MUHUCTEPCTBO 3JIPABOOXPAHEHWS POCCUMCKOU ®EIEPALINUA

UHCTPYKLUSA
MO MEJUIIMHCKOMY INPUMEHEHUIO JIEKAPCTBEHHOI'O
ITPEITAPATA

Pesmakokc®
Perncrpannonubiii HoMep
Toprosoe naumenosanne: Pepmakokc®
MexayHapoaHoe HeaTeHTOBAHHOE HauMMeHoBaHHe: [lenexokcud
JlekapcTBenHasi popma: Karncyiisl
Cocrtas

1 kancyna 100 me cooepoicum:

JlelicTBytolee BemecTBo: 1nejaekokeud — 100 mr;

BenomMorarenbHble BelECTBA: JIAKTO3bl MOHOTHMJIpAT, KpockapMmeio3a Hatpus, noBuaoH K30,
HaTpus Jaypuicyib(ar, Maruusi creapar; COCTaB KarcyJjbl: KOPNYyC: THTaHA JUOKCH/I, KEJIaTUH;
KpbILLIEYKa: UHIUTOKAPMUH, TUTAHA JIMOKCH/L, KETaTHH.

[ kancyna 200 m2 cooepacum:

JleiicTBytomiee BemecTBo: uejaekokeud — 200 mr;
BcenomoratenbHble BemiecTBa: JaKTO3bl MOHOTHJIpAT, KpockapMesuio3a Hatpus, nosuaoH K30,
HaTpHsl JIaypHJICYJIb(aT, MarHus creapat; COCTaB KarcyJibl: KOPIYC: TUTaHA JUOKCHUJL, JKEeJIATHH;

KpbIIICYKa: TUTaHa JUOKCU/L, )KCIJIaTUH.

Onucanue

Kancynbt 100 Mr: TBepble jKelaTHHOBBIE Karcyibl Ne2 ¢ GesbiM KOPITyCOM U CBETJIO-Tos1y0oi

Kpbieykoii. Coaepkumoe Karcysi — HOpoIoK 0es10ro Uiy noytu 6es1oro 1sera.

Kancynasl 200 Mr: TBepabie xenatuHoBbIe kKarcyiabl Ne() 6enoro nsera. Conepkumoe Kancys —

NopoIOoK Oe10ro UM no4YTH 0es10ro BeTa.

@apMakoTepaneBTHYECKAs] TIPYNNAa: HECTEPOUJHBIH NPOTHBOBOCIAIMTEIbHBINA IIpenapar
(HIIBII)
Koa ATX: MO1AHO1



®APMAKOJIOTMYECKHE CBOMCTBA

DapmakoOuHamuxka

Ilenekokcu® obOnagaer MPOTHBOBOCHAIMTEIBHBIM, 00€300JIMBAIOMIUM M IKAPOIMOHHKAIOUINM
aeiicteuem, 010kupysi oOpa3oBaHHe BOCHAIUTENbHBIX INpocTtariaHauHoB (Pg) B ocHOBHOM 3a
cueT uHrubupoBanus nukiookcurenassl-2 (LIOI'-2). Unaykuus 1{OI'-2 npoucxoauT B OTBET Ha
BOCMAJCeHUEe M NPUBOAUT K CHUHTE3y M HAKOIUIEHUIO MPOCTArjJiaHIMHOB, B OCOOEHHOCTH
npoctarianania Ea, mpu 3TOM MpOUCXOAUT YCUIIEHUE MPOSIBIICHUN BocTaleHus (OTEK U O0JIb).
B tepaneBTHUECKHX J103aX Y YEJIOBEKA 11€JIEKOKCUO 3HAUMMO HE MHTHOMPYET LIMKIOOKCUT€Ha3y-
1 (IIOI'-1) u He oka3biBaeT BJIUSHHMSA Ha IPOCTArjaHJAMHbI, CHHTE3UpPyEMbI€ B pe3yJbTare
aktuBauuu [{OI'-1, a Ttakxke He oOKa3blBaeT BIUSHHMS HAa HOpPMalibHble (DU3MOJIOTHYECKHUE
npoteccsl, cBsizanuble ¢ [{OI'-1 u npoTekaromue B TKaHsX, U MPEKIE BCErO B TKAHIAX JKeJyJIKa,
KUIIEYHUKA U TPOMOOLIUTAX.

Bausinue na ¢pynkyuro nouex

[lenekokeu® cHmxkaer BuiBegeHue ¢ Modoit PgE> u 6-keto-PgF (MeTabosura npocTralukinga),
HO HE BIMSET Ha CHIBOPOTOUHYIO KOHUEHTpauuioo TpomOokcana B (TxB2) u BeiBeaeHue
noukamu 11-gerugpo-rpombokcana Br, merabonuta Tpombokcana (06a- mpoayktel [1OI-1).
[lenexkokcu® He BBI3BIBAET CHW)KEHUS CKOPOCTH KJIYOOYKOBOH (UIbTpAaUUM y TOXKUIIBIX
NalMeHTOB M MAalUEHTOB C XPOHUUYECKON nodeyHoi HepoctaTtoyHocThio (XIIH), Tpan3utopHO
CHW)KAeT BBIBEJCHME HATpus. Y TNAlMEHTOB C apTpUTOM HaOI0gaeMasl yacToTa pa3BUTHS
nepudepuyeckux OTEKOB, apTepUajbHOW TUMEPTEH3UMM M CEPACYHON HEA0CTaTOYHOCTH
CpaBHMMa C TaKOBOH Ha oHe mpueMa HeceJeKTUBHBIX MHTuOuTOpoB 1{OI', KOTOpBHIE O0MaKAIOT
MHIUOMpyromiei akTuBHOCTHIO B oTHOmeHuH [{OI'-1 u [{OI"-2.

Dapmakokunemuka

Bceacvieanue

Ilpy npueme Haromak IEJEKOKCHO XOpOIIO BCACHIBAETCS, JAOCTUIas MAaKCHMAaJIbHOM
KoHIEHTpauu# (Cmax) B IJI1a3Me KPOBH NMpuUMepHO depe3 2-3 yaca. Cmax B IUIA3ME KPOBHU NOCIIE
npuema 200 mr — 705 ur/mi. AGcomoTHas OMOAOCTYITHOCTD Npenapara He uccyieaopanach. Cmax,
M miomaas  nox  (apMakOKMHETHYeCKOW  KpuBOM  «xoHueHTpauus-spems»  (AUC)
NpUOJIM3UTENILHO TTPONOPLUHUOHAIBHBI PUHATON 103¢ B jauana3one 103 g0 200 mMr 2 pasa B
CYTKM; NpPU MPUMEHEHHUH IiesieKokcuba B Oosiee BBHICOKMX J03aX CTeneHb MOBBIEHUS Cmax U
AUC npoucxoauT MeHee npornopLuuOHalIbHO.

Bnusanue npuema nuwgu

[Ipuem nenexokcuba BMecTe ¢ KUPHOI NMUIIeH yBeTHUnBaeT BpeMsl J10CTHKEHUS Cmax IPUMEPHO

Ha 4 Yaca ¥ MOBbIIIAET MOJIHOE BcackiBaHUe npuMepHo Ha 20%.



Pacnpeoenenue

Ces3b ¢ OeskaMM IJIa3Mbl KPOBH HE 3aBHCHUT OT KOHIIGHTPALMM U COCTaBisieT okoso 97%,
[eJeKOKCHO He CBS3BIBAETCS € OIpUTpouMTaMu KpoBH. [lpemapar mnpoHukaer depes
remaTosHuedannyeckuii bapbep.

