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HUHCTE VKHI/Iﬂﬂ QCNEONOBATENEHOCTL 0001)

O MEJUITUMHCKOMY IIPUMEHEHHIO JIEKAPCTBEHHOI'O IIPEITAPATA
CHUMKOKCUDB

PerucrpaimoHHLII HOMeEP:

Toproeoe HaumeHoBaHue: CUMKOKCHO

Me:xayHapo/IHOe HelIaTeHTOBAHHOe HauMeHoBaHue: [[erexokcud

JlekapcTBeHHas1 popMa: KarcyJsibl

Cocras:

Kaxxast kancya coaepIKur:

Heticmeyrowee cewyecmeo:

Henexokcud 100,00 mr uim 200,00 mr.

Benomocamenvruie 6ewgecmea:

JlakTo3el MmoHOTHApAT 149,70 Mr / 49,80 mr, HaTpus naypuicyiabdat 8,10 mr / 8,10 mr, moBuI0H
K-30 6,80 mr / 6,70 Mr, kpockapmeiuioza Hatpus 2,70 mr / 2,70 mr, maraus cteapar 2,70 mr/ 2,70
MT.

Kancynot 100 me:

TBepnast xKeIaTHHOBAS Kalcyja pasMepa 2 ¢ KOpIyCOM U KpbINIeukol rorydoro 1seta — 1 miT.
(63 mr).

Kancynor 200 me:

Trepas jxkenaTHHOBAS Kalicyja pazMepa 2 ¢ KOpIyCOM M KpbIIEUKOH jkeJIToro npeta — 1 mt. (63
MT).

Cocmas obonouxu kancynet 100 me (conyboeo yeema):

Kopnyc: xpacutens OpuUHaHTOBBIN romyOoi 0,2205 mr, turana quokeun 0,819 wr, sxkenaTuH
32,6879 mr, Boga 5,025 mr.

Kpviueuxa: kpacutenas OpuUIManTOBbIN roty6oit 0,2205 mr, Tutana quokcuna 0,819 mr, xeaaTuH
20,1155 mr, Boga 3,0926 wmr.

Cocmas obonouku xancynvt 200 me (oicenmoeo yeema):

Kopnyc: xpacutenb xesieza okcua xkeateiid 0,3515 mr, tutana auokeuna 0,3059 wmr, sxenmaTuH
32,6876 mr, Boga 5,6550 mr.

Kpviuieuxa: KpacuTeNb xKeje3a oKeu1 skenThid 0,2163 mr, Tutrana auokcua 0,1882 mr, xeaaTHH

20,1155 mr, Boga 3,4800 mr.

Onucanie

Kancyaer 100 mr:
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TBepable xenaTUHOBBIE KaICyJbl pasmepa 2| c¢ Kopﬂ\ﬂ‘é‘hﬂi%i;z%;ﬁ@ﬁ%ﬂﬁé% ':lulﬂeTa.

CoepkuMoe KarcyJl: MOPOIIoK, HIH IPaHyJIHPOBAHHBIM MOPOIIOK, WIH MOPOIIOK C KPYITHHKAMHU
OoT 6eJIoro 10 TouTH OeJIoro BETA.

Kancyaer 200 mr:

Teep/ble ’KeMAaTHHOBBIC KamCyJbl pasMepa 2 ¢ KOPIYCOM M KpPBINICUKOW JKEJITOTO IIBeTa.
Cojep:kuMoe  KarcyJl: MOpoIIoK, WK IPaHyIHPOBAHHBIN MOPOIIOK, WIH MOPOIIOK C KPYITHHKAMHU

OT 0eJIoT0 10 IOUTH OeJIoro IBETA.

(I)apMaKOTepaIIeBT_I/[‘-IeCKaH rpyuiia
MMPpOTHBOBOCIIAJIUTCIILHBIC Hu MMPpOTHBOPCBMATHUYCCKHUC mpeiaparshl; HCCTCPOUIHBIC

IPOTHBOBOCTIAJIMTEIbHbIE U IIPOTUBOPEBMATHUSCKHUE TIPeTapaThl,; KOKCHObI
Kox ATX: MO1AHO1

PapmakoIorHYecKHe CBOIiCTBA

DapmaxoouHamura

[Tenekokcu® obnajaeT NPOTUBOBOCHAIUTENILHBIM, 00€300JIMBAIOMMM M KApOTIOHWIKAIOIIUM
neiicTBueM, GIIOKHpYsT 0Opa30BaHHE BOCHAJIMTEIBHBIX IpocTarjaHguHoB (Pg), B ocHOBHOM 3a
c4eT MHrUuOUpoBaHus nuKIookcureHaspl-2 (I{OI-2). Uuaykiusa 1{OI'-2 nporcxoauT B OTBET Ha
BOCIIAJICHWE M TPHBOJUT K CHHTE3Y M HAKOIUICHHIO IPOCTAarjaHJWHOB, B OCOOCHHOCTH
npocTaryianauHa E2, IpH 5TOM IPOUCXOINUT YCHIICHHE NPOsIBICHUHN BocnasieHus (0Tek U 6oib). B
TepaIlleBTHUSCKUX JI03aX Y UeJIOBeKa IeJISKOKCHO 3HAUMMO He MHIMOHpYeT ITUKIOOKCHIeHasy-1
(ITOI'-1) m He oKa3bIBAET BIUSHUS HA IIPOCTATJIAH/IUHBL, CHHTE3UPYEMbIE B pe3yJIbTaTe aKTHBALIUI
I[IOI'-1, a Takke He OKa3blBaeT BIUSHHUA Ha HOpPMaJbHBbIE (DHU3HOIOTHYECKHE IIPOIECCHI,
cBspanHble ¢ [{OI-1 1 npoTekaromKe B TKaHAX, U MIPEKIE BCETO B TKAHAX JKeJIy/JKA, KHIISYHHKA
U TpOMOOITUTAX.

Bruanue na gpynxyuo nouex
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ITenekokcu® cHMKaeT BhIBeIeHUE ¢ Mouol PgE2 u 6-Ké%;§gﬁ‘a§é’?[‘é‘g0§1gjff %IBET%MHQ.),

HO He BJMSeT Ha CHIBOPOTOUHBIM TpomOokcan B: u BeiBegeHHe ¢ Mouod 11-nmerugpo-
TpoMbokcaHa B2, MeTaGomuTa TpoMGokcana (06a - mpoaykTsl 1{OI'-1). Ilenekokcub He BRI3BIBAST
CHHKCHHSI CKOpPOCTH KiIyOoukoBod ¢umbtpaimu (CK®) y MOXHIBIX TAIHSHTOB W JIMI[ C
XpPOHUUYESCKONH TOUYEYHOM HEJOCTATOUYHOCTHIO, TPAH3UTOPHO CHUIKAET BBIBEJACHUE HATpUSL Y
HAIUeHTOR ¢ apTpUTOM HaOdroaeMasl dYacToTa pa3BUTHUSL NepUDEpPUUSCKUX OTEKOB,
apTepUaIbHON TUIEPTCH3UM M CEpACUHOM HEJOCTATOUHOCTH CpaBHHUMA ¢ TakoBod Ha ¢ome
npueMa HecelleKTUBHBIX HHrubuTopoB 1[OI, koTophie 06/1a7al0T HHTHOUPYIONMEH aKTUBHOCTHIO
B orHomeHuu [[OI'-1 u IIOI'-2. HamGonee BbIpaskeH JaHHBIH 5(PdekT ObLT y IMalHSHTOB,
MOJIYYAIONUX Tepaluio JUYpEeTHKaMHU. TeM He MeHee, He OTMeUaJoCh YBEJIMUSHHSI YACTOThHI
CIIyUaeR TOBBLIMICHHUSI apTEPUAILHOTO JIABJICHWSI W PA3BUTHS CEpASYHOM HEJOCTATOUYHOCTH, a
nepudepudeckue OTeKH ObUIM JIETKOW CTENeHH TSDKeCTH M TMPOXOJUIN CaMOCTOSTEIIBHO.
DapmMakoOKuHemuKa

Bceacvisanue

IIpy mpueMe HaTONMaK IIEJIGKOKCHO XOpOIIO BCACHIBAeTCS, JOCTUTAs] MaKCHMAJbHOU
KoHI[eHTpallMH (Cmax) B TUIa3Me KPOBU MpUMEpHO depe3 2-3 yaca. Cmax B IUIa3Me KPOBH TOCIIE
npuema 200 mr - 705 Hr/mut. AGcomoTHast 0MOIOCTYIHOCTD IIpenapaTa He uccjieJoBaiachk. Cmax
W IUIOmMaab TOJ  (papMakOKMHETHYSCKOW  KpHBOM  «KoHIeHTpamms-ppems»» (AUC)
IpUOIU3UTEIBHO TIPOTIOPIMOHATBHBI IPUHATOM JTo3e B uamnazoHe 7103 1o 200 Mr 2 paza B CyTKH;
MpU TpUMEHEHHUH IieJiekokcuba B OoJiee BBHICOKHMX J103aX CTemneHb MOBBIMEHUSI Cmax 1 AUC
MPOUCXOJUT MEHEE TPOMOPIIMOHATIBLHO.

Pacnpeoenenue

Cesi3p ¢ OeslkaMU IUTa3Mbl KPOBHU HE 3aBHCHT OT KOHI[CHTpPALMU U COCTaBIIsIET okoJjio 97 %,
IeJIeKOKCHO He CBSI3BIBACTCS € OPUTPOLUTAMH KpoBH. llenekokcu® TpoHHKaeT uepes
reMaTosHIepaTHICCKUH Gapbep.

