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1 OB - 06was BbPKMBAEMOCTb B uccnepoBaHun CheckMate 141 no cpaBHeHMIO € XMMMUOTEpPanueit (METOTPEKCaT, LLETYyKCMMab,

AOLETaKcen) no BbI6opy Bpaua [Ferris RL et al. Oral Oncology. 2018;81:45-5]

2 MNpeumyiwectso OnauBo B 06LUEl BbDKMBAEMOCTHU NEPeA XMMUOTEpanuei oTMevanu Kak npu akcnpeccun PDLL 2 1 %,

TaK u npu PDL1 < 1 % [Ferris RL et al. Oral Oncology. 2018;81:45-5]

3 Mop, pyTMHHOI KIMHWUYECKO# NPaKTMKO# NOAPa3yMeBaloTCs pe3yNbTaTbl HEMHTEPBEHLIMOHHOTO MCCNIEA0BaHUS

HANNA/NCT03114163 [Dietz A, et al. Poster presented at the American Society for Clinical Oncology Virtual Annual Meeting, May 29-31, 2020];
PKW - paHpoMu3npoBaHHoe knuHnueckoe nccnegosanue [Ferris RL et al. Oral Oncology. 2018;81:45-5]

KPATKAS UHCTPYKLIMS no MeaMLMHCKOMY NPUMEHEHUIO IeKapCTBEHHOro npenapara ONAUBO® !