Memabonuzm

[lenekokcu® meTabonu3upyeTcst B MEYEHHU MYTEM TMJAPOKCHIMPOBAHMS, OKUCIIEHUS U YACTHYHO
TJIIOKYPOHUPOBaHUs. MeTabo/iu3M B OCHOBHOM IIPOTEKaeT ¢ ydacTueM nuroxpoma P450
CYP2C9. Mertabonautbl, oOHapyXUBaeMble B KpOBH, (papMaKoJOrMUeCKM He AaKTUBHBI B
otHomenuu [1OI'-1 u I1OI'-2. AxrtuBHocTh muroxpoma P450 CYP2C9 cHuxena y iun c
reHeTHYECKUM MOJIUMOp(U3MOM, TaKuM Kak roMo3urotHbiil no CYP2C9*3 nonumopdusm, uro
BE/IET K YMEHbIIEHUIO 3()(PEeKTUBHOCTU IHZUMOB.

Buwigeoenue

[lenekokcu® BBIBOAMTCS Yepe3 KHIIEYHHUK W TMOYKH B Bujae MertaboimutoB (57% u 27%,
COOTBETCTBEHHO), MeHee 1% mnpuHATON 103 — B Heu3MeHeHHOM Buzae. I[lpu nosTopHOM
npuMeHeHun nepuoj noiyssiBegeHus (1) cocraBiaser 8-12 yacoB, a KIMPEHC COCTaBJISAET
okoso 500 mu/muu. Ilpu MOBTOPHOM NpPUMEHEHHWM PABHOBECHBIC KOHILIEHTPALUU B IUIa3Me
jpocturarores K S 0. BapuabenbHOCTh OCHOBHBIX (hapMakokuHeTHYeckux napametpos (AUC,
Cmax, TIEpUOJ TOJYBBIBe/IeHUs) cocTaisieT okoio 30%. Cpeanuii o0beM pacrpeeneHus B
PaBHOBECHOM COCTOSIHMM paBeH mnpumepHo 500 11/70 Kr y MOJIOABIX 3J0POBBIX B3POCIBIX
NalMEHTOB, YTO YKa3blBaeT HAa IMPOKOE pacrpe/ieieHue ejeKokcuba B TKaHu.

Ocobble 2pynnvl nayueHmos

Hoowcunvie nayuenmoi

YV nauMeHTOB cTapuie 65 jeT ormevaercs yBeiauueHue B 1,5-2 paza cpeanHux 3HaueHUH Cax,
AUC nenexkokcuba, uyro B Oojbiieit creneHn o0yC/IOBIEHO M3MEHEHHMEM MacChl Tella, a He
BO3pacToM (y MallMeHTOB MOXHJIOrO BO3pacTa, Kak mNpaBuiio, Habmojpaercss Oosee HU3Kas
CpeaHsisi Macca Tesa, 4eM y Jiull 0osiee MOJOJOro BO3pacTa, B CHIIY YEro y HHMX INPH MPOYHX
PaBHBIX YCJIOBHUSX JIOCTUTralOTCs 0OoJjiee BBICOKME KOHILEHTpauuu uesekokcudba). Ilo Toit ke
MPUYMHE Y TIOXKUIIBIX )KEHIIMH 00bIYHO OTMeuaeTcs 0oJiee BbICOKash KOHLIEHTpaIs Ipenapara B
IIa3Me, YeM y MOKUJIBIX MYXKYUH. YKa3aHHble 0COOEHHOCTH (papMaKOKMHETHKH, KaK IPaBUIIO,
He TpeOyIOT KOPPeKLUH J103bl. TeM He MeHee, Y TIOKUIIbIX MallMeHTOB ¢ Maccoi Tena Huxke 50 Kr
clie/lyeT Ha4YMHATh JICYEHUE C CaMON HU3KON PEKOMEHI0BAHHOM J103bl.

Paca

V npeacraButensHoil HerpouaHoit packt AUC nenekokcuba npumepHo Ha 40% Bblle, yeM y
eBporeiiieB. [IpUunHbBl ¥ KINHUYECKOE 3HA4YeHHE 3TOro (akTa HEe HM3BECTHBI, MOITOMY HX

JICYCHUEC PCKOMECHAYETCSA HAYHUHATD C MMHUMaJIbHOM pEKOMCHLIOBaHHOﬁ J03BbI.



Hapywenue ¢hynxkyuu nevenu

KoHuenrpauu 1ejnexkokcudba B 1iazMe KpOBH Y MAlMEHTOB € JIETKOH CTENEHBIO MEUeHOUYHOM
HEJIOCTaTOYHOCTH (Kjlacc A mno kinaccuukanuu Yaitna-11p10) He3HAYUTENTBHO U3MEHSIOTCS. Y
MalMEeHTOB ¢ MEeYeHOYHOU HEeJI0CTaTOUYHOCTBIO cpeaHel TskecTH (Kiace B mo knaccudpukanuu
Yaitna-11p10) KOHIIEHTpaIK 11eJIeKOKcHOa B 1J1a3Me MOXKET YBEJIMYMBATHCS MOYTH B 2 pasa.
Hapywenue ¢pynxyuu nouex

VY nanMeHToB MOXHIJIONO BO3pacTa cO CKOPOCThIO KiayOoukoBoil ¢uibrpamuu (CK®) > 65
mi/MuH/1,73 M2, CBSI3aHHBIM C BO3PACTHBIMHM M3MEHEHUsIMU, U y nanueHToB ¢ CK®, paBuoi 35-
60 wma/mun/1,73 M%, (apMakoKMHeTHKa lejlekokcuba He u3Mensercs. He oOHapyxkuBaercs
3HAYUTEJILHOW CBSI3M MEXKIY COJAEpKAaHUEM CBIBOPOTOUYHOIO KpeaTMHMHA (MM KJIMPEHCOM
kpeatunuHa (KK)) um xiampenHcom wnenekokcudba. Ilpeanonaraercs, 4TO HaJIMuyue TSKEIIOM
CTENEHH TOYEYHOW HEJOCTATOYHOCTH HE BIHUSET HAa KJIMPEHC LEJeKOKCHOa, IMOCKOJIbKY

OCHOBHOM IIYTh €r0 BBIBEJCHHUS - IPEBPAILICHUE B IICYCHU B HCAKTUBHBIC MeTa60:III/lTbl.

IMoka3zaHusi K NPUMEHEHHIO
e (CumnToMardyeckoe  JIeYEHME  OCTeoapTpo3a,  PEBMATOMAHOIO  apTpUTa |
AHKUJIO3UPYIOLIETO CIIOH/IMIIUTA.
e bonesoii cunapom (00M B CIMHE, KOCTHO-MBIILIEUHBIE, NIOCIEONEePAllMOHHbIE H JIPYTHe
BU/IbI 00JTH).

e JleueHue NMepBUYHON TUCMEHOPEH.