Memabonusm

[Tenekokcud MeTaboNM3UPyeTCs B MEUSHHU MyTeM THIAPOKCUIUPOBAHUS, OKUCIICHHUSI U YACTUIHO
LJIFOKYPOHHpOBaHUS. MeTaboIu3M B OCHOBHOM MPOTEKALT ¢ yuacTueM IuToxpoma P450 CYP2C9
(eMm. pazgen «BsaummojeicTBHe ¢ JPYTHMH JICKapCTBEHHBIMH CpeACTBaAMU»). MeTaboIuThl,
oOHapyKHBaeMble B KpOBH, (apMaKOJOTHUSCKH He akTUBHBI B oTHomeHuu [[OI-1 u I[OT'-2.
AxTHBHOCTS ITuToXpoMa P450 CYP2C9 cHukeHa y JTUIT € TeHETHISCKUM TOJUMOP(PU3MOM, TAKUM
Kak ToMmo3uroTHeii mo CYP2C9*3 mnomumopdusM, KOTOpbIH BeAeT K YMEHBIICHHUIO
3(ppeKTUBHOCTH PH3UMOB.

Buigeoenue
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CNEPTHOMY OTYHETY

MeTabouToB (57 % u 27 %, COOTBETCTBEHHO), MeHee 1 % MpHHSATOH J03bI - B HEH3MSHEHHOM
ByJie. [Ipy moBTOpHOM NpUMEHEHHH MIEPUO/] TIOTYBBIBEACHUS COCTABIISET 8-12 4acoB, a KIIMPEHC
coctapisieT okoso 500 mu/mun. Ilpu moBTOpHOM MPUMEHEHHH PABHOBECHBIE KOHIICHTPAIHH B
1a3Me KpOBH JOCTHUTaroTcsl K 5 AHIO. BapuaGelbHOCTH OCHOBHBIX (PapMaKOKHHETHUSCKHX
napameTpoB (AUC, Cmax, IepuO/I MOTYBBIBeACHUS) cocTaBisieT okoio 30 %. Cpeguuit o6beM
pacipe/ie/ieHUsl B pABHOBECHOM COCTOSIHUU paBeH npumMepHo 500 j1/ 70 KT y MOJIOIBbIX 3/TOPOBBIX
B3pOCIIBIX TAI[HSHTOR, UTO YKa3blBaeT Ha IMHPOKOE paclpejiefieHHe IeJieKOKCHOa B TKaHSX.
Brusnue npuema nuwu

[Ipuem nenekokcuba BMECTE C JKUPHOU MUMICH YBEIMUUBACT BpeMs JOCTHKEHUS Cmax IPUMEPHO

Ha 4 yaca ¥ MOBBIIIAET IOJHOE BcachlBaHHUE MpuMepHO Ha 20 %.

Ocobbie cpynnvl NAYUEHMOos

I oocunvle nayuenmst

Y nanueHToB crapuie 65 JeT oTMedaeTcs yBeJnueHue B 1,5-2 paza cpegHux 3HaueHUN Cmax, AUC
nesekokcuba, uro B Oosblliel CTeTIeHH OOYCIOBICHO U3MEHEHHUEM MACCHI Tejla, a HE BO3PacTOM
(V maIMeHTOoB MOXKHIIOTO BO3pacTa, Kak MpaBuiio, HaGmogaeTes: Oojiee HU3Kas CpeJHSIST Macca
TeJla, UeM y JIKIl O0JIee MOJIOJIOTO BO3pacTa, B CHIIY Yero Y HHX MPH MPOYHX PABHBIX YCIOBHSIX
JOCTUTAIOTCsL OoJiee BLICOKHE KOHICHTpalMH Iejiekokcuba). Ilo Tol jke mpuYHMHE Y MOMKHIIBIX
JKEHITUH OOBIYHO OTMeUaeTcst 0oJiee BHICOKAsI KOHIISHTpAITUS MpernapaTa B IUla3Me KPOBH, YeM Y
MOKWILIX MY)KYHH. Y KazaHHbIE 0COOCHHOCTH (apMaKOKWHETHKH, KaK MpaBWiIo, He TpeOyroT
KOpPPEKIIMHU J103bl. TeM He MeHee, Yy MOKWIIBbIX MAIlUeHTOB ¢ Maccol Tena Huxke 50 Kr cieayer
HAYWHATh JICUSHHE ¢ MUHUMAJILHOU PEKOMEHIYEMOM JTO3BI.

Paca

VY mpencrautenei HerpounHod packl AUC nenexokcuba npumepno Ha 40 % Bpime, 4eMm y
epponeiines. [IpuunHbl U KIMHUYSCKOS 3HAUSHHE PTOTO (haKTa HE U3BECTHBI.

Hapyuienue ¢pynxyuu neuenu

KonnenTpanuu 1ejekokcuba B IJIa3Me KPOBH Y MAITHCHTOB C JICTKOW CTENEHBIO MEYSHOUHOU
HEeJ0CTATOYHOCTH (Ki1ace A Ho kiaccudukanuu Yaina-11510) He3HAUUTEITLHO H3MEHSIOTCSL.

Y nanueHToB ¢ IMEYeHOYHOW HEJOCTAaTOYHOCTHIO CpeJHEeH CTeleHH TshkecTH (kiace B mo
kiaccuukanuu  Yaina-Ilbro) KoHIEHTpanusi IeJieKokcuba B TUIa3Me  KPOBH  MOJKET
YBEJIMYHUBATHCS TIOUTH B 2 pasa.

Hapywenue ¢pynxyuu nouex
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M3MEHEHHAMH, U y mamueHToB ¢ CK®, papnoi 35-60 mu/mun/1,73 Mm%, dapMakoKMHETHKa
nesiekokcuba He uaMeHsiercs. He oOHapyKuBaeTCsl 3HAUMTEIILHOM CBSI3H MEXKAY COJIepiKAHUEM
CBIBOPOTOYHOTO KpeaTHHWHa (WwiH KiupeHcom kpeatunuHa (KK)) m xiaupeHcoM menmekokcuda.
IIpennonaraeTcs, 4TO HAIMYKE TSDKEJIOW CTeNeHH IOYSYHOM HEJOCTATOYHOCTH HE BJIMSET Ha
KJIUPEHC IIeIeKOKCHOa, TOCKOIbKY OCHOBHOM IIyTh €TI0 BBIBEJCHMS - IIPeBpalllcHUe B IICUCHH B

HeaKTHBHBIE MeTA0OIHTLI

IlokazaHus K IpUMeHEeHHIO

Cumkokcub mokazaH K MPUMEHEHHIO Y B3POCIIBIX.

CuMmnroMaTHUeCKoe JICUeHHE OCTe0apTpo3a, PEeBMATOWIHOTO apTpUTA M aHKUIO3HUPYIOUIETO
CIIOH/TWIHTA.

Boneroii cunapom (60iu B CNHHE, KOCTHO-MBINICUHBIE, TOCICOTICPAIIHOHHBIE U JIPYTHE BUIBI
Gonn).

JleueHnne nepBUUHON JUCMEHOPEH.

[IpenapaT npeaHa3HAYEH JJII CHMOTOMATHUECKON Tepalliy, YMEHBIISHUsI GOJIM U BOCTIAICHUS Ha

MOMCHT HCIIOJIB30BaHHUA, HA IIPOTPECCUPOBAHUC 3a00JI€BaHHS He BIHAET.

IIpoTuBoNIOKAzZaHMSA

'unep4ayBCTBUTENBHOCTh K IEJICKOKCHOY WM J000MYy ApYroMy KOMIIOHEHTY TIperapara.
H3BecTHAS MOBBIMISHHAS TYBCTBUTEIILHOCTH K CYIIH(OHAMHIAM.

[TonHoe WM HEMOJIHOE coUyeTaHUe OpPOHXUATBLHOM acTMbI, PEIMIUBUPYIONIETO MOJIMIIO3a HOCA U
OKOJIOHOCOBBIX I1a3yX U HENEePEHOCHUMOCTH alle TUICAIHMIIMIOBON kucyioTel Wik apyrux HIIBII,
BKITIOUAst ipyrue uHruouTopel 1{OI-2 (B ToM unciie B aHaMHE3e).

Ilepuon mocie npoBeieHUs ONepaIlii A0OPTOKOPOHAPHOTO MYHTUPOBAHUS.

AKTHBHBIE  DPO3HBHO-SI3BEHHBIE  TOPAKEHUS  CIM3UCTONM  OOONOYKHM  JKeIyJka  WIH
JBEHAIIATUIIEPCTHON KUIITKH, WIH SI3BEHHAS OOJIe3HB JKEJIYKA U JBSHATIATUIICPCTHON KUIIKH B
CTaJIuU 00OCTPEHHUS, HIIH HKEITYJOUHO-KUIIIEUHOE KPOBOTCUSHHE.

Bocnasmrenpapie  3a0oseBanus KumeuHuka (OosiesHb KpoHa, s3BeHHBIH KoauT) B (ase
000CTpeHUSI.

Xpoumueckas cepaeunas HemoctatouHocTh (II - IV ¢QymkumoHampHbld Kiacc mo NYHA).
Kimuaudecku moATBepIKIeHHASI HIIeMHYecKasi OoJie3Hb cep/ila, 3a0osiepanus nepudepuIeckKux
apTepuit u epeOpoBacKy IIpHbIE 3a00JI€BaHUS B BHIPAXKCHHON CTA/IUH.

I'emopparndeckuii HHCYJIBT.

CyGapaxHOUJAIbHOES KPOBOUBIIMSIHHE.

HekouTtponupyemasi apTepuaibHasi THIICPTESH3UAL.
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BepeMeHHOCTH M IepHO/T JTAKTAIIUH (CM. pa3aen «BepeMéQﬁ(‘)‘r:T—lbtpilf‘m"ETa'LIE&LL:)'.'i OCThb 0001)

Tsprenas neyeHOUHAsE HEJOCTATOYHOCTH (HET OIBITA IPUMEHEHHUS).

Tsprenas moueunas HeqoctatouHocTh (KK Menee 30 miu/mMun), nmporpeccupyromue 3a00ieBaHus
MOYEK, MOATBEPIKACHHAS THIICPKAITHUEMUs (HET OTbITa IPUMEHEHHUS).