OnAnBO® PEN. HOMEP. /N-004026. TOPFOBOE HAUMEHOBAHME. OMAMBO®. MHH. Husonymab (nivolumab). JEKAPCTBEHHASl ®OPMA.
KoHueHTpat Ans npuroTosnexus pactBopa ans uHdy3uit. COCTAB. 1 nakoH C KOHLEHTPATOM ANs NPUTOTOBAEHMS PAcTBOPa ANS UHy3Hi
COAEPXMT aKTUBHOE BewlecTBo HuBonyMab 47,0 Mr unu 107,0 mr. MEXAHU3M LEACTBUS. HuBonymab aBnseTca YenoBeyeckuM MOHOKO-
HANbHBIM aHTUTENIOM, KOTOPOE B/IOKMPYET B3AUMOACHCTBUE MEXAY peuenmpum nporpaMMupyemoit cMepTH (PD-1) v ero nurangamu (PD-L1
1 PD-L2). MOKA3AHUS: 8 kauectse P W8 y ana [ MeTaUaTwecKou Menawo-
Mbl Y B3pOC/IbIX NLUEHTOB, HE3ABUCUMO OT MyTaLmu B reHe BRAF; B kauecTse i Tepanuu i C
ﬂMM¢aYMNE(KMX Y3108 UM C METACTa3aMu NOCNE XUPYPru4ecKoro NeYeHHs, He3aBUCUMO OT MyTaLum B reHe BRAF B KayecTse MOHOTEpanuu
MECTHOPACNPOCTPAHEHHOTO MK METACTaTHYECKOTO HEMENKOKNETO4HOro paka nérkoro (HMP/) y B3poc/ibix nocne naaTMHOCOAEPXKALLER Xi-
B 4 W ABYMS LiMKNAMV NNATHHOC i p NS METACTaTH-4ecKoro UAu peLmnan-
BMPYIOLLEro HEMENKOK/IETOUHOrO paka nérkoro (HMPJ1) y B3poc/ibix npu OTCyTCTBMM MyTauwit B rewax EGFR unn ALK, paHee He nonyyaswux
NIeYeHus; B KayecTse MOHOTEPanuM pacnpoCTPaHEHHOrO NoYeyHo-kneTouHoro paka (MKP) y B3poc/ibix nocne npeawecTsyiowei CHCTeMHOR
Tepanuu; B KOMBMHALMM C MMMAUMYMABOM ANA PaCNPOCTPAHEHHOMO MOYEYHO-KNETOUHOrO paka (MKP) y B3poc/bIX ¢ NPOMEXYTOUHbIM MM
NNOXWM NPOrHO30M, paHee He NONYYABLIKX NeYEHHS; B KaYecTBe MOHOTePaNUK MeTacTaTM4eckoro MeNKOKNeTOYHOro paka nérkoro Yy B3poC-
NbiX C NpOrpece nocne ) Ha 0CHOBE NATUHbI U MAHUMYM OZIHOJA APYTOM IMHUMK TEPanuy; B KauecTse
MOHOTEpanuu peunauBupylollieit unu pedpakTepHoit knaccuueckoit IMMPoMbl XomxkuHa (k/1X) y B3pocsbix nocne npeawecTsyloweii ayto-
TCK v Tepanum ¢ MCNONb30BaHHMeM BPeHTYKCUMaba BelOTUHA Ui Mocne 3-X U Gonee NMHMI CUCTEMHOM Tepanuu, BKnkoyalowed ayTo-TCK;
B KayecTse MOHOTEpanu1 peunanBupyIoWero UaK MeTacTaTMyeckoro NI0CKOKNETOYHOrO paka roNosbl U weu nocne HHHYMNOCOAEDX@ME“
Tepanuu; B kayectse IV MecTHopacnpoc & 0 UM METACTaTMYecKoro YpoTenuanbHoro paka nocne nna-
TUHOCOZePXaliiel TepaniH, a Takxe C POTPeccvpoBaueM B Teuekue 12 MeCaLIeB NOC/e He0aIbloBAHTHOM MM ajbIBAHTHOI NNATHHOCOAEP-
Kauwei B KavecTse niM e G y ans 0 paka nocne npeawecTsyio-
et Tepanuu uHrubutopamm TposurkmHas (UTK); B kavecTse (8] c ANg MeTacTaTyeckoro
KONOPEKTANbHOrO Paka C BbICOKMM YPOBHEM MUKPOCATEANNTHOM HeCTabMnbHOCTM (MSI-H) uan ownbok
[IHK (dMMR) nocne Tepanmy ¢ ucl , OKC ] Y B3pOCAbIX B Ka4yecTse MOHO-
Tepanuu pa(npo(rpau'ewuro WNU peunuanBUPYIOLLEro paka Xenyaka unu nuLweBoAHO-XenyA04Horo nepexoaa nocne 2-x 1 Gonee nuHHit cu-
cTeMHoii Tepanuu. MPOTUBOMOKA3AHMA: runepuyBCTBUTENBHOCTD K NI06OMY KOMNOHEHTY Npenapara; AeTckuil Bo3pacT Ao 18 net B cBA3u
COTCYTCTBUEM AQHHBIX N0 3PHEKTUBHOCTH M BE30NaCHOCTH; GEPEMEHHOCTb U NePUOA rpyAHOro BckapmanBanms. C OCTOPOXHOCTbIO: Taxe@-
Nble AQYTOUMMYHHbIE 3a60/1eBaHNA B AKTUBHOI CTaauu, Npu KOTOPbIX IJ,aﬂhHEﬁl.l.laﬂ aKTMBauna HMMyHHOﬁ CUCTEMbI MOXET NPeACTABNATD NOTEH-
WManbHYI0 YTPO3Y KU3HU; HaPYLIEHUe (YHKUMM NeYeHn TAXENOH CTeneHu; HapyweHue yHKuMM novek Txenoi crenexy. IEKAPCTBEHHBIE
B3AMMOZENCTBMS. Bauay Toro, YTo aHTMTENa He NOABEPraloTCA MeTabonM3My Npu yyacTu 3odepMeHToB LuToxpoMa P450 u apyrux
M30()eDMEHTOB, MHTUOMPOBAHME UM UHLYKLUUA ITUX (EPMEHTOB NPH COBMECTHOM NPUMEHEHHM C ADYIUMU NEKAPCTBEHHBIMA

Kaxible 3 Hepenu, Bcero 4 BBejieHus, aanee — MoHotepanus — ONAUBO® B o3e 3 Mr/kr unu 240 Mr nepoe BBeieHMe Yepe3 3 Hepenu nocne
110C/1EAHer0 COBMECTHOTO BBe/eHIA M Adnee Kaxbie 2 Heaenu i 8 4o3e 480 Mr epes 6 Heaenb NOCE N1OCEAHETO COBMECTHOTO BBeACHHS
M flanee Kaxale 4 Henienu. AlbIOBaHTHas Tepanus c Wi pedpakTepHas Knaccuueckas iMdoma
XOIJ\)KK”HH DEHM‘IMBMDYIOMMM WM METaCTaTUYeCKUit NNOCKOKNETONHbI pak FD"DBH nweu, ME(THODE(HPD(TPHHEHHM” HEOﬂEpaﬁEﬂbeM unn
MeTacTaTUyecKuil ypoTenuanbHblii pak, pak xenyaka unm Y. 0 nepexopa: — ONA — B n03e 3 Mr/kr uam 240 Mr
Kaxzble 2 Henenu unu 480 Mr kaxable 4 Hepenu. HemenkokneTouHbli pak Nérkoro: — B kayecTBe MOHOTEpanuu npenapat 0I1BMBO® B 1038
3 mr/kr unu 240 mr kaxavle 2 Hesenu uam 480 Mr kaxavle 4 Henenu, — B C y M nnaTuHoC

