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MUWHUCTEPCTBO 3JIPABOOXPAHEHUS POCCUMCKOM ®EJEPALIUN
WHCTPYKLIMS
Mo MEAUIIHUHCKOMY HpI/IMeHeHI/IIO HeKapCTBCHHOFO Ipernapara

Keroxonazoa JIC

Perucrpaunonusiii Homep: JIII-01171

Toprosoe naumenoBanue: Keroxonason JIC

MeskayHapOHOe HEeNATeHTOBAHHOE HAHMEHOBaHHe: KETOKOHA30J1
JlekapcrBenHas popma: TabIeTKH

Cocras

Opna TabieTka COOePKUT:

?’H

Oeticmayiowee gewecmeo. kerokoHaszos — 200,0 Mr; ecnomocamenvhbie eeujecmea:

JIaKTO3bI MOHOTHAPAT - 40,0 Mr, Kpaxmai KyKypy3Hblif - 25,0 mr, nosunon K29/32 -
12,5 Mr, Kpaxman [peXelaTHHU3UpOBaHHBIA - 12,0 Mr, nemmnosnosa
MUKpOKpUcTa/inieckas tan 101 - 7,5 wMr, MarHus creapar - 5,0 wr,
KapOOKCHMeTUIIKpaxmain HaTpus - 10,0 mr.

Onucanune

Kpyrisle, IUIOCKOLMIMHAPHYECKOH GopMbl TabneTkn Oemoro wix  Gemoro ¢
JKENITOBATBHIM OTTEHKOM I[BETA C PHCKOM ¢ OJIHON CTOPOHBI M hackaMu ¢ 00€rX CTOPOH.
®apmakoTepaneBTHYECKasi TPYNIAa: IPOTHBOTPUOKOBOE CPEIICTBO

- Kon ATX: J02AB02
dapmMaKoJIOrHYecKHe CBOMCTBA
dapmakoIHHAMHKA
KeTOKOHA30] — MPOM3BOHOE MMHIA30J{HaKcoNaa. In vitro u in vivo KeTOKOHa30J1
AKTMBEH B OTHOLIEHWH CIIEIYIOIMX MHKpoopraHm3moB: Blastomyces dermatitides,
Coccidioides immitis, Histoplasma capsulatum, Paracoccidioides brasiliensis.
KeTokoHa30J1 MHrMOMpyeT OHOCHHTE3 3procTepoiia, 4YTO MPUBOAUT K HM3MEHEHHIO

cocTaBa JIUITUAHBIX KOMIIOHEHTOB MeM6paHbI FpI/I6OB U HapyLICHHUIO NMPOHUIAEMOCTH

KJIETOYHOM CTEHKH I'pHOOB.
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PapMaKOKHHETHKA

Abcopbuyun

KeTtokoHa3oy mpejacTaBiseT co0oi cinaboe JBYXOCHOBHOE COEAMHEHHE, KOTOpOe
pactBopsiercss U abcopbupyercs B KHUCIOH cpezne. buomocTymHOCTh HaXOAUTCS B
NPSMOM 3aBHCHMOCTH OT BEJIMYMHBI TNPUHATOM 103bl. MakcuMaibHas CpenHsA
KOHIIEHTpallMs KETOKOHAa30J1a B ITa3Me OKOJIO 3,5 MKI/MJI JocTHraeTcs yepes 1-2 qaca
0cJIe OMHOKpaTHOTO nepopaibHoro npuema 200 Mr nperapara Bo BpeMst €/1bl.
BHOI0CTYTHOCTh KETOKOHA30JIa MAKCHMaJIbHA MIPH ero MpHeMme ¢ nuiei. A6copOuus
KETOKOHA30J1a YMEHbBIICHA Y MAalMEHTOB C IOHMKEHHON KHUCIOTHOCTBIO XKEITyJOYHOI0
COKa, HanpuMep, NMPUHUMAIOIIMX aHTAlUIHbIE IIpernaparbl, TaKHe KakK TI'UIAPOKCHA
QTIOMMHMS, U aHTUCEKPETOPHBIE TIPenapaThl, TAKAE KaK aHTaroHUCThl Hp—perenTtopos
M HWHrUOMTOpBHl IMPOTOHHOTO HAcoca, a TaKXke y MalKeHTOB C axJIOpruapuei,
BBI3BAHHOM OIpe/ielieHHbIMU 3a0oneBaHusIMU (cM. paszensl «OcoOble yKasaHUs» U
«BzaumopielicTBe ¢ JpPYyTMMH JIEKAPCTBEHHBIMH ~ CpelcTBaMM»). AGcopOuus
KETOKOHA30J1a HATOINAK y TAKUX MMalMEeHTOB yBEIMYMBAETCS IIPH MPUEMe Tpernapara ¢
KHCJIOTOCOAEPKAIMMH HAITUTKAMHU.

