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Bepo3omunb

NMone3sHble CCbIJIKU:

LleHa B AiHpnekce [op3gpaB Cronunyku Anpenb
[ocpeecTp Bukunepwus
PJIC VIDAL Mail.Ru Drugs.com?*"

dopmMa BbiNnycKa:
PopmMa BbiycKa, onucaHne U cocras

Jinogpmunmsar ans npuroTossieHns pacTteopa Ass B/B u N/K BBeAeHUA B Buae 6enoit unm noytn 6enoi
JIMOUIM3MPOBAHHON MACChl UM MOPOLLKA.

1 ¢pn.
bopTesomunbd 3.5 Mr
BcrnomoraTenbHble BewecTBa: MaHHUTON - 35 Mr.

3.5 Mr - cbnakoHbl becuBeTHOro ctekna (1) - navykm KapTOoHHbIe.
3.5 Mr - hnakoHbl 6ecuBeTHOro cTekna (25) - Kopobkn KapTOHHbIE (AN CTalMOHapoB).
3.5 Mr - chnakoHbl 6ecuBeTHOro ctekna (35) - Kopobkn KapTOHHbIE (ANA CTaLNOHaAPOB).
3.5 Mr - bnakoHbl 6ecuBeTHOro crtekna (50) - KOpobkn KapTOHHbIE (ANA CTaLNOHapPOB).
3.5 Mr - onakoHbl 6ecuBeTHOro ctekna (70) - KopobkM KapTOHHbIE (AN CTaLMOHapoB).

da pMaKoJiornieckKkue CBOMCTBA:
®apmaKogMHaMHKa

BbICOKOCENEKTUBHbIN 06paTUMbIN MHITMBNTOP aKTUBHOCTU NPoTeacoMbl 26S, NnpeactasnseT cobon MoANDULMPOBAHHYIO
BOpHYI0 KUCNOTY.

MpoTeacoma 26S NpUCyTCTBYET B SiAPe U LMTO30J1e BCEX JYKAPUOTUYECKUX KNETOK 1 SABNSIETCSA KJII0YEBbLIM KOMMOHEHTOM,
KaTaM3npyloLWwmM pacLiensieHne 0CHOBHbIX 6eIKoB, y4aCTBYIOLMX B YNPaBAEHUN XXU3HEHHbIM LIMKJIOM KN1ieToK. bopTe3omnd
MHIMbUpyeT XumoTpuncrmHononobHoe feliCTBME NPOTEeacoMbl, Bbi3bIBAET TOPMOXKXEHUE NPOTE0IM3a U NPUBOAUT K aronTo3y.

MuienomHble KneTku noytu B 1000 pa3 6onee BOCNPUMMUUBLI K anonTo3y, Bbi3BaHHOMY 60pTe30MMOOM, YeM HopMasbHble
KNETKU MasMbl.

OCHOBHbIM (haKTOpPOM, OO BACHAIOLWMM CNOCOBHOCTE NHIrMBUTOpa NpoTeacoMbl bopTesommba yHUYTOXKATb KNETKN MUENIOMbI,
SABNAETCA ero cnocobHocThb 6110knpoBaTh akTuBaUNUto NF-kB. B HopMmanbHbix kneTkax NF-kB (KoTopbln cylwiecTByeT Kak gumep
p50-p65) cBsA3aH C uHrnMbmpytowmnm 6enkom LkB, KOTOpbIA yaepXMBAeT ero B HeakTUBHOWM hopMe B LMTO3041. HekoTopble
onNyxoJsin coaep>XaT akTuBMpoBaHHble opmMbl NF-kB, 1 npoTeacoma nrpaeT Ba)KHYO poJib B 3TOM aKTUBUPOBaHUK, T.K. OHa
KaTan3npyeT NpoTeonTnHeckyto reHepaumo noarpynnsl NF-kB p50 13 HeakTMBHOIo npeflecTBeHHKa pl50 n
pa3spyLwieHune nHrubunpytowero 6enka LkB. AkTuBnpoBaHHbIn NF-kB, MpoHUKasa B A4p0, MOMOraeT KJIeTKe BbIXKUTb U
nponugepunpoBaTb. IHrMbupysa npoTeacomy u, cnenoBaTesibHO, TOpMo3s akTuBaumo NF-kB, 6opTe3zomnb cnocobecTeyeT
YMEHbLUEHMIO KOIMYeCTBa aHTManoNTO3HbIX (PaKTOPOB, BOCMANNTENIbHbIX MOMIEKY, MOJIEKYJ1 KNeTOYHOW aaresnn (KoTopble
MO3BOJIAOT COEANHUTESIbHBIM KJIeTKaM NMPUKpPenafaTbCa K KJleTKaM KOCTHOIMo M03ra) U LMTOKUHOB (KOTOpble CTUMYINPYIOT
POCT KJIETOK MUENOMBbI).