JIeUIuT NaKkTashbl, HEMEPSHOCUMOCTh JIAKTO3bI, TJIFOKO30-TaJIAKTO3HAS MaTbaOCOPOIIHSL

Bozpact g0 18 neT (HeT onbiTa IPUMEHEHUS ).

C oCcTOpOKHOCTBIO

CuMKoKkcHO cileTyeT MPUHUMATL ¢ OCTOPOIKHOCTBIO TIPH CJISTYIONUX COCTOSTHUSIX: 3a00JIeBaHUsA
JKEJTYTOUHO-KUIIEYHOTO TpaKTa (S3BeHHasi OOJIe3Hb JKEIyJKa W JIBSHA/IIATHIIEPCTHON KHIITKH,
SI3BEHHBIN KOJIUT, Oosie3Hbh KpoHa, KpoBOTeUSHHS B aHaMHe3e ), Hauune uHeknun Helicobacter
pylori;, COBMeCTHOC TpHMEHCHHE C aHTHUKOAryJsIHTaMH (BapdapuH), aHTHArperaHTaMH
(aneTWICAMIIWIIOBAST KUCJIOTA, KIIOMHJIOTPeNI), TMEepOPAIbHBIMU TJIFOKOKOPTHKOCTEPOUIaMHU
(TipeTHU30JIOH), TUYPSTHKAMHU, CEIEKTUBHBIMH WHTHOUTOpaMH OOpaTHOTO 3aXBaTa CEpOTOHHHA
(muTanonpaM, (GIYOKCETHH, MapOKCeTHH, CepPTPaJIUH), JUTOKCHHOM; 3ajepiKKa JKHUJIKOCTH H
OTeKH, HapylieHHs (YHKIHMH TEUYCHH CpeJHEH CTeNeHH TSKeCTH (cM. pazaen «Ocobbie
yKa3aHus» ), 3a00JIeBaHUs TICUSHH B aHaMHe3e, MeUeHOYHas TOpUPHS; XpOHHTECKas MMOYeuHas
HepocTaTouHocTh (KK 30-60 M/MuH); 3HAUHTEIFHOS CHIIKEHHE 00heMa IUPKYJIUPYIOMIESH KPOBH
(B TOM 4YHCINe TMOCEe XUPYPTHUSCKOTO BMEIIATeNIbCTBA), 3a00JCBaHUS CepeUHO-COCYTUCTON
CHCTEMBI, apTepHaAIbHAS TUIISPTeH3UA (CM. pasaed «Ocolble yKazaHHs» ), MepeOpoBacKyIsIpHbIS
3a00JIeBaHHT, JTUCITUTIASM s/ TUTIS PJTATIH TS MHST, caxapHbIH auabeT; 3a00JIeBaHH
nepudepuIecKUX apTEepHi, OJHOBpPEMEHHOE IMpPHUMEHEHHe ¢ HWHTHOHTOpaMH H30(epMeHTa
CYP2C9; y manueHTOB, KOTOpbIE SIBISIOTCS MEVICHHBIMH MeTaOoIM3aTOpaMH WM HUMEeTCs
MOJO3PEHUE Ha Takoe cocTosiHHe; jiuuTeabHoe npumeHenue HIIBIIL, Tsokemsie comatmueckue
3a00JICBaHMS, TIOKUJIbIC MAITUSHTHI (B TOM YHCJE MOJydYarolue JUYPETHKH, Oc/IabJieHHbIC

MAIUSHTHI ¢ HU3KOM Maccol Tesa), KypeHue;, TyOepKyJie3; aIKoTOJIU3M.

bepemeHHOCTH U JIAKTALIUA

bepeMeHHOCTE

OTCYTCTBYIOT JOCTATOUYHBIE JAHHBIE TI0 IPUMEHEHHIO [eJIeKOKcHOa y GepeMeHHBIX KEHIIUH.
[ToTeHnMaMBHBIA pUCK TMpUMeHEeHHs mpemapaTa CHUMKOKCHO BO BpeMsi OSpeMeHHOCTH He
YCTAHOBJICH, HO HE MOYKET ObITh UCKITIOUCH.

B cootBetrcTBUE ¢ MexaHu3MoM jcHcTBuA, npu npumeHennu HIIBII, Bxirogas nenexokcud, y
HEKOTOPBIX JKESHITUH BO3MOXKHO pPa3BUTHE U3MESHEHHUH B SIMUYHUKAX, UTO MOXKET CTAaTh NMPUUYHHON
OCJIO)KHEHHUH BO BpeMsi OGepeMEHHOCTH WM HapyIIeHUs (EepTUIBHOCTH. Y KEHIHH, KOTOpPbIS

INIAaHUPYIOT 6epeMeHHOCTb WK TMIPOXOIAT 06CJ'ICL[OBaHI/Ie o IMmoBOJAY 6eCHJ'IOL[I/I$I, CICOAYCT
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paccMoTpeTh Bompoc o6 otmene npuema HIIBII Bquglgéﬂgg&;ﬁﬁ‘ ENBHOCTE 0001)

[{enekokcuO, OTHOCIUHCS K TPYyINIe HHTUOUTOPOB CHUHTE3A MPOCTArIaHUHOB, [IPU NPHEMEe BO
BpeMsi OepeMeHHOCTH, ocoOeHHO B [II TpuMecTpe, MOJKeT BBI3BIBATH ¢JIA00CTh COKpAICHUH MaTKH
U TIPSKICBPEMEHHOS 3aKphITHE apTepHAIBHOTO MpoToka. lIpuMeHeHHe MHTHOUTOPOB CHHTE3a
[IpOCTArJaHANHOB Ha paHHEM HTale OepeMEeHHOCTH MOJKET HETaTUBHO OTPA3UThHCS HAa TCUSHUHU
OepeMeHHOCTH.

ITpumenenue npenapata CHUMKOKCHO IPOTHBOIIOKA3aHO BO BpeMsi OepeMEHHOCTH U B IIEPUO]
IrpyAHOro BeKapmiuBaHusa (cM. pazgen «lIpotupomokaszanus»). Ilpm npumenenuu Bo II-III
TpuMecTpe 6epemennocty HIIBII MoryT cipoBoliupoBaTh HapylmeHHe (GYHKIUYU MOYEK Y IJI0/1a,
YTO MOXKET NPHUBECTH K YMEHBIICHUIO o0beMa aMHHUOTHYECKOM JKWIKOCTH WM B TSDKEJIBIX
CIydasix K MajoBojui0. JlaHHBIE sIBJIEHHSI MOTYT BO3HHKATh BCKOpE IOCJe Hayajla JICUCHHS U
00p1uHO oOpaTtuMbl. HeoOxoquMo poBOAUTH TINATEILHBIM MOHUTOPUHT 00BbeMa OKOJIOIIJIOHBIX
BOJ1 y OepeMeHHBIX JKEHIIUH, IPUHUMAIONIUX [eJIeKOKCHO.

JlakTanus

HMeroTcst orpaHMYCHHBIE JAHHBIE O TOM, UTO LEJIEKOKCHO IMpOHHKAeT B IpyJIHOE MOJIoko. B
HCCJIeIOBAHMSIX OBLIIO MTOKA3aHO, YTO LEJIEKOKCUO IPOHUKAET B IPYAHOE MOJIOKO B OU€Hb HU3KHX
KOHI[eHTpauusx. TeM He MeHee, NMPUHHMMAsi BO BHHUMAHUE MOTCHIMAIBHYIO BO3MOXKHOCTH
pazBUTHsI T0OOOUHBIX 3(PPeKTOB OT IesIeKOKCHOa Y BCKapMIIMBAeMOro pebeHKa, ciieyeT OIeHUTh
11eJ1eco00pa3HOCTh OTMEHBI JIMOO TPYJHOTO BCKapMJIMBaHUS, JHMOO IpHeMa IeJIeKoKcHOa,

YUYHUTBIBAs BaKHOCTD IIpUCMa IIpeliapaTta CuMmKokcHbO A1 MaTepH.

Crnioco6 mpyMeHeHUs U T03bI

BHyTps, HE pa3KeBbIBas, 3alIUBasi BOJAOU, HE3ABUCUMO OT IIpUEMa UK.

[TockonbKy pUCK BO3MOKHBIX OCJIOKHEHUH CO CTOPOHBI CePJIeUHO-COCYAUCTON CUCTEMBI MOYKET
BO3pACTaTh ¢ YBEIUUYCHHUEM JI03bI U MPOJOJDKUTEIHLHOCTH MpueMa mnpenapaTta CHMKOKCHO, ero
cIeAyeT MPUMEHSITh MUHUMAJILHO BO3MOIKHBIM KOPOTKHUM KYypCOM B MUHUMAJIBLHO 3(eKTUBHON
03¢ mpenapaTta. MakcuMalibHasi peKOMEH/IOBaHHAsI CYTOYHAsI J103a IPH JUTUTEIILHOM IpUEME -
400 wmr.

Cumnmomamuueckoe nedexue ocmeoapmposa: peKoMeHIoBaHHas Ao3za coctaBisier 200 Mr B
CyTKH 3a 1 unu 2 npuema.

Cumnmomamuueckoe neuenue peeMamonoHo2o apmpuma: peKOMeHJOBaHHasI 103a IeJIeKoKcuba
coctapisieT 100 uimm 200 mr 2 pa3a B CYTKH.

Cumnmomamuueckoe neuennue aHKULOUPYIou,e2o CNOHOUUMA; peKOMEHTOBaHHAS 1032
nesekokcuda coctapisieT 200 Mr B cyTKH 3a 1 win 2 npueMa. Y HeKOTOPBIX MAITHSHTOB OTMEUSHA
spdexrupHOCTh IpUMeHEeHUS 400 MT B CYTKH.

Jeuenue bonesozo CuHC)pOMCI.' PEKOMEHJOBaHHAA Ha4YaJIbHAasA J03a H6H6KOKOH6a coctapiszeT 400
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JieHb. B mocnenyromue qHU pekoMeHAoBaHHas jo3a cocTapiseT 200 mr 2 paza B CYTKH, IO
HeOOXOUMOCTH.

