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OnHoBeHU# MPOTOKOJI KiiHIuHOTO BUNpoOyBanHsa 1D-064A302, dinanpHa Bepcis 4 Bix 13 cepmHs
2025 p.; OHOBieHUH MPOTOKON KiiHiYHOTO BUnpoOyBaHHs ID-064A302, dinansHa Bepcis 3 Big
03 mumas 2025 p.; 3mina crnoHcopa 3 Idorsia Pharmaceuticals Ltd, Switzerland na VIATRIS
Innovation GmbH, Switzerland; Bpomypa nociimHuka Ha AOCTIIKyBaHMU JIIKAPCHKUH 3aciOd
Cenerimod, Bepcist 16 Big ceprnus 2025 p, anrmiiiicbkoio MOBOIO; [H(hopMaiiifHUN TUCT yyacHUKA 1
¢dopma indopmoBaHOi 3romu, agantoBaHa s Ykpainu Bepcis 2.0 Bim 04 Bepecus 2025 p.,
aHTJIHACHKOIO, YKPAiHCBKOIO Ta pociiickkolo MoBamu; [Hopmariiinuii mucT ydyacHuka Ta popma
iH(OPMOBaHOT 3ro/IM JIJIs JKIHOK, SIKi 3aBariTHUIN ITiJT Yac TOCIIHKCHHS, alaliToBaHa Ui Y KpaiHu
Bepcis 2.0 Bim 04 Bepecus 2025 p., aHITINHCHKOIO, YKPAiHCHKOIO Ta POCIHCHKOIO MOBaMHU;
[adopmarniitauii muct Ta popma iHpopmMoBaHoi 3rou Ha 30ip JaHHUX IIOJI0 BariTHOCTI Ta IOJIOTIB y
KIHKM, TapTHEp SKoi Oepe yyacThb B JOCHIIKEHHI, ajantoBaHa aisi Ykpainu Bepcis 2.0 Bix
04 Bepecust 2025 p., aHTIIHCHKO, YKPATHCHKOIO Ta POCIHChKOI0 MoBamu; [HhopMaIliiHui JTUCT
yyacHMKa Ta (opMma iH(GOpPMOBaHOI 3roAM Ul MPOBEACHHS JOCITIJKEHHS Ha HasBHICTb Bipycy
imyHonediuuty moaunu (BUI), anantoBana nnst Ykpainu Bepcia 2.0 Bix 04 Bepecus 2025 p.,
aHITHCHKOIO, YKPAaiHCBKOIO Ta pocCiiichbKor0 MoBaMy; IHpopmariiiHuil TUCT yyacHHKa Ta dopma
iH(popMoBaHOi 3roau Ais 300py JOJATKOBUX (3a Oa)kaHHSIM) 3pa3KiB KpOBI, ajanToBaHa IJis
VYkpainu Bepcist 2.0 Bix 04 BepecHs 2025 p. , aHIUIIHCHKOIO, YKPATHCHKOIO Ta POCIHCHKOI0 MOBaMH;
[Hpopmaniiinuit et ydacHuka Ta Qopma 1HGOpMOBAHOI 3roAu Il HEOOOB’SI3KOBOTO
BUKOPHUCTAHHS JaHUX 1 3pa3KiB I TOJATKOBUX aHaJi31B, afanToBaHa /st YKpainu Bepcis 2.0 Bifg
04 BepecHs 2025 p., aHTIIMCbKOI0, YKPAiHCHKOIO Ta pociichKkor0 MoBaMu; [HpopmaLiiHuil IucTOK
y4JacHUKa Ta ¢opMa iHGOPMOBAHOI 3roJIM HA BIAIIKOAYBaHHS BUTpaT KomraHniero Scout Clinical,
ananToBaHa Juis Ykpainu Bepcig 2.0 Big 11 mucromana 2025 p., aHIIINHCHKOIO, YKPATHCHKOIO Ta
pociiicekoro moBamu; Kaptka Yuacuuka Kniniunoro Jlociimkenss, Bepcis aisa Ykpaiau 2.0 Bifg




2 MPOJOBKEHHS 101aTKa |

02 Bepecust 2025, aHriACHKOI0, YKPATHCHKOIO Ta POCICHKOI0 MOBamHu; bpomrypa 1010 nociyr Bix
Scout Clinical, Bepcis 2.0 Bix 31 sxoBTHs 2025, aHTIIHCHKO0, YKPATHCHKOIO Ta POCICHKOI0 MOBaMU;
Jlocke DOCIiHKyBaHOTO JIiKapcbkoro 3aco0y Cenerimod - sikicTs, Bepeis 2.1 Big 01 sxoBtas 2025 p.,
AHTJIIMCHKOI0O MOBOI; 3pa30K E€THUKETOK JOCIIIKYBaHOTO JiKkapchbkoro 3aco0y Cenerimod a6o
BignoBigHOro rmiamnebo, Bepcig 2 Bix 01 rpyans 2025 p., yKpaiHCBKOIO Ta POCIMCHKOI0 MOBaMH;
3MiHa Ha3BU Miclig IPOBEICHH! KJIIHIYHOTO BUNPOOYBAHHSI:

BYJIO CTAJIO
noktop ¢inocodii Kapnenko O.0. noktop ¢inocodii Kapnenko O.0O.
Mennunnii nentp «Ok!Kiinik+» ToBapucTsa 3 | ToBapucTBO 3 00MEXKEHOIO BiJIIOBIIAIBHICTIO
00MeEXEHO BIJIMOBIIATBHICTIO | «MiXKHApOIHUN IHCTUTYT KJIIHIYHUAX
«MiXHapOIHHUN IHCTUTYT KIIHIYHUX | JOCHTIKEHbY», BIUIUT Teparii, peBMaToJorii Ta
JIOCJTIIJDKEHBY, BIJILT Tepallii, peBMaToIorii Ta | KapaioJorii CTaI[lOHAPHOTO BIIIIJIEHHSA
Kapuionorii  cTamioHapHOro  BimgaineHHs, | Menuunoro ueHTpy «Ox!Kiminik+», M. Kuis
M. KuiB