nueii npenapat OMANBO® 8 no3e 360 Mr B BUAE 30-MUHYTHO BHYTPUBEHHOI MHGY3MM Kaxible 3 Hepenu, unuaumymat 8 gose Imr/kr B nw;le
30-1 MMH‘/THUM BHyTPMBEHHDh MH¢Y!MM Kaxapble 6 Heaenb U NNaTMHOCoAepXawas XMM”OTEDEH”R B KE)KﬂhIE 3 Hepjenu. I'Iepnom ‘BOMKHA NpoBO-
auTCs MHPy3us npenapata OMAUBO®, nanee npoBoanTCs HdY3MA Y i MHGy3ueit B TOT Xe f1eHb.
Mocne ABYX UMKNOB. p Nevenve p 0I1ﬂ|480® B 7103€ 360 Mr KaX/ible 3 Heneu v unuaumy-
MaboM B a03e 1MI/Kr KaxAble 6 Heaenb A0 NPOrPeccpoBaHus 3aﬁonenawn HenepexoCUMOi TOKCYHOCTH MK He Bonee 24 MecALes y nauv-
©eHTOB 6€3 NporpeccupoBaHms 3abonesaxus. PacnpocTpaxéHHblit MOYEYHO-KNETOHBIN PaK: —B KayecTse MOHOTepanuy — npenapat ONAUBO®
— B 103e 3 Mr/kr unu 240 mr kaxasle 2 Hepenu unu 480 Mr kaxabie 4 Heflenu; — B KoMBUHaLMK ¢ ununumymabom — OMAUBO® B noze 3 Mr/kr
¢ noc. B TOT Xe AeHb B f03e 1 Mr/kr B Buae 30-MUHYTHOI BHYTPUBEHHOI MHDY3MM Kaxable 3 Hepenu,
BCero 4 BBefenus, aanee — MoHotepanua — OMAUBO® s nose 3 mr/kr unu 240 Mr — nepsoe BBe/eHMe Yepe3 3 Heaenu Nocsie NoceAHero
COBMECTHOrO BBE/IeHNS, Aanee Kax/able 2 Hefieau unu B floze 480 Mr — nepsoe BBeaeHve Yepe3 6 Heaenb Noc/e NoC/eAHero COBMECTHOro
BBEACHMS, Aanee Kaxable 4 Hegenu. MeTacTaTudeckuit MenKkoKneTouHblit pak nérkoro: — npenapat ONAUBO® — 8 go3e 3 mr/kr unu 240 Mr
Kaxable 2 Hepenu. i pak: — B kayecTe — npenapat ONA| B03e 3 Mr/Kr unu 240 Mrkaxavle Hefienn
wnu 480 Mr kaxable 4 Hepenu; — B koMBuHaLMm ¢ ununumymabom — OMAUBO® B no3e Imr/kr ¢ noc

