Hoparok 1

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

31.03.2023 Ne 600

InenTudikatiis cyTTeBoi
TIOTIPaBKU

OnoBnenuii Ilporokon kimiHiuHoro pgociimpkeHHss MOR202C206, Bepcis 4.1 Big 10 >xoBTHs 2022 p.,
aHI/iicbKor0 MoBor; 3miHa CrioHcopa KiiHiuHOTO JociimkeHHs 3 MopdoCuc AT, HimeuuumHa /
MorphoSys AG, Germany Ha X’rtomeH IMmyHonomxki bBiocabiencis, Ink. (XI-Bio), CIIIA / Human
Immunology Biosciences, Inc. (HI-Bio), USA; Bpomiypa pmociifHMKa ZAOCi[AKyBaHOTO JiKapChKOTrO
3aco0y Felzartamab, Buzganns 16.1 Big 05 koBTHsi 2022 p., aHrjiiicbkoro MoBoro; IHdopmarjis aas
raijieHTa Ta ¢opma iHdopmMoBaHOI 3roJu A/ YKpaiHW, aHIJIIMCbKOK MOBOMO, Bepcis 3.1 Big 05 ciuHs
2023 p.; Indopmariis ans nmarjiedta Ta gopma iHdopmoBaHOi 3rou AJisi YKpaiHu, YKpaiHCbKOI MOBOIO,
Bepcis 3.1 Bix 05 ciuns 2023 p.; [Hdbopmatiis g5 natjieHTa Ta dopma iHpopMoBaHOI 3roau /s YKpaiHu,
pociiicbkoro MoBoto, Bepcisi 3.1 Bif 05 ciuns 2023 p; [Hdopmaris a1 nauieHTa Ta popma iHhopMoBaHOT
3rofu Ha 30ip /aHWX TPO BariTHY MAal[ieHTKY/BariTHy MapTHEPKY Ta HOBOHAPO/PKEeHY AWTHUHY/HEMOBJIS,
aHrjificbkkoro MoBoro, Bepcisi3.1 Bim 05 ciuas 2023 p.; Indopmaiiis gsia mnaiieHta Ta (opma
indbopmoBaHoi 3rosy Ha 36ip [JaHMX TPO BariTHy Malli€HTKY/BariTHy MapTHEPKY Ta HOBOHAPOPKEHY
JTUTUHY/HEeMOBJISI, YKpaiHCbKOI0 MOBOIO, Bepcisi 3.1 Bix 05 ciuns 2023 p.; [HdopmMariisi g maijieHTa Ta
dopma iHdpopmoBaHOi 3rogu Ha 30ip [JAHMX TPO BariTHY TAIiEHTKY/BariTHy TapTHEPKY Ta
HOBOHApPO/[KeHY AUTUHY/HEMOBJIs, POCiiCbKOI0 MOBOIO, Bepcisi 3.1 Bif 05 ciuns 2023 p.; [Hdopmariis asis
naijieHTa Ta ¢opma iHdbopMoBaHoOi 3roJu A/ KOPUCTYBaHHS nociayramu Kommnadii «CkayTt KuiHikan» s
YKpaiHu, aHr/IiicbKO MOBOIO, Bepcisi2.1 Big 05 ciuna 2023 p.; IHdopmaiiis gis maijieHTa Ta hopma
indbopMmoBaHOI 3rofu [/ KOPUCTYBaHHS mociayramu Kommadii «Ckayt KiiHikan» pans  Ykpainu,
yKpaiHCbKOI MOBO0, Bepcist 2.1 Big 05 ciuns 2023 p.; Indopmariis g5 natjienra ta ¢opma iHpopmoBaHol
3roJi AJi1 KOPUCTYBaHHsS Tociayramu Kommanii «Ckayt KniHikan» At YKpaiHM, pOCiiCbKOH MOBOIO,
Bepcig 2.1 Bix 05 ciuna 2023 p.; 3pa3ok KapTku natlieHrta, Bepcis 2.0.0 Big 22 smmcromaga 2022 p.,
pocnigkeHHss MOR202C206, ykpaiHCbKOH0 MOBOO

Howmep Ta gata Hakasy
MO3 o0 3aTBepAKeHHs
K/TIiHIYHOT'O BUITPOOYBaHHS

Ne 1265 Big 23.06.2021




2 MPOJOBXKEeHHd fojarka 1

Hasga kj1iHiuHOTO «[TogBitiHe citine, paHAOMi30BaHe, I/1alle00-KOHTPOIbOBaHe, 0araTolleHTPOBE K/IiHIUHE AOC/TiPKeHHS

BUTIPOOYBaHHS, KO/, ¢asu Ila 3 o1jiHku epeKTUBHOCTI Ta Ge3meuHOCTi desib3apTaMady Ha OCHOBI JIFOChKUX aHTUTIT o CD38 y

Bepcis Ta fjaTa nikyBaHHi IgA-Hedponarii — IGNAZ», MOR202C206, Bepcis 3.0 Big 01 rpyans 2021 p.

3asiBHUK, KpaiHa TopapuctBo 3 ObmexeHow BignoriganpHicTio «KoHTpakTHO-/ocmiguuiibka Opranizarjisi [HHO(apM-
Ykpaina»

CrnioHcop, KpaiHa MopdoCuc AT, HimeuunHa / MorphoSys AG, Germany

CynyTHi —

Marepianu/rpernapaTu

CYMyTHBOI Tepariii

B.o. HauanbHuka ®@apMaieBTUYHOr0 yNpaBJ/liHHSA Onekcangp I'PINEHKO




Hoparok 2

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

31.03.2023 Ne 600

InenTudikatiis cyTTeBoi
TIOTIPaBKU

OHOBJIeHe [IOChE [OCTiMKyBaHOTO JiKapcbkoro 3acody SULGEN® Spray Phleum pratense, cripeit
cyOsinrBasibHUM, Bif >koBTHS 2022 poKy, aHIJIilicbKoro MoBoro; CripoieHe A0Che Ha Iiauebo 70
SULGEN® Spray Phleum pratense, crnpeii cyGmiHrBajbHUM, Bif >kOBTHA 2022 pOKY, aHIVIIHCBKOIO
MoBoto; OHOB/IEHe MapKyBaHHS [JOC/Ii/I)KyBaHOTO JiKapchKoro 3aco0y Ta twiarebo SULGEN® Spray
Phleum pratense, crpeli cyOsiHrBa/IbHUI, YKPaiHCHKOIO MOBOIO; 3alyueHHs /10/aTKOBOTO MiCIIs
TIPOBe/IeHHS K/TiHIYHOTO BUITPOOYBAHHS:

No I1.1.b. BignoBifasbHOrO AOC/IIIHUKA

n/n HasBa miciis ipoBe/ieHHsT K/TiHIYHOTO BUTIPOOYBaHHS

1. | supekTop, K.M.H. Ha3zapenko O.I1.
ToBapuctBo 3 o06MmexeHOI BifmnoBifaneHicTIO «KiiHika imyHonorii Ta  aneprosorii
«®OPIIOCT», m. KuiB

Howmep Ta fata Haka3sy
MO3 o0 3aTBepAKeHHs
KJTiHIYHOTO BUTIPOOYBaHHS

Ne 531 Big 26.03.2022

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHs, KOJ,
BepCisi Ta jara

«®a3a Il BumpoOyBaHHSI [Jig OIL[iHKA I1€PEeHOCHUMOCTi, Oe3rekd Ta eheKTUBHOCTI CyOmiHrBaIbHOI
IMyHOTeparii y Malji€HTiB, 110 CTPa)KJalThb Ha ajeprito Ha NWIoK TpaB», SL-351A, Bepcia 4.0 Bix
17.11.2022

