMoBaHOI 3roAM, ajanrToBaHa A YKpaiHu Bepcis 2.0 Bix 04 Bepecus 2025 p.,
aHTJIIMCbKOIO, YKPAiHCHKOI Ta POCiMCHbKOI MOBamH; IH(opMalliiiHuil JIMCT yyacHHKa Ta ¢opma
iHdopmoBaHoOI 3rou AJisi XKiHOK, sIKi 3aBariTHL/IM MiJ| Yyac [JOC/i/PKeHHs, a/lariToBaHa /i YKpaiHu
Bepcig 2.0 Bim 04 BepecHsi 2025 p., aHI/IMCBKOI, YKPAaiHCBKOIO Ta POCIMCHKOI MOBaMU;
Indopmariitauii muct Ta hopma iHpopMoBaHoi 3roau Ha 30ip JaHKX ILIOZA0 BAriTHOCTI Ta TOJIOTIB Y
JKIHKM, TIapTHep sIKoi Oepe yuacTh B JOC/i/PKeHHi, afariToBaHa Al YKpaiHu Bepcisg 2.0 Bix
04 BepecHst 2025 p., aHIJIIMCbKOIO, YKPAiHCBKOK Ta POCiMCbKO MOBamy; IHdopmariiiHuii auct
ydacHUKa Ta (opma iH(pOpMOBaHOI 3roAu AJs1 NPOBeJeHHsl JOC/i/I)KeHHS] Ha HasiBHICTb Bipycy
imyHogedinuty mogunu (BLJT), aganToBaHa st Ykpainu Bepcis 2.0 Bix 04 Bepecusi 2025 p.,
aHTJIIMCbKOIO, YKPAiHCHKOI Ta POCiMCHbKOI MOBamH; IH(opMalliiiHuil JIMCT yyacHHKa Ta ¢opma
iHdbopmoBaHoi 3roau Ay 300py AOAATKOBUX (3a Oa)kaHHsSIM) 3pa3KiB KpOBi, aiariroBaHa ist
Ykpainu Bepcisi 2.0 Big 04 BepecHsi 2025 p. , aHIVIIKCHKOIO, YKPAiHCHKOIO Ta POCiICbKOI0 MOBaMU;
Indopmaniiianii mucT ydyacHWMka Ta (Gopma iHpopmoBaHOI 3roAM AT HeoOOB’SI3KOBOTO
BUKOPHMCTaHHS JaHUX i 3pa3KiB [Jis JOJAaTKOBMX aHasli3iB, afjanroBaHa /51 YKpainu Bepcis 2.0 Bif
04 BepecHs 2025 p., aHITiCBbKOIO, YKPaiHCHKOIO Ta poCilicbKor0 MoBaMy; IH(opMarjiiiHuii TMCTOK
ydyacHUKa Ta (popma iHpopMOBaHOI 3roAu Ha BiJIIKOAYBaHHS BUTpaT KomraHiero Scout Clinical,
azjanroBaHa Jya YKpainu Bepcis 2.0 Big 11 mucronaza 2025 p., aHIVIIMCBKOIO, YKPAlHCBKOK Ta
pociiicbKoro MoBaMH; KapTka YuacHuka Kniniunoro [ocuimkeHHs1, Bepcis gist YKpainu 2.0 Bif




2 TPOJOBXKEeHHA fojaTka 1

02 BepecHs 2025, aHIJIIMCBKOI, YKPATHCHKOIO Ta POCiMCHKOI MOBamu; bpoiiypa o0 nocayr Bif,
Scout Clinical, Bepcisi 2.0 Bizg 31 >koBTHs1 2025, aHT/1iliCbKO0, YKPaiHCHKOIO Ta POCiiCHKOI0 MOBaMU;
Iocke mocmipKyBaHOro JlikapcbKoro 3acoby Cenerimod - sikicTs, Bepcist 2.1 Bizg 01 >xoBTHs 2025 p.,
aHTJIICBKOI0 MOBOIO; 3pa30K EeTHKETOK MAOCTiKyBaHOro jikapchkoro 3acoby Cenerimod abo
BiAmoBigHoro 1iarie6o, Bepcist 2 Big 01 rpygas 2025 p., yKpaiHCBKOIO Ta POCIHCHKOI0 MOBaMH;
3MiHa Ha3BM MiClis TTPOBe/IeHHs K/IiHIYHOTO BUTIPOOYBaHHS:

bYJIO CTAJIO
nokTop (inocodii Kaprienko O.O. noktop ¢inocodii Kapnenko O.O.
Meanunuii 1ieHTp «OK!Kiinik+» ToBapucTBa 3 | ToBapucTBO 3 00MeXXeHOI BiZMOBifaNMbHICTIO
00Me>KeHO10 Bi/IMOBila/IbHICTIO | « Mi>XKHapogHUN IHCTUTYT K/TIHIYHUX
«Mi>xxHapoaHUI IHCTUTYT K/IIHIYHUX | JOC/IiJKeHb», BiAia Teparil, peBMaToJIoril Ta
JIOCTipKeHby», B/ Tepariii, peBMAaToJIoril Ta | KapZioaorii CTaLliOHapHOT 0 BifiiIeHHs
KapZioJiorii CTaLliOHapHOTr' 0 Bigminenus, | Meguunoro ueHTpy «Ok!KitiHik+», M. KuiB
M. KuiB

Howmep ta gara Hakazy MO3 mipo
MPOBeJeHHS K/TIHIYHOTO
BUTNIPOOYBaHHS

Ne 1687 Biz 04.10.2024

Has3Ba k/iHiuHOTO BUTIPOOYBaHHH,
KO/, BepCis Ta jara

«®a3a 3, baraTolleHTpPOBe, paHOMi30BaHe, TMOABIMHO 3acjiruvieHe, riariebo- KOHTPOJIbOBaHe, B
rapanebHUX Tpynax JOCTipKeHHsl [/ OLIHKA e(eKTUBHOCTi, Oe3rekd Ta IepeHOCUMOCTi
LleHepyMo/, y [1OPOC/IMX TMALli€EHTIB 3 CHUCTEMHUM uepBoHMM BoBYakoMm (CUB) cepesHboro Tta
TSDKKOTO CTyrieHss Ha (oni 6a3oBoi Teparmii», ID-064A302, ¢diHampHa Bepcis 2 Big 06 rpyaHs
2023 p.

