PKN

O6nacts nposoauMmoro Tun
Havano Oonuanve OV, AOMKHOCTS O OCHOBHOMY MeCTy PaboTsi,
faraPKW  Cratyc uccnegosanna mkndeckoro Npenapar Nexapcrennan dopma  ®asa  mccrepo PaspaGorumk Crpana RO Homep nporokona HaumeHoBanme nporokona Liens uccnegosanmn
WccnepoBaHMA  MccnepoBaHMA TnasHoro Uccnegosatens
ceneposanun sanma
Ouenka sdexTuaHoCTA
npenapara eronpasan
50 mr, TaGnerku, no
MpeacrasuTenscTso Gupmsi «fi-p DRLIIND-NDAOS- A
e noouTee Lo Pepaurc Nabaparopnc Penau’c Nlabopatopuc fIta.», TEG/2022 DRLIND- | paHaoMU3upoBaHHOe, ABOIHOE CrenOe, ¢ aKTUBHBIM KOHTPONEM, n" e Bopaut [1.C. 3aseaylowwii oTaenom natonor
307 2023-06-13 THM, NIOKpLITL W | mvikm | AP Pean patop Wnpua 115035, r Mocksa, r Mocksa, Ha6 |  2023-06-13 20260331 | NDAOS-TEG/2022 Ne 8 NApaNNeNLHbIX FPYNNaX UCCAEA0BAHUE MO OLieHKe penap: NOAKENYAOUHOI Xenesbl, eNHbIX nyTeit u
NeHOUHO 0BOA0uKOT, 50 MF na, 330menpa3on 40 wr,
OBUMHHMKOBCKaR, AOM 20, DRL-IND-NDAO8- " ynawnentos e |2 I esrasc| | BEPXHWX OTAEN0B MMuieBapATENsHOTO TpaKTa
crpoenve 1, Poccus TEG/2022 3pO3MBHOI GOPMOI FaCTPO330dareanbHON PeAIOKCHON GonesHi Y NaumenTo!
3p03HBHOT GopMOTE
ractpossogareansHoii
pedioKcHol GonesHi
e
6e3onaciocru,
dapmarokuHeTHKI 1
UnMyHOreHHOCTH
npenapata besauyayma6
(MHH: Gesauusymas),
KOHUEHTPaT A1
npuroTosneHuA
i , o | pacteopa ann upyauii,
rpynnax 25 mr/mn (000
" «Mabckeiin, Poccwn), &
; UMMyHOreHHOCTH npenapaTos Besauyaymat (MHH: cpasHenum ¢
OBectso c orparuieHHoit .
KoHUEHTpaT A7 Oectso c orparuienHoit oTBeTCTBEHHOCTSIO "BeHepHKC”, an PACTB0Pa A | Mbenapatom AsacTu Bopowuiosa K.A. 3aseayiouas oTaenom
. BEV-II/2022 Ne BEV- | undbyauii, 25 mr/mn (000 «Mabiceiiny, Poccus), u Asactan® | (MHH: Gesauuaymat), ’
72 20230215 Mpexpaujeno Onkonorus Besauuayma6  npurotosnenn pacteopa ana | il KM oTBeTCTBEHHOCTbIO Poccun 115114, r Mockea, r Mockea,yn | 2023-02-15 | 2027-12:31 ﬁ\/zozz (MH:’_V /o ) S ( e ) OPraHM3ALY KUMHMUECKIX UCCTEAOBRHMT,
by, 25 mr/mn "MaGckeiin” JNeTHukoBcKan, aom 16, : " PacT8op: o oHKkonor
A7 MHy3i, 25 M /mn (. Xodman-Na Pow Ta.», npuroTosneHUA
31/now/kom 4/1/5, Pocc ; .
s c " pacraopa ann uHysui,
V B3POCAbIX NALMEHTOB ¢ PACTIPOCTPaHEHHSIM HeonepaBensHsim, | 25 mr/mn («®. Xodbmak
wan N Pow Nira,
HeME/IKOKNETOHHbIM PaKoM Aerkoro Weeiiuapus), &
KoMBUHaLu ¢
nakauTaKcenom 1
KapGonnaTuHoM y
83pOCALIX NaLMeNTOB ¢
pachpoCTpaHeHHbIM
HeonepabenbHbim,
MeracraTueckam wan
AGEN1181+ . .
pacTeop AnA MHdy3uii 50 0611eCTBO ¢ OrpaHMieHHO
AGEN2034 . MyABTUKOrOpTHOE OTKpbITOE UCCAeAOBaHME Il dazbi [ ——
(6 64 /M (bnaKoH 50.000 me/wn); OTBETCTBEHHOCTbl0 "ATAAHT 6oTeHcunMmaba (AGEN1181) 8 neveHMm pacnpocTpaHEHHoi sbberTusHOCT yKosa /llomuna puropbesHa, samecturent
i , .
56 20230207 Npexpauero Okkonorus oTeHcumima pactsop an npurotosnenma | Il | MMKA Arenyc, Wi, cwa Kannwkan”, 101000, r Mocksa,r | 20230207 | 20260601 | C-800-23 No C-800-23 Y pacnpocTP: v A3 TPATop!
Bancruaumas, - “ MenaHoms, K Tepanin AMPEKTOpa o OHKONOTUM
WHAY3Mii 50 mr/mn (GrakoH Mocksa, nep KpusoKoneHHbiii, Aom
Borencunnmat + Todex otsera
50.000 mr/mn) 12, cTpoeue 1, Poccus
Bancrunumas)
uayvenite
sbbeKTusHOCTA 1
6eaonachocTn
HeoaabloBaHTHOl
AkuoHepHoe obiecTeo " epanuu npenaparom
KOHUEHTpaT ana «BUOKAL», 198515, r CaHKT- BCD-217-3/NEO- i Tepanun BCD-217 |BCD-217 B cpaBHeHMn co BopoHuosa K.A. 3aseaylowan otaenom
BCD-217 (Hy a6 Al I0HepHoe 06LecTBo
52 2023-02-06 Npekpatero OnKonorma o ( 0"""":5”' npurotosnenu pacteopagna | Il | MMKu | AK4MOH B‘;"OKAA e Poccun Metep6ypr, BH. Tep. r. nocenok 2023-02-06 2028-12-31 | MIMAJOR Ne BCD-217- | (Hypyauma6 + nponronnma6) s cpaseHun co i it KAuHMseCKX i
Aronnm o »
P WHGY3WI, 5 Mr/MA + 15 mr/mn CrpensHa, n. Crpensha, ya Ceasm, 3/NEO-MIMAJOR A Tepanveit y i Tepanveii oHKonor
£.38,cp. 1, nomew, 89, Poccus pesexTaensHoii MenaHomolt ko Il Cragu nemBponuaymabom y
nauventos ¢
pesextaensHolt
menaHomoii koxu Il
cragum
ouenka sddeKTHBHOCTH
joiikoe crenoe "
AKUMOHEpHOE 0BLiecT8o A Y penapara penapara
Komnnapes oHueHTPaT AR "TEHEPUYI', 601125, Komnnapeiir® (A «TEHEPUYM», Poccus) 8 ¢ rovenmne Kownnapeie
MnAapeiT KoHueHTpar MnAapeiiT® (AO « », Pocc Henmn Mnnapeiir
P HEHTPRT 47 AKuMOHepHoe oBuecTao BRaaumMmupcan o6n., p-H TZS-RA-IIITZS-RA-II TZS: P pasnern P JKyKoBa JlloAMUAa TPUTOPLEBHa, 3aMecTUTeNs
663 20221121 3asepueno Onkonorus (Tounuayma, GNR-  npurorosnenvs pactsopa ana | Il KM o 4 Poccun § ; 20221201 | 2024-08-01 npenapatom Axtempa® (. XobdmanH-NA Pow /ira,, Waeiiuapua), cpasHenm ¢
" TEHEPUYM TeTywWMHCKMiA, 1 BonbrMHCKMiA, ya RA-III No TZS-RA-IIl [AMPEKTOpa N0 OHKONOTMM
087) WHdy3uii, 20 mr/ma POBOAMMOE B NAPAANEALHBIX FPYNNAX Y NAUMEHTOB C npenapatom AkTempa® y
3asoacKan, AOM -, cTpoeHue 273,
(PA) npy nauventos ¢
Poccun
BHYTPMBEHHOM BBEACHMN pesMaTOnaHbIM
aprpurom




Apnanca®
(Hapnanpeswp)

613 2022-10-24 Mpexpauero Tenatonorua

Jatonorama6

432 2022-07-05 Npekpaero OnKonoruA RepyKcTekaH (DS-
a)

Ceporapa
390 2022-06-14

s

Bumaemep)

TWpeectpanT
(RO7197597, GDC-
9545), decro
(RO7198574,
Neprysyma6+Tpacrysy
ma6)

284 2022-04-18 Mpexpaujero OHronorua

TaBneTkH, NOKPLITIE
ANeHoHOR 0BoROUKOT, 100 M

Anoduamsar Ann

NPATOTOBNEHNA KoHUEHTPaTa

/19 NPTOTOBAEHUA PaCTBOpa
A9 uHy3Wii, 100

pactaop ann

SHyTPMROAOCTHOTO BBEAEHMA,

0,41 mr/mn (0,01 mr/mn+ 0,40
/)

Kancynbi, 30 Mr; pacteop Ana

NOAKOKHOTO BBEAEHMS, 600 M-

+600 Mr/10 mn, 1200 mr + 600
mr/15 mn

Ku

AO "P-®apm”

Poccna

AO "P-®apm", 123154, r Mocksa,
Mocksa, yn BepsapuHa, Aom 19,
Kopnyc 1, Pocca

2022-10-24

2025-12-31

Ne CJ05013104

W3yumTh 1 cpasHMT
bdexTuBHOCTS 1
6esonacocts 2

PEXMMOB NpUMeHeHNs

KoMBuHaLAN
npenapatos

Hapnanpesip/putoHasm

P! aKTUBHO-

pu

8 neaens

i Tepanum "
COHOCEYBUP Y NALMEHTOB € XPOHUNECKUM BUDYCHBIM renaTuTom C
feHOTHNa 1, paHee He NONYHaBLINX NedeHmn

no 12
Hepensimn —y
nauvenTos ¢

XPOHUHECKMM BUPYCHBIM

renatuTom C revoruna 1

6e3 unpposa u
BbIPaKeHHOTO p1Epoza
neveny (FO-F2 no wkane
METAVIR), patiee He
NONY-aBIIMX NeeHNA

BunHuUKan E.B. 3aseAylollian oTaeneHvem
renatonoruu

MMKM

Acrpa3enexa AB

Wseuywn

O6uiecrso ¢ orparmenHoi
oTBeTCTBeNHOCTbIO "AcTpalenexa
®apmacwiotukans', 123100, r
Mocksa, r Mocksa, npoesa
Kpacworsapaetickuii 1-#, aom 21,
cTpoevie 1, 3Ta 30, kommarel 13
W 14, Poccua

2022-07-05

2026-12-16

Ne D926PC00001

OTKpbITOE, paHAOMMSMPOBaKHOE Mccneaosakume Il dassl Anm
OUEHKY NpUMeHeHs AaTonoTamata AepyKcTekaa (Dato-DXd) no
c i no BbiGopy ®
KauecTse NepBO/i MM TEPaNN NaLMEHTOB
wnn
TPUIK AT HETTUBHbIM PAKOM MOIOMHOW HENe3b, KOTOPbIM He
noKasawa Tepans uHMGnTopamy PD-1/PD-L1 (TROPION-
Breast02)

ouerka npUMEHeHHA
Aatonotamaba
AepyKcTekaa o
cpasrentio ¢
xummoTepanieii no
avi60py UcCneaosaTens
& kavecTee nepaoii
U Tepanun
naumenTos ¢
MeCTHOpEUHAMBHbIM
HeonepaBenbHbiM unu
MeTacTaTuseckim
PGB! HEraTMBHBIM
PaKoMm MOnOHOM
enesbi

)yKosa nioamuna [pUropbesHa, samecturent
AMPeEKTOPa N0 OHKOAOTM

Ku

AKumOHepHOe 06uecTB0
“dapmachHTes”

Poccua

AKuVOHEpHOE 0BuiecTo
"GapmacuTes", 664007, 061
VipkyTckas, r UpkyTck, yn
Kpacworsapaetickan, Aom 23, ks. 3,
Poccun

2022-06-14

2024-09-08

SRGD3/POA/CT/2022
SRGD3/POA/CT/2022
Ne

SRGD3/POA/CT/2022

ABOiHOE

Uenbio Hactonwero
ucenepoBans AsnAeTCA
CpasHUTeNbHAR OUEHKA
s¢dexmsHOCTA U
6esonacocTn

cnenoe

" npenapara
Ceporapa, pacTaop AnA BHYTPUNONOCTHORO BBeAeHNA (AD

npenapara
Ceporapa, pactsop ana
BHYTPUNOAOCTHOTO
sBeaenmn (AQ

Poccus), npn ana

06pa30BaHIMA CNaEK y NaLIMEHTOB NOCAE ONEPaTUBHbIX
emewarenscrs

Pocc) no cpasrenHio ¢
NpuMeHenvem nnaueo
AnA npobunaKTAkA
o6pazosarits craex y
nauenTos nocne
onepatusHbix
omewatenscre

AB. it
KO/IOHONPOKTOAOMN

MMKM

. Xoddman-/ls Pouw ITa.

Waeiiyapua

MpeACTaBUTeNLCTBO KoMK ©
OTPaHM4EHHOI OTBETCTBEHHOCTBIO
«® Xopdmant-/ls Pow NTA»
(Wseiiuapws) r. Mocksa, 107031,
Mocksa, r Mocksa, nn TpyGHas,
Aom 2, Poccus

2022-04-18

2029-09-30

Ne W043571

oTkphITOR: 11l §aser ann
oueHkn " L °

KOMBUHaLMM C PECTO B CPABHEHNM C PECTO NOCNE UHAYKLMOHHOT

Tepanyy GeCro+TaKkCaNb y NAUMEHTOB C panee HenedeHHbim HER2-

P MmectHo-
PACNPOCTPAHEHHbIM WA METACTATHYECKIM PAKOM MONOHHON
wenessl

OueHka SppeKTMBHOCT
v Gesonacroctn
TupenectpanTa s

KoMGUHauwy ¢ decro no

cpashenmio c decro
N0CAE MHAYKUMOHHOM
Tepanuy Gecro+Takcansi
y nauvenTos c panee
HeneuenHbim HER2-
nONOKATENLHbIM,
scTporen-
noNOKATENBHbIM
mectHo-
pacnpoCTpaHeHHbIM unn
METaCTaTUHeCKUM Pakom
MONONHOM Wenesbi

)ykosa /lioammna [puropbesHa, 3amectuTens
AVPeKTOPa N0 OHKOAOTM




233

196

186

1

8

2022-04-05

2022-03-25

2022-03-22

2022-03-14

2022-03-14

2022-02-25

2022-02-07

2022-02-03

TyKaTuHm6 (ARRY-

TaBneTkw, noKpsITHle

Mpexpauieno Onkonorus NNEHOUHO 0BOONKOT, 50 M,
perpaty 380, ONT-380)
150 mr
Mpexpauieno Peamaronorun RPH-104 PACTBOP ANA MOAKONHOTO
soeneHus, 40 mr/mn
KoHueHTPaT A7
Nponronnmat (BCD- UEHTPaT A7
3asepueno Ononoru npuroToBNEHMA pacTeopa AR
100, Goprexa®) ;
hcpyawii, 20 mr/mn
BCD-180 KoHUEHTpaT A7
pactsopa an
arTuTeno K TRBV) Wndpyaui, 25 mr/mn
GSK2330672 TabneTku, NoKpbITbIE
Mpexpauieno Fenatonorua T "
(MHEpHKCHBAT)  N7eHONHOM 060A0KOH, 40 MF
AvobnmsaT A
’. GNR-069 MPUFOTOBACHUA PaCTBOPa ANA
It ssenenmn, 250
ke
Ta6nerkn
Npexpauiero lacTposHTeponorua  Mesnm® Nlpo 10000 KHeTHOPacTEOpUMbE,
noKpBITBIe 060n0UKoM 10000
A
Tabrerku
Mpekpaueno FactposHTeponomA  Mesum® 20 000 remopacteopuiiie,

NOKPbITbIE 060704KON, 20000

Cpashenme
BsnkMBaEMOCTH Be3
nporpeccuposania

; i asbi 3
AVKbIOBMA P/IC Fe3m6X, 127018, | @ (BBN) no ouekke
Mockea, r Mocksa, yn [lguHues, am nnaue6o 8 e ! " vccnegosatens cornacko|  Mykosa fliogmuna Mpuropbeska, 3amecturens
| MMKN Cumwen Mk cwa g ' " | 20220405 | 2027-08-30 Ne SGNTUC-028 p1yay 8 Kavectse fi Tepanun g
oM 12, Kopnyc 1, 37ax 4, now. |, . KPUTEPUAM OLLHKM VPeKTOpa No OHKoNOMN
MeracTaTueckoro HER2-NONOKUTENLHOTO paKa MONOUHOI
4aCTb KOMH.8, KomH. 53, 62, Poccua OTBETa NPU CONMAHBIX
»enessl (HER2CLIMB-05)
onyxonsx (RECIST), pea.
1.1, Mexay rpynnamu
neverun
MesayHapOAHOE MHOTOLLEHTPOBOE ABOIHOE Crenoe
Ouenka sdexTuaHocTA
000 "P-®apm Mnteprewna’”, AO"P-Gapw’, 123154, rMockaa, ¢ €L04018093 § naes::amccm Nywva I.B. 3aseaylouan otaenenvem
| Mmkmn P’ P g Poccus Mocksa, yn Bepsapuwa, gom 19, | 2022-03-25 2025-10-31 €L04018093 Ne " v B 3aseaylowan ora
Poceun npenapara RPH-104 y pesmaTonorim
Kopnyc 1, Poccua CL04018093 NeKapcTBeHHoro npenapata RPH-104 y NauueHTos ¢ 6onesHbio Matentros ¢ AOSD
Crinna, paseusueiica y 83pocnsix (AOSD) w
Monyuenve aanHbix 1
peaynbTaToB aHan3os,
KoTopble N0380MM 6bi
0a06puTs AR
MeauuHCKoro
3A0 "Buokaa", 198515, r CaHkT- P npm:u:um oBbIt
Nevepbypr, r Cawkr-Metepbypr, n BCD-100-8/FLAT Ne " & pewume Hykosa ioamuna [pHropbesHa, samecTuTens
" [ 3A0 "BUOKAL" Poccun POvP PoYP! 2022-03-22 2026-06-30 d P pesKMM 403MPOBaHNA v A purop
Crpensia, ya. Cenau, aom 34, JuT. BCD-100-8/FLAT NpUMeNeNyA 250 Mr 1 pa3 B 3 HeAeM ¥ NAUMENTOB C AMPEKTOpa Mo OHKONOTUM
! ! : npenapara nponronuMmas
A, Poccnn wan
¥ nauwentos ¢
HeonepabenbHoit un
MeTacTaTneckoit
Menavomoii: 250 mr 1
pas 6 3 weaenn
Vysenme
apexTusHocTH,
6e3onaciocry,
MeiayHapoAHOE MHOTOLEHTPOBOE ABCFHHOE Crenoe VMMYHOTEHHOCT,
3A0 "BMoKaa'", 198515, r CarkT- BCD-180-2/ELEFTA BCD AYHAPOA HEHTROBOE A APMAKOKMHETUKN 1
Nerepbypr, r Caviar-Netepypr, n apMaKOAUHAMAKH ABYX Nywawa I-B. 3aseayiouan oTaenenviem
I | MMKM 3A0 "BMOKAL" Poccun POVP! POYP! 2022-03-14 2028-06-30 | 180-2/ELEFTA Ne BCD- " apmakoa Asy) vt AytoWan oTA
Crpenbha, yn. Consw, 40w 34, /Iur. 03 npenapata BCD-180 peamaronorut
180-2/ELEFTA $apmaxopuHamuky npenapata BCD-180 y naumenTos ¢
A, Poccun & cpasHenuh ¢ nnauiebo
aKCHANHbIM CIOHA0APTPHTOM
¥ NGUMEHTOB C aKTHBHbIM
penTreHonorseckum
akcuansHbim
cnowawnoapTpuTom
. OueHnTb GesonacHocTs
AO «lnakcoCmuTKnAiH
! W nepenocumocts
TheianHr», 000000, r Mockea, ¢
TnakcoCMuTKAAIH Puce| 125167, r. Mockea, 212358 212358 212358 " nedenma E.B.
Ia MMKHN P BenukoBpuTaHua o ' 2022-06-01 2025-12-31 ANIA NeveHmA Xon: synay y o
3HA [insenonmenT Nlumutesn Nenunrpaacknii npocnekT, 4. 37A, 212358 N2 212358 renatonorum
VHACTHUKOB C NIEPBUNHBIM 61MAPHBINM XONAHFUTOM yHacTHMKOB €
Kopnyc 4, 3Tax 3, nomewerue XV,
XonecTaTHecKM 3yAoM
KomHaTa 1., Poccua
npn MBX
Ouennrs GesonacHocs
AKUMOHEpHOE 06LiecT8o 7 " npenapata GNR{ v ummyHoreHHocTs
"TEHEPUYM", 601125, 06 069 (AO "TEHEPUYM", Poccms) ero o Ol eHel enapata GNR-069
. . " RMP-ITP-IIl-X No RMP- ¢ WA) MPU €10 ATMTENSHOM NpUMEHEHuH | npeniapar en Llyauna A, 3aseayiowan oTaeneHnem
| MMKN AO "TEHEPUYM Poccun BAsAMMMpCKan, p-H MeTywmHekwii, | 20220225 | 2024-06-30 o ¥ NAUMEHTOB C XPOHUHECKOTt MAHONATUYECKOT ero pamTensHoM B
-1l remaronorm
1 BonbruHCKAl, yn 3a80ACKaR, AOM Koih nypnypoi, yaacve 8 v
-, cTpoenme 273, Poccna KAMHWYECKOM UCcCNeAoBaHuM No npotokony RMP-ITP-1II NaLMeHToB C
XpoHmueckoit UTMN
Mayserue AByX
8
P o | nexapereensex gopm
" naHkpeatuHa Mesum®
61LeCTBO C OrpaHMyeHHOI [ABYMA CXeMaMU NIe4eHUA, NEPEKPECTHOE, NOKaNbHOE 10 10,000  Kpeor® o
W Kpeo
OTBETCTBEHHOCTbIO «K-Pecepun, 8y boy C. 3aBeAylowmii 0TAEN0M NaToNO!
Bepaun-Xemu AT/Berlin- TEETCTBEHHOCTLIO « Py Ne BCRU/21/PAN- ASYX NeveHM nauueHTos ¢ PAKH A CAYIOLII OTAE/IOM naTonorMu
" KM o Tepmanna 214019, 067 CmoneHckas, ¢ 20220207 | 2022-12:31 flyiot nexapcraensix bopm nankpeatua (Meaum® MTpo 10,000 Beprni| %" 1o NIOAVKENY AONHOT JENE3bi, IEAHbIX NYTelt 1
i K3OKPUHHOTH
Cwmonenck, npoesa Mapwana Xemv AT, Fepmanytn u Kpeon® 9660TT 1aGopaTopus, lepmanus) 8 - a"o - BEPXHIX OTACN08 NMILEBAPUTENLHORO TPAKT
HeAoCTaTONHOCTS
KoHesa, aom 29, nom. 43, Poccua NIeYEHII NALMEHTOB C SKIOKPUHHOI HEAOCTATOHHOCTBIO e’: enyaomoN
f—
NOAKeNYAOUHOR ene3bl (SHMHK) pasanuHol sTHONOrMU AHENVA .
eness! pasaMHO
stHonoruu
OuenKa AByX
NeKapcTBeHHbIX Gopm
oTkpbiToe, c ”
, nanKpeaTuia Mesum® 1
Oiectso ¢ orparuieHHolt ABYMS CXEMaNMM NeYeH A, NEPERPECTHOE, NOKANbHOE e
SepnXent AT/ Berlin oTBeTCTBEHHOCTbIO «K-Pecepuy, NeBCRU/21/PAN Asyx T Bopa 1.C. 3a8eAyioww OTACAOM NaTonorMM
" K e Tepmatua 214019, 067 Cmonerckan, © 20220203 | 20221231 iyiont NeKapcTaeHHbIX hopM NakKpeaTua (Meaum® 20.000 Bepnvt- i TIOAKENY AOHOM HeNe3bi, IenHHbiX nyTelt 1
Cwmonexck, npoesa Mapwana Yeraw AT, epmarina  Kpeon® 3660Tr Ns6opatopus, Fepmanm) e [ >0 Pio” BEpXHIX OTA/I0B NMLLEBAPUTENSHORO TPaKTa
Konesa, aom 29, nom. 43, Poccnn J1eUEHUM NLIMEHTOB C SKIOKPHHON HEAOCTATONHOCTBIO A .
NIOAKeNYACHHOM

NomKenyA04HON wenesbl (IHMIK) pasnnyHoi sTonormm

enessi (SHMK)

Da3NNYHON 3TUONOTUM




861  2021-1220 Mpexpawero Owkonorus
849 2021-12-15 Npexpawero Owkonorus

848 2021-12-14 Npexpauero ractpoanTeponorus
827 2021-12:07 Npexpawero OwKonorua
796 2021-12-01 Npekpatyero OnKonorua

KOHUEHTPAT ANA
npUrOTOBNEHMA PacTEOpa AtA
BHYTPUBEHHBIX MHBYUT, 60
i/ ; pactaop ann
NOAKOXHOTO BBEARHNA, 125
wr/wn

TabneTiw, NOKpHITbIE
NNEHOMHO 0BOONKOR, 50 M,
200 mr

TaGneriw, nokpuiTeie
NNEHOYHOM 0BONOUKOI

Kancynbi, 30 mr

pacTsop wnn Uy, 25
mr/mn

Ouenka npeanoTeHmii

(nompasaenerue komnari

Mepi v Ko. Mrk.)

Mocksa, yn WaGonoska, aom 10,
Kopnyc 2, Poccua

3475-896

PELMAMBHOTO PaKa AMYHUKOB, PESUCTEHTHOTO K NpenapaTam
nnaturbl (KEYNOTE-B96 / ENGOT-0v65)

6e3 Hero B nedennn
peuuansHoro paka
AMHIKOB,
PeSMCTEHTHOTO K
npenapatam natiHbi

yuacTHKOB
nceneaosanma
(nayvenTos
MpeAcrasTensCTa0 KomnanMt ¢ M043576 oTkpeiToe
OrPaHMUEHHOT OTBETCTBEHHOCTbIO 0 ouerke o
; «® XopbmanH-Na Pow Na» naumenTos s HyKosa ioamina FpUropbesHa, 3amecturens
@.Xoddmann-la Pow NITA. Wseiiuapnn Xodh A 20211220 | 2025-06-30 uve . " v amnna lpurop
(Wsefiuapws) r. Mocksa, 107031, r dopmet o cpashenm ¢ dopmbi AMPeKTOpa Mo OHKONOTUM
Mocksa, r Mockea, i Tpy6Han, $opmoii Y nauventos ¢ ann
aom2, Poccun pakom nerkoro (IMscin002) NOAKOMHOTO BBEACHMA
o cpasHenuio ¢
NeKapcTaeHHo GopMoii
A7 BHyTPMBEHHOTO
aseneHmn
ouenka GesonacrocTi n
aaexTuaHoCTH
npuMeHenws
anarudnoana &
EPIK-B4: MHOFOUEHTPOBOE PaHAOMMSHPOBAHHOE OTKPLITO. A Numﬁw‘ta e
0BULecTBo C orpaHueHHo ccaeaoBanMme Il Gasbi C aKTUBHLIM KOHTPONEM 11O OUEHKE “
v MerdopmuHOM XR no
oTseTCTBEHHOCTSI0 "HoBapTUC " P
@apwa’, 125315, r Mocksa, © XRno c Mm‘:ﬂ xR Bopowuiosa K.A. 3aseayiouas oTaenom
Hosaptyc ®apma Al Weeiiuapua MockBa, Tep MyHULMNaNbHbIRA 2021-12-15 2024-12-31 Ne CBYL719C2202 XR B nepuop Tepanum annenncubom (BYL719) B KoM6MHaumMm ¢ ne ”Z Tepaniu OPraHN3aLMN KIMHUYECKMX UCCNeA0BAHMIA,
OKpyr A3ponopT, np-KT dynBecTpanTom y naumentos ¢ HR+/HER2- pacnpocTpareHHbim an’;e":wgw " omKonor
Nenunrpanckui, aom 70, sTan 8, PaKOM MOMONHOH seneabi ¢ MyTauyeii & rere PIK3CA nocne e
nomew. 8.07, Poccs NPOrPeCcHpOBaHUA 33601€BaHMA Ha GOHE AU NO OKOHYAHMN w
SHAOKPHHHO Tepanun Gynaccrparton y
hoke! P naumenTos ¢ HR+/HER2-
pacnpocTpaenHbim
PaKom MONOHOf
eneabi c
Ouennts, o6nagaet nu
npenapat Mesum
opre® 3500 (rpu
Tabneriu) we mensuweii
3exTHaHOCTbIO B
cpasHenm ¢
npenapatom Kpeon® 10
oTKpbITOE, ¢ | MPenap: P
000 no MameHenwio &
; ABYMA CXEMaNMM NIeUeHIA, NEPEKPECTHOE, NOKANbHOE
OBectso c orparuienHoit o nokasatennx,
oTBerCTBeHHOCTbIO «K-Pecepuy, coobuaemsix Bopat 1.C. 3aseaylowwii OTAEnOM NaTonOrMH
Bepaun-Xemw AT/ Berlin- P Ne BCRU/21/PAN- NeKapCTBeHHBIX GOpM NaHKpeaThHa (Mesum® dopre 3.500 e . PANH A SAYIOUMI OTA °
Tepmanin 214019, 06n Cmonenckan, © 20211214 | 2022-12:31 (patient enessi, KenuHbix nyTedt u
Chemie AG £P1/003 BepuH-Xemn AT, Tepmanyn u Kpeon® 36601t Nlaopatopis,
Cmonenc, npoesa Mapwana " reported outcome, PRO), | BepxHiX 0TA€N08 NMLIEBAPHTENbHOM TPaKTa
TepMaHWA) 8 NEUEH U NALLIEHTOB C KIOKPHHHON
Kowesa, aom 29, nom. 43, Poccnn ; | wanpumep coverannoe
HeAOCTaTOMHOCTSIO NOAYKENYAOIHOF enesbi (SHIK) pasnvroli
ocnabnenme s3ayTua
sTonorun
XBoTa, MeTeopUaMa u
60nw & xusoTe
(c6anacuposantas 5-
6annbHan wiana) npn
uccneayembix
noKazanMax k
npUMeHeNHio.
oLenKa sddexTUBHOCTA
MHOroueHTPOBO., PAaHAOMM3UPOBAHHOE, OTKPbITOE n 6esonacHocTn
cCneAOBaHMe 31 Ba3sl AT OLUEHKN 3ddeKTUBHOCTH 1 fupeaecTpanta o
. Xogmant-/ia Pou ., " . vvonerse - Vi repa . c JKyKosa Nioamna [pHFopbesHa, 3amecTuTe
Kavecr Tepaniu n pina TpuropsesHa, 3amecrutens
1  Xoddmant-Na Pow A, Weeiiuapua Grenzacherstrasse 124, 4070 Basel,|  2021-12-07 2033-12-31 Ne G042784 8 Par " . v A Purop
. no c no repanveii AMPEKTOpa o OHKONOTUM
Switzerland, Weeiuapua "
8bIGOpY BPaYa y NaLMEHTOB Ha paHHEFi CTaaun scTporeH-peuentop]  No ebiGopy Bpava y
NoNOKUTENbHOTO, HER2-0TPULATeNLHOrO Paka MONOUHOI Xenesbl | naumnenTos ¢ P+ u HER2-|
PPV,
UayueHHe npuMeNenvA
nemBponuaymata no
cpasHenumio c nnauiebo 8
i 1l pazsi ¢
Mepk Lapn 1 Aoym NIC 000 "MCA Gapuaceioakanc”, ¢ nnaue6o, 8 ; c c
119049, 061 Mockosckas, © MK-3475-B96 Ne MK- g JyKosa ioamina [puropsesHa, samecturens
1 cwa 2021-12-01 2026-05-20 naKAUTaKcenom, ¢ Gesauyaymabom w 6es Hero, b nedennn | Gesauusymabom v H purop:
AMPEKTOpa Mo OHIKONOTUM
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olenKa npmeneHI
. D9268C00001 "OTkpbiTOE, paHAoMUMpOBaHHOe uccneposanue il | O™ P!
0611eCTBO C OrpaHMieHHOi " npenapara Dato-DXd 8
N basbl npenapata Dato-DXd 8 CpaBHEHMM € XMMUOTEpaNHei No
D5-1062a aMopnnuzat s oTBeTCTBeHHOCTbIO "AcTpa3eHexa cpasHenmm ¢
! D9268C00001 BhiGopy ¢ wn ¢
@apmacsiotakans”, 123100, 1 , Xumuorepanuefi no
D9268C00001 METACTATHUECKIM PAKOM MONOMHOT Xee3b! C NOAOKHTENBHbIM Hyosa Nioamina FpuropsesHa, samecturens
pepyKcrekaw,  AnA npurorosnenus pactsopa | I | MMKi Acrpadenexa A Weewnn Mocksa, r Mocksa, npoesa, 20211129 | 2026-07-31 abiGopy HccnepoBaTeNA
- viocksa, o D9268C00001 cratycom no " AMPEKTOpa o OHKONOTM
paronotamab  ana MHyaui 100 Mr (Gnakon Kpacoraapaeficuuii 1-#, som 21, ¥ yacriumos ¢
' NeD9268C00001 cratycom no HER2, KoTopble pakiee noay4an oAHy Wik ase
AepyKcrexaH) M3 Témmoro crekna 100.000 mr) crpoetme 1, 3Tax 30, KomHarsi 13 ° HeonepabenbHbim
NUMHIN CHCTEMHOR (TROPION-
14, Poccwn paKom
Breast01) "
MOROUHO enesbi
UayueHme npenapatos
oTKpbiTOE, ¢ v penap:
. Me3um® Heo u KpeoH® 8
Obiectso c orparuieHHoit ABYMS CXeMaNMM Nlevie A, NePeKPECTHOE, NOKANbHOE
neveHwH naLentos ¢ ;
wancynei oTgercraeHHoCTbIO «K-Pecepun, nsyx " Bopau L.C. 3aseaylowmi OTACAOM NaToROrM
Bepann-Xemn Al/Berlin- K3OKPUHHOI - ”
Mesum® Heo 10000 wiweuHopacTsopumsie, 10000 | I KM SN Tepmanitn 214019, 06n Cmonencas, r 20211123 | 20221231 | NeBCRU/21/PAN- | nexapcTaensix bopm naHkpeata (Mesum® neo 10.000 Bepnu-| 30D NOKenYAOUHOT KeAe3si, MeniHsiX nyTeit
€A Cmonenck, npoesa Mapwana Yetuw AT, epmariun  Kpeon® 3660Tr NsGoparopus, Tepmanma) s | 1o00 -~ o0 BepXHHX OTAC/IOB NMLLEBAPUTENSHORO TPAKTa
KoHesa, nom 29, nom. 43, Poccua 7eUEHIM NALYEHTOB C 3KIOKPUHHON HEAOCTATOMHOCTBIO AHENYA .
noKenyA0uHOT Keneas (SHITH) pasnuunoft sTHonor peneast pasnnon
e 3THonorMM
UayHeHue npumenHeHIA
npenapata Meaum’® Heo
oTwpbiToE, c
; 25.000 6 cpagmenmn ¢
Oectso c orparuieHHoit ABYMS CXEMaMM NedeH A, NEPEKPECTHOE, N0KANbHOE '
npenapatom 1 Kpeok® ;
wancynsi SepnmeXens ABerln- oTBerCTBeHHOCTbIO «K-Pecepun, BCRU/21/PAN-EPI/002 Aeyx e manomon ¢ | BOPAH A.C.3a0eAy oM oraenom natonorn
Mesum® Heo 25000 kuuweuHopacTeopumbie, 25000 | Il Ku P e Tepmaria 214019, 061 CmoneHckan, © 2021-11-23 2023-03-31 Ne BCRU/21/PAN- | nekapcTsenHbix dopm nankpeatuha (Mesvm® Heo 25.000 Bepavk- KsOKpMHHOH OAKENYACUHOI XKenesbl, KeNHbIX nyTeit
€A Cmonenc, npoesa Mapwana Yeruw AT, epmannn  Kpeon® 3660rT NsGopatopus, Fepmatu) s | >0 P % BEpXHIX OTAE/I0B NMULIEBAPHTENSHORO TPaKTa
Kowesa, aom 29, nom. 43, Poccun NeHEHIH NALMEHTOB C SK3OKPHHHOM HEAOCTATOUHOCTbIO A "
p ° nomKenyaouHo#
nomKenyA0HOi Keness (IHMK) pasnuunoit aTuonoru ;
eNe3bl pasaMHOl
StHonorum
P ouenKa He MeHbwei
UCCneAOBaHME He MeHbE a(deKTHBHOCTH NpenapaTa Bukanon® | a(abexTHaHOCTH
; DNaiid, TaBAETKW, NOKPBITIE NNEHONHOM 0B0A0KOR, 120 Mr (MHH: | - npenapata Bukaron®
Oectso c OrpanueHHoi . . p
; 000 "36601T N1a6opatopus", BucmyTa TpUKanMA AMUMTPaT; 00O HO «®apMBUNAPY) o | Naiid no cpasrenmio ¢ ;
Bukanon® Nlaii OTsercraenHocTsIo HaydHo- Bopawt 1.C. 3aseaylowwii OTACnOM NaTonOrMM
TaBneTku, nokpiTble 000000, r Mocksa, r Mocksa, cpasHenuio c fle-Hon®, Tabnerkn 120 mr (MHH: Bucmyra | Je-Hon® y naupentos c * °
(Bucwyra Tpukana . ; V| nke npoussoaCTaeHHoe Poccun 20211141 | 20221231 | NeBITD-421-0067 NOEnY AOHHOI Kene3si, KeniHbix nyTedt
NNEHONHO 0B00uKOR, 120 Mr Nenmnrpackoe wocce, A 16A, cTp. TPHKGAMA AMUMTPAT; 00 «Actennac Papma MPOAIKWIEHY, | XPOHUYECKAM FacTpUTOM
anuyTpar) obvenunentte BEpXHIX OTAE/I0B NMULIEBAPHTENSHORO TPaKTa
e 1, Poccnn Poccits) y NaWMEHTOB C XPOHHUECKIM FACTPUTOM Wik Wk racTpoAyoAEHHTOM
P 5 ocTpoit dase, ¢ & ocTpoit dase,
Helicobacter pylori, & pamax ycunenoi i TpoiiHoi c
3paAMKaLMONHOT Tepanuy ¢ A0BaBNEHHem BHCMyTa Helicobacter pylori
ouenKa GesonacHocTi i
aapexTuaHOCTH
MpeAcTasuTensCT0 Komnan asoiitoe cnenoe, P i
pacTeop A1A NoAKOKHOrO ? " .
Vermamnmat msenernen, 0 nefows pacesen ‘Accen GapmauesTyia HE uccneposanyte 3b Gassi A1 OLUEHKM GesonacHocTH 1 penHayKumn Bopawt 1.C. 3aseaylowwi OTACnOM NaTonOrMH
. - Wb | MMKM | Accen dapmauesruka HB Benbrun (Bensrus), 121614, rMocksa,r | 20211110 | 2024-03-31 | Ne CNTO1275CRD3008 i M v 7 eneabi, JenuHbix nyTe W
(Crenapa, CNTO1275) ana sHyTpUBeHHOrO BBEACHIA, . . .
S Mocksa, yn Kpsinatckas, 4om 17, NaLIMEHTOB CO CPEANETANENO/ WAV TANENO/E aKTMBHOT BOnEsHbIO naumentos co BepXHHX OTAE/IOB NMLLIEBAPHTENSHORO TPaKTa
xopnyc 3, Poccun Kpona cpeAHeTAXEnl UM
TANENOT aKTHBHOT
6oneanbio Kpona
OUeHKa KoMBMHaLMM
a6emaupauba co
cranaapro
apviosaTHON
SHAOKPUHHOT Tepanueli
¥ 6onbHbix pakom
MONOUHO enesbi Ha
13Y-MC-JPCW "eMonarcHER: PangomyauposarHoe, Aoiitoe panHe craguy, ¢
cnenoe, nnaueGo-koHTpoAMpyemoe iccneaosanve Il passi no BbicoKIM pHCKoM
oueHke o i PasBuTMA peunansa,
Mockoscroe NpeACTaBuTENsCTE0 " . 2
> 2ABIOBANTHO/ HAOKPHHHOH Tepanyedt y 6onbHbixX pakom nopaxenviem
ABemauukauG Awtinonepnoro O6iectsa " MONONHOM eNe3bi Ha paKHeli CTAAuH, ¢ BbICOKYM PUCKOM eronapHsix JyKosa ioamina [puropsesHa, samecturens
. Tabneriu, 50 mr 1| MMKN | 30 tunam sua Komnarn cwa NunamBocok CA”,123317,¢ | 20211012 | 20290327 P anm, p peruonap " Amina puropbeana,
(Lv2835219) passuTun peunavsa, @ 3nos, ¢ AMPEKTOpa Mo OHIKONOTUM
Mocksa, r Mocksa, a6 S . .
Npecrenckas, aom 10, Poccua Yyanos, v
cratycom crarycom
$akTopa pocTa 4enoseKa 2-10 TMNa, pakee 3aBEPLIMBLLINX peuentopos u
aabiosanTHyio anTu-HER2 Tepanuio nonoXMTENBHbIM
cratycom peuentopos
anuaepmabHoro
axropa pocta wenosexa
210 Mna, pariee
3aBepumBLIX
aAbI0BaHTHYIO aHT-
HER2 Tepanitio