3asaBHUK, KpaiHa

POKCAJUT Mepinin I'm6X, HimeuunHa

CnoHcop, KpaiHa

POKCAJUT Megiuin 'm6X, HimeuurHa

CynyTHi
Marepianu/mpenaparu
CYIIyTHBOI Tepamnii

B.o. HauanbHuka ®@apManeBTUYHOI0 YIIPaB/IiHHA Onekcangp I'PINEHKO




HonaTok 3

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

31.03.2023 Ne 600

InenTudikatiis cyTTeBoi
TIOTIPaBKU

Indopmaritinuii muctok i ¢opma 3rofu MasnoniTHboro nauieHta (y Bini Big 12 go 14 pokiB), Bepcis
V4.0UKR(uk)1.0 Big 13 nunnsa 2022 poky, nepeksaj yKpaiHCbKO MoBoo Bif 08 BepecHst 2022 poky;
Indopmaritinuii muctok i ¢opma 3roau MasnoniTHboro nauieHta (y Bini Big 12 go 14 pokiB), Bepcis
V4.0UKR(ru)1.0 Big 13 numusa 2022 poky, nepeknaj pociiickkoro mMoBoro Bif 09 BepecHs 2022 poky;
[HdopmariitiHmii McTok i hopMa 3roi HeMmoOBHOJITHROrO MailieHTa (y Bili Bix 14 mo 18 pokiB), Bepcis
V4.0UKR(uk)1.0 Big 13 nunnsa 2022 poky, nepeksaj yKpaiHCbKO MoBo Bif 09 BepecHsi 2022 poky;
[HdopmariitiHmii McTok i hopMa 3roji HeMoOBHOJITHROrO MailieHTa (y Bili Bix 14 mo 18 pokiB), Bepcis
V4.0UKR(ru)1.0 Big 13 numnusa 2022 poky, nepeknaj pociiickkoro mMoBoro Bif 09 BepecHs 2022 poky;
Indopmaritinuii mictok i ¢popma 3rogu yuacHuka gocrigkennsi, Bepciss V5.0UKR(uk)1.0 Big 13 numHs
2022 poky, mepeknaj, yKkpaiHCbKoto MoBoto Bifi 09 BepecHs 2022 poky; [HdopMalitinuii 1ucToK i dopma
3roiv yyacHuka gociuimkennsi, Bepcisi V5.0UKR(ru)1.0 Big 13 nmunns 2022 poky, nepek/af poCiiiChbKOr0
MoBoto Biz 09 BepecHs 2022 poky; Indopmariitinuii smcTok i ¢gopma 3rogu ansi 6aTeKiB, Bepcist
V5.0UKR(uk)1.0 Big 28 nunns 2022 poky, nepek/aj YKpaiHCbKO MoBoOro Bif 09 BepecHs 2022 poky;
Indopmariitiauii muctok i ¢opma 3rogu ans 6atekis, Bepcis V5.0UKR(ru)1.0 Big 28 sumas 2022 poky,
repeksaj, pocilicbkkoro MoBoto Bif 09 BepecHst 2022 poky; locke AOCTiAKyBaHOTO JTiKapChKOTO 3aco0y
bpiBapaueram (Briviact®), Big 20 nunusa 2022 poky, aHT/iMCBKOI MOBOIO; 3MiHa MicCLisi TIPOBeJeHHS
BUIPOOYBaHHS:

bYJIO CTAJIO

K.M.H. MakezioHCbKa 1.B. K.M.H. MakeznoHcbKa 1.B.

KomyHanbHe HeKoMepIliliHe nignpueMcTso | KomyHanbHe HeKoMepIjiliHe MiATTPUEMCTBO
«Micbka guTgya  KiiHiyHa ~ JiikapHs  Neb» | «Mickka  guTdgya  KiIiHIYHA  JiiKapHA  Neb»
[HITPOBCBKOI  MICBKOI  pajy, HeBpoJoriuHe | THINPOBCHKOL MiCBKOI paau, IATSIUe

BiZiliJIeHHs1 MOJIOZALIOrO BiKY, M. JIHITIpo HEBPOJIOTiYHe Bif/iyieHHs1, M. JIHITIpo
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Howmep ta faTa Hakasy
MO3 11070 3aTBep/I>)KeHHs
KJTiHIYHOTO BUTIPOOYBaHHS

Ne 516 Big 22.03.2021

Hasga kiiniudoro
BUTIPOOYBaHHS, KO/,
BepCisi Ta jjara

«PaHziomizoBaHe, TMiATBepAKyrOue, TIOABiliHe ciire, Tiale60-KOHTPO/IbOBaHe, 6araTolieHTpOBe
JIOCTTiIKeHHsT Ti00Py ONTUMAabHOI ZI03U B Tlapasie/IbHUX IPyTax i3 2-eTalHUM aZIalTUBHUM JIM3aiHOM i
paH/I0Mi30BaHOO BiIMiHOIO [I/1s1 OI[iHKK e)eKTUBHOCTI, 6e3MeuHOoCTi Ta epeHoCUMOoCTi OpiBaparieraMy B
SKOCTi MOHOTeparii B Mal[ieHTiB y Bil[i Bifg 2 g0 25 poKiB i3 AUTSYOr0 abCAHCHOMK errisierniciero abo
I0BeHi/IbHOIO abcaHcHOMO erifericiero», N01269, 3 iHKOpropoBaHOIO TioMpaBKow 2 Bifg 29 Oepe3Hs
2021 poky

3asiBHUK, KpaiHa

ITianpuemcTso 3 100% inosemHoro iHBecTHiclo «AVIK’FOBIA P/IC Ykpaina»

CrioHcop, KpaiHa

UCB Biopharma SRL, Belgium

CynyTHi
Marepianu/mpernaparu
CYIYTHBOI Tepamnii

B.o. HauanbHuka ®apManeBTHYHOI0 yNIpaB/IiHHA

Onekcanpp I'PINEHKO




HopnaTok 4

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

31.03.2023 Ne 600

InenTudikatiis cyTreBoi
TIOTIPaBKU

JlokanbHa TIOTIpaBKa /0 TpOTOKoy (ApreHtuHa, bpasumis, Komymbis, Mekcuka, Pocis, YkpaiHa)
BAY 94-8862 (¢dinepenon) / 20103 Biz 26 >xoBTHs1 2022; HocnimpkenHs 20103 Indopmatiist A1 naijieHTa
Ta ¢opMa iHpopMoBaHoi 3rosiu, Bepcis 5.0 Bif 28 >xoBTHs 2022 pOKy YKpPaiHCBKOIO Ta POCiHICHKOK MOBOIO
Ha 6a3i [Hdopmariii a5 natienTa Ta popmu iHdbopMoBaHoi 3roau, Bepcist 5.0 Ay YKpainu Bz 12 BepecHst
2022 poky; Hocnimxenns 20103 Indopmatiis A nauieHTa/dopmMa iHpopMoBaHOI 3ro/iy BiIHOCHO 3MiH y
MpoBeZieHHi JocipkeHHs1, Bepcis 4.0 Bif 28 »xoBTHs1 2022 poKy, YKpaiHCBKOIO Ta POCiKCbKOK MOBOIO, Ha
6a3i Iadopmarnii ans marieHta Ta Qopmu iHpopMOBaHOI 3roAM BiHOCHO 3MiH Yy TIPOBe/|eHHI
JocifykeHHs1, Bepcii 4.1 g Ykpainu Bif 20 BepecHs 2022 poky; HocnigkenHs 20103 OnuryBanbHUK
JUIS1 TIAL€HTIB, 110 3aBepLIWIA y4acTb B JocCdifKeHHi, Bepcis 1.0 Big 1 kBiTHa 2022, yKpaiHCBKOIO Ta
POCITICbKOI0 MOBOIO, Ha 06a3i oNuTyBa/lbHUKA [J1s TIALi€HTIB, 110 3aBEpPIININA yUacTb B JOC/IiIKeHHi, BepCii
1.0 st Ykpainu Bif 1 xBiTHs1 2022; 20103 KoHTakTHa KapTka, Bepcis 4.1 Big 21 rpyans 2022 poky
YKpaiHCBKOIO Ta POCiHICHKOI MOBOIO, Ha 0a3i KOHTAaKTHOI KapTKH, Bepcis 4.0 qyis Ykpainu Big 02 uepBHS
2022 poky; OHoBneHa Opoiypa gocmigavka miperiapaty BAY 94-8862 (dinepeHon), Bepcisi 9.0 Big 26
ceprHs 2022 poky

Howmep ta faTa Hakasy
MO3 oo 3aTBepAKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 2110 Big 16.09.2020

Ha3sBa kjtiHiuyHOT 0
BUTIPOOYBaHHS, KO/,
BepCid Ta JjaTta

BararolieHTpOBe, paH/OMi30BaHe, TIO/BiliHe-C/lire B TMapaje/bHUX TIpyrax, Iuiareb0-KOHTPOIbOBaHe
JOCTi/IKeHHs1 /i1 OLiHKK e(eKTUBHOCTI Ta Ge3meuHoCTi (iHepeHOHY IMpU 3aXBOPIOBAaHHI Ta CMEPTHOCTI
nanjieHTiB 3 cepueBoto HegocTaTHiCTIO (NYHA knac II-IV) Ta dpakuieto BUKMAY JiBoro nuiyHouka >40%
(PBJILI >40%), No. BAY 94-8862 (finerenone) / 20103, Bepcisi 3.0 3 iHTerpoBaHOI MOMPaBKOI 2 Bif
16 TpaBHs1 2022 poKy

3asaBHUK, KpaiHa

TOB «batiep», YkpaiHa

CnoHcop, KpaiHa

baviep AI', HimeyunHa

CynyTHi
Marepianu/mpenaparu
CYIyTHBOI Tepamnii




B.o. HauanbHnka ®@apManeBTHYHOT0 YIPAaB/IiHHA Onekcangp I'PINEHKO




HonaTtok 5

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

31.03.2023 Ne 600

InenTudikatiis cyTTeBoi
TIOTIPaBKU

Bpomypa gocnigauka JNJ-54179060 Im6pysika (I6pyTuHi6), Buganss 16 Big 09.12.2022 p.

