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UHCTPYKLIUA
[10 MEJIMITMHCKOMY T[TPUMEHEHHWIO JIEKAPCTBEHHOI'O ITPETTAPATA

Kopundap” perapa

Perncrpaunonnniii nomep:

Toprosoe nanvenosanue: Kopunpap® perapi

MezxayHapoHoe HeNaTeHTOBAHHOE HAMMEHOBaHHe: HU(DeAUITHH

JlekapcrBennasi ¢opma: TableTKM € TPOJOHTUPOBAHHBIM  BBICBOOOK/ACHUEM, TOKpPbITHIE
IUICHOYHOH 000J104KOH

Cocras

| TaGnerka comepxut: Oeucmsyrouee eeujecmeo: nudenunun 20,00 Mmr; ecnomozcamenvhovie
seujecmsa (s0po mabiemku): NaKTO3bl MOHOTMApAT, Kpaxmal KaptodesibHbIi, Le/Uo103a
MHUKpOKpHUCTalanueckas, noBuaon K25, maruus creapart; ecnomoeamenvhvle eeujecmed
(obonouka mabnemku): runpomesuioza, makporosa 6000, makporon 35000, kpacuTenb
XUHOJAMHOBBIH kenTolid (E 104), Turana juokeua (E 171), tanbk.

Onucanue

Kpyrabie, ABOsSIKOBBINYKIIbIe TA0JIETKH, MOKPLITHIE MIEHOYHONH 000JI04KO KEJITOro 1BeTa.

Bua Ha nonepeyHom paspese: 0/JHOpO/IHAsi Macca KeJToro 1BeTa.

(dapmakoTrepaneBTHYECKasi rpynna: 010KaTopbl "MeUIeHHbIX" Ka/IbIIMEBBIX KaHAJIO0B

Koa ATX: CO8CAO05

(Mapmako/ornyeckoe jelcremue

Dapmakoounamuxa

Hudpenunun - cenektuBHblii  Onokatop "memneHHbIX"  KanbumeBblx KaHanoB (BMKK),
npouspojanoe 1. 4-nuruaponupuanna. Pacuupsier KopoHapHblie W nepudepuueckue aprepuu,
YMEHbILIAET MOTPeOHOCTh MUOKAp/ia B KMCJIOPO/IE 3a CUET YMEHbLICHUS! MOCTHArPY3KH Ha cep/Le
M JIOCTaBKM KHMCJIOpO/a. YCHIMBAET KOPOHAPHBIH KPOBOTOK, YJy4llaeT KpOBOCHAOKEHHE
MLIEMU3MPOBAHHBIX ~ 30H  0e3  pa3Burust  ¢deHomena  "oOkpajabiBanHus",  aKTHBHUpPYET
dyHkuMoHMpoBaHue Kosuiarepaiei. Pacumpsisi nepudepuueckue aprepud, CHUXKaeT oodiee
nepudepuueckoe cocyauctoe conporusiaenue (OIICC), ToHyc MuOKapaa, MOCTHArpysKy,
noTpeOHOCTE B KUCIIOPOJE M YBEIMUMBACT JUIMTEIbHOCTbH JMACTOJMYECKOro pacciadieHus

aesoro  kenyjpouka  (JDK).  Ilpaktuuecku  He  BiIMAe€T Ha  CUHOATPHAIbHBIA W



aTPUOBEHTPUKYJISipHbIe  y3ibl. He oka3piBaeT aHTHAPUTMHUYECKOrO W MPOAPUTMUYECKOTO
neiicteus. He Bausier Ha toHyc BeH. Hudenunuu ycuiuBaer noyeyHblit KDOBOTOK, BbI3bIBAET
YMEPEHHbIH HATPUIYpe3.

OkasbiBaeT OTpHULATENbHOE XPOHO-, JPOMO- M MHOTPOMHOE JEHCTBUE, YTO COMPOBOKIAACTCS
pedeKTOpHOH  aKTHUBAalME CUMIMATOAPEHANOBONM CHCTEMBbI M YBEJIMYEHHEM  YacTOTBI
cepaeunbix  cokpawenuit  (YCC) B orBer Ha nepudepuyeckylo  Ba30AUIATALIHIO.
[lpeumyliiecTBEHHO B Hayaje Tepanuud CepJACYHBIH PUTM M CEpJeUHBIH BBHIOPOC MOTYT
CHWXATbCs B pe3ysbrate akTuBauuu peduexca Gapopeuentopor. Ilpu miurensHol Tepanuu
HU(DEIMITUHOM CepACYHBbIH PUTM M cepjeuHblii BHIOPOC BO3BPALAIOTCS K TEM 3HAYCHHUSIM,
KOTOPbIE OHU UMEJIM /10 Havyaia Teparuu.

Hudenunun obnajaer aHTUrunepTeH3MBHLIM M @aHTUAHTHHAJILHLIM JICHCTBUEM.

[Ipn aprepuaibHON runepreH3uM rnpenapar CHWKaeT aprepuanbHoe aeiicrBue (AJl) 3a cuer
nepudepuueckoit Bazoaunarauuu v cHikenus OIICC. Hudeaunun npu npueme oauH pas B
cyTku obecnieunBaer 24-4acoBOM KOHTPOJb MOBBIIEHHOrO AJl. ¥V MaiMeHToB ¢ HOpMaibHBIM
AJl nudeaunuu He OKa3biBaeT Ha HEro BJMsSHMUS JMOO BIMSIET HA HEro B HE3HAYMTEIbHOM
CTEIEHMU.

Ilpu crenokapauu Hudeaunuu ymeHbluaer nepudepuyeckoe M KOPOHAPHOE COCYAMCTOE
COIPOTUBIICHHUE, YTO MPUBOIUT K YBEJIMYEHHUIO KOPOHAPHOI'O KPOBOTOKA, CEP/ICHHOI0 BhIOpOCA U
yAapHOro o0bema, a TaKkKe K CHWKEHMIO rnoctHarpy3ku. Kpome toro, nudeaunun pacumpsier
KaK  MHTaKTHBIE, TaK M  aTEPOCKICPOTHYECKM W3MEHEHHBIE KOPOHApHbIE — apTEPHH,
NpeJOTBPALLAET Cla3M KOPOHApPHBIX apTepuil M yiydmaer nepdy3uio MIeMU3MPOBAHHOTO
muokapaa. Hudeaunuu ymeHbliaer 4actoTy NPUCTYNOB CTEHOKAPAMM W MIIEMHYECKHX
usmeHenuid DKI', He3aBUCMMO OT TOro, BbI3BaHbl JIM OHU CIAa3MOM WJIM aT€pPOCKIECPO30M
KOPOHApPHBIX apTepHIid.

Dapmarkokunemurxa

Abcopoyus - Beicokas (6oaee 90%). buonoctynHocts - 50-70%. OaHOBpEMEHHBIH MPUEM MUK
He BiauseT Ha abcopOumto. Obnanaet 3¢pdhekrom "nepBoro nNpoxoxkaeHus" yepes neveHsb.
Pacnpeoenenue. Makcumanbhias koHueHtpauus Hudeaunuua (Cpa) B IUIA3ME KPOBH 10OCIe
ojiHokpatHoro npuema | tabnerku (20 mr nudeaununa) nocruraercs yepes 0,9-3,7 yaca u ee
3HAUEHUE COCTABJISIET B cpe/iHeM 28,3 Hr/mil.

[Iponunkaer yepe3 remarosxuedajinyeckuii ¥ riaueHTapHblii 6apbepbl, BbIIEISIETCS ¢ IPYAHBIM
moJjiokoM. CBa3b ¢ Oeskamu 1a3mbl KpoBH (aab0ymunbl) - 95%.

Memabonuzm. ITonHOCTBIO METAOOIU3UPYETCS B NEYEHH.

Metabonuzm Hudeaunuua ocyuiecTpiasiercs npeumytiecteHHo usopepmentom CYP3A4, a

takke uzodepmenramu CYP1A2 u CYP2AG6.



Boieeoenue. BbiBoaUTCS noykaMu B Buje HeakTUBHOro meradosnura (60-80% npuusToit 103b1),
20% - ¢ xenubto. [lepuon nonyswiBenenus (1,) cocrapisier 2-5 4acos.

KymynsrusHblit ag ekt orcyrcTByeT. XpoHHueckas noyeyHasi HeIoCTaTOUHOCTb, FTeMO/IHATU3 U
MEPUTOHEAIbHBIN a3 HE BIUSIOT HAa (JapMaKOKHHETHKY.

Y nauMeHTOB ¢ MEYEHOYHOH HEJ0CTATOYHOCTBIO CHHXKAETCS OOLMI KIMPEHC U YBEJIMUUBACTCS
Tin

[Ipyu jumrensHoM npueme (2-3 mecsilia) pa3BUBaeTCs TOJIEPAHTHOCTD K JACHCTBUIO Iperapara.

Oco0Oble rpynrbl NalUEeHTOB

Tayuenmuor nodcunozo eospacma

Ilpn npumenenun npenaparoB Hudeaunuua B ¢dopme TabAETOK € MPOJIOHIMPOBAHHBIM/
MOAM(HULIMPOBAHHBIM BBICBOOOK/ACHHUEM Y MALMEHTOB MOXKKIIOr0 Bo3pacta (Bo3pact > 60 ner)
ormeueHo ypeanueHue Cpay M Ty 10 cpaBHeHUIO ¢ H0s1ee MOJIOIBIMU NAlIUEHTAMHU.

Hayuenmur ¢ napywenuem ynkyuu nevenu

DapMaKOKMHETHUYECKME MCCIIE/0BAaHUS TOKA3alu, YTO Y MNAlMEHTOB C LMUPPO30OM [EUEHH
oTMevaercs 3HauuTesbHoe yBeauueHnue Ty, u ymenbienue oduero kaupenca nudeaununa. o
JIAHHBIM KJIMHUYECKOrO MCCIIC/IOBAaHUS Y NALMEHTOB ¢ HapylieHHeM (QyHKUMH MEYEHH JICrKOM
(knace A no knaccupukauuu Yaiina-I1eto) u ymepennoii (kinace B no kinaccudpukaimn Yaitn-
[Ib10) crTeneHu TsKeCTH KAMpeHe HUdeaunuHa nocie npueMa BHYTPb ObUI  CHHIKEH
coorBeTcTBeHHO Ha 48% wu 72% 1no CcpaBHEHHIO C NallMEHTaMH C HOPMAILHOW (yHKIHEH
neyeHu. OTMeueHo yBearueHHue iolaan noj kpueoi «konueHtpauus-spems» (AUC) u Cpax
COOTBETCTBEHHO Ha 93% un 64% y nauneHToB ¢ HapylieHHeM (PYHKUMH 11€YEHH JIETKOH CTereHU
TskecTH (knace A no kinaccudukauun Yaitna-I1eio) u coorserctBenno Ha 253% u 171% vy
MalMEHTOB € YMEPEHHBIM HapylueHueM pyHkuun neyenu (knace B no knaccudukanmm Yaiina-
[1b10) 1O CpaBHEHMIO € NMALMEHTAMHU C HOPMAIbHOW (DYHKIIMEH neyeHu. Y NMalueHTOoB ¢ TAKeI0H
MeYyeHOYHOH HeocTatouHocThio (Kiace C no knaccupukauun Yaitna-I1sbi0) papmakokuteTrnka
HUpeAUITHHA HE U3yYalach.

