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dopmMa BbiNnycKa:
PopmMa BbiycKa, onucaHne U cocras

Kancynbl opaH>XeBoro uBeTa, TBepable xenaTuHoBble NeQ0; cofep>XnmMoe Karncy - NopoLLokK 6enoro unm novytu 6enoro
LBeTa.

1 kanc.
MaTuHNGa me3nnaT 178 mr
HTO COOTBETCTBYET COAEPKAHUIO MATUHNOA 100 Mr

BcnomMoraTesnbHble BellecTBa: 1akTo3bl MOHOruapaT - 50 Mr, KpocnosmnaoH - 30 Mr, Lennnno3a MUKpoKpucTananyeckas - 10
MI, KPEMHUS ONOKCUL KOJUTOUAHbIN - 2.7 MI, MarHmsa cteapat - 10 mr.

CocTtaB Karcyabl Ne00: KpacuTenb »xenesa okcug kpacHboli (E171) - 0.09%, Tutana gunokemg (E171) - 1.3333%, KpacuTtenb
xenesa okcupa xentoi (E172) - 0.7%, xenaTtuH - 1o 100%.

10 wT. - 6ancTepbl antoMmHUEBbIE (1) - M@YKy KapTOHHbIE.
10 wT. - 62iMcTepsl antoMUHNEBDbIE (3) - MAYKW KapTOHHbIE.
10 wT. - 6ancTepbl antoMHNEBbIE (6) - NaYKM KapTOHHbIE.
10 wT. - 6ancTepbl antoMmHUEBbIE (9) - M@YK KapTOHHbIE.
10 wT. - 6mcTepsl anoMUHMEBDbIE (12) - MAYKN KapTOHHbIE.

dapMaKkosiormieckme cBomMcTaa:
dapMaKkognHaMuKa

NHrnbnTop NpoTeNHTUPO3NUHKUHA3LI. UHrMbupyeT hepMeHT Bcr-Abl-TUpPO3UHKMHA3y Ha KNeTOYHOM YPOBHE, in vitro u in vivo.
CenekTMBHO NogaBnseT nNpoandepauunto 1 Bbi3blBaeT anonTo3 KJETOYHbIX JIMHWIA, NO3UTUBHBLIX No Bcr-Abl, a Tak)xe Monogbix
NIeKO3HbIX KJIeTOK MPU XPOHUYECKOM MUenosienkose C NooxXuTenbHon hunanenb@uinckon XpoMoCOMOM N NPU OCTPOM
nnmcobnacTHoOM nenkose.

B nccnenoBaHusax No TpaHcopMaL M KOJIOHWA, NPoBeAeHHbIX Ha Npobax nepruthepnyeckoin KpoBm U KOCTHOro Mo3ra, bbis1o
MoKasaHo, YTO MMATUHNG cenekTUBHO UHIMBUpyeT Bcr-Abl-no3nTMBHbLIE KOJIOHWN, NMOJlyYeHHble Y 60JIbHbIX XPOHUYECKUM
MNESIONENKO30M.

B nccnenoBaHMsX, NMPOBEAEHHbIX in ViVo Ha XXMBOTHbLIX MOAENSAX C UCMOb30BaHNEM Bcr-Abl-no3nTUBHLIX OMyX0neBbIX
KJ1eTok, 661710 NokasaHo, 4To npenapaT obflaflaeT NPOTUBOONYXONIEBON aKTUBHOCTbLIO NMPU MOHOTEpanuu.

Kpome Toro, MaTUHUG SIBASIETCS UHTMOUTOPOM PeLLenToOpPoB TUPO3UH-KMHA3bl A (hakTopa pocTa TPOMbBOUMTOB U hakTopa
CTBOJIOBbIX KJIETOK, @ Tak)Xe MNofaB/sieT KNeTo4Hble peakunn, onocpeayemblie BbllleHa3BaHHbIMUK (hakTopaMu.

In vitro MaTNHUG MHrMbrpyeT Npoandepaunio n HAYLMPYET anonTo3 KJeTOK CTPOMaJibHbix onyxonen XKKT,
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aKcnpeccmpytowmx kit-mytaumn.

dapMaKOKMHETUKa

Mocne npuema BHYTpb 6M0A0CTYNHOCTL B cpeaHeM 98%. KoaddunumeHT Bapuaunm gns AUC coctasnsieT 40-60%. Mpwn
npveMe C NULLEN C BbICOKMM COAEP>KAHNEM XXUPOB, MO CPABHEHMIO C MPMEMOM HaTOLWaK, OTMeYaeTCa He3HayuTebHoe
CHWXeHune cTeneHn abcopbumm (ymeHblieHne Cpay Ha 11%, AUC - Ha 7.4%) n 3amMmenneHne ckopocTu abcopbuunm (yonmHeHne
Tmax Ha 1.5 4).