Howmep Ta nara nakazy MO3 npo
MPOBEJICHHS KIIHIYHOTO
BUIIPOOYBaHHS

Ne 1687 Bix 04.10.2024

Hasga kiiHiYHOTO BUIPOOYBaHHH,
KOJ, Bepcis Ta JaTa

«®a3za 3, GaraToLEHTPOBE, paHOMI30BaHe, MOABIMHO 3aciinieHe, Ianedo- KOHTPOJIbOBAHE, B
MapajieNbHUX Tpynax [TOCHIDKEHHS JUIsl OLIHKK €(QEeKTHUBHOCTI, OE3MeKH Ta TMEePEeHOCUMOCTI
Ilenepumos y OpOCIMX MAL€HTIB 3 CUCTEMHUM 4epBOHMM BoBuakoMm (CUB) cepennboro Ta
TSOKKOTO cTyneHs Ha (oHi 0azoBoi Tepamii», ID-064A302, ¢inanbhHa Bepcig 2 Big 06 rpynHs
2023 p.

3asiBHUK, KpaiHa

TOB «CanaKiicy, Ykpaina

CrnoHcop, kpaiHa

Idorsia Pharmaceuticals Ltd, Switzerland

B.o. HayasibHuKa PapManeBTHYHOIO YIIPABJIIHHS Ouaekcanap 'PIHEHKO

(minmc) (Bnacue im’st [TIPI3BULLLE)
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Omnosnenuii mpotokos1 CN45847, Bepcis 2 Bix 12 munus 2025 poky, aHTTiHCBEKOI0 MOBOIO; bporrypa
nocniganka ®Penedbpyrunidy (RO701093), Bepcis 15 Big mucromamga 2025 poky, aHTIIIHCHKOO
MOBOI0; Po3kanpoBka marepianiB (3pa3ku 300pakeHb Ha €KpaHi EJIeKTPOHHOI'O IPUCTPOIO
narieaTa_tMatt App), Bepcis 1.0 Big 15 BepecHs 2025 poKy, aHITIHCHKOO Ta YKPATHCHKOKO MOBaMU;
Enextponna Oporurypa s namientis, 7 6epesns 2025 poky [VO1 UKR(uk)], ykpaincbkoro MOBOIO;
EnexTponHuii mociOHMK 13 MOCTiKEHHs s mamieHTiB, 2 BepecHs 2025 poky [VO1 UKR(uk)],
YKpaiHChbKOK MOBOM; JIMCT Bin gocminHuka 1o 0atekiB, 19 ciuna 2026 poxy [VO1 UKR(uk)02],
YKpaTHChKOIO MOBO0; bpomrypa mis 6arekis, 19 ciaas 2026 poky [VO1 UKR(uk)], ykpaiHcbkor0O
MoBoto; [lociOnuk 13 mocmimkeHHs g OarekiB, 19 ciuns 2026 poky [VO1 UKR(uk)01],
YKpaTHChKOI0 MOBOIO; [TOCIOHHMK i3 3allOBHEHHS MIOJCHHUKA y4acHWKa, 13 mrororo 2025 poky
[VO1 UKR(uk)], ykpaincekoro mMoBoro; CTOpiHKHM HIOJEHHUKA y4acHUKa, 13 mororo 2025 poky
[VO1 UKR(uk)], yxpaincekoro MoBow; ImenTudikamiiina kapTka ydacHuka, Bepcis 1.0,
28 nuctomana 2024 poky, ykpaiHChbKOrO MOBoM0; [lmakar mis namieHTiB, 7 Oepe3ns 2025 poky
[VO1 UKR(uk)], ykpaincekoro MOBOIO; JIUCT /10 JiKaps 100 HAINpaBJIEHHS MAIli€HTIB, 27 ceprHs
2025 poky [VO1 UKR(uk)01], ykpaincbkoro MoBoto; JIuct 10 pobotonasiis, 28 6epesns 2025 poky
[VO1 UKR(uk)01], ykpaincekoro MoBoO0; JIuct npo mpomyck HaBuaHHs, 28 OepesHst 2025 poky
[VO1 UKR(uk)01], ykpaiHCbKO10 MOBOIO; JIMCT O TpymH 13 3aXUCTy IpaB Ta IHTEPECIiB MAI[IEHTIB,
27 cepnus 2025 poky [VO1 UKR(uk)01], ykpaincekoro mMoBoro; Kaptka 3 iH(opmariiero st
TMalienTa A0 3apaxyBaHHs 10 HociikeHHs, 25 moTtoro 2025 poky [VO1 UKR(uk)], ykpaincekoro
MoBoto; Kaprtka 3 iH(opmariero Ui namieHTa Micis 3apaxyBaHHsS 10 JOCHiIKEHHs, 25 JIH0TOro
2025 poky [VO1 UKR(uk)], ykpaincbkoro MoBoro; KapTka 3 HaragyBaHHsSM IpO BI3UT, 24 YepBHS
2025 poky [VO1 UKR(uk)], ykpaincbkoro MOBOIO; be3komToBHa pekiiama B ColliaJbHIX MEpekax i
myOsikanii mpo KIIHIYHI JOCHIKeHHs uisl BeOcaiTiB, 25 Oepesns 2025 poky [VO1 UKR(uk)],
yKpaiHChKOI0 MOBOIO; IIpeaMeTn 1iist HajaHHA mairieHTaMm (omuc Ta 300pa)keHHs), Bia 25 ceprHs
2025 poky [V O01UKR(uk)], mepeknax ykpaincbkoro MoOBOIO Bim 18 Bepecus 2025 poky;
Jlocke mocnipKyBaHOro Jikapcbkoro 3acody ®@enebpytunioy (RO701093) Moaynb 2 «SkicTey,
BiJ uepBHs 2025 poKy, aHITIHCbKO MOBOIO
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Howmep Ta nara nakazy MO3 npo
MIPOBECHHS KJIIHIYHOTO
BUNIPOOYBaHHS