612

588

408

407

pactsop ana
BHYTPHONYXONEBLIX UHBEKLIMT,
(KomnoHeHT A (n/IHK pTKhGM,

AHTHOHKOPAH-M

2021-10-04 3asepwero OwKonor (Crumotumaren
160 mkr ) 160 mir/mn +
Kononumepnaazmma)
KomnoweHT b (610K
cononumepa MT), 0,69 mr/mn
Anoduamsar gnn
Tpacrysymat
2021-09-27 MpexpaueHo OHKonorua Aepykcrexan (TDXd, | P/rOTOB/IENA KonenTpaTa
AZD4SS2, D5-8201) V1" TPATOTORNENNA PACTEOPS
A9 uHGy3Wii, 100 mr
Anoduamsar Ann
Tpacrysymas
2021-09-16 MpekpaweHo OuKonorua AepyKcTekan (DS-  |PoTOTOB/IeHIA KOKUEHTPaTa
82012) /19 NPHTOTOBAEHUA PaCTBOpa
A9 uHy3Wii, 100
Hopyxonesas kucnora
2021-09-10 T TabneTku, 500 Mr
esan kucsoTa)
Hupanapu6 Ta6neTkw, noKphiThIe
2021-07-29 3asepweHo Owkonorna
(GSK3985771, 3e10na) nneouHi 0GoNONKOH, 100 Mr
Anodumsar s
202107-29 Sasepueno Femaronorn PommnnocTim (GNR-  NpuroToBAeHwA pacTsopa ana

069) NIOAKOKHOTO BBEACHNS, 250

MKr

000 "ATnaHT Kaumkan”, 101000
Mocksa, KpuBoKoneHHbiii

Otkpuitoe
N1ePEHOCUMOCTH M apMAKOKUHETHKU Pa3/MIHBIX 403 Npenapara

ouenka GesonacHocTh,
nepeHocumocT
bapmaKokuHeTUKM
pasnmuHbix 403
npenapara

Hykosa /llogmuna MpuropbesHa, 3amectutens
| KN | 000 «renman Xupypruan Poccus 2021-10-04 2024-06-01 Ne NTILGSA AHTHOHKOPAH-M Ha hoHe WHdy3uii npenapara Liumese® AHTUOHKOPAH-M Ha v A purop
nepeynok, Aom 12, cpoenue 1, " VPeKTOpa No OHKoNOMN
o (FaHUMKNOBUP) Y NALMEHTOB C CONMAHBIMM ONYXOAAMM NO3AHIX Gome nHyauit
crapmit npenapata Liumesen® y
naumentos ¢
ConaHbiMM OnyXoRAMH
no3AHMX CTaauii
Hokazat
npesocxoacTeo
HeoaabIoBaHTHOl
Tepanu npenaparom T-
DXd 6e3 apyrux
Oectso c orparuieHHoit flpenapatos e
- Pa DIE7RCO0001 "OrkpsiToe nccneaosanve Il dasei 4na oueHkm obueit
oTBerCTBeHHOCTbIO "AcTpa3eHexa .
! DIG7RCO0001 pacty. ¢
@apmacsioTakana', 123100, ¢ ; °
DYG7RCO0001 | (T-DXd), nu6o T-DXd ¢ nocreayioweii Tepanueii no cxeme THP, o | THP, no cpasHenmio c | Kykosa fliomwna [puropbeska, samecturens
| Mmka Actpa3enexa A Wseunn Mocksa, r Mocksa, npoesa 2021-09-27 | 2027-04-30
viockea, i DIG7RCO0001 | cpasenwio c dAAC-THP, y nauyenTos ¢ panumm crapwamy HER2- ddAC-THP, Ha AMPEKTOpa Mo OHKONOTUM
Kpacrorsapaeickuit 1-#, aom 21, .
NeDIG7RCO0001 | noauTHBHOTO paka MonouHOl Mene3si bicokoro pucka (DESTINY- | ocHosanuk oueHku nflO
crpoenme 1, 3Tax 30, Komwarei 13 Bresstin) o TO e yaNo). e
W 14, Poccun \ YPNO), niyT
nposeaennn
UeHTpanu3oBaHHBIX
aHaNM30B, Y YHACTHUKOB
C panhmy craguamn
HER2 paa MonouHot
enesbi
Onucars obuwii
neveBHbii aipext T-DXd
OTKPBITOE, MEX\AYHaPOAHOE, MHOFOUEHTPOBOE, §asbi 3b/4 y nauventos ¢ HER2-
000 "Mapexcens UitepHawnn ccnegosane Tpactyayma aepykcTexaway nauenros ¢ | nonowmenshsmpakom |
V| MMKH Actpa3enexa AB Weeups (PYC)", 121609, r. Mocksa, 2021-09-16 2024-06-07 Ne D9673C00007 HanWIMeM W 6e3 METACTa30B B ONIOBHOM MO3Te, C panee MONOUHOM 3enesl ¢ v ﬂ . '; " ‘;mm'w
Oceshuit Gynbsap, 23, Poccs NeNeHHbIM PACTPOCTpaHEHHbIM/MeTacTaTHdeckim HER2- Hanuanem wim Ge3 AMPEKTOP:
NONOXMTENLHbIM PaKoM MONOUHOT Kene3s! (DESTINY-Breast12) | meracrasos s ronosHom
Mosre Ha MoxoAHoM
yposre.
[i8oiiHoe-cnenoe, paHAOMMIHpOBaHHOE, Nnalie6o ouenka sbpeTeroca
b | wiaur | AP @ansk @apua X/ Dr. Fepann Cari-TerepGypr, Bonouioi 0210010 | 20260731 N NUT-3/NAS " i | EB.
Falk Pharma GmbH Camnconmesciuii np. 28/2 nutep i KHCnOTBI y naUMenTOB renatonorun
KCAOTSI B TAB/ETKaX y NAUMENTOB C HEAKOTObHbIM
1L nomeuienvie 44-H, Nes1, ~ € HeanKorobHbIM
creatorenatTom (HACT)
crearorenatutom
ouenka sgdexTUBHOCTA
4 Gesonacroctu
Hupanapu6a u nnauebo
¥ ysacTHutOB C HER2-
; ; HeraTHBHIM pakom
3
AO «T nakcoCmuTKniin B M " “’“:‘ MOOuHOM enessi ¢
Teeaunry, 000000, r Mockoa, ¢ e g pescron ¢ HEROmeraruom poiom oo | VTR BRCA A
[nakcoCmuTKnsiin Pucepy 125167, r. Mocksa, 213831213831 Ne ueooyy: © P TRWKAL HeraTUBHbIM | HyKoBa Slioamuna FPUTOpbEBHa, 3aMecTUTENb
| Mmkd BenukobpuTana 4 2021-07-29 | 2024-01-14 eneasi ¢ myraumeii BRCA Wit TPHMAb! HEraTUBHbIM pakom "
1A Avsenonment lummtes, Nenmnrpanckwii npocnet, 4. 374, 213831 < " PaKom MOnOHOf AMPEKTOpa Mo OHKONOTUM
MONOUHOF HENE3bI C MONEKYAPHOM BOE3HBIO Ha OCHOBaHIM
Kopnyc 4, 3Tax 3, nomewenwe XV, ; . ; Heneasi ¢
Hanwma LHK noce ;
vomwara 1., Poccun MonexynapHO#
Tepanun (ZEST)
6onesnbio Ha
ocHOBaHUM HaMWMA
uprynpyiouieii
onyxonesoit AHK nocre
paauKanbHo Tepani
OUeHKa KnMHMECKoi
¢dexraHocTA 1
RMP-ITP-IIl "MHOTOLEHTPOBOE PaHAOMH3HPOBaHHOE ABOFiHOE As
AuyionepHoe obuiectso rence .
"TEHEPUYM", 601125, 067 npenapatos GNR-069 1
RMP-ITP-IIl NeRMP-ITP- GNR-069 (A0 wHa A, 3aBeaylowan oraeneHmen
mo | Mmkn AO "TEHEPUYM" Poccua Bragumnpckas, p-H MetywnHckuii, | 2021-07-29 2023-12-31 ¢ Ay Ayiolian oTA

N BoAbruHCKNY, yn 3aB0AcKas, Aom
-, cTpoenme 273, Poccus

"
“TEHEPMYM", Poccus) u Sunneiit (Amaen Espona 6.8,
¥ nauuenHTos ¢ i
TpomBOLMTONeHMECKOH NYpNYPOT

SHAAGHT Y NaumenTos ¢
XPOHUHECKOiH
ugvonaTAdeckol
TpoMBoUTONeHUNECKOH

nypnypoii

rematonorm
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3asepueno
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3asepweno

3asepueno
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Fenatonorua

Onkonorua

Tenatonorua

OHronorua

Onrkonorua

Nuvepukcubar
(GSK2330672)

MBX-8025
(Cenapennap)

MK-3475
(NemBponusymat)

Cenapennap (MBX-
8025)

Onanapu6 (AZD2281,
KU-0059436,
JMHNAP3A®)

MK-7684A (MK-7684
+MK-3475,
BMGOCTONMMAG +
nemGponu3ymac)

TabreTHw, NOKpHITbIE
NNEHONHOM 0600NKOH, 40 MF

Kancyni, 5 mr, 10 Mr

PacTBOp A/1A BHYTPHBEHHOTO
BBeACHNA, 25 Mr/MA

Kancynbl, 5 mr, 10 mr

TaGneriw, nokpuiTeie
nneHo4Ho# 060nouKoit, 100 mr,
0 mr

pacreop Ana uHdyawii, 10
wr/mn+ 10 mr/ma

TnakcoCmuTKnsiik Prceps

AO «TnakcoCmuTKAitH
TpeitauHr», 000000, r Mocksa, ©

212620 "MHOTOUEHTPOBOE, ABOHHOE CAemOE,

ouenia sbperTUBHOCT
u Gesonacoctn
nrepukcuata ans

125167, r. Mocksa, neverun BunmHmuKan E.B. 3aseaylolian oraenenmem
| MMKN BenkoBpuTarn 4 2021-06:09 | 2024-12:31 | 212620 Ne212620 11l ba3bi 8 ABYX 4aCTAX 417 OUEHKY 3ddEKTHBHOCTH 1 u AVioan oTA
1A Avsenonment lmmtea Nenmnrpanckwii npocnext, 4. 374, o XonecraTeckoro ayaay renatonorun
KopyC 4, 3Tax 3, nomeusenve XV, - yéacTHMKOB ¢
3yna cnep (NBX)
vomwara 1., Poccun NepaMHbIM BMapHbIM
xonaruTom
ouenka GesonacHocT n
; 000 "MNA Aesenonment ASSURE: OTkpbITO A0/TOCPOSHOE UCCAEAOBaHME C LebIo OLiEHKM | NepenocumocT
Cumabeii TepanbioTike, UK. na A CB8025-31731-RE Ne puiToe Aonroch A u » P BunHuuxan E.B. 3aseaylouias otaenenuem
1 MMKH CWA (Cmonekck)", 214020, r. Cmonenck, | 2021-05-20 2024-12-31 " Y NaUMeENToB C cenagennapa y
/ CymaBay Therapeutics, Inc. CB8025-31731-RE renatonorun
ynuua Uleasenxo, 4. 65-6, Poccun NepamHbIM 61MapHbIM xonaHToM (TEX) NaUMENTOB C NepaMHbI
6UnMapHBIM XONaHTMTOM
MK-3475-B49 "Pana0MM3HPOBaHHOE, ABOIHHOE CRenOe, MAaliebo- | ouieHKa npuMeHeNns
3 gazni ®
B COYETAHNU C e codeTaHum ¢
cpasHeHMM C nnaueBo s coueTam ¢ i arn i
Mepk Wapn 313 Aoym 1 000 "MCA PapmacsioTukanc”, MK-3475-B49 MK-3475- :euenm na Mer:olz ¢ noTeHuwansHo socn Mmmwahv:ﬂw Cpaswenmn c nnaue6o s | Wykosa Mioamuna FpUropbeska, 3amectutent
W | MMKW | (noapasaenenue komnarmm ClWA 119049,r.Mocksa, yn.Wabonoska, |  2021-05-20 2027-01-31 W u P P a ! - puropt 4
B49 NeMK-3475-849 " coveranm ¢ AMPEKTOpa Mo OHKONOTUM
Mepiu Ko. Mhi) 210, kopn.2, Poccun ;
OTPHLIATE IbHBIM 110 PELIENTOPY HeNOBEUECKOT0 SNUAEPMANLHOTO | - XMVOTepanHeit A1
$axTopa pocta 2 Tuna (HR+/HER2-) MECTHO-PELIMAVIBPYIOWMM | NeveHyA NaLMeNToB ¢
HEONEpaBebHbIM WM METACTaTUNECKHM PaKOM MOMONHOT PaKoM MONOHOT
weneasi (KEYNOTE-BA9) weneabi
oLenKa sddexTUBHOCTA
 GesonacHoctu
CB8025-32048 "RESPONSE: nnauebo-
KOHTPONUPYemoe uccneaoBaHue 3-i dasbl, B KOTOPOM NALMEHTOB C NEPBUYHBLIM
CvmaBeit TepanbloThc, MHK. 000 "MNA Aesenonment CB8025-32048 g . " b ; . o EB.
" . - 5.
| Mmkmn P ’ CcwA (CmoneHck)", 214020, r. Cmonenck, | 2021-04-23 2024-02-29 Y
/ CymaBay Therapeutics, Inc. NeCB8025-32048 naupeHToB ¢ (NBX) u " renatonorum
yAMua WesyenKo, A, 65-6, Poccua "
HeaAEKBaTHbIN OTBETOM Ha /levieHie YPCOAe3oKTKOneaOli oTseTOM Ha neveHHe
wicaoroi (YIXK) i eé o i
WiCAOTOM Wi eé
HenepeHocumocTsIo
ouenka
noaaepivsatouelt
MoHoTepani
onanaputomy
. naumenTok ¢
; PaHAOMHIUPOBaHHOE, ABOFHOE Crenoe, Mraueto-
OBectso c orparuieHHoit pacnpocTpareHHbim
) KoHTPOAMpyemoe uccreaosantte ll Gabl 47 OUEHKN
oTBercrBeHHOCTbI0 "AcTpaZenexa " o cepoanbim M
@apmaceioukans”, 123100, ¢ D9319C00001 Ne acnpocrpasentbim (IIHV craguu FIGO) cey l;(sm;:v\ wm HAOMETPHOMAHbIM Jykosa /lioamuna [pUropbesHa, 3amecTuTent
mo | Mmkn Actpa3eHeka AB Weeuyws Mocksa, r Mocksa, npoesa 2021-04-13 2026-02-01 ° pacnpoctp: A pos! PaKOM AUMHUKOS ! N puropt .
viockea, i D9319€00001 3HAOMETPUOAHbIM PaKOM AHUHHKOB BHICOKOH CTEneH " AMPEKTOpa Mo OHKONOTUM
Kpacworaapaeficuuii 1-#, aom 21, BbiCOKO/ CTenent
3M10KGUECTBEHHOCTH € HeMYTaHTHbIM Turiom BRCA nocae oTeera Ha
crpoenme 1, 5Tax 30, Komwarsi 13 " anoKasecraeHHoCT ¢
CTaHAAPTHYIO XHMHOTEPANMIO NEPBO AVHMM C NpenapaTam
14, Poccun HEMYTaHTHBIM THNOM
nnatums! (MONO-OLAL)
BRCA nocne orsera na
cranaapriyio
XAMioTEpanHIo Nepsoit
M ¢ npenapatami
nnatm!
ouenKa sddexTUBHOCTA
 6ezonacHocTn
MK-7684A-002 "MHOroUeHTpOBOE PaHAOMN3MPOBAHHOE npenapata MK-7684A
ccneaoBaHve Il basbi C UENLIO CPABHEHNA SOGEKTUBHOCTA W | AM6O KOMBMHaLN
6e3onacHocTi npenapata MK-7684A nu60o komBUHaLMK npenapata MK-7684A n
Mepk Wapn 3Ha Aoym I1C 000 "MCA ®apmacsbiotukanc”, npenapata MK-7684A u c ] B
MK-7684A-002 NeMK- Hykosa lio; 1a [pUropbesHa, 3amecture;
I | MMKM | (noapasaenenme komnaruw cwa 119049,r.Mocksa, yn.Wa6onoska, |  2021-03-31 2027-06-15 K AMuna Tpuropbeena, samectutens

Mepk v Ko. MHi.)

2,10, kopn 2, Poccua

7684A-002

[IOLETAKCE/IOM B NIEYeHMM NLUMEHTOB C METACTATUYECKMM

cpaBHeHu

HeMe/IKOKNETOUHLIM PAKOM 1ErKoro, Y KOTOPbIX NPOM3OWAO MoHoTepanueit
nocne 8
i Ha ocHose neveHMu naumeHTos ¢

AATUHbI M UMMYHOTEpanUN

MerTacTaThieckum
HEMeNKOKNETOUHbIM
paKom nerkoro

AMIPEKTOpa NO OHKONOTMM




160

91

87

61

725

589

2021-03-25

2021-02-17

2021-02-15

2021-02-01

2021-01-22

2020-12-28

2020-10-21

Mpexpawero

Mpekpauero

3asepuero

Npexpauero

3asepueno

3asepueno

3asepueno

Onkonorus

TacTposTeponoru

Onrkonora

Onronorua

Onrkonorua

Onrkonorua

Femaronorua

T DXd, AZD4552, DS~
8201a (tpactysyma6
AepyKcTeKaH,
Tpactysymat
Aepykcrexan)

LY3471851 (NKTR-
358)

RO4876646 +
RO5541267
(Besauusymat +
ATe3onusymat,

Asactuh + TeueHTpyk)

RO7122290 (, FAP-4-
1881)

NlapoTpexTuHuG (BAY
2757556, Butpaxsn)

Tapantun

Po3aHoNMKCH3yMab
(UCB7665)

nvodunuzar ann
NpUTOTOBNEHMA KOHUEHTPaTa
77 MpUTOTOBNEHMA pacTBOpa
Ann wrby3ui, 100 mr (©nakon
W3 CTexna Tuna I, ykynopexHbii
PesuHOBO/ NPOGKO# ¢
OTKNAHBIM KoANaKom 100,000
mr)

PacTBOp 412 NOAKOKHOTO
BBeseHMA, 1,5 Mr/mA

KoHUeHTpaT Ana
NpUrOTOBAGHMA PaCTBOpa ANA
BHYTPUBRHHBIX UHy3Ul 400
/16 mn (pnakon 400 mr/16

A WA MNaLLE6O) ; KOHUEHTPaT
AN NPUrOTOBAHMA PacTBOpa
A BHYTPUBRHHBIX UHGY3UT
1200 mr/20 mn (dnakoH 1200

/20 mn)

PACTBOP /U1 BHYTPUBEHHBIX
Y3 250 mr/10mn (pnakon
250 mr/10mn)

Kancyni, 25 mr, 100 mr,
PacTBOp AR NPUEMa BHYTPL
2% (20 mr/mn)

PacTeop 418 NOAKONKHOTO
eBeneHnA, 4 Mr/ma

PacTBOp A1A NOAKOKHbIX
WHby3wi, 140 mr/ma

0BuiecTso ¢ orpaKMHeHHOi

ouerka npUMEHeHHA
Tpactysymata
AepyKcTeRana ¢

neprysymaom wn Ges

oTBerCTBeHHOCTbI0 "AcTpa3eHexa 0l pazs (T-DXd)c | werono cpaswentio c
@apmacsioTakana', 123100, ¢ DI67UC00001 nepTyaymaom wnw Ge wero no c i i yxo0a Sommna [oAropseona, samecrrans
| MMM Actpa3enexa AB Weeuns Mocksa, r Mocksa, npoes 2021-03-31 2026-12-16 D967UCO0001Ne | nepTysymaba c TpacTy3yMaGom 1 TaKCaHOM B KauecTe nepsoit neprysymaba ¢ v : . ‘; " ZNWD’W
KpacHorsapaeiickuii 1-#, aom 21, D967UC00001 MUY Tepann Koro HER-2. paka " AMPEKTOP:
crpoenme 1, 3Tax 30, Komwarei 13 MonoHoli eneabi (DESTINY-Breast09) TaKcaHoM B KavecTae
14, Poccnn nepao/i AMHMM Tepanun
meTacraTnecoro HER-2
nonoxwTensHoro paka
MORONHO eneabi
UayueHHe npumeneniA
MOCKOBCKO NPeACTaBUTENLCTBO . "
N J1P-MC-KFAH "PanzomuanposatHoe, agoiiHoe cnenoe, nnaue6o- | npenapara LY3471851y .
AwionepHoro Obuiectsa "3nn KOHTPOAMPYeMoe uccneaosakme Il hasbl ¢ aAANTUBHBIM AN3alHOM nawvenTos co Bopa AL.C. 3aseaylowui otaenom natonoru
I | MMKM | 354 Aunan aua Komnanu cwa Nunnu Boctok CA.", 123112 1. 2021-02-17 2024-07-07 NeJ1P-MC-KFAH ponvpy A A A u NOAMKENYACHHON ene3b, HeNHHbIX nyTeit 1
npenapata LY3471851 (NKTR-358) y nauyentos co CpeAHETAKENBIM U
Mocksa, MpecHenckan N BEPXHUX OTAENI0B NVLLEBAPUTENLHONO TPAKTa
; CPEAHETANENIM U TANENSIM ABEHHBIM KONUTOM TANENSIM AZBEHHbIM
HaBepexHan, 10., Lliseiiiapua
KonvTom
OuenKa nphmeHeHIA
npenapata
atesonuaymat c wm Ges
6 6
G042661"™ GO42661 "PaHAOMUINPOBAHHOE, ABOIHOE-CARNOE, esaLmsymata &
KomBUHaum ¢
. XopdmanH-Na Pow N7, (6042661 GO42661 nnauebo-koHTponupyemoe uccneaosanme |l hasvi npenapara HyKoBa /lloaMna [PUropeBHa, 3amecTuTen
, .
I | MMKM | o.Xopdmarn-Na Pow fira, Weeiiuapua | Grenzacherstrasse 124, 4070 Basel,| 20210215 | 20251231 Cunm 6es s < uvcnnaTuomM 1 v A3 TPATOp!
. NeGO42661 remMunTaBUHOM y. AMPEKTOpa NO OHKONOTMM
Switzerland, Weeiiuapusa " y naupenTos ¢
naumentos ¢
PACTPOCTPAHEHHbIM PaKOM GUAMBPHOTO TPaKTa
HeneseHHbiM
pacnpocTpaHeHHbim
patom GunapHoro
Toakra
BPAO0S7 "OTkpbiTOE, c o3 | ouenka
uccneposanute IA/IB (assi o Maysenvio GesonacocTh, dapmarorumeTuKM 1
. : .
aKTuBHoCTH npenapata RO7122290, Ha Beno- i
@ Xoddmark-Na Pou /ira,, « akTHBaLMn :)MG ZGnaaoB (FAP) u Ha nwranp 4-1BB (CD137L), ¢ | akmuswocru npenapata |  Mykosa Mioammna [puropbesta, samecturent
| MMKM | & XopdmarH-Na Pow Nita. Wseiyapua Grenzacherstrasse 124, 4070 Basel,|  2021-02-01 2023-12-05 NeBP40087 s P A g penap: e A puropt 4
4 yry wnh B3 wero, | RO7122290y nauventos AMPEKTOpa Mo OHKONOTUM
Switzerland, Weeiiuapus
R — Wnnn c
COMMAHBIMYA OYXONAMY B BHAE MOKOTEPANUM WA B KOMBUHaLY wiunn
¢ c vayueHmem 8
KOTOPTaX C pasAMuHBIMM THNamMy onyxoneii conuanbimy onyxonam
OlieHKa npmenHeHUA
A0 "EAIZEP", 000000, r Mocksa, 1 20289 "KopauHHoe uccneaosahme Il dassl no ouerke TRK- napoTpekTUHMba y
Poccuiickan , 107113, W n r ,
i MMV | Bafiep Koncoromep Kop AT Weeiuapun occuiickan Gepepaus, 107113, .| o)1 01 o) 20251231 Ne20289 an npuEnay | naunenTos ¢ onyxonama (yKoBa JlloAMUNa [PUTOPLEBHa, 3aMECTHTENb
Mocksa, y. 3-A Poi6UHCKas, 4, 18, NALMEHTOB C ONYXOAAMM, NO3UTUBHBIMM NO HANMIMIO CAUAHMUI O3MTUBHBIMM NO [AMPEKTOpa N0 OHKONOTMM
cTp. 2, Pocena rexos NTRK Ha/MYKIO CAMAHWI reHOB
NTRK
3aKpbiToe aKUMOHEpHOe 06WecTso
e o [Tp——
‘Papm®upma "Cotexc” (3A0 .
" " " TAF-092020 "OtkpbiToe "
©apm®upma "Corexc"), 000000,
PaHAOMM3MPOBAHHOE MCCNEAOBAHME N0 M3YYEHMIO npenapara TaganruH y
3aKpbiTOe aKuMoHepHoe 061 Mockosckan, r 141345,
B TAF-092020 NoTAF- 3ddexTnsHOCTM M GezonacHocTv npenapata TadanruH, pacteop naumeHTos ¢ 6onesbim Mykosa /llogmuna MpuropbesHa, 3amectutens
" KM | obuectso "Gapmdupma Poccun Mockosckas obnacts, Ceprveso- | 20201228 | 2022-12-31
B0 PPN " o 092020 477 NOAKONHOT BBeAEHIA (3AD «DapMOHPM «CoTeKc, camapomom, AMPEKTOpa o OHKONOTUM
'‘Cotexkc' Mocaackuit MyHUUMNANbHbIR
p Poccun) y nauyientos ¢ Gonessim
paiio, cenbckoe nocenenme
3n0KaveCTBEHHbINM 3360nE8aHAMM anoKavecTBeHHbIMM
BepesHaKosckoe, noc. bennkoso,
3aGonesaHmAMM
A11, Poccu
OLeHHTS AONTOCPOUHYIO
6eaonacHocTs 1
OTkpbiTOR no
000 "NAPEKCEND Uriteprasin " 10BTOPHOTO NEveHNA [yanwa A, 3aseayiouian oTaeneHmef
noBTOpHOTO el nHa LA, raeneHmen
| Mmkmn 10CE Buodapma CP/I Benbrua (PYC)", 121609, r. Mocksa, 2020-10-21 2025-09-30 | TPO0O4 Ne TPO0O4 c P WA AVIOULaR OTA

OcewHmii Gynbeap, 4. 23, Poccus

MEPCUCTUPYIOLLIEH UNK XPOHUHECKOM NEPBUIHOI UMMYHHOT
TpomGouuTonenuel (ATM)

(ronsko rpynna
noaRepKvBaIOLIei
Tepanum)




583

a7

418

317

2020-10-20

2020-09-10

2020-09-08

2020-09-07

2020-08-10

2020-07-09

3asepuweno OwKonor Ceporapa,

Aypsanymat
(MEDI4736,
MMOUH3N®)

Mpexpawero Owkonorus

T DXd, AZDASS2, DS-
8201a (Tpactysyma6
AepyKcTeKaH,
Tpacrysymas
nepykcrexan)

Npekpaero OnKonoruA

Atesonuaymas,
(RO5541267,
TeueHTpu)

3asepuweno Onwonorns

RO7092284
(Tuparonyma6) +
RO5541267
(Aresonmaymat,
TeuenTpu)

3asepuweno Onwonorns

ATesonuayma6,
(RO5541267,
TeuenTpuk)

3asepuweno Onwonorns

pacreop 4
BHYTPUNONOCTHORO BBEAHMA,
0,41 mr/mn

KoHueHTPaT A7
npUroTOBNEHMA paCTBOPa ANA
WrdbyauiA, 50 mr/mn

NI0POLIOK AR NPUTOTOBNEHNA
KoHueHTpaTa At
NPATOTOBEHNA PACTBOpa AMA
WHby3wih 100 mr 5,4 mr/xr
(®nakon u3 crexna vna |,
YKYNOpEHHIl PesMHOBO/
NPOBKOV € OTKMAHbIM
KonauKom 100.000 mr)

KOHUeHTpaT AnA

NPUrOTOBAGHMA PacTBOpa AnA

BHYTPUBEHHBIX MHGY3T1, 1200
Mr/20 M

KoHUeHTpaT Ana
NPUTOTOBARHNA PaCTBOpa AN
BHYTPUBEHHBIX UHPY3T 600
Mr/10 mn (dnakoH 600 mr/10
M) ; KOHUEHTPaT AnA
PUrOTOBAEHUA PacTBOPa ANA
BHYTPUBEHHbIX MHGY3Uii
840Mr/14mn (draKon
840mr/14mn)

KOHUeHTpaT ANA

NPUTOTOBAGHHA PacTBOpa AnA

BHYTPUBEHHBIX MHPY3Uit 1200
Mr/20 mn

Ku

AKuMOHepHOE 06LIecTBO
“GapmachHTes”

Poccna

AKumoHepHoe 0BLecTBo
"bapmacunTes", 664007, 061
MpKyTcKas, r UpKyTCK, yn
KpacHorsapaeiickasgiom 23 , k. 3,
Poceua

2020-10-20

2023-01-01

Ne SGD-3/2019

ouenKa sbdexTUBHOCTH
w 6esonacHoctn

3 npenapara Ceporapa,
e npn ana

rpynnax no ouenke " npenapara

Ceporapa, PacTBop 418 BHYTPUNONOCTHOTO BBEACHMA (AO cnaeuHoii Gonesm

Poccus), npu ana nocne
cnaeuHoi 6oneann nocne v y
NaLUEHTOB KOAONPOKTONOTMECKOTO NPOdMAA naumentos
KonoNpoKTOROMUHECKOTO

npoguna

JyKosa Mlioamuna MpuropbesHa, 3amectutens
AVMpeKTOpa o OHKONOTMK

MMKM

Actpa3enexa AB

Wseuywn

OBUecTBO C OrpaHueHHO
oTeeTcTaeHHOCTbIO "AcTpalenexa
®apmacwiotukans', 123100, r
Mocksa, r Mocksa, npoesa
KpacHorsapaeiicknii 1-#, aom 21
cTpoenve 1 37a 30, KommaTi 13 1
14, Poccna

2020-09-10

2026-12-31

D910MC00001 Ne
D910MC00001

PaH/IOMI3UPOBaHHOE MHOTOLLEHTPOBOE ABOIHOE Crenoe nraue6o-|
KOHTPONMpyemoe uccneposanve Ill Gasbi usyuens Aypsanymaca
& nevenu nauenTos ¢ HMPJ1 Il cragum, y KoTopeix
COXPaHAETCH MUHUMANLHAA OCTATONHAA GONE3Hb Nocne

" i Tepanm
(MERMAID-2)

W3yHeHuA AypBanymaca
B 7eNeHMM NaLMENTOs C
HMPA Il cragmm, y
KOTOPbIX CoXpaKReTCA
MUHAMabHaR
ocTaTouran Gonestt
nocne onepataHoro
emewaTensCTea u
paauKansHoM Tepanin

)ykosa /liogmmna [puropbesHa, 3amectuTens
AVPeKTOPa N0 OHKOAOTM

MMKM

Acrpa3enexa AB

Wseuywn

OBUeCTBO C OrpaHueHHO
oTeeTCTBEHHOCTbIO "AcTpalenexa
®apmachiotukans', 123100, r
Mocksa, r Mocksa, npoesa
KpacHorsappeiickuii 1-#, om 21
cTpoenve 1 3ta 30, KomHaTi 13 1
14, Poccna

2020-09-08

2026-02-01

D967VC00001
D967VC00001
NeD967VC00001

D967VC00001 "MHoroueHTpoBoe oTKpbiToe UccneAoBanwe Il

$a3bl Ann oueHKM "

Aepykcrexana (T-DXd, DS-8201a) & neuenun oraenbHbix HER2-
onyxoneii (DESTIN

ouenia sbperTUBHOCT
 Gesonacroct
Tpactysymata
AepyKCTeRaHa B neveHM
oraensHbix HER2-
SKCnpeccupyioLX
onyxoneit

)ykosa /lioammna [puropbesHa, 3amectuTens
AMPeKTOPa N0 OHKOAOTM

MMKM

®.Xoddmann-Ta Pow Nira.

Weeliuapua

. XobdmarH-/la Pow f1Ta,,
Grenzacherstrasse 124, 4070 Basel,
Switzerland, Waeiiuapus

2020-09-07

2025-06-30

G041892 GO41892
NeGO41892

GO41892 "MHOrOUEHTPOBOE, PaHAOMU3MPOBAHHOE, OTKPbITOR
KOHTPOAMPYeMoe uccnenosatme Il Gasbl NO M3yseHMio
"

8 ¢ no
< it Y naupenTos ¢
METACTATAYECK/M HEMEAKOKNETONHbIM PAKOM NEFKOTO, paHee
nOAYYaBLIMX KOMBUHALWMIO aHTHTeN K PD-L1/PD-11
XMMUOTEPANMM Ha OCHOBE NPeNapaTos NNaTUHb!

ouenka sbdexTuaHOCTH,
6esonacHocTh u
bapmaKokuHeTHkM
atesonuaymaa s
KOMBUHauMY ¢
KaBosaHTUHMBOM, N0
cpasHenmio
MoHoTepanveit
Aouerakcenom, y
nauventos ¢
MmeracraTieckim
HemeNKoKETONHBIM
pakom nerkoro

JyKosa Mlioamuna FpUropbesHa, 3amectutens
AMpeKTOpa o OHKONOTMN

MMKM

®.Xoddmarn-Tla Pow ira.

Wseiiuapua

. XopdmarH-Tla Pow iTa.,
Grenzacherstrasse 124, 4070 Basel,
Switzerland, LWiseiiuapua

2020-08-10

2023-12-31

C042177 NeC042177

C042177 "OTKpbITOE MYALTUKOTOPTHOE UcCneaoBaHue Ib dasbl
A ouenku "
8 c "
XMMUOTEPANHUeli Y MALMEHTOB C TPO/iHBIM HEraTUBHbIM PaKOM
MOAOUHOI enesbl

ouenka GesonacHocTh,
dexTrBHOCTA U
apmaKokuHeTHkM
Tuparonymaba 8
KOMBUHauMH ¢
aTesonusymaBom u
Xummorepanueliy
NaLYENTOR C TPOMHBIM
HeraTuaHbIm pakom
MONONHOM enesbi

JyKosa /lioamuna pUropbesHa, 3amectutent
AMpPeKTOpa 1o OHKONOTMN

MMKM

®.Xoddmarn-Tla Pow ira,

Wseiiuapua

. XopdmarH-/la Pow iTa,,
Grenzacherstrasse 124, 4070 Basel,
Switzerland, LWiseiiuapua

2020-07-09

2025-05-01

W041994

W041994"" WO41994 "MHOrOLEHTPOBOE, PaHAOMM3NPOBAHHOE
OTKPBITOR MCCAeAOBaHME 3 ha3bl ANA OUEHKM IbHEKTUBHOCTH U
c

B CpaBHeHy ¢
KaB03aHTUHNEOM Npn HeonepabenbHON, MecTHo-

ouenka abdeKTUBHOCTH
 GesonacHocTn
npumeHenna
KOMBMHaLAN
Atesonusymaba ¢
KaGosaHTunuGom &
cpasHennm ¢

KNeTouHOM

nocne nevenun

i " MokoTepanvei
PACNPOCTPAHEHHON WM METACTaTUNECKO $OpMaMK NodedHo- o
npu
y nauventos o "
HeonepaGenbHoi,
N1OATBEPHACHHIM NIPOTPECCHPOBAHHEM ONYXO/M BO BPEMA WA
MmectHo-
Touex .
pacnpocTpaeHHoli unu
oteera M
MeTacTaTueckoi

‘bopmamu noyeuHo-
KNETOUHON KApUMHOMBI.