[IpeaBapuTebHBIA TpUeM HMHTHOMTOpa IPOTOHHOIO HAacoca OMEINpasoja CHHIXKa
6HOJOCTYIIHOCT OIXHOKpaTHOM 1036l 200 MI' K€TOKOHA30J1a, IIPUHATON HATOIIAK, N0
17% oT ero 6GMOIOCTYIIHOCTH INpH MpHeMe Haromak 6e3 omenpasona. [Ipu mpueme
KETOKOHA30Jla C KHCJIOTOCOAEepKAIMMKM HalUTKaMH M IpPEJABApUTEIBHOM IpHeMe
oMerpa3ona GHOOCTYTHOCTh KETOKOHA30JIa COCTaBIANa 65% OT ero GMOAOCTYITHOCTH
TIpH [pHeMe HaToIak 6e3 COMyTCTBYIOLIMX IPETapaToB.

Pacnpeoenenue

In vitro CBs3bIBaHHE C O€NKaMM IUIa3Mbl, [JIABHBIM 00pa3oM ¢ anb0yMHHOBOH
dpakimeit, cocraBmsier 99%. Kerokona3on IIMPOKO pacnpenensercs B TKaHAX H
KUIKOCTSIX OpraHW3Ma, OJJHAKO JHIIb He3HAUYUTeIbHas YacTh IpernapaTra NPOHUKAET B
CIIMHHOMO3T'OBYIO JKHIKOCTh. [[pOHMKaET Yepes IIAleHTY U B IPyIHOE MOJIOKO.

Memabonusm

ITocne a6cop6um1 H3 XKEeJITyaJ04YHO-KUIIECTHOI'O TpaKTa KETOKOHAa30J1
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MeTaboIU3UpyeTCs B Ie4eHU ¢ 00pa30BaHUEM HECKOJbKUX HEAKTUBHBIX METaOOIHUTOB.
WccnenoBanusi in vitro mokasaid, 4To B MeTaboyiiM3Me KETOKOHA30j]a y4acTBYET
m3odepmentr CYP3A4. ['nmaBHbIMM myTssMH MeTabosu3Ma SIBISIOTCS OKHCIEHHE U
pacilerieHue HMHAA30JIbHOTO M TMHIIepa3MHOBOTO KoJiel, OKuciaurenabHoe O-
NeaJIKWJIMPOBAHUE M apoMaTHUecKoe ruapokcunupoBanue. KerokoHa3on He sBiseTCs
UHIYKTOPOM COOCTBEHHOro Merabonu3ma. SIBisieTcss MHIUOMTOpPOM H30(epMeHTa
CYP3 A4 u P-rnukonporeunHa.