Ne 1187 Big 29.07.2025

Ha3Ba kiiHiuHOTO BUIIPOOYBaHHSI,
KOJI, Bepcis Ta gara

«BigkpuTte MOCHTIKEHHS 3 OJHIEI0 TPYIOIO JUIs OMIHKKA (papMaKOKIHETHKH, (hapMaKOIUHAMIYHUX
edexTiB, 0e3MeYHoCTi Ta mepeHocuMOocTi (peHeOpyTHHIOY y AiTel Ta MiUITKIB 3 PEUUAUBYIOYHM
po3cissHuM ckiepo3om», CN45847, Bepcist 1 Bix 10 mrotoro 2025 poky

3asiBHUK, KpaiHa

[TignpuemctBo 3 100% 1HO3EeMHOIO IHBECTHUIIIEIO «AVK’IOBIA PJIC Ykpaina»

CnoHcop, kpaiHa

F. Hoffmann-La Roche Ltd, IlIBetinapis

B.o. HayanbHuKa PapMaleBTHYHOIO YIIPABJIIHHSA Oaexcanap 'PINEHKO

(migmuc) (Bnacue im’st [TIPI3BUILIE)
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OHOBJIEHUH TPOTOKOJN KIIIHIYHOTO BHMpoOyBaHHsS, Bepcis 6.0 Bim 06 mucromama 2025 poky
aHTIHChKOI0 MOBOIO; [HpOpMaris mpo mochimkeHHs Ta Gopma iHGOPMOBAHOI 3roaH, JIOKATbHA
Bepcis Homep 5.0 Big 05 rpyans 2025 poky st YKpaiHu yKpaiHChKOIO MOBOIO Ha OCHOBI Mactep
Bepcii Homep 5.0 Bim 12 mmcromama 2025 poky; Excmnpec-HaragyBaHHS Uil TAIi€HTIB
«BaxDuo Arctic Bitaemo — Bwu Bxke momonany moHajJ MOJIOBUMHY UUIsAXy!», Bepcis 2.0 Bifg
12.11.2025p. s Ykpaiau ykpainCcbKoro MOBOI0; CepTudikaTt mosaKu, BapianT 1, IokaipHa Bepcis
1.0 Bix 11.12.2025p. Ha ocHoBi mactep Bepcii 1.0 Big 12.11.2025p. nns Ykpainu ykpaiHCHKOIO
MoBoto; Ceprudikar moasku, BapianT 2, sokanbHa Bepcist 1.0 Bix 11.12.2025p. Ha ocHOBI MacTep
Bepcii 1.0 Bix 12.11.2025p. mia Ykpainu ykpaincbkoro MoBo1o; CepTtudikaT moasku, BapiaHT 3,
nokaipHa Bepcis 1.0 Big 11.12.2025p. na ocHoBi mactep Bepcii 1.0 Big 12.11.2025p. mis Ykpainu
yKpaiHcbkoro MoBow; CepTtudikar moasku, Bapiant 4, nokanbHa Bepcis 1.0 Big 11.12.2025p. Ha
ocHoBi mactep Bepcii 1.0 Big 12.11.2025p. nns Ykpaiau ykpaiHCbKor0 MOBOIO; CepTrdikat MoKy,
BapiaHT 5, nokanbHa Bepcis 1.0 Big 11.12.2025p. na ocHoBi Mactep Bepcii 1.0 Bix 12.11.2025p. ans
Vkpaian ykpaincbkoio MoOBo10; Ceptudikar moasku, BapiaHT 6, jokaidbHa Bepcis 1.0 Bix
11.12.2025p. Ha ocHoBi Mactep Bepcii 1.0 Bix 12.11.2025p. ans YkpaiHu yKkpaiHCBKOIO MOBOIO;
3MiHa Ha3BU MICISl IPOBEACHHS KJIIHIYHOTO BUNIPOOYBaHHSI:

«KuiBcbkuii MicbkMM LEHTp Hedposorii Ta
Jianizy» BHKOHaBuoro oprany KuiBcbkoi
Micbkoi pagu (KuiBchkoi Micbkoi Jep:KaBHOT
aaMiHICTpalii), BIIOUIEHHS  TOCHITaJIBHOT
Hedpostorii Ta mamizy Ne2, m. Kuis

bYJIO CTAJIO
nikap Konmomiituyk H.O. nikap Konomiituyk H.O.
KomyHnanbHe HekomepiiiiHe minnpuemctBo | KomyHanpHe HekoMepliiiHe —MiJIPHEMCTBO

«Menuunuii ienTp micra Kuesay BUKOHaABYOTO
oprany KuiBcekoi wmicekoi pamau (KuiBchkoi
MICBKOIi JePKABHOT aaMiHICTpalii),
JlikyBanpHMiA  miapo3ain  Ne2, BimmineHHS
rocmitanbHoi Hedposorii Ta giamizy Ne2 3
NAJIaTO0 IHTEHCUBHOI Teparnii, M. KuiB
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Howmep Ta nara nakazy MO3 npo
MIPOBECHHS KJIIHIYHOTO
BUNIPOOYBaHHS

Ne 481 Bin 20.03.2024

Ha3Ba kiiHiuHOTO BUIIPOOYBaHHSI,
KOJI, Bepcis Ta gara

«PangomizoBane, mojABiiHe ciine gochimkeHHs (a3u 3 misd OmiHKK e(EeKTUBHOCTI, OC3IMeKH Ta
nepeHocumocti bakcapocrary B kom6inanii 3 Jlanarmiguio3nHoM y MOPIBHSAHHI 3 MOHOTEpAII€ro
Janarmidio3suHOM 11010 MpOrpecyBaHHs XpoHiIuHOT XBopoOu HUpok (XXH) y yuacHukib i3 XXH
Ta BUCOKUM KpOB’sHUM THCKOM», D6972C00003, Bepcist 5.0 Big 20 motoro 2025 poky

3asBHUK, KpaiHa

TOB «ACTPA3EHEKA YKPAIHA»