JyKosa /lloamuna pUropbesHa, 3amectutent
AMPeKTOpa 1o OHKONOTMN




Ouenka sdexTuaHocTA
. aabI0BaHTHOT Tepanin
06
UIECTBO € OrpaHmenton D910LC00001 " ABoiHOe s
oTBeTCTBEHHOCTbIO "ACTpa3eHeKa
cnenoe 1l passi ¢ c
Gapmaceionans’, 123100, D910LC00001 fi Tepanun fina | yosa Mloamuna Tpuropbeana, samecturens
MMKN Actpa3erexa AB Weeuya Mocksa, r Mocksa, npoess, 2020-06-25 2025-01-23 Hon Tep: v A puropvestia,
NeD910LC00001 s ¢ va ocHose ocHose npenapata AMPEKTOpa Mo OHKONOMUM

[Oypsanymat KomuenTpar ana
262 2020-06-25 Npexpauero OwKonor (MEDI4736, npurotosnenns pacrsopa ans | Il
MMOUH3M) wHy3uii, 50 mr/m KpacHorsappelickwii 1-1, jom 21
Npenapata NAATMHbI y NALWMEHTOB C NONHOCTBIO PE3ELMPOBAHHBIM | NAATUHBI Y NALMEHTOB ¢
CTpoeHve 1 37ax 30, KomHaTbl 13 1
HMP/1 1111l craguy (MeRmaiD 1) nonHocTbio
14, Poccun
pesewuposanHbim HMP/
111l crapum

Aokasatenscrsa
orcyretena
npesocxoacTsa
KomnapaTopa Haa
nccneayembim
npenapatom o
MoarsepauTs orcyTcTene
npesocxoacTsa
crangaprHoro cnauTa 8
BuAe 2-nuTposoro
pacteopa N3r ¢

‘Aobasnenvem -
Bopayk [1.C. 3aseaylouymii OTAENOM NaToNOTMH
ackop6ata (Moswnpen®)

c - NIOAMENYAONHOM Henessi, Kendbix nyTeit u

HaZ MaHHTONOM Ny
BEPXHMX OTAEN0B NMLLEBAPUTENLHOO TPaKTa
NOATOTOBKE KMLIEUHUKA

K o
Ouenwrs GesonacHocTs
 nepeHocumocTs
MaHHUTONa. 0 OUEHNTS
cobnioaenve
nauvenTamn
HCTPYKUME IO
OUMILEHMIO KAWIEUHIKa C
ucnonb3osanmem
MaHHUTONa W Npenapata
Mosunpen®, a Tate ux

OB

Mannitol_03-2018 "VccneaosaHvie abeKTasHOCTH U
npn
NaHOBO/ KOOHOCKONUM: OLiEHKa AAEKBATHOCTH 1
HanWAMAYPOBHET BOAOPORA M METaHa B TONCTOT KMLUKe 80 BpemA
" nocne npuema
000 "Mer Caiir MeteameHT AHa P
NOPOLOK AR NpHTOTOBAEHMA «Hosenty TexHonomih Keap e o et WM CTaHAGPTHOTO CRAWTa B BUAE 2-/IUTPOBOTO PACTBOPa
I | MM | c.p.1.» (Novelty Technology Viranun : g - 20200625 | 20220430 | NeMannitol_03-2018
Hueropoackan, 4,104, kopn.3,
Cares.rl) 1/ b,
Poceua s

274 202006-25 3asepuweno racTposnTeponoru MakHuton pacTeopa A Npvema BHyTpb

rpynnax,
3HAOCKONCTa, NPOBOAMMOE CLiebio N0AGOPa A03HI/
no cray otcyrcrana
Haa

ouenka sbdexThaHOCTH,
6esonacHocTh u

TPOO03 " 3

000 "MAPEKCE/b Mteprawnn ba3bi 3 4R OLEHKM 3GHEKTUBHOCTH, Be30nacHOCTH U B3pOCAbIX wacmwxcay
eHocTH, ;
" MMKM 10CE Bodapma CP/I Benbrua (PYC)", 121609, r. Mocksa, 2020-06-01 2023-06-12 TPO003 NeTPOOD3 AR oS s M
(UCB7665) WHY3WiA, 140 mr/mn " Y B3poCABIX c
OceHHuit BynbBap, 4. 23, Poccua " Y . "
UCCAA0BaHMA C NEPCUCTUPYIOULEH AW XPOHUIECKOT NEPBHIHOT | nepcucTUpyIOLel Wk
WMMYHHO# TpOmMBOLMTONeHMel (MTT) XPOHUECKOI NepBUHOI
MMMYHHOR
TPOMBOLMTONeH Vel

PO3AHOMMKCUIYMAG  PACTBOP ANA NOAKOMHbIX I

227 2020-06-01 Mpexpaujero Onrkonora

usysenve
s¢dexTmBHOCTA U

Ben-Pr-ll-20 "figoit , 60-
000 "HNO Netposakc Gapw”, en-pr ° i faueoo
000000, 061 Mockosckas, © ” e o
" K1 |000 "HNIO Merposakc dapm” Poccun 142143, Mockosckas obnacrs, r. |  2020-05-08 | 2022-02-01 |  NeNe Ben-Pr-lll20 penap:
206 mr rorien e Nopon npenapaTa BeH3OKaWH, CYNMOSHTOPUM peKTanbHbie (000 <HNO cpasHenun c
CocHosas, 4. 1,, Poccun P P2),  cpasHenn © v
Gonbrb, y 6onsHb,
neperecui
remoppoHASKTOMHIO

191 2020-05-08 MpekpauieHo Kononpoktonorus BeH3oKanH CYNNOSATOPHM PEKTabHEIE,

ouenia abperTUBHOCT
 Besonackoct Tepaniu
annenncubom 8
CBYL719G12301 "EPIK-B2; c
PaHAOMUIUPOBaHHOE, ABDIHOE CAeNoe, Mnauie6o Tpactysymaom u
Ta6neTku, NoKpBIThIE 000 Hosaptic ®apma, 125315, " Ha ase “aws °
171 2020-04-21 MpexpaweHo Onronorua Annenucu6 (BYL719)  nneHouHo# 060104Ko#, 50 M, 1 MMKM Hosapruc Gapma AT Weeiiyapua Poccun, Mocksa, fleHmHrpanckuii | 2020-04-21 2025-12-31 NeCBYL719G12301 mpa':::*” bassino °“&’;’:‘;i;’)¢:“"“"°”" " fm"“"‘m" Kauectoe
200 mr npocnexT, Aom 72, kopn. 3, Poccus b ’
" © kavecrse Tepanuuy | Tepanuuy naumentos c
nauvenTos ¢ HER-2 GHHbIM PaKOM HER-2
MONOHHOR IeNe3s! NP HanUsH MyTauuy PIK3CA pacnpocTpaEHHbIM
PaKom monouHo#
Kenesbl pw HanMan
MmyTauuy PIK3CA

Boponuosa K.A. 3aseayiousan oTaenom
OPTaHMU3ALMI KIVHAECKNX MCCAEAOBAHMT,
onKonor




OBiecrao ¢ orparienHoli oy overan
oTseTCTBEHHOCTSIO "AcTpa3eHera D3255C00001" D3255C00001"" D3255C00001 o
s 5 (MED! @apmacsioTakana', 123100, ¢ D3255€00001 AsoiiHoe crenoe panizy [ N
22 20200123 3asepuieHo Onronorua eHpausyma PacTeop AfiA ROAKOKHOTO mo | Mmkn AcTpa3eHeka AB Weeuywn Mocksa, r Mocksa, npoesa. 2020-01-23 2023-12-31 D3255C00001 flapaanenbHeLIX rpynnax y ‘ykosa Jioamina fpuropbesta, samectutes
563) asenenus, 30 mr/mn ockea, e naumentos ¢ AMPEKTOpa Mo OHKONOTUM
KpacHorsapaediciuti 1-4, Aom 21 NeD3255C00001 6eHpanaymaba B napannenbHbiX FPYNaX y MaLMenTos ¢ oo
cTpoenve 1 a1ax 30, Komwarei 13 1 203MHOGMbHbIM 330¢arTom (MESSINA)
asoarurom
14, Pocoun
CA209-7FL psoiitoe
cnenoe naue6o-KOHTPOMPYeMOE HecnenoBaHMe 3 Gassi o
«BpHcron-Maiiepc Cran66 . aywenmio s ¢ e
Obuecrso ¢ orpaenHoli ayueme
Komnanw, CLUA, " HEOaABIOBaHTHOM PEXMMe 1 B KOMGMHALMH C
BMS-936558 HoHUeHTPaT A7A noapasaenexmne «bpucron CTBETCTBEHHOCTbIO "BpucTon: 3H/IOKPUHOTEPaNMeN B 3lbI0BAHTHOM PEXWUME Y NALUEHTOB C bdextuaHocT ykosa /llogmuna MpuropbesHa, 3amectutens
5 2020-01-13 Npekpawero Owkonorua (HuBonyma6, npurotosnenvs pacrsopa gna | Il | MMkw | MOAPa3A P cwa Maitepc Ckeu66", 105064, r. 2020-02-03 2022-12-31 NeCA209-7FL AoKpUHOTEP: A P ynauy HBONyMaa y v A puropvestia,
" Maiiepc Cra66 : BLICOKM pUCKOM AMPEKTOpa o OHKONOTM
Onanso®) Whcpyauii 10 mr/man ; Mocksa, yn. emnsHoit Ban, som 9, > naUmeHTOK ¢ paKom
WnrepHewnn Kopnopafiuuiy, P NEPBIHOTO PaKa MONOUHOT Mene3sl 63 runepsKcnpecch o !
Benbrus. peuenTopa anuaepMansHoro GakTopa pocra (HER2-) (CheckMate
7FL: TouKa nyT! ¥ oueHKa
8 PaMKaX KAMHUYECKOTO MCCneaoBaHHa 7FL)
AO et ancoCwuTknin 200220 Aoolivoe crence, vayseme
G5K3359609 TheianHr», 000000, r Mockea, ¢ bextuaHOCTI
(rymaHw3uposatHoe acreop A uHdy3uii 10 [nakcoCmuTKnsiiH Pucepy 125167, r. Mocksa, uccnenosanue I/ Ill gasei npenapara GSK3359600 unu nnauebos | o cacagng | wywosa Mioamuna Fpuropbesta, samecrurens
730 2019-12-24 Npekpauero Owkonorua v P PacTeOop AN MHOY: 1| MMKM P BenuKoBpuTaHma o g 2019-12-24 2024-01-14 Ne209229 KOMBMHALYM C NeMBPONM3yMaBoM B KauecTae Tepanun nepaoi | TTeT v H puropsesra,
'MOHOKNOHaNbHOe mr/mn 3HA [lnsenonmeHT Slumutes NeHuHrpasckuii npocnekT, A, 37A, iann PD-LL Y NauMenTos ¢ /AMDEKTOpa N0 OHKONOTN
antuTeno (1gGa)) Kopnyc 4, 3Tax 3, nomeuyeHue XV, NNOCKOKANETOUHBIM
IAOCKOKAGTOMHOTO PaKa FO0BbI 1 Wew
KomHara 1.,, Poccua DKoM ronoBbI U wem
Tabnerin 10 mr ($naxon
Tabneriut LIKOGG no 10 mr 80
dnarone) ; Teepasie
enaThHoBBbIE Kancybi 0,01 M
(AHavBHAYanbHaR ynakosKa
ToepAbie menaTuHOBIe
Kancynsi LINGS2 0,01 mr & cpashenvie
UHAMBIAYaNBHOR ynaKoske) ; apextusHocTH,
ToepAbie menaTuHOBbIe 6esonachocT u
Kancynsi 0,03 Mr CLIN352D12201C i
L e
(uornudrosu + Kancvl‘\lm LIN452 0,03 mr e 000 Hosaptuc ®apma, 125315, (UN452) u (L\KOES)pa Takke " " EB
687  2019-12:02 e v 2.0 Wb | MMKA | Hosapruc dapma AT Wseiiuapnn Poccnn, Mocksa, flenmnrpacini | 2019-12-02 |  2024-1231 | NeCUN4S2012201C . B
WHAMBIAYaNBHOR ynaKoske) ; MOHOTEPANUM KaXAsIM U3 3TX c c renatonorun
MMKorAMGROSMH + npocnexr, aom 72, kopn. 3, Poccus >
e ToepAbie menaTuHOBIe NNaLebio, B NapanNENsHSIX FPYMNaX B3POCHBIX NAMEHTOB C | MOHOTEPaNUE KaXabiM
P Kancynbi 0,1 mr HeanKoronbHbiM crearorenarutom (HACT) v GUEPO3OM nevenn | U3 Tux npenapatos y
(4HavBHAYansHaR ynakosKa (ELIVATE) naumentos ¢
ToepAbie enaTuHOBIe HeaNKOrONbHbIM
vancynsi LING52 0,1 mr 8 crearorenatuom u
UHAMBIAYaNBHOR ynaKoske) ; uBpozom nevenn
ToepAbie menaTuHOBIe
Kancynsi 0,14 Mr
(WHavBHAyansHan ynakosKka
ToepAbie menaTuHOBIE
Kancynsi LIN4S2 0,01 mr 8
UHAMBIAYaNBHO ynaKosKe)
Oueria sbexThaHoCTA
 6ezonacHocTn
nponfonMmMaa 8
coveranm ¢
KOHUEHTpaT ana BCD-100-6/VIVACE "| ]
LeHTRaT An 3A0 "BMoKaa", 000000, r CaHKT- V! "
NpUroTOBAEHUA pacTBOpa ANA MerepGypr. 1 198515, 1. Ca OTKPBITOE KAMHMYECKOE HCCNEAOBaHME 3dHEKTUBHOCTH U Tepanveii (XJ1T) u BCD-
v " repGypr, ¢ , . Camiar- ;
624 2019-10-29 Npekpauero Owkonorst Mponronumat (BCD- uHysui 20 we/n; 1 KN 3A0 "BUOKAL" Poccus Nerep6ypr, MeTpoasopuoBiii 2019-10-29 2024-12-31 | NeBCD-100-6/VIVACE e © coderanim ¢ 27¢e Ha Hyrosa nioamuna puropoesia, samectateno
100) + BCD-217 KOHUEHTpaT aAna aiiol Crpes a Conai Tepanueit u BCD-217 ¢ nepexoAom Ha Nponronnmat e coueTanmm ¢ nponronumat e AMPeKTopa No OHKONOTUN
jiok, n. CrpensHa, ya. Conau,
NpHroTOBNEHMA PacTBOpa AR P " e AR XUMHONY|EBO TepaNHeli B CPABHEHWY C XUMHONY|EBOi Tepanweli | couetanu ¢ XAT 8
ur. A, Pocc
WHy3uit 5 mr/ma, 15 mr/ma v " Y NALMEHTOK C MECTHOPACNPOCTPAHEHHBIM PAKOM LWEHKN MaTKn cpasHeHnm ¢ XNTTy.
naumenToK ¢
MecTHopacnpocTpaHeHH
SIM PaKOM WeiiKY MaTKI
(PLIM)
OeHKa AONrOCPOHOT
6esonachocT u
exTuaHoCTH
. D910FCO0001 "OTHPLITOR, MHOFOLEHTPOBOE, MEKAYHAPOAHOE
Lypsanymat KoHLEHTpaT A7 AVKbIOBYA PAC Feam6X, 125167, 59107C0001 e oo p o aypsanymabay Bopowuiosa K.A. 3aseayliouan otaenom
599 2019-10-14 3asepueno Onkonorus (MEDI4736, npurorosnenua pactsopagna | IV | MMKM Actpadenera AB Weeunn . Mocksa, flenmrpaackii 20191014 | 2025-05-29 u P naupentos, OpraHU3aWMY KIMHHHECKIX HCCnEAOBAHAH,
" NeD910FC00001 GEKTUBHOCTI Y NALYIEHTOB, NOAYIAIOLX WK patiee
Vmuan®) Wncpyauii 50 mr/man npocexr 37A, kopn.14, nonysalowsw wnv panee oHKkonor
5 pamiax Apyrix (WAVE)
ero nonyuaswix 8
pamax Apyrix
npoToKonos.
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3asepueno

Npexpauero

Mpekpauero

3asepueo

Mpekpauero

Mpekpauiero

3asepueno

Onkonorua

Onronorua

Fematonorua

Onronorua

Femaronorua

Onrkonorua

Pesmaronorus

PuBoymim6 (LEE011)

SAR439859

AkanabpyTuHuG (ACP-
196)
(AKanabpyTuHuG,
AkanabpyTuHuG)

Vnataceptu
(RO5532961)

AGekcuHocrar (PCI-
24781,578454)

BCD-100

Kessapa®
(SAR153191/ REGNSS,
Capunyma6)

TabneTKM, NOKPbITbIE
NNIEHO4HOi 060104KON, 200 M

Kancynbi 100 mr

Kancyns! 100 M (¢nakou
30.000 Kancyn)

TaGneriw, nokpuiTeie
nNeHouHoM 060104KON, 100 Mr,
200 mr

Tabnetkn, 20 Mr

KoHUeHTpaT AnA
NPUTOTOBARHNA PacTBOpa AN
ryauii 20 mr/mn

PACTBOP 417 NOAKOKHOTO
sBeaeHyA 131,6 mr/mn (150
mr); 175 mr/mn (200 mr).

U3yHeHME KOMBUHaLMM
puBouMKkAMGa c
ro3epenuHa aueratom u

CLEE011A3201C I pasei i Tepanveii
KOMBMHaUYM PUBOLKAMGa C o3epenuHa aueTaTom 1 o cpasHenuio ¢
fi Tepanwei, c iino iy
000 Hosaptyc Gapma, 125315, avi6opy spata, y ® wn o yx00a Sommna [Aropseona, samecrrans
i | MMk HogapTic dapma AT Weediyapun Poccus, Mocksa, flermrrpanckuit | 2019-10-09 | 2023-1231 | NeCLEEO11A3201C naumenTok ¢ win v A puropeesta,
AMPeKTOpa Mo OHKONOTUM
fpocnexT, aom 72, kopn. 3, Poccns W merac pakom
MOMOUHOH HENE3bl NP NONOKHTENLHOM CTaTYCe Mo naumenTok ¢
cratyce -
uccneposanute RIGHT Choice MeCTHOpacnpoCTpaHEHH
oM
MeTacTaTHYeCK/M pakom
MORONHO eneabi
Onpeaennts,
cnococreyer v nprem
SAR439859 HyTPS &
Ao3e 400 mr
noBsiwenHIo
OTKPbITOR PaHAOMV3MPOBaHHOE HCcneaoBaHHe Il Gas,
. ssiuBaEMocTU Ges
Mpeacrasmtenscrao AD "Canou- NPOBOAVMOE B LEAX CPABHEHIA TEPANMIH aMLIEHECTPaHTOM
" . > nporpeccuposania
Canopu-asenTuc Pecepu 3, asentuc rpyn” (®panuas), " PO | (B6M) no cpasmenmio ¢ |  Mykosa Moamuna FpHropbesHa, samectuTens
b | MMKM P aHA ®panuna r.Mocksa, Poccuiickan Gepepauus, | 2019-09-23 2022-09-30 NeACT16105 ¥ MALMEHTOB C 3CTPOreH-eLIeNTOp-NoNoKHTENbHBIM, HER2- pasHeH) e a puropoesta,
Lesenonment SHAOKPUHHOT AMPEKTOpa Mo OHKONOTM
125009, r. Mocksa, yn. Teepckan, wan "
© MoHoTepanve,
,~ METACTaTUYECK/M PaKOM MOONHOM ENe3bi, pakee NonyuasLIX ?
BLIGpaHHOT Bpavom, y
fopMOHanbHYI0 Tepaniio
yaacTHmy ¢
Meracratueckam wan
MecrHopacnpocTpaHeHH
1M PAKOM MOAOUHOTH
eneabi.
oeHKa GesonacHocTi
nepeHocHMOCTU Tepani
000 "Mapekcens UHTepHIWHA D8220C00008 "®a3sa 3b. MHOrOUEHTPOBOE OTKPLITOE AKanaBpyTHMGOM y Iyavna A, 3ascayiouian oraenesmen
o | MMKM Actpadenexa AB Weeuua (PYC)", 121609, r. Mocksa, 2019-09-05 2025-12-31 D8220C00008 ceneaosaHme akanabpyTHHIGa (ACP-196) 8 0aHOM rpynne nauvenTos ¢ auHa LA, rem::‘:n:::nn A
OceHHumit BynbBap, 23, Poccus NaUMEHTOB € XPOHMUECKUM IMMBOLMTAPHBIM NEIKO3OM XPOHMUECKUM
MumbouMTapHbIM
nefikozom
vayueHme
pexTuaHoCTH
Wnaracepruba 8
. KomBUHaumu ¢
041101 "/Ag0iiHoe crenoe nnaueBo-KoHTPOAMpyEMoe W
aHAOMHIHPOBaHHOE HecnenoBanme lll basbi Ann Maysenvn AresonusymaGom u
©Xobgmari/1a Pow /1a, ——— . aGo Narmascenomy JyKosa NioAmina [puropbesHa, samecturens
W | MMKM | ®Xoddman-Na Pow Nta. Weeiiuapua Grenzacherstrasse 124, 4070 Basel,| 2019-09-05 2025-11-05 NeC041101 naumenTos ¢ v A puropvesta,
. Y naumenTos ¢ [AMIPEKTOpa N0 OHKONIOTMM
Switzerland, Weeliuapus MecTHopacnpocTpaHeHH
wn Tpab
; SIM HepeseKTabenbHbiM
PaKOM MOAONHO enesbi
Wk MeTacraTuseckum
TPYIKAbI HEraTHBHbIM
PaKom MOnOHOf
Heneast
oenKa sddexTUBHOCTA
JexapcraeHHoro
OTpLITOE UCCAeAOBaHME 2/ Ga3si € OAHO TPYNNOR Nedenn, & npenapara
. 000 "NNA AesenonmeHt KOTOpOM npenapar ] npu
KcaiiHomuk mHa A, 3aBeaylowian oTaeneHnem
I | MMM Ccwa (Cmonerck)", 214020, r. Cmonewck, | 2019-07-09 20220201 Ne XYN-601 MHIGMTOp TMCTOHALALETINGS) NPU leveHUN NAUMEHTOB C NeveHMM nauueHTos ¢ Ava AVIouan ot
‘DapmacbioTMKan3, UHK. M " . " rematonoruu
yuua Uleadenro, 4. 65-6, Poccis wan wan
Aumbomoli peparrepHo
donnnkynapHoit
Aumbomoli
BCD-100-5/FERMATA"™" BCD-100-5/FERMATA "MexayHapoaHoe I
> ayuenn
. . PaHAOMI3HPOBZHHOE ABOFIHOR CRENoe KAUKMNECKoe
30 "Briokaa’, 198515, . Cawir- ; pexTuaHocn
MNerej M5 . Ane 0480] . oswfr BCD-100-5/FERMATA BCD-1008 < e?aw:agn 120 yKoa /loamMUAa PUTOpbesHa, 3amecTHTe:
repGypr, Mer it ; npenapara BCD- n pina TpuropsesHa, 3amecrutens
| Mmkm 3A0 "BUOKAL" Pocca lerepbypr, NeTpoasopu 2019-06-17 2025-12-31 NeBCD-100- XAMMOTEpanye ¢ GesauaymaBom unu 6es Hero & cpaseHunc | o oP v v A Purop
paitoH, n. CtpenbHa, yn. CeAsm, A, " . NAaUWEHTOK C AMPeKTopa No OHKONOTUU
5/FERMATA nnauebo 8 c
34, Mut. A, Poccun "
C GesaunaymaBom WA 63 Hero y NaLMeHToK ¢ P
; paKom Wweiiki1 maTkA.
PACPOCTPaHEHHbIN PaKOM WeFikA MaTky
ouenka sdexTaHOCTH
Mpeacrastenscrao AD "CaHodi- ; ea 266
) ParaoMMIMpOBaHHOE, A80IiHOE Crenoe nnaueBo- # GesonacHocT
Canodu-asenTuc Pecepu 3, aseHTUC Ry (Gpanuu), AR oueHkn " Nykuwa T.B. 3aseaylowian oraenenmem
| MMKK A ®panumn r.Mockea, Poccuiickan Geaepauun, | 2019-06-13 | 2021-12-31 Ne EFC15068 u M v AYIOLLRA OTAS
Besenonment ¥ nauvenos ¢ naumentos ¢ peamaronoru
125009, r. Mockea, yn. Teepckas,
> aprepunTom rHraHTOKATOMHbIM

apTepumuTom
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. ouetka sbdexmBHOCTA
Mpeacrasmtenscrao AD "Canou- . )
" EFC15160 "PaHaoMManposaKHoe AgoliHoE cnenoe nnauebo- # GesonacrocT
Heasapa® PACTBOP A7 MOAKOMHOM Canopu-asenTuc Pecepu 3, asetuc rpyn” (®panuas), 10 ouene " Nykuwa 8. 3aseylouan oraenenmem
Pesmatonorua  (SAR153191/ REGNSS,  sseaenus 131,6 mr/mn (150 n K PUsHA ®panumn r.Mocksa, Poccuiickan Geaepaums, 2021-10-31 NoEFC15160 e " v VKiHa B, Saseayiouan oA
Lesenonment 6e30MaCHOCTH CApUYMABa Y NAUUMEHTOB C PeaMaTHHECK Ot naumentos ¢ peamaronor
Capunymac) wr); 175 mar/mn (200 mr) 125009, r. Mocksa, yn. Teepckan, " ;
g nonummanueii peamarueckoi
g nonummanrieii
Cpasnenvie sbpexTos
MockoBckoe npeAcTasuTenscTso P p Mé
apuunTHAGa n
BapuLMTUHUE AxumonepHoro O6uuectsa "3nu basei 3b/4, s ‘; u oo e 1. 3as0yr0Uan orGReHAEM
HMBUTOPOB PHO 8 B.
Pesmatonoma (LY3009104, Tabnetku 2 mr, & mr WAV | MMKM | 370 unau ang Komnakm cwa Junan Boctok CA.", 123112 . 2026-05-31 N 14V-MC-JAJA rpynnax, KOHTpOREM, no P v AYIoLIaR OTA
oTHOWeHMY passTun peamaronormit
Onymuant) Mockea, NpecHenckaa Y naumentos ¢ apTputom 3
: BeHo3HOM
abepewras, 10,, Lliseiiuapna
ouenka Gesonachocty,
nepenocumocTy,
dapmarorumeTuKM 1
abpextusHocTH,
Omep 2
Rs413 (OHkLooig  Koncvne B0 (Barika AO "P-Gapm’, 123154, Poccuitcian $asbi npenapara RS-113 417 oueHKw apdpexTuaHOCTH, TepanesTIeCKoR A03bI Y
nonumepHas 4nA Pepepauy, 0poa Mocksa, y1. " cuensio naumentos ¢ HyKosa ioamina FpUropbesHa, 3amecTurens
Owkonors (, RS-113 (OHK1- PHaR A 1 KN | 000 «P-Gapm Usteprewsiny Poccun ACPALR, rOPOA v 2028-04-02 CL01069052 _ u u v o purop:
0138 neKapcTaeHHbIX cpeacts 30 Bepaapwtia, 4om 19, kopnyc 1, onpeseneHyA TepanesTIECKO 403bI Y NALMENTOB € Meracratuueckim AMPEKTOpa Mo OHKONOTUM
xancyna) Poccun i paKom
npeaCTaTenbHOi Keneasi PESMCTEHTHbIM paKom
npeacTatensHolt
eneswi, pavee He
nonysaswinx
Xximmorepanitio
otkpuiToe
11 hazsl A1 oLeHKH " oueHka "
000 Hosapryc ®apma, 125315, 400 mr ¢
TabneTk, NOKpbITbie . a KyKosa Mlioamuna FpUropesHa, amectutens
Oronorns PUGOUMKAMG (LEEO11) ° " | MMKI | Hosapruc dapma AT Weeliapun Poccnn, Mocksa, fleHmHpaackiii 20251231 | NeCLEEO11A2207  [apomarassiy seHuyH 8 npe- u c ¥ eHuuH
NNIEHO4HOM 060A0UKOI 200 Mr , u AMPEKTOpa N0 OHKONOTMM
npocnext, Aom 72, kopn. 3, Poccun 110 PeUenTopam FopMoHO 1 HER2-HEraTUBHbIM PaKOM MOZIOHOM | € paKom MONONHOM
JeNeasi, KOTOpse paHee He No/y|anH HUKaKOF Tepanuk no weneabi
NI0BOAY PACNPOCTPaHEHHOTO 3360NeBaHIA
Ouenuts
bbeKTusHOCTS 1
6e3onacHocrs Tepanun
npenapatom BCD-217
0217 BCD-217-1/OBERTON "MesayHapoAHOE MHOrOLEHTPOBOe | (aHTi-CTLA-4 u aHTi-PD-
i ¢ 1)c
MoHoKNoHanbHoe
3A0 "Buokan”, 198515, r. CaHKT- " Tepanuy npenapatom
armareo npotms HOHUEHTPaT A7 Merep6ypr, MetpogopuoBbili NeBCD-217- 6e3onacocTH Tepanwy npenapatom BCD-217 (aHT-CTLA-4 u | BCD-100 (antu-PD-1) 5 |  Iykosa fliopmuna Fpuropsesna, samecturens
Oronorns CTLA-4-50mr  npurorosnewwn pactsopaana | Il | MMKM 3A0 "BUOKAR" Poccun h . 2024-12:31 y g
> paiiow, n. CrpenbHa, yn. Ceaau, A. 1/0BERTON aHTH-PD-1) C NPOAOMKEHMeM Tepanuu npenapatom BCD-100 cpasHeHMm ¢ AMPEKTOpa N0 OHKONOTMM
MoHoKknoHanbHoe  MHdyawit 5 me/mn, 15 mr/mn M -
34, Nur. A, Poccusn (aHTV-PD-1) & cpasHeHMM ¢ BCD-100 8
aHTUTENO NPOTUBE PD- 2 °
1-150mr KauyecTse NepBoit IMHWM Tepanum NaLMEeHTOB ¢ HepesekTabenbHoii | npenapatom BCD-100 8
g WM MeTacTaTUECKOf MenaHomolt Kavecrae nepsoi AuHMM
Tepanm naumenTos ¢
HepesexTaGensHoi au
MeracraThdeckoi
Menanomoit
€1 3¢ M C Womrkeion
@apmacsiotukan rayenne
PLM60 P’ 000 "AP-CU-TWU-TNIOBAN", ‘NeKapCTBEHHOO
Texnonomin (Unusawyan)
Oronor (MUTOKCaHTPOHa  PacTBOp AR BHYTPMBEHHOTO | vk P nrai 197376, r. Cankr-Netep6ypr, ya. 2022-06.30 | Ne CSPC-PLME0-MC- | PanaomuanposanHoe uccnepoaanve -l dassi npenapata PLME0 y | npenapata PLMOY
g 0., /1TA., AGHEpHAR rain 06- i P n
ruapoxnopuA BBeACHNA, 1 Mr/MA A : N 7_' % Npodeccopa Monosa, . 23, awr. 3 1201 NALMEHTOB C NepydepuiecKoii T-KAETONHOI NMMBOMOl naupenTos ¢
Komnakua i 3c Mu Cu
AMnocomanbHbI) Poccun nepuepuecko T-
Gapwmaceioukan [pyn, irg KneTouHOH AMMGOMOTE
(Cu 3 n Cu)
Ouenka sdexTmaHocTA
 6ezonacHocTn
npenapata Hasens6uH,
KancynsI, npou3soACTea
Nbep ®abp MeankameHT
MpocnekTMBHOE MHOrOLEHTPOBOE OTKPbITOE
. 4 MpoAakwH (PpaHuua),
000 "MEANKA ANBANC 3HA, KAMHUYecKoe no el N
npM npMeHeHMM
Hasenb6un® Mbep ®a6p Me, ame ®APMA COJIIOLLIEH3", 141292, PO, u3yyeHuio addeKTMBHOCTM 1 Ge3onacHocTH npenapata a z{ B: \epeoit Hykosa o, 2 [pUropbesHa, 3amecTiTe,
AbGHH o kament Kauecrae nepsoi AuHMM n pina TpuropsesHa, 3amecrutens
Owkonorua Kancynsi 20 mr, 30 Mr 1 KN P adp Meny parina Mockoackan oBacTs, r. 2018-12-05 2021-03-01 | Nerusscol2042018 | Hasens6uH®, kancynbi 20 Mr v 30 Mr 6 KauecTse nepeoii MHUN P v A Purop
(BuropenGuH) MpogakiuH * ; Tepanin & AMPEKTOpa o OHKONOTUM
KpacHoapmeiick, np. Mcnbitateneii Tepanun pexume ana y
MeTPOHOMHOM pexiMe
A2~ MALMEHTOB C METACTaTUYECKNM FOPMOHO3aBUCHMBIM Her2-
; ¥ nauventok ¢
HEraTMBHbIM PaKOM MOAONHON Henesbi
MeracTaTaveckum
fopMOHO3aBMEAMBIM
Her2-eraTeHbim
PaKoM MONOHOl
enesbi




uayuenme
apexTuaHOCTH M
6e3onackocTn
npenapara BCD-100
oTpbiToe ¢
3A0 "Brokaa", 198515, r. CaHKkT- 3¢ deKTMBHOCTI 1 GeonacHocTi npenapara BCD-100 (3A0 nnaTMHoOCOAEPKaLLE
KoHLEHTpaT A7 Merep6ypr, Metpoasopuossili Ne BCD-100- «BHOKARY, Poccu) & c i in HyKosa ioamina FpUropbesHa, 3amecturens
578 2018-11-21 3asepuwero Owkonorua BCD-100 npurotosnenws pacrsopa s | I [ 3A0 "BMOKAA" Poccun 1€TepoyPr, TIETPOASOPL 2018-11-21 2023-12-29 y - PO P v o puropbesria,
wbyonis, 20 mfon paiion, n. CrpensHa, yn. Cenan, 4. 4/CAESURA XAMyOTEpanWeit u GeaaumaymaBom & Tepanut nepeoit My | Gesaumaymabom AMPEKTOpa Mo OHKONOTUM
I, 34, Nur. A, Poccun NAUMEHTOK C PELMANBHPYIOWMM/NEPCHCTHPYIOWMM IMBO | Tepanuy nepsoii kMM
METaCTaTHuECKkM paKom Weiikn Markin ¥ nauvenTok ¢
peumavempyiowM/nepc
ucTUpyIowM B0
MeTacTaTHYeCkM pakom
weitkw maTkin
ayuenme
dapmarorumeTuKy,
6eaonachocT u
o ,
AO "P-®apm”, 123154, Poccuickan TKPLITOS,
RPH-002 Pegepaun, ropoa Mockea, yn. CL01002062 Ne RPHE0021 | o5 Nlogmuna Tpuropsesna, samecrurens
557 2018-11-06 Mpexpauyero Onronorus pacreop 4ns udysuii S mr/ma | I Ku A "P-Gapu” Poccna -AEPaLINA, ropoA ) Y1 2018-11-06 2027-12-31 | a¢dextusHocTM npenapatos RPH-002 1 3p6UTYKC® y naumeHTos | IpBUTYKC® ¥ nauveHTos v o purop: g
(ueryxcumas) Bepaapwtia, 4om 19, kopnyc 1, cL01002062 ; "~ " AMPEKTOpa Mo OHKONOTUM
2
ocenn NNOCKOKNETOYHBIM PAKOM rON10BbI U Wen MeTacTaTM4eckum nan
PeumaBHpyloLM
nnOCKOKNETONHbIM
paKom ronoBs 1 wen
ouenka a¢pexTHBHOCTH
KoHUEHTpaT A7
4 GesonacrocTu
npuroToBNEHMA pacTsopa AR
BHYTPMBEHHBIX UHGY3HTE aresomuzymata s
RO5541267 + + YTP! KoMBMHAUMY ¢
1200Mr/20mn Wk nnaue6o . .
(Aresonuaymat + P BO40747 «PaHAOMHIUPOBaHHOE ABONHOE CnEnoe MnaLe6o- HeoaabIoBaHTHOl
Nepryaymat + o KoHTPORMpyeNoe Uccreaosanve Il Gassi Mo oueHKe Tepanueii
T L actsopa amn ©Xobgmari/1a Pow /a, " AnM 24O | SHTPAUMKTMHOM N0 |y oor o uuna Tpwropbesha, samecTirens
551 20181031 3asepueno Onkonorus Teuentpuk + Nepera ™ PHAR PCTBODATA | | MKW | Xodepmans-/Ts Pouw iTa, Weliuapna | Grenzacherstrasse 124, 4070 Basel, | 20181031 | 2024-03-31 | BO40747 NeBO40747 c Vi Tepanveii + i cxeme ¢ v AN TPUTOpbEBa,
WHGY3iE 420 Mr/14 mn 4 AMPEKTOpa Mo OHKONOTUM
+ Fepuentun; Kancuna Switzerland, Waeiiuapns c
(Gnaxon 420 /14 ma) ;
(tpactysyma6 e o + +nepry. Wa paKHImK Craguax F—
amTanamk, o HER2-n03MTHBHOTO paia MOMIOUHOF ienessi naknTakcena+Tpactysy
NpUroTOBNEHMA KoHUEHTPaTa
R05304020)) Maba+neprysymaba y
477 NpUroTOBNEHUA PacTBOPa
p naumenTos ¢ HER2-
A7% Whdbyawii 150 mr (Gnaron
NONOKMTENLHBIM PaKoM
150 Mr 80 pnakone) "
MORONHO eneabi
ayuenme
MK3ATS K280 v 25 KOMBUHMPOBaHHOT
E7 PacTBOp AR UHPY: 495-03"" 495-03 "Wiccnenoanve 2 basbi 8 06AACTH Tepanuu, onpeaensiemoit
(Nembponuaymag + "7/ (100 mr/4 wa) (bnavon NIPELY3UOHHON OHKOIOTMM 10 OLIEHKE KOMBUHIPOBAHHOI 6Momapkepamu u
MZ4285+ 1.000 pnakow) ; pacreop A Mepk LWapn 31 Aoym NIC 000 "MC/] dapmacsioukanc”, Tz ;‘W " u N P " prepamn yxooa Sommna [oAropscona, samecrrans
547 2018-10-30 3asepuwero OnKonorvA WHGy3uii SOMr/2mn (25 mr/ma) [ 11 | MMKW | (noapasaenenue komnarmu CwA 119049,r.Mocksa, yn.Wa6onoska, |  2018-10-30 2026-07-31 495-03 N0495-03 panav, v N puropoesta,
Nensatunus, nem6ponvsymas (MK-3475, SCH 900475), y nauytentos c nem6powaymat y AMPEKTOpa Mo OHKONOMUM
(Gnakon 1.000 dnaron) ; Mepiu Ko. Mhi) 510, kopn.2, Poccun
Mewbpomiaymas + 2 o PACTIPOCTPIHEHHbINM HEMENKOKCTOHBIM PaKOM IEFKOTO naumentos ¢
MK-4280 + i . (KEYNOTE-495; KeylmPaCT) pacnpocTpaHeHHbi
1.000 pnakon)
Nengatunue) HEMENKOKAETOMHBIM
patom nerkoro
Ouennrs
abdertusHOCTs M
6eaonachocts
, yceoraupnoznta
Asoiikoe cnenoe
. . ; AonoHeHMe K
Pyceornbromm TaBneTkN, NOKPbLITbIE Talkco GapmacsioTaKan Ko. AO "Cepsbe", 125047, Poccuiickan " Terbopm
488 2018-09-20 3asepueno Avaberonorua v et nneHouHol 0Bonoukoi 2,5 mr; | 1 KM i g Ainowmn Geaepaunn, r. Mocksa, yn. flecwan, | 2019-01-01 | 20190831 | NeCL3-LUSEO-001 | nyceon s X ¥ nauventos o Mipryman AM.
" naupenT
Ve Smr nom. 7, Poccus €8pOEONAHON PaCh! C CaXapHBIM ANaGETOM 2 THa U UAEHTO!
eBponeomaHoi pacei,
HEAOCTATONHBIM KOHTPONEM FAMKEMI
CTPAAAIOLLIX CaxapHBIM
Aunabetom 2 Tuna n
HeaoCTaTONHbIM
KOHTPOREM FAUKEML.
ouenka a¢exTHBHOCTA
ACE-536-MDS-002"" ACE-536-MDS-002"" ACE-536-MDS-002 # Gesonacroct
“Orupsiroe, 371 assi, & 3
«oTopom " CpaHeHIM ¢ anosTHHOM
aces36 AMopunuzar ann . \ . P —— T T (npenapavACE7535)Bc:awenuncar{oamuom anba ara nevennn .
s 20180828 - mproromness pacraopa ana | | gy | Cemwaen Kopnopeiun cwn (Cnonenn, 214020, » Cmonerir, | 2018:0828 | 2026-1002 a7b§a A1 NeveHHA aHENMH, 0BYCIOBNEHHOT anemnn, Lyauna T.A. 3aseayiowan otaenchiem
NOAKOWHOFO BBCACHIA 25 MF 1 Celgene Corporation NeACE-536-MDS-002 | Muenopvcnnactusecksmyu cunapomamst (MAC) ¢ oens Huakam, | o6ycnosnemoit remaronorut
Nycnarepuent) ynuua Wesdenxo, A 65-6, Poccu
75 mr (¢1akoH 1.000 pnakok) HUKIM WA MIPOMEXYTOUHSIM PUCKOM No Wwikane IPSS-R, y | MuenopmennacTadeckim
nauwentos, pariee e nony " couens
KOTOPbIM TPEBYIOTCA NepeAMBaHHA SPHTPOLUTAPHOT MACChl |  HM3KIIM, H3KUM M
(Mccnenosarine «COMMANDS») npOMeNyTOuHbIM
puckom no wiane IPSS-R.