Mpy KANHUYECKKN 3HAYMMbIX KOHLEHTPaUMAX nMaTuHMba ero cBasbiBaHne ¢ 6enkamu niasmbl COCTaBAAET 0K0J10 95%
(rnaBHbIM 06pa3oM C anbbyMUHOM 1 KMUCJIBIM afibda-rMKONPOTENHOM, B HE3HAYNTESIbHON CTEMNEHM - C IMMOMPOTENHOM).

OCHOBHbIM MeTabonMToM MaTMHUGa, LMPKYINPYIOLWMM B KPOBAHOM pycie, asnseTca N-gemMeTnnmpoBaHHoe nunepasnHoBoe
Npon3BOAHOE, KOTOPOE in vitro o6nagaeT chapMakosIoOrM4eCckom akTUBHOCTbIO, CXOOHOW C TaKOBON HEU3MEHEHHOI O
aKTUBHOro BellecTBa. 3HavyeHue AUC ansa meTtabonnta coctaBnseT 16% ot AUC nmatmuHmnba.

Mocne npuema BHYprMC-Me‘-IeHOFO nMmaTnHMba 3a 7 aHel 6bl10 BbIBEAEHO C KaJloM 68% BBeAEHHON [03bl U C MOYON 13%
003bl. B Hen3meHeHHOM Buae BbIBOAUTCS 0KOJ10 25% no3bl (20% - ¢ kanoM n 5% - ¢ moyon). OcTasibHOE KOJIMYECTBO
MMaTnHMba BbLIBOAUTCA B BUAE MeTabonToB.

Ty, MMaTUHNGa y 340pOBbIX OOPOBO/ILLIEB COCTaBMI OKOJ10 18 u.

I'Ip|/| HapyLweHunmn (;pyHKLI,I/II/I nevyeHm BO3MO>XHO MNoOBblLLEHNE KOHLUEHTpaUnn nMaTunHMba B Nnasme KpoBWu.

Moka3zaHuna K NMPUMEeHEeHMI0:
XpOoHMYECKUii Mnenonenkos B hase akcenepaummn, 6,1acTHOro Kpr3a, a TakXKe B XPOHUYECKON (hase; feveHne

HeornepabenbHbIX N/ METaCTaTUYECKNX 3/I0KAQYECTBEHHbIX CTPOMAJIbHbIX OMYXONEN XKesy[OYHO-KULLEYHOro TpakTa (y
B3pPOC/IbIX MALMEHTOB).

OTHOCHUTCA K bonesHaMm:

e Munesoma
e Onyxoau

MpoTuBONoOKasaHuA:

[MoBbILWEeHHasa YyBCTBUTENbHOCTb K I/IMaTI/IHI/I6y.

Cnocob npuMeHeHuA u Bo3bl:

MHD,MBMD,yaﬂbeIIZ, B 3aBNCMMOCTU OT MOKa3aHUM N CXEMbI IEYEHUNS.

MobouyHoe pmencreue:

CO CTOPOHbLI CUCTEMBI KPOBETBOPEHMS: HacCTO - HEMTpoMneHus, TpombounToneHns, aHemMus, pebpuabHas HeNTPoneHus;
BO3MOXXHbI MAHUMTOMNEHWS, YrHETEHNE KOCTHO-MO3r0BOr0 KPOBETBOPEHNS.

Co CTOPOHbI NULLEBaPUTENIbHOVM CUCTEMbI: HacTo - aHOPEKCUA, TOLWHOTa, pBOTa, Anapes, gucnencus, 6onm B >XnBoTe,
B34YyTUE XXUBOTA, METEOPU3M, 3aMop, peditoKc-330harnT, U3bSA3BIEeHME NMOJOCTU PTa, NOBbILLEHNE aKTVBHOCTMW NMe4YeHOYHbIX
(hpepMeHTOB; BO3MOXXHbI rUnepbunnpybrnHemMuns, xenTyxa, renatuT; PeLKO - XKeJlyA04YHO-KULLIEYHbIe KPOBOTEYEHUS, MeseHa,
acuuT, f3Ba XKeJy[Ka, raCTpUT, racTpo-33odareanbHblil pediloKC, CYXOCTb BO PTY, NeYeHOYHast He0CTaTOYHOCTb, KOUT,
HEeMNpPoOXoAMMOCTb KULLEYHMKa, NMaHKpeaTUT, MoBbILeHe anneTuTa.