Howmep Ta paTa Haka3sy
MO3 o0 3aTBepAKeHHs
K/TiHIYHOT'O BUITPOOYBaHHS

Has3sa kitiHiuHoro
BUTIPOOYBaHHS, KO/,
BepcCis Ta jara

«PanziomisoBaHe, moBiliHe criine, TU1arie00KOHTPO/ILOBaHe KiTiHIUHe AocmimpkeHHs 3 ¢as3m iHribiTopa
Thpo3uHKiHa3K bBpyrona (BTK), PCI-32765 (I6pytuni6), y kom6iHamii 3 BeHgamycTHHOM Ta
Putykcumabom (BR) y maijieHTiB i3 Brepiie AiarHOCTOBAaHOK JIiMGOMOK MAaHTIHOI 30HW»,
PCI-32765MCL3002, 3 ITonnpaBkoro INT-8 Biz 27.06.2022 p.;

«PanzomisoBaHne, mozBiiiHe criine, miare00-KOHTPOJIbOBaHEe KITiHIUHE AOC/i/pKeHHs, (a3a 3, iHribiTopa
thpo3uHKiHa3u bpytoHa (BTK), PCI-32765 (I6pyTtuHi®) B KOMOiHaL[ii 3 OfHWUM i3 /BOX pEXUMiB
Benpamyctun i Purykcumab (BR) abo Purykcuma6b, Lluknodocdamin, Joxcopy6binmH, BinkpuctuH i
[Tpennizon (R-CHOP) y marlieHTiB i3 iHJ0/IEHTHOIO HeXOIKKiHCbKO JiM¢pomoro (iHXJI), siki paniiie
oTpuMyBasiv JiikyBaHHs», PCI-32765FL.R3001, 3 ITonpaBkoro INT-3 Bix 29.08.2022 p.

3asgBHUK, KpaiHa

«IHCCEH ®APMALIEBTUKA HB», benbris

CnoHcop, KpaiHa

«IHCCEH ®APMALIEBTUKA HB», besnbris

CynyTHi
Marepianu/mpenaparu
CYIIYTHBOI Tepamii

B.o. HauanbHuka ®apManeBTHYHOI0 yNIpPaB/IiHHA

Onekcangp I'PINEHKO




HonaTtok 6

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

31.03.2023 Ne 600

InenTudikatiis cyTTeBoi
TIOTIPaBKU

Bporirypa fociiiHuKa JoC/i1KyBaHoro Jlikapcbkoro 3acoby Pembrolizumab (MK-3475), BumanHs 23 Bif
26 xoBTHs 2022 poKy, aHI/iMCbKOK MOBOM; YkKpaiHa, MK-3475-355, IHdopMmallis Ta JOKYMeHT Mpo
indbopmoBaHy 3rofy [Ais maijieHta, Bepcis 13.0 Big 30 ciuns 2023 p. yKpaiHCHKOO MOBOIO; 3MiHa
Bi/ITIOBiZIA/TLHOT'O TOC/TiTHUKA; 3MiHA Ha3B MiCIlb MPOBe/IEHHs K/IiHIYHOTO BUITPOOYBaHHS:

BYJIO

CTAJIO

Kowmicapenko I'.B.

ToBapuCTBO 3 0OMEXXEHOI BiZMOBiAAIBHICTIO
«MeavuHa KiiHiKa «JHHOBaLlist», BiAfiIeHHs
ximioTeparii, KuiBcbka 00/1aCTh,
BuiiroposckKuii paiioH, c. JIFOTiXK

nikap Tapacenko T.€.

MeguuHUi 1]eHTP TOBAapUCTBA 3 OOMEXEHO
BiZIMOBiAa/TbHICTIO «MenruHa KJTiHIKa
«IHHOBaLig», BigmineHHs Xximiorepamnii, KuiBcbka
00671., Burropoacekuii p-H., c. JIIOTXX

K.M.H. TpyxiH [1.B.

KomyHasnbHa ycTtaHoBa «OpiecbKuii 006/1acHUM
OHKOJIOTIYHUM JMCTaHCep», CTallioHap JEeHHOTo
nepeOyBaHHs JUCTIAHCEPHO-TIOJTIK/TIHIYHOTO

Bigminenus, M. Ozeca

K.M.H. TpyxiH [1.B.

KomyHanbHe HeKoMeplliliHe i ATTPUEMCTBO
«OpeceKui perioHasbHUAN KJTIHIYHUM
MIPOTUITYX/IMHHUHN  1[eHTp»  Opecbkoi  ob6siacHOI

paju, BifgisieHHs ximioTteparii, M. Ozneca

Howmep Ta paTa Haka3sy
MO3 o0 3aTBepAKeHHs
K/IiIHIYHOT'O BUITPOOYBaHHS

Ne 70 Big 31.01.2017

Hasga kiiniudoro
BUTIPOOYBaHHS, KO/,
Bepcid Ta fjarta

«PanzomizoBane, noagitiHe-cine gocmimkenHs 111 da3u a1 MopiBHAHHS MiKyBaHHS TIeMOposi3yMmabom
(MK-3475) y kombiHanjii 3 mperapatamu XiMmioTepamii Ta JiiKyBaHHd Tuianiebo y KomOiHarii 3
rperiapataMu  XimioTreparii y TIALi€HTIB 3  paHillle HeJIKOBAaHUM  MiCL|eBO-PeLUMBYOUUM
Heorepabe/lbHUM ab0 MeTaCTaTUYHWM TIOTPiliHO-HeraTUBHUM pakoM MojouHoi 3ano3u (KEYNOTE-
355)», MK-3475-355, 3 iHKOpIiopoBaHoo nonpaskoro 07 Bifg 17 yepsHsa 2022 poky

3asiBHUK, KpaiHa

ToBapucTBO 3 0OMeXXeHOI0 BifnoBimampHicTI0 « MC/I YKpaiHa»
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CrioHcop, KpaiHa TOB Mepk Ilapn enp Joym, CIHA (Merck Sharp & Dohme LLC, USA)
CynyTHi —

Marepianu/mpernaparu
CYIYTHBOI Tepamnii

B.o. HauanbHuka ®apmaieBTHYHOT0 YIpaB/IiHHS Onekcangp I'PINEHKO




Hoparok 7

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

31.03.2023 Ne 600

InenTudikallis cyTreBoi KepiBHULITBO 1010 TIPOBEJIEHHSI JOC/iKEHHs Tl Yyac CTMXIHWHOro /iMxa / 3HauHOro 30010 B pPoOOTI /
TI0IpaBKU nanzgemii Bix 19.05.2022 p.; Indopmauis gis mauieHta ta Popma iHdopmoBaHoi 3roau, Bepcis 7.0
yKpaiHCBKOI MOBOIO /151 YKpainu Biz 27.01.2023 p.; Indopmatiis g5 narienta Ta @opma iHpopmoBaHoi
3rou, Bepcis 7.0 pociiicbkoro MOBOIO Jijisi YKpainu Bif 27.01.2023 p.