Boiseoenue

BriBeneHre U3 miua3Mmbl sBiseTcs AByx¢a3zHbIM: B TeueHue nepBbix 10 yacoB nepuon
TIOJTyBBIBEJIEHUSI COCTaBseT 2 yaca, a B mocieayroumem - 8 dacoB. BeiBoautcs B
HEM3MEHEHHOM BHJIE U B BHJIe HEAaKTUBHBIX MeTa00IUTOB. 3a 4 cyToK BhiBoAHUTCS 70%
oT npuHATON A03bl. [IpumepHO 57% NpUHATON 103bI BBIBOAMUTCS Yepe3 KHIIECYHHMK.
Oxomo 13% 10361 BBIBOIUTCS TMOYKAMH, U3 KOTOPBIX OT 2 10 4 % B HEU3MEHEHHOM
BUJIE.

Ocobbie cpynnbl nayuenmos

Ileuenounana u noueuHas HedOCMamo4YHoChib

(dapMaKOKMHETHYECKHE XapaKTEepUCTHKM KETOKOHA30j7a B IEJIOM HE3HAYHUTEIIbHO
OTJIMYAIOTCS Yy 3I0POBBIX JIMI[ M TAIMEHTOB C IIEYEHOYHOM WM IO0YEYHOH
HEJ0CTaTOYHOCTBIO.

emu
Knuauyeckue qaHHble 0 (hapMaKOKMHETHKE KETOKOHA30J1a y IeTe OrpaHUY€EHBI.
Iloka3aHusi K NPHMEHEHHIO
KeTokoHa30J1 cliefyeT MPUMEHSTh JHILIb IPU HEAOCTYITHOCTH MJIH HENEPEHOCHMOCTH
uHOW 3G (EeKTUBHOM TNPOTUBOTPUOKOBOM TepamlMu, €ClId OXHaaemas T0jb3a
MpeBbIIIAeT BOZMOXKHBIH PUCK IPUMEHEHHS.
KeToKoHa30I1 1MoKa3aH JUlsl JIeYeH s CIIEAYIOIINX CUCTEMHBIX IPHOKOBBIX HHOEKIMHA Yy
MalMEeHTOB, Y KOTOPBIX MPOYHe METOMAbI Tepaliuy OKa3aauch He3()(HEKTUBHBIMU HIIH
HENepEeHOCHMBIMU: OJIACTOMUKO3, KOKLIUAMOUIOMHUKO3, TUCTOILIA3MO3, XDPOMOMHUKO3 U

MapaKOKIIUAXUOUIOMHUKO3.
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[TprMeHsTh KETOKOHA30J MPU IPUOKOBOM MEHMHIUTE HE PEKOMEHIYETCs, IIOCKOJIBKY
KeTOKOHA30J1 MaJI0 TPOHUKAET B CIIMHHOMO3I'OBYO JXUJKOCTb.
IIporuBonokazanus
e [loBbIlIEHHAs YYyBCTBUTEIBHOCTb K KETOKOHA30Jy M JAPYTMM KOMIIOHEHTaM
npenapara;
e OcrTpble UK XpOHUYECKUE 3a00JIeBaHuUs [IEYEHHU;

e Jlerckuii Bo3pact 10 3-X JIET;

e OpHOBpeMeHHOE MpHMeHeHHe ¢ psgoM cybcrpatoB mzopepmentoB CYP3A4,
TaKMX Kak J0(GeTHINI, XUHUIUH, [U3ANIPU U TUMO3UJL TIOCKOJIBKY TaKoe MpH-
MEHEHHE MOXKET NMPHBECTH K MOBBIIIEHUIO KOHUEHTPALMH 3THX IPErnapaTroB B
IIasMe KpPOBH, K YBETHYEHUIO WM MPOAJICHUIO KaK TEpaleBTHYECKHX, TaK M
1060YHBIX 3((HEKTOB U Pa3BUTHIO MOTEHLUAIBHO OIIACHOTO COCTOSIHUSA, HAIpH-
Mep, K yutiHenuto uatepsaia QT U pa3BUTHIO XKEITyJOUKOBBIX TAXHAPUTMHH (B
T.4. MOJUMOP(HOM HKEITyTOUYKOBON TaxXMKAapAHWU THUIIA «IIUPYIT», MPEICTABIS-
[OIIEH MMOTEHIUAIBHYIO yIpo3y Ui J)KU3HHU) (cM. paszensl «B3aumoeicTsue ¢

