Jomatox 1

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»
14.11.2022 Ne 2070

InenTudikarist cyrTeBOi
HONPaBKU

Bporrypa gocmigauka 10CHipKyBaHoTo Jikapebkoro 3aco0y MK-3475, sunanns 22 Bin 13 TpaBus 2022p.,
aHrniicekor0 MoBoro; MK-3475-811, Ykpaina, Bepcis 10 Big 14 munus 2022 p., yKpaiHCBKOIO MOBOIO,
iH(popMarlist Ta JOKYMEHT mpo iH(GOpPMOBaHY 3rofy Ui MalieHTa; 3MiHa HAa3BH MicUs INPOBEICHHS
KJIIHIYHOTO BUIMIPOOYBaHHS; 3MiHa BIAMOBIAAIBLHOTO JOCIIHUKA Ta HA3BU MICIIS MPOBEACHHS KIIHIYHOTO
BUNIPOOYBaHHS; 3pa30K MapKyBaHH: Jikapcbkoro 3aco0y Fluorouracil Benda Vial, Bepcis 2.0 Big 05 numnas
2022 p., aHIMHCHKOIO Ta YKPAiHCHKOIO MOBaMHM; 3pa30K MapKyBaHHs JiKapchbkoro 3aco0y Fluorouracil
Benda Kit, Bepcis 2.0 Big 05 mumast 2022 p., aHTIIIACHKOI0 Ta YKPaTHCHKOK MOBaMU; 3pa30K CIIPOIICHOTO
MapKyBaHHs 3apeeCTpPOBAHOIO B YKpaiHi JIKapChKOro 3aco0y, SKUW 3aCTOCOBYETHCS B KIIIHIYHOMY
BunpodyBanni MK-3475-811, Bepcis 2.0 Big 09 cepmus 2022 poky, yKpaiHChKOIO MOBOIO; 3MiHa Ha3BU Ta

aapecu CrioHcopa:

bYJIO

CTAJIO

«Mepk IHapn enn Hoym Kopn.», nouipue
mignpuemMctBo «Mepk enn Ko., Iak.», CIIA,
(Merck Sharp & Dohme Corp., a subsidiary of
Merck & Co., Inc., USA),

Anpeca: Mepk /lpaiis, 1, nomrosa ckpunbka 100,
M. Baiitxayc-Creiimn, mtat Hero-/Ixepci, 08889-
0100, CIIIA (One Merck Drive, P.O. Box 100,
Whitehouse Station, New Jersey, 08889-0100,
USA)

TOB Mepk Ilapn enx Hdoym (Merck Sharp &
Dohme LLC)

Anpeca: 126 Ict JlinkonwH aBento, 11/c 2000, Pageii,
Hero [Ixepci, 07065, CIIIA (126 East Lincoln
Ave., P.O. Box 2000, Rahway, NJ 07065, USA)

3MiHa Ha3BU MICIIS MPOBEACHHS KIIIHIYHOTO BUMPOOYBaHHS:




MIPOJIOBXKEHHS JoaaTka 1

bYJIO

CTAJIO

k.M.H. Tpyxin JI.B.

Komynanena ycranoBa «Onecekuii 0OIacHMIA
OHKOJIOTIYHHI JMCIaHCEep», CTalllOHap JACHHOTO
nepeOyBaHHS JUCTIAHCEPHO-TIOTIKJTIHIYHOTO
BigmimeHasa, M. Oxmeca

k.M.H. Tpyxin JI.B.

KomyHnanbne ~ HekomepiliiiHe
«OneceKkun perioHaIbHUAM
HNPOTUIIYXJIUHHUM 1eHTp» OnechKoi

T ITPUEMCTBO
KIIIHIYHUH
o0OiacHoOl

paau, BijUIeHHs XiMiotepanii, M. Ozneca

3MiHa BiANOBIJAIBHOIO AOCHIIHUKA T4 HA3BU MICIS IPOBECHHS KIIHIYHOTO BUIPOOYBaHHS;

byno Crano
n.m.H. Ckopuit J1.1. 3aB. Bignutenus [nein €.0.
Komynanene  HexomepmiiiHe — miampuemcTBo | KomyHanbHe HEKOMepIIiiiHe HiAPHEMCTBO
«O0nacHUl LIEHTP OHKOJOTii», OHKOXipypriune | «OOMacHUI IIEHTP OHKOJIOTI», OHKOXIpypriuHe
BI[UIUICHHS LUTYHKOBO - KHIIKOBOTO TpPAaKTy, | BIIAUICHHS ~ OpraHiB  YepeBHOI  IOPOXHHHH,
M. XapKiB M. XapKiB

Howmep ta nata Hakasy
MOQO?3 11010 3aTBEpIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 9 Bin 02.01.2019

Hazssa xiriniugOrO
BUIIPOOYBaHHS, KOJI,
BepcCis Ta Jata

«PannomizoBane, IIl ¢a3u, nmoxsiiiHe ciine AOCHAKEHHS KoMOiHamii TpacTy3ymaly, ximioTepamii Ta
nemMOposti3ymMaly y MOpiBHSIHHI 3 KOMOiIHaIli€l0 TpacTy3ymaly, XiMioTeparii Ta rniamnebo Sk Teparnii nepuioi
miuii y namientiB 3 HER2-mo3uTHBHOIO MeTacTaTUYHOIO a/ICHOKAPIMHOMOIO NUIYHKY a00 HUTYHKOBO-
crpaBoxigHoro 3'eqHanHs (KEYNOTE 811)», MK-3475-811, 3 inkopnopoBaHoto mnompaskoo 08 Bix

07 xBiTHs 2022 poKy

3asiBHUK, KpaiHa

ToBapucTBo 3 06MexeHo10 BianoBiaanbHicTI0O «MC/] Ykpaina»

CrnoHcop, kpaiHa

«Mepk Hlapn Eng Hoym Kopmn.», nouipae mignpuemctso «Mepk Ena Ko., Iak.», CIHA (Merck Sharp &
Dohme Corp., a subsidiary of Merck & Co., Inc., USA)

CynyTtHi
Mmarepianu/npenapaTi
CYNyTHBOI Tepamii

B.o. renepajibHOTO TUpeKTOpPa

®apManeBTHYHOI0 AUPEKTOPATY

Isan 3AZIBOPHUX




JlopaTok 2

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»
14.11.2022 Ne 2070

InenTudikarist cyrTeBOi
HONPaBKU

Bpomrypa gocmigauka JNJ-61186372 (AmiBantamatb), Bunanus 8 Big 08.07.2022 p.; bpourypa gociigHuka
JNJ-73841937 (Jlazeptini0), Buganus 11 Big 07.07.2022 p.; 3anydeHHs] HOBUX BUPOOHUYUX TUISHOK AJIS
JUJI3 AwmiBanTtamab, po3uwms, 50 mr/mur: Janssen Biotech Inc, CILIA; Biogen Inc, CIIA; Bioreliance
corporation, CIIIA; Janssen Biologics B.V., Higepnannu; Eurofins Biopharma Product Testing Ireland
Limited, Ipnanais; 3amydenHs HOBUX BUpoOHWUMX minsiHOK mist JIJI3 JlazepriniO, tabnerku, 80 mr, Ta
BignosiaHoro miane6o: Yuhan Chemical Inc., Kopeiicbka pecry6iika; Johnson & Johnson Private Limited,
Ianis; Eurofins Pharma Quality Control — Les Ulis, ®panmis; Eurofins PHAST GmbH, Himeuuunna;
3amyuyeHHsl HOBUX BUpOOHUYMX AUTTHOK At JJJI3 OcumepTtuni6, kancysu, 80 mr ta 40 mr, Ta BiAMOBIAHOTO
iare6o: Johnson&Johnson Private Limited, [uais; Eurofins Pharma Quality Control — Les Ulis, ®paHnuris;
Eurofins PHAST GmbH, Himeuunna

Howmep Ta nara Hakasy
MO3 110110 3aTBEpKEHHS
KJIIHIYHOT'O BUNIPOOYBaHHS

Ne 3059 Bi7 29.12.2020

Ha3zsa xiriniunoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta Jara

«PannomizoBane kiiHigyHe gocmimkeHHs Pa3u 3 koMOiHOBaHOI Tepanii AMiBanTaMaboM Ta JlazepTiHiOoM
y nopiBHsHHI 3 OcuMepTHHIOOM Ta y nopiBHsHHI 3 JlazepTiHiOOM sIK mepiuoi JiiHii Tepamnii y NamieHTiB 3
MICIIEBO-TIOIIMPEHUM ab0 METAaCTaTUYHUM HeJpiOHOKIIITUHHUM DPAaKOM JIEr€Hb 3 MYTAIli€l0 PElenTopiB
enigepmasibHoro  ¢aktopa pocty (EGFR-myramiero)», 73841937NSC3003, 3 IlompaBkoro 2 Bifg
23.09.2021p.