CnoHncop, kpaiHa

AstraZeneca AB, Sweden

B.o. HauanbHuka @apMaleBTUYHOTO YIIPABJIIHHSA Ouekcanap 'PIHEHKO

(migmuc) (Bnacue im’st ITIPI3BUIIIE)
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OnoBnene Jlocke pocmimxyBaHOro JiKapchbkoro 3aco0y MK-7240, Bepcis 08ZPWS Bin
16 nmucromana 2025 poky, aHTTIHCHKOI MOBOIO; [loqOBKEHHS TepMiHY MPUAATHOCTI IIanedo
n1o MK-7240 y ¢dnakoHi Ta B MonepeaHbO 3allOBHEHOMY IIIPHUIN 10 36 MicAiiB; 301IbIICHHS
KUTBKOCTI AocmipKyBaHux B Ykpaini 3 100 1o 104 oci6

Howmep ta nata nakazy MO3 mipo
MIPOBEJICHHS KJIIHIYHOTO
BHUIPOOYBaHHS

Ne 216 Bix 07.02.2025

Ha3ga xiiHiuHOTO BUNIPOOYBaHHS,
KOJI, Bepcis Ta aara

«[Iporpama panaoMi3oBaHHX, MOABIHHUX CIIMHX, TUIANE00-KOHTPOJILOBAaHUX Aocaipkens 11 dazu
s ouiHku edexktuBHOCTI Ta Oe3neku MK-7240 B y4acHUKIB 13 CEpPEeIHBO-TSXKKUM BUPA3KOBUM
KOJITOM B akTHBHIN (opmi», MK-7240-001, 3 inkoprmopoBanoro monpaskoto 04 Big 04 rpyaHs
2024 poky

3asiBHUK, KpaiHa

ToBapucTBo 3 00MexeHo0 BianoBiganbHicTI0O «MC/I Ykpaina»

CnoHcop, kpaiHa

TOB Mepk lapn ean Joym, CIIIA (Merck Sharp & Dohme LLC, USA)

B.o. HauanbHuka @apMaleBTUYHOTO YIPABJIiHHS Ouaekcanap 'PIHEHKO

(minmc) (Bnacue im’st ITIPI3BUILLE)
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bpomypa nmocminganka MK-1084, Bumanns 6 Big 11 rpyaas 2025 poxy, aHTIIIHCHKOIO MOBOIO;
VYxpaina, MK-1084-004, Tandopmariis Ta ToKyMeHT npo iH(GOpPMOBaHY 3roAy JUIs Mali€HTa, BEpPCis
03 Big 06 ciuns 2026 p., ykpaiHCbKor0 MOBOI0; Ykpaina, MK-1084-004, [ndopmariist Ta TOKyMEHT
po iH(GOpMOBaHy 3romy JJis Mali€eHTa Ha HEOOOB SI3KOBUI OOMEKCHHI CKpUHIHT, Bepcis 02 Bif
06 ciuns 2026 p., ykpaincekoro MoBOI0; Ykpaina, MK-1084-004, ITndopmarliis Ta TOKyMEHT PO
iH(hopMOBaHy 3rojy JAJs Mali€HTa JUIs JIIKyBaHHS IICJs MPOrpecyBaHHss XBopoOu, Bepcis 02 Bix
06 ciuns 2026 p., ykpaiHcbkolo MoOBOW0; Matepianu s namienta: MK-1084-004 bpomrypa
narienta_ykpaincekoro MoBoro UKR Bep. 03.2 17 ymumuas 2025 p.; MK-1084-004 Ilnakat mist
nariedra ykpaincekoro MoBoro UKR Bep. 03.1 17 mumus 2025 p.; 30UIbIIEHHS KUIBKOCTI
nociimkyBanux B Ykpaini 3 400 1o 800 ocib (3 Hux 40 paHI0Mi30BaHUX)

Howmep ta nata nakazy MO3 mipo
MIPOBECHHS KJIIHIYHOTO
BUIIPOOYBaHHS

Ne 766 Bin 03.05.2024

Ha3sBa kiiHiuHOrO BUNPOOYBaHHS,
KOJI, Bepcis Ta Jara

«PannomizoBane, nojBiiiHe ciine, 60araronentrpose gociimkeHHs 11l ¢pazu kombinanii MK-1084 3
nemMOpoi3yMaboM MOpiBHSAHO 3 KOMOiHali€0 meMOpoiizymMady 3 miuanelo sk JIIKyBaHHS MepIioi
JiHIT JUIsl YYaCHMKIB 13 JIOKQJbHO-MOMKMPEHUM a00 METACTaTUYHUM HEIPIOHOKIITUHHUM pPaKoM
nereniB 3 mytaniero KRAS GI12C ta ekcnpecieto PD-L1 TPS > 50% (KANDLELIT-004)»,
MK-1084-004, 3 inkopnopoBaHoto nonpaskoro 03 Bix 22 nunug 2025 poky

3asiBHUK, KpaiHa

ToBapucTBo 3 00MexeHo0 BianoBiganbHicTI0O «MC/] Ykpainay

Cnoncop, kpaiHa

TOB Mepk Illapn ena Joym, CIHA (Merck Sharp & Dohme LLC, USA)

B.o. HayaabHNKa PapManeBTHYHOIO YIIPABJIiHHA Ounexkcanap I'PIHEHKO

(migmuc) (Bnacue im’st [IPI3BUILE)
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Bpomypa nociigauka s 10CTiHKYBaHOTO JIIKApChKOTO 3aco0y nazeptinid (YH25448), Bepcis 16,
Honarok 1 Bin 14 mucromnana 2025 poky; Indopmaris mis namienta ta @opma inpopmMoBaHoi 31011
(mnsa TlomokeHHs mepiomy mociipkeHHs ), Bepcis s Ykpainu 10.0 Big 15 rpyaas 2025 poky,
YKpaiHCBKOIO Ta POCIHCHKOI0 MOBaMHU