IIpornBonoka3sanus

e [loBblleHHAs YyBCTBUTEIBHOCTh K IEJIEKOKCHOY WJIM BCIOMOTATEIbHBIM BEIECTBAM
npenapara.

e [loBbllIeHHAst YYBCTBUTEIBHOCTD K JIPYTUM ITPOU3BOHBIM CY/1b(HOHAMHIOB.

e [lonHoe MM HEMOJIHOE cOYeTaHue OPOHXUATBHON aCTMBbI, PELUAMBUPYIOIIETO MOJIUII03a
HOCa ¥ OKOJIOHOCOBBIX T1a3yX, U HEMEPEHOCHUMOCTH alETUIICAIUIIMIOBOM KHUCIOTHI WM
apyrux HIIBII, Bxmouas npyrue narudouropst [{OI'-2 (B ToM yKciie B aHaMHE3e).

e [lepuoa nocine nposeieHUs ONepalii AOPTOKOPOHAPHOIO IIYHTHPOBAHUS.

e  DpO3UBHO-53BEHHBIC MU3MEHEHUs CIIM3UCTOM 000J104KH Kesyaka WIIN
JIBEHAIIATUIIEPCTHONW KHUIIKK B CTaJAMM OOOCTPEHMS, aKTHBHOE JKEJIYA0YHO-KHIIEYHOE
KPOBOTEYECHHE.

e BocnamurenbHbie 3a00seBanus kuieynuka (6osne3nb KpoHa, si3BeHHBIN KouuT) B (ase

obocTpeHus.



Xponuueckasi cepaedyHass HegocrarouHocts (II - IV ¢yHkuMoHanpHBIN Kiacc 1O
kinaccudukanuu NYHA).

KnuHuYeckr  TMOATBEpXKACHHAs  WIIeMHYeckas Oose3Hb  cepiua, 3aboseBaHus
nepupepuyeckux apTepuii U 1epedpoBacKyIspHbie 3a00I€BaHHS B BBIPAXKEHHON CTaUH.
HekoHTposMpyemas aprepraibHasi TUIIePTEH3HSL.

["'eMopparuyeckuii HUHCYJIbT.

CybapaxHOUJaIbHOE KPOBOU3JIUSHUE.

bBepeMeHHOCTh U MePUO/] IPYAHOTO BCKAPMIIMBAHUSI.

Tsokenasi ne4eHOYHast HEAOCTATOYHOCTD (HET OIbITA IPUMEHEHUS).

Tsokenass moveunass HegocrarouHocTh (KK wmenee 30 Mmi/MuH), mnporpeccupyromue
3a00JIeBaHUs MTOYEK, MTOITBEPIK/ICHHAS TUTIEPKATUEMHUs (HET ONbITa IPUMEHEHH).
JlehuuuT 1aKkTa3bl, HEMEPEHOCUMOCTD JIAKTO3bI, INIIOK030-TaJlakTo3Has MajibabcopOuus.

Bospact 10 18 et (HeT onbiTa NpUMEHEHNU).

C 0CTOPOKHOCTBIO

ITpenapar Pepmakokc® ciielyeT NIpMHHUMATh ¢ OCTOPOKHOCTHIO TIPH CJIEAYIOIMX COCTOSHUSIX:

3a00JieBaHMsl  JKEJTYJI0YHO-KUIIEYHOTO TpakTa (s3BeHHas Oosie3Hb JKelyJlKa WM
JIBEHA/IIATUIIEPCTHOM KHUIIKH, $3BEHHBIH KOaUT, Oosie3Hb Kpona, KkpoBoTeueHHs B
aHaMmHe3e), Hanuuure nHexun Helicobacter pylori;

OJTHOBPEMEHHOE TpPHMEHEHHE C aHTHKoaryjlssHTamu (BapdapuH), aHTHarperaHtamu
(aueTuaCaTMIMIOBAs KHUCJIOTa, KJIOUA0Tpe), nepopajibHbIMU
TTIOKOKOPTHKOCTEPOH,1aMHU (IpeIHU30I10H), JIMypeTUKaMH, CEJICKTUBHBIMU
MHIHOMTOpaMH  O00OpaTHOro  3axBara CepOTOHMHA  (IMTajgonpaM,  (IyoKCeTHH,
TAPOKCETHH, CEPTPAJIMH), IUTOKCMHOM, MHruOuTopamu usopepmenta CYP2C9;
3ajIepKKa JKUJAKOCTH U OTEKH;

HapyiieHuss (YHKIMM TEYeHM CpeJHeH CTENeHM TSHKECTH, 3a00JieBaHUS II€YEHU B
aHaMHe3e, lle4yeHouYHas nophupus;

XpoHuueckas noyeynas HeaoctaroyHocTs (KK 30-60 mu/mun);

3HAUMTE]bHOE CHI)KEHHE o0beMa UMPKYJIUPYIOIIEH KpoBH (B TOM 4HCIE MOCTe
XUPYPru4ecKoro BMearesbCTBa);

3a00JIeBaHMs CEPCYHO-COCYJAMCTON CHUCTEMBI, B TOM 4YHCJIE HIIeMHYecKas O0JIe3Hb
cepjla, apTepuaibHas THIepTeH3Us;

nepedpoBackKyisipHble 3a00J1eBaHNS;

JMCITHIUIEMHUS / TUTICPJIUTIUICM U



e caxapHblil 1uaber;

e 3aboseBanus nepupepudecKux apTepHii;

e Yy TMalMeHTOB, KOTOpBIE SBJISIOTCS MEJICHHBIMH METabo/IM3aTOpaMu WM MMeEeTCst
MOI03PEHHUE HAa TAKOE COCTOSIHUE;

e jumarenbHoe npumeHenue HIIBII;

e [AIIMEHTHl MOXWJIOr0 Bo3pacta (65 €T M cTapiie), B TOM YHCIE MOJydaroliue
JUYPETUKH, OCIa0IeHHBIE MAllMEHTh! ¢ HU3KOM Maccol Tea;

® KypeHHue;

e TyDOepkyies;

®  QJIKOTOJIU3M;

e TsDKellble coMaThdeckue 3a0osieBaHus.

[IpnMenenne npu 6epeMeHHOCTH H B IEPHO/ FPY/IHOI0 BCKAPMJIMBAHHU S

OnbIT NpUMeHeHUs LeleKoKkcnba y OepeMeHHBIX KEHLUH HeAoCTaTouHbli. IloTeHnmanbHbIM
pMCK TIpMMeHeHHs mipenapata PeBmakokc® Bo Bpemsi G€peMEHHOCTH HE YCTaHOBIEH, HO He
MOXET OBITh UCKJIOUEH.

B cooTBeTcTBMM ¢ MeXaHW3MOM jeiictBusi, npu npumenennu HIIBII, Bkmouas uenexkokcud, y
HEKOTOPBIX JKEHIIMH BO3MOJKHO Pa3BUTHE W3MEHEHHH B SMUHHMKAX, YTO MOXKET CTaTh MPUYMHON
OCJIO)KHEHHI BO BpeMsi OepeMEeHHOCTH. Y KEHIIMH, KOTOpbIE IJIAHUPYIOT OEPEMEHHOCTh WIIM
MPOXOJAT 00CIe0BaHHE IO MOBOAY Oecrulofus, cledyeT pacCMOTPETh BOIPOC 00 OTMEHE
1eJieKokcuoa.

[lenexokcuO, OTHOCSIIMIICS K TPyIIie MHTHOUTOPOB CUHTE3a MPOCTAIrJIaHAMHOB, IIPH IIPUEME BO
BpeMsi OepeMeHHOCTH, ocoOeHHO B Il TpuMecTpe, MOXeT BbI3bIBaTh C€lA0OCTh COKpalIEHHUH
MaTK¥ ¥ TPEKJIEBPEMEHHOE 3aKphITHE apTepUaIbHOrO NpoToka. IIpuMeHeHne MHrHOMTOPOB
CHHTE3a MpOCTarjiaHJWHOB Ha PAHHUX CPOKaX OEPEMEHHOCTH MOXKET HEraTMBHO OTPA3sUThCs HA
TeYeHUU OePEeMEHHOCTH.