3asBHUK, KpaiHa

«IHCCEH ®APMAILIEBTUKA HBy», benbris

CrnoHcop, kpaiHa

«IHCCEH ®APMALIEBTUKA HB», benbris

CynyTtHi
Mmarepianu/npenapaTi
CYyMyTHBOI Tepamii

B.o. renepajibHOr0 AMpeKTOpPa
dapManeBTHYHOI0 JHPEKTOpPATY IBan 3AZIBOPHUX




JlonaTok 3

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»
14.11.2022 Ne 2070

InenTudikarist cyrTeBOi
HONPaBKU

OHOBNEHMI TPOTOKOJ KJIIHIYHOTO BUMpoOyBaHHs, Bepcis 8.0 Bix 08 mucromana 2021 poxy, BKIIOUAIOYH
nornpaBku 1-7.2  aHrmidcekor0 MOBO10; OHOBJIEHUH KOJOBaHMH HOMEpP MPOTOKOIY KJIIHIYHOTO
BunpoOyBanus -Debio 1143- SCCHN-301 MS202359 0006; 3mina CrioHcOpa KIIIHIYHOTO BUIIPOOYBAaHHS
3 koMmmanii Debiopharm International S.A., Switzerland (IlIBefinapisi) Ha komnanito Merck Healthcare
KGaA («Mepx Xenckea KIl'aAy»), Himeuumna; OHoOBieHa Opolnrypa ITOCTiAHWKA JUIS TIperapary
Xevinapant, Bepcist 14 Bix 14 xoBtHst 2021 poky aHrIiiicbKor0 MOBOIO; OHOBIIEHE TOCHE TOCIIIKYBAHOTO
Jikapcbkoro 3aco0y Xevinapant, Bepcist 2.0, sxoBTeHsb 2021 aHrmiiicbkoro MoBOr0; OHOBJIEHE CHpOIIEHE
JoChbe Ui TipernapaTy kapooruiatus, Bepcis 2.0, skoBreHb 2021 poky aHrmiicbkor MoBO; OHOBIEHE
CHpoIIeHe JO0ChE Ui Tpemnapary nucruiatid, Bepcis 2.0, sxoBTeHb 2021 poky aHTIHCHKOIO MOBOIO;
OHoBnenuii iHGOpMaIiHHUA JTUCTOK 1 dopma 3roau AJIE OCHOBHOTO AOCHiKeHHs, Bepcis 4.1.0 mis
Vkpainu Bix 16 mucromaga 2021 poky aHITIHCBKOI, PpOCIMCHKOIO Ta YKpPaiHCHKOI MOBaMHU;
OnoBnenuii iHopManiitHuii TUCTOK Ta hopMa 3roJu AJIs BariTHOT napTHepKH, Bepcis 2.1.0 s Ykpainu
BiJ 16 nuctonana 2021 poky aHIMCbKO0, pOCIIICHKOIO Ta yKpaiHCbKoro MoBamu; OHoBiieHu# [langemis
COVID-19 inpopmariiitauii nuctok i popma 3roau, Bepeis 4.1.0 ans Ykpainu Big 16 nmucronana 2021 poky
aHTIICHKOIO, POCIMCHKOIO Ta YKpaiHChKOIO MOBaMu; OHOBIIEHU 1H(OpMAIIHHUN JTUCTOK 1 popMa 3roau
Ha MPOBE/IEHHS He00OB A3KOBOT0 MMPOrHOCTUYHOIO aHalli3y Ha GioMapkepu, 1oAaTtok A, Bepcis 2.1.0 mis
Vkpainu Big 16 mucronana 2021 poky aHIIIHCHKOIO, pOCIMCHKOIO Ta YKpaiHCbKOI MOBaMu; OHOBIIEHUN
1H(hopMaLiiHUN JMCTOK 1 (hopMa 3roJ U Ha MPOBEACHHS HEOOOB’ SI3KOBOTO (PapMaKOT€HETUYHOTO aHaJi3Yy,
nonatok b, Bepcis 3.1.0 ans VYkpainm Big 16 aucromaga 2021 poky aHIMNHCBKOIO, POCIHCBKOIO Ta
yKpaiHcbKor0 MoBamu; OHOBIIEHA KapTka yuacHuka komnanii TrilynX, Bepcis 2 qyist Ykpainu Big 27 5KOBTHS
2021 poky pociiicbkor Ta yKpaiHChKOIO MoBamu; OHOBIeHa Oporrypa s namienta kommanii TrilynX,
Bepcis 2 uist Ykpainu Bin 11 xoBTHs 2021 poky pociiicbkoro Ta yKpaiHChbKO MoBaMu; OHOBIIEHUI TocTep
Juisa narienta komnasii TrilynX, Bepcis 2 mis Yipainu Big 11 sxoBtHs 2021 poky pociiicbkoro Ta




2 IIPOJIOBIKEHHS AoAaTKa 3

YKpaiHChbKOI0 MoBamu; OHOBJICHE BiTaJlbHE KEPIBHUITBO Ta Tpadik BI3UTIB 31 HMIOJCHHUKOM yYaCHHKA
komranii TrilynX, Bepcis 3 ans Ykpaiau Big 11 sxoBTHS 2021 poKy pOoCiChKOIO Ta YKPaiHCHKOIO MOBAMH;
OHoBIIEHI 3pa3Ku MapKyBaHHS MpemnapariB JOCIIIKEHHS YKpaiHCbKOI0 MOBOIO, Bepcis 1.0 Bix 16 Oepe3ns
2021 p.; 3amyueHHs HOBUX BUPOOHHUKIB JOCIIIKYBaHOTO Jlikapchkoro 3aco0y - Merck Healthcare KGaA,
Germany (Himeuunna) ta Fisher Clinical Services, Germany (Himeuunna); 3amy4eHHs 101aTKOBOi Ha3BU
JIOCITIIKYBAHOTO JTIKapchbKOro 3aco0y - Xevinapant (Debio 1143)

Howmep Ta nara Hakasy
MO3 11010 3aTBEpAXKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 310 Bix 23.02.2021

Ha3zsa xiriniunoro
BUNIPOOYBaHHSA, KO/,
Bepcis Ta gaTa

«PannomizoBaHe, oBiliHE ciine, Mmianedo-KOHTPOIbOBaHE JOCTiKeHHs a3y 3 171 BUBUEHHS MIpenapaTy
Debio 1143 B xom0Oinamii 3 XimMioTepari€ro Ha OCHOBI IMpemapaTiB IUIATHHUA Ta MTPOMEHEBOIO TEPAITI€I0 3
MOJIyJIbOBAaHUM 32 IHTEHCHBHICTIO MYyYKOM 1 CTaHAAPTHUM (PAKI[iOHYBAaHHSM Y MAIIEHTIB 13 MICIEBO
PO3IMOBCIOKEHOI0 TUIOCKOKIITUHHOIO KapIIMHOMOIO TOJIOBH Ta IIHi, IO BIAOBIZAIOTH KPUTEPIsM IS
paaukanbHoi xiMmionpomeHeBoi Tepamii (TrilynX)», Debiol143-SCCHN-301, Bepcis 7.0 Bix 28 yepBHs
2021 poky

3asiBHUK, KpaiHa

TOB «Cineoc Xenc Ykpaina»

CnoHncop, kpaiHa

Debiopharm International S.A., Switzerland (I1Iseiiiapis)

CynytHi
MaTepiajau/npenapaTu

CYIYTHBOI Teparii

B.o. resepanbHOro AMpeKToOpa

dapManeBTHYHOIO0 IMPEKTOPATY

IBan 3AZIBOPHUX




Jonmarok 4

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpainu 10 Haka3zy MiHicTepcTBa OXOPOHHU
310poB’a Ykpainu «IIpo 3aTBepKeHHs
CYTTEBHX MOIPABOK JI0 MMPOTOKOIIB
KJIIHIYHUX BUTIPOOYBaHb)