Jeuenue nepsuuHoll oucmenopen: peKOMEHOBaHHAS HAYAJbHAS /1032 IeJIeKOKCHOA COCTABIISIeT
400 Mr, ¢ MOCIEAYIONHUM, TIPH HEOOXOTUMOCTH, MPUEMOM JOTOJIHUTEILHOM 0361 B 200 Mr, B
NepBbii AeHb. B mocneayromue JHU peKoMeHJ0BaHHas jo3a cocTapiisteT 200 Mr 2 pasza B CyTKH,
IO HEOOXOJUMOCTH.

IToskuiiple TAITHEHTHI: OOBIYHO KOPPEKIHH J03bl He TpeOyercs. OJHAKO y MAIHSHTOB ¢ Maccoi
Teqa Hwke S50 Kr JieueHHe JIydllle HAYWHATH ¢ MUHHUMAJIBHOW PEKOMEHIOBAHHOW JO3BI.

HapvmeHHe d)VHKHHH IMEYCHU: Yy IMAOUCHTOB C JISTKOH CTENEHBIO TKECTH II€USHOUHOH

HEJOCTATOUHOCTH (Kiace A mo kiaccudukanuu Yaina-11s10) koppekunu 10361 He TpeOyeTcst. Y
[AIUEHTOB C I[I€YCHOYHOHM HEJNOCTATOYHOCTH CpeJHeH CTeIeHH TshKecTH (Klacce B mo
kiaccuukanuu Yana-11s10), ciieyeT CHU3UTH HaYaIbHYIO peKOMEHJOBAHHYIO JI03Y MpemapaTa
BABoe. OnbiTa NIpUMEHEHUs Mpelnapara y IAIUEHTOB ¢ TSDKEJIOHW CTENEHbIO IeYeHOYHOMU
Hegoctatounoct (kwiace C  mo wraccupukammu  Yakna-Ilero) HeT (oM. pasgen
«lIpoTHBOIIOKA3aHHA).

HapvmeHHe d)VHKIIHH IMMOYCK: Y IMMAaJUCHTOB C JIETKOH H CpeﬂHeﬁ CTENEHBIO TSHKECTH MMOYSUHOH

HEJIOCTATOYHOCTH KOPPEKIMHU J03bI He TpebyeTes. OmnbiTa IpUMEHEHHS NIpenapaTa y HallueHTOB
C TSDKEJIOH CTENeHBIO TSDKECTH IIOYSUHOM HEJOCTAaTOUHOCTH HeT (cM. pazfensl «Ocolbble
yKazaHus», «lIpoTuBonokazanus»).

OOHOBpEeMEHHOE  IpPHMEHEHHE ¢ (hJIVKOHA30JIOM: Ipyu OJHOBPEMCHHOM  IIPHMCHCHUHA

daykonazona (uarudutop uzodepmenta CYP2C9) u npemapata CUMKOKCHO CIeTyeT CHH3UTH
HAaYaJIbHYIO PEKOMEHJOBaHHYIO 03y Npenapata Basoe. Crieayer cobaogaTh OCTOPOIKHOCTh IPU
OJIHOBPEMEHHOM TIPUMEHEHHUH ¢ JPYTUMH HHruOuTOopaMu uzodepmenta CYP2C9.

CuMKoKcHO CiIeIyeT ¢ OCTOPOIKHOCTHIO MPUMEHSTh Y MAI[USHTOR, SIBJISIIOMIMXCS Me/JICHHBIMU
MeTaboJIN3aTOPaMU WK ¢ TIOJIO3PEHUEM Ha TaKOe COCTOSIHHE, TaK KaK 3TO MOXKET IMPUBECTH K
HAKOIUICHUIO BBICOKHUX KOHIICHTpAIMU IlejleKokcuOa B IUIa3Me KpPOBH. Y TaKHUX MAIUESHTOB

CICAYCT CHU3UTH HAYAJIbHYIO PCKOMCHIOBAHHY IO JO3Y IIpCIlapaTa BABOC.

IHoGounbie r¢dexThI

Kputepuu orieHkH 9acToThl: 0UeHb 9acTo = 10 %: gacTo - = 1 % u <10 %; HewacTo - = 0,1 % u <
1 %; peako - > 0,01 % u < 0.1 %, ogens peako - <0.01 %.

Co cmopoHbl cepOedHO-cOCYOUCmot cucmemvl. dacmo - niepudepuieckiue OTeKH, MOBBIIICHUES
apTepHATBHOTO JIABJICHUS, BKIIOUAS YTSDKEJICHHE TSUSHHS apTepUAIbHOU TUIIEPTEH3 UM, HEeUaCHO
- IPUJIUBBI», OMYIICHHE CEepIICOHSHHUS, peoKko - TPOSIBICHHE XPOHHUYSCKOW cepeuHOn

HEAOCTATOYHOCTH, apUTMUA, TaXUKapIusl, HITeMHYSCKHHN HHCYJIBT U I/IH(I)apKT MHOKapaa.
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MOCNEAOBATENEHOETS 0001
Co cmopoHbl 2ICenyOOUHO-KUMEUHO2O MPaKma: llachJI;IO‘ -J‘WE&oﬁﬁHﬁgl}iﬁ'- B‘onﬁ;“- pesi,

CNEPTHOMY OTYHETY

JUCTICTICUST, METEOpU3M, pBOTA; Hewacmo - 3abojieBaHusl 3yO0OB (IIOCTAKCTPAKIIMOHHBIM
JIYHOUKOBBIH aJIbBEOJIUT); peoko - S13Ba JKeIyJKa W JBEHAIATUIIEPCTHOW KMIIKH, U3bSI3BIICHHUE
MUIEBO/IA; OUeHb peoKo - iepdopaliys KUIICUHUKA, TAHKPEATHT.

Co cmoponvt HepsHOUl cucmembvl. Hacmo - TOJOBOKpYKeHHe, OCCCOHHHIA, Heuacmo -
0eCIOKOUCTRO, MOBBIMIEHHUE MBIIMIEUYHOI'O TOHYCA, COHIMBOCTD; pEeOKO - CIyTAHHOCTh CO3HAHMS
(Tcuxos).

Co cmoponbt noYex 1 MOYEELLOENUMENLHOU CUCTEMbL: HacmO - UH(QEKITUSA MOUEBbIX Iy TeH.

Co cmopoHbl ObIXAMENLHON cCUCmeMbl. 4acmo - OPOHXUT, Kallleslb, CHHYCUT, HHPEKIIMU BepXHUX
JbIXaTeJIbHBIX My TeH; Hevacmo - (PapuHTUT, pUHUT.

Co CmOpoHbL KOJICHBIX NOKPOBOS: 4AcmO - KOKHBIM 3ya (B TOM YHCJIE TeHEpaM30BAaHHBIMH),
KOJ)KHasl ChIIIb;, Heyacmo - KPalluBHUIIA, SKXUMO3bL; peoKo - aJoNeITusL.

Co cmopoHbl UMMYHHO CUUCMEMbL: PeOKO - AHTHOHEBPOTUUECKUH OTEK; O4eHb peoKo - OyIIe3HbIe
BBICHITIAHUS (OYIUIC3HBIN JEPMATHUT).

Co cmoponbt opeanos uyecme: Hedacmo - MyM B yIIax, HEYETKOCTb 3PUTEILHOTO BOCTIPUSITHSL
Co cmoponbvl cenamobunuapHol cCucmemet: He4acmo - TMOBBINIEHUEe AKTUBHOCTH «II€YeHOYHBIX»
(epMeHTOR (B TOM YHCJIe AJJTaHUHAMUHOTpaHCc(epasbl U acapTaTaMHUHOTpaHC(epasbl).

Co cmoponbt Kposu: Hewacmo - aHeMUST; peoKo - TPOMOOITUTOTICHUS.

Obwue: neyacmo - TUIEPUYBCTBUTEILHOCTD, TPUIIIONOTO0HBIM CHHPOM, CIIy4YalHbIe TPaBMBI,
OTEK JIUIIA.

ITo6ounbie 5ddeKTLI, BLIIBICHHBIE B HOCTPETHCTPAIIMOHHBIX HAOIIOICHHIX:

HecMoTpsi Ha TO, UTO STH peaklUu ObLIH BBISBIICHBI B X0/1¢ MMOCTPETUCTPAIIMOHHBIX HAOIIO/ICHUH,
OHH OBUTH paclpe/Ie/ICHBI TI0 YacTOTe CIASAYIOMMUM oOpa3zoM: oueHb dacTo =10 %; gacto - = 1 %
u <10 %; sewacto - = 0,1 % u <1 %; peako - > 0,01 % u < 0.1 %; ouens peako - <0.01 %, wacToTa
HEU3BECTHA - HEBO3MO)KHO OI[EHUTDh YACTOTY HA OCHOBAHUM UMEIONIUXCS IAaHHBIX.

Co cmopoHbl UMMYHHOT CUCHEMbL: OYeHb peoKo - aHA(DUITAKTUUSCKHUE PEaKITUH.

Co cmopoHvl HepeHOIl CucmeMbl: pedKo - TALTIONUHAIINHN, OYeHb pedKo - KPOBOHWJIHSHHS B
TOJIOBHOM MO3T, aCeNTHUSCKUNA MEHUHTHUT, TOTePs BKYCOBBIX ONYIEHUH, TOTepsi OOOHIHUSL.

Co cmoponst opeana 3peHus: Hedacmo - KOHbIOHKTUBUT.

Co cmoponsl cocyoos: o4eHb peoKo - BACKYJIHUT.