ITpumenenue npenapata PeBMakokc® MPOTHBONOKA3aHO BO BpeMsi OEPEMEHHOCTH M B MEPHOJ
rpyaHoro BckapmiuBanus. [Tpu npumenenun Bo 11 - 11 tpumectpe 6epemennoctu HIIBIT moryT
CIPOBOIMPOBATh HapylleHHe (QYHKIMU MOYEK Y IUIO/A, YTO MOXKET NPHUBECTH K YMECHBIICHUIO
00beMa aMHHOTHYECKOM JKMIKOCTH MM B TSDKEJIBIX ClIydasX K MajJoBOAMIO. JlaHHBIE SBJIEHUS
MOTYT BO3HHMKATh BCKOpE TOCJIe Havasia Jje4eHus 1 00biyHO oOpaTnmbl. HeoOX0uMO NpOBOAMTS
TIIATE/IbHBIH MOHUTOPHHT 00beMa OKOJIOIIOAHBIX BOA Y O€peMEHHBIX KEHIIMH, TPUHUMAIOLINX

LEJIEKOKCHO.



MMeroTcst orpaHUYeHHbIE JaHHbIE O TOM, YTO LEJIEKOKCHO BBIIENSAETCS € IPYAHBIM MOJIOKOM
(ecThb JaHHBIE O HM3KMX KOHIEHTpAlMsX LeJeKOKcHba B TPYAHOM MOJIOKE). YUHMTHIBas
MOTEHIMATbHBIH PUCK pa3BUTHS MOOOYHBIX dS(¢dexkToB y pedeHKa U HEO0OXOAMMOCTh
NpUMEHEHUs 1eJieKoKecuba JUIsi MaTepy, CleayeT OLEHUTH 11e1eco00pa3HOCTh OTMEHBI MO0

IPYZHOTO BCKapMJIMBaHus, MO0 npreMa 1esiekokcuoa.

Cnocob npuMeHeHHUs H 103bl

BHyTpb, He pa3KeBbIBas, 3anuBasi BOJI0H, HE3aBUCUMO OT IPUEMa MUIIIH.

[TocKOJbKY PUCK BO3MOMHBIX OCJIOKHEHUN CO CTOPOHBI CEPAEUYHO-COCYAUCTON CUCTEMBI MOXKET
BO3PACTATh ¢ YBEJIHMUEHHEM J03bl M MPOIOKMTEILHOCTH NpueMa npenapara Pesmakokc®™, ero
Clie/lyeT MPUMEHSATh MUHUMAaJIbHO BO3MOXHBIM KOPOTKMM KYpCOM B MUHHUMAIbHO () (HEKTHUBHON
Jl03e npenapara. MakcuMasnabHasi peKOMEHJ0BaHHAs CYTOYHAsl /103a NP JUIMTEIBHOM IIPHEME -
400 mr.

Cumnmomamuyeckoe nedyenue ocmeoapmpo3sa. PeKOMEHJ0BaHHas j103a coctapisier 200 mr B
CyTKH 3a | wiu 2 npuema.

Cumnmomamuyeckoe nedenue pesmamouono2o apmpuma: peKOMEH/0BaHHasl 1033 COCTaBIISET
100 unu 200 mr 2 pasza B CyTKHU.

Cumnmomamuyueckoe JeyeHue anKulo3upylouje2o CcnoHouluma: pPEKOMEHI0BaHHas /1034
cocrapiasier 200 mMr B cytku 3a | wuam 2 npuema. Y HEKOTOPBHIX MALMEHTOB OTMEYeHa
s pexTuBHOCTL MpuMeHeHus: 400 Mr B CyTKH.

Jleuenue 6Gonesoco cunopoma: pPEeKOMEHJOBaHHas HauayibHas n03a coctasiaser 400 mr, ¢
MOCIIEAYIONIMM, TIPU HEOOXOJUMOCTH, NPUEMOM JIOTOJIHUTENbHON /10361 B 200 Mr, B NepBhIi
JieHb. B mocrienyroiue THU peKOMeHJoBaHHas jgo3a cocrapiaser 200 Mr 2 pasza B CyTKH, 110
HEOOXOAMMOCTH.

Jleuenue nepeuunoil Oucmenopeu: peKOMEHIOBaHHAs HavyailbHas J1o03a cocrasiuser 400 mr, ¢
NOCIIEAYIONIMM, TTPU HEOOXOJMMOCTH, NPHUEMOM JOTOJHUTENbHON 1036l B 200 Mr, B IEpBHIH
JieHb. B mocrenyomme JIHU peKoMeHjoBaHHas jo3a coctapiaser 200 mMr 2 pasa B CyTKH, IO
HEOOXO0AMMOCTH.

[Toxusble manueHThl (65 et u crapiie): oObIYHO KOppeKIuu 1036l He Tpebyercs. OjHaKo y

MalMeHTOB € Maccoi Tena Hiwke S50 Kr JiedeHHe Jlydlle HayMHATh C MUHMMaJIbHOM
PEKOMEH0BAHHOM J103bI.

Hapymenue GYHKIMY NIEYEHMU: Yy NalUEeHTOB C JIETKOM CTEIEeHbIO NeYeHOYHON HE0CTATOYHOCTH

(knacc A no kinaccupukanun Yaiina-T1bi0) koppekiun 10361 He TpedyeTes. B ciyyae Hanuuus
I€YEHOYHOM HEJ0CTATOYHOCTH CpPe/IHEH cTeneHH TshkecTH (Kiaace A no knaccudukanun Yaiina-

HblO), CJI€AYET CHHU3UTH BJ/IBOC HaAYaJIbHYIO PEKOMEHJIOBAHHYIO J03y Ipelapara. OnpiTa
7



IPUMEHEHHUs Tpernapara y NalUeHTOB ¢ THKEI0H NMe4eHOYHOH HeJ0cTaToyHOCThIo (kiaace C no
knaccuukanun Yaitna-I1sio) Her.

Hapymenue d)VHKII,I/II/I NOYEK: Yy OOJIBHBIX C JIETKOW U cpeﬂﬂeﬁ CTENEHBIO TSKECTH MOYEHHOM

HEJIOCTATOYHOCTBIO KOPPEKLIUMU 103kl He TpeOyeTcs. OnbiTa NpUMEHEHUs npenapara y 00JIbHBIX
C TSKEJIOH T[0YEeYHOW HeJOCTaTOYHOCThI0 HeT (cM. pazaensl  «OcoOble  ykazaHusy,
«IIpoTuBOMIOKa3aHUAY).

OJHOBpEMEHHOE  NpUMEHEeHUe ¢ (hJIYKOHA30JIOM: npu OAHOBPEMEHHOM  IIPUMCHCHUHU

dykonaszona (uarubutop uzodepmenta CYP2C9) u npenapata PeBmakokc® ciieryeT CHU3UT
HayaJbHYIO PEKOMEH/I0OBaHHYIO /103y npenapara Basoe. CieayeT co01oaaTh OCTOPOKHOCTD MTPU
O/THOBPEMEHHOM ITPUMEHEHUHU C IpyruMu uHruoutopamu nzodpepmenra CYP2CO.

Ilpenapatr PeBmakokc® ciesyeT ¢ OCTOPOKHOCTBIO TPUMEHSTH y MAlMEHTOB, SBJISIONIMXCS
MeJUIEHHBIMU MeTaboJIM3aTopaMy WM C MOJA03PEHUEM Ha TaKoe COCTOSIHUE, TaK KaK 3TO MOXKET
NPUBECTH K HAKOIUJICHUIO BBICOKMX KOHILEHTpalMii lejeKkokcuba B Iula3Me KpoBH. Y Takux

NalMEHTOB CJICAYET CHU3UTH HAYaJIbHYIO PEKOMEHAOBAHHYIO 103y Mp€riapaTa BABOC.