CTpaHvua 1 us 4


http://drugs.thead.ru/Verozomib

Bepo3oMmu6b
®dapmakonormnyeckas 6asa pgaHHbix (http://drugs.thead.ru)

BOPTEBOMI/Iﬁ Bbi3blBae€T 3aMensieHne poCTa 4YenoBevyeCKnx onyxone|7| Ha MHOIMX aKCnepnMeHTaNbHbIX MOOeNnAaAX, BKaO4Yaa
MHO>XeCTBEHHYIO MNENIOMY.

PapMaKOKUHETHUKa

Mocne oAHOKPaATHOro B/B BBEAEHUSA KOHLEHTpauus 6opTezomnba B nnasme KpoBu CHKaeTcs aByxgasHo, AUC
XapaKkTepusyeTcs ObICTpOM HavYanbHOM a3omn pacnpeneneHns n 6onee oNUTENbLHON KOHEYHON (Da30M BbiBELEHUS.

T,, 60opTe3omMnba B HavanbHOW hase pacnpeneneHua konebnetcs or 5 o 15 u.

BLOAOCTYNHOCTH BopTe3oMnba UMeeT [10303aBUCUMbI XapakTep B Anana3oHe 403 oT 1.45 o 2 Mr/M%, a B AManasoHe [03
1-1.3 mr/m? yBeJINYMBAETCA NPONopLMOHaibHO f03e.

Mocne MHOrokpaTHOro BBeAeHns boptezomnba HabnAaeTCA CHUXKEHNE ero KAMPEHCa, YTO NPUBOAUT K COOTBETCTBYHOLLEMY
ysenn4eHunio Ty, B hase BbiBeaeHns n AUCy 4. MOBTOPHbIE BBEAEHUSA HE BANAIOT Ha KUHETUKY Ha4a/ibHOro pacnpenesieHns
6opTeszomunba, n BennymnHbl Cpax 1 T12 B 3TON ha3e He n3MeHsATCA. [locne BBeAeHNS TpeTben 403bl B NEPBOM LinKIe
NevyeHuns cpefHuin Cpok BbiBeaeHUs 6optesommnba B KOHeYHoW hase yBennymeaetcs ¢ 5.45 no 19.7 4, a AUCy.,4 - ¢ 30.1 no 54
Y/Hr/MA.

Mpwu KoHUeHTpauunax 6opteszommnba 0.01-1 MKr/Mn cBsA3bIBaHUE C 6enkamum nnasmbl KPoBU cocTaBnseT 82.9%. [ons
6opTe3omunba, cesizaBLLEerocs ¢ 6eskaMm nNaasmbl KPOBU, HE 3aBUCUT OT €ro KOHUEHTpaumu.

MeTabonnsm 6opTeszoMmmnba oCcyLeCcTBASIETCS B OCHOBHOM MNpu yyYacTum nsogpepmeHToB CYP3A4 1 CYP2C19. Jlnwb Hebonbluoe
KOJINYECTBO MHTAKTHOIO BELLEeCTBa BbIBOANTCS C MOYOW, B XKEYMN U KaJie HeM3MeHEeHHbIn 6opTe3zoMnb He obHapyxmnsaeTcs.