14.11.2022 No 2070

Inentudikaris cyrreBoi
MIOTIPaBKH

Bbpomrypa mist gociianuka 3 npenapary Hipanapu0, penakiis Nel4 Bin 21 uepBusa 2022 p.; CrpoieHe
Jocee pocmimpkyBaHoro Jikapcbkoro 3aco0y (sIMPD) Hipanapu6, xancymu 100 mr: Moaynb
"Skicte/Quality", pemaxiist 1 (RPS-QUAL-215019 v1.0)

Howmep Ta nara Hakasy
MOQO3 11010 3aTBEPI>KEHHS
KJIIIHIYHOTO BUIIPOOYBaHHS

Ne 757 Bin 04.07.2017

Ha3zsa xiriniunoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta Jara

«PanomizoBaHe MOABIHHO clIile T1ane00-KOHTPOJIbOBaHE 0araToreHTPOBE JOCIIKEHHS 3 a3y 3 OliHKH
HNIATPUMYIOYOi Tepamii HipamapuOOM y NAIlEHTOK 13 MOMIMPEHUM pPAKOM SIEUYHUKIB, y SKUX OyIo
3apeecTpOBAHO BIANOBIAb Ha TEPaIlito MEePIIO] JIiHiT 13 3aCTOCYBaHHAM XiMIOTEpaneBTUUHUX IpenapariB Ha
ocHOBI matuany, PR-30-5017-C, penakuis 7.0 3 [Tonpaskoro Ne06 Bix 28 ciuns 2022 p.

3asiBHUK, KpaiHa

TOBAPHCTBO 3 OBMEXXEHOIO BIJIITOBIJJAJILHICTIO «ITI EC AU-YKPATHA»

CnoHcop, kpaiHa

«TECAPO Inkopnopeitren», CIIA

CynyTtHi
Mmarepianu/npenapaTH
CYyNyTHBOI Tepamnii

B.o. renepajibHOTO TUpeKTOpPa

®apManeBTHYHOI0 IUPEKTOPATY

Isan 3AZIBOPHUX




Jomatok 5

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»
14.11.2022 Ne 2070

Inentudikarist cyrTeBoi
MOTPaBKH

bpomrypa nmocnmimHuka st gociimkyBaHoro jikapckkoro 3aco0y CNTO1959 (rycenbkyma0), BUAaHHS
14 Bix 29 cepnnus 2022 poky; Jluct-nepenik Marepiainis, siki OyAyTh HaJaH1 Mali€eHTaM JUIsI BAKOPHCTAHHS
Baoma (CNTO1959PSA3004 Material provided to patients for at home IP administration), Bepcisa 2.0 Bix
01 Bepecnst 2022 poxy, aHTIIIICBKOI0 MOBOIO

Howmep ta nata Hakasy
MOQO?3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUIIPOOYBaHHS

Ne 1586 Bix 29.07.2021

Hassa kniHiyHOTO
BUNIPOOYBaHHS, KO/,
BepcCis Ta Jata

«PanmomizoBaHe, MOJBiiiHE ciine, MmIanedo-KOHTPOJIbOBaHE, 0AraTOEHTPOBE MOCIiIKeHHS 3b dasu 3
METOIO OLIIHKY €(heKTUBHOCTI Ta O€3MEYHOCTI MIIIKIPHOTO BBEICHHS r'yceIbKyMaly JUisi SMEHIIICHHSI O3HAK
1 CUMIITOMIB Ta CHOBUIbBHEHHS PEHTTEHOJIOTIYHOI IMporpecii y MaIl€HTIB 3 aKTUBHUM IICOpPIaTHYHUM
aptpurom», CNTO1959PSA3004, nonpaska 2 Big 04 TpaBHs 2022 poky

3asiBHUK, KpaiHa

TOB «(ITAPEKCEJI Vkpaina»

CnoHncop, kpaiHa

Janssen Pharmaceutica NV, Belgium / SIlnccen ®@apmanetuka HB, benbris

CynytHi
MaTepiajau/npenapaTu

CYIYTHBOI Teparii

B.o. renepajbHOro 1upeKTopa

dapManeBTHYHOI0 IMPEKTOPATY

IBan 3AZIBOPHUX




JlopaTok 6

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»
14.11.2022 Ne 2070
InenTudikarist cyrTeBOi 3MiHa MicIsl IPOBEACHHS BUIPOOYBAHHS
HONPaBKU byno Craio
nikap Ckubano C.A. nikap Ckubano C.A.
KomynaneHe  HekomepuiliHe — miampuemctBo | KomyHanbhe HEeKOMepIliiiHe HiAPUEMCTBO

«KuiBcbka Micpka KmiHiyHa JikapHs Nely | «KuiBcbka Mickka — kiiHIUHA — JikapHS  Nely
BUKOHaBUOro oprany KuiBchbkoi MicbKOi paau | BAKOHaBU4Oro opraHy KwuiBcbkoi MiChKOI paau
(KuiBcbkoi Mickkoi nepikaBHOI aaMiHicTpaiii), | (KuiBcbkoi MichKoi Jep:kaBHOT —aJMiHICTpallii),
TepaneBTHyHe BigaiiaeHHs Ne2, m. Kuis BlTIIEHHS KJIIIHIYHUX JOCITIKEHD Ha
cuendonni, M. Kui

Howmep Ta nara nakazy Ne 1896 Bix 27.08.2019
MO3 110110 3aTBEpKEHHS
KJIIHIYHOT'O BUNIPOOYBaHHS

Hasga kiiHiyHOTO «Binkpute po3mIMpeHe AOCHIIKEHHs eTpaciMoJy B MAI€HTIB 13 aKTUBHUM BHUPa3KOBHM KOJITOM BijJ
BUIIPOOYBaHHS, KO/, MOMIPHOTO [0 BaXKOTO CTymneHs TsokkocT», APD334-303, 3 inkopnopoBaHoi mnomnpaBkow 3.0 Bix
Bepcis Ta JaTa 07 tpasust 2021 poxy

3asiBHUK, KpaiHa IixnpuemcTio 3 100% iHo3emuom0 inBecTHIie0 «AMK IOBIA PJIC Ykpaina»

Crnoncop, kpaina «Apena dapmacproTikans, [Hk.» (Arena Pharmaceuticals, Inc.), United States

CynytHi —

MaTepiajau/mpenapaTu

CYIYTHBOI Teparii

B.o. renepajbHOro 1upeKkTropa
dapMalneBTHYHOIO TUPEKTOPATY IBan 3A/IBOPHUX




Jonmarox 7

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»

14.11.2022 No 2070
InenTudikarist cyrTeBOi OnHoBneHM TPOTOKOJ KiIiHiYHOTO BUnpoOyBanHs MK-3475-426, 3 iHKOprnopoBaHOO MOMpaBkoio 21 Bix
MTOTIPABKH 30 cepmius 2022 poky, aHTIiiChKOI0 MOBOMO; [H(opMallis Ta JOKYMEHT Mpo iHGOpMOBaHyY 3rojy Malli€HTa,

Bepceis 13.0 g Ykpainu Bin 19 ceprus 2022 p., yKpaiHChKOIO MOBOIO

Howmep ta nata Hakazy Ne 1205 Big 09.11.2016
MOQO?3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUIIPOOYBaHHS

HasBa xmiHiuHOTO «PanmomizoBane, Bigkpure gociimpkerns 11 ¢pa3u mis oninky eeKTUBHOCTI Ta Oe3reKku meMOoponizymady

BUIIPOOYBaHHS, KO/, (MK-3475) B koM0iHarii 3 akciTiHIOOM B MOPIBHSAHHI 3 MOHOTEPAII€I0 CYHITIHIOOM SIK JIIKYBaHHS MEPIIOT

BepcCis Ta Jata JiHIT y HAIIEHTIB 3 JIOKAJBHO MPOrPECYI0U0I0 a00 METACTa3yl0u0l0 CBITJIIOKJIITUHHOIO KapIIMHOMOIO HUPKU
(KEYNOTE-426)» , MK-3475-426, 3 inkopriopoBanoro nomnpaskoro 20 Bix 13 mumast 2021 poky

3asiBHUK, KpaiHa ToBapucTBo 3 06MexeHo10 BianoBiaanbHicTI0O «MCJI Ykpaina»

CrnoHcop, kpaina TOB Mepk Ilapn enn Joym, CHIA (Merck Sharp & Dohme LLC, USA)