IToGounoe aelicTBHE

YacTora BO3HMKHOBEHHS HekelaTelbHbIX 3(dekToB KiraccuduimpoBanach CieaylomuM
obpazom: ovenb wacto (>1/10), wacto (>1/100, <1/10); nmewacto (>1/1000, <1/100); peaxo
(=1/10000, <1/1000); ouens peako (<1/10000) u yacToTa HEU3BeCTHA (HEBO3MOXKHO OLIEHUThH Ha
OCHOBAHWUHM UMEIOIINXCS JAHHBIX).

Obwue: oboCTpeHHE aUIepruyeckKux 3a00JIeBaHUN, T'PUMMONOAO0HBIH CHHIPOM, CllydaiHble
TPaBMBI.

Co cmoponbl cepoeyHo-cocyoucmou Cucmemobl:

Yacmo: nepudepudeckue OTEKH; MOBBIIICHUE apTepHanbHOro aasiaeHus (AJl), BKioyas
yTsDKeJIeHHE TeUeHUs apTepHaIbHOM MMIIePTeH3UN;

Heuacmo: onylieHne «IpuuBOBY, OLIYIIEHHE cepaALeOneHus:;

Peoxo: NposiBlIeHHE CEpJeYHO HEJ0CTATOYHOCTH, ApUTMHS, TaXUKapAus, HIIEMHYECKHI
MHCYJIbT U HHGAPKT MUOKap/a.

Co CMOPOHbBL HCENYOOYHO-KUULEYHO20 MPAKMA:

Yacmo: abaoMuHaibHas 00J1b, 1Mapes, AUCIeTICUsl, METEOpU3M, 1ucdarus, ppoTa;

Heyacmo: 3anopsl, OTpbIXKKa, racTpUT, 3a00sieBaHus 3yO0B (IIOCTIKCTPAKLIMOHHBIN JTYHOYKOBbIH
aJIbBEOJIHT);

Peoko: s13Ba xemy/iKa U IBEHAAUATUIIEPCTHON KUILIKHU, U3bsA3BIICHUE NTHINEBO/IA;

Ouenb peoko: nepdopalus KUIIEUHUKA, TAHKPEATUT, KOJIUT.

Co CMOPOHbL HEPEHOU CUCTNEMDBL :




Yacmo: Ton0BOKpY)KeHUE, OECCOHHHUIIA;

Hewyacmo: 6ecnokoicTBO, Jenpeccus, MOBBIIICHHE MBIMIEYHOTO TOHYCA, COHJIMBOCTD,
yCTaJIOCTh;

Peoko: ciyTaHHOCTB CO3HaHUS (MICUX03), Ta/UTIOIMHALINS,

Co cmoponbl nouyex u Mo4esvlOeNumenbHol CUCIMEMbL:

Yacmo: nadexuus MOYEBBIBOISAIIMUX MTyTEH.
Heuacmo: noBbIlIEHHE YPOBHS KpeaTWHMHA, MOBBIIMICHHE KOHILEHTPAIMH OCTATOYHOTO a30Ta
MOYEBUHBI.

Co cmoponbt ObixamelibHOUu cucmemol:

Yacmo: GpOHXUT, Kallleslb, CHHYCUT, HUH(PEKIIMN BEPXHHUX JIBIXATEIbHBIX MYTE;
Heuacmo: hapuHrUT, pUHUT;

Co cmoponbl KOACHBIX NOKDOBOE.

Yacmo: KOXKHBIH 3y, KOXKHasi ChITIb;
Heyacmo: xpanuBHUIA, YKXUMO3BI;
Peoko: anonenus, poroceHcuOUIN3anus;

Co cmoponwvl kposu:

Hevuacmo: anemus;
Peoxo: neiikeMusi, TPOMOOLIMTOTIEHHUS.

Co CMOPOHbI OP2AHOB YYBCME.

Heuacro: IIyM B ymiax, «HEYETKOCTbH» 3PUTCIIBHOI'O BOCIIPUATHSA

Co cmoponbl UMMYHHOU CUCIMEMDbL.

Peoko: aHTHOHEBPOTUYECKHI OTEK;
Ouenv peoxo: Oynne3Hble BHICHIIAHUS, aHaQUIaKTHYECKast peaKIusl.

Co cmoponwi 2enamo6u/1uapnoil cucmembl .

Heuacmo: napymenve QyHKIMH NEYEHU, NMOBBIIIEHUE YPOBHS MEYEHOYHBIX (PEPMEHTOB (B TOM
yucie acnapraramuHorpancdepassl (ACT) u ananmnamunotpancdepass (AJIT)).

Obwue:

Yacmo: rpunnonogo0HbIi CUHAPOM, OTEK JIMLA;

Heuacmo: obocTpeHue auiepraueckux 3a001eBaHmi;

ITo6ounbIe 3 heKThI, BBISBIEHHBIE B TOCTMAPKETUHIOBBIX HAOIIO/IEHUSIX

Co cmoporbl uMMYHHOU cucmembl: OY€Hb PEJIKO - aHa(pUITaKCHsl.

Co _cmoponvl _HepeHOU cucmempl: OYE€Hb PEAKO - IOTEps BKYCOBBIX OILYLIEHUH, IOTEps

060HHHP[$1, ACENTUYECKUA MEHUHIUT, FaJUIFOLIMHALIUY.

Co cmoponbl opeana 3peHust: pQOKO - KOHbIOHKTUBHT.

Co cmoponbl cocyoos: oyens peoko — BaCKyJIUT.




Co __cmoponbl__Jiceny0oyHO-KUMEYHO20 _mpaKkma: OYE€Hb peaAKO - IKEIYyAOYHO-KUIICYHBIC

KpPOBOTCUYCHHA.

Co _cmoponvl __2enamobuiuaphou _ Cucmembsl: 0Y€Hb pQOKO - remnarur, Ine4YCHOYHas
HEAOCTATOYHOCTD, (I)yHbMMHaHTHbIﬁ renaTuT, HEKpO3 ICYCHHU, XOJIeCTa3s, XO0JIECTaTHYECKU I
IrernaTuT, XKEJITyXa.

Co _cmoponbl _noyex u_MouebloeiumenbHOU _CUCmeMbl: 04eHb peoKo - OCTpas IoYedyHas

HEJIOCTAaTOYHOCTb, WHTEPCTULHAIBHBIN HeDpUT, HEPpPOTUYECKUN CHHIAPOM, MHHHUMAJIbHOE
HapyuieHue GYHKIUH MOYeK, TUITOHATPUEMHUSI.

Co cmopoHbl KOICHBIX NOKPOBOS: 0YeHb PeOKO - peaklui (POTOUYBCTBUTEILHOCTH, IIEyLIEHUE

KOXH (BKIHOYass MHOroopmHyto spuremy u cuHapoMm CrtuseHca-/KOHCOHA), TOKCHYECKHI
SMUJIEPMAJIbHBIN HEKPOJIU3, JIEKAPCTBEHHAS ChIIb B COYETAHUH C Y03UHOPUINEH U CUCTEMHBIMU
cumnromamu (DRESS wim cuHapom runepuyyBCTBHTEIBHOCTH), OCTPBI IeHEepaln30BaHHbIN
9K3aHTEMATO3HBIH MyCTYJIe3.