3asgBHUK, KpaiHa

TOB «CanaKiiic», YKpaiHa

CrnioHcop, KpaiHa

Idorsia Pharmaceuticals Ltd, Switzerland

B.o. Haua/ibHNKa @apMaLieBTUYHOT0 yIIPaB/IiHHA Onekcangp I'PIHEHKO

(mipnuc) (Bnacue im’s TIPI3BUIIE)



HJopaTtok 2

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TIOTIPaBOK /10 MPOTOKOJIIB KIIHIUHUX
BUTIPOOYBaHb»

16.02.2026 Ne 188

[neHTU(diKaLlisT CYTTEBOI MOMPABKU

Ononenuii npotokos CN45847, Bepcis 2 Bif 12 nmunHsa 2025 poky, aHT/1ilicbKoro MoBO0; bporrypa
pocnigarka Penebpytunidy (RO701093), Bepcis 15 Bix smmcroraga 2025 poky, aHT/MCHKORO
MoBo1o; Po3kazpoBka MatepianiB (3pa3kyd 300pakeHb Ha eKpaHi e/leKTPOHHOTO TPUCTPOIO
nauienta_tMatt App), Bepcist 1.0 Big 15 BepecHst 2025 poKy, aHIVIIMCBKOIO Ta YKPalHCHKOK MOBaMy;
EnextponHa Gporirypa /s naijieHTiB, 7 6epe3ns 2025 poky [V01 UKR(uk)], ykpaiHCbKOIO MOBOIO;
EnektpoHHMIA MOCIOHUK i3 moCsimyKeHHs /s marfieHTiB, 2 BepecHs 2025 poky [VO01 UKR(uk)],
yKpaiHCbKOIO MOBOI0; JIUCT Bif mocsmigHuKka Ao 6aTekiB, 19 ciuns 2026 poky [VO1 UKR(uk)02],
yKpaiHCbKOI0 MOBOIO; Bportrypa s 6atekiB, 19 ciuas 2026 poky [VO1 UKR(uk)], ykpaiHCcbKOtO
MoBoto; [locibHuk i3 gocmimkeHHs A 6aTtekiB, 19 ciunsg 2026 poky [V0O1 UKR(uk)01],
yKpaiHCbKOI MOBOI0; [10CiOHMK i3 3amOBHeHHS IO/leHHHMKA ydyacHuKa, 13 motoro 2025 poky
[VO1 UKR(uk)], ykpaiHcbkoro MoBOr0; CTOpiHKM 1[0JIeHHUKA yuyacHUKa, 13 moToro 2025 poky
[VO1 UKR(uk)], yxpaiHcbkoio MoBOM; IneHTudikalliiHa KapTKa yuacHMKa, Bepcis 1.0,
28 mucromnaza 2024 poky, yKpaiHCbKOIO MOBOIo; IlnakaT s marjieHTiB, 7 6epe3Hs 2025 poky
[VO1 UKR(uk)], ykpaiHCbKOIO MOBOIO; JIUCT [0 J/liKaps 1110/10 HarlpaB/ieHHs MALli€HTIB, 27 CepIiHs
2025 poky [V01 UKR(uk)01], ykpaiHcbKoro MOBOO; JIucT 10 poboTogasis, 28 6epe3nsi 2025 poky
[VO1 UKR(uk)01], ykpaiHcbKor0 MoOBORO; JIMCT mpo mporyck HaBuaHHs, 28 Gepe3Hsi 2025 poky
[V01 UKR(uk)01], ykpaiHCbKOI MOBOIO; JIUCT /10 TPYIIX i3 3aXMCTY MpaB Ta iHTepeciB Malji€HTiB, 27
cepriHs 2025 poky [VO1 UKR(uk)01], ykpaiHcbKoro MOBO0; KapTka 3 iHdopMariieto /14 narjieHTa
Jl0 3apaxyBaHHs 0 JocigykeHHs, 25 moTtoro 2025 poky [VO01 UKR(uk)], ykpaiHCbKOIO MOBOIO;
KapTka 3 indopmMarjieto st maijieHTa mic/ist 3apaxyBaHHs /10 JOC/IipKeHHs], 25 JIF0TOTr0 2025
poky [VO1 UKR(uk)], ykpaiHcbKOr0 MOBOI0; KapTka 3 HaragyBaHHsIM TpPO Bi3uT, 24 uepBHs 2025
poky [VO1 UKR(uk)], ykpaincekoro MoBOro; Be3KolITOBHa peksama B COLiaJbHUX Mepexax i
ny6ikarii mpo KaiHiuHI gocsimpkeHHs Ay BeOcaiitie, 25 6epe3ns 2025 poky [VO1 UKR(uk)],
YKpaiHCBKOI MOBOM; [IpesMeTH 11 HaflaHHS TalieHTaM (OruC Ta 300paykeHHs), Bif 25 cepriHs
2025 poky [V 01UKR(uk)], mepeknan ykpaiHCbKOO MoBOK Bif 18 BepecHs 2025 poky;
Iocke pocmigpKyBaHoOro JiKapcekoro 3aco0y ®enebpytunidy (RO701093)_Moayns 2 «SKicTe»,
Bifi uepBHs1 2025 poOKy, aHT/IiiCbKO MOBOIO




2 TIPOJIOBXKeHH o/aTKa 2

Howmep Ta fara Hakasy MO3 mipo
MPOBeIeHHS K/IIHIYHOTO
BUNIPOOYBaHHS

Ne 1187 Big 29.07.2025

Ha3Ba k/iHiuHOrO BUMPOOYBaHHS,
KO/, BepCis Ta fara

«BigkpuTe AocsigpkeHHs 3 OJHi€l0 TPYIO0 /s OL[iHKM (hapMaKOKiHeTHKH, (papMaKoJAvUHaMiUHUX
edekriB, 6e3neyHOCTi Ta IepeHOCUMOCTi (heHeOPyTHHIOY y AiTel Ta MiJJIITKIB 3 PeLUAUBYIOUMM
po3cisiHUM cKiepo3om», CN45847, Bepcis 1 Big 10 sroToro 2025 poky

3asgBHUK, KpaiHa

IignpuemcTso 3 100% inoszemHoro iHBecTunielo «AVK’FOBIA PIIC Ykpaina»

CrioHCOp, KpaiHa

F. Hoffmann-La Roche Ltd, I1IBefijapis

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

(nmignuc) (Bnacue im’s TIPI3BULIE)



HopaTtoxk 3

Jlo Haka3y MiHicTepcTBa OXOPOHHM 3/J0POB’ Sl
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TIOTIPaBOK /10 MPOTOKOJIIB KIIHIUHUX
BUTIPOOYBaHb»