CynytHi —

MaTepiajau/npenapaTu

CYIYTHBOI Teparii

B.o. renepajbHOro 1upeKTopa
dapManeBTUHYHOIO TUPEKTOPATY IBan 3AJ/IBOPHUX




JlonaTok 8

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»
14.11.2022 Ne 2070

InenTudikarist cyrTeBOi
HONPaBKU

Omnosnenns [Ipotokony xiiHiwHOTO nocnimkenns J2G-MC-JZJX, Bepcis 3 monpaBkoro (€) Bix 8 Oepe3Hs
2022 poky; OnoBnenns IIpotokony kminiunoro gocmimkenus J2G-MC-JZJX, Bepcis 3 nompaskorto (f) Bix
03 cepmast 2022 poxy; OnoBiieHHs bpormrypu mocimigHUKa JOCTIKYBAHOTO JIIKAPCHKOTO 3ac0o0y Bif
08 cepmas 2022 poky; OnoBnenns [npopmartii 1uis namienra gocnimxerss Ta @opmu [ndopmosanoi 3ronu
JUTSL y9acTi y TOCTI/IKEHH] 7151 BAKOPUCTAaHHS B YKpaiHi yKpaiHCbKOI0 MOBO0O, Bepcist 3.0 Bix 05 BepecHs
2022 poky; Onopnenns [ndopmartii ms namienta nocnimpkenns Ta @opmu [npopmoBanoi 3roau ams ydacti
y JAOCIHIDKEHH] I BUKOPUCTAHHS B YKpaiHi pociiickkoro MoBoto, Bepcist 3.0 Bix 05 Bepecust 2022 poky;
OnoBnennsa Iudopmanii ans mamienta gociimkenHs ta Popma IndopmoBanoi 3roaum s ydacTi y
npoIeypi MONepeHBOTO BiIOOPY 10 JOCHIKSHHS JJIsi BAKOPUCTAHHS B YKpaiHi yKpaiHChKOIO MOBOIO,
Bepcis 3.0 Bix 09 Bepecus 2022 poky; OHoBienHs [Hdopmarii ang namieHta gociimkeHHs Ta Popma
InpopmoBanoi 3roau A1 yyacTi y npoleaypi NonepeaHboro Bi100py A0 AOCTIIKEHHS Il BUKOPUCTAaHHS
B YKpaiHi pociiicbkoro MoBoto, Bepcist 3.0 Bix 09 Bepecus 2022 poky; OnoBienHs [Hpopmartii 11t namieHTa
nociimkeHHsa Ta @opma [HdopmoBanoi 3roau A mepexoy Ha IHIIE JIKyBaHHS B paMKax JOCITIIKEHHS
JUIl BUKOpPHUCTaHHsS B YKpaiHi yKpaiHChbKOIO MOBOM0, Bepcis 3.0 Bix 05 BepecHs 2022 poky; OHOBIEHHS
[ndopmarnii nns namienrta gocnipkeHHs Ta @opma [HdopmoBanoi 3roau 1isl epexoay Ha 1HIIE JIKyBaHHS
B paMKax JOCHIJUKEHHS JUIsl BUKOPUCTaHHA B YKpaiHi pociiickkoro MoBoro, Bepcis 3.0 Bix 05 BepecHs
2022 poky

Howmep Ta nata Hakazy
MO3 moa0 3aTBEpIKEHHS
KJIIHIYHOTO BUITPOOYBaHHS

Ne 1265 Bix 23.06.2021

HazsBa xiigiyHOTO
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«LIBRETTO 432: Ilmame60-KOHTpOJbOBAaHE TMOABIMHE CIIINE paHI0MI30BaHE MOCHIKEHHS 3 da3zu s
OLIIHKHM a1’ FOBAaHTHOI Teparii cennepkaTuHiOOM Micis paJAuKaIbHOI JIOKOPEriOHAPHOI Teparii y MaiieHTiB 3
HeAPIOHOKITITHHHUM pakoM JiereHi crafii IB—IIIA 3 HasBHicTIO riopumHoro rena RET», J2G-MC-JZJX,
Bepcis 3 nonpaskoro (d) Big 21 TpaBus 2021 poky
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3asBHUK, KpaiHa «Eni Jlimm Bocrok CAy, llIBeiimapis

Crmoncop, kpaina Eni Jlisuni enn Kommani, CHIA / Eli Lilly and Company, USA
CynyTHi —

Mmarepianu/mpenapaTi

CYNyTHBOI Tepamii

B.o. resnepajbHOro 1upeKkTopa
DapMalneBTHYHOIO TUPEKTOPATY IBan 3AZIBOPHUX




JlonmaTok 9

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»
14.11.2022 Ne 2070

InenTudikarist cyrTeBOi
HONPaBKU

Indopmaris mis namienra tTa @opma indpopmosanoi 3rogu — Iporokon 42756493BLC3001, Bepcis 8.0
YKpaiHChbKOI MOBOIO asi Ykpainu Big 15.09.2022; Indopmaris mig nanienta ta @opma iHpopMoBaHOT
sronu — IIpotokon 42756493BLC3001, Bepcis 8.0 pociiickkoro MoBor st Ykpainu Bing 15.09.2022;
Bbpomrypa nocninnuka Epnaditinid (JNJ-42756493), Buganns 11 Bix 26.05.2022p.

Howmep Ta nara Hakasy
MO3 11010 3aTBEPI>KEHHS
KJIIIHIYHOTO BUIIPOOYBaHHS

Ne 1207 Big 25.06.2018

Ha3zsa xiriniunoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta Jara

«Jocnimkenns 3 ¢a3u ans ouiHku epAadiTiHiOy y MOpiBHSIHHI 3 BiHGIYHIHOM a0 JTOLIETAKCEIOM YU
neMOpoJi3yMadoM y MAIi€HTIB 3 MOITUPEHOI0 YPOTETiadbHOK KapIIMHOMOIO Ta OKPEMHUMH T€HETUYHUMU
abepauisMu penentopiB ¢axTopy pocty ¢idbpobmactiB», 42756493BLC3001, 3 nompaBkoo 5 BiA
25.03.2021 p.

3asiBHUK, KpaiHa

«IHCCEH ®APMAIIEBTUKA HB», benbris

CnoHcop, kpaiHa

SAnccen ®apmanenstuka HB, benbris

CynyTtHi
Mmarepianu/npenapaTH
CYyNyTHBOI Tepamnii

B.o. renepajibHOTO TUpeKTOpPa

®apManeBTHYHOI0 IUPEKTOPATY

Isan 3AZIBOPHUX




Jonatok 10

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»

14.11.2022 No 2070
InenTudikaris cyrreBoi Martepianu ans manientiB: EQ-5D-51, Ankera mono crany 310poB’s, [lepeknan Ha yKpalHChKY MOBY IS
IIOIIPABKH VYxpainu Bix 2010 poky, ykpaincekoro MoBow; EQ-5D-51, OnpocHuk o coctosiHuu 310poBbsi, Bepcus Ha

pycckoM si3bike 1yt Ykpaussl Big 2010 poky, pociiicbKOI0 MOBOIO

Howmep ta nata Hakazy Ne 2616 Big 24.11.2021
MOQO?3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUIIPOOYBaHHS

Ha3ga xiiniuHOTO «PanomizoBane, nmozBiitHe ciirne, mane0o-KOHTPOIbOBaHE KIiHIYHE AocmikenHs ¢a3u 111 ams ouninku

BUIIPOOYBaHHS, KO/, e(EeKTUBHOCTI Ta 0€3MeYHOCTI KOOITONIMOAY AK IHAYKLIWHOT Ta MiATPUMYIOYOi Tepamii B y4aCHHKIB 3

BepcCis Ta Jata AKTHBHUM JIIBOOIYHUM BHUPA3KOBUM KOJIITOM OMipHOTro abo Tspkkoro nepediry», CSUC-01/21, Bepceis 2.1
BiJ 09 yepBHs 2021 poky

3asiBHUK, KpaiHa TOB «(ITAPEKCEJI Vkpaina»

CrnoHcop, kpaina In/lexc @apmactorikan3 Ab, IlIsenis / InDex Pharmaceuticals, Sweden