Iayuenmer ¢ napywenuem ynkyuu novex

OnumuHaums Hudeaunuua Moxker ObITh 3amMe/lUIeHa Y MAlMEHTOB C HapylleHuem (GyHKUUH
nmouek.  XpoHMYecKas  TMOoYeyHas  HEJAOCTaTOYHOCTb,  MPOBEACHME  reMojMaiu3a U
MEPUTOHEATILHOIO JIHAJIM3a HE OKa3bIBAIOT CYUIECTBEHHOrO BIMSHMSA Ha (HapMakOKHHETHKY
nudenununa. Kymynsrususiit apdexr orcyrcTByer.

Jlemu u noopocmku

dapMaKOKHHETHUYECKHE UCCIIEI0BAHUS HE TPOBOANIIUCD.

IToka3anusi K NPHMEHEHH IO

e ApTepuanbHas TMIEPTEH3US.



o CraOuibHas cTEHOKapAMsi W BasocracTuyeckas cteHokapjaus (creHokapausi [lpuHimerana,
BapUaHTHas CTEHOKap/1usl).

IIporuBonoka3sanust

e [loBbllIeHHAs YyBCTBUTE/ILHOCTL K HU(DEJAUIIMHY, APYTUM MPOU3BOAHBIM JAUIMAPONUPH/IMHA
WJIK K JI000MY JIpyromMy KOMIOHEHTY Mpernapara.

e YMepeHHas W TsbKenas nedeHovHas HejpoctaroyHocTh (kiacesl B u C no kiaccuduxaumu
Yaiina-I1bt0).

e KapauoreHHblii mok.

e Kosnanc.

e BeipakeHHas aprepuasibHas M'MNOTEH3Us (CUCTOIMUECKOE apTepualbHoe JaBieHue Hke 90
MM PT.CT.).

e Ocrtpeiii nepuoa MHdapkTa MHOKap/a (B TeYEHHUE MEpBbIX 4-X HEJlelb).

e Hecrabunbhas cTeHOKapaus.

e [l'emoamHamMuyecku 3HayMMas OOCTPYKLMS BBIHOCSILErO TpaKTa JIEBOIO IKeJy/10uKa
(BKJIHOYAS! TSXKENbIN a0pTaabHBIA CTEHO3).

e OjHOBpeMEHHOE MpUMeHeHHe ¢ pUGaMIULMHOM (M3-32 HEBO3MOMXKHOCTH JIOCTHIKEHHS
s} dekTuBHBIX ypoBHEH HUdEMNUHA B 11a3Me KPOBH BCJICACTBHE HHYKIIMK (DEPMEHTOB).

e bepemenHocts (J1o 20 Hejenb).

e [lepuoa rpyiHOro BckapmiMBaHus.

e Bospact 10 18 ner (3¢ dexkruBHOCTL M 6E30MaCHOCTH HE YCTAHOBJICHBI).

e Pejkas Hacie/JCTBEHHas HENEPEHOCUMOCTh TallakTo3bl, AeHUIMT JIAKTa3bl, CHHIPOM
MIF0KO30-Ta/lakTO3HO M ManbabcopOumu (npenapart CoICPIKUT JIAKTO3Y).

C 0cTOPOKHOCTBIO

ApTrepuaiibHas TMIIOTEH3Ms, 3/10KAUYECTBEHHAsi apTepralibHasi rUnepTeH3ust (OTCYTCTBYET ONbIT

KJIMHUYECKOI0 TMPUMEHEHUs ), uuiemuueckas Oose3nb cepjaua (OCOOEHHO MpH  TSIKEIOM

OOCTPYKTHBHOM TMOPaXEHUH KOPOHAPHBIX apTepuii) WM tepeOdpoBacKyisipHble 3a00/eBaHus,

XpOHMYECKas  CepjeyHas  HEJ0CTaTOYHOCTb;  OJIHOBPEMEHHOE  npumeHeHue ¢ Oera-

a/lpeHo0I0KaTOpaMH M JIpYrMMH FMIIOTEH3UBHBIMHU TIpernapatamMmu; OJHOBPEMEHHOE NPUMEHEHHE

C CEpACUHBIMHU TIMKO3M/1aMH; aOpTajbHbIi CTEHO3, MMUTPaJbHbIH CTEHO3, runeprpoduyeckas

O0OCTPYKTHBHAs KapJMOMUONATHs; caxapHblii auaber; HapymeHue (QYHKUMH NEYeHH Jerkou

creneHu TsokecTH (kiace A no kiaccudukaumu Yaitna-I1ero); remoananus y naiueHTOB €O

3/I0KQYECTBEHHOM TrUnepreH3ueil (pUCK pa3BUTHS TSDKEJIOW apTepuabHOW THMIOTEH3UH);

OJIHOBPEMEHHOE MPUMEHEHHE ¢ MHrubuTropamu w/win uuaykropamu usopepmenta CYP3A4

(nanpumep, henuronH, kapdbamazenut, GperHodapdburan, aHTUOMOTUKU-MAKPOIU/IbI, HHTHOUTOPBI

nporea3sl BUY, keTokoHa3os, aHTHaenpeccanTbl, (hIyOKCETHH, BaIbIIPOEBAas KUCJIOTAa U T.J.);
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OepemenHoCTh cpokom Gonee 20 Heaenb (mpenapar MOMXKET NPUMEHSTHCS Kak CPeaCTBO
«pEe3epBHOI Teparumy»); NOXUIOH Bo3pacr.

Ilpumenenne npu GepeMEHHOCTH M B IIEPHO/ IPYAHOIO BCKAPMJIHBAHHS

bepemennocmo

[lpumenenne nudeannuua npu OepemeHHOCTH Ccpokom 0 20 Hemelb MPOTHBOMNOKA3aHO.
[Ipumenenne Hudeannuua npu cpoke Gepemernoctn Gosiee 20 Hemenb BO3MOKHO B KAYeCTBE
CpeJICTBA «PE3E€PBHOM TEparMu» NMpu TSHKEIO0H apTepHalbHONW TUIEPTEH3MH, B ClydasX, eciiu
OXKH/laemas 1oJib3a JUisi MaTepH MPEBbILACT BO3ZMOXKHbIM PUCK JUIs T1J10/1a.

AJIEKBAaTHBIX  KOHTPOJIMPYEMBIX ~MCCIIC/IOBAHUI C  y4acTHeM OCpeMEHHBIX JKEHIIMH HE
npoBoauaock. Mmeromasics wuHopmanms  sABIsSeTcs HEAOCTATOYHOW JUIS  TOrO, YTOOBI
MCKJIIOYMTL BEPOSTHOCTH BO3HUKHOBEHMSI MOOOUHBIX 2()(PEKTOB, MPEACTABISIOUIMX ONACHOCTh
JUIS TU10/1a U HOBOPOJK/JICHHOTO.

B wuccnenoBanmsx  Ha  KMBOTHBIX — ObLIO  10Ka3aHo, 4TO  Hudeaunuu  obnaaer
HMOPHOTOKCHYHOCTBIO, (DETOTOKCUYHOCTBIO W TEPATOreHHOCTHIO. Ha OCHOBaHMM KIIMHHYECKUX
JIaHHBIX He ObLIO BBISBACHO crieluduueckoro npeHataibHOro pucka. Tem e menee, OblIO
OTMEYCHO TMOBBIIICHUE YaCTOThI C/Iy4aes NepUHaTalbHON acUKCHH, KecapeBa CeUeHHUs, a TaAKKe
MPEX/ACBPEMEHHBIX POJIOB M 3aJ€PKKM  BHYTPUYTpOOHOro paszutusi 1iojga. CBs3b 3THX
co00LIEHHH ¢ umerolIeiics apTepuabHON MMIEPTEeH3MEH, ee JIeYeHHEM WM CrielupUUECcKUM
spdekrom npenapara HesicHa.

[1pu npumenennu BMKK, B Tom unciie Hudeannnua, B Ka4ecTBe TOKOJIMTHYECKOTO CPEICTBA BO
BpeMsi OEpeMEHHOCTH, OCOOEHHO MHOrOIUIOAHOW (ABOWHSA u 0GoJiee), Npu BHYTPUBEHHOM
BBC/ICHMM MIperapata W/WiM [pU  OJHOBPEMEHHOM TMPUMEHEHHH OeTar-aJipeHOMMMETHKOB
HaOJII0/1aJTUCh CIlyYau OCTPOrO OTEKA JIErKHX.

Hudeaunun ne cnepyer npumensite Bo Bpemsi OEpeMEHHOCTH, 338 MCKIIOYEHHEM CHMTYallMH,
KOT/Ia KIMHMYECKOE COCTOSIHUE JKEHLIMHBI TpeOyeT sieyenust Hudeaunuuom. Hudeaunun moxer
paccMaTpMBaThCsl B KAayeCTBE CPEIACTBA «PE3CPBHOM Tepanum» JUIS JKEHIIUMH C THKEION
apTepUaIbHOM M'MIIEPTEH3UEN, HE OTBEYAIOLIUX HA CTAHAAPTHYIO TEPAIIHUIO.

Ilepuoo epyonoco eckapmaueanus

Hudeaunuu Beiensercs B rpyaHoe mMosoko. KoHuenrpaiys Hudeaunuua B rpyIHOM MOJIOKE
COIMOCTaBMMa € €ro KOHLEHTpalMeH B CbIBOPOTKE KpOBM martepu. Biusinue npenapara,
BBIBO/IALIIEIOCS € IPY/AHBIM MOJIOKOM, Ha opraHu3m pebeHka HeuspecTHO. [lodTomy B ciydae
HEOOXOIMMOCTH NPUMEHEHUSI HU(DEJUIMHA B MEPHO/I JIAKTALIMK PEKOMEH/IYeTCsl MPEKPATUTh
rpy/IHOE BCKapMJIMBaHHE.

d)epmlL'leOC”Ib



B eaMHMuYHBIX cilydasix IpH 3KCTPAKOPropaJbHOM OrulojoTBopeHun npumenenne bMKK,
BKJIIOYAs HUdeaunuH, Oblo CBA3aHO ¢ OOpaTUMBIMH OMOXUMMYECKUMHM HM3MEHECHMSMH B
FOJIOBKE CIEPMATO30M/IOB, YTO MOIMJIO MPUBOJAMTH K HapyueHuto ¢yHkumu cnepmel. [lpu
Oe3ycnelHbIX MOMbITKaX KCTPAKOPNOpaabHOrO OMJIOAOTBOPEHUS W NMPU HUCKIIOYEHUH JPYTUX
npuyuH  Oecrjioaus, cieayer paccmarpuBath BeposTtHocTh BiausHus BMKK,  Bruirouas
HU(DE/IMITHH, HA COCTOSIHUE CIIEPMATO30U/I0B.