350 2018-07-19

318 2018-07-06

314 2018-07-05

315 2018-07-05

247 2018-05-28

135 2018-03-27

136 2018-03-27

OLEHKa KAMAIIECKOT
; SbdperTnBHOCcTH W
000 "HN® "MATEPUA MEAVKA 6eaonacnocTn
000 "HN® "MATEPUA XONAMHI", 127473, . Mocksa, 3-5 Kummecroe ° npenapara CyGerra y
3asepueno Avabetonorun Cy6erra Tabneri ans paccacsisanma | il KM ! Poccun (2R . 20180719 | 2023-12:31 Ne MMH-SU-006 rpynna " Mipryman AM.
MELVKA XONAVHT" Camoreunsiii nepeynok, 4.9, ; naumentos ¢
NPUMeHeNyA NpenapaTa CyGeTTa y NaUMEHTOB C HapyWeHHol °
Poccun HapywenHo#
TONEPaHTHOCTBIO K FloKo3e
TONEPaHTHOCTbIO K
tniokoze (HTT).
Ouennre
sdbexmmerocTs
aAbI0BaHTHO Tepaniu
omuentont am atesonuaymaom o
HEHTPaT A BIG 16-05/AFT-27/W039391"" BIG 16-05/AFT-27/W039391 KomBMHaLMn ¢
npuroToBNEHMA pacTeopa AR . .
" MHOrOUEHTPOBOE, PaHAOMHIHPOBaHHOE, OTKPBITOE apviosanTHOl
o/8 ubyaui 1200 Mr/20 v
J— (bracen 1200w/ 20 mt] @ .Xodmant-la Pow 1A, BIG 16-05/AFT- nccneponare lGasel aresoniaynata (asmimeno kPO-AL 0 | omworepanueita |y
Mpekpaweno OHKonorua . n MMKU | ® XodpdpmarH-/la Pow Nita. Weeituapua Grenzacherstrasse 124, 4070 Basel, 2018-07-06 2025-12-31 27/W039391 NeBIG 16| c i i1 Ha ocHoBe ocHoBe g
(Teuentpui) KoHUEHTpaT A7 4 ; AMPEKTOpa Mo OHKONOTUM
Switzerland, Weeiiuapus 05/AFT-27/WO039391 | aHTPaUMK/MHa/TaKCaHa B CPABHEHIM TOMLKO C XAMMOTEpanWeity | aHTpaUMKAMHa/TakcaHa
npuroToBNEHMA pacTBopa AR
4 NaUMEHTOB C ONEPaBEnbHbIM TPWKASI HETaTHBHEIM PaKOM | B CPABHEHHM TOKO ©
/o wdbyauit 840 /14 mn MOnoHO eneabi xmioTepanveii
(dnaxon 840 /14 mn) panieny
naumentos ¢
onepabenHbim TpHALI
HeraTHBHsIM pakom
MONOHO Henesbi
ouenka addexTUBHOCTA
. ; # GesonacrocT
pacraop an uHeKuwii 25 SHPG47-305 "PanomIspoBaKHOe, AsOiHoE crenoe, mnauebo- | " VT IROTH
/W A 75 mr/aan wnn Waiiep Xblomak pKeHeTuk 000 "NNA Aesenonment dasbi3e rpynnax Ka“:m:m 3| BoPAMH ALC. 3a5eayiouit oraenom natonoru
3asepueto FactposHTeponora  SHP647 (,SHPG47)  nnauebo (npesapuTenso | MMKY | Tepanws, Wnk. / Shire Human cwa (CMonenck)", 214020, r. Cmonerick, | 2018-07-05 2021-08-27 NeSHPG47-305 | ann ouenku sddexrvisHocTi 1 GesonackocT npenapara SHP647s |0 "‘:’ :ema | nomwenyaouwoli menesw, wensmenx nyreit u
3anonHenHbIii wnpwy 1.000 Genetic Therapies, Inc. ynuua Wesvenko, a, 65-6, Poccst KaECTBE UHAYKUMOHHOM TEpanyM y NaLMEHTOB ¢ 60NesHbI0 VGDAEB:W“K . BEPXHUX OTAEN0B NMLIEBAPUTENLHOTO TPaKTa
wn) Kpowa cpeaseit W Taxenoii crenenn takecti (CARMEN CD 305) 3 pora
cpeaveli wav Taxenol
crenenu TawecTi
oLenKa sddexTUBHOCTA
 GesonacHoctu
PACTBOP ANA UHBEKLWI 25 SHPGA47-307 "Para0MU3MPOBAHHOE, ABOIHOE Crenoe, nnaLe6o- | npenapata SHP64T B
ME/Mn uaK 75 mr/mn uaun LWaitep XblomaH [KeHeTuK 000 "NNA AesenonmeHt dasbi3e rpynnax KauectBe BopauH [1.C. 3aseaylowumii OTAENOM NaTONOTMK
3asepueno Facrposreponoma  SHPG47 (,SHPG47)  mnaueGo (npessaputensio | Nl | MMKM | Tepanws, Wik / Shire Human cwa (CmoneHcK)", 214020, . Conenck, | 20180910 |  2022-08-26 NeSHPG47-307 | A1 oueHKH 3ddeKTUBHOCTA U GesonacHocT npenapara SHPG47 8 |  noasepwusaloweli NOAKenYAOUHOT KeAe3si, MendHsiX nyTeit
3an0AHeHHbI wnpuL, 1.000 Genetic Therapies, Inc. ynuua LWlesuerko, A, 65-6, Poccua KauecTse NOAAEPKNBAIOLLIEN TEPANUM Y NALIMEHTOB C GONE3HBIO | TEPANUM y NALMEHTOB C |  BEpXHUX OTAEN0B NULLEBAPUTENLHONO TPaKTa
mn) KpoHa cpeaHeit unm Tamenoi creneni Taxecti (CARMEN CD 307) | Goneswbio Kpora
cpeaveli wav Taxenoli
crenenu TaxecTi
UayeHHe MKcasomGa &
KoMBUHaLu ¢
eKcameTa3oHoM 1
€16029 "OrpbiTOR, paraoMH3MpOBaHHOE MccnenoBanMe pasni2, | B
nomanuaomH,
Munnennym . 5 KOTOPOM CPABHMBAETCA NEPOPALHBIA UKCAZOMHG B AOMNA:
Vcazomn6 Kancynsi 2.3 mr, 3.0 mr, 4.0 wr, Papmacsiotukanc, Unk. / 000 "NA Aeaenonmen c " i Komburan ¢ [lyanHa I.A. 3aseayiouas oTAeneHHem
3asepueno Temaronorua cyner 2,3 o SOMLAOME | | Mmka P g cwa (Cmonencx)”, 214020, . Cmonenck, | 2018-07-01 |  2023-03-30 NeC16029 AeKcameTasoHoM y aual Aviouan oTA
(MLN9708, Hunnapo) 55w, Millennium Pharmaceuticals, KOMBUHALLN € ACKCAMETa3OHOM y NaLMEHTOB ¢ remaronoru
ynuua Ulesdenxo, 4. 65-6, Poccnn " ! ; naumentos ¢
Inc. wiwnn . ;
Muenomor penanBmpyoien
w/nn pedpakTepHol
MHOMeCTBHHOT
nmenomoit
oueHKa adeKTUBHOCTU
. o33HMMOAa NP
RPCO1-3201 "«MHOTOUEHTPOBOE PaHAOMM3UPOBAHHOE, ABOIHOE "W“A‘:M:
cnenoe, nnaueBo-KonTpoRMpyemoe uecneaosanve Il passi ¢ " ;
o3anumoa, Kancynbi 0,23 mr u 0,92 Mr Conmwen Mrirepnewnn I 000 "MuIcA", 191119, Poccus, o K:o e"" uuaa « Ho'p M:y " . : B" Acsarm ot :' WHAYKUMOHHOV Tepanim | Bopaun /1.C. 3aseaylouwi OTAenOM naTonorMM
«Cengpren VnTepHewHn 710 OLieHKM O3aHM NipMena sHyTP Npw i i
T ($naxonbi 12 kancyn no 0,23 mr| Il | MMKM “ e P Weeiiuapun r.CankT-Mlerepbypr, yn. 2018:03-27 | 2023-11-30 NerPCO1-3201 | Henin o: o A3 AR NPY . VIPb 1P IPOSEAS nauvieHTam co NIOAVKENY AONHOT JENE3bi, IEANHbIX NYTelt 1
- Tepanin wan
o3amMO, 35 kancyn 10 0,92 ocroescroro, 4,19\21, Poccn § cpeaneTae BEPXHINK OTAC/IOB MLLIEBAPHTENbHORD TPAKTa
) waw 35 kancy 1o 0,92 wr) Hocroeackoro, 4,19\ ” e e Somen oons & ot boe peaneTAKEnLIM UM PXHHX OTAE08 NMLLEB3PUTENLHOTO TPAKT
(ceneaoBaHHe 1 Mo OLieHKe MHAYKUMOHHOT Tepanuk) TKEALM TEEHEM
A u AYKU 60one3nu Kpoma 8
aKTusHoit dopme
fokazath
sbabexTusHoCTs
RPC01-3203 AgoiiHoe 8 cpasHeHun
03aHMMOA, kancynbl 0,23 mru 0,92 mr «Cengywen UnTepHewna Il 000 "Mu3cAi", 191119, Poceus, cnenoe, nnaue6o-KkoHTpoampyemoe nccneaosatue Il gasei ¢ ¢ nnaye6o Ha BopauH [1.C. 3aBeAylowmii oTACNOM NATONOMMK
Mpexpaueno FactposHTeponorua (0saMnmoa,  (dnavomsi 12 kancynno023mr| Il | MMKM e e Weeliapna .Cavikr-Terepbypr, yn. 20180601 | 2024-11-30 NeRPCO1-3203 | Le/blo OLEHKM O32HAMOAR ATA NDHEM BHYTPb D NPOBEACHIM ocHoBaHMM NOEnYAOHOI Keneasi, HendHbix nyTeit u
o3annmog) wnn 35 Kancy 1o 0,92 wr) " Hocroescroro, .19\21, Poccun i Tepann 0 wnn BEpXHIX OTAC/I0B NMLLEBAPUTENSHORO TPaKTa
TAXEeNbIM TeveHnem 6one3Hn KpoHa e akTeHoi Gopme KAMHWYECKOH pemuccim
W aaoCKONMNECKOrD

oTBera Ha nevenne




137

107

69

64

2018-03-27

2018-03-16

2018-03-14

2018-03-14

2018-02-20

2018-02-19

2018-01-31

Mpekpauero

Mpexpawero

3asepueo

3asepuero

3asepweno

3asepueno

Mpexpawero

TacTposTeponoru

Femaronorua

ractpoanTeponorus

FacTposHTeponorua

OHronorua

FacTposHTeponorua

Yponorua

o3akumon,
(03annmon,
o3annmon)

Poxcaaycrar (FG-
4592, ASP1517,
AZD9941)

SHP647

SHP647

MBO2 (Besaumsymat)

SHPE4T (, SHPE47)

Nowrupaza®
(Bosrvanyponnaasa
asokcumep)

Kancynbi 0,23 mr u 0,92 Mr
(bnakowsI 12 kancyn 10 0,23 mr
wnu 35 kancyn 10 0,92 mr)

Tabnetkn, 20 mr, 50 mr, 100 mr,
0 mr

PacTBOp A1A NOAKOKHOTO
BBeAeHYA 25 Mr/MA 1 75 Mr/mn

pacTaop an uHbeKUMi 25
Mr/mMn uan 75 mr/mn

KoHUeHTPaT 1A

NPArOTOBEHMA PACTBOPa AR

BHYTPUBEHHOTO BBEAeHUA 25
mr/mn

PACTBOP AR MHbeKLM 25
wr/mn wan 75 mr/mn
(npeasaputensho
3an0AHeHHbiii WP 1.000
mn)

CYNNO3MTOPUY BarMHanbHbIE U
pextanshsie, 3000 ME

«Cengpren WnTepHewmn Il

000 "Nu3cAi#", 191119, Poccus,

NpopeMOHCTPUpOBaTL
Aonrocpoukylo
6GesonacHocTs i

RPC01-3204 orkphiToe
nccnenosanme Il passl ¢ LeNbIO OUEHKM 033HUMOAA ANA NPUEMA

o03aHMmoAa NpH

BopauH /1.C. 3aseaylowuii OTAenOM naTonorun

| MMKN Weeliuapnn r.Canir-erep6ypr, ya. 20180501 | 2023-02:28 NeRPCO1-3204 NIOAKENY AOHHOT HENE3bi, IENHHbIX NYTelt 1
Cap» BHYTPb NPH /1eUEHIM NAUMEHTOB CO CPEAHETAXEbIM WIH | AeNeHMH NaLMeHToB co
[Docroesckoro, A.19\21, Poccwa . BEPXHUX OTAE/I0B NVLLEBAPUTENLHONO TPAKTa
TAXEAbIM TeueHuem Gonesi Kpoa B aKkTusHoi dopme cpeaHeTAXEnbIM WA
TAXEAbIM TeveHmen
60onesHu KpoHa 6
aKtueHoit dopme
ayuenme
apexTuaHOCTH M
6e3onackocTn
FGCL-4592-082 «PaHAOMM3MpOBaKHOE, ABOFiHOE Crenoe, | poxcaaycrara (FG-4592)
. NnaLE60-KOHTPOMPYEMOE HCCnEAOBaHHE 3 $azbl 477 UaYNEHWA | NPH AeNEHMM aHEMMN Y
000 "Mapexcens UntepHawn S(bEKTUBHOCTH 1 Ge3onacHoCTH pokcaycraTa (FG-4592) npn NaumeHTos 8 rpynne Llyanwa T.A. 3aseayiowan oraeneHem
n KM «dubpolex, Urk.» CWA (PYC)", 121609, Mockea, Ocenuii | 2018-04-01 2023-10-31 NeFGCL-4592-082 poxcaay P u PV auna [ A, Saveayouan oTa
NeveHUM aHEMAM Y NTAUMEHTOB B TPYMINE MEHbLWEro PUCKa Merbuero pucka remartonormm
6ynbeap, 23, 31ax 7, Poccun °
MMENOAMCINACTIMECKOTO CHHAPOMa (MIC) C HH3KOM MuenoaMCnacTHYECKOr
3PUTPOLUTaPHOT TPAHCBYIMOHHOT HarpyaKo/i (HTH) o cunapoma (MAC) ¢
HU3KOT 3PUTPOLUTAPHOT
TPaHCYIHORHOI
HarpyaKo
ouenka sddexTBHOCTA
[i80iiHoe Crenoe, paAOMM3HpOBaHHOE, NhaLie6o- 1 Gesonacroct
s ParA Ep . “r - npenapara SHP647,
Waitep Xoiomar [xenervic 000 "MINA Aesenonment e 3 S ¢ s otn 3¢¢EWB’LVOW ; npuMeHAemoro & Bopaut 1.C. 3aseaylowwi OTAEnOM NaTonorMM
m MMKW | Tepanus, Unk. / Shire Human CLWA (Cmoneick)", 214020, r. CmoneHck, [ 2018-03-14 2024-07-31 Ne SHP647-301 A I« i KauecTBe MHAYKUNOHHOM | MOZKENY/OUHOM Xenesbi, KeNuHbix nyTeil u
! 6e30nacocT npenapata SHP647, NpHMeHAEMOrO B KavecTae
Genetic Therapies, Inc. ymua Weadenxo, A 65-6, Poccu " TEPANUM Y NAUMENTOB C |  BEPXHINX OTACNOB NMLIEBAPHTENbHOM TPaKTa
UHAYKUMOHHOM TEPaNMY y TALIMEHTOB C A3BEHHBIM KOAMTOM
e A3BEHHBIM KOMMTOM
CpeaHeii v TAXEnO/ crenenn (ccneaosanve FIGARD UC 301) o vonATom
cpeaveli u TaXEnof
crenenm
oLenKa sddexTUBHOCTA
 GesonacHoctu
SHP647-303 "/]80iiHOE CAeNOe, paHAOMU3MPOBaHHOE, Nnauebo- |  npenapata SHP647,
; . ° rpynnax ® ;
UWaiiep XblomaH [lKeHeTHK 000 "NNA Aesenonment * BopauH [1.C. 3ase/yloLLuii OTAENOM NaTonOrMM
! CCneAOBaHME 3-1 B3l € LEAbIO OLEHKN SGEKTUBHOCTH U vavectse * °
| MMKY | Tepanus, Wnk. / Shire Human cwa (CMoneHck)", 214020, . Cmonerck, | 2018:03-14 | 2021-08-08 NeSHPG47-303 ; NOAKenYAOUHOT KeAe3si, MendHsiX nyTeit
6e3onacHocT npenapata SHP647, & KauecTse
Genetic Therapies, Inc. ynuua Lilesvenko, a, 65-6, Poccus - BEPXHUX OTAENI0B NVLLLEBAPUTENLHONO TPaKTa
NIOBACPIMBAIOLLETi TEPANMI Y NALYEHTOB C A3BEHHBIM KOAMTOM | Tepanhity NaueHTos ¢
CcpepHeit 1 TAXenoi creneni (uccneposarme FIGARO UC 303) A3BEHHBIM KOAUTOM
cpeaveli M TAXenOH
crenemn
ouenka addexTUBHOCTA
# GesonacrocT
npenapara M802 8
STELLA. PaHAOMH3UPOBaHHOE, MHOTOLIEHTPOBOE, penap:
MpeAcrasiTensCTao Komnanmyt ¢ " - cpasweni ¢
OrPaHMHEHHOM OTBETCTBEHHOCTbIO o Asacturom® &
«Ait 31 Cu Pecep IOKeit Séerruenocr u Geaonacocty npenapara MBO2 (Guoawanora KomBUHau ¢ Jyosa lioamina [puropsesHa, samecturens
W | MMKM | Mabxuenue Peced 0. Vcnanma P 2018-02-20 2020-12-31 Ne MB02-C-02-17 & CpasHenuH ¢ 5 ¢ " v H puropsesria,
Nuamures, Benukobpuranus (. KapGonnatom u AMPEKTOpa Mo OHIKONOTUM
KapBONNATUHOM 1 NaKAMTAKCENOM A1 NEHEHIA NALMEHTOB C
Mocksa), 115114, r. Mockea, nakamrakcenom y
HEMOCKOKAETOUHSIM HEMEAKOKTTONHbIM paKom nerkoro (HMPJT)
Netwuosckan yn., A 2, cTp. 1, naumentos ¢
cragun IIB/IV
HennoCKoKATOUHBIM
HeMeNKoKAETOuHBIM
pakom nertoro
ouenka GesonacHoctn
. NpM AAMTAbHOM
SHP647-304 "[lonrocpoyHoe paclumpeHHoe ucchenosanme dasel 3
Waitep XblomaH [xeHeTnk 000 "NNA AesenonmeHt A oLel Gesor :C ocn P e apa 2 SHP6A7 A auve ?)B ¢ npuMeHeHuun npenapata BopauH [1.C. 3aBeAylowmii oTACNOM NATONOMMK
HK1 GesonacHocT npenapar: naumenT
| MMKM | Tepanus, Wuk. / Shire Human cwa (CmoneHck)", 214020, r. Cmonewck, | 2018-02-19 2024-08-31 NoSHP647-304 AR O penap v nau | sHP647 y nauventos ¢ OAKENYAOUHOR Xenesbl, KeNHbIX nyTeit u
A3BEHHbIM KONWUTOM MAM BoNe3HbIO KpoHa cpeaHeil unm TAxenoin
Genetic Therapies, Inc. yuua Uleadenro, 4. 65-6, Poccis A3BEHHBIM KOAMTOM BEPXHIX OTACN0B NMILEBAPUTENLHORO TPAKTa
crenenm TaxecTy (AIDA) " ™
cpeaneit u TAxENOH
crenenn
vayuerme
séexTusHOCTA
6esonachocTn
i nnaue6o- | npenapara Nlonruaaza®
s NpM coueTanHol
000 "HNO Netposakc Gapw”, P
142143, Mockosckan o6nacts, . reynnax " Tepaniu GonbHbix ¢ 3uHmpenko M.6. 3aBeayiouii orgeneHem
[ K1 {000 "HNO Nerposakc dapm” Po g »" | 20180131 | 2019-04-01 | NeLonPro/Phiil 2017 npenapara , " i -
Mogonsck, c. Mokpos, ya. P g yponoru
peKransHbie 3000 ME Npy CoueTanHOli Tepanu GOMbHBIXC | MOUEBbIBOAALLIMX MyTeid
Cochosan, A 1, Poccun "
CHMITOMMA HUKHILX MOUEBIBOAALX NyTe Ha (poHe Ha gome
P i A enesbl o
rinepnasim
npeacratenshoit

Kenesbl




BCD-085
(MoHOKNOHaNbHOE
awTuTeno npotue
uiTepnelikuna-17)

~

2018-01-11 PacTBOp A/1A NOAKOKHOTO

B8€AeHNA 60 Mr/Mn

3asepueto Tenaronorus

KoHUeHTPaT At
NpWroTOBAEHMA pacTBOpa AT
BHyTPUBEHHBIX MHdy3Ui 1200

/20

Atesonuaymab
(RO5541267,
TeueHTpuk)

665  2017-12-19 3asepuweHo Onrkonorua

KoHUeHTPaT 1A
NPATOTOBEHNA PACTBOPa AMA
Hy3¥iA, 60 mr/mn

2017-10-31 Mpexpayeno OHronorua BCD-135

KoHuewTpat Ans

NPUTOTOBARHNA PaCTBOpa AN

BHYTPUBEHHOO BBEACHUA 20
mr/mn

421 2017-08-02 3asepweno Onronorms BCD-100

lla

Ku

3A0 "BMOKAL"

Poccua

3A0 "Buiokaa", 198515, r. Canxr-
Metep6ypr, MeTpoasopuoBbili
paiion, n. Crpentia, yn. Censu, a.
34, /lur. A, Poccun

2018-01-11

2021-12-31

NeBCD-085-6

BCD-085-6 "

TKPBITOR HECPABHUTENbHOE KAMHUYECKOe

Msysuts spdexTusHoCTb
v Gesonackoct
npUMenennA npenapara
BCD-085 & KomGMHaumm
€ ypcoaesoKcuxonesoii
Kuenotoii (YAXK) y

"
npenapara BCD-085 5 c i

6onbHbix nept

KUCTIOTOl /15 NENEHIR MAUMEHTOR C NEPBUNHbIM GHMApHEIM
XonawruTom

(MBX) ¢
cyGonTumansHbim
oreeTom Ha Tepanuio
VXK, He umeroumx
npusHakos
Aexomnencaumm
GyHKUMM nevenn

BunHyukan E.B. 3aseayioutan oTaenerem
renatonorm

MMKM

®.Xoddmann-Na Pow Nira.

Waeliuapua

. Xodbmann-a Pow A,
Grenzacherstrasse 124, 4070 Basel,
Switzerland, Wseiiuapua

2017-12-20

2024-12-31

MO039193 NeM039193

M039193"" MO39193"" MO39193 "MHoroleTpoBoe,
PaHAOMU3UPOBaHHOE, ABOIiHOE Cnenoe, nnalie6o-
KoHTpONUpyemoe, uccneposarue lll Gasbi no oueHke
" 8
XMMMOTEPANUeli Y NALMENTOB C GLICTPO NPOTpeCCHpYIOILIM

wan
METACTaTUHECKIM) TPOMHBIM HETaTUBHbIM PAKOM MONIONHOT
Henesbi

Ouernrs,
sbdexmaHOCTE
atesonuayaba s
c coseranun ¢
Xummorepanveli 8
cpashenwy ¢ nnaue6o 8
coseranun ¢

JyKosa Mlioamuna MpuropbesHa, 3amectutens
AMpeKTOpa o OHKONOTMN

Ku

3A0 "BMOKAL"

Poccua

3A0 "Buokaa", 198515, r. Canxr-
NetepGypr, MeTpoasopuoBbii
paiion, n. CrpensHa, yn. Ceasu, 4.
34, /1ur. A, Poccna

2017-10-31

2027-12-31

NeBCD-135-1

BCD-135-1

uaysenme
‘apmaKoAHeTIECKHX
caoiics, GesonackocT

oTkpBITOR

6e30naCHOCTH M MMMYHOTEHHOCTH penapata BCD-135 (3A0
«BUOKALLY, Poccws) (I dasa) y naunentos

cBoiicTs,

"
npenapara BCD-135 y
naumenTos ¢

OPMAMY 310KAHECTBEHHBIX HOBOOBPAIOBAHHiA PasAMIHbIX
noxanusauwi

bopmamm
3nOKaHECTBEHHbIX
HoB0OBpa3osanHii
pasnHbix
nokanusauwi

Baxos Muxann I0pbesuy

MMKM

3A0 "BMOKAL"

Poccna

3A0 "Buokap”, 198515, r. CaHkT-

Netep6ypr, MetpoasopuoBbIit
paiion, n. CrpenbHa, yn. Cens, A.
34, 7uT. A, Poccun

2017-08-02

2021-12-31

Ne BCD-100-
2/DOMINUS

"

aTane caoiicta
npenapata BCD-100 (3A0 «BUOKAZLy, Poccus) 8 MoHoTepanii &
CPaBHEHWM C AOLETAKCENOM B KaYECTBE BTOPOI AMHMK Tepanui
MAUMEHTOB C PACTIPOCTPAHEHHBIM HEONePaBebHbIM UK
MTACTATUHECKM HEMEAKOK/IETONHbIM PAKOM 1eTKOTO

Vceneposanme
3¢eKTUBHOCTA 1
GesonacHocTy, a Takke
bapmaKoKUHeTMIECKIX
caoVicTs npenapata BCD-
100 (3A0 «BUOKALY,
PoccHs) B MOHOTEpanU
B CpaBHeH M ¢
AoueTakcenom
KavecTee BTOPOV AUHMN
Tepanuu nauvenTos ¢
PaCPOCTpaHeHHbIM
HeonepaGenbHbIM uAn
MeTacTaT/ueCKim
HEME/IKOKAETOUHBIM
paKom nerkoro

KOHUeHTPaT ANA
MPUrOTOBAEHUA PacTBOPa ANA
BHYTPUBEHHOTO BBEACHNA 20

war/ma.

404 2017-07-26 3asepuweHo Onrkonorua BCD-100

MMKM

3A0 "BMOKAL"

Poccua

3A0 "Buokap’”, 198515, r. CaHkT-
NeTep6ypr, MeTpoaBopuoBbIit
paiion, n. CrpensHa, yn. Ceas, 4,
34, 7uT. A, Poccun

2017-07-26

2021-12-31

NoBCD-100-
2/MIRACULUM

BCD-100-2/MIRACULUM "

vcenenosatie

oTkpbITOR
KWX CBOMCTS, "
MMMyHOreHHOCTH npenapata BCD-100 (3A0 «BUOKA/, Poccws) 8

Y naupesTos ¢ i
MeTaCTaTAYeCKOM MenaHOMOM

wn

cBoiicTs, GesonacHocTn
1 MUMMYHOTEHHOCTH
npenapara BCD-100 y
naumenTos ¢
menaHomoit

BAxos Muxaun l0pbesuy

PurocepTv6 HaTpua
(ON 01910.Na)

401 2017-07-25 PacTBOp A/1A BHYTPHBEHHOTO

BBeieHuA 75 Mr/mn

3asepueno Fematonorua

MMKM

OHKoHOBa TepanbioTke,
k.

KPOMOC, 119331 yn. Kpasuetko,
A. 18, 0¢.58, Poccua

2017-08-01

2021-08-01

Ne 04-30

CpasHuTs obuiyio
aoixmsaemocTs (OB) y
nauvienTo 8 rpynne
neyeHnn purocepTubom
N0 CPaBHEHUIO C rpynnoit

vccnenosanve lll pasbl N0 OUeEHKe PUTOCEPT6a B CPABHEHMM C
METOAO0M NleYeHNA NO BbIGOPY BPaYa y NaUNeHTos ¢
MMENOAMCIAACTUYECKNM CHHAPOMOM, ANA KOTOPbIX TepanyA
okasanach it

nevenmn no
8bI6OPY BPaya, a TaKke B
obueit nonynauMu
nauveHTos v 8
MOATPYNNe NaUMeHToB ¢
OUeHb BLICOKHM PUCKOM
N0 NepecMoTPeHHOM
MeXAYHaPOAHOI
cHCTeme oueHKn
nporko3a (IPSS-R)

Lyanwa T.A. 3aseayiouian oTaeneHmrem
remaTonorm




384

300

296

216

172

2017-07-14

2017-06-02

2017-06-01

2017-04-21

2017-03-27

AINAS7
B
KosanTuke)
3asepueno Onwonorus BCD-145
KoBuronumon,
3asepuweHo FacTposHTeponorus
(DIMS0150)
3asepuero Owkonorvs Pykanapu6 (CO-338)
3asepueno Owkonors PuGoUMKANG

PacTBop /417 MHbeKuMiA 150 Mr
/1 mn (npesapurensho
3anonHeHHbIi wpHL
CexyknHyma 150 mr/Imr s
pacTsope A uHbeKuMA,
npenocTasAAeMom 8
NIPEABAPATENLHO 3aNONHEHHbIX
wnpuuax)

b

MMKM

Hosapruc Gapma AT

Wseiiuapnn

000 Hosaptic Gapma, 125315,
Poccus, Mocksa, JleHmHrpaackiit
npocrexT, Aom 72, kopn. 3, Poccun

2017-07-14

2019-12-31

Ne CAIN457H3301

SKIPPAIN (CKOPOCTS KyNMpOBaHA 60NEBOTO CHHAPOM Ha ote

Vayenne
apexTuaHOCTH M
6e3onackocTn

Tepanun

" cnosuuun
KOHTPONA 6O1EBOrO CUHAPOMA B MO3BOHOMHHKE Y NaLMEHTOB €
HCHaNEHYIM CTOHAMOPTPUTOM

¢
oS KoHTPOTR
60neaoro curapoma &
nossoHouHMKE Y
nauenTon ¢
akcuansHbim

JlykuHa IB. 3asenylousan ovaenenuem
pesmaronorun

KOHUEHTPAT ANA
npUrOTOBNEHMA PacTEOpa WA
Wiby3it S mr/mn

PACTBOp peKTanbHbIii 0,62
mr/mn uam 2,5 mr/mn uam 5,0
mr/mn

Tabneriw, nokpuTeie
nneHo4Ho# 060n0uKoi 200 mr,
250 mr, 300 mr.

TaBnerkn 200 Mr

Ku

3A0 "BMOKAL"

Poccua

3A0 "Buokaa", 198515, r. Canxr-
Metep6ypr, MeTpoasopuoBsili
paiion, n. Crpentia, yn. Censu, a.
34, /lur. A, Poccun

2017-06-02

2019-12-30

NeBCD-145-1

BCD-145-1 oTKpBITOR

KX,

ceoiicrs, "
MmMyHOreHHOCTH npenapata BCD-145 (3A0 «BUOKALLy, Poccus) (1
baza) 8 i

Y nauvenTos ¢ wn
MeTacTaTUYeCKon MeNaHoMON

bapmakokmHeTHIECKUX,
bapmakoauHamseckmx

Poccws) 8 MoHoTepanun

Mceneposatme

ceoiicr, GesonacHocTH
Y AMMYHOTeHHOCTI

npenapara BCD-145
(3A0 «BMOKAD,

y naumenTos ¢
HepesexTabenbHol unu
MeTacTaTUNeCKO#
MenaHoMO ipn
BHYTPUBEHHOM
sseneHm B
Bo3paCTaIOWMX A03aX

)ykosa /lioammna [puropbesHa, 3amectuTens
AVPeKTOPa N0 OHKOAOTM

MMKM

Wnflexc dapmacsioTikanc AB

Wseuywn

000 "Napexcens Unrepawnn
(PYC)", r. Mockea, Ocentuii
6ynweap, 23, Poccns

2017-06-01

2019-08-23

Ne CSUC-01/16

A03b1 A

oueHKM " y

¢deKTUBHOCTI NevenuA

(OCHOBHOI1 LeNbio
[AaHHOTO NcCneaoBaHNA
ABNAETCA OLEHKa

KoBMTONMMOAOM B
PasAMIHbIX 4033X M C
pasnuiHOl wacToToi
BBEACHIA B CPABHEHMH C
naue6o & oTHOWeHIM

nauvenTos WKbM
HECTIeUNUHECKOTO AIBEHHOTO KonNTa

KMHUECKO/ pemmccn
uepes 6 Heaens nocne
nepBoro npuMeneHmA

npenapata y nauvienTos
€O cpeaHeTAMENtIM U

TKENLIM 0GOCTPEHMEm

Hecneumpeckoro
si3BeNHOrO KoAWTa (HAK).

Napdenos AN,

MMKM

Knosuc Onkonomim, MHKk.

®unnan 000 "GapmachioThkan
Puceps Accowmaiie CuAR3C",
109028, r. Mocksa, yn. flysckas,
as,~

2017-04-21

2022-12-31

NeCO-338-043

C0-338-043 "APU3/1b4 (oueHKa pyKanapu6a 6 uccneAosaHmM
HOTOLEHTPOBOE PaHAOMUIUPOBaHHOE
o
XMMIOTEpANeli /1A NEdeHNA NAUMEHTOK C PELMAMBADYIOLIM,
UMEIoILMM MyTaLIO reHa BRCA, BICOKOT cTenen
3710KAHECTBEHHOCT SMMTEAMALHBIM PAKOM AMMHUKOB, MATOMHbIX
TPYG MAM NEPBUIHbIM PAKOM GpIOWHHI

Onpeaenuts
BbIKMBaEMOCTS Gea
nporpeccuposay no
ouenke uccneposatens
(ceBBN) cornacko
KpuTepusam RECIST
sepeun 1.1 ann
pykanaputa no
cpashenmio c
XumvoTepanvei.

Bapanhukosa T.8.

b

MMKM

Hosapruc dapma AT

Waeiiyapua

000 Hosaptic Gapma, 125315,
Poccus, Mocksa, JlemHrpaackiit

npocexT, Aom 72, kopn. 3, Poccua

2017-03-27

2020-12-31

NeCLEE011A2404

OTKpHITOE MHOTOLEHTPOBOE MccneAosakue lIlb dasbi c uensio

OueruTs Ge3onackocTs
“ neperocumocTs
puBounknu6a +
7eTPO307a Y MysKMH U
HaxogAMXCA B

oueHKm

LEEO1) 8 pnA nesenun

HEHUWMH
€ HR+, HER2-

HeHupH ¢
(HR+) HER2-
HeraTuaHbim (HER2-) pacnpoCTpaHeHHbIM PaKOM MO/IONHOI
eneast (pPMK), paee He NonyHaBLIM SHAOKPUHHO/ Tepann

MYKIUH 1 B e

paKom mMonosHO#
Kenesbi, KoTopbie He
nonysanm

no nosoay

fopmOHanbHO/ Tepanun
o nosoay
pacnpocTpareHHoro
3abonesanmn

Baxos Muxann I0pbesuy




150

2017-03-22

2017-03-22

2017-03-17

2017-03-06

2017-03-06

2017-02-28

2017-01-26

3asepueno FacrposHTeponors Konogopr
Nupdennaon
3asepuweHo MynbMoHONOMUs (RO0220912,
cGpuer)
o
3asepuweHo FacTposHTeponorus Anmarens® (anreppar
+ MarHua rapoKkcua)
B
GuaroTuHmG
B
PuroTHHNG)
unroTuHmG
B
UAOTUHNG)
"

Nonyuetne

AononHUTEnsHSIX
000 «HN® «MATEPUA XONAMHT", 127473, r. Mocksa, 3-# KanHUdecKoe pAI L, Saneayionn o7t "
Tabnerin ans paccacsisanma | IV Ku Poccun , 20170401 | 20201231 | NeMMH-KOL-003 6e3onackocTn NNy AOHOI Kene3si, KeniHbix nyTeit
MELVKA XONAMHT » Camoreunsiii nepeynok, 4.9, exTHBHOCTH 1 Be30nacHoCTH NpenapaTa KonodopT & neveHin
: g npenapara KonohopTy |  BEpXHINX OTAEN0B NWMLIEBAPUTENbHOM TPaKT
Poccun NaUMENTOB C GyHKUMOKANbHOM AMCnencielt
6onbHbix ¢
yHKUMOHaNSHOT
ayueme
®Xobdmann-Ia Pou Nz, oueson pbercuamoc Mupdesona y nawienon o Nupennaona
Kancyna 267 mr " KA | ©Xoddmarn-Na Pouw Nira, Weeiiuapua Grenzacherstrasse 124, 4070 Basel,|  2017-04-25 2020-05-31 Ne ML39355 - POEHNAOHA Y naumerTos e poeHmAoHay
4 avonaTNECKMM nerouHsIM GuBPo3om (W1®) 8 Poccuiickoi naumentos ¢
Switzerland, Weeiuapua "
KAHMNECKol NpakTKe avonaTwseckm
neroutbim dMGDO3OM.
(CS-ALMO1-17 «MHOrOLEHTPOBOE IPOCNIEKTUBHOE OTKPLITOE |  U3YNEHHE BAMAHMA Ha
npodMAL KMCOTHOCTH
oueHka "
LaGenn mepaTenHe 400 Teps GapMALESTECHHE 000 "Tesa". Pocen, 115054, 1. 1 6e30MacHOCTH neKapCTBeHHOr Npenapata Anmarens®, 6e3onackocTn Bopat 1.C. 3aseaylowwi OTAEnOM NaTonorMM
" Ku pMmal Mspauns g 4 " 2017-03-17 2019-12-31 NeCS-ALMO1-17 Tabnetin 400 mr/400 mr i KeNe3bl, ENUHbIX nyTel u
Mr/400 npeanpuATus NTA. Mocksa, yn. Banosas, .35, .
«Bankanbapma-[lynuiua Ally, BONrapua) M NEKAPCTBEHHOTO | Npenapara AMMarens® |  BEPXHINK OTAGNOB NMLIEBAPHTENbHOMO TPaKT
Npenapata MaanoKc®, TabneTkw seaatentHie, 400 mr/400 mr o cpasHenuio ¢
(npouasoacrea «Canodu-AseHTHC C.1A», UTanws) y 380p0BbIX neKapcraeHHbim
A06poBONbLEB 0B0ero Nora npenapatom Maanokc®.
I ouenka a¢exTHBHOCTH
(G5-US-419-3895 "[1g0iiHOE C/NOe, PaHAOMHSHPOBaHHOE,
. 4 GesonacrocTu
@unnan 000 "dapmacsiotukan
TaGieTia nokpeTue Fananaroc HB, Pucepu Accowmaiire CHAAIC, $a3b1 3 OueHki SeKTUBHOCTA W GesonacHocTh npengpara | TPeT2PAT3 GuATOTHHKG
NneHouHOM 0Bonoukoi 100mr, | Il | MMKM | Benbrua/Tuneaa Caviencuc, Benbrua/CLIA P . 2017-03-06 2023-06-30 NoGS-US-419-3895 s e lpenap Y naumenTos ¢ 6onesHbio Napberos A V.
109028, r. Mocksa, y2. iyackas, UATOTUHMG B BBOAHO/ (ba3e U (ase NOAAEPIEHIA PEMHCHN Y 4
200mr W, CLIA « 'V | Kpowa ot ymepenroii a0
a5~ nauventos Kpowa o1 a0 ?
BbipaEHHON Cenent
crenenm akTvsHoCTH
aktuBHocTH
VayaTh Gesonachocts
Gunroruua npn
ANMTENbHOM
[ —
naumeTos, Koropsie
3asepum W
m“:g:;v::;“;:iigmlz - Fananaroc B, a:;nc on ffcx::?fgf;;?" 65.U5.419.3896 G5.US. Gsrusr:;:rsaﬂszz”;airfvSA1973395"” GS-US-419-3896" GS-US-419/ kotopsie coomsererayor
| m | MMKW | Bensrua/runean Catiencue, | Bensrus/Clua i © | 20170801 | 20301230 |419-3896 NeGS-US-419. P Nappenos A.
200 mr (¢nakow 30.000 A 109028, r. Mockea, ya. iyackas, o npenapara v | npororone s
Tabnetox) N a5~ naumenTo ¢ Goneanbio Kpona pariee npoBoAvMOM
Komnakwed «Tuneaqy
ccnepoBaHM o
npumenentio
unrornma arn
nevenun Boneshu Kpona
(BK).
TabneTkM NOKpHITHIE Fananaroc HB. Sunuan 000 "dapmacsioTukan GSUSA183BI9GSUS-| (o OUEHKa AONTOCPOUHOR
IAEHONHOR 06OMOMKOR 100 M, | | itk | Gensrun/Tunean Cartencc, | Bensrua/CLUA PUCEPYACCOUDHTE COARSC", | 5017.00.01 | p0ge-1130 | A18389ESUSAIB- | e emocrn mpenapara dwnromniuG y nawestos ¢ | npenapara bwnrormiG Mapéenos AN
200 wr (nakor 30.000 A g 109028, r. Mocksa, yn. fiysckas, 3899 NoGS-US-418- . penap: ynay penap P g
Wk, CLUA A3BEHHBIM KOMUTOM ¥ nauventos ¢
Tabnetox) a5,~ 3899
A3BEHHBIM KOMUTOM
oueHKa abdeKTUBHOCTU
G5-US-418-3898 */lgolinoe cnenoe, "
‘®unnan 000 "Gapmacblotukan 6 2bu3 npenapata puAroTMHUG
TAGRETKY, NOKPLITLIE Pucepy Accoumaiite CA#3C, a3 AnA OLeHKM 3EKTUBHOCTH 1 Be3onacHoCT npenapata nauvenTos ¢
(NeHOUHOM 0BonouKoi 100 mr, | IHII | MMKW | runeaa Caiiencuc, Wnk. cwA P . 2017-02-17 2021-06-30 | NeGS-Us-418-3898 AR OL © penap ¥ naumenT Napbeos AV,
o 109028, r. Mockea, yn. fyackas, UATOTUHHG B BBOAHOT daze U dase pemmccny w
wr
as,~ nauvenTos i wan i crenembio i crenembio
A3BeHHOrO KoAMTa aKTUBHOCTH A3BeHHOrO
vonuta