CynytHi —

MaTepiajau/npenapaTu

CYIYTHBOI Teparii

B.o. renepajbHOro 1upeKTopa
dapManeBTUHYHOIO TUPEKTOPATY IBan 3AJ/IBOPHUX




Jomatok 11

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»
14.11.2022 Ne 2070

InenTudikarist cyrTeBOi
HONPaBKU

[ndopmarniitnmii muctok namienta i @opma iHpopmosanoi 3roau (UIIT ®I3), amantoBana ans Ykpainu
Bepcis 3.3 Big 24 sxoBTHS 2022 p., mo ocHoBana Ha UJIIT ®I3 mus Beix kpain okpim CLIA, maiictep Bepcii
3 Big 06 yumus 2021 p., aHrmidcekoi MoBow; [HGOpManiiiauil mrctok maieHTa i ®@opma iHPOpMOBaHOT
srogu (IJIIT ®I3), anantoBana miust Ykpaiau Bepcis 3.3 Bin 24 sxoBTHs 2022 p., mo ocHoBana Ha LJIIT ®I3
1uts Beix kpain okpim CILIA, maiictep Bepcii 3 Bix 06 mumast 2021 p. [lepeknan 3 aHTIiCbKOT Ha YKpaiHCBKY
MoBY 26 >xoBTHS 2022p.; Indopmaniitauii nucrok mamienta i @opma indopmoanoi 3rogu (JIIT DI3),
ajanToBaHa s Ykpainu Bepcis 3.3 Big 24 xotHs 2022 p., mo ocHoana Ha IJIIT @I3 mist Beix kpain
okpim CIIIA, maiicrep Bepcii 3 Big 06 mumas 2021 p. Ilepeknan 3 aHrmiicbkoi Ha POCIHNCHKY MOBY
26 xoBTHs 2022p.

Howmep Ta nata Hakazy
MOQO?3 11010 3aTBEpIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 1326 Big 02.07.2021

HazsBa xiriniugOrO
BUIIPOOYBaHHS, KO,
BepcCis Ta Jata

«PannomizoBaHe, mojBiiiHe ciine, OararoHallloHaJdbHE, 0araToOLEHTPOBE JTOCIIKEHHS ISl THOPIBHSHHS
epekTUBHOCTI, Oe3neku Ta imyHoreHHocTi TVB-009P Tta nenocymaly (ITPOJIIA®) y mnamieHTiB 3
MOCTMEHONay3allbHUM ocTeornopo3zom», TVB009-IMB-30085, nonpaska mporokony 02 Bix 29 uepBHs
2021 p.

3asiBHUK, KpaiHa

TOB «CanaKuic», Ykpaina

CrnoHcop, kpaiHa

Teva Branded Pharmaceutical Products R&D, Inc., USA

CynytHi
MaTepiajau/mpenapaTu

CYIYTHBOI Teparii

B.o. renepajbHOro 1upeKkTopa

dapManeBTHYHOIO0 IMPEKTOPATY

IBan 3A/IBOPHUX




JlonaTok 12

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»
14.11.2022 Ne 2070

InenTudikarist cyrTeBOi
HONPaBKU

JlomaTok 10 mpoTokoiy - KepiBHUIITBO MO0 IPOBEACHHS JOCIIKEHHS i1 Yac CEPHO3HUX MOPYIICHb BiJl
01.07.2022 p.; Indopmamis nmns mnamienta Tta Dopma iHGopmoBanoi 3rogum - [IpoTokon
CNTO1959PSA4002, Bepcis 2.0 ykpaiHChbKor0 MOBOI st Ykpainu Bim 20.09.2022; Tndopmamis mis
narieHTa Ta @opma indopmosanoi 3roau - [Iporokon CNTO1959PSA4002, Bepcis 2.0 pociiicbkoro MOBOIO
i Ykpainu Big 20.09.2022; lndopmanis st ocobu, 1o Jorisaae 3a namieHTom, tTa @opma inpopmosanoi
sroau - [Iporoxon CNTO1959PSA4002, Bepcis 2.0 ykpaincbkoro MoBoro aisi Ykpainu Big 20.09.2022;
[adopmaris st ocobm, mo norismae 3a narieHrom, ta Popma iHdopmoBanoi 3romgm - IIporoxon
CNTO1959PSA4002, Bepcis 2.0 pociiicekoro MoBoto aist Ykpainu Big 20.09.2022

Howmep Ta nara Hakasy
MO3 110110 3aTBEpKEHHS
KJIIHIYHOT'O BUNIPOOYBaHHS

Ne 1773 Bin 20.08.2021

Ha3zsa xiriniunoro
BUIIPOOYBaHHS, KO/,
Bepcis Ta Jara

«bararonieHTpoBe, paHIOMi30BaHe, MOABIMHE crimne, miuanedo KOHTPOIbOBaHE KIIIHIYHE AOCHTIKeHHS 4
a3y U1t OLIHKY €(PEeKTUBHOCTI Ta O€3MEYHOCTI MPU3HAYEHOTO MiJIIKIPHO IyceiabKymMaly y Mallle€HTIB 3

AKTUBHUM AaKClaJIbHUM IICOPIaTUYHUM apTPUTOM, SIKI HIKOJM HE OTPUMYBAJIM OIOJIOTIYHY TEpaIioy,
CNTO1959PSA4002, Bix 14.04.2021 p.

3asiBHUK, KpaiHa

«IHCCEH ®APMAILIEBTUKA HB», benbris

Cnoncop, kpaiHa

«IHCCEH ®APMALIEBTHUKA HB», benbris

CynyTtHi
Mmarepianu/npenapaTi
CYNyTHBOI Tepamii

B.o. renepajibHOTO TUpeKTOpPa

®apManeBTHYHOI0 AUPEKTOPATY

Isan 3AZIBOPHUX




JonaTok 13

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»
14.11.2022 Ne 2070

Inentudikarist cyrTeBoi
MOTPaBKH

Indopmaris ais mamienta Ta @opma iHbopmoBaHoi 3roau — [Ipotokon 64091742PCR3001, Bepcist 12.0
YKpaiHChKOIO MOBOIO Jiist YKpainu Big 22.09.2022 p.; [ndopmaris ans namienta ra @opma inhopMoBaHoi
sronu — IIpotokon 64091742PCR3001, Bepcis 12.0 pociiicbkoro MoBoto ist Ykpainu Big 22.09.2022 p.;
Indopmaris s manienta Ta @opma iHpopmoBaHoi 3roau — [Ipotokon 64091742PCR3001, Bepcis 3.0
YKpaTHChKOI MOBOIO ajist Ykpainu Big 22.09.2022 p.; lndpopmanis mig nanienta ta opma iHpopmoBaHOi
sronu — IIpotokon 64091742PCR3001, Bepcis 3.0 pociiickkoro MoBor0 st Ykpainu Big 22.09.2022 p.;
Indopmaris nns mamienra ta @opma iHpopmosanoi 3roau — [Iporokon 64091742PCR3001, Bepcis 2.0
YKpaiHChKOIO MOBOIO st YKpainu Big 23.08.2022 p.; Indopmarist st manienta ta @opma inpopmoBaHoi
srogu — [Iporokon 64091742PCR3001, Bepcis 2.0 pociiickkoro MoBoro s Ykpainu Bix 23.08.2022 p.;
Indopmaris s manienta Ta @opma iHPopmoBaHoi 3roau — [Ipotokon 64091742PCR3001, Bepcis 2.0
YKpaTHChKO0 MOBOIO 1751 YKpainu Big 22.08.2022 p.; lndopmarnis aisa namienta ta opma iHpopmMoBaHOi
sroau — [Ipotokon 64091742PCR3001, Bepcis 2.0 pociiicbkoro MOBOIO [1s1 YKpainu Bix 22.08.2022 p.

Howmep Ta nata Hakazy
MOQO?3 11010 3aTBEpIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 636 Bin 22.03.2019

HazsBa xiriniugOrO
BUIIPOOYBaHHS, KOJI,
BepcCis Ta gata

«PannomizoBaHe, miuaneb0-KOHTPOJIbOBAHE, MOJBIMHE CIliNe KIIHIYHE AOCHikKeHHS 3 (a3u mpenapary
Hipanapu6 y xomb6inauii 3 AOiparepoHa Aneratom Ta IlpeanizoHom y mopiBHsHHI 3 AGiparepoHa
AneraroMm Ta [IpeaHizoHOM 15 TIKYBaHHS MAIIEHTIB 3 METACTATUYHUM PAKOM IMEPEAMIXypPOBOI 321031,
64091742PCR3001, 3 monpaskoro 6 Big 30.09.2021 p.