Cnocod npumeHeHust U 103bl

BoyTpb nocsie eibl, He pa3KeBbIBas M 3alMBasi JJ0CTaTOYHBIM KOJIMYECTBOM HKHUJIKOCTH.

Jloza npenapara noaOupaeTcs BpauOM WHAMBHAYAJbHO B COOTBETCTBUHM C  TSIKECTBIO
3abosieBaHMs M UYYBCTBMTEJIBHOCTBIO —MamueHTta K npenapary. Jlis  nauumeHToB ¢
COIMYTCTBYIOUMMHU  TSDKEJIBIMM  LlepeOpoBacKyIsIpHbIMU  3a00J€BaHUSIMH M Y  MALMEHTOB
MOYHJIOr0 BO3pacTa j103a A0J1KHA ObITh CHHIKEHA.

O/1HOBpEMEHHBIH TPUEM THLIM 33JP)KUBACT, HO HE YMEHbILAECT BCACBIBAHME NCHCTBYIOLIETO
BELLECTBA U3 JKEJIYI0YHO-KMLLIEYHOTO TPAKTA.

Pexomenyemasi cxema 103MpOBaHUst [UIsi B3POCIILIX:

Cmabunenas cmenoxkapousi u eazocnacmuyeckas cmenokapous (cmenokapous Ilpunymemana,
sapuanmnas cmeHokapous)

Ilpenapat nazunavaior no 20 mr (1 tabnerka) 2 pa3a B jeHb. [Ipy He0CTaTOUHO BBIPAKEHHOM
KiIIMHHYeckoM s dexre /103y npenapara rmocreneHHo ypenanuusator a0 40 mr (2 tabnerku) 2
pa3a B 1eHb. MakcumaibHas cytouHas jo3a - 80 mr (4 TabaeTku B IeHbD).

Apmepuanenas cunepmen3us

[Ipenapart nasznavator no 20 mr (1 tabnerka) 2 pa3a B aeHb. [Ipy He10CTaTOUHO BBIPAKEHHOM
KiMHUYeckoM a¢gdexte 103y npenaparta nocreneHHo ypenauuusaor a0 40 mr (2 tabnaetku) 2
pasa B jieHb. MakcumasbHas cyTouHas j103a - 80 Mr (4 TabieTku B IeHb).

[lpn 2-kparHOM Ha3HauyeHUM TMpenapara B CYTKM MHTEpBaJl MEX/y [pUEMaMH JIOJKEH
COCTaBIISITH B cpejiHeM 12 yacoB. MUHMMalIbHBINH MHTEPBA MEX/1y NpUEeMaMHu npenapara - He
MeHee 4 yacos.

JUMTENBHOCTB Kypea JIeUeHUs! ONpe/IeNSIeTCs JeyallluM BpayoM.

B tex cayuasix, korja rnpenapar npuHuMaercsi B O0JIbIINMX 103aX W/WJIM B TEUEHUE UTUTEIBHOTO
BPEMEHH, JICYEHHUE CJIC/LYEeT MpeKpaliaTh MocTeneHHo BO M30ekKaHue CUHAPOMA OTMEHBI.
HekoTopbim nanmenram MoryT norpedboBatbes 6osiee BbICOKME 103b1 HU(pEAUITHHA.

VBenuueHue CyTouHOH /1036l HUdeaunuua cebitie 120 Mr He peKOMeH1yeTcs.

Ilpu HeoOXoaumocTH npuMeHeHus HUpeaAUNMHA B CYTOYHOMN 03¢ cBbie 40 Mr Ui jedeHus

apTepUaIbHOM TMNEPTEH3UM WM  CTEHOKap/MH, PEKOMEH/YETCs Ha3HayeHUEe TMpenaparoB



Hudenunuua B Gpopme TabIETOK C MPOJIOHIMPOBAHHBIM BBICBOOOXKAEHHEM B 103UpoBKe 40 Mmr
wiu 60 mr.

Ocobvlie zpynnbl nayuenmog

Iayuenmuor noxcunozo eo3pacma

VY noxuisix nauueHToB (crapiue 65 nert) papmakokMHeTHKa HUGEIUITMHA U3MEHSIETCS], B CBS3U
€ HTUM MOJUIEPKUBAIOIIAs 1032 NpenapaTa MOKET ObITh CHMIKEHA 10 CPABHEHHIO € MallHEHTaMK
MOJIOJI0I0 BO3pacra.

[layuenmul ¢ napywenuem ynkyuu nevenu

VY nauueHToB ¢ HapylweHUsMH (QYHKLMH MEYEHH JICTKOH CTENEHHW TSKECTH J103a HUeAnnHa
JIOJKHA OBITH CHUKEHA. Y MAalMEHTOB ¢ YMEPEHHOM U TSKEIOM NeYeHOYHON HEI0CTAaTOYHOCThIO
(xnacest B v C no knaccudukanuu Yaitna-I1st0) npumeHenue npenapara npoTuBONoKa3aHo.
Ilayuenmer ¢ napywenuem ynkyuu noyex

Y nauMeHToB ¢ HapyueHus MU QyHKIMHK MOYEK KOPPEKLMs 103kl HUdeunHa He Tpedyercs.
Ilo6ouHoe neiicTrBue

HexenatenbHble peaklMu CUCTEMATU3UPOBAHbI OTHOCHTEIBLHO Ka)KI0W M3 CUCTEM OpraHoB B
3aBUCMMOCTH OT YacTOThl BCTPEYAEMOCTH C WCIOJIb30BaHMEM kKiaccudukaumn BeemupHoii
opranuzauuu 3apaBooxpanerus (BO3) cneayroumm obpazom: ovenb vacto (>1/10); uyacto
(=1/100, <1/10); weuwacto (=>1/1000, <1/100); peako (>1/10000, <1/1000); oyeHb peaxo
(<1/10000); yacroTa Heu3BecTHA (HEBO3ZMOXKHO OIPE/IEIUTh HA OCHOBE UMEIOIIIMXCS JIAHHBIX ).
Hapywenus co cmoponvl kpo6u u numgpamuueckoil cucmemvl: peko - TPOMOOLMTONEHUS,
TPOMOOLIMTONEHUYECKAS TypIlypa; O4YeHb PEKO - aHEMHsl; 4acTOTa HEU3BECTHA - JICHKONEHHUS,
arpaHyJoLUHTO3.

Hapywenus co cmoponst uMMynnou cucmemsl: HEHaCTO - aJUIEPrHYECKUE peaklMH, OTEKHU B
CBSI3W C Ppa3BUTHEM aJJICPrHYECKON peaklMu/aHruoHeBpoTHyecknii otek (orek KBuHKe)
(BK/IOUAst OTEK ropraHu™); peIko - KOXKHbIM 3y, KOXKHasi Chbilb, KPANMBHUIA; OYEHb PEIKO -
AyTOMMMYHHBIA  renaTut, (OTOJEpPMATHT; 4YacTOTa Heu3BecTHa - aHaduiIaKTHUECKHe
peakuumn/aHaduiIakToOM/IHbIE peakLMu.

Hapywenusi co cmoponvr obMena eewjecme u numanusi: OYCHb PEJIKO - THUICPrIMKEMMUS,
yBEJIMUEHHE MACChI Tela.

Hapywenus ncuxuxu: He4acTo - TpeBOra, HapyIleHHs CHa.

Hapywenus co cmoponst HepsHoll cucmemvl: 4acTo - rojoBHas 00b, ¢1abocTh; HEYacTo -
MHMIPEHb, TOJOBOKPY)KEHHE,  PeIKO - TapecTe3us, JIM3eCTe3us; 4YacToTa HEU3BeCTHa -
TUIECTE3UsI, TOBBILIEHHAs YTOMJISIEMOCTh, COHJIMBOCTD. [Ipu anuTensHOM rpueme npenapara B

BBICOKMX Jl03aX - [apecTe3usi KOHEYHOCTEH, YYBCTBO TPEBOIM, OKCTparvpaMu/HbIE



(MapKMHCOHMYECKHE) HapylleHusi (arakcusi, MackooOpa3zHoe JIMIO, LIapKarolas MoXojKa,
TPEMOp KUCTEH U NasblieB PYK, 3aTPY/IHEHHOE IJI0TaHHUE), JETIPECCHS.

Hapywenus co cmopousl opeana 3penus: HEYacTO - Hapyll€HHE 3peHust (B TOM uucie
TPAaH3UTOPHAs MOTEPs 3peHUst Ha oHEe MAKCHMaIbHOM KOHUEHTpauuu HUdeaunuHa B ruiazme
KpOBHM); 4acTOTa HeU3BecTHa - 00JIb B riiasax.

Hapywenusi co cmoponwsl cepoya: HevacTo - TaXMKap/us, OlLyleH!e cepaueOrueHus; peiko - y
HEKOTOPBIX MAlMEHTOB, OCOOCHHO B Hayaljie JeUeHUsl WM NPU YBEJIWYEHUH JI03bl, BO3MOIKHO
MOSIB/ICHUE MPUCTYINOB CTEHOKAP/IMH, U B €JIMHUYHBIX CJIy4asX - pa3BUTHE MH(paApKTa MUOKap/a,
4To TpedyeT OTMEHBI NpenapaTa; 4acToTa HEM3BECTHA - APUTMHUSL, 3arpyAMHHbIE OOJIH.
Hapywenus co cmoponst cocyoog: 4acto - nepudepuyeckue 0TeKH, NpOsIBICHUS Ype3MepHOit
Bazoauiataiuun  (OeccumntomHoe cHwkenue AJl, paszButue wim  ycyryOsieHHWe TedeHus
CEep/IeYHON HEJIOCTATOYHOCTH (ualie yeyryOieHue yKe UMEBLICHCS ), «IIPUIMBbLI» KPOBH K KOXKE
JML@, TUMEPEeMUsl KOXH JIMLA, OIIYHICHWE jKapa); HE4acTo - BbIpaKeHHOE cHukeHue Al
00OMOpOK.