CpasHMTS CKOPOCTE 1
crenenb abcopbum
neeneayemoro
npenapara KaneunTabin
RDPh_16_04 "«MHOrOUeHTPOBOE, OTKPBITOE, penap: u
(T) oTHOCHTENbHO
M npenapara cpasHenw
Keenoga® (R
Tabneriu, nokpiTele 000 «HAHO®APMA 000 (3P SHA W OAPMA, ! nal M‘e‘mu‘a Lv
17 2017-01-18 3asepueHo OHKonorua KaneuTabun e Dﬁ'unu::mﬁ oo [BeaneH| K AEBENONMEN Pocena 115088, r. Mocksa, yn. Vrpeuickan, |  2017-01-18 2018-08-08 NeRDPh_16_04 Kaneuuta6um, Tab/ieTku, NoKpbITbIE MEHOMHOI 060/104KOi, SO0 UNKD:DWECKMM BAxos Muxaun 0pbesmy
2.2, crp. 31, Pocoun Mr (000 «HAHO®APMA AEBENOMMEHT», Poccus), u Keenoga®,
. ° 3a6onesarmem nocre
TaBneTHM, NOKPBITBIE ANEHO4HOR 0BONONKOT, 500 Mr (¢, e
XoddmanH-/1 Pow /1TA,», LBEHUAPUA) y NaUMEHTOB ¢ puema p: A
2000 wr (4 Ta6nerin o
OHKOROrMeCK/M 3360NeBaHMENM
500 mr) u ouennTs
6uosKsmBaneHTHOCTS
ABYX MeKapCTBEHHbIX
npenaparos
Cpasnenve snuannn
" Tpex yposHel 403 A
CeMarnyTWAR A7 NOAKOKHOTO BBEACHAA OAUH P33 B CYTKM B | NOAKOXHOTO BBEACHHA
500 A ORKORHOT0 000 "Hoso Hopauc', 121614, . CpaBHEHMM C N1aUEBO Y NAUMEHTOB C HEANIKOTONbHbIM oanH pa3 8 ey sk £5. Jacenyiouan oraenemem
867  2016-12-19 3asepueno Tenatonorua Cemarnytua, PACToOp AT oA I | MMKKM Hogo Hopavck A/C Navun Mocksa, yn. Kpbinatckas, 4. 15, | 2016-12-19 |  2020-09-18 Ne NN9931-4296 72 ABoiHOE nnaue6o Ha wan 8. Saseayiouan oA
BBeAeHuA 1 Mr/mn renatonormm
oucal,~ cnenoe,
8 wectn paspewentte
napannensHbix rpynNax HeansKoronsHoro
oLenKa sddexTUBHOCTA
 GesonacHoctu
npenaj F-627,
Gunman komnarum c penapara F-627,
’ KOTOpbIF BBOAAT 8 X0AE
OrpaHMUEHHOT OTBETCTBEHHOCTbIO ;
. " MHOFOLLEeHTPOBOE PaHA0MI3NPOBaHHOE ABOIHOE Crenoe nepsoro ukna
0D 1A NOKONHORD Iienepo (LWanxaii) KosaHc KnuHuKan sma,
788 2016-11-08 3asepuwero Owkonors F-627 (6everpacrum) o 0P AN oA | MMKM | Kopnopeiiwk 1T, /Generon KHP/PRC Nepuannpysan Cepsucs 2016-11-08 2017-12-31 Ne GC-627-04 . Bx0B Muxavn I0pbesiy
BBepeHHA 20 Mr/Mn " npenaparta F-627 asb! lll € y4acTUEM MEHULMH C PAKOM MOOYHOM | NaLMeHTKM B Buae
(Shanghai) Corporation Ltd. Nunuren” (BennkoGpuTanus)., yn "
wenesw, ueckyio
Tpy6Has, a. 12, r. Mockea, 107045, "
UKCHPOBAHHOM A3 B
Poceus, Poceua
npeagapuTensHo
wnphue, &
cpasHeHuh ¢ nnaueo.
Ouenka sdexTmaHoCTA
;  GesonacHoctu
0611eCTBO ¢ OrpaHMieHHOM
MmyHOrnoByAMH npenapara
oTBeTCTBEHHOCTbIO
yenosexa . X OTKpbITOE MHOFOLEHTPOBOE MccneaoBakye IIl dasbl No U3yveHuio | MMMyHOrNOBYAUH
. MacrepMnasma" (000
HopManbHbil PACTBOP A1 BHYTPUBEHHOTO Aserep Ty, 601125 " npenapara (denosexa) ann yaunea . Sancayiouan orgenenen
749 2016-10-21 r sBeAeHun 10% 8o nakonax50 | Nl KN 000 «Macrepfinasmar Poccus o g g 2016-10-21 2017-12-31 Ne IGV-ITP-II (4en0BeKa) A1 BHYTPHBEHHOO BaEAGHWA, 10%, NPOU3BOACTBA BHYTPMBEHHOTO v LA Saseaytousan ota
Bnapumnpckan obnacts, rematonorum
uenoseka ana mn Merywmicrons pon, e KomnaHuK «MpoMeTuk BUoTepanbioTHKE MHK.», y NauneHTos ¢ Bseaennn, 10%y
BHYTPUBEHHOTO YUK . WAMONATMIECKOH TPOMBOLMTONEHMYECKOH NyprypOH nalmeHTos ¢
BonbruHCKWiA, ya. TuxeuHckas, 4.1, "
BBeAeHHA 10%) " wanonaTuieckoi
TPOMBoLMTONEHUNECKOl
nypRypoit (MT).
Uayuenme Tannmorena
Narepnapensexa o
KomBUHauu ¢
scroon ann 20130232 "MHOrOUEHTPOBOE, PaHAOMUIUPOBaHHOE e o
Tanumoren OO egesn 000 Amaen, 123317, Mockea, uccnenosanme dassi 16/3 no usyuenwio Tanumorena D
734 2016-10-17 3asepueno OwkonoruA narepnapensex (AMG °YTPOMY sens | MmkmM «AmmKeH VK> cwa MpecHerickan Habepsnan, A 8 crp. |  2016-10-17 2021-09-30 N22013023 s c B nevennn e Baxo8 Muxavn HOpbesiy
(1108 BOE/mn; 1106 ° . PeumanBHpyIoLLeTt Mnn
678) 1~ NaUMENTOB C PeLIMANBIPYIOWLE/: WAV MeTaCTaTHIECKOT 4
BOE/mn). ° , Meracratuueckoit
NNOCKOKATOMHO/ KAPLIMHOMOT FONOBbI U ek "
nnoCKoKAeTONHOM
KapUMHOMOTE f0108b1 1
wen
a
64304500CRD2001 "PanaomuampoBantioe, Asofiroe cnenoe, | OUeHKa besonacroctiy
Mopnnusar ann Arccen-Canar Vorreprowrn 000 "Mapexcens UtepHawnn & e
¥ npenapara INJ-
716 20161010 3asepueno FacTposHTeponoru INJ-64304500  npurotosnenwn pacreopaaas | Ib | MMKM e Benorun (PYC)", Mockea, 121609, Ocewtwit | 2016-11-01 | 2022-04-05 | Ne64304500CRD2001 |  2bs rpynnax 4nA oLeHKw DI P v Nappenos A.
naupenT
noaKoxHOro BBeAeHMA 100 Mr. 6ynbsap, 23, Poccun S¢deKTuBHOCT npenapata JNJ-64304500 y naumenTos ¢ ¥ naul
p ’ | akmmsnoit Goneswsio
aKTMBHO/ 60nE3HbI0 KPOHa B CTENeHN OT YMEPEHHOT A0 TAKenol oo
"




OcHoBHO Uensio
uccaeaosanmA ABnAeTCa
oueHKa nepesocumocTH
u GesonacHoct
paavodapmatesTecko
o npenapata «1241-
diabody» npu
; BLIABACHUM ONYXONEBbIX
Obectso c orparuseHHoit o
Obecrso ¢ orpanmenHof oTBeTCTBEHHOCTLIO €AgBaNcen Orwpuiroe, .
i ! kcnpeccupyloux HER2
umepsieammtena e oTseTcTBEHHOCTLIO Hyknaiia Teknonomkmcs (000 " P
657  2016-09-15 Npekpawero Owkonorua Anti-HER2 C6.5 (1241 ™ p’l"ee e:; | KN «Asancen Hyknaiia PO «AHTex»), 143026, Mocksa, 2016-09-15 2017-04-28 | Ne HER2PET-1-2015 npenapara «1241-diabody» ana i) meromon BAx0B Muxavn I0pbesiy
diabody) A TexHonomkucs (000 TepPHTOPHA UHHOBALMOHHOTO HER2 onyxonei P
«AHTexo) LienTpa "Ckonkoso”, yn. Manesisa, METO/IOM NO3UTPOHHO-3MHCCHOHHOI TOMOTPadUH pouHo
o SmuCcoNHOT
Aomd, Tomorpadun
BTOPOCTENeHHOM Lenblo
uccaeaosanmA ABnAeTCa
ouenka
AnarHocTeckoR
adextuaHocTi M13T ¢
npenapatom «1241-
diabody».
MAXIMISE (8e/jeHie naLyeHTos ¢ NCOpUaTMIECKIM apTPUTOM C
, agoiivoe | ouenka sddexTuBHOCTA
cnenoe, 6 52x "
CexykuHymat ACTBOP AANA MOAKOKHOFO 000 Hosaptuc ®apma, 125315, HeAenuHoe AR oueHKn " BeeAeHIA Nykuwa I.B. 3asenyiouian oTaeneHmem
8. "
550  2016-08-03 3asepuero Pesmatonorua KUKy pacteop Ans noay o | MMM Hosapruc ®apma AT Waeiiuapun Poccus, Mocksa, flenmrpaackuid |  2016-08-03 | 2019-12-31 Ne CAINAS7F3302 sseaeHun 6 032X 150 v v Aylolian oTat
(AIN457) seeaeHa 150 mr/mn pesmatonorun
npocnext, Aom 72, kopn. 3, Poccun 11300 My NAUMEHTOB C AKTUBHBIM NCOPUATUUECKVM aPTPUTOM C | NaUMEHTOB C aKTMBHIM
6es Watepanio|  ncopuathieckim
apTpurom
(HNBM)
Omkpeitoe
P npenapata
3Me301, AMOGUAMSAT AR MPUTOTOBNEHHA PACTBOPa AT TepanesTeckoit
MopnnusaT ann BHyTPHBEHHOTO BBEACHHA 40 M, ;
3meson n urotoentwﬁ seroopa amn 000 «MAA», 121087 Mockaa, yn. NE TE07-2015-ACT- | Hopmon,C A, Venanin  nekapersonmoro npenspara nexompt, | nexaperoammn Bopaui [1C. 3aneayioui oraenom natonor
514 2016-07-25 Npexpauero FacTposHTeponorua P pacreopa A " Kn Axtasuc Fpynn M1TC exd. Vicnanana Bapknas, 4. 6, cTp.5, oguc C115, | 2016-07-25 2017-08-11 ° pmon, CA. P penap Y™ P NOAKEAY/AOHHON JKEne3b, KeHIX nyTeit 1
(s30menpason)  BHyTpBEHHOO BBEACHHA 40 €50 ann pacreopa ann 3meson
Poccun BEpXHIX OTAE/I0B NMULIEBAPHTENSHORO TPaKTa
wr B5eaeHHA 40 M, NPOMIBOACTSa CAcTpa3eHeka ABy, seuus, y | Hekcnym® y nauvientos
nauventos ¢ i it 6onesHbio ¢ i
" i it 6oneanbio
6onesnn
Onpenennts
bbeKTusHyio u
Ao3y
; aKTynosbi 8
000 «MK flesenonmenT», 143026, PaHAOMU3MPOBAHHOE ABOIHOE CAenoe Nnauebo-KoHTpoAupyemoe KoMRAeKEHOM Tepanum ¢
TaBneTkI, NOKpHITHIE Poccuiickan ropoa Mockea, Tepputopusa KAMHUYECKoe ccnesoBaHme no noabopy apdexkTusHon AHIAGUTOPOM BopauH [1.C. 3aseAylowmii oTACNOM NaTONOMMK
476 2016-07-07 Mpexpauieno FactposHTepononua Nakrynosa °TH, noKpLIT [ AO "ABBA PYC" UHHOBALMOHHOTO LeHTpa 2016-07-07 | 201812-31 | Ne/IKT3-OM3N1-10/15 |  GesonacHoit ao3si naKTyno3si (AQ «ABBA PYC», Poccus) npu Top NOAKenYAOHHOT KeAessi, MendHsiX nyTeit
nneHouHolt 06004KoR 500 M Geaepaun NPOTOHHOM MmNy
«Ckonkoso», yauua Hobens, aom COBMECTHOM NPUMEHeHMN ¢ omenpasonom (YasTton®, KPKA, a.4., aUyeHToB ¢ BEPXHWUX OTAEN0B NULLEBAPUTENLHOMO TPAKTa
naupenT
7,~ HoBo MecTo, CroseHwa) y nauveHTos ¢ aucnencieii, : nnert
’ avcnencuedi,
accouMmposanHoli ¢ uHGMUMpOBaHHem Helicobacter pylori ;
P buump 4 accoUMMpOBaHHOI ¢
WHbMUpOBaHMeN
Helicobacter pylori.
Viccnegosanme
bapmarokmHeTHECKHX,
bapmaKopuHaNmeckx
v caoiicts,
3A0 "Buokaa", 198515, r. CaHKT- X,
Konuewrpar ana Netep6ypr, MeTpoasopuoBsiii CoO¥iCTS, Ge30MaCHOCTA M UMMYHOreHHOCTU npenapara BCD-100 | MMMYHOrenHocT
475 2016-07-07 3asepuwero Owkonorst BCD-100 NPUFOTOBAEHWA paCTBOpa AR | KN 3A0 "BUOKAL" Poccus lerepbypr, NeTpoasopu 2016-07-07 2021-12-31 Ne BCD-100-1 g V! penap npenapara BCD-100 BAxoB Muxann I0pbesiy
" paiion, n. CrpenbHa, yn. Censw, A, (3A0 «BMOKALy, Poccw) (I hasa) y nayvenTos c
WHby3Mii 20 Mr/mn (3A0 «BMOKALL,
34, Nur. A, Poccua IMY GOPMamu 310Ka! IX
# " Poccun) 8 MoHoTepanun
HOBOOGPa30BaHMI Pa3AMIHLIX NOKAAM3ALIE
NpU BHyTPHBEHHOM
sseneHum &
so3pacTaloux A03aX




454

449

447

448

439

403

2016-07-01

2016-06-30

2016-06-30

2016-06-29

2016-06-28

2016-06-14

®ochornms® YPCO
(Ypcopesokcuxonesan
3asepleHo Tenatonorua Kucnora + Kancynbi 250 mr+ 35 Mr
TMuMppusuHoBan
Kucnora)
3asepueno Pesmaronora ABT-494 Ta6neTkn 15 mr, 30 Mr
uodmuAmsaT ana
r NPUTOTOBARHNA PacTBOpa AN
BHYTPMBEHHOO BBeAEHMA 20
mr
Pacteop anA
3asepuwero OwKonorua 18R
sseneHnn 1,8 - 7,4 bk
KoHueHTpaT AnA
3asepueno Oonomn Asenymab NPUTOTOBAEHWA PacTBOpa ANA
(MSB0010718C)  BHyTpUBEHHOrO BBEARHH 20
mr/mn
MowaruHuG (AP24534,  TaGnerkm 10 mr, 15 mr, 30 mr,
3asepwero Tematonorua
Wknycur) 45 mr

OAO "®dapmcranaapT-

200815-FGU "OTKpbiToe

° rpynnax "
6e3sonacrocTn npenapara Gocdornms® YPCO, kancy i

ayuenme
apexTuaHOCTH M

Kncnora 250 mr +
Kucora 35 mr), npoussocTea OAD «bapmCTanaapT-

npenapara Gocdornue®

ono* Nexcpeacrsa”, 305022, Poccus, r. Poccun < YPCO ¢ npenapatom BukHyukan E.B. 3aseaylouian oTaenehuem
" KM " Poccun : 9 " | 20160701 | 20191231 | NeNe200815-FGU | copepwaumm ypconesokcuxonesyio kucnory 250 mr (Ypcodansk, Ypcodansk u
Nexcpeactsa Kypck, yn. 2-1 Arperatas, A. renatonorun
/15, Poren Kancynei 250 mr, npon3soAcTea Ap. Gansk MMEX, Fepmanys) u npenaparom
kwcaory 35 Mr Gocpornna® y
(®ochornus®, kancynsi Gocdonunnas 65,0 mr naUMeNTOB C HupoBO
wicnora 35 wr, ono i nevenu
«®APMCTAHAGPT-NeKCPEACTEY, POCCHA) Y MAUMEHTOR C KUPOBOF | HeankoronbHoit
AereHEpaUME NeveHH HEaIKOrObHOM STHOROTAY atuonornu.
cpashenvie npenapata
ABT-494 u nnaue6o np
i Wassic | ®
UeNbIo cpaBHeNwA ynagauMTHHMBa (ABT-494) u nnaLieio Npw x| AonoAHenve K Tepani
000 "36684", 125171, r-Mocksa, NIPHMEHEHYIM B AOONHEHME K CTABUNBHOMY PEXUMY Tepanit crangapTHBIMM
| MMk 36681 UK. cwa Nenmnrpanckoe wocce, gom 16 a, | 2016:06-30 |  2022-01-01 NeM13-542 o y Jlywana I.8. 3aseayiousan otaenenmem
crpoenve 1, Poccun NALIMEHTOB CO CPEAHETANENIM WM TAENLIM aKTHBHBIM GasncHbim peemaronont
Tevenvem aprpuTan oTseTom Ha
61ONOTUHECKIE Ga3MCHbIE MPENApaTE! WM VX HEMEPEHOCHNOCTbIO naumentos ¢
pesmaTonaHsim
apTpurom
Ouetka geficrens
npenapara GamoranH,
MuouANzaT A1
npuroTosREHUA
pacraopa ana
BHyTPUBEHHOTO
Mesk/AyHapoAHOE MHOTOLLEHTPOBOE OTKPBITOE BeeaeHin (cKamyc
Gapma S, Unaws) s
cpasHenum ¢ ;
000 "Pyc Buohapm”, 664009 r. npenapata ann Keamarene, | BOPAYH AC. 3aseaylouii otaenom natonoriu
W[ MMKK [ Kamye dapma fiTa” P . 20160701 | 2017-0801 | NeFAM-II05-2015 *| nomkenyaouHoli meness, wenwbix nyreii u
MpkyTck, ya. Wnpamosa, 36, ~ PacTeOpa AN BHYTPUBEHHOrO BBeAeHMA («Kamyc dapma iTan, nvobunnsar gra
BepXHHX OTA/I0B NMLLEBAPUTENSHORO TPAKTa
Mava) v npenapata Keamaten®, ana
PUrOTOBAEHMA PACTBOPa AR BHYTPUBEHHOTO BBeAeHMA (OAO pacteopa ans
«TepeoH Puxtepy, BeHrpua) y 340poBb
sveenwn (OAO Teaeon
Puxreps, Benrpun), ann
nonYMeHA AaHHBIX,
noaTeepARIOLX
TepanesTieckyio
SKeMBaneHTHOCTS.
vayverme
sbbeKTusHOCTA 1
GesonacHocTi
; Obuiecrao c orpanmienHoit Orwpsiroe, Kamnmieckoe vo
Obuiecrao c orpanmienHoit N
N oTeeTcracHHoCToi0 "LieHTp P ro npenapata «188Re-
| Kn T:“‘"””f“"”"’ﬂ Uertp Poccus "Atommea” (000 "Lietp 2016-06-29 2017-12-29 Ne ReNT-01-15 Koro npenapara «188R Ann BAx0B Muxann I0pbesiy
mwf‘:mnﬁgs‘)ue“p "Atommen"), 115230, r. Mocksa, ann i ii Tepann it
Bapwascroe wocce, 4. 46, ~ FenaToLeANIONAPHO KaPUMHOMbI paAMOHYKAMAHOT
epanin
renatouenMIONAPHOT
KapuHOMbI
ouenka sddexTUBHOCTA
4 Gesonacroctu
npenapara Asenymat
ormpuros, (MSB0010718C)
000 (MHBEHTUB XE/C 3 $asbi N0 LeHKe 3P$EKTUBHOCTH U Ge3onacHoCTH npenapata KomGukaun ¢
| Mmkn Natizep k. cwa WMHUKAT, 115034, PO, r. 20160815 | 2022:01-20 Ne B9991010 Asenymat (MSB0010718C) & c i | mmoTepannet v e BAX08 Myxan 0pbesi
Mocksa, TypuanHHos nepeynor, nocnenyiowet
Pl e xamworeganan  naunenros ¢ pance venesenom | "I
NUTENMANGHEIM PAKOM AMIHHKOS
naumenTos ¢ pariee
Henesensim
nUTEAMANBHBIM PaKoM
AMUHAKOB.
ouenka sgexTHBHOCTA
# Gesonacroctu
MpeAcrasiTensCTao KomnanMi ¢
OrPaHM4EHHOM OTBETCTBEHHOCTbIO AP24534-14-203 orkphiToe ":ae:‘a‘:;’::"‘ﬂ‘;:z::::;"y
0 | i | Taens Besenonmens cwn «Ait 31 Cu Pecep IOKeit 20160001 | 20250630 | Nepaasaana203 |0 $3361 10 oueke abberoriocta n Sesonacroctn pasmans| " O Lyauna T.A. 3aseayiowan otaenchiem

LienTep Amepurac, Uhk.

NumuTeny, BennkoGpuTanws (r.
Mocksa), 115114, r. Mocksa,
TNetHuosckan yn., 4. 10, crp. 4,

AO3MPOBOK NPeNapaTa MOHATMHMG Y PEIUCTEHTHEIX NALIMEHTOB B
P i cTapum xp i

nauventos s
XpoHMeckolt Cragnu
Xpowmseckoro
Muenoneiikosa

rematonorm




MlpeacTasuTenbCTs KoMMaHMHM ©

OrPaHM4EHHOT OTBETCTBEHHOCTbIO oTkpbIToR npenapara C HunoTumGom y

cwa €AV 31 Cu Pecep IOKet 20160901 | 20230930 | NeAP24534-15-303 o cpasneru ¢ v “

Nuamutesp, BenukoGpurau (1 VIMTUHMGY NaLMEHTOB B XDOHMECKO/ CTaMM XPOHUHECKOTD

Mocksa), 115114, r. Mockea, muenoneiikosa
Netwmosckan ya., A, 10, cTp. 4,

W3yuenne npenapata
404 2016-06-14 3asepueHo

MoHaTuhy6 & cpasHenm
MoHatHub (AP24534,
lematonorua

APUAL O
Tabnerkn 10 mr, 15 mr, 30mr. | Il | MMKH AR PapmaceioTukans
Mkaycur)

ik,

«
VMaTMHUBY naueHTos &
XpOHMeCKol CTaaum
XpoHmieckoro
Muenoneiikosa.

Lyanna A, 3aseayiowan otaeneHmem
remaronorun

Usydenume npumeHeHUa

Mem6ponmymata o
. Mepk LLiapn u floym Kopn.

374 2016-06-02 3asepuwero Owkonorua "e""ep"’;::’s")"as (MK pacraop ann urdysuit 25 W | MMKM | (nogpasaenenme komnarmm cwa

Mepk 1 Ko. MHK.)

. cpasHennio ¢
240-01 "Knuhueckoe uccneposatve Il dassl Ana uaydeHua °
onTumansHoi
(MK-3475) no .
" 2 > | noaaepwusaioueit

ONTUMaNLHOT NOAAEPIHBIOLE/i TepanHeli 5 KavecTe BTOpOT *
Ne240-01 ° Tepanueii b KauecTee

AMHMY TEPANUM y NALMENTOS C PACTPOCTPaHeHHOT !
) H  |svopoit nuum repanmny
aree

nauvenos ¢
cucTemHomy nevetmio (KEYNOTE-240) N .
pacnpocrpaHenHoii
renarouennIoNApHOT
KapuwHOMOT

000 "MCAl PapmacsioTukanc”,
119049,.Mockea, yn.WaGonoska, | 2016-06-02 2022-08-31
A.10, kopn.2, Poccus

mr/mn

BAX08 Muxaun l0pbesuy

Cpasms
sdbexmmerocTs
KOMGHHMPOBaHHOH
Tepanuy sHcmyTa
TpukanuA auumTparta (fe "
pre Pata (fe| ¢ f1.C. 3aseayiouis oTaenom natonornn
Hon®) ¢ nawTonpasonom * °
OKENYAOHHO ENESt, IENUHbIX TYTeit n
W MoHoTepanyio
BEpXHIX OTAE/I0B NMULIEBAPHTENSHORO TPaKTa
navTonpasonony
nauwentos ¢ HNBI-
WHAYMPOBaHHOT
racTponaTHeii wepes 14
2 ann nevenmn.

oTkpsiToe
AKUVOHEpHOE 0BieCTBD
349 2016-05-20 3asepueno Factposureponorun  AeHon (Bucwyra TabneTkH noKkpoiTele

dasei Ve rpynnax o
"Actennac Gapma’, 109147, . 6€30NaCHOCTH KOMGUHPOBAHHOT TEPaNY BUCMYTa TPHKAHA
© " v MK | Actennac ®apma tOpon 6.8. 2016-05-20 2018-03-31 | Ne 3593-MA-3026-RU
TPMKANUA AMUMTPAT)  NNEHONHOT 06ONIONKOY 120 M Mocksa, yn. Mapkcucrcxan, 4. 16, Avurpata (fe-Hon®) c nanToNpasonom & cpasHenim ¢
Poccun

Huaepnanzsi

=

MOHOTEpanVe NaHToNpasonom y nauenTos ¢ HIBM-
MHAYUMPOBaHHOW racTponaTwelt (BIGARD)

cpaswenme
addexTuBHOCTA U
GesonacHocTi
macuTUHUGa B
KomGuHauwm ¢ FOLFIRI
MPOCNEKTUBHOE, MHOTOLEHTPOBO., OTKPLITOR,
(MpuHoTeKaH, 5-
PaHAOMU3UPOBAHHOE, C aKTUBHbIM KOHTPONIEM UCCAEAOBaHMe 2-3
dropypaymn n
$a3bi, NPOBOAMMOE B 3-X NaPANNIENLHBIX FPYNINAX C LEAbIO

340 2016-05-18 3asepweHo Onrkonorua

O6uiecTso ¢ OrpaHuieHHO Kkucnota) ¢
TaBneTkN, NOKPBITbIE OTBETCTBEHHOCTBIO « CUHEPKM CpasHenun " ° MoHoTepanveii
MacuTuHua meaunar " Il | MMM AB SCIENCE Ppanunn 2016-07-01 | 2019-12:31 Ne AB12010 < FOLFIRI " 608 Mixawn IOpbeamy
0601104K0# 100 Mr, 200 M Pecepu Fpynn», 105066, Mockea, renoma) e " e ne

OnbXosckan yn. 4,45, cTp.10¢.4, ~ " - " Haunydweit
HaunyuwWeH NOAAEPKMBaIOLE/ TepanMelt 8 KaecTse Tepanuu N
A v noaAepKHBaIOLIEi

TPeTbelt WAV HETBEPTOM AMHUM Y NAUMENTOB € METaCTaTAYECKMM "

Tepanueit & kavectae

KOMOpEKTaNbHbIM paKom “
TepanuM TpeTbeit
4eTBepTO AMHMM Y

nauventos ¢
MmeTacraTieckim

KONOPEKTaNIbHBIM PAKOM

Cpasrms
senHBaEMOCTS Ges
nporpeccuposanwa (PFS)
¥ nauventos ¢
pacnpocpanenHo llb-
WV craueis
nnocKokneTOuHOT
; Gopmel
HemenKoKneTouHoro
. . 1l passi s
000 "wbapma’, 143026, r. " paka nervoro (HMP1),
Keusurocrat (INJ- Mocksa, Tepputopius Ne ONC-14-NSCLCIl-1- N r UMcnaamie | o supoBaHHIX 8
309 2016-05-05 3asepueno OnKonorua Kancynbn 1w, 5 mr | Mmkm 000 «HsioBar» Poccun g 20160505 | 20191231 | M CPBHEHMH C XUNMOTepaNMeii FemunTa6ui + LivcnaTi y Brx08 Mutxawn IOpbesmy
26481585-AAC) UHHOBALMOKHOTO LeTpa Qui3 ° - | rpynny repanun
naumentos ¢ WbV crogmeit
Ckonkoso, yn. Hobens, 4.7, Poccun ° KevawrocraT s
GOPMSI HEMEKOKTETOHHOTO PaKa AeTKOro B NepBoii AMHMH
KomBUHau ¢
repanun ’
xamvoTepanvieit
FemunTabun +

Uncnatn ¢ rpynnoii
Tepanuw Mraue6o s
KOMGHUHauM ©
Xumvorepanveit
TemunTabun +




Vsyuenne
addeKTUBHOCTA 1
6esonachocTi
KoMBHHaLMM
Muprayaexc 6 u
MorukTepdepon anbia-

oTwpbiToe,
vopnnusaT ann

i1 ¢asei 5 rpynnax
000 "renarepa”, Poccu, 109240, 10 u3yeHmio "
2a (nar-MOH anbda-2a) 8| Bunwmukan E.B. 3aseaylowan oraenenem
5 pacteopa ana [ Kn 000 "Tenatepa" Poccun r. Mocksa, yn. Paguuiesckas 2016-04-28 2020-10-30 Ne MYR203 B v npenapara anva- ( ba-2a) o AYIoULaR OTAS
’ i cpaswenm c renaronorun
MHBEKUWIT 5 Mr (pn1aKoH 5 mr) Bepxnsn, 4. 12/19, cTp. 1,~ "
movoTepanveii
npenapatom
NarunTepdepon ansa-
2ay nauenTos ¢
XPOHUMECKMM BUpYCHBIM
renatuTom aenbTa

297 2016-04-28 re

2a 8 cpaBHeHMM

abba-2a Y NALYEHTOB C XPOHNHECKNI BUPYCHBIM renaTuToM B ¢
Aenbra-arentom

[lokasate, 4to
uccneayemsii npenapat
HAH (Hudeaunin 0,3% +
uBOKauH 2,0%), Masb
A9 PeKTansHOrO U
HapysHoro

omkpuiToe,
McCneoBaHMe B NapanneNbHbIX rpynnax flo oLeHke npAMEHeHia,
HIH (Hberanmn + Ma3b 1A PEKTANBHOTO U 0BUUyecT8o ¢ OrpaHUIeHHOT 000 «OCT Pyc», 191014, r. CaHkr- . S napara | 200eKTMEHeE npenapata
212 2016-03-28 3asepwero KononpokTonorua A apyHoro npumenerya 3mr/r| Il KN oTBETCTBEHHOCTbIO Poccus Merepbypr, Kosewckuli nepeynok, | 2016-03-28 2017-03-31 | Ne NLN.3.1215.Ph3.01 PENAPATA | 5o 1 Aggakic, mazb ana
Nupokans) HIH (Hudeaunu 0,3% + naoKauH 2,0%), Masb AN PEKTANbHOTO
2.5, nutepa B, Poccua " - peKTanbHoro u
U HAPYHOTO NPUMEHEHWA, y NAUMEHTOB ¢ OCTPO/ aHANbHOT

" " " HapyHoro
TPewMHON Ha hOHE XPOHMNECKOT FeMOPPOUAANBHOM BonesHi
NpUMeHeHNs, B Tepaniu

ocTpOl aHanbHOl
TpewmHbI Ha poHe
XpoHUNeCKoit
remopponAanLHOM
6oneann

Kunzea O.B. 3aseaylouii oTAeneHvem natonoruu
KwesHnKa

+20mr/r «HosaMepukan

ycraHosAeHe
6esonacHocTn
neKapcTBeHHoro
npenapata
" CN01082020 " npocroe 50 mr npu
nvodunmsaT Ans 0611ecTBO € OrpaHmeHHOi
PUrOTOBAEHUA PacTBOpa ANA OTBETCTBEHHOCTbIO « CUHEPAMHU cnenoe MHAYKLA
160 2016-03-04 P MMKN AO «P-Gapm» Poccus 2016-03-04 2018-12-31 NoC cpasHenmn " " obuieit Cy660THH B.B.
BHYTPUBEHHOTO BBEACHNA 50 Pecepu Fpynn», 105066, Mockea,
Mponodona y NauueHTos pu NpoBeAeHM NNaHOBOro aHecresum u ero
mr Onbxosckan yn. 445, cTp.1 0.4, ~ " .
nevewa nop obueit ann

nauwenTos npu
NpoBEAHUM NNaHOBOTD
onepatueHoro nevenns
oA o6l aHecteaveit

Ouenka séexTharocTn
MoHoTepanuu MEDI4736
D419LCO0001 "PaHAOMM3MPOBAHHOE, OTKPLITOE, NO CPaBHEHWMIO CO
11l pazbl no i Tepanuei
000 "Acrpasenexa wayuenuio MEDI4736 & MoHoTEpanwm wa & xomsnn: un e nauvenTos ¢ HPMZKMM !
DapmacsioTukans", 125284, 2016-02-19 2021-03-30 NeD419LC00001 v P ouHaum ¢ u " BAx08 Muxaun I0pbesuy
& cpasHeHun Tepanueii | puickom panHeli cmepru
Mockea, yn. berosas A3 ¢Tp.1, ™~

PACTBOp 417 BHYTPUBEHHOTO
MEDI4736 + s8eeHMA 20 MT/MA

MEDI1123 (MEDI1123); pacteop ana ana | i

(Tpemenumymab)  BHYTPUBEHHOTO BBeACHMA 50
mr/mn (MEDI4736).

126 2016-02-19 3asepuweHo Onrkonorua

MMK# Acrpa3eniexa AB Waeunn

EPBOIA IMHM Y NALYEHTOB C PeLMAMBMPYIOLE Unu Ha OCHOBAHMM UCXOAHBIX
i ] i1 F0N08BbI M Weun CTOYKM

3penus o6uwieit
BbiMBaEMOCTH (OB).




Ouennrs,

s¢dexTmBHOCTS 1
Gesonacocts

TepanesThieckoii

PaCTBOp /1A UHTPaHA3ANbHOTO "

M ABYXKOMNIOHEHTHO#

BBE/CHNA NOBEPXHOCTHIIA

awTureH Bupyca renatuTa B
[rHBsAg] - 0,1 mr 5 1mn

KaHANAATHO BaKUMHbI
Hassak (cepauesnHHbIit

s OBuiecrso c orparmenHoi Orkpeitoe anTuren supyca
AApOBHIV aHTUTEH BUPYCA
OTBeTCTBEHHOCTbIO 10 u3yseHMo " renarura B (HBcAg) 1
renarura B [rHBcAg] - 0,1 mre 1 . ° -’ o " .
‘MexayHapoaHsiii p BaKuMHb awTuren
Hassak (sakunna aaa - wn (pnakon 1,6 wn npenapara 6oTexHONOTMMECKW ieHT] Hassak (cepauesmHHbiii anTures supyca renatwra B (HBCAg) 1 supyca renarura B BunHmukan E.B. 3aseayiowan oraeneHmem
70 2016-02-01 3asepweno Fenatonorua NeveHws BUPYCHOrO B0 naKoHe) ; pacTBop AnA n PKN 000 «MBLY «eHepuym» Poccua " " W uenTp 2016-02-01 2021-12-31 Ne K1-37/14 PAue! PY¢ e PY¢ N o AYIoULaR OTAS
Tenepuym"(000 "MBLL NOBEPXHOCTHBIN aHTUreH BUpYca renaTuTa B (HBsAg), Lientp (HBsAg), LieHTp reHHoit renatonorm
renarura B) FIOAKOKHOTO BBEACHHS . H “
> Tenepnym"), 127006, r. Mocksa, reHHOW MHeHepHM U GroTexHonorw, Ky6a, u npenapara UHKeHEPMN 1
NI0BEPXHOCTHBIV aHTUTEH
yn. Cagosan-Tpuymanshas, a. 4- anbha-2a), ® Xopdmank-/la Pow /ira, Ky6a,
supyca renarura B [rHBsAg] - "
10,~ LLIBe/iuapus, y NALMEHTOB C XPOHNHECKNM BUPYCHBIM renaTuToM B npenapara

0,17 8 1 M1 ABpOBbIlE aHTHreH Neracuc® (narunrepdepo
supyca renarura B [rHBcAg] - Hansda-2a),
0,1mrs 1 mn (pakon 1 mn ©Xowar/1a Pows
npenapara 8o dnakore) Na, Weeiiuapws, y
nauyenTos ¢
XPOHUMECKMM BUpYCHBIM
renaruom B.