JIpyTMMH JIEKAPCTBEHHBIME CpeicTBaMI» B «Ocobble yKazaHHs»);

e Kpome TOro, mpOTHBONOKAa3aHO OJHOBPEMEHHOE IPUMEHEHHE CO ClIeTyIOIUMH
npenapaTtaMi: MeTaJoH, AW30MUpaMujl, JPOHENApOH, PaHOJa3WH, aKalOHIbl
CIIOpPUHBU (HalpuMep, JUTHAPOIPrOTAMUH, 3PrOMETPHH, 3proTaMuH, METHIIP-
rOMETPHUH), UPUHOTEKAH, JIypa3uI0H; MUIa30J1aM Ul [IEPOPAIbHOTO MTPpUMEHe-
HHMsl, ajmpasoyiaM, TpraszosiaM; (eIoAUINH, HUCOJIUIIMH, PaHOJIa3uH, TOJIBaIl-
TaH, SIJIEPEHOH, JIOBACTATHH, CAMBACTaTHH, KOJIXUIMH (TIpH JICYEHUH TalUeH-
TOB C HapylleHWsMH (QYHKIMU Me4eHH W modek) (cM. pasaensl «Bsanmonei-

CTBHUE C IPYTMMH JIEKapCTBEHHBIME CpecTBaMi» B «Ocobble yKa3zaHHs» ),

e JleuIUT NaKTa3bl, HEEPEHOCMMOCTD JIAKTO3BI, [TIFOK030-TajlakTO3HAsA Maibal-
copOuusi.
C 0CTOpPOKHOCTBIO
[TeyeHOYHass HENOCTATOYHOCTh, AXJOPTUIAPUS, TUIOXJIOPTUAPHUsS, HEIOCTaTOYHOCTH

KOpbl HAIMOYEYHHKOB U Tunodusa, OJHOBPEMEHHBIH NpHEM IMOTEHIHAIBHO
4
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rernaTOTOKCHMYHBIX JIEKAPCTBEHHBIX CPEACTB, aJKOTOJHM3M, OepeMEeHHOCTb, BO3pPacT
crapuie 50 jeT ()KeHIUHBI).

IIpumenenne npu 6epeMeHHOCTH H B IEPHO IPYAHOI0 BCKapMJIHBaHUSA
bepemennocnmep

B wuccnenoBaHMAX Ha JKABOTHBIX OBLUIM yCTAHOBIIEHBI 3MOpPHOTOKCHYECKHE H
TepaToreHHble 3¢ ¢eKTbl KeToKoHa3oja. CTemneHb NOTEHUUAIBHOIO pHUCKa I
YyelloBeKa HEeW3BeCTHA. AJEKBAaTHBIX U CTPOTO KOHTPOJIMPYEMBIX MCCIENOBAaHUN Y
OepeMeHHBIX JKEHIIUH He MpoBoAusioch. [Ipu OepeMEeHHOCTH NPUMEHSIOT TOJBKO B
cllydae, €CJIF IpeJronaraeMas 1oJjib3a s MaTepy MpeBbIIIaeT OTEHIIHAIbHBINA PHCK
IS TUTIOJA.

Ilepuoo zpyonozo eckapmaueanus

KeToK0oHa30J1 MPOHUKAET B TpyAHOE MoJioko. [Ipn Heo6xoauMoCTH pueMa npemnapara
B TIEPHOJI JTAaKTALlK, TPyIHOE BCKApMIIMBAaHUE CIIEAYET IPEKPATHTh.

Crnoco® npuMeHeHHUs! H 103bl

BHyTpb, BO BpeMst eibl (JUIsl yIydllleHUs: BCaChIBaHHs IIperapaTa).

Bspocnute.