Howmep ta nata nakazy MO3 mipo
MIPOBEJICHHS KJIIHIYHOTO
BHUIPOOYBaHHS

Ne 2243 Bix 05.10.2020

Ha3ga xiiHiuHOTO BUNIPOOYBaHHS,
KOJI, Bepcis Ta aara

«PannomizoBane, nmojagiitae ciine qociimkennas @as3u 11 muist oiHky epeKTUBHOCTI Ta 6€3MEYHOCTI
na3epTiHiOy B MOpiBHAHHI 3 TepiTiHIOOM sIK Teparii nepiuoi JiHii B Mali€HTIB 3 MiCLIEBO-TIOIITHPEHUM
ab0 MeTacTaTHYHUM HEIPIOHOKIITHHHAM PaKOM JIETEHIB 3 MYTAIli€l0, [0 CEHCHUTU3YE PELENTOp
enigepmMaibHoOro gakropa pocty», YH25448-301, Bepcis 3.2 Bix 31 ciuns 2025 poky

3asiBHUK, KpaiHa

TOB «ITAPEKCEJI Vkpaina»

CnoHcop, kpaiHa

Yuhan Corporation, Republic of Korea / FOxan Kopnopeiimin, Peciy6nika Kopes

B.o. HauanbHuka @apMaleBTUYHOTO YIPABJIiHHS Ouaekcanap 'PIHEHKO

(minmc) (Bnacue im’st ITIPI3BUILLE)
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OHOBJEHUH  TPOTOKOJ  KJIiHIYHOrO  BumpoOyBaHHs  M16-000 3 iHKOpPIIOPOBAaHHUMH
aJMiHICTpaTUBHUMU 3MiHamu 1, 2, 4, 6, 9, 11, 12 ta nonpaskamu 1, 2, 3,4, 5,6, 7, 8,9, 10, 10.1
(e g €Bporneiicbkoro Corosy), 11 ta 12 Bix 23 wepBus 2025 poky; logenHuk peectpamii
BBEJICHHS NpenapaTy il pe3yJbTaTiB TeCTy Ha BAriTHICTh y JOMAIIHIX yMOBaX JJIsl MOMEPEIHBO
3anmoBHeHuX mmpuuiB 180 mr/1,2 mi, Bepcis 4.1. Big 23 yepBHa 2025 poky (aHMTHCHKOO 1
YKpaiHChKOIO MOBamHM); PicaHkizymad - IHCTPYKIii 3 BUKOPHUCTaHHS TONEPEAHHO 3allOBHEHOTO
HIIpULA, 1H €KIis, A MiIIKIPHOTO BBeIeHHs, Bepcist 7 Bia 15 rpyaus 2024 poky (aHTIIHCHKOIO 1
YKpaiHChKOIO MOBaMH); IIpotoBkeHHS TepMiHy MPOBEACHHS KIIIHIYHOTO BUIPOOYBaHHS B YKpaiHi
1o 31 ciunga 2029 poky; OHoBieHu#t po3ain «Skicte» Jlocke AOCTIIKYBAHOTO JIIKAPCHKOTO 3aC00y
Picankizyma6 (Risankizumab), Bepcis 6.0 G Bix 30 ciuns 2025 poky; BrimodeHHsT 101aTKOBOTO
JOCTIIKYBAHOTO JiKapchkoro 3acoOy: Picankizymadb (ABBV-066), 180 mr/1,2 mu (150 mr/mn),
PO3YMH JUIA 1H’€KLIN IS MiJIIKIPHOTO BBEACHHS, MONIEPEIHFO HAIIOBHEHUH MINPHI (BUPOOHUKH:
AbbVie Deutschland GmbH & Co. KG, Himeuunna; 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, Himeuunna;
SGS Institut Fresenius GmbH, Himewyunna; Labor LS SE & Co. KG, Himeyunna; SGS Analytics
Switzerland AG, IlBeiinapis); 3pa3ok MapKyBaHHS JIOCITIJXKYBAaHOTO JIKAapChbKOrO 3aco0y
Picankizymad (ABBV-066), 180 mr/1,2 ma (150 Mr/mi), po3uuH Ajisi 1H €KIIN IS TAIIKIPHOTO
BBEJICHHS, MOMNEPEIHbO HAMOBHEHWM mmmpuil, Bepcis Bix 30 mumas 2025 poky (BHYTpIlIHE
MaKkyBaHHs), YKpaiHCBKOIO Ta AaHIJIIMCHKOI MOBaMH; 3pa30K MapKyBaHHS JTOCIiIKYyBaHOTO
nikapcbkoro 3aco0y Picankizymad (ABBV-066), 180 mr/1,2 mut (150 mMr/mit), po3uuH AJis 1H €K1
JUI TIAMIKIPHOTO BBEJCHHS, MONEPEAHbO HamoBHEHUI mmpwuil Bepcis Big 31 mumus 2025 poky
(30BHIIIHE TAKyBaHHS), YKPATHCHKOIO Ta aHTJIIHCHKOI0 MOBaMU

Howmep Ta nata Hakazy MO3 nipo
MPOBEJICHHS KIIHIYHOTO
BUIIPOOYBaHHS

Ne 341 8171 26.02.2018
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Ha3ga kiiHiuHOrO BUNIPOOYBaHHS,
KOJI, Bepcis Ta aara

«bararonienTpoBe, paHIOMi30BaHe, TOJBIHHE ciine, TIane00-KOHTPOIbOBAHE S2-TH)KHEBE
JOCITIDKEHHS TIATPUMYIOY0i Ta BIIKPHUTOI IPOJOBKEHOI Tepamii s OMHKKA e(EeKTHBHOCTI Ta
0e3meyHocTi picaHkizymaly y mamieHTiB 3 xBopoboro Kpona», M16-000, 3 iHKOprmOpOBaHUMH
aJMiHICTpaTUBHUMHM 3MiHamu 1, 2, 4, 6, 7, 8, 9 Ta nonpaskamu 1, 2, 3,4, 5,6,7,8,9, 10, 10.1 Ta 11
Bix 04 rpynus 2024 poky

3asiBHUK, KpaiHa

«E060BIi biodhapmacerotikans ['m6X», [lIselinapis

CnoHncop, kpaiHa

AbbVie Inc., USA

B.o. HauanbHuka @apMaleBTUYHOTO YIIPABJIiHHSA Ouekcanap 'PIHEHKO

(migmuc) (Bnacue im’st ITIPI3BUIILE)
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®dopma iHpopmoBanoi 3roau, Bepcis 10.0 mus Ykpainu ykpaincbkoro MoBoto Bif 11 rpymus 2025 p.
Ha ocHoBi maiictep-Bepcii hopmu iHbopMoBaHOi 3roau s pocuimkerass GN41791, sepcis 12,
Bix 04 rpynus 2025 p.