16.02.2026 Ne 188

[neHTU(diKaLlisT CYTTEBOI MOMPABKU

OHoB/leHUH TPOTOKO/M K/iHIYHOTO BUMpPOOyBaHHsA, Bepcis 6.0 Bim 06 sumcrormaga 2025 poky
aHITiCbKOI MOBOM; [H(opmaris npo pociizykeHHs Ta ¢opMa iHGOpMOBaHOI 3roJH, J0KajabHa
Bepcist Homep 5.0 Bix 05 rpyans 2025 poky A1 YKpaiHM yKpaiHCbKOK MOBOIO Ha OCHOBI Mactep
Bepcii Homep 5.0 Bix 12 mucromaga 2025 poky; Ekcmpec-HaragyBaHHA [/ TNALji€HTIB
«BaxDuo Arctic Bitaemo — Bwu BXe mnofonanu ToHaj TOJOBUHY LUIAXy!», Bepcig 2.0 Bij
12.11.2025p. ans YKpainu yKpaiHCbKO MoBORO; CepTrdikat oKy, BapiaHT 1, loKa/ibHa Bepcist
1.0 Big 11.12.2025p. Ha ocHoBi mactep Bepcii 1.0 Big 12.11.2025p. ayisg YKpaiHU yKpaiHCHKORO
MoBoto; CeprudikaT Nnojsky, BapiaHT 2, sokanbHa Bepcig 1.0 Big 11.12.2025p. Ha ocHOBi MacTep
Bepcii 1.0 Bix 12.11.2025p. ansi YKpaiHu yKpaiHCbKOr MoBORO; CepTudikar mojsiku, BapiaHT 3,
JokanpHa Bepcia 1.0 Big 11.12.2025p. Ha ocHoBI macTep Bepcii 1.0 Big 12.11.2025p. ana Ykpainu
yKpaiHCbKO0 MOBOI0; CepTudikaT Mofsiku, BapiaHT 4, jsiokanbHa Bepcis 1.0 Big 11.12.2025p. Ha
ocHoBi MacTep Bepcii 1.0 Big 12.11.2025p. asst YKpaiHu yKpaiHCbKOIO MOBOR; CepTUdiKaT MOJSAKY,
BapiaHT 5, yiokasibHa Bepcis 1.0 Big 11.12.2025p. Ha ocHoBI MacTep Bepcii 1.0 Big 12.11.2025p. ans
Ykpainu ykpaiHCcbKoro MOBOW0; CeptudikaT mopsku, BapiaHT 6, jokanbHa Bepcis 1.0 Bif
11.12.2025p. Ha ocHoBi mactep Bepcii 1.0 Big 12.11.2025p. ans YKpaiHU yKpaiHCbKOK) MOBOIO;
3MiHa Ha3BM MiCIsg IPOBeieHHsI KJIiHIYHOTO BUITPOOYBaHHS:

«KuiBcbkuii Micbkuii 1jeHTp Hedposorii Ta
Jiamizy» BHMKOHAaBYOro opraHy KWHIBCBKOI
MicbKoi pagu (KuiBCbKOI MiCBKOI Jep>kaBHOL
aaMmiHicTparljii),  BiggizeHHs — rocmiTanbHOL
HedpoJiorii Ta gianizy Ne2, M. Kuis

BYJIO CTAJIO
nikap Kosomiiuyk H.O. nikap Konomiiuyk H.O.
KomyHanbHe HeKoMepijiliHe mignpuemMcTBo | KoMyHanbHe HeKoMepijiliHe TIiJTTIPUEMCTBO

«Menuunuii ieHTp Micta KrieBa» BUKOHaBYOTO
oprany KuiBcekoi Micbkoi paau (KuiBcbkoi
MiCBKOL Jlep’KaBHOI azMiHicTpariii),
JlikyBamibHuM  migpo3min  Ne2, BigaineHHs
rocrnitasbHOI Hedposorii Ta fgianizy Ne2 3
MaJIaTOK iIHTeHCUBHOI Teparii, M. KuiB




2 TIPOJIOBXKEHH l0JaTKa 3

Howmep Ta fara Hakasy MO3 mipo
MPOBeIeHHS K/IIHIYHOTO
BUNIPOOYBaHHS

Ne 481 Big 20.03.2024

Ha3Ba k/iHiuHOrO BUMPOOYBaHHS,
KO/, BepCis Ta fara

«PaHgomi3oBaHe, 10/iBiliHe citinie mocmigKeHHS a3y 3 A/ OLiHKM eeKTHUBHOCTI, Oe3rekud Ta
nepeHocuMocTi Bakczapocraty B kombiHarii 3 [lanarmio3uHOM y MOpiBHSHHI 3 MOHOTepAIi€ro
Hanarichmo31MHOM 1110710 TIPOrpecyBaHHs XpOHiIUHO1 xBopobu HUpOK (XXH) y yuacHukis i3 XXH Ta
BUCOKHM KpOB’IHUM TUCKOM», D6972C00003, Bepcis 5.0 Big 20 mrotoro 2025 poky

3asiBHUK, KpaiHa

TOB «<ACTPA3EHEKA YKPATHA»

CnoHcop, KpaiHa

AstraZeneca AB, Sweden

B.o. HauabHUKa PapMaLeBTUUHOT0 yNIPaB/IiHHS Onekcanjp I'PIHEHKO

(migrmc) (Bnacse im’st TTIPI3BUIIE)



Hopatok 4

Jlo Haka3y MiHicTepcTBa OXOPOHHM 3/J0POB’ Sl
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TIONPABOK /10 TIPOTOKOJIIB K/IIHIUHUX
BUTIPOOYBaHb»

16.02.2026 Ne 188

[neHTU(diKaLlisT CYTTEBOI MOMPABKU

OnopnieHe [locke AoCTifpKyBaHOro JiKapcbkoro 3acody MK-7240, Bepcis 08ZPW5 Bif
16 micromaza 2025 poky, aHT/MCHKOI MOBOM; I1o0B)KEHHS TepMiHy TNPUAATHOCTI Tuiarie6o
no MK-7240 y ¢uakoHi Ta B TonepefiHbO 3allOBHEHOMY IITIpULli A0 36 MicsiiB; 36igbIIeHHs
KiZIbKOCTi ZocstipKyBanux B Ykpaini 3 100 go 104 oci6

Howmep Ta fata Hakasy MO3 1ipo
TpOBe/leHHs KJIIHIYHOT 0
BUTIPOOYBaHHS

Ne 216 Big 07.02.2025

HasBa kiHiyHOTrO BUNPOOYyBaHHH,
KO[I, BepCis Ta jaTta

«[Iporpama paH/ioMi30BaHUX, MOABIMHUX CJIIMUX, T/1aLle60-KOHTPOIbOBaHUX Jocimkens 111 dasu
JUTsL OL[iHKU e(heKTUBHOCTI Ta Oe3neknn MK-7240 B y4acHUKIB i3 cepeHbO-TSDKKAM BUPA3KOBUM
KOITOM B akTUBHiN ¢opmi», MK-7240-001, 3 inkopnopoBaHoto morpaBkoro 04 Big 04 rpyanHs
2024 poky