Howmep Ta gata Hakazy Ne 310 Big 23.02.2021

MO3 wop0 3aTBepAKeHHs

K/TiHIYHOT'O BUITPOOYBaHHS

Ha3Ba kiiHiuHOr O «baraTorjeHTpoBe, 3 OJHMM pYKaBOM JIIKyBaHHs, BiJIKpUTe, [OBIOTPUBA/e KIIHIYHE [JOC/IiKeHHS
BUTIPOOYBaHHSI, KO/, criocTepe>keHHs1 6e3neuHocti Cenekcinary y y4acHHUKIB, sIKi Opaiy y4acTb Yy TONepeAHbOMY KIiHiuHOMY
BepCisi Ta Jjata JocnigkeHHi Cenekcinary», 67896049PUH3001, 3 TTorpaBkoto 2 Big 26.10.2021 p.

3asiBHUK, KpaiHa «AHCCEH ®APMAILIEBTUKA HB», besnbris

CnoHcop, KpaiHa «AHCCEH ®APMALIEBTUKA HB», benbris

CynyTHi —

Marepianu/mpernaparu

CYIYTHBOI Tepamnii

B.o. HauanbHuka ®@apManeBTUHYHOTO YIIPAaB/IiHHA Onekcangp I'PINEHKO




HonaTok 8

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

31.03.2023 Ne 600

InenTudikatiis cyTTeBoi
TIOTIPaBKU

Indopmaritinuii muctok i ¢opma 3rofu MasnoniTHboro nauieHta (y Bini Big 12 go 14 pokiB), Bepcis
V4.0UKR(uk)1.0 Big 13 nunnsa 2022 poky, nepeksaj yKpaiHCbKO MoBoo Bif 08 BepecHst 2022 poky;
Indopmaritinuii muctok i ¢opma 3roau MasnoniTHboro nauieHta (y Bini Big 12 go 14 pokiB), Bepcis
V4.0UKR(ru)1.0 Big 13 numusa 2022 poky, nepeknaj pociiickkoro mMoBoro Bif 08 BepecHs 2022 poky;
[HdopmariitiHmii McTok i hopMa 3roi HeMmoOBHOJITHROrO MailieHTa (y Bili Bix 14 mo 18 pokiB), Bepcis
V4.0UKR(uk)1.0 Big 13 nunnsa 2022 poky, nepeksaj yKpaiHCbKO MoBo Bif 08 BepecHsi 2022 poky;
[HdopmariitiHmii McTok i hopMa 3roji HeMoOBHOJITHROrO MailieHTa (y Bili Bix 14 mo 18 pokiB), Bepcis
V4.0UKR(ru)1.0 Big 13 numnusa 2022 poky, nepeknaj pociiickkoro mMoBoro Bif 08 BepecHs 2022 poky;
Indopmaritinuii mictok i ¢popma 3rogu yuacHuka gocmiigkennsi, Bepcis V4.0UKR(uk)1.0 Big 13 numHs
2022 poky, mepeknaj, ykpaiHCbKoto MoBoto Bifi 07 BepecHs 2022 poky; [HdopMalilinuii 1ucToK i dopma
3roiv yyacHuka gociuimkennsi, Bepcisi V4.0UKR(ru)1.0 Big 13 nmunHs 2022 poky, nepek/naf poCiiChbKOr0
MoBoto Biz 08 BepecHs 2022 poky; Indopmariitinuii smcTok i ¢gopma 3rogau ansi 6aTeKiB, Bepcist
V4.0UKR(uk)1.0 Big 28 numns 2022 poky, nepek/aj YKpaiHCbKO MoBoo Bif 08 BepecHsi 2022 poky;
Indopmariitiauii muctok i gopma 3rogu ans 6aTekis, Bepcis V4.0UKR(ru)1.0 Big 28 sumas 2022 poky,
repeksaj, pociiickkoro MoBoto Bifi 07 BepecHst 2022 poky; ocke AOCTiAKyBaHOTO JTiKapChKOTO 3aco0y
bpiBapatieram (Briviact®), Big 20 nunHsa 2022 poky, aHT/IiMCHKO0 MOBOI; 3MiHa MiClig MpPOBeJeHHS
BUIPOOYBaHHS:

BYJIO CTAJIO
3aB. Bil. MakegoHcbKa [.B. 3aB. Bi. MakejoHcbka [.B.
KomyHanbHe ~— HekoMmepliiiHe — mianpueMmctBo | KomyHanbHe HeKoMeplliliHe i ATTPUEMCTBO

«Micbka pgursgya KiiHiyHa JiikapHa Ne 6» | «Micbka guTsAYa  KiiHIYHA JlikapHa Ne  6»
[HITIPOBCBKOT  MICBKOI  pajiy, HeBpoJioriuHe | /IHITIPOBCHKOI MiCBKOI pajiy, JUTSYe HEBPOJIOTiUHe
BiZiliJIeHHs1 MOJIOZALIOrO BiKY, M. JIHITIpo BiginenHs, M. [THinpo




2 TPOJOBXKEHH ojaTKa 8

Howmep Ta fara Haka3zy Ne 422 Bizm 10.03.2021

MO3 11070 3aTBep/I>)KeHHs

K/TiHIUHOTO BUITPOOYBaHHS

Ha3sga kiiHiuHOTO «bararorieHTpoBe, BifKpUTe JOCTI[KeHHSI 3 OJHI€I0 TPYIOI [jis OL[iHKU [JOBrOTPUBAJIOi Oe3mekw,

BUTIPOOYBaHHs, KOZ, TepeHoCUMOCTi Ta eeKTUBHOCTI OpiBaparjeramy B yYaCHHKIiB JOC/i/KeHHs BiKoM Bif 2 10 26 pokiB i3

BepCisi Ta jjara JIUTSUO0 abCcaHCHORO ertifiericiero abo 0BeHiIbHOIO abcaHCcHORO erisieniciero», EP0132, 3 iHKopriopoBaHo0
TIOTIPAaBKOI 2 Biz 29 Gepe3ns 2021 poky

3asiBHUK, KpaiHa ITignpuemcrso 3 100% iHo3emHoro iHBecTHIielo «AK’FOBIA PJIC YkpaiHa»

CrioHcop, KpaiHa UCB Biopharma SRL, Belgium

CynyTHi —

Marepiaau/mpernaparu

CYIYTHBOI Tepamnii

B.o. HauanbHuka ®apmaieBTHYHOT0 yIpaB/IiHHS Onekcangp I'PINEHKO




HonaTok 9

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

31.03.2023 Ne 600

InenTudikallis cyTreBoi Bporypa gocnigavka okpenizymaby (Ocrevus/RO4964913), Bepcisi 21 Bix smcromaga 2022 poky,
TIOTIPABKU aHTJIiCbKOK MOBOHO

Howmep Ta gata Hakazy Ne 1118 Big 28.06.2022
MO3 o0 3aTBepAKeHHs
K/TiHIYHOT'O BUITPOOYBaHHS

Hasga kniiHiuHOrO «baraTorjeHTpoBe, IPOCTe, BiAKpUTe, PO3IIMpPeHe [0JaTKOBe MOC/IIKeHHs [Ji OLIHKU [10BrOCTPOKOBOIL
BUIPOOYBaHHs, KO/, 0e3revHOCTi Ta e()eKTUBHOCTI OKpesi3ymMaly y TalLli€HTiB 3 PO3CisiHUM CKiepo3om», MN43964, Bepcis 1
BepCisd Ta jara Biz 25 mucromnaga 2021 poky

3asiBHUK, KpaiHa ITianpuemctso 3 100% iHo3emHoto iHBecTHLiel0 «AVMK’FOBIA PJIC YkpaiHa»

CrioHcop, KpaiHa «®. XOODPMAHH-JIA POIL JIT», Iseiuapis (F. HOFFMANN-LA ROCHE LTD, Switzerland)
CynyTHi —