Howmep Ta nara nakazy MO3 npo
MIPOBECHHS KJIIHIYHOTO
BUNIPOOYBaHHS

Ne 2554 Bix 09.11.2020

Haspa kiiHiuHOTO BUIIPOOYBaHHS,
KOJI, BepcCis Ta gara

«BATATOIIEHTPOBE PAHJIOMI3OBAHE ITOABIMHE CJIITIE JJOCJIKEHHS ®A3U 11T V
APAJIEJIbBHUX TPYIHAX 3 IIOJABIMHUM KOHTPOJIEM IUIALIEBO JJISA OLIHKH
E®EKTUBHOCTI TA BE3INTEYHOCTI OEHEBPYTUHIBY [TOPIBHSHO 3
OKPEJII3YMABOM VYV JNOPOCJIUX ITIALIEHTIB 3 TIEPBUHHUM ITIPOI'PECYIOUMM
PO3CISAHUM CKIIEPO30M», GN41791, Bepcis 8 Bix 13 mrotoro 2025 p.

3asiBHUK, KpaiHa

ToBapucTBO 3 00MeKEHO0 BiNOBiAaIbHICTIO «Pormr Ykpainay

CnoHcop, kpaiHa

®.Xodbdpmann-JIs Pour Jita, [seiuapis

B.o. HauanbHuka @apMaleBTUYHOTO YIPABJIiHHS Ouaekcanap 'PIHEHKO

(minmc) (Bnacue im’st ITIPI3BUILLE)
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[Hpopmartiss mpo mMmojanbiie CHOCTEPEKEHHS 3a MepeOdiroM BariTHOCTI MAPTHEPKH YydYaCHUKA
JocmikeHHs: Ta Gpopma inpopmoBanoi 3roau, Bepcis Ne3 Bix 30 ciunsa 2025 poky, yKpaiHCBKOO
MOBOIO; 3MiHa BIJMOBIIAJLHOTO JOCTIJHUKA Ta 3MiHA Ha3BU MICIS TMPOBEACHHS KIIIHIYHOTO
BUIIPOOYBaHHSI:

bYJIO

CTAJIO

nikap 3axaposa JI.A.

JlepxxaBHa yCTaHOBa «YKpaiHChKUH
JepKaBHUHA  HAyKOBO-IOCTIIHUN  IHCTHUTYT
MEIUKO-COI[IaIbHUX TPOOJIeM  1HBaJIIHOCTI
MinictepcTBa OXOpPOHH 370pOB’ST YKpaiHW»,

K.M.H. Mopo3 O.M.

JepxxaBHa yCTaHOBa «YKpaiHChKUH
Jep)KaBHANW  HAYKOBO-TOCTIHUH  IHCTHUTYT
MEUKO-COIIAIbHUX MpOOJIeM 1HBaJIiAHOCTI
MiHicTepcTBa OXOPOHHU 3JI0pOB’Sl YKpaiHu»,

BUIIIJICHHS HeBpoJiorii Ta pealimitamii 3
LleratpoM Tepamii 6o, M. IHImIpo

BIJUTIJICHHST HEBpoJIorii 3 L{eHTpoM po3cisiHOTOo
CKJIepo3y, M. JIHImpo

Howmep Ta nata nakazy MO3 npo
MIPOBECHHS KJIIHIYHOTO
BUIIPOOYBaHHS

Ne 614 Bin 01.04.2021

Ha3sBa kiiHiuHOrO BUNPOOYBaHHS,
KOJI, Bepcis Ta Jara

«PangomizoBaHe, mojBiiHE cIiimne, Iane00-KOHTPOJIbOBAHE MOCHIKEHHS (a3u 2 IS OIIHKH
edexTuBHOCTI Ta Oe3nekn SAR441344, MoHOKIIOHANBHOTO aHTHTLIA M0 aHtaronicta CD40L,
y TAIIE€HTIB 3 PEHUIUBYIOUUM pO3CITHUM ckiepo3om», ACT16877, 3 nmomnpaBkoro 04, Bepcis 1
Bix 18 nucromana 2024 poky

3asiBHUK, KpaiHa

TOB «Cano¢i-ABeHtic YkpaiHay

CnoHcop, kpaina

sanofi-aventis recherche & developpement, France (Canodi-ABeHTiC pelepin € JAeBeloNMaH,
@DpaHitis)