CpasHenue npenapata
ABT-494 ¢ nnaue6o u ¢
apanumymaGomy

nauvenTos co Jykua I.B. 3asenyiouas otaenenuem
cpeaHeTAKeNbIM UM pesmatonorum
TAKENLIM AKTHBHBIM
Teuennem
PeBMaTOMAHOrO apTpHTa

M14-465"" M14-465 «PaHAoMI3UpOBaHHOe, ABOHHOE Crenoe
uceneposanme Iil Gasbl ¢ UeNbIO CPABHEHUA yNaaaUMTUHKEa ABT-
000 "36681", 125171, .Mockea, 494 ¢ naye6o 1 ¢ aRaNMMyMaBOM y NaLMEHTOB cO
64 2016-01-28 3asepuwero PesmaTonora ABT-494 Tabneriu 15 mr [ K 36681 UK. cwa TNlewmnrpanckoe wocce, aom 163, | 2016:01-28 2027-12-31 | M14-465 NeM14-465 CPEAHETAKENLIM UNM TAKENLIM BKTUBHBIM TeeHuem
cTpoenue 1, Poccus . boHosylo
Tepanuio U He pocTArwMX Ha

Hee

cpashenve npenapara
ABT-494 5 Buge
moHoTepanuM
11l gasi ¢ B onae
p (ABT-492), y panee
Uk pa3 B cyTkw B Buae " 5 Buae He nony Nlykwwa I8, 3aseayiowian oraeneHmem
y paee He nony nauwenTos co naumenTos pesmaronorun
CPEAHETAKENLIM WM TAKENLIM AKTMBHBIM TedeHEM €O CpeaHeTHENbIM UK
pesmatouaroro aprpuTa TAKENIM AKTUBHBIM
Tevenem
pesmatonayoro
aprpua

(ABT- 000 "366Bu", 125171, r.Mocksa,
66 2016-01-28 404) TabneTku 15 mr, 30 mr I Kun 668 NHK. CLWA JNenmHrpaackoe wocce, Aom 16 a, 2016-01-28 2022-12-31 NeM13-545
crpoerme 1, Poccns

uaysenme
Nem6ponuaymada o
peMMe MoHOTepanM &

oTkpsiToe 1l aser oo
MewBponiyuat (MK pacraop A niya 25 Mepk Wapn 1 Aoym Kopn. 000 "MCA GapmacsioTnkanc”, ewGponnaynata s perime mororepann o paarennc | B
79 2015-12-30 3asepueno OnKonorua ) . | MM | (nogpasaenerme komnari cwa 119049,r.Mocksa, ynWiaGonoska, | 2015-12-30 | 2020-12-31 Ne 119-00 7 apyram 10 | ereoameensnn Brx0s Mutxawn IOpbesm
Mepk  Ko., M) 2,10, kopn.2, Poccun BHIGOPY HCCNEA0BaTEA MPH METACTATHYECKOM TPHIKAS!
HeraTUBHOM paie MonouHoT seness! (THPMIK) — (KEYNOTE-119) | "PEN2P2TOM 1o 88iG0py
ueeneaosatens npu
MeacraTiieckom pake
MOnOUHO enesst
oueHUTS 3dpeKTHBHOCTS
acuTAHMGa &
KomBUHauu ¢
AB14005 "MMPOCTIEKTHBHOE, MHOTOUEHTPOBOE, ASOHHOE CAeNoe, | upHHoTeKaHoM y
Oiectso ¢ OrpanmenHoit naupenos ¢
790 2015-12-28 3asepueo Owkonorua MachTusu6a mesunar TaAeTKH, noKpeITlE W | Mmrm AB SCIENCE Oparua OTBETCTBEHHOCTBIO « CUHEPAY | 515 1) 7 2022-12-31 NeAB14005 3 basbl Ann oueni " BAxos Muxann IOpbeauy
oBonovKoi 100 mr, 200 Mr Pecep Fpynn, 105066, Mocksa, s 3 ¥ naumenTos ¢ nwesoga u/nnm
Onsxosckan yn. 4,45, cTp.1 0p.4, ~ IO3/HYIMI CTaAMY 3AEHOKAPUMHOMI MMULESORa W IKeNYAKa, C | enyKa Ha nosawert
PEUVANBOM NOCIE XMMHOTEPaH NEPBOft MUHMH cranyn, nepenecunx

peunavs nocne
XuMHOTepanM nepsoi
o




780

779

759

741

739

2015-12-28

2015-12-28

2015-12-17

2015-12-11

2015-12-11

NanGounkan6 (NA-

Kancynsi 75, 100 Mr, 125 mr
(nanGouwknw6); pactsop ans

3asepuero Onwonorun 0332991) + "
T ——
Oynsecrpant
50 mr/mn (bynsecrpan).
KoHueHTpaT A
Bennepa
Npuocraosneno Onronorun nprorToBneHMA pacTsopa A
(PuryKcumas) .
WHy3it 10 mr/mn
Kpem 41 mecTHOrO U
Avecten (ngokanH + peM A
3asepueHo Onkonorva HapyHOTO NpUMEHeHHA 2,5
MpunokauH)
2,51
Ta6erk, nokphiTe
3asepweHo Owkonorna Macutunnb mesnnar
0B0n0uKO/ 100 wr, 200 Mr
uodmnsar arn
r 3 pactaopa an

MHbeKUWiA 2 M, 5 M

MMKM

1. Npaiisep Numuten / 2.
Actpa3enexa IOK Numuren
cnomcop «Mepyka CaenTua

WhHosesiiuLien pecepy

C.N1», Venanus

BenuKoGpuTaHMA

O6ecTBO ¢ OrpaHmeHHON
OTBETCTBEHHOCTBIO « CHHEpANM
Pecepy Fpynn», 105066, Mocksa,
Onbxosckan yn. 4,45, ctp.10¢.4, ~

2015-12-28

2020-05-31

NeMedOPPO67

o
11 basbl N0 OLieHKe S PeKTUBHOCTH 1 GesonacHocTh
8 wnu
¥ namenTok ¢ HER2-HeraTusHbim, ER-NO3NTUBHBIM
METACTATU4ECK/M PAKOM MONOHHO Henesbi (PARSIFAL)

YcTaHoBeHve
GesonacwocTu
nanGounkuGa s
KOMBUHALMY C
dynsectpanTom uan
1NeTPO30NOM 1 X
agdexTuBHOCTA ANs
naumeHToK ¢ HER2-
HeraTueHbIm, ER-
NO3NTUBHBIM
MeTacTaTUeCKHM PaKoM
MOOUHOI enesbl

BAX08 Muxaun l0pbesuy

3A0 "TEHEPMYM"

Poccua

3A0 "TEHEPUYM", Brapgummpcekasn
o6nact, MeTywmHckiii paiion,
noc. Bonbrurckwit, kopnyc Ne 17,
Poccna

2015-12-28

2018-02-01

Ne Ki-31/14

AgoiiHoe

[DokasaTenscreo
TepanesTudeckolt
IKBUBANEHTHOCTH

uceneayemoro
npenapara flennepa

cnenoe

rpynnax

"
npenapara flennepa (Putykcumas, 3A0 «TEHEPUYM», Poccus)
npenapara Ma6repa (PUTykcnmat, «® Xobman-fla Pow,
Wiseliuapus) 5 kavectse moHoTepanwu y onbHbix ¢ CD20

( ,3A0
"FEHEPUYM", Poccua) u
npenapara Ma6tepa
(PuTyKCUMAG, «®
Xoddman-Na Pow»,
Waelivapus) y
nauentos ¢ CD20
NONOMKMTENBHBIMM B-
KITOMHbIMM
HEXOMHKAHCKUMIN

-V

Ku

AO <Xumitko-
dapmaesTuieckwii
KoMBUHaT CAKPUXMH) (AO
CAKPUXMHY)

Poccna

AKUUOHEPHO OBILECTBO (XUMUKO-
bapmaLesTUeCKuli KoMBUHAT
GAKPUXMH» (AO «AKPUXVH»),
142450, Mockosckas o6nacTs,

Horuwckuli paiio, r. Crapan
Kynaswa, yn. Kuposa, 29, Poccun

2015-12-17

2017-11-01

Ne LIHMP_04/15

[1B0ViHOE CAENOR MHOTOLEHTPOBO CPABHHTENbHOE

"

6€30NaCHOCTH NPUMEHEHUA NPENaPaTOB AHECTEH, KPeM AN
MECTHOTO W HapYJKHOTO NPUMEHEHN (AD XUMUKO-
bapmaLesTUeckuli KoMGUHAT «AKPUXMH», Poccus) n IMIAT,
KPEM 13 MECTHOTO U HAPYKHOTO NpUMeHeHMs (Pecndapm
Kapnckora AB, LLIBeus) Npu aHECTE3UN KOKM NPU NOBEPXHOCTHBIX
XUMDYPIVHECKUX BMELIATeNbCTBAX

Onpepenete He
MeHbuel
3ddeKTuBHOCTA M
6esonacHocTn
npUMeHeHwA npenapata
Avecten, kpem A
MECTHOTO U HapyHOrO
npumenenns (AQ
«Xumuo-
bapmauesTiiecKuit
KOMBUHAT CAKPUXUH»,
POCcUA) o cpasHeHiio ¢
npenapatom 3M/IA®,
Kpem ANA MeCTHOrO 1
HapYXHOTO NPUMEHeHMA
(Pecudpapm Kapnckora
AB, Weeuys) ana
aHecTesum KoM npy
OBEPXHOCTHBIX
XMpYPrUeckiX
BMewaTenbCTBaX.

BAx0s Muxaun l0pbesuy

MMKM

AB SCIENCE

Ppanunn

O6uiectso ¢ OrparmenHoi
OTBeTCTBEHHOCTBIO « CUHEpAKM
Pecepu Fpynn», 105066, Mocksa,

Onexosckan yn. 4,45, cTp.1 004,

2015-12-15

2016-12-31

Ne AB12006

oueHNTS SbpeKTUBHOCTS
v Gesonacwocts
macuTMHMGa B
coseranmn ¢ FOLFIRI

i 3 34
$a3bl, NPOBOAMOE B 2-X NAPANENBHbIX TPYNNAX C UENbIO

5
dTopypaumn

cpasHeHma w B
CFOLFIRI 5. "

wicaora)

‘$onummesan kucroTa) c nnaue6o 8 komGuHauuw ¢ FOLFIRI npn
Tepanyy BTOPOV AMHAN Y NALMEHTOB C METACTATUHECKMM
KOOpEKTaNbHbIM PaKom

no
nNaueso s KomGuHaLMN
CFOLFIRI & kavectee
BTOpOif AMHMH Tepanun y
nauventos ¢
MeTacTaTuseckim
KONOpeKTaNbHbIM PaKoM

Baxos Muxann I0pbesuy

000 "renatepa"

Poccua

000 "lenatepa”, Poccua, 109240,
r. Mocksa, yn. Paguuiescran
Bepxuan, A 12/19, cTp. 1,

2015-12-11

2018-06-01

Ne MYR202

P! KAuHueckoe
" 3-xA03
npenapata MupKnyAeKc B 1A 1eYEHHA NaUMEHTOB XPOHUYECKAM
renaTiTom B C AenbTa areHTOM B Teuerye 24 Heenb B CoveTaHuM
c an

OcHOBHOV enbio
MCCNeA0BaHNA ABNACTCA
3yvenne sbexTa
Mupknyaekc b Ha
yposeHb HDV PHK Ha
ore apdexTMBHO
cynpeccum penamkauum
HBV v n3yenma

BUpyca renatuTa B, & cpasHeHn ¢
ANA NOAABNEHNA PENAMKAUMM BUPYCa renaTuTa B

c Koro
AeiicTBuR ABYX
npenapatos Ha

CHUXEHME YPOBHA

HBsAg.

BuHHuUKan E.B. 3aseayioutan oTaeneHmem
renatonorm




717

720

672

635

564

2015-12-03

2015-12-03

2015-11-18

2015-11-05

2015-10-07

Mpekpauero

3asepueo

3asepuero

3asepueno

3asepweno

Tenatonorua

Onronorua

Yponorus

Onrkonorua

FacrposTeponorua

114025

MEDI4736 +
MEDI1123
(Tpemenumymat,
MEDI4736 +
Tpemenumymac)

Hedpocren®

Louekan
(Bouerakcen,
Bouekan®)

factpocrar
(Pe6amunua)

Kancynsi 10 Mr

pacTsop Ans uHpy3wii 50
mr\wa, 10 mn pacteop ana
uHy3wit (500 mr\dnakon)

(¢nakow ®nakow 10 mn,
CopepKaLil KOHUEHTPaT AN
NPATOTOBEHWA PACTBOpa AMA
wndy3uii) ; pactsop ana
wry3ni 20 M\, 20 mn
pacTaop 4 uHpy3wii (400
mr\dnakow) (pnaKoH Gakon
20 w1, 3anonHenbiii
KOHUEHTpaTOM AN

NPATOTOBEHNA PACTBOpa AMA

rdysuii)

TaBneriut nokpbiTsle
fineHouHON 06ONOUKON

uodmmzaT ana
ApUrOTOBAGHMA PaCTBOpa ANA
nHdy3nit 80 mr (dnakoH 80 mr
AoueTakcena 80 pnakone) ;
uoduAmzaT ana
ApUrOTOBAGHMA PacTBOPa ANA
Hy3wii 100 mr (Gnakon 100
Mr AoueTakcena 8o dakone)

Tabneriun
KwesHOpaCTBOpHMble ¢
NIPONOHTMPOBaHHBIM
AeiicTauem, nokpoiTsie
06onoKoii 300 mr

3A0 "Mccneposatensckuii
MHCTUTYT Xumudeckoro

Ouenka abdeKTUBHOCTU
npenapara 1-4025 5
KOMBUHALMY C
NernAMpOBaHHbIM
uHTEpdEpOHOM U
pu6asupuHom no
cpasHenmio ¢ Mnaue6o 8
c

. | nerwnuposanmsim
000 "UHTeNNneKTyaNnbHbIi " NA-4025 Ha ¢ BunHuuKan E.B. 3asesylowan otaeneHem
| PRM v Poccun PasHooGpasua”, 141400, Poccus, | 2015-12:03 | 2017-12-31 |  NeHCV-ID4025-03 i A M WHTepdepoHom u u AvIowan oTA
avanor Tepanin " renatonorun
Mockosckan 06aacTs, . Xumkw, yn puGasupuHom no
PUBABMPHHON Y NALMEHTOB C XpOHMIECKIM renaTiToM C (reHoTn
Pa6ouas, 4, 2a, kopnyc 1, ~ uactote passua
1), paHee He NOAYABLIMX NeveHMs
pathero
supyconorieckoro
oteera Ha Hepene 12
(PBO12)y naupentos ¢
XPOHMHECKMM renaTuTom
C (revorun 1), panee He
[ —
V3yieHme MoHOTepanu
npenapatom MEDI4736
Me3ayHapOAHOE MHOTOLiEHTPOBOE OTKPITOE yrTepanAy penapatom
AVHapOA HeHTP - o MEDI4736 5
000 "Actpa3enera KomBUHau ¢
D419BC00001 MoHoTepanuu npenapatom MEDI4736 u Tepanuy npenapatom
| Mmkm Actpadenexa AB Weeuna ®apmacsiotukans”, 125284, 2015-12-03 2025-06-30 P penap: P penap: Tpemenumymabom 5 Bax0B Muxann I0pbesiy
NeD419BCO0001 | MEDI4736 & komBuHau ¢ TpemerumymaBom o cpasHerun co
Mocksa, yn. Berosan A3 cTp.L, ~ “ P ° cpaswen co
CTaHAGPTHON XMMMOTEpaNMe y NaLMENTOB B NepBO/t MK ¢ o
HeonepabiesHsim ypoTenManbHsim pakom IV cragum #
xmyoTepanveii y
nauwenToB ¢ pakom
Moueaoro nysbipa
Lienblo aarHoro
UccaeaosaHA ABNAETCA
CpasHeHIe KMHMIECKol
. bexTHaHOCTH M
NF-EV-14 "OTKpbiTO® NPOCNEKTHBHOE CPaBHUTENbHOE
6esonackoct
. | PaHAOMHIMPOBIHHOE MHOTOLEHTPOBOE KAMHMYECKOE
3A0 "3sanap”, 659332, Poccus, " npenapata HeppocTen® SuHrMpenKo V.6 3aBeaylowli oTaeneHmem
" KN 3A0 "3sanap” Poccus AnTaiickui Kpa, r. BFcK, yn. 2015-11-18 2017-10-01 NeNF-EV-14 (3AO «sanap», Poccus) 4 6. 3aBeAyIOUMA OTAL
Hedpocren® (3A0 «3sanap, Poccus) u Karedpon® H yponoru
Coumanuctudeckas, 23/6, Poccua . v npenapara dpe
CE, Fepmanun) y B3pOCAbIX NALMEHTOB C MHOEKLIEH HUKHIX
04eBbIBO, et H (BuoHopuka CE,
MoveBIBOAALMX nyTelt
ARLX A TepmaH¥a) npw nevennn
83pOCALIX NaLMeNTOB ¢
UHGEKUMeR HIKHIK
MouesbIBoAALMX nyTelt
oenKa sddexTUBHOCTA
Oasmus GapmacsioTkan it 000 "0CTPye’, 191014, . Carer- oTKpLITOE McCneAOBaHHe 8 napanne ax o oueke "
M GapmacsioTuKan 3 «pbitoe HMe B NaPa/NIE/IbHbIX FYINaX 10 OLieHK
| Mmkm P Weeuus Nerepbypr, Kosewckuii nepeynok, | 2015-11-05 2018-06-30 | Ne OAS-12D0C-BIO P A P Py " npenapara flouean & BAxoB Muxann I0pbesiy
By bexTHaHOCTI M GesonacHocTH npenapata flotiekan &
4.5, nwTepa B, Poccua cpasHeHun ¢
cpasHeHuy ¢ npenapatom Takcorep .
npenaparom Takcotep!
Omepy Wayants
s rpynnax " "
3aKpbiTOE aKUMOHEPHOE OBLLECTBO
6esonacocT npenapara FacTpocrar, Tabneriut 6esonacwocts
3aKpsiToe aKumoHepHoE «bapmauesTHveckoe npeanpHATHE T
pefictenem, | npenapara Facrpocrar & ;
obuectso «Oonenckoes (3A0 oM o sanouei 200wt (apamnonerea 3h0 B Bopavt [1.C. 3aseayloWHi OTACNOM NaToROTH
W Kn «apmauesTseckoe Poccus «OBonerckoe»), 142279, 2015-10-07 2017-03-03 Ne PEG-04-2015 P! . rp A povenn) P i1 3Kene3b, KenuHbIX nyTeii 1
npeAnpUATHE «O6oneHCKoe Mockoscras 6., Cepnyxosckuii -

(3A0 «®I «O6onenckoe»)

paion, pa. n. OoneHc, kopn. 7-
8, Poccun

cpaswenm ¢ npenapatom PeGamunia Makneoas, Taberku,
NOKPLITbIE NAEHO4HON 060N04KOM, 100 Mr (npou3ssoACTEa
«Makneogs Papmaceiotukans JiTa», UHAus) y naumenTos ¢
A3BEHHOV GOIEIHBIO IKEAYAKA M IPOIMBHBIM FACTUTOM

Makneoas npu Hannmn
3pO3MBHO-A3BEHHbIX
nopaseHmii caMauCTol
o6onouKw HenyaKa

BEpXHMX OT/AE/108 NMLLEBAPUTENHONO TPAKTA




551

525

507

502

2015-10-01

2015-09-22

2015-09-15

2015-09-11

3asepueno

3apepuero

3asepuero

3asepueno

ractpoanTeponorus

FacTposHTeponorua

Onrkonora

Onrkonorua

AmuTiza
(y6unpocTon)

Beponmsymat
(MLN0002, 3wTuB10)

Asenymab
(MSB0010718C, AHTw-
PDL1)

1PI-145 (ao8enncu6)

Kancynbl 24 mkr

AuoduAmzat gns
NpUrOTOBNEHMA PaCTBOpa ANA
UHyawii 300 mr

PAcTBOp 417 BHYTPUBEHHOTO
B8eHMA 20 MT/MA

Kancynbi 5 mr, 25 Mr

Taxea [lesenonment Cents

tOpon /ita.

BenmkobpuTakna

000 "Takena apmacsioTukanc”,
119048, r. Mocksa, yn. Ycavesa 4.2
ctp.2, Poccun

2015-10-01

2017-08-27

Ne /ly6unpocTon-3001

ouenia sbperTUBHOCT
"

rpynnamn
ceneaosanye 3-1 dassi M0 OLeHKE SBBEKTUBHOCTH 1

npenapata AwnTi3a pn
neseHM BonbHBIX C

ANA nevenna Xp:
WamonaTMyecKoro 3anopa

wanonaTHIECKNM
3anopom.

Napdenos AN,

MMKM

Takepa flesenonmen Lientp

10pon Nlumnren

Keuwaiinc [eam6X, 125167, .
Mockea, ¥ npocnext

37A, kopn.14, Poccna

2015-10-01

2019-02-28

Ne MLN0002-3026

Onpepenenve 3gdexra
/e

Asoiikoe cnenoe,
aKTugHbIM e

BBEAEHNA N0 CPABHEHMI0
c wa

ABOiHOl ¥ 479 oueHKM "

6esonacHocTy Beao/msymaba Aa 6/8 BBEACHMA N0 CRABHEHMIO C

AZaNMMYyMaBOM AR N/K BBEAEHUA Y NAUMEHTOB C AIBEHHBIM
KonuTom

n/KBBeACHNA B

oTHOWweHUH
KMHUECKOY pemmccn
Ha Henene 52.

Napderos AW.

MMKM

«Mepk KraA»

Tepmanita

KeuuTaiinc Fesm6X, 125167, .
Mocksa, /leHUHpaACKHi Npocnekt
37A, kopn.14, Poccna

2015-10-01

2023-03-31

Ne EMR 100070-004

[okasate
NPeBOCXOACTEO
noasatens ouseit
sbikuBaemocT (OB) 6
rpynne asenymata no
cpasHenmio ¢
AoueTakcenom y
nauvenTos ¢
HEME/KOKAETOUHbIM
pakom nerkoro (HMPJ1),

urana 1

Otkpbitoe vccnenosatme bassi lil ana
cpasHenma asenymaba (MSBO010718C) ¢ AoueTakcenom y
NALIEHTOB C HEMENKOK/IETOUHBIM PAKOM NErKUX,

nocre
XMMUOTepanuy penapaTamu NAaTHHLI

Genka
nporpammupyemoii
cmepry (PD-L1-
nonoxuTensHas (+; no
onpeaeneniio ¢
nomousio
paspabarbisaemoro
conyrcrayiousero
AvarHoCTA4ecKoro Tecta)

onyxons), He
oTBeTMBLINX Ha
ABYXKOMNOHEHTHYIO
XummoTepanuio
npenaparam naTHbL.

OnERRa

BAx0s Muxaun l0pbesuy

MMKM

WMHuHuT
‘DapmacbioTMKans, UHK.
(Infinity Pharmaceuticals,
Inc.)

000 "MB Ksect", BapabaHHbiii
nep., 4.3, Mockea, Poccwa 107023,
Poccua

2015-09-11

2019-04-01

No IPI-145-06

Wccnegosanne 2 dasbi ¢ Luenbio oueHku npenapara IP1-145 npu
Y NAUMeHTos ¢ " "
HEXOBKKUHCKOY numbOmON

npoTMBooNyXonesoit
akmeHoCTH IPI-145,
BBOAVMOTO NaumeHTam
AMarHosom
MHEONEHTHOI
HEXOMKKMHCKOV
Amoml (MHXN)
(onpepenenHo Kak
Gonnmkynapran
numpowma (A1),
Ampoma
MapTUHaNLHOM 30HbI
[M3; ceneserouras,
HopanbHas U
KcTpaHoganbHas], unn
MenKOKNeTONHAA
AumbouuTaphan
nnmoma [MAT]), y
KOTOPbIX GonesHb He
BoCTpUMMINBa K
nesenmio
puTyKCAMaGoM, a Take
XummoTepanun au6o
panvoummyHoTepann
(PUT); Ouenka
6esonacrocT IPI-145




TO nanoHoceTpoH,
OAHOKPATHO BBOANMBIT
8 203€ 0,25 Mr
BHYTPMBEHHO KaneNbHO
8 Teuenvie 30 MuHyT B
coveranu ¢

NlepopazbHLIM NpHemom
Ononoma Hanomocerpon PacTBOp /1A BHYTPUBEHHOTO P
sBeAeHNA 0,05 Mr/mn

456 2015-08-24 3asepueHo

Aexcamerazona, He
. yerynaer no
MHOTOUEHTPOBOE PaHA0MHU3NPOBaHHOE, ABOIiHOE Crenoe

addexTueHOCTH

1l gase, 3 rpynnax
; nanoHocerpony,

60MHbIX PAKOM C UENLIO CPABHATENLHOI OLIEHKN SDGEKTUBHOCT

000 "Mu3cAi", 191119, Poccws, 11 6€30NaCHOCTH NANIOHOCETPOHA B 403€ 0,25 MT NIpH OAHOKPaTHOM
«Xenchmi Xenckea CA» Waeiiuapua Ne PALO-15-17 BHYTPUBEHHOM BBE/ICHUM KaNENbHO B Tevenve 30 MAHYT 1

r.Canr-MerepGypr, yn.

2015-09-01
QDocroesckoro, 4.19\21, Poccua

OAHOKpaTHO BBOANMOMY
2016-07-31 5 A03€ 025 T
BHYTPMBEHHO CTPYiiHO B
Tedenve 30 cexyHa 8
coveranu ¢

NaNOHOCETPOHa B A03€ 0,25 MI NPH OAHOKPATHOM BHYTPHBEHHOM
BBeACHIM CTPYiHO B TedeHye 30 CeKyHA ANA NPEAYNPEXAHHA
TOWIHOTHI U PBOTI, BbI3bIBAEMBIX BICOKOIMETOTEHHOM

- NepopanbHbiM NpUeMom
XumuoTepanveit

Aekcameraona, Ha
ocHoBaHMN
oTHOCUTeNBHOTO
KONUECTBa NalueHTos,
Y KOTOpbiX B Teuerme
nepebix 24 Yacos nocne
Hauana
BbICOKOIMETOTEHHOM
XummoTepanuK (r.e. 8

Ouenuts
a¢dexTuaHOCTS,
GesonacHocTs 1
flepeHoCuMOCTL
Kancyna ans noAKOMHOO
TosepenuH &C Y8 A7 NOA!
3asepuwero Owkonoru BBE/CHUA NPOIOHTUPOBAHHOTO
(Fosepenu) ;
AelicTens 3,6 mr

445 2015-08-19

NpUMeneHWA Npenapata
«To3epenun OC», 8

cpasHenum ¢

3aKpbITOe aKIMOHEpHOE 0BLLeCTBO
Obiectso c orparieHHoit

" PKY i P

"®-Cunres”, Poccu, 143422,

N \ Poccun Mockosckan o6nacTs,
oTBeTCTBEHHOCTbIO "HaTuea' i

Kpacoropckuii paiiow, Merposo-

Danshee c.

KMHWYeCKoe

3¢beKTHBHOCTU NpenapaTos «lo3epenuH ®C», kancyna Ana «3onagexc®, 8
NOAKOKHOTO BBEIEHNA NPOAOHTMPOBAHHOTO AECTBUA, 3,6 Mr

Ne GZRL-08-2014

OTHOWeHUH CHIKeHUA
2015-08-19 2018-12-31 (3A0 «®-CuhTea», Poccus) u «3onapekc®s, kancyna Ana KOHUEHTpaUMit BAxos Muxann I0pseauy
NOAKOKHOTO BBEICHNA NPONOHTMPOBAHHOTO AECTBUA, 3,6 Mr TectocTepoHa u
(«AcTpa3enexa IOK JlumuTear, BenuKoBpUTaHNA) y NauMeHTOB ¢ |  NoAAEpHaHUA Ux Ha
MecTHo-

wan
METACTaTUNECKAM PaKOM NPEACTATENbHOM Hene3si

YpoBHe 8 KpoBU Y
naumenTos ¢
NOKANUIOBAHHbIM,
MmecTHo-
pacnpoCTpaHeHHbIm uan
MeTaCTaTUeCKM pakom
npeacTaTenHol
Henesbi.
pactsop ann ukpyawii 50
mr\wa, 10 mn pacteop ana
uHy3wit (500 mr\dnakon)
(énakow ®nakow 10 mn,
MEDI4736 + CopepKaLil KOHUEHTPaT AN

MEDI1123
Owkonorvs (AypoanymaG +

Ouennts
¢ dexmusHOCTE

KOMBUHMPOBaHHOT
419 2015-08-05

DA419AC00001 "MexayHaPOAHOE MHOTOLEHTPOBOE OTKPbITOE
HPZTLOZ::T»Mﬁ:car:opa:"” 000 "Actpadenea MOHOTepanuy npenapatom MEDIA736 5 cpasHeHin co
3asepuweto Y3l ; PACTBOp A 1 ®apmacsiotukans", 125284, °P penapars "
Whebyawii 20 mr\n, 20 1a ocHose
. Mocksa, yn. Berosan 3 cTp.1, ~
pacteop ans uHyaui (400
Mr\$naKon) ($nakon Prakon
20 M, 3anonmeHbi
KoHLeHTpaTOM AnA
npuroToBNeHMA pacTsopa AR
Hbysui)

Tepanuw npenaparami
MEDI4736 n
Tpemenumymagom no
cpasHenMio co
CTaHAAPTHOI Cxemoih
pargomMMupoBaKHoe uccnesosanve Il Gasbi Tepanun morepanmeily
MEDI4736 5 wnn
nauenTos ¢
2015-08-05 2026-12-16 NeD419AC00001

Tpemennmymat,
MMOMHIN® +
Tpemenumymat)

MMKN Actpa3eHeka AB Waeuna

HeME/IKOKETONHBIM Baxos Muxann I0pbesuy
nnaTMHb B

i paKom flerkoro Ha

NEPBO/i MMM Y NALMEHTOB C MECTHOPACNPOCTPAHEHHBIM MAK

METACTATUHECKIM HEME/IKOKNETONHIM paKom erkoro (HMP/T)

ocHoBaHwM napameTpa
(MYSTIC)

PFS (sbiuBaemocT Ges
nporpeccuposana
3aGonesanns)  0S

(06uieit suiwmBaemocTH)

y nauvientos c PD-L1

MONOKUTENbHBIM-25%
HEMENKOKNETOUHbIM
paKom erkoro.




Tpumeaar® petapa
(ToumeByrr)

421 2015-08-05 3asepueno FacrposHTeponors

388 2015-07-21 3asepueHo Onkonorua Keunonuke™

383 2015-07-17 3asepueHo Onronorua SAR125844

MEDI4736 +
Tpemenumymat (,
“enoseveckoe
MOHOKNIOHaNbHOE
anTuTeno
MMMYHOTAOBY-nHa
Gl-kanna (IgG1?)
nuramay 1 6enka
3aNPOrPaMMMpOBaHH
Oif KneTouHOM rMBenn
(PD-L1) +
“enoseveckoe
MOHOK/IOHaNbHOE
aHTUTeno knacca
1eG2a K CTLA-4)

380  2015-07-16 3asepuweHo OHronorua

JloHksekc
(Munaréunrpactum)

289 2015-06-03 3asepuweHo Onrkonorua

TaB/IeTHA MPONOHTMPOBAHHOTO
BelicTBwA, NoKpLITHIE
71eHOHO# 0B 0n0KOl 300 Mr

CrepmnsHbt pacTeop A1
MHBEKUMiA 50 mr/mn

KoHUeHTPaT 1A
NPATOTOBEHWA PACTBOpa AMA
BHYTPHBEHHIX MHY3UT 15
mr/mn

pacTsop 4 uhpysun 50
wr/mn (onakow 500.000 r) ;
pacTsop 4 uHpyawii 20
wr/mn (nakon 400.000 r)

Ku

OTKpbITOE AKUMOHEpHOE

OTKpbITOE AKUMOHEpHOE
O6usecrso "Banenta

Orkpsitoe

cpasHuTenbHoe
ceneposakive

n

Tpumeaat® perapa, TabneTkk Aeiicteun,

NIOKPBITBIE NNEHOUHOM 060040, 300 Mr (OAO «BaneHTa Gapm»,
Poccus), Tpnmepar® Banewta, Tabnetku, 200 mr (OAO «BaneHTa

Tpumenar®
perapa, Toumenar®

PACTBOP A7 NOAKOKHOTO
BBeaeHnA 6 mr/0.6 Mn
(wnpuusi)

BanenTa u flebpuar
Obuiecrao "Banenta Poconn Gapauestika’, 141101 20150805 | 2016-12-31 | NeDS2/01/0101-2014 " Acopun
e et Mocrosemon ot . Wenoso, @apm», Poccus) 1 [le6paaT, TaBAeTKH, NOKPBITbIE 0BONONKOH, | NP CHMATOMATUYECKOM
pra : g 200 mr (PFIZER HOLDING FRANCE, ®parus) npy neverum Gom,
yn. ®abpuunas, 2, Poccnn . "
neyennm 60nm, 06y
GyHKUMOKanbHbIMM 3a60neBaHMAMM IKKT 1/un yHKUMOHaNsHBIMY
KenesbiB0AX nyTeli 3aBonesanmam HKT
w/nam
enueabiBoAMX nyTeli
MepsymOf KoeuHol
TouKoi a1oro
nccneaosanua byaet
) . 06uian BeiHMBaEMOCTS,
OBuiecrao ¢ orpaienHoli 2012-PT023 : i
Vkcuorex [ixepmani, TMEX orsercraentocTbio "KUP", Poccus, KMHWecKoe uccneaosanue il basbi Mo OUeHKe yayuLeHIA Koropylo GyAyr
| Mmka g Tepmanua . " 20150721 | 2017-06-01 Ne2012-PT023 UamepATL C MOMEHTa BAxos Mutxann Opbesmy
(XBiotech Germany, GmbH) . Mocksa, 115114, /leTHukosckan BLIKMBAEMOCTI NP NPMEHEHMM NPENapaTa KCHAOHMKC™ Npw e
yn. a6~ METaCTaTUuECKOM KONOPEKTaNIHOM Pake panAomsaLI A
MOMeHTa CiepTH Wn
nocnepwero
nocneaylouero
Habnionenms.
Onpeaenwts vacrory
obuexTBHEIX OTBETOR
cornacho kpTepuaM
RECIST 1.1 no
pesynsTaTam
. Hesasmcumoit
. OTKPbITOE UCCNeAOBaHHE, BTOPOT (B3l C UEMbIO OLUEHKN _
MpeAcrasmTenscrao AD "Canodu- CTOpOHHei oLeHKM Ha
" KAUKMECKOTO NPy LiecTs npenapata SAR125844 & pexutme
Canopu-asenTuc Pecepy 3, aseutuc rpyn” (@panuas), s Buge - bone repanun
I | MMKm PHaHA ®panuna r.Mocksa, Poccuiickan Gegepauus, | 2015-07-17 2019-03-15 Ne ACT14205 T A¢ X BEACHIM, Y | | o napaTom SAR125844 BAxos Muxaun I0pseauy
Lesenonment ‘OO (PYNMbI NaLMENTOB CO CKPBITO/ aMAMGHKaLyEli rena MET
125009, r. Mocksa, yn. Teepckan, Y nauvenTos, panee
PaHee NONYUaBLLX AeUEHHE N0 NOBOAY HEMENKOKAETOHHOTO PaKa
,~ nonysaBWIX neveHie o
nerkoro
nosoay
pacnpocTparenHoro
HemenKornerouHoro
paka nerkoro ¢
aMnmduKaumesi rena
MET.
Vayuenme npenapara
MEDI4736 & kaviecrae
MoHoTEpanW 1 B
D4193C00002 "PaHAOMHIHPOBIHHOE, OTKPBITOE, KomBUHauu ¢
asbi i no
@uanan 000 "Gapmacsiotukan @
o oo npenapata MEDIA736 & KavecTae MOHOTEpany 1 Npenapata cpaskenmio co
m MMKM Actpa3eHeka AB Waeumn P 3 2015-07-16 2020-07-31 NeD4193C00002 MEDI4736 & ¢ no Nevenuay
109028, r. Mocksa, ya. iyackan, ,
i CTaHAAPTOM IEYEHNA Y NALMEHTOB C PELMANBUPYIOULEH Wk nauenTos ¢
A i i 4 rON0BbI U Wen 0
(MKKTL) Meracratuueckoit
nnoCKoKAeTOMHOM
KapUMHOMOTE 1010851 1
wen
uaysenve GesonacHocTn
W abbextusHoCTA
Be3onacHocTb 1 apdekTmsHoCTs Npenapata IOHKBEKC® npenapata JloHksexc® y
Keunraitnc Feam6X, 125167, r. c Marc
V| MmKa Mepire TMEX Tepmaia Mocksa, JleHuHrpaackui npocnext | 2015-06-03 |  2018-03-31 | NeXM22-ONC-40041 | (Heynacta®, cAmpkeH MHKOpOpe/iTeA) 1 MAaLeGO Y NaLMEHTOB | HeMeAKOKNETouHbIN BapanHmkosa T.5.
37A, kopn.14, Poccua c paKkom nerkoro, Pakom nerkoro,
XAMUOTEpANMIO MEp8Of AMHI nonysatoux

XMMHOTEPANMIO Nepeoit

AvHn.




287

266

260

2015-06-02

2015-05-25

2015-05-21

MPDL3280A
3asepwero OwKonor
(RO5541267)
3asepueo Tenaronorus MK-5172
Anbrepon
re (L
anba-2b)

KOHLEHTpaT A

NpWroTOBAEHMA pacTBOpa At
BHyTPUBEHHBIX MHdY3Ui 1200
Mr/20 mn (pnakon 1200 mr/20

)

TabneTiw, NOKpHITbIE

nNeHouHOi 0607104KO# MK-
5172 A (MK-5172 100 mr/MK-

8742 50 mr)

PacTBOp A1A NOAKOXKHOTO
B8ezeHuA 200 MKr/MA

MMKM

. Xoddmann-Na Pow Nira.

Waeliuapua

. Xodppmann-a Pow A,
Grenzacherstrasse 124, 4070 Basel,
Switzerland, Wseiiuapua

2015-06-02

2022-09-14

NeG029436

OTKpbITO, PAHAOMHU3UPOBAHHOE UCCAEAOBaNMe 3-11 dasbi, B
KOTOPOM U3yuaercs npenapar Atesonusymat (MPDL3280A,
aHTUTENO K PD-L1), npUMeHAEMBIi & KOMBUHaLMN C

" c/6e3 B
CpaBHeHMN C KOMBUHALVe! KaPBONATUHa, NaKANTaKCeNa U
Y pakee He nonyuasiwnx
NALMEHTOB C HEM/IOCKOKNETOHHBIM HEMEAKOKETOUHbIM PaKOM
nerkoro IV craum

OueHuTL 3bdeKTUBHOCTE
u 6esonacHocTs
npenapara MPDL3280A,
npuMeHAeMOro &
KOMBUHALMY C
KapGonNaTUHOM 1
naknmuTakcenom c/6e3
Gesayusymata, 6
cpaswenun ¢
KoMBUHalvelt
KapGonnatua,
naknuTakcena u
Gesayusymaba, y paree
He nonyuaswx
XummoTepann
NaumenTos ¢
HeNIOCKOKNETOUHbIM
HEMeNKOKNETOUHbIM
paKom nerkoro IV craauu

BAX08 Muxaun l0pbesuy

MMKM

Mepk WWapn u floym Kopn.
(noapasaenenve komnanm
Mepi v Ko, Uhk)

000 "MC/} GapmacsioTukanc',
119049,r.Mocsa, yn.WaGonoska,
.10, kopn.2, Poccun

2015-05-25

2020-12-31

Ne 017

Vccneqio8anme AMTENLHOTO HAB/IOACHUA C UENLIO OLLEHHTS.
NIPOAOMKMTENLHOCTS BUPYCONIOTA4ECKOTO OTBETa 1 / Wi
XapaKTepa BMPYCHO/ PESNCTEHTHOCTH Y NaLMEHTOB C
XPOHUNECKMM BUPYCHbIM FenaTuTom C, KOTOPbIE NOAYHaH
npenapar MK-5172 B paree NPOBOAMMOM KMHUYECKOM
vceneposanun

TS
AAMTENbHOCT CTOKIX
BUpyCOnOrHUecKIX
0TBETOB Y NaueHTos
yposHem PHK supyca
renatuta C <25 ME/mn,
COXPAHABLINMCA Ha Bem
NpOTAMEHMM Nepuoaa
HaBniofeHUA B pamKax
npotokona ¢
npoBefeHmem Tepanuu,
KoTOpble He Hauan
HUKaKOrO HOBOTO
nevena no nosoy
BUpycHoro renatuta C 8
uHTepBane Mexay
OKOHuaHMem
npepuwecTayouiero
npoTokona u
BKIOYEHUEM B TeKyuiee
ucenenosanie.
2.0uenuTs npucyTcTame
BUpyCHO#
pesvcTenTHOCTH K
npenapary MK-5172 u
onpegenns,
npousoiiger an

BunHmukan E.B. 3aseayiowan oraeneHmem
renaronorun

3A0 "Buokan"

Poccua

3A0 "Buokap’”, 198515, r. CaHkT-
NeTep6ypr, MeTpoaBopuOBbIii
paiion, n. CrpensHa, yn. Ceasi, 4,
34, 7uT. A, Poccun

2015-05-21

2017-05-30

Ne BCD-016-6

" repanun
XpoHuueckoro renatuta C npenapatamm Cospuaz (cumenpesup,
Anccen-Cunar C.n.A, UTaus), AbrepoH (enaruntepdepon anbda
2b, 3A0 «BUMOKALL, Poccun) n PeGeron (pubasmpn, Liiepunr-
Mnay N1a6o H.B., Benbrus) y naumenTos c 1 reHotinom supyca
renatuta C

Mayuenne
3bdeKTBHOCTA M
6esonacHocTn
npuMeHeHA
KOMGUHMPOBaHHO
Tepanu XpoHNIECKOro
renauta C npenapatamm
Cospuaz, AnbrepoH
Peeron y naumenTos c 1
renoTinom HCV & uensx

c6opa

EB.