B TOT Xe JieHb B 103e 3 Mr/Kr B BUAE 30-MMHYTHOI BHYTPUBEHHOI MHDY3UM KaXAble 3 Hefenu, BCero 4 BBeAeHua, Aanee — MOHOTEpanus
—npenapat OMAMBO® B fo3e 3 Mr/kr uam 240 Mr — nepBoe BBE/EHUE Yepe3 3 Hefieny Noc/ie NOCAEAHEr0 COBMECTHOTO BBEAEHNUS, Aanee
Kaxable 2 Hegenv unm B 1o3e 480 Mr — nepsoe BBe/ieHMe Yepe3 6 HefleNb NOCNe NOCEeAHEr0 COBMECTHOTO BBEAEHUS, Aanee Kax/ble 4 He-
nenu. MeTactaTuyeckui KonopekTanbHblii pak: — B kayecTse MoHoTepanuu — npenapat OMAUBO® — B foe 3 Mr/kr unm 240 Mr kaxable
2 Hepenm unu 480 Mr kaxible 4 Heaenu; — B KOMBUHALMM C MnuauMyMabom — npenapat OMAMBO® B 1o3e 3 Mr/Kr ¢ noC/eAyHOLIUM BBEAEHUEM
unuauMymata B TOT ke AeHb B 403 1 Mr/kr B Buae 30-MUHYTHO BHYTPUBEHHOM HHDY3MH KaX Able 3 HeAeNH, BCero 4 BBeeHHS, Aanee — MOHO-
Tepanus — npenapat OMAUBO® 8 go3e 3 Mr/kr unu 240 Mr — nepeoe BBeAEHHE Yepe3 3 Heflenn Nocae NoCneSHero COBMECTHOr0 BBEAEHMS,
nanee kaxavle 2 Heflenu unu B fo3e 480 Mr — nepeoe BBeieHMe Yepe3 6 Heaenb Nocne NoCNeAHero COBMECTHOTO BBEAEHHUS, Aanee Kaxable
4 wepenv. NOBOYHBIE AEACTBMA. Yauwe BCero 0TMeanuCh MMMYHO-0NOCPEA0BaHHbIe MOBOYHbIE peaKLuyH. BONbWHHCTBO TaKuX MOBOUHBIX
peaxumu BK/0YaR TAXENbIE, KYNUPOBAAUCH NP NOMOLLM COOTBETCTBYIOWEA Tepanuu AU NyTém oTMeHbl npenapata. ®OPMA BbIMYCKA.

He BAMAHME Ha hap y . CNoCoB W [03bl. Mpenapar ONAUBO® BeoasT B BUae 60- unu
30-MUHYTHOI BHYTPMBEHHOM MH(y3MK. JleueHre LOMKHO NPOAONKATLCS A0 NPOTPECCUPOBAHHUS MNM PA3BUTUS HENEPEHOCUMOM TOKCHUHOCTH.
B ajbl0BaHTHOM PeXMMe NPM TePaNui NaLMEHTOB C MeNAHOMO iedeHme AOMKHO MPOAOMKATLCA A0 PA3BUTMS PELMANBA 3a60neBaHMS Wi
HenepeHoCHMOI TOKCMUYHOCTH, MaKCManbHo A0 1 roga. HeonepabenbHas nu MeTacTaTuyeckas MenaHoMa: — B Kauectse MOHOTepanim
— ONAUBO® — B no3e 3 Mr/kr unu 240 Mr kaxabie 2 Hepenu unu 480 Mr kaxable 4 Hefenu; — B KoMOMHaLMK ¢ ununumymabom —ONANBO®
B fo3e 1 Mr/kr ¢ noc 8/8 y B TOT Xe \eHb B 03€ 3 Mr/Kr B BuAe 90-MUHYTHO! BHYTPUBEHHOI MHOY3MM
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s np! pacteopa Ans wry3wit 10 mr/mn. Mo 4 M unn 10 M Bo dakoH NPo3payHoro becUBETHOrO CTekna THna |, repme-
TMYHO 3aKPBITbIiA it Npo6KOiA C 3aWWMTHOM NNACTMKOBOJ KPbiLLKOIA. Mo 1 hnakoHy BMeCTe C MHCTPYKUvel
N0 NpUMeHeHMI0 NoMeLaioT B kapToHHylo nauky. CPOK FOAHOCTH. 3 ropa. BNALENEL, PY. bpucton-Maitepc Cksn66 Komnanu, CLIA.
VH®OOPMALIMIO O HEXXENATE/IbHBIX ABNIEHUAX CNEAYET COOBLUATb B KOMMAHMIO BPUCTON-MAMEPC CKBUBB no Ten.:
+7 800 250-12-12(380HKM no Poccuu Gecnnatho), aapec 3. noutbi: medinfo.russia@bms.com
1. MIHCTpyKUMA No MeauuMHCKOMY Npumenenuio npenapata ONAWUBO® JIN-004026 ot 19.08.2020.
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