Hapywenus co cmoponel Ovixamenvhoil cucmemvl, 0peano8 2pyoHol K1emku U cpeooCmeHus.:

HEYACTO - HOCOBOC KPOBOTCYCHUC, 3aJIOKCHHOCTHL HOCA, PCAKO - 3aTpyJAHCHUC JIbIXaHMS,
Kalejib: O4CHb PEAKO - 6p0oncna3m; 4acTtoTa HEU3BECTHA - OJIbILIIKA, OTCK JNErKux**,

Hapywenus co cmoponsl  #eay0ouHO-KUMe no2o0 mpakma: 4Yacto - 3arop; He4yacto -
acTpOMHTECTHHAJIbHAS M abjoMHuHanbHas 00Jb, aucnerncusi (TOIIHOTA, JMapes WK 3arop),
CYXOCTb CJM3UCTON 000JIOUKH pTa, METEOPU3M; PE/KO - FUMepruiasus jieceH (KpOBOTOYMBOCTD,
OO0JIE3HEHHOCTb, ~ OTEYHOCTB);  4YacTOTAa  HEW3BECTHAa -  PBOTA,  HEJAOCTaTOYHOCTH
racTpod3odareasibHOro cUHKTEPa, MOBBILICHHBIN aINETUT.

Hapywenus co cmoponel nevenu u 2icenvyesvlO0AMUX Nymell: HEYacTo - TMOBbILIEHHUE
AKTUBHOCTH «IIEUYEHOYHBIX» TpPaHCAMUHA3; PEIKO - MPU JUIMTEIbHOM NPUEME HapyLIEHHUE
(YHKUMHU nedeHH (BHYTPHUIICUEHOUHBIH X0JIecTas).

Hapywenusi co c¢moponvl KoXcu U NOOKONCHbIX MKAHEl: HEYaCTO - DPUTEMA; PEIKO -
skcoaraTtuBHbId - epMatuT,  (OTOJEPMATHT;  YACTOTa  HEU3BECTHA -  TOKCHYECKHI
SMUIEpMalIbHBIN Hekpoau3 (cunapom Jlalienna), nypnypa.

Hapywenus co cmoponvl ckeiemno-mblulednol U COeOUHUMeNbHOU MKAHW: HE4acTo -
MBILLIEYHBIE CY/I0POI'H, OTEYHOCTh CYCTABOB; PEAKO - apTpaIrusl, MMAJIN1sl; 4aCTOTa HEM3BECTHA -
apTpUT.

Hapywenust co cmoponvl nouek u Mouesbl8oOsuUx nymeil: HeYacTo - TOJIMYPHs, JIM3YpHs;
yacToTa HEW3BECTHA - yXyduleHWe (QyHKUMM 1noyek (y MALUMEHTOB € IOYEYHOM

HEJIOCTATOYHOCTBIO).



Hapyuzemvt CO CMOPOHBL NOJIOBLIX OpeaHOB U MOJIOYHOU Dicese3bl: HEYacTo - SPEKTHIIbHAs

lll/lCd)yHKU,I/Iﬂ; O4YCHb pPCAKO - THHCKOMACTHS (y IMOYKHJIBIX NMAIUCHTOB, IMOJIHOCTHIO HCYE3arolas

10c¢jie OTMEHBI Npenapara), rajJakTopes.
Obwue pacempoiicmea u napyuenus 6 Mecme 66e0eHus: 4acto - aCTeHusl, clabocTh; HEYacTo -

Hecneupuyeckue 60, 03HOO.

* MOXKET MPUBECTH K COCTOSIHUIO, YIPOKAIOLIEMY HKHU3HH

** cnyyan ObUIM 3aperucTpUpOBaHbl TPU  MCHOJIB30BAHWHM B KA4eCTBE TOKOJIMTHYECKOIO
cpeiacrsa BO BpeMsi OepemeHHocTH (cM. paszien «llpumenenue npu 6epeMEHHOCTH U B MEPHOJL
IPY/IHOrO BCKapMJIMBAHMSI»)

Y nauMeHToB, HAXOAALIMXCS HA reMoJMaiu3e, €O  3J0Ka4YeCTBEHHOM apTepuanbHOM
TUNEPTEH3UEN WIIM CO CHUKEHHBIM 00BEMOM LIMPKYJIMPYIOLIEH KPOBH B pe3y/ibTaTe MposiBJICHHS
BA30/IM/1aTallUK MOXKET BOZHUKHYTb BbIpaXKEHHOE cHUkeHue AJl.

Ilepeno3upoBka

Cumnmonmnwi

Hudeannun Boi3biBaeT nepudepuyeckyio BazoAMIaTalMIO C BBIPAKEHHON W, BO3MOKHO,
MPOJOHIUPOBAHHON CHCTEMHOMN apTepUaibHOM rHIOTEH3UEH: rosioBHas 00Jib, PMIIEPEMUS KOKH
JMUa, JUIMTEIbHOE BbIpaKEHHOE CHWKeHue AJl, yrHeteHue JesTe/IbHOCTH CHMHYCOBOIO y3ia,
Opaaukapaus w/uianm Taxukapaus, Opaauaputmus. [lpy TskenOM OTpaBieHMH - 1OTEPs
CO3HaHUS, KOMa.

Jleuenue

Jleyenue nepeo3UPOBKM 3aKJIKOYACTCS B CTAHJAPTHBIX MPOLE/ypax BHIBEICHHMS Tpenapara u3
opranusma. IlokazaHo Ha3zHaueHHe BHYTPb aKTMBHPOBAHHOIO YIJIsl, MPOMBIBAHKE ey iKa (npu
HEOOXOMMOCTH - TPOMBIBAHUE TOHKOIO  KHUICYHHKA), BOCCTAHOBJEHHE CTAOMIILHBIX
okKasatesieit reMoJiMHaMMKH.

B cinydae nepeno3upoBku nperiaparaMu  HUpEJMINMHA  TIPOJIOHTMPOBAHHOTO  JICHCTBUS
HeoOXoauMO o0ecrieunTh HauboJiee TNOJIHOE BbIBEJCHME T[Iperapara W3 OpraHusMa, Mo
BO3MOJKHOCTH - [IPOMbIBAHME TOHKOW KMIIKH B LEJSX NPEJAOTBpALICHUS JajbHEeHIIero
BCACbIBAaHMS aKTUBHOro Beluecra. [lpu npuMeHeHUM cnaOUTENbHBIX CPEACTB  ClEAYyeT
yuuTbiBaTh, 4T0 BMKK MOryT BeI3bIBaTH CHMIKEHHME TOHYCA KMILICUHON MYCKYIaTyphbl BIJIOTh 10
aTOHUM KHUILIECYHMKA.

AHTHAOTOM HUeEAUNIUHA SBISIOTCS npenapatbl Kaiblus. [lokazaHo BHyTpuUBEeHHOE BBeICHHE
10-20 mn 10% pactBopa KajbliMs XJIOpWJA WM KaJlbLMsl TJIOKOHATa, € MOCJEAYIOLUIUM
MEepeKTIOYEHHEM Ha JUIMTENbHYIO MH(Y3ur0. Eciau npu BBEJICHUM [penapaToB KajbliMs HE
yJaJl0Ch  JOCTHYL  JlocTaTo4yHoro mnoabemMa AJl,  BO3MOXKHO  npuMeHeHue  anbda-

a/IpeHOMMMETHKOB (JIONIaMUH, HOpPANTUHEPPHUH).



[Ipu OpaauapuT™Muu - B/B BBeJeHME aTpornuHa, Oera-aJpeHOMUMETHKOB. Ilpu yrpoxkarommx
’KH3HU OpajiMapUTMUSIX PEKOMEH/I0BaHA YCTAHOBKA BPEMEHHOI'O 2JIEKTPOKAPIMOCTUMYIATOPA.
[lpy pa3BuTuUM cepjiedHON HEAOCTATOUYHOCTH - B/B BBejeHHMe crpodanTuHa. MHPy3noHHYIO
TEparnui PEKOMEH/YeTCsi MPOBOJUTH C OCTOPOKHOCTBHIO, B CBS3M C PHUCKOM OOBEMHOM
neperpy3Kku cepta.

HeoOXxoauM TaTenbHbli KOHTPOIIb JASSTEIbHOCTH CEP/LA, JIETKMX U BbIICIIUTEIbHONW CUCTEMBI.
PekomeH/1yeTcsi KOHTPOJIMPOBATh KOHUEHTPALIMIO IIHOKO3bl (MOXKET CHUKAThCS BHICBOOOKACHHE
MHCYJIMHA) U COJIepIKAHUE DJIEKTPOJIUTOB (Kausl, KajbliMs) B KPOBH.

['emomanu3 nHedddexTrBeH BCiCJCTBUE BBHICOKOW CTENEHH CBS3bIBAHUS € OC/IKaMU I11a3Mbl
KPOBM M OTHOCHUTEJIBHO Masioro obbema pacnpeaenetus. Boamoxkno nposeaeHue riasmadepesa.
B3aumoseiicTBHe ¢ IPYrHMH JIEKAPCTBEHHBIMH IpenapaTaMmu

Dapmakokunemuyeckue 63aumo0eiucmeus

JlekapcTBeHHBIE TIpenapaThl, BAUSIOUIME Ha MeTad0JIM3M Hu(bemmuua

Hudenunun merabonuzupyercs ¢ nomolnpto usopepmentoB CYP3A4/5, koropbie HaxoasTcs B
CIM3UCTON 000JI0YKE KMIIEYHMKA W NedeHH. JlekapcTBeHHble CpeACTBa, MOAABISIOLLME MM
MHAYUMPYIOLIME 5Ty (EepMEHTHYIO CHUCTeMy, MOIYT OKa3biBaTh BiMsIHUE Ha dPdeKT
«TMEPBUYHOrO MPOXOXKACHUS Yepe3 neveHb (1ocJie npueMa BHyTpb) WM KIUpeHe HUudennmHa.

Hnoykmoper uzohepmenma CYP3A4

Pugpamnuyun

Pudamnuumn spasiercs mMouHbIM MHAyKTOpoM H3odepmenta CYP3A4. [lpu osHOBpeMEHHOM
NMPUMEHEHUH € pUPAMIMLIMHOM CYLIECTBEHHO CHMKaeTcsi OMOJOCTYNHOCTL HUbeaunuHa, H,
COOTBETCTBEHHO, yMeHblIaeTcsi ero 3pdekTuBHocTb. [109TOMY 0HOBpEMEHHOE NMPUMEHEHHUE
Hudenunuua ¢ pugamMnUIMHOM POTHBOTIOKA3aHO.

IIpomusosnuirenmuveckue npenapamot, unoyyupyiowue uzogpepmenm CYP3A4 (nanpumep,
enumoun, kapbamazenun, ghenobapbuman)

®enuroun  uHayuupyet uszohpepment CYP3A4. llpu  0JHOBpEeMEHHOM  NPUMEHEHHUH
HupeaunuHa v GeHuToMHa CcHUKaeTcss OMOAOCTYMHOCTb HU(pEAMITMHA M YMEHBLIAETCS €ro
spdexruBHocTs. [lpu 0JHOBPEMEHHOM TNPUMEHEHUM JAHHOH KOMOMHAUMKU HEO0OXOAMMO
KOHTPOJIMPOBATh KJIMHUYECKMH OTBET HA Teparuio HUPEAUITUHOM M TPU HEOOXOAMMOCTH
yBEJIMYUTL €ro Jo3y. B ciyuae mnoBblieHUs /103bl HU(EIUNHHA TMPU  OJHOBPEMEHHOM
NMpUMEHEHWH OOOMX [pernapaToB, MOC/Ae OTMEHbl (EHUTOMHA 103y HUQPEIUIUHA ClelyeT
YMEHbLIUTB.