3asiBHUK, KpaiHa

ToBapHCTBO 3 0OMeXKeHO0 BifgmnoBiganpHicTIO «MCJ] YKpaiHa»

CnoHcop, KpaiHa

TOB Mepk Illapn eng Joym, CIITA (Merck Sharp & Dohme LLC, USA)

B.o. Haua/ibHNKa @apMalieBTUYHOT0 YIPaB/IiHHA Onekcangp I'PIHEHKO

(migmmc) (Bnacue im’st TTPI3BUIIIE)



HJopaTtok 5

Jlo Haka3y MiHicTepcTBa OXOPOHHM 3/J0POB’ Sl
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TIOTIPaBOK /10 MPOTOKOJIIB KIIHIUHUX
BUTIPOOYBaHb»

16.02.2026 Ne 188

[neHTU(diKaLlisT CYTTEBOI MOMPABKU

Bpomypa gocnignvka MK-1084, BuzanHs 6 Big 11 rpyanHs 2025 poky, aHIJIiHCbKOH MOBOIO;
Ykpaina, MK-1084-004, Indopmariisi Ta JOKyMeHT 1po iH(opMOBaHy 3rofly //s Talji€eHTa, Bepcis
03 Big 06 ciuns 2026 p., ykpaiHCbKOIO MOBOO; YKpaiHa, MK-1084-004, Indopmaliis Ta JOKYyMeHT
npo iHhOopMOBaHy 3rofly [Jisl TIalli€HTa Ha HeoOOB’sI3KOBUI 0OMe)XeHHid CKpUHIiHT, Bepcis 02 Bix
06 ciunsa 2026 p., yKpaiHCbKOIO MOBOI0; YKpaiHa, MK-1084-004, Indopmaliisi Ta JOKyMeHT Ipo
iHpopMOBaHy 3rofy AJisl TIAL[i€HTa [/ JIKYBaHHS IiC/Is IPOrpecyBaHHs XBopobu, Bepcis 02 Bif
06 ciung 2026 p., ykpaiHCbKOO MOBOK; Marepianv s nagiedrta: MK-1084-004_bpomypa
narfieHTa_ykpaiHcbKoro MOoBOO_UKR_Bep. 03.2_17 munuHa 2025 p.; MK-1084-004_IInakat ass
narjieHTa_ykpaiHcbkoro moBoio_UKR_Bep. 03.1_17 gumas 2025 p.; 306iiblneHHS KiTbKOCTi
JocmimkyBanux B YkpaiHi 3 400 mo 800 ocib (3 Hux 40 paH/[0Mi30BaHUX)

Howmep Ta fata Hakasy MO3 1ipo
TpOBe/leHHs KJIIHIYHOT 0
BUTIPOOYBaHHS

Ne 766 Big 03.05.2024

HasBa kiHiyHOTrO BUNPOOYyBaHHH,
KO[I, Bepcis Ta zjaTta

«PaHgomizoBaHe, nojgitiHe crimne, 6araToiieHTpoBe AocmimkeHHs 111 ¢a3u kombGiHatii MK-1084 3
nemMOposTisyMaboM TOpiBHSHO 3 KOMOiHalliero meMbOpostizymaly 3 miaiebo sK JIiKyBaHHS T1€pIIOi
JiHIT A7 y4aCHUKIB i3 JIOKaJbHO-TIOMIMPeHUM abo MeTacTaTUYHUM He/IpiOHOK/IITHHHUM pakoM
nereHiB 3 mytaniero KRAS G12C Tta ekcrnpecieto PD-L1 TPS > 50% (KANDLELIT-004)»,
MK-1084-004, 3 inkopriopoBaHot0 1ioripaBkoro 03 Big 22 yivnHs 2025 poky

3asgBHUK, KpaiHa

ToBapucTBO 3 00MeXeHO0 BinoBiganpHicTI0O « MCJI YKpaiHa»

CnoHcop, KpaiHa

TOB Mepk lapn enp Joym, CITA (Merck Sharp & Dohme LLC, USA)

B.o. HauabHUKA PapMaLeBTUUHOT0 yIIPaB/IiHHS Onekcanap I'PINEHKO

(mignuc) (Bnacue im’s TTIPI3BULLE)



HJopaTtok 6

Jlo Haka3y MiHicTepcTBa OXOPOHHM 3/J0POB’ Sl
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TIONPABOK /10 TIPOTOKOJIIB K/IIHIUHUX
BUTIPOOYBaHb»

16.02.2026 Ne 188

[neHTU(diKaLlisT CYTTEBOI MOMPABKU

bpotiypa gociigHyKa st JOC/TipKyBaHOTO JliKapCchKoro 3acoby sa3zepTinio (YH25448), Bepcis 16,
Hoparok 1 Bix 14 nmuctonaga 2025 poky; [Hpopmatis ass narienta Ta @opma iHpopMoBaHOi 3roAu
(ans TlomoBykeHHsI Tepiofly AocC/imKeHHs1), Bepcis aas Ykpainu 10.0 Big 15 rpyans 2025 poky,
YKPaiHCBKOIO Ta POCIMCBKOX MOBaMH

Howmep Ta fata Hakasy MO3 1ipo
TpOBe/leHHs KJIIHIYHOT 0
BUTIPOOYBaHHS

Ne 2243 Bip 05.10.2020

HasBa kiHiyHOTrO BUNPOOYyBaHHH,
KO[I, BepCis Ta jaTta

«PaHgomizoBaHe, To/BiliHe ciirne gocimkenHs ®a3u II1 ayis orfiHky edeKTUBHOCTI Ta 6e3meuHoCTi
na3epTiHiOy B MopiBHsAHHI 3 rediTiHIOOM SIK Tepartii repioi /iHil B Malji€HTiB 3 MiCI[eBO-TIOIITMPEHUM
abo mMeTacTaTUYHUM HeJpPiOHOKTITUHHUM DAaKOM JlereHiB 3 MyTalli€lo, 110 CeHCUTU3Y€E peLiernTop
eriziepmanbHOTrO (hakTopa pocty», YH25448-301, Bepcist 3.2 Big 31 ciuns 2025 poky

3asiBHUK, KpaiHa

TOB «[TAPEKCEJI Ykpaina»

CnoHcop, KpaiHa

Yuhan Corporation, Republic of Korea / FOxan Kopropetinis, Pecriy6stika Kopest

B.o. Haua/ibHNKa @apMalieBTUYHOT0 YIPaB/IiHHA Onekcangp I'PIHEHKO

(migmmc) (Bnacue im’st TTPI3BUIIIE)