Co_cmoponbl_penpodyKmusHoOU CUcCmemMbl: 04eHb peoKko - HapylleHue MEHCTPYAIbHOIO 1UKIIA,

CHWKEeHHE (PEePTUIIBHOCTU Y HKEHIIHH.

Pecnupamopnuie, MOPAKAIbHLIE U MEOUACMUHAIbHLIE  HADVULEHUSL:  OY€Hb pe()i\'o o

TpoMO0IMOOIHS JIErOYHOM apTepuHu.

Cucmemnvie napyuitenus: 04ersb peoko - 00Jb B IpyIHOM KJIETKeE.

IlepexosupoBka

KnuHuyeckuii onpIT nepeso3upoOBKU NMPHU NpHEMe liesleKokeuba orpaHuyeH. bes kimHuyecku
3HAYUMBIX TOOOYHBIX 2P PEKTOB NMPUMEHSITUCH OAHOKpaTHBIE A0 1200 MI 1 MHOTOKPATHBIE 03Bl
70 1200 mr B 2 npueMa B cyTKu. [Tpu nogo3peHny Ha nepeo3upoBKy HEOOX0IMMO 00eCIeYnTh
NpOBEJICHHE COOTBETCTBYIOLIECH MojiepKuBatomei Tepanuu. [TpeanonokuTenbHO auanu3 He
sBisieTcss YPQPEeKTUBHBIM METOZOM BBIBEJACHMS Ipernapata U3 KpOBH, M3-3a BBICOKOW CTENEHH

CBsA3BIBAHUA ITpETiapara ¢ OeIKaMu TJ1a3Mbl KpOBH.

B3aumoaeiicTBue ¢ IPYrHMH JIEKAPCTBEHHBIMH NpenapaTamMu

WccneoBanus in vitro Mokasajid, YTO LEJEKOKCHO XOTs M He sBisercs cybcTpaTtom
nzodpepmenra CYP2D6, HO uHrudbupyer ero akTuBHOCTb. [lodTOMY CylIecTBYeT BEPOSTHOCTH
JIEKapCTBEHHOTO B3aMMOJICHCTBHS in VIVO C IpenapaTamy, MeTadOoJM3M KOTOPBIX CBsi3aH C
n3opepmentom CYP2D6.

Unaykropel usopepmenta CYP 2C9: OanoBpemeHHoe npuMeHenne uHaykropos CYP 2C9,
TaKMX Kak pudamnuiuH, xjopdeHamuHa, MPOMETALMHA, KOJEeCTUpaMMHA, KapOamasenuH u

GapOUTYpaThl, MOXKET CHU3UTH TUIA3MEHHBIC KOHIIEHTPAIMH 11eJIeKOKCHOa.
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Bapgapun u opyeue anmukoazyisinmol (Hanpumep, npenapamvl KyMapumd, cyib@oHamuobl):
TPU OJIHOBPEMEHHOM IPUEME BO3MOXKHO YBEITHUEHHE TPOTPOMOUHOBOIO BPEMEHH.

Duykonaszon, KemokoHazo.: pu oJHOBpeMeHHOM npumeneHnu 200 Mr ¢urykoHas3o1a OuH pa3 B
CYTKHM OTMEYaeTCsl yBeJIMYEHUE KOHUEHTpAIMM lLiejeKokenba B mia3Me KpoBu B 2 pasa. Takoi
3ddekT cBsi3aH ¢ yrHeTeHHeM MeTaboJM3Ma Ieekokcuba ¢uykoHaszonoM uyepe3 u3odepMeHT
CYP2C9. Ilanuwenrtam, npuHHMarommuM ¢aykoHason (uarubutop wuszopepmenta CYP2C9)
EJIEKOKCHO clie/lyeT MPUMEHSTh B HAMMEHbIIeH peKoMeHI0BaHHOH J103e (cM. pazaen «Crnocod
npuMeHeHuss ¥ J103b1»), Kerokonason (uuruburop msopepmenta CYP3A4) He okasbiBaeT
KJIMHAYECKH 3HaYMMOro 3 dekta Ha MeTaboIM3M 1eIeKoKeuoa.

Hneubumopuvr aneuomenzunnpespawjaioweco gpepmenma (AIIP) / anmazonucmor aneuomensuna
II: vHruOMpoOBaHUE CHHTE3a MPOCTArJIAHAMHOB MOKET CHM3MTh aHTUTHNEPTEH3UBHBIN 3¢ deKkT
uHruoutopos AIl® w/wim aHtaroHucroB aHruoteHsuHa II. DTo B3auMojaeHCTBHE ITODKHO
NPUHUMATHCS BO BHUMAHHE TPH NMPUMEHEHUH IeJIeKOKcuba coBMecTHO ¢ uHruouropamu Alld
u/mnM  aHtaronuctamu  anruoreHzuHa Il Opnako He  OTME4aloCch  3HAYMTEIBHOTO
(apMakoIMHAMHYECKOTO B3aUMOJCHCTBHUS € JIM3MHONPWIOM B OTHOIIECHWM BIMSHHUSA Ha
apTepHabHOE J1aBJICHHE.

VY MOXWIBIX MalMeHTOB, 00€3BOKEHHBIX (B TOM YHCJIE€ y MAlMEHTOB, MOJIYyYaAKOUUX TEPaIuio
JIMYPETUKAMH ) WM Y TIALMEHTOB ¢ HapylmeHHeM (yHKIMU NOYeK, OTHOBPEMEHHOE ITPUMEHEHUE
HIIBII, Bxitoyas cenektuBHble HHrUOUTOPHI L1OI'-2, ¢ uurudburopamu AII® mMoxeT NpUBOAUTD
K YXYAIIEHUIO (JYHKIMU MOYEK, BKIIOYAs BO3MOXKHYIO OCTPYIO NMOUYEYHYIO HEJ0CTATOYHOCTD.
OO6biyHO naHHbIe 3(dexThl 00paTMBl. B Takux ciyuasx nesnecooOpa3sHO CHayajla IPOBECTH
permjpaTaiiio, a 3aTeM HauMHATh Tepanuio mnpemapatoM Pesmakokc®. Kpome Toro,
HEOOXO/IMMO TepeJ] HayajloM Tepanuu M IEepPUOJAMYECKH BO BpeMs JIEYEHMs IIPOBOIUTH
MOHUTOPUHT (PYHKIIMH MOYEK.

Huxnocnopun: yuutbiBass, urto HIIBII oka3piBaloT BiHMsHHE Ha IOYEYHBIH CHHTE3
MPOCTArJIaHJMHOB, OHM MOTYT T[OBBIIIATH PUCK Ppa3BUTHA HEGPOTOKCUUHOCTH  IPU
0JIHOBPEMEHHOM TPUMEHEHHUH C LIUKIJIOCTIOPUHOM.

Jluypemuxu: wu3BectHbie panee HIIBII y HekoTOpbIX ManMEHTOB MOryT CHHXKATh
HaTpuilypeTrdeckuii agdext GypoceMua u THA3UI0B 3a CYET CHMIKEHHUS MMOYEYHOrO CHHTE3a
NPOCTarjaHJnHOB, 9TO CIEAYeT MMETh B BUY IIPU IPUMEHEHUH LIeJIeKOKCcnOa.