MokasaHusa K NMPUMEHEeHMIO:
MHO>XeCTBeHHas MuesioMa.

MaHTUNHOKNETOYHAas MMbOoMa Y BOJbHLIX, paHee NoJyYUBLUMUX, MO KpalHen Mepe, 1 NuHUIO Tepanuu.

OTHOCUTCHA K ODone3HAM:

e Jlumdoma

e Munesoma

MpoTuBOoNnoKasaHusAa:

BGDEMeHHOCTb, nepunoa naktauumun (rpy,u,Hoe BCKapM}'IVIBaHI/Ie), )J,eTCKI/II7I BO3pacCT, NoBbllLleHHaA YyBCTBUTENIbHOCTb K
6opTe3omudy, 6opy.

Cnocob npuMeHeHus U [o03bl:

PekoMeHayeMas HavaNbHas [03a cocTaBnseT 1.3 Mr/M? 2 pa3a/Hea. B TedeHue 2 Hegdenb (aHn 1, 4, 8 1 11), ¢ nocneayoLUM
10-pHeBHbIM MepepbiBOM (OHWM 12 - 21). Unkn nevyeHuns coctasnseT 21 aeHb. Mexay BBeAeHMeM nocnenoBaTeNibHbIX 403
LOJKHO MPONTY He MeHee 72 4. KOMYeCTBO LMKJIOB JIeYeHUS 3aBUCUT OT KJIMHMYECKOrO OTBETa N CTEMEHUN TSHKEeCTn
CMMNTOMOB TOKCUYHOCTMW.

MobouyHoe peucrBue:

Co CTOPOHbI CUCTEMbI KpoBeTBOpeHMUSI: >10% - TpombounToneHns, aHemus, HenTponerHus; 0.1-1% - hebpunbHasn
HENTpOoNeHuns.

Co CTOPOHbI NULeBapUTeIbHOU cucTemMbl: >10% - TOWHOTA, pBOTa, AMnapes, 3anop; 1-10% - cHuxeHne anneTnTa, 60/b B
XKNBOTE, HEMPOXOANMOCTb KULLEYHNKA, NapaJnTUYeCcKuin nneyc, NeMmn4ecknim KONT, OCTPbIN NaHKpeaTuT, renaTuT.

Co cTopoHbI cepaedHo-cocyancTom cuctemsol: 1-10% - opTocTaTn4eckasa runoteH3mns, cHuxkeHmne All; 0.1-1% - 3acTonHasa
cepAeyHast HeLoCTaTOYHOCTb, NonHasa AV-6nokaga, TaMnoHada cepaua.

Co CTOpOHbI AbixaTesbHOM cucTemMbl: 1-10% - oAblllKa, Kalenb.
Co cTopoHbl HepBHOU cucTembl: >10% - nepudgepnveckas HeBponaTus, rososHas 6osb, ronoBokpyxeHune; 1-10% -

napecTtesus, rmnecTesns, KpaTkoBpeMeHHas noteps codHaHus; 0.1-1% - sHuedanonaTnsa, Cyaoporu, HapyweHne yHKUnn
BereTaTMBHON HEPBHON CUCTEMBI.
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Co cTopoHbl opraHoB 4yBcTB: >10% - nsBpaweHme Bkyca; 1-10% - cHmxKeHune 4yeTkocTu 3peHus; 0.01-0.1% - ABYCTOPOHHSASA
rnyxoTa.