AaHHbIX 06
3¢ eKTUBHOCTA 1
GesonacHocTi
NPUMEHEHN TPOIHON
Tepanum y yKasaHHbIx
nauvenTos,
BKnIOHaIOWLEl
neruaupoBaKHbIl
unTepdepoH anvda,
UHIMGHTOp NpoTeasbl
HCV v pu6asupuH.

renatonorm




247 2015-05-18
208 2015-04-27
112 2015-03-03
106 2015-03-02
109 2015-03-02
92 2015-02-24
21 2015-01-22

OBusecrso ¢ orpaHmenHoi
OTBeTCTBEHHOCTbIO

OBusecrso ¢ orpaHmenHoi
oTBETCTBEHHOCTIO «CMY3

asoiinoe

Chenoe uccaep0BaKMe B NapaneNbHbIX Fpynnax no noAGopy
AO3UPOBOK M "
6e3onacHoCT Npenapata Anarui, KOHLEHTPAT AnA

N10ABop ONTHManBHBIX

bdexTuBHOCT U

npenapara Anaruk &

AO3MPOBOK M
ycTaHoBneHue

6esonacHoctn

BAX08 Muxaun l0pbesuy

HoHUeHTPaT A7A MesayHapoaHbiii
3asepueno Onkonorus Anarim (Tenepuyma6) npurorosnenus pactsopa ana | I AVHaPOAY Poccun ; 20150518 | 2017-06-30 Ne K1-36/14
" 6uoTexHOnOMHeCKM UEHTP Kauuukan Tpaiina, 192148, Cankr| u coveranum co
Whpyauii 33 wir/man > NPUrOTOBNEHMA PACTBOPa ANA MHGY3UT, 33 Mt/MA °
«Fevepuym» (000 «MBL, Merep6ypr, yn. Hes30posoi 4. 6, cranaaprHo
(npou3soauTens 3A0 «TEHEPMYM, Poccis) 8 covetanmi co g
Tenepuym») v . xitmuorepanveli y
CTaHABPTHO XMMHOTEPaNUe Y NaLMEHTOB C MeTacTaTueckim e
KonopeKTanbHbIm pakom (Gasa /1) u
Meracratuueckam
KONOpEKTaNLHbIM paKoM
ouenka GesonacrocTi n
apexTuaHoCTH
@unnan 000 "dapmacsiotukan MHorouenTposoe orkpsiToe Mccneaosanme 3b Gassi no ouenke KomMBUHaU
nepunacsnp/cohocky TABAETKM, NOKPBITLIE Pucepu Accowmaiire CuA#IC", " EB
3asepweHo Tenatonorua 060n0uKoit 90 Mr (neavnacsmp | llib Tneap CaiteHcuc, UHK. CWA . 2015-04-27 2017-06-30 Ne GS-US-337-1463 " M o
anp 50 mtfeoporSyanp 400 ) 109028, r. Mocksa, y2. yackan, e AMNaceup/coboCByBUP Y B3POCASIX NALMEHTO C XPORVIECKO | Py B3POCTBIX NaLMEHTOB renatonorun
a5~ unbexupeit aupycom renatuta C C xpoumecko
WHexumeit aupycom
renarura C
W3ydeHne npenapara INJ-|
560219278
KoMBUHaLu ¢
a6uparepona aueratom
W MpeaHM3OHOM &
’ cpasHeHum ¢
56021927PCR3001 "PaHA0MU3NPOBaHHOE, NAaLe60-
’ [ ——
$asbi3no
a6uparepona auerara &
N 3yseHuio npenapata INJ-56021927 & KoMEMHaLMM €
JNJ-56021927 Keunraiinc Fesm6X, 125167, r. CoMeTaHum ¢
TaBnetkn 60 Mr (praKoH Auccen-Cunar UHTepHIWHA - a6UpaTEPOHa AUETATOM U NPEAHNIOHOM B CPABHEHMM C
3asepueno Onkonorus (Ananyramu, He " Benbrun Mocksa, JleHuHrpaackui npocnekt | 2015-03-03 | 2028-12-31 | NeS6021927PCR300L npeanH3oHOM y BAxos Muxawn Opbesmy
120.000 Ta6nera) HB. NpUMeHeHNem aGupaTepoHa aLieTaTa B CoueTaHMM ¢
npUMeHMO) 37A, kopn.14, Poccua nauveHTos ¢
NIPEAHM3OHOM y BLEHTOB C PESUCTEHTHBIM K KACTPALUM
° pesuCTeHTHbIM K
METacTaTU4ECKUM PaKoM NPeACTaTeNbHON Xenesbl (MPK-PK), no acTpau
0BO/Y KOTOPOTO PaHee He NPOBOAMAACH XMMUOTEPaNUA pau
MeTacTaTHYeCKiM paKom
npeacTatenbHoli
enesl (MPTIK-PK), no
N0BOAY KoTOpOrO paHee
He nposoAmnace
Xmmorepanua
ouenka sddexTBHOCTA
W 6esonaciocTu Asyx .
JU— roop A e 40 000 "366Bu", 125171, r.Mocksa, OTKPBITOE, MHOTOUEHTPOBOE MCCAGAOBAHME OUEHKI i Mu:ﬁ:ﬁ Bopaut [1.C. 3aseaylowwii OTAEN0M NaTONOTH
3asepuweto Onkonorua V! pacTeop A u " «36681 UHk.» Cwa Nenunirpagckoe wocce, gom 163, | - 2015-03-02 20171201 Ne M11-271 " Asyx nevenns P OAKENY/OUHOT Kenesbl, KeNHbIX nyTeit u
(Xymwpa) r/0,8 m (wnpuusi) 6oneann Kpona
crpoenve 1, Poccun 6one3Hn KpoHa CPEAHETANENOND M TAXEOF TeueHUs BEpXHIX OTAE/I0B NMLLIEBAPHTENSHORO TPaKTa
cpeaveTaxEnoro
TANENOTO TeveHMA.
[Ligoiitoe cnenoe Ouenka
CIIA3MO-ATIOTENb PacTBop 417 " npenapara 1 6e3onacHocTn
BHYTPMMBILIEYHOTO BBEAIEHMA IOHW-GAPMA KNEOH 000 «COMNKOP-GAPM», Poccus, BopavH [1,C. 3aseaylowuii 6TAENOM naTonormm
3asepuwero FacTposnTeponors (mocuua ocUUHa ByTHABPOMHAA 5 " TCETUC GAPMACHIOTUKAN Tpeuun 115432, Mockea r, yn.Tpodumosa, | 2015-03-02 2016-09-30 Ne R/0811-2 CMASMO-ANOTE/Ib, pacTaop AnA BHYTPUMBILIESHOTO BBEACHNA | - Npenapata CMASMO- (OfpKEnYAONHOM Henesbi, e el
fHocUMHa GyTuaGpom, w , Mocksa r, yn.Tpodumosa, -03- -09- o - NOAKenYAOHHOT KeAessi, MendHsiX nyTeit
6yTunBpomua + J o N var e : o fsu NIABOPATOPMC C.A. e jom N n > (IOHU-GAPMA KNEOH TCETUC GAPMACHIOTUKAN ANOTENb y nauentoe | ~ ‘L“ e m—— oy o
r/ma + napauetamon A mNe 24, XHIX OTAC/I0B MULEBAPHTEALHOTO TPAKT;
napaueramon) p/“ . NIABOPATOPHC C.A., Tpews) y NaLmeHTos Co CracTusieckumin co cnacTuseckumi P A uesps P
e/
Bonamm KKT Gonamn KT
vayueme
¢dexraHocTA 1
6esonacnocTn
067 cxems Tepanuy MK
TabneTiut nokpbITsie Mepk Luiapn u Zloym Kopn. 000 "MCA PapmacsioTakanc”, 0l paz " stranie e | Bumnusan £.6. 3300y0uan oraenesmen
3asepueno Fenatonorus MK-5172A eHouHO 060nOUKOAMK- | MMKY | (noapasaenenve komnarum cwa 119049,rMocksa, yn WaGonoska, | 2015-02-24 | 2017-03-24 NeO67 KoMGMpOsaHHO cxemsl Tepanyn MK-S172/MK-8742y panee | °17%/ MBS Y PoNee o A
5172 100 Mr/MK-8742 50 mr Mepiu Ko., Mk 510, kopn.2, Poccun He N0AYaBLIMX NeYeHHE NALMENTOR C XpOHUHECKMM renaTuTom C, A
UHOUUAPOBAHHbIX BUPYCOM reHoTMNos 1, 4 1 6 »
XPOHMHECKUM renaTTOM
€, uHéUMpOBaHHBIX
aupycom rewoTunos 1, 4
ue
Onpeaenenie
OBiecrao ¢ orpaeHHoli " npenapata HoCT 1
NOPOWIOK AR NPHFOTOBAEHYA oTBeTCTBEHHOCTEI0 «DAPM- NaKTECT®, R0pOLLIOK A1 NPHTOTOBNEHWA PACTEOPA ANA NPHEMa neperocumocTH
3asepueno TacTposHTepOnOMA  NIakTECT® (Fakcno3a) pacteopa ana npwema aryrps | 1 Bentep Gapma C.1. Vicnaua 20150123 | 2015-12:31 Ne R/0714-1 ’
¢ ) pacteopa 4 np P! P dap COMIOP», 115432, Mockea, y / aHyTpb (npon3soauTens EOM C.A, Ucnanus) y naunentos c | npenapara NakTECT® y
aKTa3HO HEAOETATONHOCTBIO NaUMeHToB ¢ NaKTasHOl

0451

Tpodmmosa, gom No 2A, ~

HeAOCTATONHOCTbI0




19

698

604

291

245

2015-01-21

2014-12-08

2014-10-30

2014-05-26

2014-05-06

3asepueno

3asepueno

3asepuero

3asepweno

3asepweno

Fenatonorua

ractpoanTeponorus

Onrkonora

FacrposTeponorua

Tenatonorua

ABT-450/r/ABT-267 1
ABT-333 (ABT-
450/puTonasup/ombm
Taceup v Aacabyswp)

Tabnetkn 75 mr/50 mr/12,5 mr
W TaBneTku, nokpiTele
NNEHOMHO 0BOONKOF 250 M.

GLPG1205 (G321605) Kancynbi 50 mr

TaBneriut nokpbiTsle
ANeouHOR 0BonouKol 100 M,
200 mr-

MacuTuHUG mesunat

Tyrracan (Hatpun Ta6netkn 7,5 mr
nukocynbar)
Wi-4025 Kancynbi 10 mr

b

MMKM

AbbVie Inc./366Bu UHk. n
AbbVie Limited Liability
Company/000 36684

CLA W Poccna

000 "NNA Aesenonment
(Cmoneick)", 214020, r. Cmonewck,
yaMua Wesdenko, A, 65-6, Poccun

2015-01-21

2021-05-12

Ne M14-423

MHOTOLEHTPOBOE OTKPHITOE UCCEAOBAHNE, B KOTOPOM
OUEHMBAIOTCH AOATOCPONHBIE MCXOAbI MPH IEweHUM
ABT-
450/puTonasup/ABT-267 (ABT-450/r/ABT-267), 1 npenapatom
ABT-333 5 coderanun ¢ pu6asupnHom (RBV) wnu Ges Heroy
B3POC/BIX NALEHTOB C XPOHWHECKOH MHEKLEH, BbIIBAHHOI
renoTunom 1 Bupyca renatuta C (ccneposanve TOPAZ-l)

OUeHKa AOATOCPONHBIX
WCKOA0B NP neveHnM
KOMBUHMPOBaHHBIM
npenapatom ABT-
450/r/ABT-267, n
npenaparom ABT-333 8
coveranmm ¢
puBaBupuHOm Wi Ges
Hero y B3pocbix
nauenTos ¢
XPOHUHECKOi
uHeKUMei, BbI3BAHHOI
revoTunom 1 Bupyca
renarura C.

BunHyukan E.B. 3aseayioutan oTaenervem
renatonorm

MMKM

«Tananaroc HB»

Benbrua

000 "Mn3cAi", 191119, Poccws,
r.Canr-MerepGypr, yn.
Aocroesckoro, 4,19\21, Poccun

2014-12-08

2016-04-30

NeGLPG1205-CL-211

GLPG1205-CL-211 «PaHAOMM3UPOBAHHOE, ABOIiHOE Creroe,
1l dasel,

uenvio
paspaGoTk npenapata GLPG1205 v oueHkw ero sddexTnarocTH,
"
XapaKTEPUCTUK MPM /1EHEHNM NALMEHTOB, CTPaARIOLNX A3BEHHBIM
KONMTOM B yMepeHHO# nw TAkenoii dopme

oueHNTS 3ppeKTMBHOCTS
npenapara GLPG1205
(G321605) & cpaswenm
Cnnaueto npu nevennm
F3BEHHOTO KOANTA Ha
OCHOBaHWM M3MeHeHNii
UCKOAHBIX SHAEHUT
uhaekca Meiio yepes 8
Hepens Tepanun

Napdenos AN,

MMKM

AB SCIENCE

Ppanunn

0611ecTBO € OrpaHmeHHoi
OTBETCTBEHHOCTIO « CUHEPAKY
Pecepu Fpynn», 105066, Mocksa,
Onbxosckan yn. 445, cTp.10d.4, ~

2014-10-30

2020-12-31

Ne AB12005

cpasHenue

n (mse
ABOiiHOE Cnenoe, B ABYX
3 dasel "

rpynnax,

6e3onacHocTu
B

8 c no
CpaBHeHMIO C KOMGHHaLWeli reMuUTaGUHa C NnaueBo & KauecTse
NepBOJi AUHMK Tepanim, C NocneaykoLLeli Tepanwel BTOPOM AMHMM
MaCHTUHUEOM B KOMBUHALMM C pesmmom FOLFIRI 3 no
CpaBHeHMIO C NNaLe6o B KoMBMHaLMM ¢ pexmmom FOLFIRI 3 &
NeHeHMN NALMEHTOB C Hepe3eKTaGeNbHbIM MeCTHO-

coveranun ¢
remuuTaBUHOM M
Nnaue6o & coueanim ¢
femuuTaGuHOM npi
JeeHm nauveHTos ¢
pacnpoctpaHenHbim /

wnw mera
NOAMEAYA0UHOT Heneas!

pakom

Mmera pakom
NOAKENYAOHOI
wenessl

BAx0s Muxaun l0pbesuy

N1AO "Gapmax"

Vipaura

000 «COMMOP-GAPMAY, 127051,
Mocksa r, M. Cyxapesckas nn., 4. 6,
apl,~

2014-06-09

2014-12-31

Ne R/0813-4

ucenepoBanta ABnReTCA
OljeHKa He MeHbLeit
a¢deneHoCT
npenapara yrracun,
Tabnetu (MAO
«apmak», Ykpauna) 8
cpaHeHm ¢
npenapatom lNyTranaxc®,
Ta6nerku (Bepurep
WHrensbxaiim

Opsitoe

" npenapara
fyrracun, Tabnerku (TAO «®apmak», Ykpauna) B cpasHenm ¢
npenapatom fyrranakc®, Tabnetkn (epurrep Mnrenbxaiim
VIHTepHewwHN X, Fepmanis) y NAUMEHTOB C XpOHMECKAM
3anopom

TMBX,
Tepmanua) y naumenTos
€ XpoHHeckum
3anopom. *OueHnTL
addextuarOCTL
npenapara lyrracun,
Tabnetku (MAO
«apmak», Ykpauna) 8
cpaHeHm ¢
npenapatom MNytranaxc®,
Ta6nerku (Beputrep
WHrensbxaiim
WnTepHewHn TmBX,
Tepmanua) y naumenTos
€ XpoHMeckum
3anopom; *OueHuTs

lla

PKN

000 "MHTenneKTyaNbHbI
avanor”

Poccna

3A0 "Mccneposatensckiin
MHCTHTYT Xnmiseckoro
Pa3oo6pasua”, 141400, Poccus,
Mockosckas 06nact, r. XuMk, y
PaGouas, a. 2a, Kopnyc 1, ~

2014-05-06

2015-02-28

Ne HCV-ID4025-02

OuenuTb GesonacHocTs
MHOTOKpATHBIX

"
aKTUBHOCTH W/1-4025 Y NALMEHTOB C XPOHMNECKMM renaTHTom C
(rewoTun 1, 2a, 3a), patee He NoAYaBIIMX neveHHe

po3 WAL-
4025 npw moroTepanm
naumenTos ¢
XPOHUMECKMM BUDYCHBIM
renatutom C (reworun 1,
2a, 3a), panee He
nony4aBIMX NeveHNs.

BunHmuKan E.B. 3aseayiowan oaeneHmem
renaronorun




187

18

14

736

2014-04-08

2014-01-22

2014-01-20

2013-11-29

3asepueno Fenatonorun ABP-560 Kancynei 50 mr
PaCTBOp A1 MOAKOHOT
3asepuwero Owkonorua A‘:?(MMVM]GE sseneHma 40 mr/0,8 mn
mupa
ymnp: (wnpuul)
3asepueno FacrposHreponorua GLPGO634 TAGRETKH, NOKPLITEI
nneHouHo# 060704Koi 100 M
AvobnmsaT A
T pacreopa Ana

uHbeKui 1mr (Gnakonbi)

lla

PKN

000 "MMM-11"

Poccna

3A0 "Mccneposatensckuii
MHCTUTYT XuMiseckoro
Paswoo6pasua”, 141400, Poccus,
MockoBcKas 06nacTs, r. XMk, y
PaGouan, 4. 2a, kopnyc 1,~

2014-04-08

2015-03-31

Ouenurs GesonacHocts

703 ABP-

Ne HC

"
aKTMBHOCTM ABP-560 Y NaLIEHTOB C XPOHMYECKHM renaTuTom C,
pamee He noayuaBWIX neveHie

560 npu
naumenTos ¢
XPOHUMECKMM BUDYCHBIM
renatutom C, pariee He
nonyuaBLMX nevenvs

EB.
renatonorm

b

MMKM

96684 UK.

000 "366Bu", 125171, r.MocKksa,
NennHrpanckas wiocce, Aom 16 3,
crpoenme 1, Poccun

2014-01-22

2015-12-31

Ne M13-045

OTKPBITOR MHOFOLGHTPOBOE MCCAEAOBAHHE ANA OLIEHKH BAMAHMA

OcHoswas uenb
3aKNI0HAETCA B OlieHKe
BAUAKIA afanuMymata
Ha KauecTBo wu3HH (KIK)

10 AaHHbIM KpaTkoii
ankersi o
BOCNANMTENBHBIM

2panMMyMaba Ha KauecTao Ku3HM, pecypcos
3APABOOXPAHEHNA 1 CTOUMOCTb NIEYEHNA AIBEHHOTO KONUTA B
OBbINHOM KIUHUNECKOH NPaKTKE

KuuesHuka (SIBDQ),
ucnonb3osakme
pecypcos cuctems!
3ApaBoOXpaHeHMA U
3aTparel Ha nevenme
A38EHHOO KOAWTa (AK) y
aLMeHTOB, NOAYYaBIIMX
ananumymas.

MMKM

«Tananaroc HB»

Benbrua

000 "Mu3cA", 191119, Poccun,
r.Canr-MerepGypr, yn.
Aocroesckoro, 4,19\21, Poccun

2014-01-20

2016-03-31

Ne GLPGO634-CL-211

MHOTOLEHTPOBOE PaHAOMMIMPOBaHHOE, ABOTiHOE Crenoe,
"
6esonaciocTi npenapata GLPGO634 npu /leeny naumenTos,
CTpagatoumx GonesHbIo KpoHa B aKTUBHOM GopMe C MpusHaKaMM
F3BEHHOTO NOPAMKEHMA CAUSUCTOM OBONIONKH KMWEHHMUKA

MpogemoncTpuposary
¢ dexmmsHOCTE
npenapata GLPGO634 5
A03e 200 Mr oguH pas 8
cyTHM 10 cpaBHeHuio ¢
naue6o Ha ocHoBaHMN
oTHOCHTEBHOTO YMcna
NaumenTos ¢ GonesHbio
KpoHa B akTveHoit
$opme c Hanvmem
A3BEHHOTO NOpaXeHA
CmsCTol 060Uk
KALIGIHHKA, Y KOTOPbIX
HACTYIUT KAMHYeCKan
pemmcen (urpeke
aKTMBHOCTY GonesHi
Kpowa [CDAI] cocrasmt
meriee 150 6annos)
noce 10 Hegens
nevenun

Napdenos AN,

PKN

000 "renatepa”

Poccua

000 "Tenarepa’, 119180, Mocksa
r, MonaHka B. yn, Aom Ne 7/10,
cTpoenve 3, nomewtenme 2,
KOMH.17,~

2013-11-29

2016-12-31

Ne MYR201

KAnHMdecKoe
npenapara 5 (Myrcludex
B) & CpaBHEHMUY C SHTEKABNPOM Y NaLMEHTOB C
HBeAg-HeraTuBHbIM XPOHUYECKUM BUPYCHBIM renaTuTom B, pasa

1b-2a

Otkpeitoe

T T
Ouenka
TepanesThseckoro
sexra npenapara
Muprayaexc 6y
naumenTos ¢
HBeAg-HeraTHBHbIM
XPOHUMECKMM BUPYCHBIM
renatutom B no
KPUTEPHIO U3MEHEHNS
YpoBHa HBSAE 8
cpaswenmi c
npenapatom sHTeKasnp,

EB.

s Buge
AONW NAUNEHTOB C
HBsAg oreeTom Ha 12
Hegene Tepanun.
BrOpHble uenu: +
OueHka SppeKTMBHOCT
npenapara Mupkayaekc
65 cpasHeHn C
npenapatom sHTexaBup
10 KpUTEpMIO 40NN
naupenTos ¢ HBsAg
oraeTom Ha 24 Heaene
Tepanuy. + Oueka

addexTmeHOCTH

renatonorm




310 gononkTensHoe
OTKpLITOE MHOTOA030808
uccneposanve no
ouenke GesonacHocTH,
npOTMBOBMPYCHOM

akmBHOCTM U
‘apmakokumeTikm ABT-
M13-101 «Orkpbitoe ouenkn 450 (ABT-
i " 450/r) + ABT-267,
npamoro aevicten (NNNA) 8 c s
2013-1028 | 2015.09-01 NoM13-101 anba-2a v puGasupntom (pegINF/RBY) y naumentos ¢ cpeglFN n
XPOHUNECKOH uHeKuMER, Bbi3BaHHOi Bupycom renatwra C (HCV), | RBV y nauvenTos c BIC
Kyl Heyzady 8 revoTina 1 (skniouan

CC/IEA0BaHIAX KOMGUHAUUM PENaPaTOs NPAMOTO AGCTENA naumenTos ¢
(NNNA) komnaruw 3660TT nm 36681 KOMMEHCHPOBaHHBIM

EB.
renatonorm

000 "3668u", 125171, r.Mocksa,
MMKM 36684 Wik, JleHuHrpaacKas wocce, Aom 16 a,
cTpoenue 1, Poccna

ABT-450 TabneTkw 50 mr, ABT- "

267 TabneTku 25 mr
WpposoM nevenu), He

oTBeTMBLIX HA
KOMGUHpOBaHHYIO
Tepanuio NN/
npeabiAyem
ucenenosannm
966Bu/3660TT.

678 20131028 Mpexpauieno fenatonorua

Onpeaenurs

npogomKTERbHOCTE

spyconommieckoro

Obiectso ¢ orpanmienHof P o oyerie oreeray cyGuextos,

. " nonyaswx s

MerwnMposakHsiii  PACTBOP AMA NOAKONHOTO oTseTcraeHHOCTSI0 "BpHCTOn- Tepann xp renatvta Cy

592 2013-09-24 i Nam6a-  soeseHws 0,4 Mr/MA, wpuUb! I Maiiepc Ckau66", 105064, r. 20151231 Ne A1452-016 naupenTos, paree nacTve 8

1a (BMS-914143) 180 mkr/0,45 mn . Mocksa, yn. 3emnsnoi Ban, aom 9, c npenapara M neenenosarim

WhrepHewnn Kopropaiwi, e o (MG 014103 NeriTepdepon nam6a

Benern. 1-a (BMC-914143;

NAmMBAa) B COYETaHUN C

pGaspytion (PEB) wn

6e3 Hero u/uam

EB.
renatonorm

«Bpucron-Maiepc Ckn66
Komnarm», CLUIA,
My | ToAPasBenene pucron- cwn

Matiepc Ckau66

2013-10-01

TloaTsepaeue oro,
uTo npuMeHenve
KoMBUHaLu
Hapnanpesupa 1
puToHaBHpa
(nenonssyercn s

Kauectse uHMGMTOpa
meraonmama) ¢
nerMposaHHLIM
WHTepGepoHOM 1
.\ apenapara puGasUpUvOM npuBORT
K 6onee BbICOKON
3akpsiToe aKumoHepHoe oBLLecTBo mpmenHRemoro o coserarn ¢ Paronaaupomy nauwestos | RS SO
519 2013.09-10 TaBnerkut nokpbTsle w | v | 3Kpeimoe akumonepwoe S "AMeac”, 119435, T Mocksa, yn. | 5010 oo | p0 00 N 105013008 XpoHMeCKMM rentaTuTom C (reHoTun 1), He NonywaswitX paee e BuHKMUKan E.B. 3a8eayloWan oTAeneHMem
ANeHO4HOR 0BoNOUKOl 100 Mr obuiectso "P-Gapm” Manas Nuporosckan, 4, 5, 0d. 22, nevenvn " wan renatonorun
? " aupyconorueckoro
Poccun < 10 AaHHOI Tepanun
(Mccnenosatme PIONEER) oreera (CBO) no
CpasHenHio ¢ neveHmem
NeruAMpOBaHHBIM
uHTepdEpOHOM M
puBaBUpHHOM Y
nauventos, e
noayvaswmx
npeauwecraylouiee
nevenvte wnu ¢
HeabdeKTUBHOCTbIO
npeawectaylouero
nevenvn.

OueHka SppeKTMBHOCT
noaaepHmBalowel
mowoTepanm
npenapatom NankoMa6-
. TEKC™ 8 cpasHenun ¢
[isoiinoe cnenoe, nnaueBo-KoHTPOAVPYeMoe, i
nnaue6o, usmepaemoii
PaHAOMMIMPOBaHHOE UcCIeAOBaNHe Il dasbi o oueHKe
” Ha ocHoBaHMHN
npenapara MaukoMa6-TEKC™ & Baxos Muxann I0pbesuy
" BbDKUBAEMOCTH 63
Tepaniu
" nporpeccuposana
AMAHUKOB
3aBonesanns, nocre

2018-03-31 Ne GEXMab 25201 n

000 "Mpembep Pecey”, 127106,
Mocksa, yn. FocTummunan, 4.3,
Kopn.11, Poccus

xumiorepanim y
NaLMENTOB € peumauBom
anUTeAManHOTO paka
AUIHMKOB.

2013-09-02
KavecTse

546 2013-09-02 3asepueno OKkonorua MankoMaG-TEKC™  PACTEOP AN SIVTRBEHNOTO |y 1 g FauKoTon Mm6X Tepmarus
sseeHvn 5 Mr/mn (GnakoHsl)




448 2013-07-18 3asepuwero FacTposHTeponomma Scnymusan TPaHYNIbI ANA NpUEMa BHYTPL
(Cumeron) 125 mr (cawe 0.800 1)
179 2013-03-18 3asepueno FacrposHTeponors Nakrynosa Ta6AETKH NOKpLITEIE
NNEHONHOM 0BoNONKOF 500 M
106 2013.02-18 . . TA6NETKH, NOKPBITbIE MACHKON
400 mr.
AvodunuzaT Ann
. NPUFOTOBREHMA CYCNEH3UM AnA
97 2013-02-15 3asepuwero Ovkonorst “’”;'”e"”’; BHYTPUMBILIEYHOO BBEACHUA
adepenit) o onontuposantoro aeficroun
11,25 wir (pn1akoH 11.250 mr)
BMS-914143 PacTBOp AR NOAKOKHOTO
28 2013-01-17 3asepuwero Fenatonorua (MerunvpoBaHKblil o 1 s 0,4 mt/mn (wipue!

unTepdepon Slambaa-

) 0,18 mr)

MMKM

BepauH-Xemu AT/ MeHapunu

Tepmanua

000 "BUTA STEPHA", 115280, yn.
AsTosasoackas, 4. 17 Kopnyc 3,
oduc 11, Poccus

2013-07-18

2014-09-30

Ne BCRU/12/Esp-
Gas/001

Me3yHapOAHO., MHOTOLEHTPOBOE, OTKDHITOR

" i dopm
cumeTMKoHa (3cnymusan 125 mr, rpanyabi u Scnymusan 40 wr,
KANCY/1bi) NPH CHMITOMATHIECKOM /IeeH M JKENYAOUHO-

KUeNHBIX CBA3aHHBIX C

Cpaswenue
addexTuBHOCTA U
GesonacHocTi
npenapara cnymusan
125 mr, rpaHy bl u
npenapara cnymusan
40 mr, Kancynbl Npu
cumnTomaTHeCKOM
NeNeHMN IenyAOUHO-
KiLLe4HbIX PACCTPOVCTS,
CBA3AHHbIX C
nOBbILLEHHbIM
ra3006pasosakmem.

b

OAO "ABBA PYC"

Poccua

OAO "ABBA PYC", 121614
r.Mockea, yn.Kpbinatckvie Xonmbi
230, kopn. 9, Poccns

2013-03-18

2016-12-31

Ne IKT3-OM3/1-2-
06/12

p no
noaGopy 40361 nakTyn03b1 (OAO «ABBA PYC», Poccus) npn
CoBMECTHOM npumeneny omenpasona (Ybton, KPKA, Croserus)
110 20 Mr 2 pasa & AeHb 1 naKTyn03bi (lakTyno3a, OAO «ABBA
PYC», Poccus) 8 403uposkax 500, 1000 v 2000 wr 2 pasa & Aekb y
naumenTos ¢ Al i i
Bonestbio

110A60p ONTUMAbHEIX
R03MpOBOK
nexapcTenHoro
npenapara  kypca
eeHUA ANA NAUMEHTOB
Conpepenentbim
3a60nesarmem,
onTumanbHbIX 403
ycTaHosenme
6e3sonackocTn
nexapcTenHoro
npenapara u ero
s¢dexmusHoCTA A8
nauenTos ¢
onpeaenenHbim
3a60nesarmem

BopavH /1.C. 3aseayioumit oTaenoM naTonorM
TIO/VKENYA0NHOM Kene3bi, KendHbiX nyTe u
BEPXHUX OTA/I0B NMLIEBAPATENLHOTO TPAKTA

b

MMKM

Tunean Caiiencuc, M

®unnan 000 "KnumCrap Espona”
CLUA, r. Mocksa, yn. flysckas, 4.5, ~

2013-04-15

2014-12-31

Ne GS-US-334-0119

phiToe
3b Gassi N0 OLieHKe 6e30NaCHOCTH U abdeKTUBHOCTH
c npn c
paree 83p0ChbIM c
MHbeKumeli Bupycom renatwTa C reHoTHnos 11 3

Ouenuts
NPOTUBOBUPYCHYIO
addextuaHOCTE
Codocbysnpa npu
opHOBpeMeHHOM
cnonb3oBaHun ¢
PuGaBupuHOm Y
NaumeHTos ¢
XPOHMUECKUM renaTuTom
Crexotunos 1,2 1 3, we

paree
npoTMBOBMPYCHOI
Tepaniy, a Takxe
ouennTs GesonacHocTs u
neperocumocs
Codocbyanpa npu
0AHOBpEMEHHOM
enonb3oBaHM ¢
PuGasuputom y
naumeHTos ¢
XPOHMUECKUM renaTuTom
CreHotnnos 1,2m3

EB.
renatonorum

b

MMKM

Mncen ®apma CAC

Pparuna

MockoscKoe npeacTasuTencTeo
"Wncew Gapwa”, 109004 r. Mocksa,
yn. Taratcka, 19, Poccua

2013-03-01

2019-12-31

No A-38-52014-194

MHOroUeHTPOBOE, MexayHapoaHoe (KuTaii u Poccus),

OueHuTs nonbay
HemeaeHHol
aAbI0BAHTHOI

XMMU4ECKOM KaCTPaLM
nocne paguKanbHoM

oTkpbITOR,

HeMezIeHHO/ 9-MECAUHOI a/TbI0BaHTHOI FOPMOHaNbHON
11,25 mr

Tepanum € aKTMBHbIM
nocne y nayvenTos

C PaKOM NPEACTATENIbHO/ Henesbi BLICOKOTO PHCKa

v
NAUMeEHTOB ¢ paKom
npeacTaTenbHoi
JKeNe3b! BICOKOTO PUCKa,
BLIPAXEHHYIO KaK
BbIXHBaEMOCTb 6e3
6uoxumuyeckoro
peuvausa

BopoHuosa K.A. 3aseaylouwan otaenom
OPraHUIALIMY KAMHUNECKAX UCCAEAOBaHNT,
oHKkonor

MMKM

«Bpucron-Maiepc Ckau66
Komnaru», CLUA,
noapaspenenvie «Bpucron-
Matiepc Ckau66
Whreprewrn Kopnopaiiuur,
Benbrua.

O6liecTBO C OrpaHHIeHHOi
oTBeTCTBEHHOCTEI0 "BpUCTON-
Mafiepc Ckau66", 105064,
Mocksa, yn. 3emnaHoit Ban, aom 9,
Poccus

2013-02-01

2015-04-30

NeAl452-021

AI452-021"C

CpashnTs
¢deKTUBHOCTS Tepanun
NiamBaa/RBV/DCV no

[ c

Nam6aa-1au
" 8 c

c repanveit
anb¢a-2a/RBV/TVR Y
naumenTos ¢

EB.

MerunTepdoponom Anbda-2a u PEB y nauyenTos ¢ Xp:
FenatuTom C, reHotuna 1b, paee He NONYHABLIX AeyeHme Ny c

uHbeKuvedi BC IT-1b,

nocne
wiTepdepora Anba-2a v PuGasupna. ®asa li

cyserom
Aonw naumenTos,

AocTArWMX YBO12 k 12

Hepene Habniogenna
nocne Tepanun.

renatonorn




Kancynbl (dochonuniugpl 65 mr
v (Gocd A oUeHUTS abdeKTUBHOCTD
+ TpuHaTpHesan conb
o W GesonacHocrs
FAMLYMPPU3MHOBOI KUCAOTHI 35 .
Gocpornna® ey e o [iBoliHoe caenoe, paHAOMMaMPOBaHHOE, NAaLe6o- npUMeHeNvA AByx
(oocdamamamonns 0 0AO "®apmcranzapr RO "@apucrariaapr-YoaBUTA', Ne 2-12 bopm £B
575 2012-12-14 r o ™ pacreopa A v nku prCTaHAZD Poccus 450077, Bawkoproctaw, r. Va, yn. | 2012-12-14 2016-12-31 ° 10 MayeHMIo w | npenapara B
. BHYTPUBEHHOTO BBEACHUA VaBUTA' 4 rENAPA, renatonorum
ennppramiosoit  “LTEEES S XyaaiGepauna, a. 28, Poccua 6e30nacHoCTH NMpenapata GOCHOLAMBS B TEPAN NALYMEHTOB C | 8 TepanUM naLmenTos ¢
KmcnoTel) A MUPOBO/E AleTeHepaLieli NeNeHM HeanKOTONHOM STHONOTAM | MPOBOY AereHepaLel
TpuHaTPHEBas conb ,
; NedeHy HeanKoronbHol
AMLPPUIUHOBOM KCAOTbI s
200mr) -
Ouena
TepanesTheckoit
OrkpbiToe, "
Kancynsi ¢
MOAHBALUpPOBaHHBIM UCCAEAOBaHME B NAPAANENbHBIX FPYANaX N0 OUEHKE NpUMeHenn npenapata
AMGUUMP MpeacrasuTenscrao Gpmsi «f-p A " pynnax no ous i penap:
BbicB0BOMaEHEM N " Omes®*/ICP ann
Omes ACP (oMnepuaoH 30 M, omenpazon TIPEACTABATEALCTEO Gpisel Peaac Nlabopatopuc i, N " (Omes®-ACP), upmsi | kypcosoro neverus
541 2012-11-26 r: Omenp A PHAC . P n PKU | «A-p Peaan’c NaGopatopuc Poceua 115035, r. Mocksa, 2012-11-26 2015-09-01 | DRL_RUS/MD/2012/0d N g o VP
20 mr (Mo 10 kancyn & «fi-p Peaa Nra» (Mnaus), 8
azon) na» OBumHHMKOBCKaR HaB., A.20, CTp.1, sl "
6nucrepe u3 (BX/AN/NA) AU dopme Kkancynbi ¢ v
$onbru/anomunmesoli onbru. naumentos ¢ Y
10.000 Kancyn) KLIEUHOTO TPaKTa, ACCOLMMPOBIHHBINIM C HapyWIEHUEM Tpaxra,
MOTOPHOR (yHKLAM accounposanhbix ¢
HapyLUEHWeN MOTOpHOT
dynkumm
Oter
TepanesTheckoit
apexTuaHOCTH M
6e3onackocTn
npenapara Yakon¢pu®, 8
neKapcTaenHoi Gopme
Tabnein
NpONoHTMpoBaKHoro
OTKPLITOE, MHOTOLEHTPOBOE, NPOCReKTHaHOE, Aelicrans, nokpsiTsie
UCCAeAOBaHME B NBPAANENbHBIX FPYNaX MO OLEHKE 0600uKOf, 1200 M,
TA6AETKI NPONOHTUPOBAHHOTO 3:eKTMBHOCTH 1 Ge30nacHOCTH NpenapaTa YAKONGPH®
. P P Npeacrasutensctao dupmel «f1-p a4 H Hoct .‘P P o HasHasaemoro
edicran, nokpsiTeie N (Mecanaswh), & nekapcTaeHHoit opme TabneTkw OAHOKPATHO B CYTKH, B
Yondpn KALeUHOPACTBOPHMOT MpecTasuTe TS0 Gupie Peaay'c Naboparopuc /a.», Ne NIPOAGHIOBAHHOTO ASHCTEMA, NOKPLITbIE KALLEUHOPACTBOPHMON
525 2012-11-20 3asepwero FacTposHTeponorua o “ PacTBOPH| " PKU | «fa-p Peaan’c Naoparopuc Poccus 115035, r. Mocksa, 2012-11-20 2015-09-10 | DRL_RUS/MD/2011/UL | "™ IPOBHHOTO AEACTENA, NOKpLY Hopacreop CPaBHEHMN C
(Mecanasun) 060n104K0# 1200 Mr 060n0uKoi 1200 Mr, npou3soACTsa dupmbl f1-p Peaan’c 3aPErMCTPUPOBAHHbIM
" Nray OBuMHHMKOBCKas Hab., 4.20, CTp.1, F
(anommnmessiii 6avcrep U Tira, (naus), c va
10.000 Ta6netoK) napamerpamu npenapara Nentaca® s cKoit
JexapcraeHHoi Gopme Ta6neTki Aciictaus Newraca®, 8
500 mr, nNpoussoACTaa Peppukir A/C (aHus), y MaUMeHTOB C | neKapcTaeHHoit bopme,
A3BEHHIM KOUTOM Tabnerin
NpOnoKTMpoBaHHoro
Aeicrons, 500 My
6onbHbix A3BEHHbIM
KonTom
[ ——
THOnOMM, vepes
Bocems Hegens
Ouennts
exTuaHOCTS U
6e30nackocTs
npUMeHeNnA AByx
Kancynst (gochonnnuasi 65 mr, P o
I nexapcraeHHbIX opm
HaTPHA CAMUMPPHUKaT 35 Mr); PHG-M2/P03-12 ATVAP "soioe crenoe, panaomuanposannoe, | HORTEE TRl BN,
uodumsaT ana B OAO "®apmcranaapt-YdaBUTA", penap:
OAO "®apmcranaapr- NePHG-M2/P03-12 ann EB.
445 20121018 i & pacrsopana | IV | Mku " Poccun 450077, Bawkoprocran, r. Yoa,yn. |  2012-10-18 |  2016-12-31 0 M3ysenmio
VoaBUTA 9 ATVAP npuroTosneHA renatonorun
BHYTPMBEHHOrO BBEACHHA 2,5 T XyaaGepauna, a. 28, Poccun " npenapara doco s e
(Gocdonunnasi 0,5 ; warpun TepaNMY MAUMEHTOB C ANKOTONbHOI BONE3HIO NeveHH e
FMuMppHIMHaTa 0,2 1) VTP
BBeAeHNA U Kancybl) B
Tepanu nauyenTos ¢
anKoroNLHO Boneamsio
nevenn.
N0ABOp ONTHMAAbHBIX
; OBuiecrao ¢ orpaienHoli nenoe nnayebo- AO3MPOBOK 1t CxeMb
Obusecrao c orpanuienHoit OTBETCTBEHHOCTBIO "BHpdapMm”, Ne XR 111 VIR KOHTPO/MPYeMOe UCCneA0BaHMe N0 NOABOPY A03MPOBKI nevenns EB
375 2012-09-27 3asepuwero Tenatonorua Tenanpor Kancynsl 300 Mr I PKM OTBETCTBEHHOCTbIO Poccun pdapNT 2012-10-01 2021-03-28 o PO/MPY A AbopY AoaUpOBKN -B.
P 191002, Cankr-Metep6ypr, 26092012/01 Npanapara [enanpoT y NaUMEHTOB ¢ AMarHO3oM XPOHMIECKNTH | Fenanpor y nauenTos ¢ renatonorun
poap 3aropoansiii np, 4. 18/2, renaruT C XPOHMNECKMM renaTuTOm
c
710A60p OMTAManbHBIX
; Obuecrso ¢ orparienHofi nnaye6o- AOSMPOBOK 1 XMLl
Amobunuzat ana Obuiectso c orpaiertoit oTBeTCTBEHHOCTbIO "BUpdapm” Ne HI/I-ll sepcws 2.2 o KOHTPOAMPYEMOE UCCAEAOBaHME MO NOABOPY A03MPOBKM JIedenuR npenapatom EB
305 20120906 3asepueno Tenatonorus Heofen® npurorosnenus pactsopagna | I PKM oTBeTCTBEHHOCTEIO Poccun b | 2012.09.06 | 20160901 [N ponn 2: poney e AnoRy aoaup Heoren v .
yants S0t toraone) B 191002, Cankr-Metepbypr, 27.08.2012r. npenapara "Heofen 8 Tepanun renatonorun
¥ Péap 3aropopsbiii np., 4. 18/2,~ nopaenuii nevent fraumerTos ¢
Tokcuseckum
neuenn