KivH1uecKHe MCCiIe0BaHus N0 M3YYEHHIO MOTEHIMAIbHOrO B3auMOACHCTBUS HUpenInHA U
kapbamasenuna uian perodapdurana He nposoauauck. Ilockoabky 0ba npenapara yMeHbIIAOT

KOHLICHTPAIMIO HUMOJMIIMHA B IUIa3Me KPOBH, CTPYKTypHO cxoaHoro BMKK, To Henb3s
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MCKJIKOYUTE  BO3MOXKHOCTbH YMEHbBIICHHs KOHUEHTpAlMK HUpEIMIMHA B IUIa3Me KPOBH M
cHWKeHUs ero 3pPeKTHBHOCTH.

Hneuoumopwr uzoghepmenma CYP3A4

Anmubuomuru epynnot Makponuooe (Hanpumep, spumpomuyun)

Knunuyeckue wuccieoBanus 10 B3aUMOJCHCTBUIO HUEIMIIMHA M AHTUOMOTHKOB TpPYIIbI
MaKpOJIMJIOB  HE MNpOBOAMIMCHL. M3BECTHO, YTO HEKOTOpbIE MAaKpOJIW/bl  HHIHOMPYIOT
uzopepment CYP3A4. BcenenctBue 95TOro Hesb3si MCKIIOYMTH  BEPOSTHOCTH  MOBBIICHHS
KOHUEHTpaLMK HU(PEIUIUHA B [J1a3Me KPOBU MPU OJIHOBPEMEHHOM IPUMEHEHUH HUDeunHa 1
aHTUOMOTHKOB IPYNIbl MAKPOJIM/IOB.

A3WTPOMMLIMH, OTHOCALIMHCA K AaHTUOMOTMKAM TIpynmbl MakKpoJIMIOB, HE HMHIHOUpyeT
n3opepment CYP3A4.

Hneubumopur npomeasvrt BUY (nanpumep, pumonasup)

Kinunuueckue wucciieioBaHus 10 M3Y4EHHUIO B3aUMOJACHCTBUS HUdEIMnMHa U MHIMOMTOPOB
BHWY-nporeassl He nposoauauck. M3BecTHO, 4TO mnpenaparbl JAaHHOroO Kjacca MHrUOMpyroT
uzodpepment CYP3A4. Kpome Toro, Obuio MokazaHo, 4TO rpenaparbl JaHHOrO Kiacca
MoJaBasiOT MeTabonn3m Hudeaunuua, onocperoBanHbiil n3odepmerrom CYP3A4 B ycnoBusx
in vitro. Ilpn 0IHOBpEMEHHOM NMPUMEHEHUH ¢ HU(DETUTTUHOM HEJb3sl MCKITIOYMTh CYLIECTBEHHOE
MOBBILIEHUE KOHLEHTPAUMH HU(EIMNHUHA B T1a3Me KPOBM 3a CUET yMeHblueHus dSddekra
«IEPBUYHOrO MPOXOXK/ACHHU» Yepe3 MeUeHb U 3aMe/UICHHUS BbIBE/ICHHSL.

IIpomusocpubrosvie npenapamsi 2pynnul az0106 (Hanpumep, KeMoKoHa30.1)

Knunnueckne — uccniesoBanus 10 M3YYEHHUIO  B3auMojeicTBus  HudeaunuHa  u
MPOTUBOTPUOKOBBIX MPENapaToB rpyribl a30J10B HE NMPOBOAMINCH. M3BecTHO, YTO mpenaparsl
JaHHoro kiaacca MHruoupyror uzopepment CYP3A4. [lpu 0aHOBpPEMEHHOM NPUMEHEHUM C
HU(DEJUITMHOM  BO3MOJKHO  CYIIECTBEHHOE  YBEJIIMYEHME CUCTEMHOW  OMOJOCTYIHOCTH
Hudeaunuua 3a cuyer ymeHbleHus g dexTa «rnepBUUHOrO MPOXOKIACHHUSY Yepe3 MeyeHb.
Humemuoun u panumuoun

YCTaHOBICHO, YTO UMMETHIMH W paHUTHAUH HHTHOUpYIoT u3odepmeHT CYP3A4 u BbI3bIBAIOT
MOBBILICHUE KOHIEHTpauuu Hudeaunuua B miuasme kposu (coorserctBeHHo Ha 80% u 70%),
YCHIIMBAsi TEM CAMBIM €r0 aHTUTMIEePTeH3UBHBIH d(DPEKT.

Jlunmuazem

Jluntnazem cHukaer kivpenc Hudeaunuua. JlanHyro KOMOMHALMIO ClIEyeT NMPUMEHATb C
OCTOPOKHOCTHIO. MOXeT MoTpedoBaThes yMEHbIIEHHE 103bl HU(EAUTHHA.

Duyoxcemun

Kimnnueckue vcclieloBatus 1Mo M3y4eHHUIO B3aUMOJCHCTBUS HUBeannuHa u QuiyoKceTHHa He

MpOBOAWINCE. M3BeCTHO, uTO (IYOKCETHH B YCIOBMSX in Vitro mojaBisieT MeTabosn3M
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Hudeaununa, ornocpeoBanublii geiictuem uzodepmenta CYP3A4. CnenoBaresibHO, Helb3s
MCKJIIOUMTh BEPOSITHOCTH TOBBIIIEHUS KOHLEHTpalMKM HUdeaunuHa B IUla3Me KpOBM TpH
O/THOBPEMEHHOM MPUMEHEHHH HUeIMnUHA U (ITyOKCEeTHHA.

Heghazooon

Kinnuueckue uccnieloBanusi 1o M3yueHHIo B3aumojencTBus HUdeaunuua v HedaszogoHa He
nposoauauck. M3pectHo, urto HedazojoH mnoaasiser MeTaboiM3M  JIPYyrHX  [pernaparos,
onocpepoBaHHblii aeictBueM uzopepmenta CYP3A4. CnenoBatenbHO, HENb3s MCKIOYMUTD
BEPOSTHOCTH TMOBBILIEHUS! KOHLEHTPAUMK HU(EJUITUHA B [1J1a3Me KPOBH TPU OJIHOBPEMEHHOM
npuMeHeHuu Hudeaununa u HedazooHa.

Xunuoun

Co0011a10ch 0 NMOBBIIEHUH KOHIEHTPALMHU HU(DEUITUHA B [1J1a3Me KPOBH MPU OJJHOBPEMEHHOM
MPUMEHEHUH € XMHUAWMHOM. [lodTOMY NpH OJHOBPEMEHHOM TNPUMEHEHWU XUHHAMHA W
HupeaunuHa  HEoOXOAMM  TILATE/IbHBIA  KOHTpOJIb  aprepuanbHoro  jgasieHus. Ilpu
HEOOXOAMMOCTH ClIE/lyeT CHU3UTD /103y HU(EInIMHA.

Xunynpucmun/oansponpucmun

OjHOBpeMEHHOE  MPUMEHEHME KBUHYNPUCTHHA/Aaib(ONPUCTHHA MOXKET TPUBOJAUTH K
MOBBIIIEHUIO KOHLEHTPAMK HU(EUNUHA B T1J1a3Me KPOBH.

Banvnpoesas kucioma

Kimnudeckue ucciie/loBaHust 110 M3YYEHUIO B3aUMOACHCTBUS HUQEIUIIUHA M BaIbIPOCBOM
KMCI0THl He npoBoAMInCh. [lockosibKy BasibrpoeBasi KHMCJIOTa MOBBIIIACT KOHLEHTPALUIO
HUMOJMIMHA B [UIa3Me KpoBH, cTpykTypHo cxoaHoro BMKK, To Henb3s uckimounThb
BEPOSITHOCTH MOBBILICHHUS KOHLUEHTpAUMK HUBEAMITUHA B TUla3Me KPOBM M YCHJCHHS €ro
9 HeKTUBHOCTH.

[ peinghpymoswiii cox

['peiindpyroseiit  coxk  unrudbupyer wuzopepment CYP3A4 u  noxasiaser metaboau3m
Hupeaununa. OJHOBpEeMEHHOE NMPUMEHEHUE fpenapata ¢ rpeidngpyToBbIM COKOM MPUBOANT K
MOBBIIICHUIO KOHLUEHTpaUMH HUdeaUnuHa B 1Ja3Me KpPOBUM M YUIMHEHHIO €ro JeHCTBHs
BCJICJACTBUE CHMOKEHMs d(deKTa «IepBUUHOrO MPOXOMKICHUS» Yepe3 MeYeHb M YMEHbIICHMS
kiupeHca. [lpu stom moxkeT ycuiuBarbesi aHTurunepreHsuBubiii dGpdexr nudeaunnuna. Ilpu
peryiasipHomM ynotpebiaeHuun rpeitndpyroBoro coka aaHHblii dQPEKT MOKET COXpaHATHCS B
TeyeHue 3 JAHEH  mocie  mocieaHero  ynorpebiaeHus  coka.  Ynorpedienue
rpeindpyra/rpeindpyroBoro coka Bo Bpems jgedeHUst HUPEUIUHOM [IPOTHBOINOKA3aHO.

Cyocmpamot uzogpepmenma CYP3A4

Cy6erparel uzodepmenta CYP3A4 (nanpuvep, umzanpuja, TaKpoJaumyc, OEH301Ma3erNHHbI,

uMuIipaMut, nponadenoH, TtepdeHaanH, BappapuH) NpU OAHOBPEMEHHOM TIPUMEHEHHH C
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HupeaunuHom MoryT jaeictBoBath kak MHrMOMTOpHl CYP3A4 u yBenuuuBarh KOHUCHTPALIUIO
HUpeAUITHHA B TJIa3ME KPOBH.

Huzanpuo

OnHOBpeMEHHOE NPUMEHEHME LM3anpuaa U HUpEAUITMHA MOXKET MPUBOAUTH K MOBBILICHHUIO
KOHUEHTpaLMK HUPEUNUHA B I1J1a3Me KPOBH.

Biiusinue Hl/l(be)ll/lﬂHHa Ha ApYrue JICKapCTBCHHLIC IPCIiapaThl

Xunuoun

Hudeaunun Bei3bIBacT MOHWKEHUE KOHLIEHTPALMH XMHUMHA B ru1a3Me KposH. [lociie oTMeHb!
HUpEMITHHA MOXKET NMPOU30MTH pe3Koe MOBbILICHHE KOHLIEHTPALUMM XMHU/IMHA B M1J1a3Me KPOBH.
[Tosromy npu npumeHeHun HudeaUNMHA B KauyecTBe JONOJHUTEIbHOM Tepanuu WKW OTMEHE
HUDEIMIHUHA ClIelyeT KOHTPOJIMPOBAThH KOHLUEHTPALMIO XMHWIMHA B [Jla3Me KPOBHU W, NpH
HEOOX0AMMOCTH, KOPPEKTHPOBATH €r0 103Y.