Marepianu/mpenaparu

CYIIyTHBOI Tepamnii

B.o. HauanbHuka ®apManeBTHYHOI0 yNIpaB/IiHHA Onekcangp I'PIHEHKO




Honatok 10

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

31.03.2023 Ne 600

InenTudikatiis cyTTeBoi
TIOTIPaBKU

Hocbe pocrimkyBaHOro JlikapchKoro 3aco0y Macitentan, oHoB/ieHUM po3fin 3.2.S «Jlikapcbka peuoBUHa»
Big 01 >koBTHs 2021 p., aHTJIiHCEKOI0 MOBOM; []0Ch€e AOCTiHKyBaHOTO JiKapCchKOro 3aco0y Macitentan,
oHoByieHUM po3zin 3.2.P «Jlikapcbkuii npeniapat. Tabsetku, mjo gucneprytotbes, 1 mr (G018) i 2.5 mr
(G019)», Bim 01 rpymust 2021 p., aHr/ilicbKo0 MOBORO; [10Ch€ AOCTiHKYBAaHOTO JiKapChKOTO 3acoly
Macitentan, oHoByieHud po3fin 2.3 «Bctym» Bix 18 >xoBTHsi 2022 p., aHIJiKHCbKOO MOBORO; locke
JIOCTTiIKyBaHOTO JIiKapchbkoro 3aco0y Macitentan, oHoByieHW po3zin 3.2.P «Jlikapcbkuii mipemapar.
Tabnetku, 110 aucnepryioTbes, 1 mr (G018) Ta 2.5 mr (G019)» Bix 14 mucromaza 2022 p., aHTJIIHCHKOIO
MoBO10; [loflOBXKeHHS TepMiHy TIPUJATHOCTI JIOC/i/PKyBaHOTO JiKapchKoro 3aco0y Macitentan
(Marjitenran, Marmrentan, ACT-064992), TabneTku 1110 AUCTIepryroThcs, 1 Mr Ta 2.5 mr g0 30 micsiiB

Howmep 1a faTa Hakasy
MO3 oo 3aTBepAKeHHSs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 465 Big 27.04.2017

Ha3sga kiiHiuHOTO
BUTIPOOYBaHHS, KO/,
Bepcid Ta jarta

«bararoLeHTpOBe, BiZIKpUTe, paH0Mi30BaHe [JOC/Ii)KeHHs 3 10[4AaTKOBUM I1epiofioM, sIKe MPOBOAUTHLCS B
OJTHI¥ rpyTi 3 MeTOO OL[iHKK (hapMaKOKiHeTUKH, Oe3meyHOCTi Ta eeKTUBHOCTI Mperapaty MaluTeHTaH B
MOPIBHSHHI 31 CTaHJAPTOM JIiKyBaHHS Y ZiTel 3 JieTeHeBOIO apTepianbHOIO rinepreHsieto», AC-055-312,
Bepcis 9 Big 23 yimcromnaga 2021 p.

3asgBHUK, KpaiHa

ToBapuctBo 3 O6mexxeHor BianosizanbHicTio «KoHTpakTHO-[ocmigHuibka Opranisatis IHHOdapm-
YKpaiHa»

CnoHcop, KpaiHa

ACTELION Pharmaceuticals Ltd., Switzerland

CynyTHi
Marepianu/mpenaparu
CYIIyTHBOI Tepamnii

B.o. HauanbHnka ®apManeBTHYHOI0 yNpaB/IiHHA

Onekcangp I'PIHEHKO




HopaTok 11

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

31.03.2023 Ne 600

InenTudikatiis cyTTeBoi OHoBJieHUI TIPOTOKOJ KiTiHiuHOTO BHIpoOyBaHHs MK-3475-992 3 iHKOpriopoBaHOIO TompaBKow 04 Bif
TOTMPaBKU 15 rpyans 2022 poky, aHT/IiMCbKOI0 MOBO; Bporitypa foc/ifHruKa J0C/TiIKyBaHOro JTiKapCchbKOro 3aco0y
Pembrolizumab (MK-3475), Buganns 23 Big 26 >koBTHs 2022 pOKy, aHIJIiACBKOIO MOBOIO; YKpaiHa,
MK-3475-992, Indopmaliis Ta JOKyMeHT npo iHdbopMoBaHy 3rofy A/ maljieHTa, Bepcis 06 Big 18 ciuns
2023 p., yKpaiHCbKOK MOBOR; 3MiHa BiJIIIOBi1a/IbHOTO AOC/TiJHUKA:
BYJIO CTAJIO
3aB. Bij. Hanbanasu T.A. nikap Kigik S.T.
KomyHanbHe ~— HekoMmepliiiHe — mianpueMmctBo | KomyHanbHe HeKoMeplliliHe i ATTPUEMCTBO
«ObsiacHUN 1IEHTP OHKOJIOTii», OHKOypoJjioriuHe | «O0lacHUI 1IeHTP OHKOJIOTii», OHKOYPOJIOTiuHe
BifisieHHs1, M. XapKiB BifiijieHHs1, M. XapKiB
Howmep 1a faTa Hakasy Ne 1143 Big 15.05.2020
MO3 o0 3aTBepAKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS
Hasga kj1iHiuHOTO «PanziomizoBaHe, TmoABiliHe ciiine, T1alle00-KOHTPO/IbOBaHe KiiHiuHe gociimkeHHs III das3u aas
BUTIPOOYBaHHS, KO/, BUBUeHHs1 e)eKTUBHOCTI Ta Oe3meuHocTi nembposizymady (MK-3475) y kombiHariii 3 ximiorpomeHeBOrO
Bepcid Ta jarta Tepamnieto (XIIT) y mopiBHsAHHI uviie 3 XiMmionpomeHeBoro Teparmieto (XIIT) B yuacHUKIB 3 M’s130BO-
iHBasMBHUM pakoM ceuyoBoro Mixypa (MIPCM) (KEYNOTE-992)», MK-3475-992, 3 iHKOpIIOpOBaHOIO
T10IIPaBKOIO 03 Big 23 nucronaga 2021 poky
3asiBHUK, KpaiHa ToBapucTBO 3 00MekeHOF0 BifnoBiganbHicTIO « MCJI YKpaiHa»
CrnioHcop, KpaiHa TOB Mepk Ilapn enp Joym, CIHA (Merck Sharp & Dohme LLC, USA)
CymnyTHi —
Marepianu/rperiapaTu
CYMyTHBOI Tepariii

B.o. HauanbHuka ®@apMaieBTUYHOr0 yNpPaB/liHHSA Onekcangp I'PINEHKO




HopnaTok 12

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

31.03.2023 Ne 600

InenTudikatiis cyTTeBoi
TIOTIPaBKU

OnoBnenuii ITporokon kniHiuHoro gocnigxeHHs TAK-788-3001, Bepcis 3 iHKOPIIOPOBaHOKO TOMPABKOIO
8 Bim 18 >xkoBTHa 2022 p., aHITNCHKOO MOBOK; JlOCbE [OCTiHKYBaHOTO JIiIKAPCHKOTO 3acoly
Mobocertinib, Bepcis 5.0 Big 30 BepecHsi 2022 p., aHI/IilCbKOI0 MOBOIO; 3a/lyueHHs JOAaTKOBOI [JibHULI
MaKyBaHHS Ta MapKyBaHHs JOCTiPKyBaHOTO JIiKapchkoro 3aco0y MoboreptuHi6, karcymu, 40 wr,
Xerimis Inc., USA; [npopmatisi Asis1 natiienTa Ta ¢dopma iHpopMoBaHoI 3rofu /it YKpaiHu, aHTTiCbKO0
MoBot0, Bepcisi 9.0 Bix 24 ciung 2023 p.; Indopmatis gs nanieHTta Ta ¢dopMa iHbopMoBaHOI 3roau AJis
YKpaiHu, ykpaiHCbKOI0 MOBOM, Bepcis 9.0 Bix 24 ciuns 2023 p.; [Hopmariis gn1s maijieHTa Ta hopma
iHdopmoBaHoi 3roau /151 YKpaiHu, pociiicbkoro MoBoto, Bepcist 9.0 Bif 24 ciuns 2023 p.

Howmep Ta gaTa Haka3sy
MO3 o0 3aTBepAKeHHs
K/TIiHIYHOT'O BUITPOOYBaHHS

Ne 767 Big 02.04.2020

Hasga ki1iHiuHOrO
BUTIPOOYBaHHS, KO/,
Bepcid Ta fjarta

«PanziomizoBaHe, 6araTorieHTpoBe, BikpuTe AociimkeHHst ¢a3u 111 g/1st orfiHKY e)eKTUBHOCTI Mperapary
TAK-788 B sgkocCTi Tepamii nepiioi jiHii y MOpiBHSIHHI 3 XiMioTeparii€l0 Ha OCHOBI TperapariB MVIATUHU Y
MaIfieHTiB i3 HeAPiIOHOKTITMHHUM paKOM JieTeHi 3 iHCepLiMHUMHM MyTarisMud y 20-My eK30Hi TeHa
perenitopa enigepmanbHoro ¢akropa pocty (EGFR)», TAK-788-3001, Bepcis i3 norpaBkorwo 07 Big 03
TPYAHS 2021 p.