3asBHUK, KpaiHa

«IHCCEH ®APMALIEBTHUKA HB», benbris

Crnoncop, kpaiHa

«IHCCEH ®APMALIEBTUKA HB», benbrist

CynytHi
MaTepiajau/mpenapaTu
CYIYTHBOI Teparii

B.o. renepajbHOro 1upeKTopa

dapManeBTUHYHOI0 IUPEKTOPATY

Isan 3AZIBOPHHUX




Jomarox 14

10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s

VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX
BUIIPOOYBaHb»

14.11.2022 No 2070

Inentudikarist cyrTeBoi
MOTPaBKH

bpomrypa nmocmigauka, RO5541267, Tecentriq (Ate3omnmizymad/Atezolizumab), Bepcis 19 Bim cepmHs
2022 poKy aHIMiHCHKOI MOBOK; 3MiHA BIIOBIJAILHOTO JOCIHITHUKA B MICIIi IPOBEICHHS BUTPOOYBAHHSL:

BYJIO CTAJIO
3aB.Bija. Ko63es O.1 nikap Jleonosa B.B.
Komynanbshe HEKOMEpIIiiHEe nignpueMctBo | KomyHanbHe HEKOMEpIIiiHEe i ITPUEMCTBO
«OOnacHUI TEHTP OHKOJOTii», OHKOXipypriune | «OOMacHUA LEHTP OHKOJOTi(», OHKOXipypriuHe
BIIIUIGHHS ~ OpraHiB  TPyAHOI  TMOPOXHHUHHM, | BIAJMIJICHHS  OpraHiB  TpyJHOI  MOPOXHUHH,
M. XapkiB M. XapKiB
3MiHa Ha3BU MICIIsl MPOBEACHHS KJIIHIYHOTO BUNIPOOYBAHHS:

byno Craio
K.M.H. Anamuyk [".A. K.M.H. Anamuyk [".A.
KomyHnansuuit 3aKian «Kpusopizpkuii | Komynanene — mignpuemctBo  «KpuBopi3bkuit
OHKOJIOTTYHMM JucriaHcep» JIHIMPONETPOBCHKOI | OHKOJOTIUHUM  aucnaHcep»  JIHIMpONeTpoBChKOT
obnacHO1 paau, XiMiOoTepaneBTUYHE BiIJIUICHHS, | 001acHOT paam», XiMiOTeparneBTUYHE
M. Kpusuii Pir BigminenHs, M. Kpusuit Pir

Howmep Ta nata Hakazy
MOQO?3 11010 3aTBEpPIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS

Ne 2006 Big 02.10.2019

HazsBa xiigiyHOTO
BUIIPOOYBaHHS, KOJI,
Bepcis Ta Jara

«BigkpuTe GaratoneHTpOBE MOJATKOBE JOCIIKEHHS B TAII€HTIB, paHille BKIIOYECHUX J0 JTOCHIHKEHHS
npemnapaty Ate3onizyMa0, crioHcopoM sikoro € Genentech ta/a6o F. Hoffmann-La Roche Ltd (IMBRELLA

B)», BO40729, Bepcis 5 Bing 27 ciuns 2022 poky

3asBHUK, KpaiHa

TOBAPUCTBO 3 OBMEXEHOIO BIAIIOBIJAJIBHICTIO

«PAPMACBIOTIKAJI PICEPY

ACCOYIIUENTC YKPATHA» (TOB «®PA YKPATHA»)

CnoHcop, kpaina

F. Hoffmann-La Roche Ltd. /®. Xodpdmann-JIs Pomr JItx., IlIsetinapis
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CynyTHi —
Mmarepianu/mpenapaTi
CYyNyTHBOI Tepanii

B.o. renepajbHoOro a1upekropa
dapManeBTHYHOI0 JHPEKTOPATY IBan 3AZIBOPHUX




HonaTok 15

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
Vxpainu «[Ipo 3aTBep/KEHHS CYyTTEBUX
MIOTIPABOK IO TPOTOKOJIIB KITHIYHUX

BUIIPOOYBaHb»
14.11.2022 Ne 2070
Inentudikaris cyrreBoi OnHoBIeHUH MPOTOKOJ KIiHIYHOTO BUnpoOyBanHa MK-3475-204 3 inkopnopoBaHoto mompaskoro 06 Bin
MOTPaBKU 24 uepBus 2022, aHTTIHCHKOO MOBOIO; 3MiHA Ha3BU MiCIis IPOBEIECHHS KJIIHIYHOTO BUIPOOYBaHHS:
byno Crano

k.M.H. Tpyxin JI.B. k.M.H. Tpyxin J[.B.

KomynanbHa ycraHoBa «Opecbkuil obusacHuil | KomyHanbHe HEKoMeplliiiHe HiAPHUEMCTBO

OHKOJIOTIYHHI JTUCTaHCcep», cTamioHap AeHHOro | «OmechKuit perioHaTbHHIA KIITHIIHAHA

nepeOyBaHHs JUCIIaHCEPHO-MIOJIKIIIHIYHOTO | IPOTUITYXJIMHHUM LeHTp» Oecbkoi 0061acHO1 pay,

BiiieHHs, M. Oneca BiJUTUIeHHS Ximioreparrii, M. Oyieca
Howmep Ta nara nakazy Ne 1277 Bix 20.10.2017
MO3 110110 3aTBEpKEHHS
KJIIHIYHOT'O BUNIPOOYBaHHS
Hasga kiiHiyHOTO «PannomizoBane, BinkputTe KiiHiuHe gocnipkeHHs Il ¢asu mnopiBHsAHHA mneMOponizymaly Ta
BUIIPOOYBaHHS, KO/, OpeHTykcuMaly BEJOTUHY Y MAIEHTIB 3 PEUUAMBYIOUOI a00 PE3UCTEHTHOIO JI0 JIIKYBAHHS KIACHUYHOIO
Bepcis Ta JaTa aimdomoro Xomxkinay, MK-3475-204, 3 inkoprniopoBanoto nonpaskoro 05 Bix 18 mororo 2020 poky
3asBHUK, KpaiHa TosapucTBo 3 0OMexkeHoto BianoBiganbHIcTIO «MCJl Ykpaina»
CnoHcop, kpaiHa TOB Mepk Iapn ena Joym, CHIA (Merck Sharp & Dohme LLC, USA)
CynytHi —
MaTepiajau/mpenapaTu
CYIYTHBOI Teparii

B.o. renepajbHOro 1upeKkTropa
dapMalneBTHYHOIO TUPEKTOPATY IBan 3A/IBOPHUX




JonaTok 16

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
Vxpainu «[Ipo 3aTBep/KEHHS CYyTTEBUX
MIOTIPABOK IO TPOTOKOJIIB KITHIYHUX

BUIIPOOYBaHb»
14.11.2022 Ne 2070
Inentudikaris cyrreBoi 3amyuennss TOB «MJI» JAUUIA» no kiiHiuHOrO BUIPOOYBaHHS; 3MiHA Miclid HPOBEACHHS KIIHIYHOTO
MOTPaBKU BUIIPOOYBaHHS
byno Crano

I.M.H., ipod. 3axapam F0.M. I.M.H., ipo¢. 3axapam F0.M.

MenuyHuii LEHTp TOBapHCTBAa 3 OOMEXEeHOK | MennyHMi LEHTp TOBAapUCTBA 3 OOMEXKEHOIO

BiJITIOBiTAJIbHICTIO «["apmoHis Kpacuy, | BiIOBIAIBHICTIO «ApeHcis Excrutoparopi

BIIJIIJICHHS KJIIHIYHUX BUIIPOOYyBaHb, M. K1iB Megmiciay, BIOIUI KIIHIYHAX JOCIIIKeHb, M. KuiB
Howmep ta nata Hakazy Ne 762 Bin 20.04.2021
MOQO?3 11010 3aTBEpIKEHHS
KJIIHIYHOTO BUIIPOOYBaHHS
Ha3zga kiinigHOTO «bararorieHTpoBe paHIOMI30BaHE TIaNe00-KOHTPOIHLOBAHE TOBINHE CIimne MOCTKeHHsS (a3u 2a, 110
BUIIPOOYBaHHS, KO/, NPOBOJIUTHCA B MapalielbHUX TIpyHax /Ui BHUBYEHHS e(EeKTHBHOCTI Ta O€3MEeYHOCTI MepopaibHOTO
BepcCis Ta Jata 3actocyBaHHs mnpenapatry AMT-101 y mnamieHTiB 13 BHpPa3KOBHUM KOJIITOM CEPEIHBOTO ab0 TSIKKOIO

crynessi», AMT-101-202, Bepcis 4.0 Bix 12 xBiTHs 2022 p.