NmetoTca oTaenbHble coobuweHns o Pa3BUTUN LUTONNTUHECKOIo NN XxonectaTnyeckoro renaTtmnta n rneyvyeHo4YHoMn
HeAoCTaTO4YHOCTU, B HEKOTOPLIX C/yHadaX NMPUBOOAUBLLUX K NIeTaJIbHOMY Ucxony; raCTposaHTEPUT.

Co CTOPOHbI obmeHa BeLyecTB: penko - gernapatauuna, runepypukeMmna, runokannemMmma, rmnepkannemMmma, rmnoHaTpmneMuns,
noBblLLEeHNE KOHUEeHTpaunn MOY€EBOW KNCOTHI B KpoBwu, nonarpa), runogochateMmuns, rmnepkaanemMms, runoHaTpmeMuns.

Co cTopoHbl LUHC v nepugepndeckori HEpPBHOV CUCTEMbI: 4acTo - FO0BHas 60/1b, FOIOBOKPYXXEHUE, HAapYLLEHNe BKYyCa,
napecTtesnu, 6€CCOHHMNLA; BO3MOXXHbI FeMOpparnyeckuin MHCy LT, 06MOpoK, Nepudepuyieckas HeBponaTus, runecTesmns,
COHJ/INBOCTb, MArPEHb, AEMNPECcCUsi, HapyLLIeHNe NaMsaTh, TPEBOra, CHXKEHVE NMMBUA0; PeaKo - CMYTAaHHOCTb CO3HAHWS, OTeK
MO3ra, NoBbILUEHWE BHYTPUYEPENHOro AaBNeHUs, CyLOpOrn.
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Co CTOPOHbI OopraHa 3peHus: 4aCTo - KOHBIOHKTUBUT, NOBbILLEHWE CNe300TOENIEHNA, 3aTyMaHUBaHNe 3peHNA; BO3SMOX>XHbI
pa3fapaxkeHue rnas, KpoeonsmaHne B KOHbIOHKTUBY, CYXOCTb KOHBIOHKTUBbI, OTEYHOCTb BEK; penKo - MaKyJ'IFIprII?I oTeK,
I'IaI'II/IJ'IJ'IFlprIIz OTEK, peTUHaNbHblE reMopparnn, reMmopparmn B CTeK/10BMAHOE TeJ10, FaykoMa.

CrnyxoBbie v BECTUBYISIPHbIE HapyLLIEHWS: BO3MOXXHbI FO/I0OBOKPY>XXEHUE, LWYyM B yLIaX.

Co CTOPOHbLI CepAeYHO-COCY ANCTON CUCTEMbI: BO3MOXXHbI CEpAeYHas HeA0CTaTOYHOCTb, OTEK JIerKuX, Taxukapams,
remMaToMbl, apTeprasibHas MMNepTeH3ns, apTepuanbHas rMNoTEH3Ns, NPUINBLI K JINLY, MOX0JIOAAHNE KOHEYHOCTEN; PeAKO -
ruaponepukapauT, NepukapanT, TpomM6o3/ambonms.

Co CTOPOHbI AblXaTesIbHOW CUCTEMbI: H4aCTO - ANCMHO3; BO3MOXHbI I'IJ'IEBpaJ'IbeIVI BbINOT, 6021 B rNoTKe nan ropTaHm,
Kawlenb; pegko - NIeroYHbIn q)VI6p03, MHTEpCTUUMaNbHada NHEBMOHNA.

JlepmaTonorndyeckme peakymm: 4acTo - nepuopburTanbHble 0TeKN, AEPMATUT, IK3EMa, Cbifb, OTEYHOCTb SIMLLA, OTEYHOCThb BEK,
3yA, 3pUTEMa, CYXOCTb KOXW, anoneuuns, HoYHas NoT/IMBOCTb; BO3MOXXHbI NeTEeXnW, NOBbILUEHHOE NOTOOTAENEeHNE,
YPTUKapus, NOBPeXAeHNe HOrTel, peakunm oToceHcnbunmsaumm, nyprnypa, rmrnoTpuxos, XenauT, rMnepnurMmeHTauns
KOXXW, FTMAONUIMEHTaUNs KOXU, Ncopmnas, SKCponmaTuBHbIN gepmaTuT, 6ynnesHas Coifb; PeAKO - aHT MOHEBPOTUYECKUIA
0TEeK, BE3UKYNAPHasa CbiMb, CUHAPOM CTUBEHCa-[XXOHCOHa.