3asiBHUK, KpaiHa

TorapuctBo 3 ObmexkeHow BignorizampHicTio «KoHTpakTHO-/locmiguuipka Opranizarisi IHHOdapM-
YxpaiHa»

CrioHcop, KpaiHa

Takeda Development Center Americas, Inc., USA (CILIA)

CynyTHi
Marepianu/mpernaparu
CYIYTHBOI Tepamnii

B.o. HauanbHuka ®apManeBTHYHOI0 yNIpaB/IiHHA

Onekcanpp I'PINEHKO




Honatok 13

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

31.03.2023 Ne 600

InenTudikatiis cyTTeBoi Indopmarisi ans matjienta i @opma indopmoBaHoi 3roau, Mogenb s Ykpainu, Bepcis 11.0 Big 10

TOTMPaBKU motoro 2023 poky, YKpaiHCBKOIO Ta POCiCHKOI0 MOBaMU

Howmep Ta gata Hakazy Ne 1962 Big 29.10.2018

MO3 o0 3aTBepAKeHHs

K/TiHIYHOT'O BUITPOOYBaHHS

Hasga kniiHiuHOrO «PanziomisoBaHe, nozBiiiHe criine, Tialeb0-KOHTPO/LOBAHE Ta 3 AKTUBHUM KOHTpPOJieM, OaraTolieHTpoBe

BUIPOOYBaHHs, KO/, JIOCJIi/PKeHHsT (pasy 2/3, 1110 MPOBOAUTHCS y TapajielbHUX Ipynax 3 MeTOK OL[iHKA e(QeKTHMBHOCTI Ta

BepcCis Ta jara 0e3rmeyHoCTi rycesbkyMaly y marjieHTiB i3 xBopoboto KpoHa B akTHBHil (ha3i BiJj cepeIHLOrO /10 BaXKKOTO
cryneHs TspkkocTi», CNTO1959CRD3001, 3 nornpaskoro 5 Bif 12 ymnHg 2022 poky

3asiBHUK, KpaiHa TOB «ITAPEKCEJI YkpaiHa»

CrioHcop, KpaiHa Janssen Pharmaceutica NV, Belgium / flHnccen @apmaueBtrka HB, Benbris

CymnyTHi —

Marepianu/rperiapaTu

CYMyTHBOI Tepariii

B.o. HauanbHuka ®@apMaieBTUYHOr0 yNpPaB/liHHSA Onekcangp I'PINEHKO




Hopartok 14

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

31.03.2023 Ne 600

InenTudikallis cyTreBoi 3MiHa BiZITOBiIa/IbHOTO IOC/TiIHAKA B MiCLli TPOBe/IEHHS] BUIPOOYBAHHSI:

TOTMPaBKU BYJIO CTAJIO
K.M.H. Kopossosa O.C. nikap Cesmok O.B.
MeguuHuii 1]eHTP TOBapucTBa 3 O0OMeXxeHO | MelWUyHMI LIEHTP TOBApUCTBA 3 OOMEXeHOH
BiZIMOBIJa/IbHICTIO «MeauuHui LIEHTp | BiAnoBiganbHicTIO «MenuuHuii 1jeHTp «[lomomMora
«Jlormomora -tiroc», M. Kuis ITmtoc», m. KuiB

Howmep Ta fara Haka3sy Ne 1896 Big 27.08.2019

MO3 o0 3aTBepKeHHS
K/TiHIYHOTO BUTIPOOYBaHHS

Hasga kj1iHiuHOrO «bararorieHTpoBe, paH/I0Mi30BaHe, MOZIBilHe Cirte, T1arie00-KOHTPOIbOBaHe AoCuipKkeHHs ¢a3u I1Ib ans

BUTIPOOYBaHHS, KO/, OLIIHKM edeKTHUBHOCTI Ta Oe3rmeyHocTi mperiapaty OKpenizymal y [JOpOC/IHX MAlli€EHTIB 3 TEepPBUHHO-

BepCis Ta jara TPOTrPeCyYrUYUM pPO3CisiHUM CKepo3om», WA40404, sepcis 5 Biz 13 xoBTHsA 2022 p.

3asiBHUK, KpaiHa TopapuctBo 3 ObmexeHow BignorigzampHicTio «KoHTpakTtHO-/ocmiguuipka Opranizarisi [HHO(apM-
YkpaiHa»

CrnioHcop, KpaiHa @. Xobdmanu-JIa Pom JIta, IIsetitapis (F. Hoffmann-La Roche Ltd, Switzerland)

CynyTHi —

Marepianu/rperiapaTu

CYMyTHBOI Tepariii

B.o. HauanbHuka ®@apMaieBTUYHOT0 yNpPaB/liHHA Onekcangp I'PINEHKO




Honmatok 15

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

31.03.2023 Ne 600

InenTudikatiis cyTTeBoi
TIOTIPaBKU

Omnosnenunt nporokosn MS200527_0082, Bepcis 5.0 Big 08 rpyans 2022 poky; bpomypa mocnifHyka
Evobrutinib (M2951), Bepcisi 15.0 Big 10 nmuctonaga 2022 poky, aHr/iMcbKO0 MOBORO; [HdopMariiHui
nucToK TaijieHta i ¢opma 3roau, Bepcis V5.0UKR(uk)1.0 Big 10 ciuna 2023 poky, mepekaf
yKpaiHCbKOI MOBOIO Bif 15 moToro 2023 poky; [HpopMmaliiiiHuii 1MCTOK TaljieHTa i oopma 3rou, Bepcis
V5.0UKR(ru)1.0 Big 10 ciuna 2023 poky, nepeksaj, POCiMCbKOW MOBOK Bif 15 mortoro 2023 poky;
[HopmariiiiHuii 1McToK i popma 3roAu mailieHTa AJis BiIKPUTOTO PO3LLIMPEHOro Mepiofy AOCTiIKeHHs,
Bepcig V4.0UKR(uk)1.0 Big 27 ciunsa 2023 poky, nepeknaj yKpaiHCbKOIO MOBOIO Bif 15 motoro 2023
poky; IHdopmauiiinuii nvMcTtok i ¢dopma 3rogu maijieHTa A/ BiJKPUTOrO pO3IIMPEHOro TMepiofy
nocnigxennss, Bepcig V4.0UKR(ru)1.0 Big 27 ciung 2023 poky, nepek/af, poCiiCbKOK MOBOO Bif 15
motoro 2023 poky; lomennuk yuacHuka, Bepcisi [VO3 UKR(uk)] Big 12 TpaBHsi 2022 poky,
yKkpaiHcbKor0 MoBoro; IlogeHHuk yuacHuka, Bepcisi [VO3 UKR(ru)] Big 12 TpaBHsi 2022 poky,
pociticbkoro MoBOrO; IlocibHuk anst yuacHuKa gocmimkenHsi, Bepcis [V03 UKR(uk)01] Big 05 >koBTHs
2022 poky, yKpaiHChKOI0 M0OBORO; [TociOHMK Ay1st yuacHUKa gocyimkenns, Bepcis [V03 UKR(ru)01] Big 05
»oBTHS1 2022 pOKy, pPOCIHCHKOIO MOBOI; 3pa30K 300pa)keHHs Ha €eKpaHi eJIeKTPOHHOTO TPHUCTPOIO
onutyBanbHUKa_ Work Productivity and Activity Impairment (WPAI-MS), Bepcis 1.00 Biz 05 ciuns 2023
POKY, YKpaiHChKOIO MOBOIO; 3pa30K 300pakeHHsI Ha eKpaHi e/leKTPOHHOTO TIPUCTPOI) OTMUTYBa/bHUKA_
Work Productivity and Activity Impairment (WPAI-MS), Bepcis 1.00 Big 05 ciunst 2023 poky,
POCifiCbKOI0O MOBOIO; 3pa30K MapKyBaHHS KapTOHHOI KopobOku JI3 XosectupamiH, Bepcisi 4.0 Bim 27
rpyaHa 2022 poky, YKpaiHCbKOI0 MOBOO

Howmep ta faTa Hakasy
MO3 oo 3aTBepAKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 1924 Big 21.08.2020