Ilepopanvuvie konmpayenmuepl: He OTMEYAIOCh KJIMHUYECKH 3HAYMMOTO BJIMSAHUS Ha (apma-
KOKMHETHKY KOHTPAIEeNTUBHON KoMOMHAUK (1 MI HOPITUCTEPOH / 35 MKI dTMHHJIICTPAIHON).
[Ipu npueme MudenpucTOHa, LETEKOKCHO MOKeT ObITh MCIONb30BaH 4epe3 8-12 aHeil mocie

npueMa Mudenpuctona, Tak kak HIIBII ymensiatoT s GekT npenapartoB JaHHON IPYIIIIbL.
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Jlumuii: 0TMEYanoch NOBbIIIEHHE KOHIEHTPAIMU JINTUS B IJIa3Me KPOBH NpUMepHO Ha 17 % nipu
COBMECTHOM IpuemMe JUTUS M uesiekokcuOa. [lanmenTsl, mosydaromue Tepanuio JIMTHEM,
JIOJDKHBI HAXO/IMTBCS 110]1 TIATEIbHBIM HAOJII0/IeHUEeM IIPH ITPUEME MK OTMEHE 11eJIeKOKCcHOa.
Jpyeue HIIBII: cnenyet u3deratb OJJHOBPEMEHHOTO NpuMeHeHus 1esekokcnda u apyrux HIIBIT
(He coaepKalux aleTUICATULMIOBYIO KUCIIOTY ).

Jpy2ue npenapamvi: He OTMEYAlIOCh KIWHUYECKH 3HAYMMBIX B3aUMOJACHCTBUN MEXAY
HEJIEKOKCHOOM M aHTauuAaMu (aJTIOMUHMI- U MarHuii-cojiepxaliue rnpenaparsbl), OMenpas3oliom,
METOTpEKCAaTOM, IMTMOEHKIaMUI0M, (PEHUTOMHOM HJIM TOJOYTaMH/I0M.

llenekokcu® He BIMSET HAa aHTHArperaHTHOE JEWCTBUE AalleTHICAIMLUIOBON KHCIIOTHI,
NPUHUMAEMOI B HU3KMX jo03aX. llenmexokcu® obnamaer crnabbiv JeiicTBHEM Ha (QYHKIHIO
TPOMOOILIMTOB, MOATOMY €ro HeJjb3sl pacCMaTpUBAaTh KaK 3aMEHY alleTUJICAIUIUIOBON KHCIIOTHI,
IPUMEHSIEMOH /17151 TPOQUIAKTHKHU CepAeUYHO-COCYAUCTBIX 3a00IeBaHHil.

Jlueokcun: BO3MOXKHO TIOBBIIIEHHUE YPOBHSI JMIOKCHHA B IUIa3ME€ KPOBHM IIPU COBMECTHOM
IIPUMEHEHUH C LEIEKOKCHOOM.

IIpomusoouabemuyeckue npenapamol OJisi NEPOPAILHO2O NPUMEHEHUs: BO3MOXKHO YCHUIIEHUE
TUIIOTIMKeMUYecKoro 3¢ dexra.

CoBMecTHOE  NPUMEHEHUE ¢ napayemamoioM — TIOBBIIAET  HEPPOTOKCUYHOCTb, C
Memompekcamom — renato- 1 HepoTokcuyHocTh. OHOBpEeMEHHOE Ha3HAUeHME IieeKoKchba
¥ METOTpeKcaTa BO3ZMOXKHO TOJBKO MPHU MCIOJIB30BAaHUM HU3KHUX /103 MOCJIEAHEr0 (HEOOX0auMm
KOHTPOJIb KOHLIEHTPALMU METOTPEKcaTa B IJIa3Me KPOBH).

IIpobeneyuo yMmeHbIIAET IUIA3MEHHBIH KIUpeHC W 00beM pacmpejeseHus lejeKokcuoa,

INOBBIIIACT €0 KOHIUCHTPALXIO B I1JIa3M€ KPOBU U YBEIIMYUBACT Ty

Oco0bie yka3anus
[lesniekokcuO, y4yuTHIBasi JKapOTOHMKalOLlee JeHCTBUE, MOMKET CHU3UTh JUAarHOCTHYECKYIO
3HAYMMOCTh TAKOTO CHUMIITOMA, KaK JIMXOPaJIKa, U MOBIUAThH HAa AUATHOCTUKY MH(PEKLHH.

Bausnue na cepoeuno-cocyoucmyro cucmemy

[lenekokcub, Kak ¥ BCe KOKCHOBI, MOXKET YBEJIMUYMBATH PHUCK CEPbE3HBIX OCJIOKHEHHUH CO
CTOPOHBI CEPAECYHO-COCYTUCTOM CHCTEMBI, TAKUX Kak TpoMOooOpazoBanue, HH(GApKT MHUOKap/a
¥ WHCYJBT, KOTOpbl€ MOTYT INPHUBECTH K JIETAIbHOMY HMCXOJy. PUCK BO3HMKHOBEHHS 3THX
peaximii MOXKeT BO3PACTaTh C J030ii, JTMTEILHOCTBIO NpUeMa npenapata Pesmakokce™, a Takke
y TAlMEeHTOB ¢ 3a00JIeBAaHUSAMH CEPACYHO-COCYIUCTOH CUCTEMBbl M (AKTOpaMHM pPUCKAa TaKHMX
3abosieBanuii. YToOBI CHU3MTHL PHUCK BO3HUKHOBEHMS OITUX peakuuil, y MalUeHTOB
NpUHAMAIOMKX TpenapaT PeBmakokc®, ero ciiesyeT NpUMeHsTh B MUHUMAIBHBIX 9Q()EeKTHBHBIX

J103aX M MaKCHMaJbHO KOPOTKHMM MEpHOJaMHU (Ha YCMOTpEeHHe Jieyalero Bpaua). Jleuammii
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Bpay ¥ NAIMEHT J0JDKHBI UMETh B BH/1y BO3MOKHOCTh BO3HUKHOBEHUS TAKUX OCJTIOKHEHMH Jaxe
NpU OTCYTCTBUM paHee H3BECTHBIX CUMITOMOB HapylleHUs (PYHKIUH CepIAeYHO-COCYIUCTOM
cucteMbl. [lanmeHTsl J0KHBI ObITH NPOMHGOPMUPOBAHBI O IMPU3HAKAX M CHUMITOMAax
HEraTMBHOTO BO3/IEHCTBHMSI HAa CEPJIEYHO-COCYAMCTYIO CUCTEMY M O Mepax, KOTOpble CIIEAyeT
NPEANPUHATD B CIIy4ae UX BO3HUKHOBEHHMSI.

[Tpu npumenenun HIIBII (cenextuBubie nnrnoutopsl [{OI'-2) y nanueHToB nocie KOpOHapHOro
IIYHTUPOBAHUS /U151 JieueHus 00s1eBOro cunapoma B nepsbie 10-14 aHel BO3MOMXKHO MOBBIIIEHUE
4acTOThl MH(APKTOB MUOKAp/a U HAPYLIEHUH MO3rOBOr0 KpOBOOOpaIlleHHSL.

B cBs3u co cnaObiM JeiicTBUEM I1iejieKoKcuOa Ha (YHKIUIO TPOMOOLMTOB, OH HE MOXET
SBJISITHCS 3aMEHON alleTUIICATMIIMIIOBOM KMCIOTHI Ul NpoduiakTuku Tpombosmbonuu. Takxke B
CBA3M C OTUM HE CJeAyeT OTMEHSTh AaHTHArperaHTHyl Tepanuio  (Hampumep,
AleTUWICATMIMIOBYIO KHUCJIOTY) y TalMEHTOB € PHUCKOM pa3BUTHS TPoMOOIMOOIHYECKUX
OCJIO)KHEHUH.