Co CTOPOHbI KOCTHO-MbILLEYHOU CUCTEMbI: 4aCTO - MbIlLUEYHble Cna3Mbl 1 cyaoporu, MbllleYyHoO-CKeneTHbIe 6onn n apTpanruu,
npmnnyxaHune CyCtaBoB; BO3MOXXHbl NWnanrmnm, CKOBaHHOCTb MblILULL U CYyCTaBOB.

Co CTOPOHbI MOYeBbIAEINTE/IbHOM CUCTEMbI: BO3MOXXHbI MOYeYHasi Hefo0CTaTOYHOCTb, 6011 B NoYKax, YacToe
Mo4YencnyckaHue, rematypus.

Co CTOPOHbI peI'IpO,E(yKTI/IBHOVI CncTtemMbl: BO3MOXHbl TMHEKOMaCTNA, yBenny4yeHne MoJI0O4HbIX XKeJle3, 0TEK MOLUOHKMN, 6onb B
COCKaX, CHM>XXeHune noteHunn.

CO CTOPOHbI OpraHn3mMa B Li€JIOM: HacCTo - 3afep>XKa XNOKOCTU, OTEKU; YacTo - Imxopanka, cnabocTb, 03HOH; MHoroa -
CUbHOE HeJOMOraHue, remopparumn; pefko - aHacapka, reMopparun B OnyxoJsin, HEKPO3 OMNyXou.

lpo4me: 4acTo - yBesinyeHne MacChl Tesla, HOCOBble KPOBOTEYeHUs; nHoraa - nosbiweHue WO, kpeatuHnHa, KOK, J4r,
CHU)KeHMe MaccChl Tena.

B03MOXXHbI Cerncuc, reprnec npocToi, reprnec onosiCbiBaloLWnii, NHPEKLMN BEPXHUX OTAE/0B AblIXaTesbHbIX NyTen.

Bsanmopencreume C APYrMMn NnekKapCrBeéHHbIMU CcpencCcrBamMmm:

[Mpv 0f4HOBPEMEHHOM MPUMEHEHUN C NpenapaTamMmun, MHrMbupywmnMmmn nogpepmeHT CYP3A4 (B T.4. KETOKOHa30/1a) BO3MOXXHO
MoBbILLEHNE KOHUEHTpaun nMmaTnuHmba B nna3Me KpoBsu.

HanpoTus, ofHOBpEeMEHHOE NMPpUMEHeHMe NpenapaToB, ABAAILWNXCA UHAYKTOpaMu nsogepmeHtTa CYP3A4 (Hanpumep,
[ekcamMeTa30oHa), MOXET NPUBECTU K yCUJIeHUI0O MeTabonm3mMa nMmaTuHnba n CHYXKEHMIO ero KOHLEeHTpauun B naasme.

[Mpy ofAHOBPEMEHHOM MNPUMEHEHUN C CMMBACTaTUHOM OoTMe4daeTcs yeBenudeHume C,,, 1 AUC cumBacTaTnHa B 2 1 3.5 pasa
COOTBETCTBEHHO, YTO ABAAETCA C/IeACTBMEM NHrMbupoBaHusa nsopepmeHta CYP3A4 noa BAnsHuEM nMatuHmba.

PekomeHayeTCa € OCTOPOXKHOCTbIO MPUMEHATb MMaTUHMG OQHOBPEMEHHO C NpenapaTaMu, asasoWwmMMncs cybctpatamum
CYP3A4 v nmerownx y3knum gnanasoH TepaneBTUYECKON KOHLEHTpaLnm, a TakxXe C npenapaTtaMu, cogepxalinmm
napaueTamoJ.

B nccnepoBaHusx in vitro 66110 NokasaHo, 4To UMaTUHNG MHIMBMpyeT nsodepmeHT CYP2D6 B Tex e KOHLEeHTpauusx, B
KOTOpbIX OH UHrMbupyeT CYP3A4. B CBA3M C 3TUM CriefyeT y4UTbiBaTb BO3MOXXHOCTb yCuneHnsa acheKkToB npenapaTos,
ansaowmxca cybctpatamm nsodepmenta CYP2D6, npy nx COBMECTHOM MNPUMEHEHUN C UMaTUHUOOM.

Ocobble ykazaHUsA U Mepbl NPeaoCTOPOXKHOCTH:

OnarHo3bl

e JlnmdporpaHysemaTtos

e JlyyeBas Tepanus

¢ MenaHoma

e OcobeHHOCTM yxoa 3a OHKOJIOrNYeCKMMn 601bHbIMK
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UcTouHumK: http://drugs.thead.ru/Imatinib-Sigardis
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