HopaTtok 7

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TIOTIPaBOK /10 MPOTOKOJIIB KIIHIUHUX
BUTIPOOYBaHb»

16.02.2026 Ne 188

[neHTU(diKaLlisT CYTTEBOI MOMPABKU

OnHoB/ieHUH  MPOTOKOM  KiiHiuHOro  BurnpoOyBanHa  M16-000 3 iHKOpPIIOpOBaHUMH
aaMiHiCTpaTUBHUMU 3MiHamu 1, 2, 4, 6, 9, 11, 12 Ta nonpaskamu 1, 2, 3, 4, 5,6, 7, 8, 9, 10, 10.1
(muie s €porneticbkoro Coro3y), 11 Ta 12 Big 23 uepBHsi 2025 poky; LJogeHHUK peecTpariil
BBeJIeHHS TperapaTry ¥ pe3ysbTaTiB TeCTy Ha BariTHICTb Y JOMAallHIX yMOBax JJs MOIepeSHbO
3anoBHeHuX wmnpuiiB 180 mr/1,2 mn, Bepcis 4.1. Big 23 uepBHsi 2025 poky (aHI/iMCBKOIO i
yKpaiHCbKOIO MoBam#); PicaHkizymab - iHCTpyKuii 3 BUKOpPHCTaHHS TOTIePeJHbO 3arlOBHEHOTO
LITpULIA, iH’€KLis, A/ MiAIKIpHOTo BBeleHHs, Bepcisi 7 Bif 15 rpyaHs 2024 poky (aHT/IiMCbKOO i
yKpaiHCbKOI0 MOBaMu); I1poZioB)XeHHsI TepMiHY MTPOBe/ieHHsI KJIIHIYHOTO BUIPOOyBaHHS B YKpaiHi
1o 31 ciuns 2029 poky; OHoBeHut po3zin «AKicTe» [Jocke AOC/iIKYBaHOTO JTiKapChbKOTro 3acoby
Picankizymab (Risankizumab), Bepcist 6.0 G Big 30 ciuns 2025 poky; Bk/toueHHs [0aTKOBOTO
JIOCJTi/PKYBAHOTO JIiKapCchKoro 3acoby: Picankizymab (ABBV-066), 180 mr/1,2 mu (150 mr/mn),
PO3UMH Z/1s1 iH’€KI[ili [/ TiAIIKIPHOTO BBe/IeHHS, TIOTepeJHbO HAlIOBHEHUH LITpUI] (BUPOOHUKMU:
AbbVie Deutschland GmbH & Co. KG, Himeuuuna; AbbVie Biotechnology, Ltd., CIIIA; AbbVie
Inc.,, CIIIA; AbbVie Bioresearch Center, CIIIA; A&M STABTEST Labor fur Analytik und
Stabilitatsprufung GmbH, Himeuuuna; Charles River, Laboratories Germany GmbH, HimeuurHa;
SGS Institut Fresenius GmbH, Himeuuuna; Labor LS SE & Co. KG, Himeuunna; SGS Analytics
Switzerland AG, IlIBeirapis); 3pa30K MapKyBaHHSI [AOC/Ti[I)KyBaHOTO JIiKAapChKOTO 3acoly
Picankizymab (ABBV-066), 180 mr/1,2 mn (150 mr/mut), po3uvH Ayist iH’ €Ki [yIs MiJIIKipHOTO
BBeJIeHHsI, TIOTepeJHbO HaroBHeHWM 1rpull, Bepcis Big 30 saunHs 2025 poky (BHYTpIlIHE
NaKyBaHHS), YKpalHCBKOIO Ta aHIVIIMCBKOIO MOBaM{; 3pa3s0OK MapKyBaHHS JOC/IiI)KyBaHOIO
JiKapceKoro 3acoby Picankizymab (ABBV-066), 180 mr/1,2 M (150 mMr/mm), po3udH Jjist iH’ €Ki
JJ1 MIAIIKIDHOTO BBeZJeHHs, IorepefHbO HAlOBHeHWM IIIpuL Bepcis Bifg 31 ymunHa 2025 poky
(30BHILLIHE NaKyBaHHS), YKPAiHCHKOIO Ta aHIJIiCbKO0 MOBaMH

Howmep Ta fata Hakazy MO3 1ipo
TpOBe/leHHs KJIIHIYHOr O
BUIIPOOYBaHHS

Ne 341 Big 26.02.2018




2 TIPOJIOBXKEHH loJaTKa 7/

Ha3sBa kstiHiuHOTO BUNIPOOYBaHHS,
KOZ, Bepcis Ta faTa

«bararorieHTpoBe, paHZOMi30BaHe, TIOABiliHE Crlile, TI1ale00-KOHTPO/IbOBaHe 52-TH)KHEBE
JIOCJTi/I)KeHHsI TIiATPUMYIOUOl Ta BiIKDUTOI MPOJOBXeHOI Tepamii /51 OLiHKM e(eKTHBHOCTI Ta
Oe3meuyHoCTi picaHkKizymalOy y maijieHTiB 3 xBopob6oro Kpona», M16-000, 3 iHKOprOpoOBaHUMH
aMiHiCTpaTUBHUMU 3MiHamu 1, 2, 4, 6, 7, 8, 9 Ta nonpaBkamu 1, 2, 3,4, 5,6, 7, 8,9, 10, 10.1 Ta 11
Biz 04 rpygHa 2024 poky

3asiBHUK, KpaiHa

«E66Bi Biodapmachkrotikan3z 'M6X», I1IBeiiiiapis

CnoHcop, KpaiHa

AbbVie Inc., USA

B.o. Haua/ibHHMKa @apMalieBTUYHOT0 yIIPaB/IiHHA Onekcangp I'PIHEHKO

(migrmc) (Bnacue im’st TTPI3BUIIIE)



HopaTtok 8

Jlo Haka3y MiHicTepcTBa OXOPOHHM 3/J0POB’ Sl
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TIONPABOK /10 TIPOTOKOJIIB K/IIHIUHUX
BUTIPOOYBaHb»

16.02.2026 Ne 188

[neHTU(diKaLlisT CYTTEBOI MOMPABKU

®opmMa iHpopmoBaHoi 3roau, Bepcis 10.0 a1 YKpaiHu yKpaiHCbKORO MoOBORO Bif, 11 rpyans 2025 p.
Ha ocHoBi maiictep-Bepcii dopmu iHpopmoBaHoi 3roau ans gociimkenHs GN41791, Bepcis 12,
Bizg 04 rpyaus 2025 p.