Co cmoponbl ObixamenbHoll cucmembvl. peoko - TpoMOOIMOOIIHS JISTOYHON apTepHUH, THEBMOHHT.
Co cmopoHbl JHCEeNYOOUHO-KUMEYHO20 MPAKMA. PpeoKo - KEITyTOUHO-KUIISUHbIe KPOBOTESUSHUSL.
Co cmoponsl ecenamobUNUApHOU CUCMEMbl: peoKo - TENaTHT, OYeHb peoKo - TeUeHOUYHAs
HEeJ0CTATOYHOCTD, (PYJIbMUHAHTHBIN eTIATUT, HEKPO3 MeueHHU (M. pazaen «Ocolbble yKa3aHHs»,

moapasaci «Bnusaue Ha q)YHKI_II’IIO He‘IeHI/I»), XO0JIeCTas, XOJIeCTaTHUSCKHH ICIIaTUT, XKCJITyXa.
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Co cmopoHbl KOJICH U NOOKOJICHO KIeMmYamKu. [peoxo - %&&JE@&%@E&?M&:&%&%‘&@%
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peoko - cuHgpoM CrtuBeHca-J[)koHCOHa, MyJIbTH(QOpPMHAsT SpUTEMa, TOKCHUESCKHUH
SIUIePMAJIBHBIN HEKPOJIN3, JICKApPCTBEHHAS ChIIlb B COYSTAHUH € DO3UHO(DUINECH U CHCTEMHBIMH
cumnromamMu (DRESS wmm cuHapoM THIEpUYyBCTBUTEIILHOCTH), OCTPHIM TeHepaJIu30BaHHBIN
9K3aHTEMATO3HBIH MYCTYJIe3, SKC(POTHATUBHBIH JepMATHT.

Co CmopoHb: noYex U MOYESbIOeNUMENLbHOU  CucmeMet: peoko - ocTpast IoYeqHast
HEJI0CTaTOYHOCTS (CM. pazjen «Ocobble ykazaHUs», oApaszaes « BiausHue Ha pyHKIUIO TOYEK»),
TUIIOHATPUEMHUST, OUeHb peodko - TyOYJIOUHTepCTHIIHAILHBIN HeppUT, HeppOoTUUESCKUH CHHAPOM,
60J1e3H MUHUMAJILHBIX H3MEHEHUH.

Co cmopoHbvl penpoOyKmu6HoO cucmemvt. peoko - HapylieHue MEHCTPYAJIbHOTO UKJIA, Yacmoma
HeuzgecmHua - CHIKeHUe (PepTHIILHOCTH Y JKEHIIMUH (CM. paszaell «bepeMeHHOCTh U JIAKTAIUS» ).
Cucmemnvie HapyuwieHus: Heyacmo - 00JIb B TPYIHOH KIIETKe.

JKeHmunbl, mWIaHUpyOmMUe OGepeMEHHOCTh HCKIIOYAIMCh W3 HCCJISIOBAHMs, MOSTOMY HX He

YYHUTBIBAJIH IIPH IMMOACUCTE YaCTOThI BCTPEUYACMOCTH PCaKIIAH.

Ilepeno3upoBka

Cumnmomui

KinuHuueckuil OIBIT HEepeo3UpPOBKM OrpaHHuYeH. be3 KIMHHYECKH 3HAUYUMBIX MOOOYHBIX
s dekToB npUMEeHSUTUCH 0THOKpaTHBIE /1o 1200 Mr 1 MHOTOKpaTHBIE 10361 10 1200 Mr B 2 ipueMa
B CYTKHU.

Jeuenue

ITpu mog03peHUH Ha MEPEIO3UPOBKY, HEOOXOUMO 00eCIIeUUTh MIPOBEICHHUE COOTBETCTBYIOMESH
HOJIepiKUBatolel Tepanuu. 1IpenooKuTeIbHO, THATH3 He SIBIIIeTCS H(PPEKTUBHBIM METOOM
BBIBE/ICHUsI IIpenapaTa U3 KPOBH, M3-3a BBICOKOM CTeIIeHH CBSI3bIBaHMs IIpelapaTa ¢ OesIKaMu

IJIa3MbI KPOBH.

BzaumopeiicTBHe ¢ ApYTVMH JIeKapPCTBEHHBIMMH CpeICTBAMU

OHOBpeMEHHOE TMPUMEHEHHE Iesiekokcnba ¢ mHrubutopamu msodepmenta CYP2C9 moxker
IIPUBECTH K IIOBBIMIEHUIO €r0 KOHIGHTpAIlMd B IUIa3Meé KpOBH. B TakuX cClIydasx MOXKET
IIOHAJJOOUTHCS CHUIKSHHE J103bI LIeJIeKOKCHOa.

OHOBpeMeHHOS TIPUMEHEHHUE Tefiekokcuba ¢ uHaykTopamu u3odepmenta CYP2C9, Takumu kak
pudamnuiuy, kapbaMazeniH U 6apOUTypaThl, MOXKET IPUBECTH K CHIDKCHHIO €TI0 KOHIIEHTpAIHH
B IUIa3Me KpOBHU. B TakMX cilydasix MOXKeT IOHAJOOUTHCS IOBBIIICHUE J103bI LIeJIeKOKCHba.

B KIMHHYECKUX HUCCIIeIOBAHUIX (PapMaKOKMHETHUKH U MCCIISTOBAHUAX 1N Vitro ObLIO MOKa3aHo,
YTO IEJICKOKCHO XOTA M He SBISeTCA cyOcTpatoM m3odepmenta CYP2D6, Ho uHrHOHpYyeT ero

AKTHBHOCTD. HOSTOMy CYMECTBYCT BEPOATHOCTL JICKAPCTBCHHOIO B3aHMOJICUCTBHS in vivo ¢
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NOCHERARATENBEHOCTE 0001)
npenapaTamMu, MeTaboJIU3M KOTOPBIX CBA3AH C HBOd)epMéELFOM'MQB& ENBHOCTL 0001)

CNEPTHOMY OTYETY

Bapgapuu u opyeue anmuxoazynsHmol! MPU OJTHOBPEMEHHOM IpHEME BO3MOXKHO YBeIHUEHUE
MPOTPOMOHUHOBOTO BPEMEHH.

D nyKOHA30M, KeMOKOHA30: TIPH OTHOBpeMeHHOM MpuMeHennd 200 Mr (uIyKoHa301a OTHH pa3 B
CYTKHM OTMEUAETCs YBEJIMUSHHE KOHIIGHTpALMHU IeJiekokcuba B MiazMe KpoBU B 2 pasa. Takoi
addekT cBsizaH ¢ yrHeTeHHEM MeTaboJM3Ma IesieKokcnOa (IIyKOHAZ0JI0M uepe3 H30(epMeHT
CYP2C9. IlamuentaMm, mnpuHUMaromuM ¢Quykonason (uarudutop wuszodepmenta CYP2C9),
cJelyeT CHU3UTh PEKOMEHJOBAHHY IO JJ03Y IeJiekokcuba BaBoe (cM. pazien «Crnocod mpuMeHeHUs
U Jo3b»). Kerokonazonm (muHruGutop m3odepmenta CYP3A4) He oKasbIBaeT KIMHHYSCKH
3HAYUMOTO 3ddekTa Ha MeTabOIU3M IeJIeKOKcHOa.

Hexempomemopgpan u memonponon: ObLII0 YCTAHOBJICHO, UYTO TIPU OJTHOBPEMEHHOM MIPUMEHESHUH
nejaekokcuba B go3e 200 Mr B CyTKHM, TNPUBOJWIO K TOBBINICHUIO KOHICHTpAIUH
nekcTpoMeTopdana U metomnposiona (cydctpatel m3odepmenta CYP2D6) B 2,6 u 1,5 pasa
COOTBETCTBeHHO. Takoe MOBBINMICHHUE KOHIICHTPAITUH CBSI3aHO ¢ HHTHOHUpOBaHHEM MeTaboim3Ma
cyberpatoB m3odepmenta CYP2D6 nenexokcuboM MOCpeICTBOM WHTUOUPOBAHUS aKTHBHOCTH
camoro m3opepmenta CYP2D6. B cBsi3u ¢ 5TUM, B NEpHOJ Hauajda TepalMM LEJICKOKCHOOM,
cJelyeT CHU3MTH J103Y MpenapaToB, sBsomuxcs cyoerparamu usopepmenta CYP2D6, a nocie
OKOHYAHUS JICUSHUS IeJICKOKCHOOM JI03Y ATUX MPETapaToR CISYeT YBEIUUUTD.
Memompexcam:  He  oTMedaloch  (apMaKOKHMHETHUYSCKHUX  KIWHMUYSCKH  3HAUMMBIX
B3aUMOJICUCTBUN MEHTY EJICKOKCHOOM U METOTPEKCATOM.

T'unomensusHvle npenapamsl, 6KN0UAL UHZUOUINOPLI AHEHOMEHIUHNPESPAAIONe20 hepMeHma
(AIID) / anmazonucmuvl aneuomenzuna Il (unu GROKamMopvl AHSUOMEHIUHOBHIX Peyenmopos),
ouypemuxu u Hema-aopeHobnoKamopsi: WHTUOUPOBAHUE CHHTE3a IMPOCTATJIAHAMHOB MOJMKET
CHU3UTh H({(PeKT TUMOTSH3WBHBIX TpemapaToB, B TOM 4Yucie uHruOutopor ANQ® wwunu
OJIOKAaTOpOB AHTHOTCH3WHOBHIX PpEIENITOPOB, JIUYPETUKOB U OeTa-apeHoOI0KaTOpOB. ITO
B3aUMO/ICUCTBHUE JIOJDKHO IPUHUMATHLCS. BO BHUMAHUE TIPU IPUMEHEHUH TIeJIEKOKCHOa COBMECTHO
¢ unruduropamu AlI® w/unu OjokaTopaMH aHTHOTCH3MHOBBLIX PEICNITOPOB, JUYPETUKAMHU H
OeTa-aipeHOOIOKATOpaAMHU.