Co cTopoHbI obMeHa BelyecTs: 1-10% - 06e3B0OXKMBaHNE, CHUXXEHNE COAEPXKaHMS HAaTPUSA B CbIBOPOTKE KPOBU.
HepmaTtonornyeckmne peakuymmn: 1-10% - KOXXHbIN 3y A,

lMpo4ne:>10% - Mnanrus, cnabocCTb, NOBbILIEHNE TeMMNEPaTYypbl TeNna, NoBbIlWEeHHas yTomaseMocTb; 1-10% - nHpekumn,
Bbl3BaHHble Varicella zoster, cmHApPOM nn3nca onyxonu, 03Ho6, apTpanrus.

NMpuMmeHeHue Npu 6epeMeHHOCTU U KOPMJIEHUM TPy A blo:

MpoTuBOMNoOKasaHo NpuMeHeHre Npu 6epeMeHHOCTM 1 B Neproa NlakTauum (rpyAHOro BCKapMNMBaHUs).

B3auMopencTBMe C APYrMMM JiIeKapCTBEHHbIMM CpeaCcTBaMum:

Y 60/bHbIX CaxXxapHbIM nnabetom, nonyydyaslnx nepopasibHble rUNorinkeMmndeckmne npenapaTthbl, 3aperncTtpmpoBaHbl Ciydan
TMAOrJINKeEMUN N rMnNeprinkeMnin.

HecmoTps Ha To, 4TO AaHHble Mo B3anMoaencTamio bopTesomnba c nekapCTBEHHLIMU CPeACTBaMM OTCYTCTBYIOT, NauneHTam
TpebyeTca TwaTenbHoe HabnaeHWe Npy 0 4HOBPEMEHHOM MPUMEHEHUN C aKTUBHBIMU UHTMbnTopamMu CYP3A4
(keTokoHa30s10M, puToHaBmpoM) n CYP2C19 (cpnyokceTuHom) nnu nHayktopamm CYP3A4 (pucanmuymHom). C OCTOPOXKHOCTbIO
NMPUMEHSATb 0AHOBPEMEHHO € cybcTpaTamm nsodepmeHtos CYP3A4 n CYP2C19.

Ocobble yka3zaHUsA U Mepbl NPeaoCTOPOXKHOCTHU:

C OCTOPOXXHOCTbIO MPUMEHATb NPY TsHXXebIX HapyLLeHUX PYHKLNA NeYeHn 1 NoYek, Npu yKa3aHUsx B aHaMHe3e Ha
obmopoku, anabeTnyeckyto HeBponaTuio, y NaLMeHTOB, NOoJy4atloWmMX rMnoTeH3MBHbIE NpenapaThl, @ TakXxe npu
06e3BOXXMBaHMM Ha GOHe Anapen Uan PBOThI.

anI pa3BnTUN OpTOCTaTI/I‘-IeCKOI;I FMNOTEH3UN peKoMeHAYyeTCA rmapaTtauuns, sBeaeHmne 'KC n/vnm cnmMmnaToMMMeETNKOB; npun
HeobxoammocTun cnegyeT YMeHbLWNTb A03Y aHTUrmnepTeH3nBHbIX NpenapaTos.

TpebyeTcs ocobasi OCTOPOXKHOCTL MNPV HAa3HAYeHUN MpenapaTa NauMeHTam C HaamumeM PakTopPOB PUCKA Pa3BUTMS CyLOPOr.

[lo Ha4Yana v Bo BpeMsi KaXK[10ro uMkia Tepanmm Heo6xoaMMo NPoBOAUTL MOJIHbIA aHaM3 KPOBM C NOACHETOM
NeKounTapHoO (GopMysibl U COAep>KaHUs TPOMBOLUTOB.

Mpu cHUXXeHUn KonuyecTsa TpombouUNTOB <25 000/MKN Tepanuio CiefyeT NPMOCTaHOBUTL. MNpK BOCCTaHOBIEHUN
KoJinyecTBa TPOMBOLMTOB JiedeHWe cliefyeT NPOAO/IKNTh B YMEHbLUEHHbIX f03ax Npu TWaTe/bHOM CONOCTaBJIeHUN
BO3MOXXHOW MOJIb3bl U PUCKa NledYeHns. s neYyeHns remaTonormyeckom TOKCUYHOCTU MOXKHO NPUMEHATL
KOJIOHMECTUMYnpyoLwmne GakTopbl, NepesvBaHme TPoMboLMTapHON U SPUTPOLIMTAPHO Macchl.