Howmep Ta fata Hakazy MO3 1ipo
TpOBe/ieHHs KJIIHIYHOr O
BUIIPOOYBaHHS

Ne 2554 Big 09.11.2020

Ha3Ba kiHiuHOTO BUMPOOYBaHHH,
KO/, BepCis Ta jara

«BATATOLIEHTPOBE PAHJIOMI3OBAHE ITOABIMHE CJIITIE JOCIHKEHHSA ®A3U I Y
[TAPAJIEJIBHUX TPYIIAX 3 TIOABIMHUM KOHTPOJIEM IUIALIEBO [JI9 OLITHKU
E®EKTUBHOCTI TA BE3IIEYHOCTI OEHEBPYTHUHIBY [TOPIBHAHO 3
OKPEJII3YMABOM ¥ OOPOCJ/IMX ITALIEHTIB 3 IIEPBMHHUM IIPOI'PECYIOUUM
PO3CIAHNUM CKJIEPO30M», GN41791, Bepcis 8 Big 13 arotoro 2025 p.

3asiBHUK, KpaiHa

ToBapHCTBO 3 0OMEXXEeHOI0 BiToBifampHICTIO «PoIil YkpaiHa»

CnoHcop, KpaiHa

@.Xodbdmans-JIs Pom JITa, [Beiitiapis

B.o. Haua/ibHNKa @apMalieBTUYHOT0 YIPaB/IiHHA Onekcangp I'PIHEHKO

(migmmc) (Bnacue im’st TTPI3BUIIIE)



Hopatok 9

Jlo Haka3y MiHicTepcTBa OXOPOHHM 3/J0POB’ Sl
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TI0IIPaBOK /IO MPOTOKOJIIB K/IIHIYHUX
BUTIPOOYBaHb»

16.02.2026 Ne 188

[neHTU(diKaLlisT CYTTEBOI MOMPABKU

IHdopmariisi Tpo TMofasbille CIOCTEPE)KEeHHST 3a TiepebiroM BariTHOCTI MAapTHEPKM YyuyaCHHUKa
JocrikeHHs1 Ta Gpopma iHdopmoBaHoi 3rozu, Bepcisi Ne3 Bif 30 ciunsi 2025 poky, yKpaiHCHKOIO
MOBOIO; 3MiHa BIJIOBIJa/JLHOrO [AOC/IIJHUKA Ta 3MiHA HAa3BU MiCLs TPOBEJEeHHS KJIiHIYHOTO
BUNPOOYBaHHS:

BYJIO

CTAJIO

nikap 3axaposa JI.A.

Hep>kaBHa yCTaHOBa «YKpaiHCbKUM
Jlep’)KaBHUM ~ HAyKOBO-JOC/IJHUM  IHCTUTYT
MeJMKO-COIlia/IbHUX ~ MpobjieM  iHBamigHOCTI
MiHicTepcTBa OXOpPOHM 3[10pPOB’S  YKpaiHu»,
BiffineHHs HeBposorii Ta peabimiTamii 3
Llentpom Teparii 60110, M. [IHirpo

K.M.H. Mopo3 O.M.

Iep>kaBHa yCTaHOBa «YKpaiHCbKUM
Jlep>)KaBHUM  HAyKOBO-JOCTIAHUM  IHCTUTYT
MeJIMKO-COIlia/IbHUX TIpo0sieM  iHBasiAHOCTI
MiHicTepcTBa OXOpPOHM 3[0POB’S YKpalHu»,
BigmineHHs1 HeBpoJiorii 3 LleHTpom po3cisHoro
CKJIepo3y, M. [IHinpo

Howmep Ta fara Hakasy MO3 mipo
MPOBeIeHHS K/IIHIYHOTO
BUTIPOOYBaHHS

Ne 614 Big 01.04.2021

Ha3Ba k/tiHiuHOr0 BUMPOOYBaHHS,
KO[|, BepCisd Ta fara

«PaHgomi3oBaHe, 1o/BiMiHe criime, T1arie60-KOHTPOJIbOBaHe JOC/iHKeHHs (a3u 2 i OL[iHKH
edekTBHOCTI Ta Oe3neku SAR441344, MOHOK/IOHA/BHOTO aHTUTI/NIA A0 aHTaroHicta CD40L,
y TMAL[i€HTIB 3 pPeLUJMBYIOUMM pPO3CisHUM CKaepo3om», ACT16877, 3 nonpaBkoto 04, Bepcis 1

Bix 18 mucronaga 2024 poky

3asiBHUK, KpaiHa

TOB «Canodi-ABeHTic YKpaiHa»

CnoHcop, KpaiHa

sanofi-aventis recherche & developpement, France (CaHodi-ABeHTiC pelliepiil e JAeBe/ONIMaH,

®DpaHilis)

B.o. HauaibHNKa PapMaLeBTUYHOI0 YNIPaB/IiHHA

Onekcanap I'PIHEHKO

(mignuc)

(Bnacue im’s TIPI3BUIIE)




Hopatok 10

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[J0POB’
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TIOTIPaBOK /10 MPOTOKOJIIB KIIHIUHUX
BUTIPOOYBaHb»

16.02.2026 Ne 188

[neHTU(diKaLlisT CYTTEBOI MOMPABKU

Kopotkuii poBignuk «TRIALMAX® Web», Bepcis 1 Big 06 nuctomaza 2025 p., pejakuis 1.1,
V1.0 Big 18.11.2025p. ukUA pns YKpailHM yKpaiHCBKOHO MOBO; CKpIiHIIOT eeKTPOHHOIO
onuTyBa/ibHUKa, Bepcis 1 Big 04 rpygHa 2025 p. mad YKpaiHM yKpaiHCBKOK MOBOIO;
CKpIHILIOT eJIKTPOHHOIO OINUTyBa/ibHUKA, Bepcig 1 Big 04 rpygua 2025 p. ansa YkKpainu
YKpaiHCbKOI0 MOBOR; CKPIiHIIOT e/IeKTPOHHOI0 ONUTYBa/IbHUKA, Bepcid 1 Big 04 rpyans 2025 p. gas
YKpaiHu yKpaiHCBKOIO MOBO; CKpIHIIOT eIeKTPOHHOIO0 OnuTyBaJbHUKA «A-1032-0495
Web Subject Facing Screen Report PtGA», Bepcig 1 Big 04 rpyans 2025 p. ans YkpaiHu
YKpalHCBKOI0 MOBOXO; CKPIHILIOT e/1IeKTPOHHOI'0 ONUTYBa/IbHUKA, Bepcis 1 Bix 04 rpyaua 2025 p. A
YKpaiHu yKpaiHCbKOH MOBOIO;CKDiHILIOT e/leKTPOHHOTO omnuTyBaibHUKa «Web Subject Facing
Screen Report HAQ-DI (Stanford)», Bepcis 1 Big 04 rpygus 2025 p. aas YKpaiHM yKpaiHCHKOIO
MOBOI; CKpIHILIOT HaBYa/JbHOTO €JIeKTPOHHOr0 onuTyBa/JbHUKa «D9640C00003/A-1032-0495
Web Facing Screen Report», Bepcis 1 Big 04 rpygns 2025 p. /1 YKpaiHU yKpaiHCBKOK MOBOIO;
CKpIHILOT e/JIeKTPOHHOTO OMNMUTyBa/JbHUKA, Bepcis 1 Bix 04 rpyans 2025 p. gna YkpaiHu
YKpalHCBKOI0 MOBOI0O; CKPIHILIOT e/1IeKTPOHHOI'0 ONUTYBa/IbHUKA, Bepcis 1 Bif 04 rpyaua 2025 p. A
YKpaiHu yKpaiHCbKOH MOBORO; CKpIiHIIOT eeKTPOHHOro OmnuTyBadbHUKa «Web Subject Facing
Screen Report SF-36v2 Acute», Bepcia 1 Big 11 mucronaza 2025 p. ana YKpaiHu yKpaiHCBKORO
MOBOI0; 3a/Ty4eHHsI 0JaTKOBUX MiCLlb TTPOBe/IeHHS K/TiHiYHOTO BUTPOOYBaHHSI:




2 NpoJoBXKeHHd fojarka 10

[1.I.B. BigTniOBifaIbHOr O AOC/IiAHUKA
Ha3Ba Miclis TpoBe/ieHHsI KJiHIYHOTO BUTTPOOYBAHHS

I.M.H., ipod. IleBuyk C.B.

«YHIBepcUTeTCbKa K/IiHiKa» BIHHUIIBKOrO HalliOHA/JIbHOTO MeJWYHOI'O0 YHiBEepCUTeTy
iMm. M.I. TluporoBa (JliKkyBa/JlbHO-HaBUa/lbHO-HAYKOBUM LIEHTP), PEBMAaTOJIOTiyHe
BifiliieHHs 3 TepamneBTUYHUMHU JIDKKamMM, BiHHMIIbKUM Hal[iOHa/IbHUM MeJuUHUMI
yHiBepcureT iM. M.I. TTuporoBa, Kadezpa BHyTpiliHb0i MeauLMHU No2, M. BiHHuU1s

I.M.H., ipo¢. CrtaHiciaBuyk M.A.

KomyHasibHe HeKoMepljiliHe MignpueMcTBO «BiHHUIIBKA o0slacHa KiliHiUHA JTiKapHS
iMm. M.I. TIuporoBa BinHMIBKOI 06/acHOI pazu», BHcokocrerjiamizoBaHuid KaiHIUHAN
LIEHTP peBMaroJIoTii, ocTeoropo3y Ta OiosoriuHoi Teparii, BiHHUI[bKUN HalliOHa/bHUN
MeauuHui yHiBepcuteT iM. M.I. IluporoBa, kadeapa BHYTpilHbOI MeguiuHU Nel,
M. BiHHuLg

nikap YymaueHnko I'.A.
ToBapucTBO 3 00MeXeHOI BiAmoBizambHiCTIO «MeaOya-KmiHik», JiKyBaJbHO-
npoilakTMYHUM MiIpo3aia MeanuHoro 1eHTpy, M. KuiB

nikap beiiko I'.B.
MeguuHul 1[eHTP TOBapuCTBa 3 OOMeXeHOI BifmoBifanbHiCcTIO «LleHTp cimelHOI
MeJULIMHU TIJTFOC», TiKYBa/JIbHO-NPOQiNakTUUHUM Oifpo3aia, M. Kuis

K.M.H. Kieban f1.1.

KuiBcbka KiiHiYHa JliKapHsS Ha 3a/li3HUYHOMY TpaHcropTi Ne2 ¢inii «LleHTp oxopoHu
3[0pOB’S1» aKLIOHEePHOI0 TOBAapUCTBa «YKpalHCbKa 3asi3Hulig», LleHTp K/iHIUHKUX
Jocaimkedb, M. KuiB

nikap I'panuak K.I.
ToeapucTtBOo 3 00OMeXeHOI BiJmoBifambHICTIO  «3akapriaTcbka EHIOKTiHIKa»,
niKyBasbHO-NIPOodiaKTUUHKM TiApo3Aia MeauuHoro 11eHTpy «EHI0KIHIK», M. Y Kropog,




3 NpoJoBXKeHHd fojarka 10

Howmep Ta fara Hakasy MO3 mipo
MPOBeIeHHS K/IIHIYHOTO
BUNIPOOYBaHHS

Ne 51 Big 15.01.2026

Ha3Ba k/iHiuHOrO BUMPOOYBaHHS,
KO/, BepCis Ta fara

«bararoliieHTpoOBe, B Mapasie/lbHUX Ipyrax, paHA0Mi30BaHe, MO/IBiliHe clire J0CTiiyKeHHs a3y 2 B
YOTUPHOX TPyMax [isl OL[iHKK eeKTUBHOCTI Ta Oe3rnekn AZD1163 y y4acHUKIB 3 peBMaTOIIHUM
apTpUTOM BiJ| moMipHoOi /10 Bucokoi akTuBHOCTI (LaunchPAD-RA)», D9640C00003, Bepcis 2.0 Bix
30 BepecHs 2025 poky

3asiBHUK, KpaiHa

TOB «<ACTPA3EHEKA YKPATHA»

CnoHcop, KpaiHa

AstraZeneca AB, Sweden

B.o. HauabHUKa PapMaLeBTUUHOT0 yNIPaB/IiHHS Onekcanjp I'PIHEHKO

(migrmc) (Bnacse im’st TTIPI3BUIIE)




Hopatok 11

Jlo Haka3y MiHicTepcTBa OXOPOHHM 3/J0POB’ Sl
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TIOTIPaBOK /10 MPOTOKOJIIB KIIHIUHUX
BUTIPOOYBaHb»

16.02.2026 Ne 188

[neHTU(diKaLlisT CYTTEBOI MOMPABKU

OmnogiieHa Bepcisi JJocke AOCTiIyKyBaHOTo JlikapcbKoro 3aco6y IMU-838 tabnetku, 5 mr / 15 mr /
22.5mr /30 mr / 45 mr, Bepcis 15 Big >koBTHs 2025 poky (IMPD IMU-838 Tablets 5mg/15mg/ 22,5
mg / 30 mg / 45 mg, version 15 dated October 2025) (aHr/iiicbkoro MOBOI0); OHOB/IEHUM 3pa30K
eTukeTKH (MapKyBaHHs1) (Country Specific Label (CSL)) 3 indopmatiieto nipo npernapar IMU-838
tabsetkd, 30 mr (100 Tabsetok) Bepcii 3.0 Big 06.11.2025 (aHr/ilicbKO0O, YKpaiHCHKOIO Ta
POCIMCBKOI0 MOBaMH)