VY HOXWIBIX MAlUEeHTOB, 00€3BOKEHHBIX (B TOM UYHCJE V MAllUEHTOB, MOJIYyYAIOMUX TEePAIHUIo
JUYpPETUKAMHU) WIH Y TMAIUSHTOR ¢ HapyIIeHHeM (PYHKITHH TIOYEK, OTHOBPEMEHHOS MPUMESHEHHE
MIIBIIL, pxtrogasi cenektupHble HHTHOUTOPHI 1[OI-2, ¢ unrubutopamu All®, anTaronucTaMu
aHruotensuHa Il u nuypeTukaMu, MOKeT IPUBOAUTH K YXYAIMICHUIO (DYHKIIUU MOYCK, BKIIIOYAs
BO3MOJKHYIO OCTPYIO MOYSUHYHO HEAOCTaTOUHOCTh. OObIuHO JaHHBIE 3ddekThl oOpaTMbl. B
CBSI3H C DTHM CJIeJyeT COOII0aTh OCTOPOIKHOCTh MPH OJHOBPEMEHHOM NPUMEHEHUH DTHX

mpemapaToB. B Takmx Cydasiax uenecoo6pa3H0 CHaydajla IIpOBECTH perujparanuro, a 3aTceM



COOTBETCTBYET 33‘_’?‘" il

73 N2 9254

L L o e

§ — — -'*.r".ﬁ,‘ CALUM L NN
HAaYWHATh Tepanuio npenapatom Cumkokcud. Kpome Tdﬂ)‘;‘cngiyje'r 'ﬁac}—c’ﬁd;ﬁél’rﬂ-goéﬁfoﬁllbcm

CNEPTHOMY OTYETY

MPOBEJICHUSI MOHHUTOpPHHra (YHKIMH MOUYSK B Hauaje Tepaldd U NEPUOJHUYSCKH BO BpeMs
O/THOBPEMEHHOTO IIPUMEHEHHUSI IIPENapaToB.

L[uxnocnopun: yuuteiBas, 4to HIIBII oka3piBatoT BIMSHHE Ha IIOYECYHBIM CHHTE3
MPOCTATJIAHANHOB, OHH MOTYT TMOBBINIATh PHCK pPA3BUTHA HEePPOTOKCHUYHOCTH TIpH
OJTHOBPEMEHHOM IIPUMEHEHHH ¢ IUKJIOCIIOPUHOM.

Huypemuxu: wzpectHple panee HIIBII y HeEkOTOpbIX MalUeHTOB MOTYT CHHIKATh
HaTpuilypeTuueckuii >pdekt dpypoceMuia U THAZHIOB 3a CUST CHHIKCHHUS MOYSUHOTO CHHTE3a
MPOCTATJIAHANHOB, 3TO CJIeyeT UMETh B BHJIY TIPU IPUMEHEHHUH IeJIeKOKcHOA.

Ilepopanvhvie KoHmMpayenmuevl: HE OTMEUAJIOCh KIMHHUYSCKH 3HAYMMOTO BJIMSHHUSL Ha
(bapMaKOKUHETUKY KOHTpalleNTUBHOM komOuHamuu (1 ™Mr HopatUcTepoH / 35 MKr
STUHUIICTPATHON).

Mudgpenpucmon: nipu ipueme MUPETIPUCTOHA, HEIEKOKCUO MOKeT ObITh UCTIOIB30BaH uepes 8-12
nHel mocie npuema mudenpuctona, Tak kak HIIBIT ymensmaroT 3¢ dekt npenapatop JaHHOU
IPYIIIIBI.

Jlumuti: 0TMeUaJIoCh MTOBBIIIEHHE KOHIICHTPALMH JINTUS B IUIa3Me KPOBH IpUMepHO Ha 17 % npu
COBMECTHOM TpHUEMe JIUTHS U 1eJiekokcuOa. [1arueHTsl, mogydaronue Tepanuio JUTHEM, TOJDKHbI
HAXOJAUTHCS MO/ TIIATEILHBIM HAOII0/ICHUEM TIPH MIPHEeMe WM OTMEHE IeJIeKOKCuoa.

Hpyeue HIIBII: cnenyet nzberaTh 0JTHOBPEMEHHOTO IPUMEHEHHUS Ieiekokcuba u Apyrux HIIBII
(He coJiepKaIUX Al TUIICATUITIIIOBYIO KUCIIOTY).

Jusunonpun: B 28-7HEBHOM HCCIIEJOBAHUM NALMEHTOB ¢ apTepHAJIbHON rurepreHsued 1 u 2
CTeICHH, MOJIYUAIOIUX 10 3TOMY HOBOY JU3UHONPWI, ObLJIO YCTAHOBJICHO, YTO OJTHOBPEMEHHOE
IpUMeHeHHe Iiesiekokcuba B go3e 200 Mr JBa pasa B CyTKH HE NPHUBOJWIO K KIMHHUYESCKU
3HAYMMOMY YBEJIMUCHUIO CpPEJIHETO CHUCTOJIMUSCKOTO WM JIMACTOJMYECKOTO JIABJICHUSA
(YCTaHOBJIEHO TIO pe3ysbTaTaM 24-1acoBOro MOHHTOPHUHIA apTepHAJIbHOTO [IABJICHUSA), IIO
cpaBHeHHIO ¢ Muianedo. Cpeiu MaUeHTOR, MOJYYaoMuX Iesiekokcud B go3e 200 Mr /iBa pasa B
CYTKH, V 48 % 13 HUX He ObLIO OTMEUESHO OTBETA Ha TEPATTHIO JIU3UHONIPUIIOM (32 KpUTEPUHU OTBETA
ObLITM TIPUHSTHI TOKA3aTeJIM YPOBHS JUACTOJIMYECKOTO JapiicHUsi Ooimee 90 MM. pT. C¢T. WIH
MOBBIIMICHUE JTHACTOIMYECKOro JapieHus Ha 10 % 1o cpaBHEHHIO ¢ UCXOJHBIM YPOBHEM), IIO
CPaBHECHHIO C TIAIIMEHTAMH, TIOJTYUYaBIIHUMH I1arebo (B 3To# rpyrme He ObUIO OTMEUYSHO OTBETA Y
27 % NalueHToB).

Hpyeue npenapamul; He  OTMEYAJIOCh KJIMHMYSCKH 3HAYMMBIX B3aMMOJEHCTBHM  MEXIY
IEJICKOKCHOOM M aHTalUAaMHU (aJTFOMUHHH- U MarHUM-COJIepIKANUE MPerapaThl), OMEIIPa3oJioM,
rIHOSHKIAMHJIOM, (PEHUTOMHOM WJIH TOJIOYTAMHUIOM.

HCHGKOKCI’IG HC BJIHACT Ha AaHTHArperaHTHOC Z[eﬁCTBHe aHeTHJIcaJIHHHJIOBOﬁ KHCJIOTHI,



COOTBETCTBYET 33‘_’?‘" il

73 N2 9254

L L o e

NMPUHUMAeMOW B HH3KUX Jo3ax. llenexokcud 06naah@i"l'm IME'EJ@r ekt "-IIa—" &)ylrlll(hnlo

CNEPTHOMY OTYETY

TPOMOOIIMTOB, MIOATOMY €r0 Hellb3sl pacCMaTPUBATh KaK 3aMEHY alleTUICATUIMIOBON KUCIIOTHI,
MPUMEHSIEMOH U1 PO UIIAKTUKU CePISTHO-COCYTUCTHIX 3a00IeBaHUH.

VY snmopoBsix qobpoosbiiee HIIBII He okaspiBaroT BimsiHHS HAa (PapMaKOKHHETHKY JIUTOKCHHA.
Tem He MeHee, TIpH OJTHOBPEMEHHOM TIPUMEHEHHH JIMTOKCUHA W UHOMETalliHA U uOynpodeHa y
HNAIUEHTOR OTMEYaJOCh TIOBBIMIEHWE KOHIEHTPAIMH JUTOKCHHA B IUIA3Me KpOBH. DTO
HeoOXOUMO TIpUHUMATh BO BHHMAaHHE TPU OJHOBPEMEHHOM NIPUMEHEHHH C JIPYTUMH
IpeTnapaTaMy, MOBBIMMAIONTAMHI KOHIICHTPAITHIO JIMTOKCHHA B TUlasMe kpoBH. HeT undopmarnmu o
B3aUMOJICHCTBUH IIeJIeKOKCHOa W JUTOKCHHA. YUWThIBasi Jipyrue s¢deKkThl Iesiekokcnba Ha
CepJISYHO-COCYAUCTYIO CHCTEMY, CIISAYET C OCTOPOIKHOCTHIO MPUHUMATH €r0 OJHOBPEMEHHO C
JUTOKCHHOM. B 5TOM cilydae peKoMeHIyeTCs TIMATSIBHO KOHTPOJIHPOBATH MOOOUHBIE pPeaKITHH.
[Temekokcud nMpeuMyIIecTBEHHO MeTabou3upyeTes B neueHu uzodepmentom CYP2C9. Tak kak
OGapOuTypathl SIBISTIOTCS HHAYKTOpamMHu u3zodepmenta CYP2CY, mpu uX OJHOBpEMEHHOM
NPUMEHEHHH C TEJICKOKCHOOM, MOXKET OTMEHYaThCS CHH)KCHHE KOHIICHTPAITMH IIOCJISHETO B

IJ1asMe KpOBH.

Oco0ble ykazaHu s

IIpemapar CuUMKOKCHO, VyUMTHIBASI  JKapoOIOHIDKAIOIIee JIGWCTBHE, MOXET  CHM3HTH
JUATHOCTHUUSCKYIO 3HAUMMOCTh TAKOTO CHUMIITOMA, KaK JIMXOpPaJKa, U MOBJIMITH Ha JUATHOCTUKY
HH}EKIHH.