B.o. HayaabHNKa PapManeBTHYHOIO YIIPABJIiHHA

Ounexkcanap I'PIHEHKO

(migmc) (Bnacue im’st [TIPI3BUILE)
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Kopotkuii noBigank « TRIALMAX® Weby, Bepcis 1 Big 06 mucromama 2025 p., pemakmis 1.1,
V1.0 Bixm 18.11.2025p. ukUA nmns YkpaiHu ykpaiHChKOIO MOBOIO; CKpIHIIOT €JIeKTPOHHOTO
onuTyBasbHUKA, Bepcis 1 Bim 04 rpymus 2025 p. mns YkpaiHm yKpaiHCHKOIO MOBOIO;
CKpIHIIOT eNeKTPOHHOTO ONUTyBalbHHKA, Bepcis | Bim 04 rpymas 2025 p. mis Ykpainm
YKpaiHChbKOK MOBOI0; CKpPIHIIOT €IEeKTPOHHOTO ONMUTYyBalbHUKA, Bepcis 1 Big 04 rpyans 2025 p.
it YKpaiHU yKpaiHCBKOIO MOBOIO; CKpIHIIOT eNeKTPOHHOTO ONHUTyBalbHHUKA «A-1032-0495
Web Subject Facing Screen Report PtGA», Bepcis 1 Big 04 rpyaus 2025 p. ans Ykpainu
YKpaiHChKOI0 MOBOIO; CKpIHIIOT €JIeKTPOHHOTO OMHUTYBaJbHUKA, Bepcis 1 Bix 04 rpyans 2025 p.
i YKpaiHu yKpaiHCbKOI0 MOBOIO; CKpIHILIOT eJIeKTpOHHOro onuTyBanbHuKa « Web Subject Facing
Screen Report HAQ-DI (Stanford)», Bepcist 1 Big 04 rpyans 2025 p. ans YKpaiHu yKpaiHCBKOIO
MOBO10; CKpIHIIOT HaBYaJbHOTO €JIEKTPOHHOro omuTyBaidbHUKa «D9640C00003/A-1032-0495
Web Facing Screen Report», Bepcis 1 Big 04 rpyanst 2025 p. mis Ykpainu yKpaiHCEKOIO MOBOIO;
CKpIHIIOT eNeKTPOHHOIO ONUTyBajdbHHMKa, Bepcis 1 Bix 04 rpyaus 2025 p. mis Ykpainu
YKpaTHChKOIO0 MOBOI0; CKPIHIIOT €eKTPOHHOTO ONMUTYyBallbHUKA, Bepcis 1 Big 04 rpyans 2025 p.
U1 YKpaiHU yKpaiHChKOI0 MOBOIO; CKPIHIIOT €1eKTPOHHOTro onuTyBaibHUKA « Web Subject Facing
Screen Report SF-36v2 Acutew, Bepcia 1 Big 11 nuctomana 2025 p. mist YkpaiHu yKpaiHCBKOIO
MOBOI0; 3aJy4eHHs JOAATKOBUX MICIb IPOBEJCHHS KIIIHIYHOTO BUITPOOYBaHHS:
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[1.I.B. BiIMOBIJAILHOTO JOCIITHUKA
Hassa miclisg npoBeieHHs KJIIHIYHOTO BUIPOOYBaHHS

I.M.H., ipod. [lleBuyk C.B.

«YHIBEpCUTETChKA KIIiHIKa» BIHHHMIIBKOTO HaIlIOHAJILHOTO MEIUYHOTO YHIBEPCHUTETY
im. M.I. TluporoBa (NiKyBaJbHO-HABYAIbHO-HAYKOBUH IEHTP), PEBMATOJIOTIYHE
BUIIIJIEHHS 3 TEpaneBTUYHHUMHU JIDKKaMHU, BIiHHUIBKMI HaIllOHATBHUN MEIUYHUN
yaiBepcuteT iM. M.I. ITuporosa, kadenpa BHyTpimHb0i Meauuuau Ne2, M. BinauIs

I.M.H., ipod. CtanHicnaBuyk M.A.

KomynanbHe HexoMmepuiliHe minnmpueMcTBo «BiHHMIBKAa oONacHa KITiHIYHA JKapHS
iMm. M.I. TIuporoBa Binaunpkoi obnacHoi paaw», BucokocremianizoBaHUN KITIHIYHUH
IIEHTP PEBMATOJIOTIi, OCTEONOPO3y Ta OI0JOTIYHOI Teparii, BiHHUIIbKHIA HAIlIOHATBHHUN
MeanuHuid yHiBepcuter iM. M.L. IluporoBa, kadenpa BHyTpimHbOI MeaunuHu Nel,
M. Binnung

nikap Uymauenko I".A.
ToBapuctBo 3 oOMexeHOI BiamoBiganbHicTIO «MenOyn-KiiHik», JKyBaJbHO-
npodiTakTHYHUA TiApo3ail MeauyHoro 1eHTpy, M. Kui

nikap beiiko I'.B.
MeauuHuii LIEHTp TOBAapUCTBa 3 OOMEXEHOI0 BiAmoBiganbHICTIO «lleHTp cimeitHOl
MEIUIMHH IITIOCY, JIKYBaJIbHO-NIPod1IaKTHYHUHN niapo3aul, M. Kuis

K.M.H. Kneban f.1.

KuiBchka KiiHIYHA JIKapHS Ha 3aii3HU4YHOMY TpaHcnopti Ne2 ¢imi «Llentp oxoponu
3]I0pOB’s1» AaKI[IOHEPHOTO TOBAPUCTBAa «YKpaiHChbKa 3ali3HUL», LleHTp KIiHIYHUX
JOCIiKeHb, M. KuiB

nikap ['panuak K.I.
ToBapucTBO 3 OOMEXKEHOI BIAMOBITATBHICTIO «3akapmarchbka EHAOKIIHIKAY,
JKyBaJIbHO-NPOUIAKTUYHUHN Miapo3ais1 MeanuHoro neHTpy « EHIOKIIHIK», M. YIKropoa
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Howmep Ta nara nakazy MO3 npo
MIPOBECHHS KJIIHIYHOTO
BUNIPOOYBaHHS

Ne 51 Big 15.01.2026

Ha3Ba kiiHiuHOTO BUIIPOOYBaHHSI,
KOJI, Bepcis Ta gara

«bararorieHTpoBe, B MapalieIbHUX IpyIax, paHIOMi30BaHe, IMO/IBiiHE clline TociipKkeHHs Ga3u 2 B
YOTUPHOX TpyIax AJisi OLiHKK epeKTUBHOCTI Ta 6e3neku AZD1163 y ydacHUKIB 3 peBMaTOiIHUM
apTPUTOM BiJ MOMipHOT 10 BUCOKOi akTuBHOCTI (LaunchPAD-RA)», D9640C00003, Bepcis 2.0 Bix
30 BepecHs 2025 poky

3asBHUK, KpaiHa

TOB «ACTPA3EHEKA YKPAIHA»

CnoHncop, kpaiHa

AstraZeneca AB, Sweden

B.o. HauanbHuka @apMaleBTUYHOTO YIIPABJIIHHSA Ouekcanap 'PIHEHKO

(migmuc) (Bnacue im’st ITIPI3BUIIIE)
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Omnognena Bepcist Jlocke mocimipKyBaHOTO Jlikapchbkoro 3aco0y IMU-838 tabnetku, 5 mr / 15 mr /
22.5 mr / 30 mr / 45 mr, Bepcis 15 Big sxoBTHS 2025 poxy (IMPD IMU-838 Tablets 5 mg/ 15 mg /
22,5 mg /30 mg/45 mg, version 15 dated October 2025) (anrmiiicbkor0 MOBOI0); OHOBIICHHI 3pa30K
eruketkn (MapkyBanHs) (Country Specific Label (CSL)) 3 indopmariiero mpo npenapatr IMU-838
tabnetku, 30 mr (100 tabnerox) Bepcii 3.0 Bim 06.11.2025 (anrmiiickkoro, yKpaiHCHKOIO Ta
POCIHCHKOI0 MOBaMH)