Jueoxcun

OjiHOBpeMeHHOE MpUMEHeHHe HUpeaUNUHA W JIMTOKCMHA MOXKET MPUBECTH K CHHKEHHIO
KJIMpEHCAa /IMFOKCHHA M, CJIEJI0BATENbHO, K MOBBILIEHHUIO KOHLEHTPALMU JIMTOKCUHA B TU1a3Mme
kpoBu. Craeayer Tw@TEAbHO KOHTPOJIMPOBATH TMOSBICHUE CHMITOMOB MEpel03UPOBKH
[IMKO3W/0B Y MALMEHTa, U B Cllyyae HEOOXOAMMOCTH CHU3MTh /103y JIMTOKCHHA, YYUTBIBAsH €ro
KOHLIEHTPALMIO B I1a3ME KPOBH.

Teopunnun

Hudeaunuu noeeimaetT KOHUESHTpAUMK TeO(UIIMHA B TUIa3ME KPOBH, B CBSI3U C YeM, CIICIAYET
KOHTPOJIMPOBATL KOHLIEHTpaLMio Teoduiuimta B ruiazme kposu. Knunuueckuii apdexr obomx
Mpenaparos Mpu COBMECTHOM MPUMEHEHUH HE U3MEHSETCSI.

Takponumyc

Takponaumyc  merabonmsupyercs npu  yuactun  u3zodepmenra CYP3A4.  Henasno
OnyOJMKOBaHHbIC JIAHHBIC  YKa3bIBalOT HA BO3MOXHOCTb  [NOBBIIIEHHsS  KOHLEHTPALMH
TAKPOJMMYyCa B OTIC/bHBIX CJIy4asX MPUH OAHOBPEMEHHOM IpUMeHeHHH ¢ HudeaunuuoMm. [lpu
O/THOBPEMEHHOM NPUMEHEHHWU TaKpoiumyca M HUPEIUNUHA CAeAyeT KOHTPOJIMPOBATh
KOHLEHTPALIMIO TAKPOJIUMYCA B I1JIa3ME€ KPOBH M NPH HEOOXOIMMOCTH CHU3UTH €r0 J103Y.
Bunxpucmun

Hudeaunuu 3ameuiseT BbiBe/IeHMEe BUHKPUCTUHA U3 OPraHU3Ma U MOXKET BbI3bIBaTh YCHJICHHE
NMoOOYHBIX JIeHCTBUI BUHKpUCTHHA. [Ipn HEOOXOAMMOCTH OJIHOBPEMEHHOIO NMPUMEHEHHS J103Y
BUHKPHUCTHHA CHUIKAIOT.

IIpenapamui, ceszviealowjuecs ¢ beixamu Kposu

Hudeannun MOKeT BHITECHSTH U3 CBSI3U ¢ Oe/IKaMM Mpenaparel, XapakTepH3yIOILMECs BbICOKOM

CTCIICHBIO CBsA3bIBAHHWA (B T. Y. HEMNpSAMbBIC AHTUKOAryJIaHTbl - TPOU3BOAHBLIC KymMapHHa H
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MH/aHMOHA, TPOTHBOCY/OPOKHBIE CPEACTBA, HECTEPOUIHBIE TPOTHUBOBOCHAIUTEIBHBIC
npenaparbl, XMHUH, CAIULIMAATHL, CYIb(GUHITUPA30H), BCACICTBUE YEr0 MOXKET TMOBBIIATHCS MX
KOHUEHTpALMS B 11J1a3Me KPOBH.

Lecpanocnopunvi

[Ipu osHOBpeMEHHOM HazHauyeHUM LedasocnopuHoB (Harpumep, ueGuKcuM) U HUpeAUIUHA Y
npobaun1oB Ha 70 % nossbianack GUoOrMYecKas JI0CTYMHOCTD LiedalocnoprHa.
DapmarkoounamuyecKue 63aumMooeiicmeus

Ipenapamul, cnudicalowyue apmepuaivroe oagieHue

AuturunepreHsuBHblii  dgdekt HudeaunuHa MOKET YCHIMBATBCS TPU  OJHOBPEMEHHOM
NMPUMEHEHUH C AHTUTUNEPTEH3UBHBIMM TIpernapaTtamMu, TaKMMH Kak: JAMypeTuku, Oera-
aJIpeHOOI0KAaTOPbl, ~ MHIUOMTOPLI  aHruoTeH3uHnpespawaiomero  ¢epmenta  (AllD),
aHtaroHuctsl  peuenrtopoB avruorensuHa Il (APA 1I), apyrue BMKK, anbda-
aipeHo010KaTopbl, UHrHOUTOPBI hochoaudcTepasbl-S, MeTHIIONA.

Ilpu oanoBpemMeHHOM rpumeHeHuH HudeaunuHa W OeTa-aJipeHo0JOKATOPOB HEOOXO0IMMO
THIATE/ILHO KOHTPOJIMPOBATh COCTOSIHUE MMALMEHTA, TaK KaK B OTACIbHBIX CJydasX BO3MOIKHO
ycyryOseHue TeueHust XpOHUYECKOM cep/IedHOM HEe/I0CTATOYHOCTH.

BeipaxkenHocte  cHwkenus  AJl ycunauBaeTcs  NpU OJTHOBPEMEHHOM  [PUMEHEHHMH
MHIaJISILIMOHHBIX AHECTETUKOB M TPULMKJIMYECKUX aHTH/ICTIPECCAHTOB.

Humpameur

[Ip1 0AHOBPEMEHHOM NPUMEHEHHUHU ¢ HUTPATAMHU YCHIIMBAETCS TaXHUKap/Us.
Anmuapummuueckue cpeocmea

BMKK moryTr ycunuBath OTpHLIaTeIbHOE MHOTPOIMHOE JCHCTBHE TAKMX AHTHAPUTMHUYECKUX
CPEe/CTB, KaK aMMOJapoH M XHHWAMH. CielyeT ¢ OCTOPOKHOCTBIO Ha3HayaTh HUEAUNUH
O/IHOBPEMEHHO € JIM30MUPAMHUAOM W (PIEKAaWHMIOM BCJIEACTBME BO3MOXKHOIO YCHIICHMS
OTPHULIATEILHOTO HHOTPOIHOTO 3ddekxTa.

Cynvgham maznus

Heobxoaumo TiarensHo koHTposiupoBath AJl y OepeMeHHbIX JKEHIMH MPH OJHOBPEMEHHOM
MPUMEHEHUM HUQEIUNUHA C BHYTPUBEHHBIM BBEJICHMEM MarHus cyjbdara BCIEACTBUE
BO3MOKHOCTH Upe3MepHOro cHukeHust AJl, 4to rnpeacrapisier OrnacHOCTb Kak JUls MaTepu, Tak U
Juis TU1o/1a.

Denmanun

OnHoBpemeHHOE NpuMeHeHHe HUpeaunuua v (GeHTaHuIa MOXKET MPUBECTH K BbIPAXKEHHOM
apTepualibHONW TUMOTEH3MH. ECIM BO3MOXKHO, PEKOMEHIYETCS OTMEHHWTb HHM(MEJMIMH Kak
MHHHUMYM 3a 36 4acoB 10 NMPOBEICHUS aHECTE3UM C PUMEHEeHHeM (peHTaHUuIa.

IIpenapamer kanvyus
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CHwxenue 2 peKTHBHOCTH HUEUITHHA.

Hecmepououwvie npomueosocnaiumenvhvie npenapamut (HIIBII)

HIIBIT cuuxaror anturunepreH3uBHbIi dddext Hudeaunuua BeiecTBUE M0aBICHUSI CUHTE3A
MPOCTArJIaHAMHOB, A TAKXKE 3a/IPHKKH HATPUS U HKHUIKOCTH B OpraHU3Me.

Cumnamomumemuxu

CuMnaToMMMETHYECKHE CPE/ICTBA CHMKAIOT aHTUIMITEPTEH3UBHBIN dGdekT HudeannuHa.
Dempoeervl

DCTPOreHbl CHUKAIOT aHTHrunepreH3uBHbI dddexT HudeaunuHa BereICTBHE 3a/CPIKKH
AKHMJIKOCTH B OpraHu3Me.

IIpenapamur niumusi

IIpu copmectnom npumenenun BMKK ¢ npenaparamu JIMTHs BO3MOXKHO YCUIJICHHUE MPOSIBIICHUSI
HEHPOTOKCHYHOCTH NOC/IEAHMX (TOLIHOTA, PBOTA, 1MApesl, AaTAKCUs, TPEMOP, LIYM B yIIaX).
Ocobbie ykazanus

Cepoeuno-cocyoucmele 3avo1eeanus

Apmepuanvnas 2unomenzusi

Hudeaunun paciuupsier nepudepudeckue aprepum, CHUKAET apTepHaibHOE JaBIeHHE U MOKET
B OT/E/bHBIX CJly4asX BbI3bIBATh BLIPAXKECHHYIO aprepuasibHyto runorensuto. Creayer ¢
OCTOPOKHOCTBIO MPUMEHSATH MpPenapar y NalMeHTOB, CKJIOHHBIX K apTepUaibHOM MIIOTEH3HH,
0COOEHHO y MAlMEHTOB C MIIEMMYECKOH 00se3HbIO cepjua MM ¢ 1epeOpPOBACKYISIPHBIMH
3a00J1€BaHUSIMH, Y KOTOPBIX 4Ype3mepHoe CHukeHue AJl MOXKeT TNPHUBECTH K Pa3BUTHIO
uHpapKTa MHOKap/1a Wi UHCYIIbTA. B cilydae BbIpakeHHOM apTepHaibHOM MMIOTEH3UHN ClIe/1yeT
YMEHBLINUTB /103y WK BPEMEHHO MPEeKpaTuTh npueM Hudeaunuxa.

Puck pa3Butus aprepuanbHON TIMIOTEH3MM BbILIE Yy [ALMEHTOB, NPUHUMAIOMX OeTa-
aziperobaokaropel. OjHOBpeMeHHOE MpuMeHeHue HubeaunuHa u Oera-aapeHod10KaTOpOB
HEOOXOAMMO MNPOBOAMTH B YCJIOBHMSIX TILIATEILHOINO BpaueOHOrO KOHTPOJIS, [OCKOJIbKY ATO
MOXKET O00YC/IOBUTH upe3mepHoe cHuwkeHue AJl, a B HEKOTOpBIX cilydasx - ycyryOieHue
CUMIITOMOB XPOHUUYECKON Cep/IeYHOM HEI0CTAaTOYHOCTH.