3asBHUK, KpaiHa TOB «biomamnacy, Ykpaina
CrnoHcop, kpaiHa «Enmuaitn Monexstonap Tpancnopt Iuk.»/ Applied Molecular Transport Inc, CILIA
CynyTtHi —
Mmarepianu/npenapaTi
CYNyTHBOI Tepamii

B.o. renepajibHOr0 AMpeKTOpPa
dapManeBTHYHOI0 IHPEKTOpPATY Isan 3AZIBOPHUX




Honatok 17

10 Haka3zy MiHicTepcTBa OXOPOHU 310POB’ S
Vxpainu «[Ipo 3aTBep/KEHHS CYyTTEBUX
MIOTIPABOK IO TPOTOKOJIIB KITHIYHUX
BUIIPOOYBaHb»

14.11.2022 Ne 2070

Inentudikaris cyrreBoi
MIOTIPaBKH

Bbpomrypa pocninnuka MEDI8897 (mipceBimal), Bunanus 6.0 Big 27 TpaBHa 2022 poky, aHTIiHCHKOIO
MOBOIO

Howmep ta nata Hakasy
MOQO?3 11010 3aTBEpIKEHHS
KIIIHIYHOTO BUIIPOOYBaHHS

Ne 2333 Big 25.11.2019
Ne 2333 Bin 25.11.2019

Hassa kniHiyHOTO
BUNIPOOYBaHHS, KO/,
BepcCis Ta Jata

«Panmomi3zoBaHe, MOABIIHE ciTilie, KOHTPOJILOBAHE IPEIapaToM MaiBizyMad mociimkeHHs Ga3u 2/3 mis
ominku Oe3neuynocti mnpenapaty MEDI8897, MOHOKIOHaIBHOrO aHTUTLNA JO pecHipaTOpHO-
CUHIUTIAIIBHOTO BIPYCY 3 MOJIOBXKEHUM I1E€P10/I0M HaliBBUBEIEHHS, Y JIT€H 13 BUCOKUM CTYIIEHEM PU3UKY
(MEDLEY)», D5290C00005, inkopriopoBanuii monpaskoro 1 Big 31 6epesns 2021 poky;
«PanyomMizoBaHe, MOJBiiHE cliine, Tu1aneb0-KOHTPOJIbOBaHE JOCTIKEHHS da3u 3 1Jis OI[IHKYA O€3MeYHOCT1
Ta eektuBHOCTI Npenapaty MEDI8897, MOHOKIIOHATIBHOTO aHTUTLNIA 10 PECIIPATOPHO-CUHIUTIAIBHOTO
BIpYCY 3 TOJOBXEHUM TIEPIOIOM HAMIBBUBEIEHHS, y 3J0POBHUX IMI3HIX HEIOHOIICHHX Ta JOHOIICHHX
HeMoBJAT (MELODY)», D5290C00004, inkopniopoBanuii monpaskoro 1 Bix 1 motoro 2021 p.

3asiBHUK, KpaiHa

Iignpuemctio 3 100% iHo3emuom0 inBecTHIie0 «AMK’IOBIA PJIC Ykpaina»

Cnoncop, kpaiHa

MedImmune, LLC, CIIIA

CynyTtHi
Mmarepianu/npenapaTi
CYNyTHBOI Tepamii

B.o. renepajibHOTO TUpeKTOpPa

®apManeBTHYHOI0 IHPEKTOPATY

Isan 3AZIBOPHUX
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10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»
14.11.2022 Ne 2070

Inentudikarist cyrTeBoi
MOTPaBKH

Onosnenunii mporokoia APD334-210 3 nonpaskoro 2.0 Bix 04 cepmas 2022 poky; IHGopMatiifHui TUCTOK 1
®opma 3romu, Bepciss V4.0UKR(uk)1.0 Bix 20 Bepecust 2022 poky, nepekiaa yKpaiHCbKOIO MOBOIO Bif
28 BepecHs 2022 poky; [ndopmartiitnmii nuctok 1 @opma 3roau, Bepeis V4.0UKR(ru)1.0 Bix 20 BepecHs
2022 poky, mepekiax pociiicbkoro MoBor Bif 28 BepecHs 2022 poky; BaritHa mapTHepka: 3roja Ha
MIPOBEJICHHS aHaJi3y Ha BariTHICTH 1 BIANOBIAHE mojanblie crocrepeskenns, Bepeis V2.0UKR(uk)1.0 Bix
12 Bepecust 2022 poky, nepekian yKpaiHChbKo MOBOIO Bin 23 BepecHs 2022 poky; BaritHa mapTHepka:
3rojla Ha MPOBEJCHHS aHali3y Ha BariTHICTh 1 BIANOBIAHE TNOJANbIIE CIOCTEPEKEHHS, BepCis
V2.0UKR(ru)1.0 Bix 12 Bepecus 2022 poxy, nepekiiaa pociiicbkoro MoBo Bix 23 BepecHs 2022 poky;
Jocbe gocaimkyBaHoro Jgikapcbkoro 3aco0y Etpacimon, Bepcis 15 Bix 29 kBiTHs 2022 poKy, aHTIIIHCHEKOIO
MOBOIO; 3MiHa MiCIlsl IPOBEICHHs BUIIPOOYBaHHS:

byno Crano

nikap Ckubano C.A. nikap Ckubano C.A.

KomyHnanene  HekomepiiiiHe — mianpuemctBo | KomyHanbHe HEKOMeplliiiHe HiATPHUEMCTBO
«KuiBcbka Micbka KiiHIYHAa JrikapHs Nel» | «KuiBcbka  Michbka — KiliHIYHA — JrikapHs — Nely
BUKOHAaBUOro opraHy KuiBcbkoi MiChKOI paaM | BUKOHaB4oro opraHy KwuiBcbkoi Micbkoi paau
(KuiBcbkoi Mmichkoi aep:kaBHOi anMiHicTpanii), | (KuiBcbkoi Michkoi AepkaBHOI aaMiHICTpalii),
TepaneBTuyHe BigaineHHs No2, m. Kuis BlTIIEHHS KJIIHIYHUX JOCITIKEHD Ha
crnendonmni, M. Kui

Howmep Ta nara Hakasy
MO3 mono 3aTBEpIKEHHS
KJIIHIYHOT'O BUNTPOOYBaHHS

Ne 516 Bin 22.03.2021

Hazssa kmiaiyHOTO
BUIIPOOYBaHHS, KOJI,
Bepcis Ta gara

«PannomizoBaHe, MOABINHE CiiMe, MIaned0-KOHTPOJIbOBaHE S52-TH)KHEBE JTOCIIHKCHHS ISl OI[IHIOBAHHS
e(EeKTUBHOCTI Ta OE3MEYHOCTI 3aCTOCYBAaHHS €TPAciMOJly B MAII€HTIB 13 AKTUBHUM BHPA3KOBUM KOJITOM
MOMIPHOT'O CTYyIEHs TsKKOCTI», APD334-210, 3 monpaskoro 1.0 Bix 02 uepsust 2021 poky
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3asBHUK, KpaiHa ITinnpuemctBo 3 100% ino3emHo0 inBecTHiicro «AMK’FOBIA PJIC Vkpainax»
CnoHcop, KpaiHa «Apena dapmaceroTikans, [Hk.» (Arena Pharmaceuticals, Inc.), United States
CymytHi —

MaTepianu/mpenaparu

CYNYTHBOI Teparii

B.o. renepanbHoro n1upekropa
DapManeBTHYHOIO JUPEKTOPATY Isan 3A/IBOPHUX
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10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»
14.11.2022 Ne 2070