[To 1 Tabnerke oauH pa3 B JeHb. Ecu mpu mpueme yKa3aHHOW J103bI YIIy4ILICHHUS He
HACTYyIIaeT, ClIeIyeT YBEIMUUTh 03y 10 2 TabJIETOK OJUH pa3 B [I€Hb.

Jemu cmapwe 3-x n1em.

- ¢ Maccoit tena ot 15 1o 30 kr — % tabnerku (100 Mr) oquH pa3s B I€Hb;

- ¢ Maccoi Tena 6onee 30 Kr — 103bl, yKa3aHHBIE IS B3POCIIBIX.

CpenHss MpoJODKUTEIbHOCTD JIe4eHHs — 6 MeCsLEB.

IloGo4Hoe nericTBHE

B knunuueckux uccnedosanusnx 0bliiu 8blA61eHbl C/1e0yIouile noOoUHble peaKyuu:
Hapy1eHust o CTOPOHBI HMMYHHOMN CHCTEMBI: aHA(QUIAKTOUIHBIE PEAKLIUH.
HapyiieHusi co CTOPOHbI SHIOKPHHHOM CHCTEMBI: THHEKOMACTHS.

Hapyiienuss co CTOpOHbI MeTa0oiaM3Ma M IIHMTaHUS: HEMEPeHOCUMOCTb aJKOroJs,
aHOPEKCHS, TUIIEPIUIHIEMUs, TOBLIIICHHE alleTHTA.

HapyHICHI/IH IICUXUKHU: 6CCCOHHHI_Ia, HEPBO3HOCTD.
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HapymeHnuss co CTOpOHBI HEpBHOW CHCTEMBI: TOJIOBHas 00ib, TOJIOBOKPYXEHHE,
napecTe3us, COHJIMBOCTb.

Hapy1meHust co cTopoHbI OpraHoB 4yBCTB: poTOPOOUS.

Hapymenust co CTOpPOHBI CEpAEYHO-COCYIUCTOM CHUCTEMBI: OPTOCTATHYECKOE
CHW)KEHHE apTepHaJIbHOTO JAaBACHUSI. - -
HapyureHuss CO CTOPOHBI JIbIXATeNbHOM CHCTeMbl, OPTaHOB TPYAHOW KIETKH H
CPeIOCTeHUsI: HOCOBOE KPOBOTEUEHHE.

HapymeHust co CTOpOHBI kelyJJOYHO-KUIIEYHOTO TPaKTa: pBOTA, AWApes, TOLIHOTA,
3arop, 60Jib B )KUBOTE, OOJIM B BEPXHEW YaCTH )KUBOTA, CyXOCTb BO PTy, U3MEHEHHE
BKYycCa, IUCIEIICHs, METEOPU3M, U3MEHEHHE 1[BETA A3bIKA.

HapyiieHuss co CTOpPOHBI MEYEHH M JKETYEBBIBOJAINMX IIyTEW: IElaTUT, JKENTyXa,
HapylIeHne QyHKIMY [eUEHHU.

HapymieHusi co CTOpPOHBI KOXH M TOJKOXXHBIX TKaHEH: J3pUTEMa, KOXXHas ChbIIlb,
JIepMaTHT, KparluBHULA, KOXKHBIHA 3y [, alONelHs, CyX0CTb KOXKH.

Hapy1meHust co CTOPOHBI CKeJIETHO-MBILIEYHON ¥ COCIUHUTEIbHOM TKAHH: MUAJITHS.
HapymieHus co CTOPOHBI IOJIOBBIX OpPraHOB M MOJIOYHOM JKeJie3bl: HapyIleHHe
MEHCTPYaJIbHOTO LIUKJIA.

OOme paccTpoiicTBa: acTeHHs, YCTaJIOCTb, «IPUIMBBIY KPOBH, HEIOMOIaHHE,
TUTIEpTepMHEsL, 03HO0, Nepru(epudecKuil OTeK.