Ha3sBa kjtiHiuyHOT O
BUTIPOOYBaHHs, KO/,
BepCid Ta JjaTta

«bararorjeHTpoBe, paH/I0Mi30BaHe, TO/IBiliHe CJiiTe, 3 MO/[BiHOI iMiTalli€l0, KOHTPOJbOBaHE AaKTUBHUM
riperiapaToM, gociimkenHs 111 ¢a3u, 1110 MpoBogUTHLCS B Tapase/ibHUX TPymax 3 OL[iHKK e(eKTUBHOCTI Ta
6e3meyHocTi eBOOpyTHHIOA Y TIOPiBHSIHHI 3 TePU(IYHOMIIOM B YUaCHHUKIB i3 peLIUJUBYIOUMM PO3CisIHUM
ckiepo3om», MS200527_0082, Bepcia 4.0 Big 03 kBiTHa 2022 poKy




2 MPOJOBXKeHHs AojaTka 15

3asiBHUK, KpaiHa Iianpuemctso 3 100% iHo3emHolo iHBecTHIielo «AVMK’FOBIA PJIC YkpaiHa»
CnoHcop, KpaiHa Merck Healthcare KGaA, HimeuurHa

CynyTHi —

Marepianu/mpenaparu

CYIyTHBOI Tepamnii

B.o. HauanbHuka ®apmaneBTHUYHOr0 yNpaB/IiHHA Onekcangp I'PINEHKO




HonaTok 16

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

31.03.2023 Ne 600

InenTudikatiis cyTTeBoi
TIOTIPaBKU

OHoBJIeHi 3pa3K¥ MapKyBaHHS JTiKapcbkoro 3aco0y: EHdoprtymadb Bemotun (Enfortumab Vedotin) Kit,
Bepcis 2.0 Big 03 uepBHs 2022 pOKy, aHTJIMCBKOIO Ta yKpaiHCbKOIO MoBamu; EHdopTymab Bepmotun
(Enfortumab Vedotin) Vial, Bepcisi 2.0 Big 03 uepBHst 2022 poKy, aHTJIiHCBKOIO Ta YKpaiHChKOI MOBaMH

Howmep ta fata Hakasy
MO3 o0 3aTBepAKeHHSs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 516 Big 22.03.2021

Hasga ki1iHiuHOrO
BUTIPOOYBaHHS, KO/,
Bepcid Ta farta

«PangomizoBane, BigkpuTe pfociimkeHHs III ¢asu A8 OLIHKM TepiorepaijiiHOro 3acTOCyBaHHS
eHbopTymMaby BefoTHHY y KoMOiHarjii 3 remOposizymabom (MK-3475) mopiBHSIHO 3 HeoaJ tOBaHTHOIO
Teparier reMiUTabiHOM Ta LMCTUIATUHOM Y YYaCHMKIB 3 M'S30BO-iHBa3MBHHUM PAakOM CEUOBOTO MiXypa,
NMpuAaTHUX A JjikyBaHHsa pucruiatuHoM  (KEYNOTE-B15 /  EV-304)», MK-3475-B15, 3
IHKOpnopoBaHowo rorpaBkoro 02 Bizx 04 kBiTHsA 2022 poky

3asiBHUK, KpaiHa

ToBapucTBO 3 06MeXXeHOI0 BifnoBifampHicTIO « MCJI YKpaiHa»

CnoHcop, KpaiHa

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

CynyTHi
MaTepianu/ripernapaTu
CYIyTHBOI Tepariii

B.o. HauanbHuka ®@apManeBTUYHOIO yIIPpaB/IiHHA

Onekcangp I'PINEHKO




Honatok 17

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

31.03.2023 Ne 600

InenTudikatiis cyTTeBoi
TIOTIPaBKU

Omnosnena bpomypa pocnigavka (NT 201), Buganns XXI, Bepcist 1.0 Big 24 cepriaa 2022 p.; 3anydeHHs
TOB «MepnikaBep Inrterpeiites Kninikan Ceppicec FOkpeith» (Medicover Integrated Clinical Services
Ukraine LLC), o BUKOHyBaTHMe (DYHKIIifO I[eHTpa/bHOI j1abopaTopii; 3MiHa Ha3BM MiCIlsl TIPOBE/I€HHS
BUITPOOYBaHHS:

BYJIO CTAJIO
K.M.H. MakenoHcbKa 1.B. K.M.H. MakenoHcbKa 1.B.
KomyHanbHe HeKOoMepLliliHe nigrpuemcTso | KomyHansHe HeKOoMepLliliHe MiJIIPUEMCTBO
«Micbka [guTdya KiiHiuHa JsikapHg Ne 6» | «Mickka JAuTsAva K/aiHiyHAa J1ikapHa Ne 6»
[HinpoBcbKOI  MICBKOI  pajgy, HeBpoJjoriuHe | /JHINpoBCBKOL MiCBKOI pagu, JuTsYe
BiJ|liJIeHHSI MOJIOZILIOTO BiKY, M. JIHINpo HEBPOJIOTTYHE Bif/isieHHs1, M. JIHINpo

Howmep 1a faTa Hakasy
MO3 o0 3aTBepAKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 749 Bip 04.05.2022

Hasga kiiniudoro
BUTIPOOYBaHHS, KO/,
Bepcis Ta fjaTa

«[TpocriekTBHE paHJOMi30BaHe MO/IBikHe ciline TuIareb0-KOHTPO/ILOBAHE JBOETAMHe, 0araToIleHTPOBe
JOCTiIKeHHsT 3 BiJKDUTHUM [10/JaTKOBUM I1€PioZioM [ijisi BUBUEHHsS e(h)eKTUBHOCTI Ta Oe3reku TperapaTy
NT 201 mig yac JiKyBaHHSI CITAaCTUYHOCTI M’sI3iB HWDKHIX KiHITIBOK Yy [iTeH Ta MiJTiTKiB i3 1iepebpaibHuM
napasivem», M602011072, Bepcis 1.0 Big 03 BepecHst 2021 p.

3asgBHUK, KpaiHa

TOB «Mb KBECT», Ykpaina

CnoHcop, KpaiHa

Mepr; @apmackroTikans I'm6X, Himeuunna (Merz Pharmaceuticals GmbH, Germany)

CynyTHi
Marepianu/mpenaparu
CYIIyTHBOI Tepamnii

B.o. HauanbHnka ®apManeBTHYHOI0 yNpaB/IiHHA

Onekcangp I'PINHEHKO




Honatok 18

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

31.03.2023 Ne 600

InenTudikatiis cyTTeBoi
TIOTIPaBKU

3pa30K MapKyBaHHS ZOCTipPKyBaHOTO Jiikapcbkoro 3acoby MK-3475 Kit, Bepcisi 2.0 Big 29 BepecHs
2022 p., aHITMCBKOK Ta YKpaiHCbKOIO MOBaMM; 3pa30K MapKyBaHHS [OC/i[PKyBaHOTO J1iKapChKOTO
3aco0y MK-3475 Vial, Bepcis 2.0 Biz 29 BepecHst 2022 p., aHIJIiCbKOIO Ta YKpaiHCbKOI0 MOBaMH

Howmep ta fata Hakasy
MO3 o0 3aTBepAKeHHSs
KJTiHIYHOTO BUTIPOOYBaHHS

Ne 187 Bip 05.02.2021

Hasga kniniudoro
BUTIPOOYBaHHS, KO/,
BepCisi Ta jjata

«Bigkpure kniniune gocaimkenns 11 ¢a3wm, 1110 MPoBOAUTLCS B OZHIM TPy AJiA OL[iHKYA TIeMOpoJtizymaly
B KOMOiHarlii 3 jieHBaTMHIOOM B SIKOCTi TEpIIOi JIiHil JIIKyBaHHS B YYaCHUKIB 3 PO3MOBCIO/PKEHON /
MEeTacTaTUYHOI)  HECBIT/IOKMITUHHOKO  HHPKOBO-KJITMHHOIO  KapuuHomor  HUpkH  (HcKHKKH)
(KEYNOTE-B61)», MK-3475-B61, 3 inkopriopoBaHoto nornpaBkoro 03 Bizg 04 ceprHsi 2022 poky

3asiBHUK, KpaiHa

ToBapucTBO 3 06MeXXeHOI0 BifnoBifampHicTI0 « MCJ/I YKpaiHa»

CnoHcop, KpaiHa

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

CynyTHi
Marepianu/mpernaparu
CYIYTHBOI Tepamnii

B.o. HauanbHuka ®apManeBTHYHOI0 yNIpaB/IiHHA

Onekcanpp I'PINEHKO




Honatok 19

[10 Haka3y MiHicTepcTBa OXOPOHHM 37J0pOB’ Sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