Howmep Ta fata Hakasy MO3 1ipo
TpOBe/leHHs KJIIHIYHOT 0
BUTIPOOYBaHHS

Ne 230 Big 30.01.2019

HasBa kiHiyHOTrO BUNPOOYyBaHHH,
KO[I, Bepcis Ta zjaTta

«PaHgomi3oBaHe, TI0/IBiliHe ciire, T/1a1le00-KOHTPOIbOBaHe, HaraToleHTPOBe AOCTiIKeHHsS a3y 2
A ouiHKU BIuMBy rpenapary IMU-838 Ha akTHWBHICTH 3aXBOPIOBaHHS, sKa BUMIPIOETHCA 3a
pe3y/bTaTaMU MarHiTHO-pe3oHaHcHOI Tomorpadii (MPT), a Takoxx Ge3rneuHicTh i TepeHOCUMICTh Y
MalieHTiB 3 peluAuBYIOUMM-peMiTyiounM po3cisHuM ckiaeposom (PPPC) (EMPhASIS)»,
P2-IMU-838-MS, Bepcis 5.0 Big 4 aunHsa 2025 poky

3asgBHUK, KpaiHa

ToBapucTBO 3 00MexeHOr0 BinoBifanpHicTI0O « BEPYM KJITHIKAJI PICEPUY», YKpaiHa

CnoHcop, KpaiHa

«IMmyHiK AT'», HimeyurHa / Immunic AG, Germany

B.o. HauabHUKA PapMaLeBTUUHOT0 yIIPaB/IiHHS Onekcanap I'PINEHKO

(mignuc) (Bnacue im’s TTIPI3BUILLE)



Hopatok 12

Jlo Haka3y MiHicTepcTBa OXOPOHHM 3/J0POB’ Sl
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TIONPABOK /10 TIPOTOKOJIIB K/IIHIUHUX
BUTIPOOYBaHb»

16.02.2026 Ne 188

[neHTU(diKaLlisT CYTTEBOI MOMPABKU

Ykpaina, MK-3475-992, Tndopmaliis Ta JOKyMeHT Mpo iHPpOpMOBaHy 3roy AJis Talli€eHTa, Bepcist
09 Big 29 rpygua 2025 p., yKpaiHCbKOX MOBOO

Howmep Ta fata Hakasy MO3 1ipo
TpOBe/leHHs KJIIHIYHOT 0
BUTIPOOYBaHHS

Ne 1143 Big 15.05.2020

HasBa kiHiyHOTO BUNPOOYyBaHHH,
KO[I, BepCis Ta jaTta

«PaHgomi3oBaHe, nozBiliHe cire, r/arie60-KOHTPoIbOBaHe KiiHiuHe gociimpkenHs 111 dasu gis
BUBUeHHsI e(deKTUBHOCTI Ta Oe3meuHocTi membpomizymaby (MK-3475) y kombiHarii 3
ximionnpomeHeBotro Tepamnieto (XIIT) y nopiBHsHHI /uiie 3 XiMionnpoMeHeBoro Teparnieto (XIIT) B
yUaCHUKIiB 3 M’SI30BO-iHBa3sMBHUM pakoM ceyoBoro wmixypa (MIPCM) (KEYNOTE-992)»,
MK-3475-992 , 3 inkopriopoBaHoto norpaskoro 05 Biz 07 »koBTHsA 2024 poky

3asgBHUK, KpaiHa

ToBapucTBO 3 00MeXeHO0 BinoBiganpHicTIO « MCJI YKpaiHa»

CnoHcop, KpaiHa

TOB Mepk Hlapn enp Joym, CIIA (Merck Sharp & Dohme LLC, USA)

B.o. HauaibHUKA PapMaLeBTUUHOT0 yIIPaB/IiHHS Onekcanap I'PINEHKO

(mignuc) (Bnacue im’s TTIPI3BUILLE)



HopaTok 13

Jlo Haka3y MiHicTepcTBa OXOPOHHM 3/J0POB’ Sl
Ykpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TIONPABOK /10 TIPOTOKOJIIB K/IIHIUHUX
BUTIPOOYBaHb»

16.02.2026 Ne 188

[neHTU(diKaLlisT CYTTEBOI MOMPABKU

OnoieHu# TIPOTOKO/ KiaiHiuHOTrO BUrpoOyBaHHs L TS17043 3 iHKopriopoBaHOO morpaBKoro 10,
Bepcis 1 Biz 15 >xoBTHs 2025 poky; bpoliypa gocstiHvKa AJ1st JOCTiIKYBaHOTO JIIKapChbKOT0 3aco0y
SAR442168 (tolebrutinib), Bumanus 17 Big 21 nucronaza 2025 poky; IHpopMaliist A/ maljieHTa Ta
¢dopma iHdopmoBaHoi 3rozu, Bepcist No7 Bif 10 rpyzaHs 2025 poKy, yKpaiHCBKOIO Ta POCiMCHKOIO
MOBaMU

Howmep Ta fata Hakazy MO3 1ipo
TpOBe/leHHs KJIIHIYHOr O
BUIIPOOYBaHHS

Ne 397 Big 07.03.2024

HasBa kiiHiuHOTO BUMPOOYBaHHH,
KO/, BepCis Ta jara

«IHTEpBeHIIiliHe pO3UIMpeHe JOCTiIKeHHs ¢da3u 3 [jisi BUBUEHHSI IOBIOCTPOKOBOI Oe3reku Ta
NepeHOCHUMOCTI ToIeOpyTHHIOY B YUaCHUKIB i3 peLIUIUBYIOUMM PO3CiSIHUM CK/IePO30M, TIepBUHHUM
MPOTPeCcyloYrM DPO3CIsIHUM CK/Iepo30M abo BTOPMHHUM TIPOrPeCcylouyrM HepelyUBYIOUNM
po3scisiHuM ckiepo3om», L'TS17043, 3 inkopriopoBaHoro morpaskoro 10, Bepcis 1 Bifg 15 KOBTHs
2025 poky

3asiBHUK, KpaiHa

TOB «[TAPEKCEJI Ykpaina»

CnoHcop, KpaiHa

Sanofi-Aventis Recherche & Developpement, France (CaHodi-ABeHTic Peiepin e /leBenonmas,
®DpaHiiis)

B.o. HauabHUKA PapMaLeBTUUHOT0 yIIPaB/IiHHS Onekcanap I'PINEHKO

(mignuc) (Bnacue im’s TTIPI3BUILLE)