JlaGopaTopHble MOKa3aTeIH: YMEHbIIEHUE YUCIIa TPOMOOLIUTOB.

B nocmpezucmpayuonnom nepuooe 0v111u 8b1A8/1€Hbl C1EOYIOU{UE RODOUHbIE
peaxkyuu:

Hapyienus co CTOPOHBI KPOBH U TUM(DAaTHIECKOH CUCTEMBI: TPOMOOILIMTONIEHHUSI.
Hapy1eHust co CTOpOHBI UMMYHHOH CHUCTEMBI: aJUIEPTHYECKUe COCTOSIHMS, BKITIOYast
aHa(UITaKTHYECKHI 0K, aHa(UITAaKTHYECKUE PEaKLIUi, AaHTHOHEBPOTHYECKHUH OTEK.
Hapymienus  co  CTOPOHBI  SHJOKPMHHOM  CHUCTEMBI:  HaJMOYEYHHUKOBAS
He/I0CTaTOYHOCTb.

Hapyuienuss cO  CTOpOHBI ~ HEpBHOM  CHCTeMBl:  0OpaTHMMOE  IOBBILICHHE

BHYTPHYCPCIIHOI'O  JaBJICHUA (HaanMep, OTCK [JHCKOB 3pHUTECIIbHBIX HEPBOB,
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HaOyxaHue POJHHYKA y JeTeil MiIajilIero Bo3pacra).

HapyiieHuss CO CTOPOHBI II€UeHH M OKEIUEBBIBOMSIIMX  IyTeH: TshKenas
rernaroTOKCUYHOCTh, BKJIIOYAs XOJECTAaTUYECKUM TelaTHT, IeIaTOHEeKpo3, LHUppo3
[leYeHH, Ie4eH0YHAas HeJl0CTaTOUHOCTh (BKIIKOYas CIIydad TPAaHCIUIAHTAlMH U CMEPTH).
HapymieHusi co CTOPOHBI KOXKH M TIOAKOXHBIX TKaHEH: OCTPBIHA reHepalr30BaHHBIH
HK3aHTEMATO3HBIN IycTye3, POTOTYBCTBUTEIHLHOCTD.

HapyLieHus Co CTOPOHBI CKEJIETHO-MBIIIEYHON U COEIMHUTEbHOM TKaHU: apTPajIrus.
Hapyienuss cCo CTOPOHBI IIOJIOBBIX OpPraHOB M MOJIOYHOM JKene3bl: 3PEeKTHJIbHAs
nucdyHKIMs, azoocnepMusi (MPH 103aX MPEBIIAIOIMX TepaneBTudecKue 1036l 200
i 400 Mr B IeHB).

Ilepeno3supoBka

Cumnmombol

Haunbosee 4acTHIMH CHMIITOMAaMHU I1€PEJO3HPOBKH KETOKOHa30j7a ObLIM: TOIIHOTA,
YTOMIISIEMOCTh, COHJIMBOCTB, 3aTOPMOXKEHHOCTh, PBOTa, 0OJIb B JKMBOTE, aHOPEKCHS,
1oTepsi Beca, MOTeps alleTUTa, TUIEPEMHMs, IMOBBIIIEHHOE IOTOOTAENEHUE, OTEKH,
THHEKOMACTHS, KOXKHAs ChIMb, 3K3eMa, MypIlypa, AepMaTHUT, JUapes, roloBHas 0o,
JTUCTeB3Us, AJIOTIELHs.

Jleuenue

Cneuuduyeckuit aHTUAOT He u3BecTeH. IIpu nepeno3upoBke B TeUeHHUE NEPBOro vaca
HeOOXOJAMMO IIPUHATh AKTHMBHPOBAHHBIM YTOJlb, TPU HEOOXOAMMOCTH IPOBOJSAT
IpoMbIBaHHUe Kelyaka. CUMITOMAaTHYeCKOe JIEYCHHUE.