Inentudikarist cyrTeBoi
MOTPaBKH

OHOBNIEHUH TTPOTOKOJ KJIiHIYHOTO BUIpoOyBanHs MK-6482-012, 3 iHkopriopoBaHow nomnpaBkor 04 Bix
12 Bepecns 2022 poky, aHIIIHCHKOI0 MOBOI0; Bpomypa nocmiganka MK-1308A, Bunanus 3 Bix 29 cepnus
2022 poky, aHIJIIMCbKOI0 MOBOIO; 3pa3Ku MapKyBaHHs JOCIHIPKYBAaHOIO JiiKapcbkoro 3aco0y MK-3475
(Kit, Vial), Bepcis 2.0 Bix 13 munast 2022 poky, aHTITIHCHKOI0 Ta YKPaiHChKOIO MOBaMU; 3pa3Ku MapKyBaHHS
nochimkyBaHoro jikapebkoro 3acody MK-1308A (Kit, Vial), Bepcis 2.0 Bim 09 Bepecus 2022 poky,
AHTJIIHACHKOI0 Ta YKPAiHCHKOIO MOBaMH; 3pa3oK MapKyBaHHS JIOCIHI)KYBAaHOTO JIKapChKOTO 3aco0y
Lenvatinib Bottle, Bepcia 2.0 Big 13 mumns 2022 poky, aHTUIIHCHKOIO Ta YKPaiHCHKOIO MOBaMHU; 3pa3ok
MapKyBaHHs JOCIIPKYBaHOTO Jikapchkoro 3aco0y MK-6482 Bottle, Bepcis 2.0 Bix 26 kBitHs 2022 poky,
AHIJIIMCHKOI0 Ta YKPaiHCBbKOIO MOBaMH; 3pa30K MapKyBaHHsS JOCIHIPKYBAaHOIO JIKapChKOTO 3aco0y
MK-3475 (memOpomizymal) Al JTOKaIbHOTO BUKOPUCTAHHS B JOCIIJHHUIBKUX HEHTpax, Bepcid 2.0 mis
VYkpainu Big 22 BepecHs 2022p., yKpaiHCHKOI MOBOI0O; 3pa30K MapKyBaHHS JOCIiIKYBaHOTO JIIKapChKOTO
3aco0y MK-1308A (MK-1308/MK-3475) ans 10KaJibHOTO BHKOPHCTAHHS B JOCTIIHUIBKUX IIEHTPAX,
Bepcia 2.0 ans Ykpainu Bix 22 BepecHs 2022p., yKpaiHCbKOIO MOBOIO; 3pa30K CHPOILEHOT0 MapKyBaHHS
3apeecTpOBAaHOTO B YKpaiHi JIKApChKOro 3aco0y, KU 3aCTOCOBYETHCS B KJIIHIYHOMY BHUIPOOYBaHHI
MK-6482-012, Bepcis 2.0 Bix 22 BepecHs 2022p., ykpaiHCbKOIO MOBOIO; 3MiHa Ha3BU MiCLis POBEJCHHS
KJIIHIYHOT'O BUIIPOOYBaHHSI:

byno

Crano

k.M.H. Cakano A.B.

KomyHnaneHe  HekoMepIliiiHE  MiANPUEMCTBO
«KUIBCHKMHM MICBKMI KIIHIYHUN OHKOJIOTIYHHI
LEHTP» BUKOHaBYOro oprany KuiBcbkoi michkoi
panu (KuiBcpkoi MICBKOI JIep>KaBHOT
aaMiHICcTpaIrii), ypOJIOTiuHE BioIiIEHH,
HepxaBHa  ycraHoBa  «lHctutyr  ypomorii
HamionaneHoi  akajgemii  MEAMYHUX  HAYK
VYkpainu», Bigai1 oukoyposorii, M. Kuis

n.M.H. Cakano A.B.

KomynanbHe HEKOMepIliifHe M1 ITPUEMCTBO
«KuiBCbKMH MICBKMI KIIHIYHUHA OHKOJIOTTUHUHI
LEHTP» BHUKOHAaBYOro oprany KuiBcbkoi MichbKoi
paau (KuiBcbkoi MICBKOI JIep>KaBHOT
aZMiHICcTpaIlii), ypojoridyHe BiaaiineHHs, JlepxaBHa
yCTaHOBa «IHCTHTYT ypoJiorii
iM. akagemika O.D. Bosziamosa HaronansHol
akameMii MEAWYHMX HAayK YKpaiHW», BT
oHkoyposorii, M. Kui
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Howmep Ta nata Hakasy
MO?3 11010 3aTBEpIKEHHS
KJIIHIYHOT'O BUIIPOOYBaHHS

Ne 762 Bin 20.04.2021

HasBa kiHi9HOTO
BUIIPOOYBaHHS, KOJI,
BepcCis Ta Jara

«Bigkpure, pangomizoBane pocmimkeHHs Il ¢asm nns omiHkM ePEeKTUBHOCTI Ta OE3MEYHOCTI
neMOpoizymady (MK-3475) y komOinarii 3 6enzytudanom (MK-6482) ta neaBatunioom (MK-7902), abo
MK-1308A y kom0iHariii 3 1eHBaTHHIOOM IMOPIBHSHO 3 IEMOPOITi3yMaOoM i JISHBaTHHIOOM B SIKOCTI IepIOi
JiHIT Tepanii AN YYaCHHUKIB 3 PO3MOBCIOJKEHOIO CBITIOKIITUHHOK HUPKOBO-KIITHHHOIO KapIITHOMOIO»,
MK-6482-012, 3 inkopnopoBanoro nomnpaskoro 03 Bix 10 rpymas 2021 poky

3asBHUK, KpaiHa

ToBapucTBO 3 0OMekeHoro BianoBigabHicTIO «MCJl Ykpaina»

CnoHncop, kpaiHa

TOB Mepk Ilapn ena Joym, CHIA (Merck Sharp & Dohme LLC, USA)

CymyTHi
MaTepianu/mpenaparu
CYIYTHBOI Teparii

B.o. renepajibHOr0 AMpPeEKTOpPa
DapManeBTHYHOI0 JMPEKTOPATY Isan 3AZIBOPHUX
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10 Haka3y MiHicTepcTBa OXOPOHH 370POB’ s
VYkpaiau «IIpo 3aTBEpAKEHHS CYTTEBUX
MOTIPABOK JI0 MTPOTOKOJIIB KIIIHIYHUX

BUIIPOOYBaHb»
14.11.2022 Ne 2070

InenTudikarist cyrTeBOi
HONPaBKU

OnoBneHui TpoToKoJ KiiHiuHOTO BunpodyBanus MK-7339-013, 3 inkoprnopoBanoto nomnpaskoio 04 Bix
12 BepecHs 2022 poky, aHIITIHCHKOIO MOBOO; 3pa30K CIIPOLICHOI0 MAPKYBaHHS 3apeECTPOBAHOTO B YKpaiHi
JiKapchKOro 3aco0y, SIKM 3aCTOCOBYEThCS B KiiHiuHOMY BunpoOyBanHi MK-7339-013, Bepcis 2.0 mis
Ykpainu Bia 29 Bepecus 2022 p., ykpaiHChKOIO MOBOIO; 3pa30K MapKyBaHHsI JOCI1KYBaHOTO JIIKaPChKOTO
3aco0y MK-3475 (memOposmizymal)/mnamne0o Ui JOKAJILHOTO BUKOPHUCTAHHS B JIOCHITHUIIBKUAX IIEHTPAX,
Bepcis 2.0 mis Yipainu Bin 12 munas 2022 p., yKpaiHCBKOIO MOBOIO

Howmep Ta nara Hakasy
MO3 11010 3aTBEpAXKEHHS
KJIIIHIYHOTO BUIIPOOYBaHHS

Ne 80 Bix 19.01.2021

Ha3zsa xiriniunoro
BUIIPOOYBaHHSI, KO/,
Bepcis Ta Jara

«PannomizoBane, TOJBiiiHE crine, IuIane0o-KoHTpodaboBane npocuifkeHHs Il ¢dasu ang  omiHku
neMmOponizymady (MK-3475) y moenHaHHI 3 CYMyTHHOIO XIMIOMPOMEHEBOIO TEPAMI€ 3 TOAATBIIUM
BBEJICHHSM neMOpostizymaly 3 onanapudom (MK-7339) abo 6e3 HpOTO Y MOPIBHSAHHI JUIIIE 3 CYITyTHHOIO
XIMIOIPOMEHEBOIO ~ Tepami€el0 B  yYaCHUKIB 3  HENIOJAaBHO JIarHOCTOBAaHHMM  JIOKaJll30BaHUM
npiGHOKIITHHHUM pakoM JereHiB (JIAPJI)», MK-7339-013, 3 inkopmnopoBaHoro mnomnpaBkoro 03 Bif
16 nunug 2021 poky

3asiBHUK, KpaiHa

ToBapucTBo 3 06MexeHo10 BianoBiaaabHicTI0O «MCJ] Ykpaina»

CnoHncop, kpaiHa

TOB Mepk Ilapn enn Joym, CHIA (Merck Sharp & Dohme LLC, USA)

CynytHi
MaTepiajau/mpenapaTu

CYIYTHBOI Teparii

B.o. renepajbHOro 1upeKkTopa

dapManeBTHYHOIO IMPEKTOPATY

IBan 3A/IBOPHUX