31.03.2023 Ne 600

InenTudikatiis cyTreBoi
TIOTIPaBKU

HaBuanbHuii MOAy b i3 KOpucTyBaHHsI mopTatiBHUM TipuctpoeM (HH Training Module eCOA Handheld
Screenshots), Bepcis 1.00 ykpaiHCbKOHO MOBOW Ay YKpainu Bix 17 rpyans 2020 p., Bepcis 1.00
pOCiliCbKOI0O MOBOW /s YKpainu Big 11 rpygus 2020 p.; HaBuanbHuii MoAy/b i3 KOpUCTyBaHHS
raHineToM (TrainingModuleT eCOA Tablet Screenshots), Bepcis 2.00 yKpailHCHKOIO MOBOIO [IjIst
Yxpainu Big 25 nuctonazga 2020 p., Bepcist 2.00 pocilicbkkoro MOBOMO A1 YKpainu Bij 06 nucromnaza 2020

.; 3MiHa Ha3BU MiCLsl IPOBe/IeHHs K/IIHIYHOTO JOC/TipKeHHS:
BYJIO CTAJIO
K.M.H. [Iuporoscekuii B.1O. K.M.H. [Inporoscekuii B.1O.
KomyHanbHe HeKoMepIliliHe nignpueMcTso | KomyHanbHe HeKoMepIjiliHe MiATTPUEMCTBO

KuiBcbkoi obsacHoi pagu  «KuiBcbka o06s1acHa
K/iHIYHA JiKapHsA», TPOKTOJIOTIYHEe BiJJiTeHHs
["acTpoeHTepOJIOTriyHOro LeHTpy, M. KuiB

KuiBcekoi ob6sacHoi pagu  «KuiBceka o6/acHa
K/IiHIUHA JIiKapHs», TMPOKTOJIOTiYHEe BiJJi/IeHHS,
M. KuiB

Howmep Ta fata Hakasy
MO3 o0 3aTBepAKeHHs
K/TIiHIYHOT'O BUITPOOYBaHHS

Ne 1275 Big 06.07.2018

Hasga kiiniudoro
BUTIPOOYBaHHS, KO/,
BepCisi Ta jjara

«bararotieHTpoBe paHJOMi30BaHe, TOZBIMHO crirne, maleb0-KoHTposiboBaHe aociimkeHHs 111 da3u 3
METOI0 OLIHKM O03aHiMoJy /Il IepopaJibHOrO IIPUKMOMY TpU IPOBeJleHHI MiATPUMYHYOl Teparii
naifieHTaM i3 cepeJHBOTSHKKUM abo TsHKKUM Tepebirom xBopobw KpoHa B akTuBHiN (opmi», RPCO1-
3203, pegakuig 6.0 Big 14 yepsHsa 2021 p.

3asiBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXXEHOTO BIATIOBIJIAJIBHICTFO «I1I EC AN-YKPATHA»

CnoHcop, KpaiHa

«CenmpxeH IntepHemnn II Capn» (Celgene International II Sarl), I1IBetniapis

CynyTHi
Marepianu/mpernaparu
CYIYTHBOI Tepamnii

B.o. HauanbHuka ®apManeBTHYHOI0 yNIpaB/IiHHA

Onekcanpp I'PINEHKO




Honatok 20

[0 HaKa3y MiHicTepcTBa OXOPOHU 3[j0POB’ sl
Yxpainu «IIpo 3aTBep/KeHHsI CyTTEBUX
TOTPAaBOK [0 MPOTOKOJIIB K/TIHIUHUX
BUTIPOOYBaHb»

31.03.2023 Ne 600

InenTudikatiis cyTTeBoi
TIOTIPaBKU

Onosnenunt nporokosn MS200527_0080, Bepcis 5.0 Big 06 rpyans 2022 poky; Bpomypa mocnifHyka
Evobrutinib (M2951), Bepcisi 15.0 Big 10 nmuctonaga 2022 poky, aHr/iMcbKO0 MOBORO; [HdopMariiHui
nucToK TaijieHta i ¢opma 3roau, Bepcis V5.0UKR(uk)1.0 Big 10 ciuna 2023 poky, mepekaf
yKpaiHCbKOI MOBOIO Bif 15 moToro 2023 poky; [HpopMmaliiiiHuii 1MCTOK TaljieHTa i oopma 3rou, Bepcis
V5.0UKR(ru)1.0 Big 10 ciuna 2023 poky, nepeksaj, POCiMCbKOW MOBOK Bif 15 mortoro 2023 poky;
[HopmariiiiHuii 1McToK i popma 3roAu mailieHTa AJis BiIKPUTOTO PO3LLIMPEHOro Mepiofy AOCTiIKeHHs,
Bepcigs V4.0UKR(uk)1.0 Big 31 ciunsa 2023 poky, nepeknaj, yKpaiHCbKOIO MOBOIO Bif 15 motoro 2023
poky; IHdopmauiiinuii nvMcTtok i ¢dopma 3rogu maijieHTa A/ BiJKPUTOrO pO3IIMPEHOro TMepiofy
nocnigxennss, Bepcigs V4.0UKR(ru)1.0 Big 31 ciung 2023 poky, nepek/af, poCiiCbKOK MOBOO Bifj 15
motoro 2023 poky; lomennuk yuacHuka, Bepcisi [VO3 UKR(uk)] Big 12 TpaBHsi 2022 poky,
yKkpaiHcbKor0 MoBoro; IlogeHHuk yuacHuka, Bepcisi [VO3 UKR(ru)] Big 12 TpaBHsi 2022 poky,
pociticbkoro MoBOrO; IlocibHuk anst yuacHuKa gocmimkenHsi, Bepcis [V03 UKR(uk)01] Big 05 >koBTHs
2022 poky, yKpaiHChKOI0 M0OBORO; [TociOHMK Ay1st yuacHUKa gocyimkenns, Bepcis [V03 UKR(ru)01] Big 05
»oBTHS1 2022 pOKy, pPOCIHCHKOIO MOBOI; 3pa30K 300pa)keHHs Ha €eKpaHi eJIeKTPOHHOTO TPHUCTPOIO
onutyBanbHUKa_ Work Productivity and Activity Impairment (WPAI-MS), Bepcis 1.00 Biz 05 ciuns 2023
POKY, YKpaiHChKOIO MOBOIO; 3pa30K 300pakeHHsI Ha eKpaHi e/leKTPOHHOTO TIPUCTPOI) OTMUTYBa/bHUKA_
Work Productivity and Activity Impairment (WPAI-MS), Bepcigs 1.00 Bix 05 ciuns 2023 poky,
POCifiCbKOI0O MOBOIO; 3pa30K MapKyBaHHS KapTOHHOI KopoOku JI3 XosectupamiH, Bepcis 4.0 Bim 23
rpyaHa 2022 poky, YKpaiHCbKOI0 MOBOO

Howmep ta faTa Hakasy
MO3 oo 3aTBepAKeHHs
K/TiHIYHOTO BUTIPOOYBaHHS

Ne 1924 Big 21.08.2020

Ha3sBa kjtiHiuyHOT O
BUTIPOOYBaHHs, KO/,
BepCid Ta JjaTta

«bararorjeHTpoBe, paH/I0Mi30BaHe, TO/IBiliHe CJiiTe, 3 MO/[BiHOI iMiTalli€l0, KOHTPOJbOBaHE AaKTUBHUM
riperiapaToM, gociimkenHs 111 ¢a3u, 1110 MpoBogUTHLCS B Tapase/ibHUX TPymax 3 OL[iHKK e(eKTUBHOCTI Ta
6e3meyHocTi eBOOpyTHHIOA Y TIOPiBHSIHHI 3 TePU(IYHOMIIOM B YUaCHHUKIB i3 peLIUJUBYIOUMM PO3CisIHUM
ckieposom», MS200527_0080, Bepcia 4.0 Big 03 kBiTHa 2022 poKy




2 MpoAOBXeHHs fojarka 20

3asiBHUK, KpaiHa Iianpuemctso 3 100% iHo3emHolo iHBecTHIielo «AVMK’FOBIA PJIC YkpaiHa»
CnoHcop, KpaiHa Merck Healthcare KGaA, HimeuurHa

CynyTHi —

Marepianu/mpenaparu

CYIyTHBOI Tepamnii

B.o. HauanbHuka ®apmaneBTHUYHOr0 yNpaB/IiHHA Onekcangp I'PINEHKO