B3aunMoneiicTBHE ¢ APYTHMH J1€KapCTBEHHBIMH CpPeICTBAaMH

B Merabonu3Me KeTOKOHaszona mnpuHuMaer ydvactue uzopepment CYP3A4. Ha
(apMaKOKHHETHKY KETOKOHA30Jla MOIYT BIIMATh W JpPYrde BELIeCTBA C TaKHM JKe
myTeM MeTaGoJM3Ma WK BIMSIONINE Ha aKTHBHOCTL LuToxpoma P450. Kerokonason
MOXET BJIMATH Ha (ApMaKOKMHETUKY JAPYTMX BEIIECTB C TaKUM XKe IyTeM
MeTaboaM3Ma, pe3yJbTaTOM 3TOTO MOXET OBITh YCHIEHHEe WIN YIIMHEHHE HX
NeicTBHS, B TOM YKMCJIE U BO3MOXHBIX TOOOYHBIX 3P (EKTOB.

I/I3yquI/Ie B3aHMMOJIEMCTBUSI KETOKOHA30J1a C APYTHUMH JIEKapCTBEHHBIMHU cpeacrBaMu
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MPOBOAMIIOCH TOJBKO Y B3POCIIBIX. 3HAYMMOCTh Pe3yJIbTaTOB 3THX HACCIIENOBAHUH JJIS
JieTell Heu3BeCTHa.

1. Ilpenapartsl, CII0COOHBIE CHIIKATh COJIEp)KAHUE KETOKOHA30J1a B IJIa3Me KPOBH.

A6COp6HI/I$I KE€TOKOHA30JI1a CHW)KAeTCs IPpH OJHOBPEMEHHOM IMpHUEME C aHTallMIHBIMH
rpernapartaMy, TakKMMHW Kak THAPOKCHA  aJIIOMHHHA, M  aHTHUCEKPETOPHBIMU
npenapartaMy, TaKUMA KakK aHTarOHUCTBI Hz-peHeHTOpOB H I/IHFI/I6HTOpI>I IIPOTOHHOTO

Hacoca. HpI/I COBMECTHOM IIPpUMEHCHUHU HEOOXO0IUMO CO6.HIOIlaTB OCTOPOXHOCTD:
e B CcJly4yae COBMECTHOI'0O NMPUMEHEHHUs C IIpeliapaTaMu, CHUXKAKIKUMHU
KUACJIOTHOCTBh JKE€JIYJOYHOIo COKa, KETOKOHAa30J CJICNYEeT 3alliBaThb

KHUCJIBIMH HAIIUTKaMH.

e Heirpanusyronme KHCIOTy Ipernaparsl CIeAyeT IPUHAMATh, IO
KpaifHe# Mepe, 3a | yac 10 uiaM 4epes 2 4yaca rocjie npreMa KeTOKOHa-

307J1a.

e B ciyyae KOMOMHHPOBAHHOM Tepanuy HEOOXOAUM MOHMTOPHHI MpO-
THBOTPUOKOBOW aKTMBHOCTHU C KOPPEKLMEN J103bI KETOKOHA301a, €Cln
3TO nmoTpedyercs.

B ciay4ae COBMECTHOrO IPUMEHEHMs KETOKOHa30Jia C MOIIHBIMM HHIYKTOpaMH
nsopepmernta CYP3A4 BO3MOXHO CHMXKEHHE OHOJOCTYIIHOCTH KETOKOHa30ja B
CTeTeHH, JOCTATOYHOM Ul 3HAYMTEILHOIO CHWKEHHs ero 3pQeKTUBHOCTH. TaKkuMu
NIeKapCTBEHHBIMH ~ CPEICTBAaMH, K IpHMepy, SABJAIOTCA: aHTHOAKTepUalbHbIE
npenapaTel  (u3oHHa3un, pudabyTHH, PpHGAMIMIWH),  [OPOTHBOCYIOPONKHBIE
npenapathl (kapbamasenuH, (EHUTOMH); IPOTHBOBUPYCHBIE Mpernaparhbl (3(paBupeHs,
HEBUpPAITUH).