Brusanue na gpepmunornocmo

B cooTBeTcTBHM ¢ MeXaHM3MOM JeicTBHs, nipu npumeHennn HIIBIL, Bxiirouas mejaekokcud, y
HEKOTOPBIX JKEHIIUH BO3MOKHO Pa3BUTHE U3MEHEHUH B SIMYHUKAX, YTO MOXKET CTaTh PUYMHON
OCJIOKHEHMH BO BpeMsl OepeMeHHOCTH WM HapyIIeHHs! (epTUILHOCTH. Y JKEHIIMH, KOTOpbIe
IUTAaHUPYIOT OepeMEeHHOCTh WM MpOXOoJAT oOCieoBaHHE IO IMOBOJY OeCIUIONMs, CIeayeT
paccMmoTpeTh Bompoc 00 otmene npuema HIIBII, Bkitouas nesiekokcuo.

Brusanue na cepOedno-cocyoucmyro cucmemy

ITpenapat CUMKOKCHO, KaK M BCe KOKCHOBI, MOXKET YBEJIUUUBATh PUCK CEPHE3HBIX OCIOXKHEHUH
CO CTOPOHBI CEpJCYHO-COCYJUCTOM CHCTEMBI, TaKHX Kak TpoMOooOpasopaHue, HHQApPKT
MHOKap/la U MHCYJIBT, KOTOpPbIe MOTYT IPHBECTH K JISTAJIbHOMY HMCXOJy. PHCK BO3HHKHOBEHUS
STUX PEaKIUH MOXKET BO3pacTaTh ¢ JO30H, [UIMTEJBHOCTBIO IIpHEMA IIpellapaTa, a Takke y
NAI[UeHTOB ¢ 3a00JICBAaHMSIMHU CepAeYHO-COCYJUCTOM CHCTeMbl M (pakTopaMu pHCKAa TaKHX
3abosieBaHUH. UTOOBI CHU3UTH PUCK BO3ZHUKHOBEHUS STUX PeaKIUH y MalUeHTOB, IPUHUMAIOIUX
npenapat CHMKOKCHO, ero clieyeT NPUMEHATh B MHUHHMAaJIbHBIX 5((QEKTUBHBIX [03aX H
MUHUMAaJIBHO BO3ZMOXKHBIM KOPOTKHUM KypcoM (Ha YCMOTpEHHE Jieualero Bpava). Jlewamuii Bpau

H ManueHT AOJLKHBI HMETH B BUY BO3MOXKHOCTE BOSHUKHOBCHHSA TaKUX OCHO)KHGHHﬁ, JaxKe IIpu
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[TarpeHTHI JTOJKHBI OBITH NPOMH(OPMHUPOBAHBI O IPURHAKAX M CHMIITOMAaxX HETaTUBHOIO
BO3/JIEHCTBHUS Ha CEPACUHO-COCY/IUCTYIO CHCTEMY M O Mepax, KOTOpbIe CJIeyeT NPeINpHHSATH B
CJIydYae UX BOSHHUKHOBEHHSL

ITpu npumenennn HIIBII (cenektuBHbie muaTHOUTOPHI [[OI-2) Vv MalMeHTOR TOCIE ONepaluu
A0pTO-KOPOHAPHOTO IIYHTUPOBAHUS, U JiedeHUs1 OojieBoro cuujapoma B nepebie 10-14 guei,
BO3MOKHO IIOBBIIIEHHE YacTOThl MHGApKTOB MHOKapjJa M HapymeHHH MO3TOBOIO
KpPOBOOOpAIeHHUS.

B cBsi3u co cabeiM feficTBHeM IieslekKoKcHOa Ha (PYHKITUIO TPOMOOITUTOB, OH HE MOXKET SIBJIATHCS
3aMEHOM aleTUIICAJIUITMIOBON KUCIOTHI JJIsl IpouiIakTUKU TpoMOosmOonuu. Takoke, B CBSI3H ¢
STHUM, HE CJIeJyeT OTMEHSTh AWTHATPETaHTHYIO Tepaluio (HalpHuMep, AaleTUICAIUIUIOBYIO
KHMCIIOTY) Y IAIIUEHTOB ¢ PUCKOM Pa3BUTHUS TPOMO0IMOOIMUSCKUX OCITIOKHEHHUH.

Kak u Bce HIIBII, nenexokcu® MoXKeT IPUBOIUTD K MOBBINSHUIO aApTePUAIBHOTO JaBICHHUS, UTO
MOJKET CTaTh TAaK)Ke NPHYMHON OCIIOKHEHHMH CO CTOPOHBI Cep/IeUHO-COCYIUCTOM CHUCTeMbl. Bcee
HIIBIL, B ToM 4uCie U [EJEKOKCHO, Y TAIMEHTOB ¢ apTepPHAIbHOM THIEepPTEH3USH TOJIKHBI
IPUMEHSTHCS € OCTOpOXKHOCTHIO. HaOmoneHue 3a apTepHalbHBIM JaBICHHUEM JOJDKHO
OCYIIECTBIISITHCS B HaaJle TePAlluy IIeJIeKOKCHOOM, a TakKe B TSUSHHE Kypca JICUSHHUS.

Brusnue na siceny0odHO-KuMeuHuilE mpaxm

VY manueHTOB, MIPUHUMABIIUX LeJIeKOKCUO, HaOMOJaIMCh KpaliHe pe/ikue ciydad nepdopaliu,
URBSI3BJICHUsT M KPOBOTEUSHMSI M3 JKEJIY/IOUHO-KUIIEUHOTO TpaKTa. PHCK pa3BUTHS HTHX
ocnokaennii pu gedenun HIIBII HanGomee BHICOK y MOMKUIBIX JIFO/ISH, TAIHSHTOB ¢ CepIeTHO-
COCY/IUCTBIMH 3a00JIeBAHUSAMM, NAIMEHTOB, OJHOBPEMEHHO IOJIYYaIOIUX alleTHIICAIUIUIOBYIO
KHMCJIOTY, W NAIMEHTOB ¢ TAKUMH 3a00JIeBaHUSAMM >KEJIyJI0YHO-KHIISYHOTO TpaKTa, Kak s3Ba,
KPOBOTECUCHHE, BOCMAJIMTENIbHBIE MPOIECCHl B CTAJUU OOOCTpeHHs] U B aHaMHese. J[pyrumu
(dakTopaMH pHUCKA pPa3BUTHSI KPOBOTEUCHHs H3 JKEIYJOYHO-KHUIISYHOTO TpaKTa SIBIISSTCS
0/IHOBPEMEHHOE IIPUMEHEHHUE c [IepOpaIbHBIMU TJIIOKOKOPTHKOCTEPOUAMHU U
AHTUKOATYJISIHTAMHU, JUIMTEIbHBIN niepuoy Tepanuu HIIBIL kypenwue, ynorpebiaeHue ajkoroJs.
BonbIIMHCTBO CHOHTAHHBIX COOOIIEHMH O Cephe3HBIX MOOOUHBIX >(pdeKTaX Ha KeJIyJT0uHO-
KHIIESUHBIH TPAKT OTHOCHJIUCH K TTOJKWIBIM M 0CTIa0ICHHBIM MAI[UeHTAM.

CoemecmHoe npumeHerue ¢ nepopantbHulMU AHIMUKOASYIAHMAMU

IIpu oguoBpemenHom npumeHeHuu HIIBII ¢ mepopaibHBIME aHTUKOATYJISITHTAMH ITOBBIIASTCS
puck kpoBoTeueHuH. CrenyeT coOmoAaTh OCTOPOMKHOCTH NPH OJTHOBPEMEHHOM IPUMEHEHUHU
5TUX mpenapatoB. llepopajibHble AHTUKOATYJISHTHI BKJIIOYAIOT BapapHH, AHTUKOATYJITHTBHI
KyMapHHOBOIO psija M IepopajibHble AaHTUKOAryJISHTHl NPAMOIO JeHCTBHA (HAIlpUMep,

anukcabaH, 1aburatpad u puBapokcaban). Coobmanocs o cepbhe3HbIX (HEKOTOPhIe W3 HUX ObLIH



COOTBETCTBYET SKCNEPTHOMY OTUYETY

=
1}

oT 18.05.2023 N2 95254

(aTanbHBIMU) KPOBOTCUCHUSIX Y TALIUEHTOB, KOTOpr'J] non%agfﬁ“" %‘Eyiomeé‘l eddrme

BappapuHOM WJIH AHAIOTHYHBIMH cpejcTBaMH. [lockonbky coobmanoch 00 yBeJIMYSHHUH
IpOTPOMOHMHOBOTO BpeMeHHU (MeXK/yHApoaHOTO NpoTpoMOuHOBOoTO Bpemenu (MHO)), To mocie
Havaja JieueHus npenapatoM CHMKOKCHO WIH M3MEHEHHSI €ro JIo3bl, Yy IIaIlMeHTOB,
O/IHOBPEMEHHO  IOJy4YalOmMX Tepalluil0 IepopajbHBIMM  AHTHUKOATYJISIHTAMH, JIOJDKHA
KOHTPOJIUPOBATHCS AHTUKOATYJISIHTHAs akTUBHOCTH W/u MHO.

3a0epoHcKa HCUOKOCTIU U OMEKU

Kak ®u 1npu T[puUMeHEHHMM [JpYIHMX JIEKADCTBEHHBIX CPEeJCTB, TOPMO3AIMIUX CHHTE3
IPOCTAIJIAHAWHOB, Y psi/ia MAllUeHTOB, IPUHUMAIOMMX NpenapaT CUMKOKCHO, MOTYT OTMEUaThCsI
3a/iepiKKa JKUJKOCTH U OTeKH, MOATOMY CJIeJyeT cO0JII0/1aTh OCTOPOIKHOCTh IPH IPUMEHEHUHU
JAHHOTO IperapaTa y NalUeHTOB ¢ COCTOSHUSAMH, NMPeAPACIIONaralolUMHU WIH YXY /A0 UMHUCS
U3-3a 3aJIepJKKU JKUAKOCTH. IlanueHTHI ¢ cepAeUHOM HENOCTATOYHOCTHIO B aHAMHE3e WIH
apTepHajJbHOMU rUNepTeH3UEH TOJDKHBI OBITh IO/ TIIATeIbHBIM HAOIIOACHUEM.