Tsokenas aprepuaibHasi TMOOTEH3MS W/MIAM BbICOKash MOTPEOHOCTH B BOCMOJHEHMM OO0bema
JKMAKOCTH Obljla OTMEYEHA Yy MalMEHTOB, MOJIyHAIOWMX Tepanuio HudeaunuHom u Oera-
a/ipeHO0JI0KaTOpaMM, BO BpEeMsi OIEpallid A0PTO-KOPOHAPHOIO LIYHTHMPOBaHUS 1oj o0uieit
aHecTe3ueil BBICOKMMHU J03aMu denTanuna. Ecau Bo Bpems Tepanuu nauueHty Ttpedyercs
MPOBECTH XHUPYPrHUECKOE BMELIATENILCTBO MOJ  OOWMM  HAapKO30M, TO HEOOXOAMMO
MHpopMUpOBaTh Bpaya-aHECTE3MOJI0ra O XapakTepe MpoBoaumMoii Tepanuu. Ecin niuanupyercs

XHUPYPrude€CKOoE€ BMCLIATCIILCTBO T110/1 O6Ul€ﬁ aHecTe3uen ¢ NMPUMEHEHUEM BbLICOKHUX J103
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(deHTaHuIa, TO PEKOMEHYeTCs MPEeKpaTUTh MPHEM Mpernapara Kopqu)ap® perap He MeHee
yem 3a 36 4acoB 70 Oneparnu.

Apmepuanvnas cunepmenzus

OTcyTcTByeT  ONMBIT  KJIMHMYECKOrO  TPUMEHEHHUsI  pernapatoB  HUPEAUIUHA  TIPH
3JI0Ka4eCTBEHHON apTepHaIbHOM rUIepTeH3UH.

JlekapcTeennbiii  npenapar Kopundap” perapa He clieayeT NPUMEHSTb Ui CHUKCHHS
apTepUalIbHOTO JaBJIEHHS NIPH THIIEPTOHUYECKOM KpH3e.

Xponuueckasn uwemuueckas b6onesnv cepoya

Jlexapcrpennpiii npenapar Kopungap® perapa ne cieyer NPUMEHSITL JU1IS1 KYITUPOBAHMS
MPUCTYNOB CTEHOKAP/MU U JIJIsi BTOPUYHOM NPOPHIAKTUKH CEP/ICYHO-COCYIUCTHIX OCT0KHEHUM
y NaLMEHTOB, NepeHecInX HHPApKT MUOKap/a.

Hecmabunovnas cmenokapous w/unu unghapkm muoxkapoa

B penkux ciyyasx y naumMeHToOB ¢ MIIEMHYECKO# 0osie3Hbio ceptia (0COOEHHO MpU TSHKEIOM
O0OCTPYKTHBHOM TOPaKEHWM KOPOHAPHBIX apTepuil) OTMEUYaJOCh YBEJIMYEHHE YacTOThl,
NPOJOKUTEILHOCTH M/MIM  TSKECTH TMPUCTYNOB CTEHOKAp/MH, a TaKkKe - B €JMHHUYHBIX
ciydasix - pa3Buthe uHpapkra Muokapaa mnocie Hauyaina npumeHenus BMKK (Bkuiouas
HU(DEMINHUH) MM 110C]IE YBETUUYCHUS MX JJO3MPOBKH. MeXaHW3M pa3BUTHs JIAHHOTO SIBJICHHSI HE
M3yueH.

[Ipenapatel  Hudenunuua B dopme TabIETOK €  HEMEUICHHBIM  BBICBOOOK/ICHHEM
MPOTUBOMNOKA3aHbl PU OCTPOM HH(BAPKTE MUOKap/a.

OnbIT  KIMHUYECKOrO TNpUMEHeHusi npenapatoB Hudeaunuua B dopme Tabiaetok ¢
MPOJIOHTMPOBAHHBIM BBICBOOOKICHHUEM TPU OCTPOM HH(pApPKTE MHOKapaa W HeCTaOUIbHOM
CTCHOKAap/JMM OTCYTCTBYET, B CBSI3M C 4YEM HX MPUMEHEHHE MpH yKa3aHHbIX 3a00JIeBaHUSX
MPOTHUBOMOKA3aHO.

Xponuueckas cepoeunas neoocmamounocms (XCH)

BMKK (B T.u. Hudeaunun) ciaenyer ¢ 0cob0i OCTOPOKHOCTBIO MPUMEHSITH Y MAIlMEHTOB C
XCH. Ilpn nexkomnencupoBannoii XCH npumenenue npenapara Kopmicbap® perapa He
PEKOMEH/1yeTCsl.

Cunopom «ommenwl» 6ema-aopeHodI0Kamopos

Y nauMeHToB €O CTEHOKapJAWeH rnpekpauieHue rnpuema Oera-aapeHo0I0KaTOPOB MOKET
MPUBOJAUTE K Pa3BUTHIO CHHAPOMA «OTMEHBI» (YBEJIHYEHHE YacTOTbl, MPOJOKHTEILHOCTH
W/WIM  TSOKECTH  TNPUCTYNOB  CTEHOKapAuH), BO3MOXKHO,  BCJIE/ICTBME  [OBBILIEHHON
4yBCTBUTEJIILHOCTH K KarexosamuHaMm. Haznauenue HudeaunuHa He npeaoTBpallacT pa3BUTHE

CHHApOMaA «OTMEHBI» 6CTa-aIlpCHO6ﬂOKaT0p0B, U aKEe MOXKET IMPUBECTU K €Iro YCHUJICHHUIO B
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CBSI3M € pedIeKTOPHBIM BBICBOOOK/IEHHUEM KaTeXOJAMUHOB B OTBET Ha mnepudepuyueckyro
BA30/1MJ1aTaLMIO.

Hudeaunun ne obnajaet aHTHAPUTMUYECKUM JICHCTBUEM M HE NPE0TBPALLACT BOSHUKHOBEHHE
HapyLIeHWI Ccep/euHoro puTMa Mpu pe3koil ormeHe Oera-aapeHobinokaropoB. B ciyuae
HEOOXOMMOCTH  MpeKpallieHust Tepanuu  Oeta-aapeHo0I0KaTOpOM  CJIEAYET MOCTENEHHO
YMEHbLIATh /103y /IO Ha3HA4YeHUsI HUPEAUTTMHA.

Aopmanensiit  cmenos/ mumpanvbnuvlii  cmenos/ unepmpoguueckans  00CmpyKmuenas
Kapouomuonamus

Kak wu Bce nexkapcTBeHHble cpejacTBa, o00sajarolMe Ba30AMIATUPYIOIUM JICHCTBHEM,
HUQPEUIUH CIIE/lyeT € OCTOPOIKHOCTHIO MPUMEHSITh Y TAlMEHTOB € A0PTallbHbIM CTEHO30M,
MMUTPAJIbHBIM  CTEHO30M WJIM TUNepTpoduyeckoii  oOCTPYKTHBHOM Kapauomuonatuei. VY
MalMEHTOB C TEMOJIMHAMHUYECKM 3HAYUMON OOCTpYKLMEH BBIHOCSAILLETO TpaKTa JIEBOIO
Keslylouka (Harmpumep, TNpU  TSDKEJIOM aopTajbHOM CTEHO3€) NpPUMEHEHHWE Iipernapara
MPOTUBOIIOKA3aHO.

VY nauueHToB ¢ 0OOCTPYKTHBHOH KapJMOMHOMAaTHEH CYLIECTBYET PMCK YBEJIMUYEHUS 4acTOTHI,
TSOKECTH  TIPOSIBJCHUS. M NPOAOKUTEBHOCTH  MPUCTYNOB CTEHOKAp/MU [0Ciae  npuema
Hupenunuua. B 1anHom ciiyyae HeoOXo/1MMa OTMEHa rpernapara.

Hepughepuueckue omexu

[Ipy npumenenun npenapatoB HUGEJUNMHA OTMEYAIUCh HE3HAYUTENILHO MM YMEPEHHO
BbIpaKEHHBIE Nepudepuyeckne OTeKH, CBA3aHHbIE ¢ JuiaTtauuei nepudepuyeckux aprepuit.
Orekn OOBIYHO JIOKAJIM3YIOTCS HAa HWKHMX KOHEUHOCTSX, WHOIAA YMEHbLIAIOTCS [pH
MPUMEHEHUU JIMYPETUKOB. Y TMALMEHTOB C COMYTCTBYIOLIEH XPOHUUYECKOW Cep/leYHOM
HE/IOCTAaTOYHOCTBIO — cliejlyeT TuarenbHo auddepenumpoars nepudepryeckue  OTEKH,
CBSI3aHHBIE C MpPUMEHEHWEM HUdeaUNUHA, OT CUMIITOMOB NPOrpPecCUpOBaHUs JAUCHYHKIIUH
JIEBOIO JKeJy/104Ka.

Caxapuostit ouabem

Y naumMeHToB ¢ caxapHbIM JMabeToM [pM MPUMEHEHMM TMpenapatoB HUdeaunuHa MOXKeT
noTpeboBaThCsi KOHTPOJIb KOHLEHTPALIMK [IIOKO3bI B MJ1a3Me€ KPOBH.

Hapywenue ghynkyuu nevenu

B penkux ciywasx npu NpuMEHEHHMH TpenapatoB HU(eaUnuHa OTMEyanoch MOBbILLIEHHE
AKTMBHOCTH HEKOTOPBIX (PEPMEHTOB, TaKWX Kak: wiejouHas ¢ocdarasa, kpearuHpochokuHasa,
JaKTaraerujaporesasa, acnapraramuHotpancdepasza (ACT) u  ananuHamuHoTpaHcdepasa
(AJIT), - koTOpOe OOBIYHO HOCHT MPEXO/SIINI XapaKTep, HO MHOT/1a MOXKET ObITh 3HAYMTEIILHO
BbIpaKeHHbIM. [lpUuHHHO-C/IEICTBEHHAs CBSI3b € NMpPUEMOM HUdeaunuHa B OOJIBLIMHCTBE