TakuM 00pa3oM, COBMECTHOE IPUMEHEHHE MOIIHBIX HHIYKTOPOB H30(epMeHTa
CYP3A4 c keTOKOHA30JIOM He peKoMeHAayeTcs. B ciaydyae COBMECTHOrO NMpUMEHEHHS
HEOOXOAMM MOHHMTOPHHI MPOTHBOTPUOKOBOM aKTUBHOCTH U TOBBIIICHHE O3B
KETOKOHA30J1a, €CJIU MoTpedyeTcs.

2. Ilpenaparsl, CIIOCOOHBIE VBEJIWMYUBATh KOHLIEHTPALIMIO KETOKOHA30J1a B MJIa3M€ KpPO-

BH.
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Mommnble uHruoutopsl  uzopepmenta CYP3A4  (Hanpumep, aHTHBHPYCHbIE
TpernapaThl, BKJIIOYAIOIINE PHTOHABHP, YCHWJIEHHBIA DPHUTOHABUPOM JapyHaBUp U
YCHJIGHHBIH PUTOHABUPOM (OCAMIIPEHABUP) MOTYT TOBBIIATH OHOAOCTYITHOCTH
KETOKOHA30J1a. DTH Tpenaparbl CliefyeT NPUMEHATh C OCTOPOXHOCTbIO B CIydae
HeOOXOIMMOCTH COBMECTHOIO IPMMEHEHHs C KEeTOKOHAa30JI0M B TableTKax.
Heo6X0MM MOHHTODHHT Ha IIpeIMeT MOSBJICHHS CHMITOMOB MM Xajaod Ha
YBEJIMYEHWE MHTEHCHBHOCTM WM  MPOJODKUTENBHOCTH — (hapMaKoJIOrHYeCcKHX
> pexToB KeTokoHa3oma. [Ipy HEOOXOAMMOCTH ClIEAy€eT CHU3UTD 103y KETOKOHA3071a.

3. Ilpenapatsl, KOHLIEHTPALMS B IJIa3M€ KPOBU KOTOPBIX MOXET ITOBLIIIATHCA TP O~

HOBPEMEHHOM IMpUEME C KETOKOHA30JIOM.

KeToKoHa30J1 crIocoOeH HHrMOMpOBaTh METa00IM3M MIPEeNapaToB, METa00IU3UPY EMBIX
nzopepmentom CYP3A4, a Takxe TPaHCIOPT MpeNapaToB MOJ AEHCTBHEM P-
TJIMKONPOTEWHA, YTO MOXET MPUBOAMTH K YBEJIMYECHHIO KOHLEHTPAllMH ITHX
npenapatoB W/WIM UX MeTaboIMTOB B IIIa3Me€ KpPOBH B Cilyyae COBMECTHOI'O
NPYMEHEHUsS] ¢ KeTOKOHa30JIoM. [ToBbIlIeHHEe KOHLEHTPALKK B IJ1a3Me KPOBH MOXET
NPUBOAWTH K  YBEJIMYEHHIO  MHTEHCHMBHOCTH WM  IPOAO/DKUTEIBHOCTH
TeparneBTUYECKUX /UK HeONaronpUATHBIX 3 (QEKTOB 3THX IPENapaToB.

[Ipy NpUMEHEHHH KETOKOHA30Ja MOXET ObITh IPOTHBOMOKA3aHO NPUMEHEHHE
TpernaparoB, MPUBOISIMX K yIIMHeHUI0 nHTepBana QT U pa3BUTHIO HKeTyTOYKOBBIX
TaxMapuUTMHUH (B T.4. TOTMMOPGHOH KenyJIOYKOBOM TaXHKapIWH THUIA «IIHPYIT»,

NpeCTaBIsIOIIEeN MOTEHLUATbHYIO yrpo3y s KU3HH).
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