Mupkayzexc 6

231 2012-08-13 3asepueHo Fenatonorua

(Myrcludex B)
229 2012-08-09 3asepuwero Kononpoxronorus Mosvnpen
225 2012-08-08 T n. Te

Nuodunmsat ann

NpUroTOBAEHMA PAcTBOPa ANA

napenTepanbHoro

(noakoxHoro) eseaenya 1 mr, 5

r (Gnaorbi)

NOPOLIOK 413 NPUOTOBAEHNA
PacTsopa AnR NpUeMa BHYTPb
Cocras Cawe A (111,896 1):
Deiictayioume seujectsa:
Makporos-3350 100,00,
HaTpua cynbbat 7,500 T,
HaTpuA Xn0pWA 2,691 1, Kanwa
xn0pna 1,015 1.
BcnomoraTensHble Beuectsa:
acnapram (E951) 0,233,
auecynbbam kanua 0,117 r,
aPOMaTU3aTOP AMMOHHBII
V3938-1N10,340 . Cawe b
(10,6 1): Aeiictayioume
BeuecTsa: ackop6uHOBa
KucnoTa 4,700 1, HaTpuA
ackop6ar 5,900 1. (Cawe Mo
opwomy cawe A v cawe b &
nOAMITMNEHOBBIT NaKeT. Mo
Aisa nakeTa nomeutatoT 8
KapTOHHYIO NaUky BMeCTe ¢
MHCTPYKUvelt no
npumeHenHio.)

cupon 667 mr/mn (dnaKomsi)

MMKM

000 "renarepa"

Poccua

000 "OCT Pyc", 191002, Cankr
Netep6ypr, yn. Gonbuan
Mockosckan 8/2, /lu. A, Poccun

2012-08-13

2016-02-29

Ne MYR201

OrkpsiToe

KnuHUeCKoe
npenapara 6 (Myrcludex
B) B CPABHEHWM C SHTEKABUPOM Y NALINEHTOB C
HBeAg-HeraTUBHbIM XPOHMIECKAM BUPYCHBIM renaTuTom B, pasa

1b-2a

VYR
TepanesTudeckol
3¢beKTHBHOCTA Tpex
pasANHBLIX 403
npenapata MupkayAekc
5 (noaGop onTumansHbIx
A03MpoBOK
neKapcTBeHHoro
npenapara), u ero
KAMHUYeCKOT
GesonacHocT, a
MMEHHO: OlleHKa
U3MeHeHUA YPOBHA
HBsAg oz,
B03eliCTBMEM NeveHna
3-M7 asMIHbIMU
Aosamu npenapara,
ouena
BUPONOTU4ECKOTO OTBETa
Ha nedenie (yposeHs
HBV DNA),
6GuoxHMMecKWii OTBeT
Ha ledeHie, a Takie
uaydenme
DAPMAKOKMHETUYECKOTO
npodua u
UMMYHOreHHOCTU

BunHyukan E.B. 3aseayioutan oTaenervem
renatonorm

PKN

Takepa ®apma A/C

Danua

000 «HuKomea MCTpUBBIOWH
Cents», 119048, r. Mocksa, yn.
Vcavesa, 4. 33, cTp.4, Poccna

2012-08-09

2013-06-30

Ne MV-9999-301-RU

MHoroueHTposoe, IpocToe crenoe (ana anaocKonwcra),

8

NapanniensHbIx rpyNNax no oueHKe a¢dexTueHoCTH, GesonacHocTn

1 N1EPEHOCUMOCTH YTPEHHEIO PEXMA NIPUMEHEHMA B CPABHEHMM C
APOBGHbIM, € HOUHbIM pexumom

[l0Ka3aTb He MeHbluyIo
a¢dexTuBHOCTS,
GesonacHocTs 1
nlepeHoCuMOCTL

IKCNEPUMEHTANBHOTO
opHoaTanHoro
YTpeHHero pexuma
npUMeHeHyA npenapara
Mosunpen ana
NOATOTOBKM KMWeUHMKA
(nonwas Aosa yrpom
HaKaHyHe AHeBHOM

npUMEHeHWA NpenapaTa MOBUNPEN B KAYECTBE OYUCTUTENBHOTO
cpencrea npu K

no
cpasHenmio ¢
KOHTPOAIbHbIM APOGHBIM,
C HONHBIM NepepbIBOM,
PeMMOM NpUMeHeHA
(1/2 poss HakawyHe
Beuepom +1/2 Ao3bi
YTPOM HakaHyHe
KonoHoCKonMH)
npenapara.

BuBaneH|

Tesa GapmayesTuieckie
Npeanpuatig fira.

Vspanns

000 "Tesa", Poccus, 119049, .
Mocksa, yn.Wa6onoeka, 410, . 1,

2012-08-08

2015-01-01

Ne CS-LK01-12

Orkpitoe

"

cvpona JlakTynosa-Tesa (Tesa) u cupona Aiodanak (36601T) 8

£031pOBKe 15 M 2 Pa3a B Z1eHb Y NALMEHTOB C XPOHUNECKON
obcTunaupeit

Ouenra
TepanesTUdeCKOi
IKBMBANIEHTHOCT
6esonacHocTn
npenapara flaktynosa-
Tesa (Tesa
PapmauesTiieckie
Npeanpuatua N17a,,
M3pauns) u npenapata
Brodanak (3660TT
Xenckea MpopakTc 6.8.,
Hupepnanap)

BopauH [1.C. 3aseAylowmii oTACNOM NATONOMMK
NOAKENYACHHON Jene3bi, MeNuHbIX nyTeii 1
BEPXHUX OTAGNOB NMLIEBAPUTENLHOTO TaKTa




3K0IUTPUH/IK0607/O
187 2012.08.02 - e (KnapuTpommuyh
A
/Omenpazon)
173 2012-07-31 3asepweHo Anaberonorus Cy6erta
174 2012-07-31 3asepweHo Anabetonorus Cy6erta
851 2012-04-02 3asepweHo lematonorua MK-3415A

Kancynbi 20 mr (omenpason),
TabneTkw NoKpITbIe
nAeHONHO# 060/104KO# 500 M
(knapuTpommLMH);TabneTkn
500 mr (amoxcuumauH)

Ta6neTku AnA paccachisaHma
(anuTena K C-KoHueBOMY
dparmenTy Geta-cyGbeanHLLLI
pelienTopa ucyMHa aduHHO
ouMeHHbie — 0,006 r*;
aHTUTeNa K IHAOTENUMANbHON
NO cunTaze apputHo
ouMeHHbie —0,006 )

Ta6neTku AnA paccachisaHma
(anuTena K C-KoHueBOMY
dparmenTy Gera-cyGbeanHmLLLI
pelenTopa ucyMHa apuHHO
ouMeHHbie ~ 0,006 T;
aHTUTeNa K IHAOTENMANbHON
NO cunTaze apputHo
ouMeHHbie 0,006 1)

OpHOKpaTHaA MHBY3UA 25
/M (CTEKAAHHBIA dnaKoH,
06bemom 40 mn 1.000 dnakok)
; 0BHOKpaTHaR MHAY3UA 25
mr/mn (pnakok 1.000 prakok)

OTKpbITOE aKuMOHepHOe
obujectso "ABBA PYC"

OBUecTBO C OrpaHueHHO
OTBeTCTBEHHOCTbIO "BUOKApA
Puceu", 109544 1. Mocksa,
PoroxcKuit 8an, iom 6, kopnyc 2,
Poccun

93TH-36/1-4-02/11 "MHOTOLEHTPOBOE OTKPLITOR
parAoMI3IUpOBaKHOe uccneaosanve IV dasbi no ouenke
W BUAHMA Ha

VrayTERE
a¢dexTueoCTH,
6esonacHocTh u

BAMAHNA Ha
MUKpOBHOLEHO3
KnwedHmka
TPEXKOMNOHEHTHOM
Tepaniu

(knapuTpOMALMH,
amokcuuMAH,

i Tepanimn

aMOKCMUMAAMH, OMeNpazon) npenapaTamy IKOUTPNH (OAD

«ABBA PYC», Poccwn) + Iko60n (OAO «ABBA PYC», Poccun) +
Omes (fokTop Peaan'c labopatopuc /ITa, UHANA), B cpaBHEHUM C

aHanOrMIHO¥ Cxemoit nederma npenapatamy Knauwa, (36601

C.nA, Wranun) + Amokchunnans (Xemopapm A fL, Cepbus) +
Omes (foxkTop Peaan'c labopatopuc /ITa, UHANA), y NaUMeHTOs ¢

H.pylori — accoummpoBaHHbiMy 3aGoneBaHMAMM KenyaKa
ABEHAAUATUNEPCTHOM KMWKM

S03nTpuH (OAO «ABBA

PYC», Poccus) + ko6on
(OAO «ABBA PYC»,

Poccus) + Omes (loktop

Penau’c NlaGopatopuc
Tiva, aus), 8
cpaswenun ¢
aHaNOMM4HOM CXemoit
nevenus npenapatamu
Knauug (366017 C.nA,,
Wranus) +
AmOKCHLUANMH
(Xemodapm A,

Cep6un) + Omes (fokrop

Pepaw’c NlaGopatopuc

BopavH /1.C. 3aseayiouuit oTaenoM naTonorM
TIO/VKENYA0NHOM Kene3bi, KendHbiX nyTe u
BEPXHUX OTAEIOB NMLIEBAPATENLHOTO TPAKTA

000 "HN® "MATEPUA
MELVIKA XONANHT"

000 "HM® "MATEPUA MEAVKA

XONIMHI™", 127473, . Mockea, 3-i

CamoTeuHbiii nepeynok, 4.9,
Poccun

Asoiikoe cnenoe
Kukweckoe s

OUEHHTL KNMHUYECKYIO
3¢ beKTUBHOCTE M

rpynnay "
npUMenenns npenapata CyBETTa B KOMINEKCHOM Tepanin
60MbHBIX € CaxapHbim AwabeTom 1 Tina

Cy6ertsi 8

KOMIARKCHOY Tepaniu
caxapworo avaGera 1
Tuna

MikpTymaH A.M. Bpas-oHKOAOT

000 "HN® "MATEPUA
MELVIKA XONANHT"

000 "HM® "MATEPUA MEAVKA

XONAMHI™", 127473, . Mockea, 3-i

CamoTeuHbiii nepeynok, 4.9,
Poccun

Asoiikoe cnenoe
Kukweckoe s

OUEHWTS KAUHUNECKYIO
ddexThBHOCTS 1

rpynnay "
npUMenenys npenapata CyBETTa B KOMINEKCHOM Tepanin
60MbHBIX € CaxapHbiM AabeTom 2 Thna

Cy6ertsi 8

KOMIAGKCHOY Tepaniu
caxapworo avaGera 2
Tuna

MikpTyman AM.

Mepk Ko, MHk

000 "MC/} GapmacsioTukanc’,
119049,r.Mockea, yn.lWa6onoska,
A.10, kopn.2, Poccua

PaHAOMU3MPOBAHHOE, ABOIiHOE Cenoe, Nnaue6o-

TS TUSBOTET
opvHOKpaTHAR HHOY3UA
MOHOKIOHANBHbIX
aHTMTeN B KOMGHHALUN
co cTaHBapTHOI
Tepanueii
(KomBuHMpoBaKHan
Tepanws
MOHOKNOHANLHbIMM

aHTuTenamm [MK-3415A]

WM MoHoTepania

NEepeHoCMMOCTM OAHOKPaTHOro BBeAeHUA MK-6072
(4enoBeveckite MOHOKNOHaAbHbIe aHTHTena K C. Difficile, TokcuHy
B) n MK-3415A (4enoseyeckue MOHOKNOHaNbHbIE aHTUTeNa K C.

Difficile, Tokcury A B)y

aHTuTenamm [MK-6072])
CHU3UTB AoNI0
NaUMeHTOB, Y KOTOPbIX

AHTUBMOTUKOTEPANMIO AR Nevera uHdexuw C. Difficile
(MODIFY Il)

peuuausb!
CDI 5 Teuenme 12

HeAenb, N0 CPABHEHMIO C

OAHOKpATHOI UHBy3Wei
N1aue60 8 KoMEUHALMNA
co cTaHAapTHOI
Tepanueii. OuenmTs
GesonacHocts
OAHOKPATHOI UHGY3MM
MOHOKIOHANBHbIX
awtuten (MK-6072 wnn
MK-3415A) 8

Llyauwa A, 3aseayiouan oTaeneHnem
remaronorum




775

663

626

611

2012-03-15

2012-01-25

2012-01-13

2011-12-28

3apepueno

3asepueo

3asepueo

3asepueno

TacTposTeponoru

Fenatonorua

Fenatonorua

Tenatonorua

Ta6neTkw, noKphiThie
NNeHONHOI 06ONIONKOT 5 MT
(KoHTYpHas auelikosas
ynakoska 10.000 Ta6netox) ;
TabneTku nokpbITbIe
NNeHONHOI 06ONONKOT 5 MT
(KoHTYpHas aueliKosas
ynakoska 10.000 Ta6netox)

Cnabunen (Hatpua
nukocynsar)

Kancynsi 250 mr (Mo 10 kancyn
B KOHTYPHYIO AHEIKOBYIO
ynaKosKky u3 nnewxu MBX u
bonbrv anommukmesoi
NevaTHo/ naknpoBanHoi. Mo 1
W 2 KOHTYpHBIE AdeiiKOBbIE
ynaKkoski Bmecte
uHCTpYKUME N0
MEAMUMHCKOMY NPUMEHENMIO B
KapTOHHYIO Nauky.)

Heofen®

TaBneTkm, noKphITbIE
KLIENHOPACTEOPUMOT
060n04K0# 400 M

Fentop H
(AaemeTvormt)

uoduAmzaT ana

NPUTOTOBARHNA PacTBOpa AN
BHYTPHBEHHOTO U

BHYTPUMBILIEUHOTO BBEACHUA
400 mr (naKoHsI)

rentop
(AnemeTnorm)

PKN

OTKpbITOE aKUMOHEpHOE
obuectso "BEPOOAPM"

Poccna

OTKpbITOE aKUMOHEpHOE 0BLLeCTB0
"BEPO®APM", 107023, r.Mocksa,
BapabanHbiii nep., 4.3, Poccus

2012-04-01

2012-12-31

Ne10/11

" Cnabunen Tabnerku
NOKPBITHIE MNEHONHOM 0601040/ 5 MT (OAO «BEPOGAPM»,
Poccus) u Crabunen pactaop A1 npuema eHyTps 7,5 mr/mn (000
«/I3HC-GapM») y NAUMEHTOB C BYHKUMOHANBHBIMK 3aN0PaMH

CpasHuTenbHan olieHka
KuHmecKol
bdexTuBHOCTH U
6esonacHocTy 4-
HeAenHoro Kypea
nevenu npenapatom
Cnabunew, Tabnetk
NOKPBITHIE AEHONHOI
oBon0uKO# 5 M,
nponasoacraa OAD
«BEPO®APM> (nanee
CT) u Crabunen, kanau
1A Npvema BHYTPb 7,5
i/, npowseoacTea
000 «/I3HC-Gapm»
(manee CK) y GonbHbix
YHKUMOHANBHbIMM
3anopamu

Napderos AW.

0BuiecTso ¢ orpaKMHeHHOi
orBeTCTRRHHOCTbIO
"Bupbapm”

Poccua

OBUecTBO C OrpaHueHHO
oTBeTCTBENHOCTbI0 "BUpdapM’,
191002, Cakr-etepbypr,
3aropopwbiii np., 4. 18/2,~

2012-01-25

2013-10-01

MoaGop onTMMansHLIX A03MPOBOK penapara «Heolen» &
Kancynax 8 Tepanum i nevenm

110A60p ONTUMAbHEIX
A03MpoBOK npenapata
«Heofen»  kancynax s

repanin
nopaeHwii neveHn

OTkpbiTOe aKuMOHEPHOE
o6uiectso "BEPOGAPM"

OTKPLITOE AKUMOHEPHOE 0BUECTB0
"BEPO®APM", 107023, r.Mocksa,
bapaGarhbiii nep., 4.3, Poccua

2012-01-13

2013-12-31

Ne 08/11 sepcus 1 o1
23.09.2011

Otkpt
3¢dexTuBHOCTH n GesonacHocTi npenapara "TenTop H' TabneTkn
400 r (OAO "BEPO®APM", Poccus) u npenapara "fentpan®”,
a6neTk 400 mr (ABBOT/HOSPIRA S.P.A., Utanws), npumensembix
an y naupentos i Goneshbio
nevenn

CpashyTenbHan olieHka
KMHUECKOT
s¢dexmsHOCTA U
6esonacocTn
npenapara «TentopHy,
TabneTkn (OAO
«BEPO®APM», Poccis)
v npenapara
«TenTpan®», Tabnerkn
(Abbot/Hospira S.P.A,
Wranus), npumensemsix
A renatonpoTexun y
nauenTos ¢
a7KOTObHOI GoNesHbI0
nevenu.

BunHuukan E.B. 3aseayiowan oTaeneHmem
renaronorun

O6uecrso c orpaHmieHHoi
OTBETCTBEHHOCTbIO "/IIHC-
apm"

Poccua

0BULecTBo ¢ orpaHueHHol
oTBETCTBEHHOCTbIO "/IDHC-Gapm”,
143033, Mockosckan o6nacts,
OpHUOBCKWit paiioH, noc. Fopku-
X, A. 30a, Poccun

2011-12-28

2013-12-31

Ne 02/11

OrkpbiToe cf

3¢beKTMBHOCTI M GesonacHocTH npenapata «lentopy,

ana pacTeopa ana "
BHYTPUMBILIEYHOTO BBeAeHWA (000 «TIHC-Gapm», Poccun) u

npenapara «enTpany, AMOGUANAT AN NPUTOTOBAEHNA PACTBOPa

1R BHYTPUBEHHOIO M BHYTPUMBIWEUHOO BBEACHNA

S.P.A, Uranus), ann

y nauvenTos ¢ ii 60ne3HbIO NeveHn

CpasHuTenbHas oueHka
KNMHKYECKOM
pdexTuBHOCTI U
6esonacHocTn
npenapara «lentop»,
nuodnausaT ana
npuroToBAeHNA
pacreopa ana
BHYTPUBEHHOTO U
BHYTPUMBILIEYHOTO
BBeeHIA (000 WIIHC-
®apmy, Poccus) u
npenapara «Tentpany,
nuodnausaT ana
npuroToBAeHNA
pacreopa ana
BHYTPUBEHHOTO U
BHYTPUMBILIEYHOTO
BBesCHNA
(Abbot/Hospira S.P.A.,
Wranus) y nauventos ¢
anKoroNbHON GonesHbio

nevenm.

BuHHuUKan E.B. 3aseayioutan oTaeneHmem
renatonorm




254

221

121

89

2011-06-27

2011-05-23

2011-03-22

2011-02-24

TabneTku

3asepuweHo FacTposHTeponorus
(Kancanasun)
3asepuero TactpoaTeponoru Byaeconna
T V!
NaTonpason
3asepueno TacTposTeponorua
(Honsnasa)

AeiicTauA 500 Mr

neHa pekTabHan 2 Mr & 25 M
nenbl (6a770H 30,8 £ newbi, 14
£03)

PacTBOp A1 BHYTPUBEHHOTO
sBeaeHyA 21 Mr/mn ($nakon 5
)

TaBneTkm nokpbiThIe
KALIEIHOPACTBOPUMOTH
0BonouKoi 20 mr, 40 Mr
(62ucTepsi 14.000 Tanetok &
6nuctepe)

3A0 "Kavondapma
NPoAaKWH"

Poccua

3A0 "Kaworapma npoaaKu”,
Poccun, 141100, Mockosckan
obnacts, r.lljenkoso, yn.3apeunan,
A105,

2011-06-27

2012-12-31

KUHUNECKOI "
npumeHeHwA npenapata Mecanasum, TabneTkn
nponoHMpoBaKHoro AeiicTans 500 Mr (3A0 «Karordapma
NIPOAGKWIY), B CPaBHEHMN C NpenapaTom Canoansk Tanetkm
NIOKPBITIE KMUWEHOPACTBOPMMOI 060/104KO/ 500 M («/1-p Banbk
apma [MEX»), y NALMEHTOB CTPAAAIOUIX AIBEHHbIM KOANTOM'
(IV dasa)

cpasHuTenbHoe
U3ysEHUE KANHMIECKOM
ddeKTUBHOCTA 1
6esonacwocTy,
OAaEMbIX NOBONHbIX
sddextax ipumeHens
npenapata
«Mecanasui» (3A0
«Karonpapma
NPORAKWHY), TaBAeTkA M
npenapata «Canodansk»
(«f1-p Pansk Gapma
TMBX») 6 cocTase
crangaprHoit
KOMAEKCHOM Tepaniin y
nauvenTos, CTpagalowx
FI3BEHHbIM KOTMTOM
nerkoit u cpeaei
creneny & craun
oBocrpenns.

MMKM

Canvke GapmacsioTikans,
Wik

®unnan 000 "KnumCrap Espona”
CLUA, r. Mocksa, yn. flysckas, 4.5, ~

2011-05-23

2013-09-30

Ne BUCF3001

PaHA0MU3UPOBaHHOE, ABOTiHOE-CRenoe, Nnaue6o-
3 dasel ana

ouenku "

PUMEHAEMOTO B BiAE NeHb (M0 2 Mr/25M 2 pasa B AeHb B

TeueHme 2 Heflenb 1 Aanee N0 2 M /25MA 04UH Pa3 B AeHb B

Teuenve 4 Heaenb) N0 CPABHEHUIO C NNALEGO y NALMEHTOB ¢

aKTUBHbIM A3BEHHbIM NDOKTUTOM WM NPOKTOCHTMOMAUTOM
neroif unu cpepHeli CTeneHy TaxecTH

YcTaHoBUTL NpOGUAL
3¢ deKTHBHOCT
pextansho
NpUMEHAEMOT NeHb!
6yaeconnaa,
Ha3Havaemoii & 4o3e 2
Mr/25mn newsi
6yaeconmaa asa pasa &
Aekb 8 Tedenie 2
Hefenb ¢ nocreayloLMM
Ha3sHaveHuem nembl
6yaeconwpa 2 mr/25 mn
0puH pa3 B cyTki B
Teuenme 4 Hepenk N0
cpasHenmio ¢
3KBUBANEHTHBIM
0Bbemom pekTanbHol
Newbi nnaue6o,
npUMEHARMOYi N0 TV e
Cxeme A03MpOBaHMA, Y
NALMEHTOB C AUATHO30M
aKTUBHOTO, NErKOrO AN
CpepHeTAxenoro
A3BEHHOTO NPOKTUTA
() wnm szeestoro
npoKTOCUrMONANTa
(Anc).

Napderos AW,

MMKM

Meperpun GapmacsioTukans,
Wk / Peregrine
Pharmaceuticals, Inc.

000 "MB Ksecr", BapabaHHsiii
nep., 4.3, Mocksa, Poccwa 107023

2011-03-22

2012-10-28

Ne PPHM 1003

Il Gasei
nunorHoe y 3 c
AN CTapTOBO/ Tepanu Xp renatura C,
renotun 1

OLeHNTL BANAHME
cTapToBoii Tepanuy
GasuTykcumaBom no

cpasHenmio ¢
neruHTepdepoHOM
anbda-2a, 8 Kamaom
caysae B codeTanm ¢
puGasupuHom, Ha
yposeHb PHK supycHoro
renaura C (BrC) &
nnasme depes 12 Hesens
y 6onbHbIX C
XPOHUYECKOM
uHpeKuueii BIC
revoruna 1

BunHuuKan E.B. 3aseayiowan oTaeneHmem
renaronorun

MMKM

O6uiecrso ¢ orparmenHoi
oTBeTCBRHHOCTbIO KPKA

Crosenmsa

KPKA, .2, HoBo mecTo, Cnoetus

2011-02-24

2012-12-01

Ne KCT -10/2010 - PAN-
STAR/RU

" Honbnasel y
NGUMEHTOB B NEYEHM 1 OBNETEHAM CAMITOMOB
racTpoasodareansHoii pediokcHoi Gonesnn (FIPE) - MAH-CTAP

U3YHEHIE BOSMOKHOCTH
pacumpenuts nokasanwii
ANA MeANLMHCKOTO
npumenHeHNs u
BbIABNeHNA paKee
HeM3BeCTHBIX N0BOMHBIX
nelicTeuii
33perUCTPHPOBaHHBIX
neKapcTaeHHbiX
npenaparos

BopauH /1.C. 3aseaylowmii OTACNOM NaTonOTM
NIO/KENYA0HHOM KeEnesbi, KendHbiX nyTe u
BEPXHUX OTAE/IOB NMLIEBAPATENLHOTO TPAKTa




627

599

221

703

2024-12-26

2023-10-19

2023-04-19

2022-12-15

3asepueno

3asepuero

Onkonorus

Fematonorua

vopnnusaT ann

BCD-264
(Baparymymat)

A/ NPWrOTOBAEHUA PaCTBOpa
A9 MHGY3UiE, 250 mr

KoHueHTpaT Ana
NPUTOTOBARHNA PacTBOpa AN
MHOy3MH, 20 mr/mn

Ku

0BuiecTso ¢ orpaKMHeHHOi
oTBeTCTRRHHOCTbIO
«Actpadenexa
®apmachioThKans»

Poccua

OBuiecrso ¢ orparmenHoi
oTBeTCTBeNHOCTbIO0 "AcTpalenexa
®apmacwiotukans', 123112, ¢
Mocksa, r Mocksa, npoesa
Kpacworsapaetickwii 1-#, aom 21,
cTpoenvie 1, 3ra 30, kommarel 13
w14, Poccua

2024-12-26

2026-06-09

AZ-RU-00011

I pasbi
npenapaTa BONPYCTOMMT y NAUMEHTOK C
MecTHOpacnpoCTpaHeHHbim PLIM BbICOKOTO prcKa Ge3

nocne
CoueTaHHOi XumMOnYHesoii Tepanun (IVOLGA)

Ouerika sbberTusHOCT
 Gesonacoct
Npenapata sonpycToMUr
¥ naumenTok ¢
MeCTHOpaCTpOCTPaHeHH
bIM PLUM Bbicokoro
pucka 6es
nporpeccuposarita
3a6onesarius nocne
nnaTMHoCoAepKaLeii
CoseTaHHO#
XUMHONYEBO/ Tepann

)ykosa /lioammna [puropbesHa, 3amectuTens
AVPeKTOPa N0 OHKOAOTM

MMKM

AkuptoHepHoe oblliectao
«BMOKALY

Poccna

AkupoHepHoe o6uiecTeo
«BMOKA/L, 198515, r CaHkT-
Metep6ypr, 6H. Tep. r. nocenok

CrpenbHa, n. CTpensha, yn Ceasn,

.38, ¢Tp. 1, nomeuy, 89, Poccus, ,

2023-10-19

2025-11-28

BCD-264-2/DARVIVA Ne
BCD-264-2/DARVIVA

MoarsepanTs
conocrasumocTs
addexTuBHOCTA U
npoduns GesonackocTn
npenaparos BCD 264 u
[lap3anexc s Kavectse
MoHoTepanuy
pewvavBUpyiowe u
pedpakTepHoii

[soinoe crenoe
" BCD-

264 v [lap3anexc® & MoHOTepanUM y cyGbekTos ¢
iin i ii Mnenomoii

Muenoms y cyBvexTos,
KoTopbie panee
nonysanu Tepanuio
uHrUBUTOpaM
nporeacom u
UMMYHOMOAY APy oL
My npenapatami uy
KOTOpbIX HaBA0AANOCH
nporpeccuposae
3a60nesanws Ha pore
npeAwectayloweii
Tepanwu.

[Dlyuwa FanuHa AnatonbesHa, 3aseaylouwan
oTAeneHuem rematonorun

3asepueo

Onronorua

Husonymat (BCD-
263)

KoHUeHTPaT A
NPATOTOBEHWA PACTBOpa AMA
Hy3¥ii, 10 mr/mn

MMKM

AKuMOHepHOE 06LLECTBO
«BUOKALY

Poccua

AKumOHepHOE 06uecTB0
«BUOKALL, 198515, r Canxr-
NeTepGypr, oK. Tep. r. nocenok

Crpensha, n. Crpensha, yn Cenm,

.38, cTp. 1, nomeuw, 89, Poccus

2023-04-19

2026-08-17

Ne BCD-263-1

[1B0iiHOE CIENOe PaHAOMM3UPOBAHHOE KIMHUNECKOE

" npenapara

BCD-263 1 npenapata ONAWE0® B MOHOTEPaNMM  CYGLEKTOB C
PACNPOCTPAHEHHOY MENHOMO KoM

ouenKa
PapMaKoKMHETUKM U
6esonacocTn
npenapara BCD-263 n
npenapara Onaveo® 8
moHoTepanuM y
cybextos ¢
pacnpocTpaeHHoit
i KoM

Kapura \
OTZE/I0M OpraHU3AMH KMHUHECKX
WcCnenosanwii, oonor

3asepweno

OHronorua

BCD-178
(Nepryaymas)

KoHUeHTPaT 1A
NPArOTOBEHMA PACTBOPa AR
uHyawii, 420 mr/14 mn

MMKM

AKuMOHEpHOE 06LIECTBO
«BUOKALLY

Poccua

AKuMOHepHOE 06uecTBo
«BUOKALL, 198515, r Canxr-
NeTep6ypr, oK. Tep. r. nocenok

Crpensha, n. CrpensHa, yn Cenm,

.38, cTp. 1, nomeuw,. 89, Poccus

2022-12-15

2026-10-05

BCD-178-2/PREFER BCD.
178-2/PREFER Ne BCD-
178-2/PREFER

CpashnTs
¢ dexmsHOCT U

AgoiiHoe cnenoe

w BCD-

178 u Mepbera® B KauecTBe HEOAABIOBAHTHO/ Tepanuy HER2-
NIONOKNATENILHOTO PaKa MOIOMHOM Henesbi

npenapatos BCD-178 u
Nepbera s Kasectee
HeOaABIOBAHTHOI
Tepanun HER2-
NONOKATENBHOTO paka
MONOHHOT Wenesbi.

)ykosa /lioammna [puropbesHa, 3amectuTens
AVPeKTOPa N0 OHKOAOTM

425

2022-06-29

3asepweno

OHronorua

Anodanmt

pacTsop As ukbeKuit, 30
mr/mn

Ku

O6uiecrso ¢ orparmenHoi
oTBeTCTBEHHOCTBIO «Pycckye
dapmauesTuieckue
TexHonoruu» (000
«Pycdapmrex»)

Poccua

000 "PYCOAPMTEX", 190121
Cankr-Tletepbypr, Habepennan
Kanana [puGoenosa, 130, antep A,
K409,

2022-06-29

2026-04-22

RPT8350VA1B

OnpepenuTs 403y,
peKomeH0BaHHYI0 AN
KMHUHECKOTD
uccneposanns 2 dassi
(RP2D), a Takie
Aos0AMMUTUDYIOULYIO

"

(o)

i Hapy3un y GonbHbix
WM PACTIPOCTPAHEHHBIM PAKOM AUMHIKOB, PESHCTEHTHBIM K
npenaparam nnatukb". Bepcun 2.0 (or 31 mapra 2023 r.)

AnuTenbHOrO BBEACHMA
anoganuba y naumentok
¢ MeracraTuueckAm W
pacnpocTparenHHbim
paKom AMaHMKOS,
pesCTeHTHbIM K
cranaprsim
npenapatam nnaTuHbI

)ykosa /lioammna [puropbesHa, 3amectuTens
AVPeKTOpa N0 OHKOAOTUM




AZD9833 (, N-[1-(3-

TaBneTkw, noKpsIThle
NeHO4HOR 0BONOUKOV 25 M.

SERENA-6: [l80iiHOE CNlenoe, paHOMM3MPOBaHHOE UcCheAoBaHMe
11l basel ANA CPaBHeHWA CTpaTerny Nepexofia Ha npenapat

OLieHKa cTpaterin
nepexopa Ha npenapar

AZD9833

AZD9833 ¢

@ropnponun)-3- Obecrso ¢ orpanmenHof
(®nakomsi u3 38N ¢ ”
a6 | ann oTBeTCTBEHHOCTLIO "AcTpaeHeKa Cnezyloujero noxonewws) c uHrMGUTOpoM CDK4/6 nuGo COK4/6 160
[(65,8R)-8-metun-7- “:Y::M o :2 . apmaciotukans”, 123100, r Tepaniu apomarassi TR [ o Forooseo, samecTenS
316 | 2021-06-22 3asepuwero Owkonorua (2,2,2-tpudropstun)- | & mm‘:m e | Mmkmn Actpa3eriea AB Weeuua Mockea, r Mocksa, npoe3a 2021-06-22 2026-02-16 D8534C00001 wan ¢ CDKa/6y v ﬂ e : " :mm'w
67,8,9-terparugpo- | 180 DS’MD:KDE S KpacHorsapaeiickuii 1-#, aom 21, HR+/HER2- METACTaTUHECKAM PAKOM MONOHHO Henesb ¢ apomarassi ¢ AvpeKTop:
3H-nupasonold,3- (oo va e o crpoenvte 1, 3Tax 30, KommHarel 13 SbiRBAAEMOl MyTauueli ESRL 1 Ge3 nporpeccuposanta WHrGHTOpOoM CDKA/6 y
flusoxHonuH-6-nn]-3| 14, Poccnn 3260neBaHIA B0 BPEMA NEPBOV MUHMM TEPANMU MHTMBUTOPOM | naleHTOB ¢ HRH/HER?-
SaUMUEHHbIMM OT OTKpbIBAHUA o
AUpUAMHaMIH) apomatassl ¢ CDK4/6. panHeit pakom
AeTomM KpbiLuKamu, 32 w) ;
CMeHbI Tepanii noa KoHTponem WoIHK MONOUHOI enesbi
D3615C00001 "330HOE CAETIOE PAHAOMSMPOBANHOE
s ll no ouerke M ouera bdexTHBHOCTA
Gunman Komnanum c + B "
OfpaHMENHOT OTBETCTBEHHOCTbIO CPABHEHWH C NAUEGO + By BECTPAHT NPH neveHI KomBMHaLMA
Kanusacepru6 Actpa 3evexa AB “Koeawc Kauwukan sua ) wnn N JyKosa flloamuna [puropbesHa, 3amectuTens
538 | 2020-09-30 3asepueno Orkonorn o Ta6erkw, 160 Mr; 200 mr | Mvkn P Weewnn Nepwannpysan Cepsmcus 20200930 | 2025-11-17 D3615C00001 S T—— c s v AN TPuTOpbEsa,
(AZD5363) (AstraZeneca AB) " AMpeKTOpa No OHKONOTUM
Numrea” (BennkoSputanua)., yn cratycom cpasHeHuy ¢ nnaue6o +
Toy6Han, & 12, . Mocksa, 107045, anMaepMansHOTO GaKTopa pocTa 2 Tvna (HR+/HER2-) paka bynsecrpant npu
Poccus, Poccua MO/IONHOV JeNe3bl MOCNE PELMAYIBA MV NPOTPECCUPOBAHMA | NEHEHHM PaKa MONOHHOM
3360neBaHWA Ha GOHE MW 0N NEYEHIA HHTMBUTOpOM enessi
(CAPitello-291)
BCD-261-4/ULTRAMARINE: "PaH0MU3MpoBaHHoe ABOiiHOE | OleHnTs GesonacHocTs
AO "BuoKaa”, 198515, r. CankT- cnenoe 6 "
246 2025-06-06 3asepuero Kononpokronorun BCD-261 Pacraop AnA noaKoxHoro 0| Mviku AO "BMOKAZ" Poccun MerepGypr, Metpoasopuossiit 20250606 | 2026-09-25 BCD-261-4 Kunses O.B. Sapeayiounii otaenenmem natonoru
seeaeHun, 150 mr/ma paiiow, n. CrpenbHa, yn. Ceasu, 4. (bAPMAKOAMHAMMUKI U MMMYHOTEHHOCTM Npenapara BCD-261y | npenapata BCD-261y KiLeuHmKa
34, Nur. A, Poccusn CYBBEKTOB C aKTUBHBIM A3BEHHBIM KOAUTOM CPEAHEN U TAXENON | NALMEHTOB C aKTUBHBIM
cTenenn”. A3BEHHBIM KONUTOM.
. . OuenmTs GesonacHocTs
. . BCD-261-2/COMANDOR: "Par0M131poBaHHOe ABOIHOE Crenoe
AO "BuoKaa”, 198515, r. CankT- 1 3bdeKTUBHOCTL
247| 2025-06-06 3asepuero Kononpokronorun BCD-261 Pacraop AnA noaKoxHoro 0| Mviku AO "BMOKAZ" Poccun MerepGypr, Metpoasopuossiit 2025-06-06 | 2026-09-25 BCD-261-2 " Kunses O.B. Sapeayiounii otaenenmem natonoru
seeaeHun, 150 mr/ma paiiow, n. CrpenbHa, yn. Ceasu, A. " npenapara BCD-261y KiLeuHmKa
npenapata BCD-261 y cy6beKTOB C aKTUBHOM 60ne3HbIo Kpoa v
34, Nur. A, Poccusn v 2 o naLVeHTOB C aKTUBHOM
CPeavelt n TAxeO creneHy.
Gonestbio KpoHa.
MocKosckoe npeAcTasHTenscTao . Cpasrerme apperton
Nvopunusar ana . Ne 14V-MC-JAJA "Pa0MU3MpOBaHHOE HcCneaoBaHie basbi 3b/4,
AwuonepHoro Obuiectsa "3nn NPOBOAMMOE B NAPANNEABHBIX FPYNNAX, C AKTUBHBIM KOHTPONEM, GapuunTurinGa n Llyavma Fanuna AnatonbesHa, 3aseaylouan
o , c aKTUBHI ; vesHa,
277 2019-05-30 3asepwero Femaronora WV | MMKM | 300 tunnn ana Komnarn Weeiiuapua Nwanu Boctok CA.", 123112 r. 2019-05-19 2025-03-26 14V-MC-JAIA Posos) P Pyt P WHIM6UTOpOB BHO B VA AVIOU
(LY3009104, ANA NPUrOTOBAEHUA PacTBOpa no y nauveTos ¢ oTAENeHMem remaTonor
o Mocksa, MpecHenckan ? oTHoweHMYM passHTIA
OnymuarT) 208 UHGy3WiA, 50 Mr. apTpuTom”.

HabepewHan, 10., Lllseiiuapun
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