Brusanue na yuxyuwo nodex

HIIBII, B TOM 4HcIie B IeJIeKOKCHO, MOTYT OKa3bIBaTh TOKCHUECKOE JISHCTBHE HA (DYHKIIHIO TOYCK.
bbuto ycTaHOBJIEHO, YTO IIeJIeKOKCHO He oGsafaeT OoJibiel TOKCHYHOCTBIO IIO CPAaBHEHHIO €
npyrumu HIIBIL Ilpenapar CuMkokcHO clieyeT NPUMEHSITH ¢ OCTOPOIKHOCTBIO Y MAllUEHTOB ¢
HapymeHueM (QYHKIMH NOYeK, cepIeUHON HeTOCTATOYHOCTHIO, HApyIIeHHEeM (DYHKIIMY NICUSHH U
y MOXWIBIX MNanueHToB. OYyHKIUA MOYeK Vy TaKMX [IallUeHTOB [O0JDKHA TINATEIBHO
KOHTPOJIUpOoBaThes (cM. pazfes «Crocod NpUMEHSHHS! U JI035D» ).

Crnenyet cobmoaTh OCTOPOKHOCTh IIPH MPUMEHEHUH Tpenapata CHMKOKCHO y MAIUEHTOB C
aeruapaTanyedi. B Takux ciydasix mejiecooOpa3HO CHaudasla IIPOBECTH perH/paTalluio, a 3aTeM
Ha4MHATh Tepaluio npenapatoM CUMKOKCHO.

Brusnue na yuxyuwo neuenu

IIpenapar CuMkokcuO He clielyeT NMPUMEHATh Y HAIlMEHTOB ¢ HapylleHHeM (YHKIMHU NeUeHHU
TspKenon creneHu TspkecTH (kiace C no kiaccudukaruu Yaina-I1eto). [lpenapar Cumkokcud
cleyeT IPUMEHATh ¢ OCTOPOJKHOCTBIO TMPU JICUEHHHM Y TAMEHTOB ¢ II€YeHOYHOMH
HEeZI0CTATOYHOCTBIO CPE/IHEH CTEIECHH TSDKECTH M CHHU3HTHh HAYAJIBHYIO PEKOMEHJIOBAHHYIO J103Y
npenapara B/iBoe (cM. paszjen «Crocod IpuMeHEeHHUs U JO3b1»).

B HekoTOphIX ciydasx HaOMIOJAIUCh TSDKEIbIe PEaKIUH €O CTOPOHBI IICUSHH, BKJIFOYAS
(GyJIEMUHAHTHBIA TeNaTUT (MHOTJA ¢ JICTAIBHBIM HCXOJIOM), HEKpO3 ICUeHH M IeYSHOUHAs!
HeJOCTATOYHOCTh (MHOIJIa ¢ JIETAJIbHBIM HMCXOJIOM WM HEOOXOJMMOCTBHIO TpPAHCIUIAHTAIUU
ne4yeH). BoIbMIMHCTBO M3 ATUX peaKIMM pa3BUBAIUCH udepe3 1 Mecsl mocie Hadajla Ipuema
neJjiekokcudba.

HaLIHeHTBI ¢ CHMIITOMAaMH H/HJIH IIpHU3HaKaMH HapYHICHHUS q)YHKI_II/II’I IICYCHH, WK TC IMAIlUCHTHI,
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[IOJ] TIIATeJIbHBIM HaOJIOJICHUEM Ha NpeJMeT pazBUTUS 0ojiee TSDKEJBIX PEeaKIMi cO CTOPOHbI
IIeUeHHU BO BpeMs JieueHus1 penapaToM CUMKOKCHO.

Anagunaxmuueckue peaxyun

IIpu npueme mnpenapata CHMKOKCHO OBIIM 3aperHCTPUPOBAHBI CIydau aHA(QUIAKTHUSCKHX
peaknuii (cm. pazaen «lIpoTuponokazanus» ).

CepuesHiie peakyuu co CMOPOHbL KOJICHLIX NOKPOEOE

Kpaiine pejko mnpu npueme mejiekokcuda, 0TMEYAIUCh CePhe3HbIe PEaKI[UU CO CTOPOHBI KOXKHBIX
IIOKPOBOB, TakHWe Kak »5kconuaTuBHBIA jAepMmaTtutr, cuHapom CrueHca-J[koHCOHa, H
TOKCHYECKUH SIUIePMAIBHBIM HEKPOJN3, HEKOTOpble M3 HHUX ObUIM (aTaldbHBIMHU. Puck
IIOSIBJICHUsI TAKUX peaklUd Oojiee BLICOK y IMAIMEHTOB B Hauajle Tepalnuu, B OOJBIIUHCTBE
OTMEUYEHHBIX CJIy4aeB TaKHe pPEaKIUH HAYMHAJIMCh B IIepBBIM Mecsn Tepanud. Crenyer
IpeKpaTHTh NpHeM Ipenapara CHUMKOKCHO IpU MOSIBJICHHUU KOKHOM CBINM, M3MEHEHMH Ha
CIIM3HUCTBIX 000JI0UKaX WU JPYTUX IPU3HAKOB THIIEPUYBCTBUTEILHOCTH.

Tepanus enoKOKOpMUKOCmepouoamu

IIpemapatr CHUMKOKCHO HE MOXKET 3aMEHHUTH IJIIOKOKOPTUKOCTCPOUABl WM TIPHUMEHSTHCS B
KauecTBe Tepalluy TIIIOKOKOPTUKOCTEPOUTHON HETOCTATOYHOCTH.

Venemenue pynxyuu uzogepmenma CYP2D6

bbuto ycTaHOBJIEHO, YTO IEJIEKOKCHO SBISACTCA YMEPSHHBIM HHTHOUTOpPOM H3odepMeHTa
CYP2D6. B mepuon Hadajla TepaluH IeJICKOKCHOOM CIIeAyeT CHHU3WUTH JIO3y Iperaparos,
MeTabommsupyromuxcs usodepmentom CYP2D6, a mocie oKOHYAHUS JISUSHHS I[EIeKOKCHOOM
703y 3THX IMpelapaToB CJeAyeT YBeJIHYUTh (CM. paszjtell «B3auMoJeHCcTBHE ¢ JApPYTHMH

JICKApCTBCHHLIMHA CpeZ[CTBaMI/I»).

BimisiHue Ha cTIOCOOHOCTH BOK/IeHUS ABTOMOOUIIA U YIIPABJIEHUS MeXaHN3MaAMIL
HeoGxonumMo coOonaTh OCTOPOIKHOCTH TPH YNPABJICHHH TPAHCHOPTHBIMH CPEJCTBAMH H
3AHATUSAX JIPYTMMH [OTEHIMAJIbHO OMACHBIMH BHJAAMM  JISSITEJIBHOCTH, TpeOyIOmUMH
HOBBIMIEHHOW KOHIEHTPAlUM BHUMAaHHSI M OBICTPOTHI IICHXOMOTOPHBIX peakIUd, Tak Kak
IpenapaT MOMKET BBI3BaTh TOJIOBOKpYKEHHE H Jpyrue MoOo4HbIE »PQPEeKThl, KOTOPbIE MOTYT
BJIMSITH Ha YKa3aHHbIE CTIOCOOHOCTH.

Bimsaue nenekokcuba Ha crmocoOHOCTh BOXK/ICHHs aBTOMOOMIIS M YIIpaBJICHUSI MeXaHHU3MaMHU He
uccietoBaiock. OHaKo OCHOBBIBasICh Ha (papMaKoAMHAMUYECKHUX CBOMCTBAX U obmeM npoduie
0e30MacHOCTH, MPE/ICTABIISIETCS] MATIOBEPOSITHBIM, UTO IpenapaT CHMKOKCHO OKa3bIBAeT TaKoe

BJIMSAHHC.

dopma BhITyCKA
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Kancysmsr 100 mr, 200 mr

IlepBuuHasi yIiakoBKa:

ITo 10 xamcyn B 6mucTep U3 aTtoMHHHEBOH (osbru u wieHku [1BJIX.

BTopnunas vmakoBka:

ITo 1, 3, 4, 5, 6 umu 10 GrcTepoB BMeCTe ¢ HHCTPYKITHEH 110 IPUMEHSHHIO B KAapTOHHYIO TTAUKY.

XpaHeHue
B zamuieHHoM oT cBeTa MecTe, pH TemiepaType He Boimie 25 °C.

XpaHUTH B HEJOCTYITHOM JUISI IeTeH MecTe.

Cpoxk rogHocTH
3 rona.

He IMPpUMCHITE IIpCIIapaT 1o UCTCUYCHHUHU CPOKa roJJHOCTH, YKa3aHHOTO Ha YIIAKOBKE.

YcaoBus OTILyCKAa

OTIycKaroT MO pelenTy

IOpumyeckoe IO, HA UM KOTOPOTO BHITAHO PerUCTPALIMOHHOE VI0CTOBEPEeHIe
000 «ITAHEHMO ®APM», Poccus

143960, MockoBckas 001acTh, I. PeyTos, yi1. ®abpuunasi, 1. 8, qutep B, mom. 14.

IIpouzBomuTENIH:

CHUMIIEKC ®APMA IIBT. JITA,.,

Bb-4/160, Cadnapmxanr Duknae, Hero Jlemm - 110029, Uanust.

3apog: C-7 mo C-13 u C-59 no C-64, Llentp Pazputusa Curagau, CUJIKYII, Curagau, Kotasap -
246149, Jluct. llaypu I'apxsain, ¥Ytrapaxana, Uaausi.

IIpeTreH3un nmoTpeduTe el MPUHUMAIOTCH 10 A/Ipecy:
000 «ITAHEHMO ®APM», Poccns

119530, r. Mockpa, Ouakopckoe mocce, 1. 34, odp. A303
Tes.: +7 (495) 225-57-87

e-mail: info@panbio.ru