cjiydacB SABJISACTCA HCOHpC}lCﬂCHHOﬁ, O/IHAKO B HEKOTOPBLIX CjydasX OHa BE€CbMa BEpOsTHA.
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VYkazaHHble M3MEHEHMS 1a0OpPaTOPHBIX MOKa3aTeleld PejKo CONMPOBOKAAIOTCS KIMHHUYECKOM
cumnrToMatukoi. OJlHaKO OnucaHbl cllydan BO3HMKHOBEHMs XOJeCTa3a ¢ JKeNTyxod wim Oe3
HEe, a TAKIKE PEKUE Cllyyau pa3BUTHSI ayTOMMMYHHOTO rernaTura.
3a nauMeHTamMu ¢ HapylieHHeM (GyHKLMM MEYeHH yCTaHaBJIMBAeTCs TiAaTe/bHOE Hab/oAeH e,
M 1P HEOOXOJAMMOCTH CHHIKAIOT /103y Tpernapara H/Wid NMPUMEHSIOT APYIrUe JICKapCTBEHHbIC
bopmbl HUeaUTHHA.
Hapywenue ¢pynkyuu nouex
Ilpumenenne npenapartoB HUdEAUNMHA Y NALMEHTOB ¢ HApYLIEHHEM QYHKIMH MOYEK SBISETCS
Oe3onacHeIM; KOppeKLusi 103l HUdeannuua He Tpebyercs. B HEKOTOPBIX cily4asx y naiueHToB
C XPOHMYECKOW TOYEYHOH HEJ0CTATOYHOCTBIO OTMEYAJIOCh TPAH3UTOPHOE TOBBIIICHHUE
KOHLIEHTPAIMK a30Ta MOYEBHHbBI U KpeaTHHUHA B CHIBOPOTKE KPOBH. [IpHuHMHHO-Clie/IcTBEHHAS
CBA3b C NpUeMOM HUpeannuHa B OONBIIMHCTBE C/ly4aeB SBJISETCS HEONpPEACICHHOMN, O/IHAKO B
HEKOTOPBIX CllyyasiX OHa BECbMa BEpOsITHA.
Y  nauMeHToB €O 3/I0KAYECTBEHHOM TUNEpPTEH3WEH, HAXOASLIMXCS Ha eMOjMaiu3e,
TUNOBOJIEMHUS  (yMEHbIIEHUE O0beMa LMPKYJIUPYIOLEH KpPOBM) Mocie MpoLeayphl JHajin3a
MOJKET YCUJIUTh aHTUIUNEPTEH3UBHBINA ekt HudearnuHa u NPUBECTH K PE3KOMY CHHKEHHIO
AJl. 'V Ttakux naumentoB npenapar Kopundap” perap/i HEOOXOAMMO TNPUMEHSTL ¢ 0C000i
OCTOPOKHOCTBIO, B Cilyyae HEOOXOAMMOCTH ClIe/IyeT YMEHBILIMTD JI03Y Iperapara.
Jlekapcmeennvie gzaumooeiicmeus
Hudeaunun  mertabonmsupyercss ¢ nomoumsto  uzodepmenta CYP3A4. JlekapcrBeHHble
cpeacTsa, noaapastoume win uuayuupytommne CYP3A4, moryT okasbiBaTh BiusiHue Ha 3 dexT
«IEPBUYHOTO MPOXOMKACHHS) UEPe3 NeUeHb UIH KIIMpeHe HUdeunuHa.
K nekapcTBeHHBIM cpeacTBam, c1abbiM WM yMepeHHBIM uHruOuTopam uzodepmenra CYP3A4,
MOBBIIAIOIIMM KOHLEHTPALMIO HU(BEUITUHA B T1a3Me KPOBH, OTHOCSTCS:

*  MakpoJIM/bl (Hanpumep, SpUTPOMHULIMH);

* uHruburopsl npoteazsl BUY (Hanpumep, putoHasup);

*  NPOTHUBOrPUOKOBBIE CPEACTBA FPYIIIBI a30J10B (HarpUMep, KETOKOHA30.1);

* a”tuaenpeccanTbl (Heda3o0H U HIYOKCETHH),

*  KBMHYNPHUCTUH/AaNb()ONPUCTUH;

*  BaJILIIPOEBAsi KMCJIOTA;

® LHUMECTHU/IUH.
[Ipy OAHOBpEMEHHOM MpPUMEHEHUM HUPEIUIUHA W YKa3aHHBIX MpernapaToB HeoOX0UMO
KoHTpoiupoBath AJl, M 1npu HEOOXOAMMOCTH CKOPPEKTHpPOBaTbH 03y HUEAUNHHA.

Xupypzuuecxue sMemamercmea/obu(aﬂ anecmesun
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WMHransiiiuoHHbIe aHECTETUKK MOTYT YCHIIUTBL cHUKeHue AJl. Eciiv Bo Bpems Tepanuu naumeHTy
TpeOyercss MpOBECTH XUPYPrHUECKOE BMEINATENBLCTBO MOJ OOl aHecTe3uel, HeoOXO0UMO
MH(pOPMHUPOBATH Bpaua-aHECTE3MOJIOra O TOM, YTO MALMEHT MPUHUMAET HU(EMITHH.
Juaznocmuueckue uccaeoosanus

Bo Bpemst jieyeHusi BO3MOXKHBI MOJIOKUTENIbHBIE Pe3yJIbTaThbl MPH MPOBEACHUM NPSIMOI peakiiu
KymOca (B coyeraHun ¢ reMoJIMTHYECKOW aHeMued uim Oe3 Hee) M 1adopaTOpHBIX TECTOB Ha
aHTUHYKJICApHBIC AHTUTEIA.

Hudenunun, kak n apyrue bBMKK, yrueraer arperauuio TpoMOOLMTOB B YCIOBHUSIX in Vilro.
HeGobloe KOIMYeCTBO KIMHUYECKUX MCCIIC0BAHUI MOITBEPAK/IAOT IaHHBIE O CTATUCTHYECKH
3HAYMMOM CHWKEHUH arperauuy TpOMOOIIMTOB M YBEJIMUEHUHU BPEMEHHU KPOBOTEUEHMS.
[IpeanonoxkurenbHO, NPUYMHON TaKWX M3MEHEHMI siBisercs Os0Kajaa TpaHCNopTa Kajblus
yepe3 MmemOpaHy TpombouuToB. KiimHuveckas 3Ha4MMOoCTh 3T0ro ¢ deKra Hem3BecTHa.
Hudeaunuu moxer BbI3bIBATH JIOKHOE TMOBBILIEHWE KOHLEHTPALMKM BaHWJIMJIMUHIAILHOM
KUCJIOTBI B MOYE IPU OMNpeACSeHUH CHEKTPOPOTOMETPUUECKUM METOAOM, HO HE BIMSET Ha
pe3y/ibTaThl M3MEpPEHUH [pU  HMCMOJIL30BAHUM METOJa BbICOKOAI(D(HEKTUBHON IKMIKOCTHOM
xpomarorpaduun (BOXKX).

Ankozons

B nepuos neyeHus He pekoOMeHJyeTcst ynoTpedssiTh ajlKOrojibHble HAlMTKM M3-3a pUCKa
Upe3MEPHOI0 CHUIKEHHS aPTEPUAIBHOTO JIABJICHUS.

Hpumenenue y nayuenmos noxcu020 ¢o3pacma

Crnenyer cobmojarb OCTOPOKHOCTH MPU MPUMEHEHUM TpernapaTtoB HUPEAUNUHA Y TOXKUIBIX
MaLMUEHTOB BCJIC/ICTBUE BLICOKOM BEPOSITHOCTH BO3PACTHBIX HApYIIEHUH QyHKIMK MOYEK.
IHpexpawenue mepanuu

OT™MeHy npUMEHEHHs rpenaparoB HU(pEAMNIMHA  CJIEAYET OCYLIECTBIATL  MOCTENEHHO
(CyulecTBYET PUCK Pa3BUTHSI CUHIPOMA «OTMEHBI).

Bausinue Ha cnnocoOHOCTH YHPaBJISITHL TPAHCIIOPTHBIMH CPEACTBAMH, MEXaHH3MaAMH

VY HEKOTOpPbIX NalMEHTOB, OCOOEHHO B Hayaje JeueHs, HU(EIUNUH MOXKET BbI3bIBATH
rOJIOBOKPYIKEHHE, YTO CHUIKAET CIMIOCOOHOCTDL K YIPaBICHUIO TPAHCIOPTHBIMHU CPEACTBAMH WIIH
JPyrumMu mMexaHusmamu. B janbHeiiiem cteneHb orpaHMYeHUH 3aBUCHUT OT MH/AMBM/yasbHOM
MepeHOCUMOCTH HUEAUIHHA.

B nepuoa siedeHus, ocOOCHHO B Hayaje JICYEHHUs WJIM MPU W3MEHEHUH J103bl, HEOOXOAMMO
co0JI01aTh OCTOPOIKHOCTE NPHU YIPABICHWW TPAHCIIOPTOM, 3aHATHAX MOTEHIMAIBLHO ONAaCHbIMU
BHAMH JICATEIBHOCTH, TPeOYIOIMMHU TMOBBIIIEHHON KOHLEHTPALLMKH BHUMaHUS U ObICTPOTHI
NCUXOMOTOPHBIX peakluid.

®opma BbINyCKa
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TabGneTku ¢ NPOJOHrMPOBaHHBIM BHICBOOOIKACHUEM, TIOKPBITHIC MJICHOYHOMH 0005104KO0#t, 20 Mr.
[lo 10 tabnerok B OGnuctep (IIBX/amomunuii). Ilo 3 OGnucrepa BMECTe ¢ WUHCTPYKLHEH IO
MPUMEHEHHUIO B KapTOHHYIO TMayKy, Ha KOTOPYIO JOMOJHMUTEJILHO MOTYT OBITh HAHECEHbI
3alIMTHBIE HAKJICHKH

HJH

[To 50 uan no 100 taGnerok Bo dprakoH KOpUYHEBOTO cTekia ¢ nmpobkoii Gesoro usera u3 119
HU3KOH 110THOCTH ¢ penbedHoit Haanucbio «KAWD». o | ¢nakoHny BMecTe ¢ HHCTPYKIMEH 110
MPUMEHEHHUIO B KapTOHHYIO [ayKy, Ha KOTOPYIO JIONOJHHUTEILHO MOryT ObITb HaHECEHbI
3aLUMUTHBIE HAKJICHKH.

YeaoBusi xpanenust

XpaHuTh Npu Temnepartype He Boiie 25 °C B OpuruHajbLHOM yrakoBKe.

XPAHWUTDH B HEJIOCTYITHOM JUISl JIETEW MECTE.

Cpok rogsoctu

5 ner. He npuMeHsITh 10 UCTEYEHUM CPOKA FO/IHOCTH.

YeaoBus ornycka

OTtnyckaror 1o peuenty.

HaumenoBanune  jepxareis (Bi1aj1esb1A) PErHCTPANIHOHHOIO  Y/IOCTOBEPEeHHSsI
JIEKAPCTBEHHOI0 npenapara

Tepa ®apmauesruueckue [peanpustus Jita., U3zpauisb

IIponsBoanreinn

[lauBa Xpearcka 11.0.0.,

[Ipunaz 6apyna @ununosuya 25, 10000 3arped, Pecriybnnka Xopsarus

Opranu3auusi, IPUHUMAIOLIAS IPETEH3HH NOTpednTe. el

000 «Tesa», 115054, Mocksa, yn. Banosas, 35,

Ten.: +7 (495) 644 22 34, pakc: +7 (495) 644 22 35

AleCC B UHTEPHETEC! www.teva.ru

Menekep 1o perucrpaiuu M./ J1. Buprokosa
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