C uenbto NpefoTBpaLLEHUA TOLWHOTLI U PBOTbI PEKOMEHAYyeTCs NpuMeHeHne NpoTUBOPBOTHLIX NpenapaTos. Mpn
BO3HMKHOBEHUN OMNapen Ha3Ha4aloT aHTI/ID,I/IapeVIHbIe npenapaTbl. 518 npefoTBpalleHnsa nan nevyeHns 06e3B0OXXMBaHUSA
60/1bHbIM HEObX0ANUMO npoBOAUTb perngpaTaunMoHHYO Tepanuio N noanepXxmeatb BO,EI,HO-3J'IeKTp0)'II/ITHbII7I 6anaHc.

B CBA3U C BO3MOXXHbIM pPa3BUTUEM HEMNPOXOAMMOCTU KULLIEYHUKa 3a 60/1bHbIMU C 3anopamum cnenyetT npoBognTb
OHamunyeckoe HabnogeHne.

Mpu BO3HMKHOBEHUU HEBPOMATUM MPOBOAAT NOAAEPKUBAOLLYO Tepanuio. ObbIYHO YacToTa pasBUTUS Nepudeprnyeckon
HeBponaTUM LOCTUraeT MaKCMMyMa Ha 5 umkne nedyeHus. Mpu NOSBAEHUN HOBbIX U YCUSIEHUN UMEIOLLNXCA CUMNTOMOB
nepuceprnyeckoin HeBponaT MoXXeT NoTPeboBaTLCSA CHXKEHUE A03bl U U3MEHEHNE pexxiMa BBeaeHus 6opTesomuba.

K pa3BuTunio CMMNTOMOB cep,u.equPl HeNOoCTaTO4YHOCTU MOXKET npegpacnonaratb 3adep>XKa XNOKOCTU.

B CBA3U C BO3MOXXHbIM pa3BUTUEM rMNepypukemMunu, CBSA3aHHOW C CMHOPOMOM NTN3KCa oNyxoaun, nauneHTam BO BpeMs
Tepannn pekoMmeHOyeTca onpenendaTb ypoBeHb MOYEBOW KMNCNOThI U KpeaTHNHa B CbIBOPOTKE KPOBWU. Ons npepoTBpalleHna
rmnepypunkeMmn pekomMmeHayeTca obunbHoe NnThLE, npun HeobxoaAnMoCTH - annonypuHon n noguwenadymnsaHne Mo4u.

anI Tepanmun 60pTeBOMI/I60M 60/1IbHbIX C aMMIONJ030M cnepyeT npoAaBnATb OCTOPOXXHOCTbL, T.K. HEU3BECTHO BNAHUE
YrHeTeHna akKTUBHOCTW npoTeacom rnpun 3aboneBaHusx, conpoBoXaatowmnxca ysesm4eHnMeEM cogepxaHumsa 6enka.

Mpy NpUMEHEHUN Y NALMEHTOB, NOJTyYaloLWMNX NepopasibHbIe TMNorankeMmnieckme npenapaTsl, ciefyeT TUaTeNbHO
KOHTPOJINPOBaTb YPOBEHb IM1OKO3bl B KPOBM U1, NMPU HEOBXOAUMOCTM, MPOBECTUN KOPPEKLIMIO [03bl FTUMOMIMKEMUYECKUX
npenapaTos.
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Mpwu paboTe c bopTesomnboM cnenyeT cobnoaaTh o6LENPUHATLIE NPaBUIa 06paLLeHns C LMTOTOKCUYECKMMN NMpenapaTamMu.

UcTouHuK: http://drugs.thead.ru/Verozomib
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