Howmep ta nata nakazy MO3 mipo
MPOBEJICHHS KJIIHIYHOTO
BHUIPOOYBaHHS

Ne 230 Bix 30.01.2019

Ha3ga xiiHiuHOTO BUNIPOOYBaHHS,
KOJI, Bepcis Ta aara

«PannomizoBane, MojABiiHE cine, manedo-KOHTPOILOBAHE, 0araTOIEHTPOBE JOCIKEeHHS (hazu 2
Ui ouiHKM BIUMBY mnpernapary IMU-838 Ha aKkTHUBHICTH 3aXBOPIOBAHHs, SIKA BUMIPIOETHCS 3a
pe3ynbTaTaMu MarHiTHO-pe3oHaHcHOi Tomorpadii (MPT), a Takoxx 0e3MeyHICTh 1 HePEHOCUMICTD Y
NAI€EHTIB 3 PEeUUIUBYIOUMM-PEMITYIOUUM po3cisHuM  ckiepozom (PPPC) (EMPhASIS)y,
P2-IMU-838-MS, Bepcis 5.0 Bix 4 aunas 2025 poky

3asiBHUK, KpaiHa

Toapuctso 3 oomexxenoro BiagnosiganpHicTI0O «BEPYM KIJITHIKAJI PICEPY», Ykpaina

CnoHcop, kpaiHa

«ImmyHik AI'», Himeuunna / Immunic AG, Germany

B.o. HayaabHNKa PapManeBTHYHOI0 YIIPABJIiHHA Ouaexcanap I'PIHEHKO

(mmigmic) (Bnacue im’st [TIPI3BUILIE)
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VYkpaina, MK-3475-992, Tndopmariis Ta TOKyMeHT npo 1HGOPMOBaHY 3rojy JUIsl Malli€eHTa, BEPCist
09 Bix 29 rpyans 2025 p., yKpaiHCBKOIO MOBOIO

Howmep ta nata nakazy MO3 mipo
MIPOBEJICHHS KIIIHIYHOTO
BHUIPOOYBaHHS

Ne 1143 Bix 15.05.2020

Ha3ga xiiHiuHOTO BUNIPOOYBaHHS,
KOJI, Bepcis Ta aara

«PanyomizoBaHe, oJBilHE cIIiNe, TUIANe00-KOHTPOIbOoBaHe KiniHiuHe mociipkeHHs 11 dasu mis
BUBUEHHS e(eKTUBHOCTI Ta Oe3medHocTi mnemoOponizymady (MK-3475) y xkomOiHamii 3
ximionpomeneBoro teparmieto (XIIT) y nopiBHsSHHI Jume 3 XiMionpoMeHeBoro Tepariero (XIIT) B
y4acHUKIB 3 M’ S30BO-iHBa3uBHUM pakoMm cedoBoro Mixypa (MIPCM) (KEYNOTE-992)y,
MK-3475-992 , 3 inkoprniopoBanoro norpakoro 05 Bing 07 sxoBTHs 2024 poky

3asiBHUK, KpaiHa

ToBapucTBo 3 00MexkeH010 BianoiganbHicTIO «MCJl Ykpainay

Cnoncop, kpaiHa

TOB Mepk Illapn ena Joym, CIHA (Merck Sharp & Dohme LLC, USA)

B.o. HavaabHnKa PapManeBTHYHOI0 YIIPABJIiHHA Oaexcanap I'PIHEHKO

(mmigmic) (Bnacue im’st [TIPI3BUILIE)
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OHoBeHUH MPOTOKOJ KIIiHIYHOTO BUIpoOyBaHHs LTS17043 3 inkopmopoBaHow momnpakoro 10,
Bepcis 1 Bix 15 sxoBTHS 2025 poky; bporrypa nocniaHuka 1t A0CHiHKYBaHOTO JIKapChKOTo 3ac00y
SAR442168 (tolebrutinib), Buganus 17 Big 21 macronana 2025 poxy; [Hdopmartist 11st marieHTa Ta
dopma indopmoBanoi 3roau, Bepcist Ne7 Big 10 rpynus 2025 poky, yKpaiHCBKOIO Ta POCIHCBHKOIO
MOBaMU

Howmep Ta nara nakazy MO3 npo
MIPOBEACHHS KJIIHIYHOTO
BUNIPOOYBaHHS

Ne 397 Bin 07.03.2024

HasBa kiiHiuHOTO BUIIPOOYBaHHS,
KOJI, BepcCis Ta gara

«IHTepBeHMiiiHe po3MMpeHe NocaikeHHs (a3u 3 A8 BUBUEHHsI JOBIOCTPOKOBOI Oe3leKku Ta
MEPEHOCUMOCTI TOIEOPYTHHIOY B YYACHHUKIB 13 PEIIMIUBYIOUUM PO3CISTHUM CKJIEPO30M, IEPBUHHUM
IIPOrPECYIOYMM PO3CISIHUM CKJIEpO30M a00 BTOPHMHHUM IPOIPECYIOYMM HEPELMIUBYIOUUM
po3cissHuM ckiiepozom», LTS17043, 3 inkopnopoBaHnoto nomnpaskoro 10, Bepcist 1 Big 15 koBTHS
2025 poky

3asiBHUK, KpaiHa

TOB «ITAPEKCEJI Vkpaina»

CnoHncop, kpaiHa

Sanofi-Aventis Recherche & Developpement, France (Canodi-Asenric Pemepiu e JleBenonman,
OpaHitis)

B.o. HayaabHNKa PapManeBTHYHOI0 YIIPABJIiHHA Ouaexcanap I'PIHEHKO

(mmigmic) (Bnacue im’st [TIPI3BUILIE)