Kak u Bce HIIBII, nenexokcnd MoxeT NpUBOAUTE K MOBBLIILIEHUIO apTEPHAJIBHOTO JaBJIEHHUS, YTO
MOJKET CTaTh TAK)K€ MPUUYUHOM OCJIOKHEHHH CO CTOPOHBI CEPAEUHO-COCYAUCTON cucTembl. Bee
HIIBII, B TomM uucine ¥ 1enekokcud, y NMAlMEHTOB C apTEpPHAJIbHOW TMIEPTEH3UEH TOJIKHBI
NPUMEHSATBCS € OCTOPOKHOCTHIO. HalOmojeHue 3a aprepuajbHBIM JAaBJICHUEM JIOJDKHO
OCYIIECTBJIATHCS B HaUaje Teparnuu 1eJeKOKCUOOM, a Tak)Ke B TEUEHUE Kypca JICUHCHHUSI.

Biusnue na xcenyoouno-KuuieyHvliil mpakm

Y GosIbHBIX, TPUHUMABIIMX LIEJIEKOKCHO, HaOMoAaMuCh KpaiiHe pejkue ciydau neppopainu,
U3BS3BICHUST M KPOBOTEYEHMSI M3 IKEJIYJOYHO-KMIIEYHOrOo TpakTa. PHUCK pa3BUTHUs 3THX
ocnoxHeHni npu nedenun HIIBII nanGosnee BBICOK y MOXKUIIBIX J1IO/IEH, TAIIMEHTOB € CEPAEYHO-
COCYJIMCTBIMH 3a00JIEBAaHUAMH, NAIIMEHTOB OJHOBPEMEHHO IMOJIYYalOUIMX aleTHJICAUIIHIOBYIO
KUCJIOTY, M MAlMEHTOB ¢ TAaKUMHU 3aD0JICBAaHUSMM JKEIYJAOYHO-KMIIEYHOIO TpaKTa Kak s3Ba,
KPOBOTE€YEHHE, BOCHAIUTENbHBIE MPOILECCHl B CTaAuM 00OCTpeHHs W B aHamHese. [lpyrumu
(dakTopaMu pHUCKa pPa3BUTHS KPOBOTEYEHUS U3 JKEIYJO0YHO-KMIIEYHOIO TpaKTa SBIISETCS
OJ/IHOBPEMEHHOE IIPUMEHEHHUE c 1epopaJIbHbIMU IIIOKOKOPTHKOCTEPOUIaMH u
AQHTUKOATYJITHTaMU, JuinTenbHbli nepuoa Tepanuu HIIBII, kypenue, ynorpebieHue ajkoroJs.
BOJILIINHCTBO CHOHTAHHBIX COOOIIEHHH O cepbe3HbIX MOOOUHBIX d(pdeKkTax Ha Kelya04HO-
KUIIEYHbIH TPAKT OTHOCUJIMCH K MOKHUJIBIM U OCJIa0JIEHHBIM TallUEHTaM.

Cosmecmnoe NPUMEHEHUE C NEePOPAIbHBIMU AHMUKOA2VIAHMAMU

ITpu onnoBpemennom npumenenuun HIIBII ¢ nepopaibHbIMM aHTHKOAryJIssHTAMH ITOBBIIIETCS
puck kpoBoteueHuit. Cieayer co0ioaTh OCTOPOKHOCTH NPU OJHOBPEMEHHOM IPUMEHEHUH
3THX mpenaparoB. [lepopaibHble aHTHKOATYJISHTHI BKJIIOYAIOT BaphapvH, aHTUKOATYJISHTHI

KYMapuHOBOTO psila ¥ IepopajbHble AHTHKOAryJISIHTBl MPSIMOTo JeHCcTBUS (Hampumep,
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anukcabaH, jaburatpad u puapokcadban). Coodanoch 0 cepbe3HbIX (HEKOTOPbIE U3 HUX ObUIN
(daTaTbHBIMH) KPOBOTEUYEHMSIX Y MAIMEHTOB, KOTOPHIE MOJIyYald COMYTCTBYIOLIEE JICYEHUE
BapapuHOM MJIM aHAJOIMYHBIMU cpeacTBaMu. [lockonbky cooOmanock 00 yBeIHYECHHH
NpOTPOMOMHOBOTO BpeMeHHU (MexayHapoaHoro nporpomdbuHoBoro spemenu (MHO)), To nocie
Hayaja JledeHWs npermapatoM PeBmakokc® MIM  M3MEHEHMsl €ro J03bl, Yy NallMEHTOB,
O/THOBPEMEHHO  TOJIYYalOIIUX  TEepanmuio MepopajibHBIMM  AHTUKOAryJISHTaMH, JOJDKHA
KOHTPOJIMPOBATHLCS AHTUKOATYJISHTHAsE ak THBHOCTD W/ MHO.

3adeporcka scuokocmu u omexu

Kak ¥ 10pu mNpuUMEHEHHWH JPYrUX JIEKAPCTBEHHBIX CPEJACTB, TOPMO3SALIMX  CHHTE3
MpOCTArJIaHJAMHOB, Yy psJa TNalMeHTOB, NPUHMMAIOIMX npenapat Pemakokc™, moryT
OTMEYaThCs 3a/IEPIKKA JKUAKOCTH M OTEKH, M03TOMY ClieAyeT cOOJI0AaTh OCTOPOKHOCTH IPH
MPUMEHEHUH JaHHOTO Npenapara y MalMeHTOB ¢ COCTOSHUSIMM, Tpe/ipaciiojiaralolluMu UIIH
YXYUIAIMMHACS U3-3a 3aJePXKKH JKUAKOCTH. [TalmeHThl ¢ cep/edyHoi HeA0CTaTOYHOCTHIO B
aHaMHe3e WK apTepUaIbHOM rMIepTeH3uel J0KHbI ObITh MOA TIIATEIbHBIM HAOII0/ICHUEM.

Bausnue na d)}/HKl{uIO no4yex

Jlintensnoe npumenenue HIIBII, B Tom umcne u nenekokcuba, MOryT OKas3blBaTh TOKCHYECKOE
JeiictBue Ha (DYHKLMIO MOuYeK. BbLIO ycTaHOBIIEHO, YTO IeJIeKOKCHO He obsiagaer Oosbluei
TOKCUYHOCTBIO 10 cpaBHeHuto c¢ japyrumu HIIBIL. llenekokcu® cineayer mnpuMeHSATh ¢
OCTOPO’KHOCTBIO Y TAIIMEHTOB ¢ HapylieHHeM (QYHKUUU M0YEK, Cep/IeYHON HEeI0CTaATOYHOCTBIO,
HapyuieHueM (GYHKIUU MeYEeHN U Y TOXKHUIIBIX NMauueHToB. DYHKIUS 10YeK Y TAKUX MalMeHTOB
JIOJDKHA THIATEIbHO KOHTPOJIMPOBATHCS.

Cresyer cob0aTh OCTOPOKHOCTH MPH NPUMEHEHUH npenapata Pepmakokc® y nmauueHToB ¢
jgeruapatauueii. B takux ciyyasx ienecoo0pa3HO CHauyasla MPOBECTH Peruparaluio, a 3aTeM
HAYMHATh Tepanuio npenapatom Pesmakokc®.

Brusinue na d))/Hl\'IJUIO nevyeru

[lenekokcu® He cieayeT NMPUMEHSTh y NMAlUEHTOB ¢ HapylleHHeM (YHKLUUHU IEYEHH TSAKEJION
crenenn (kiacc C mo kinaccudukamuu Yaiina-Ilsio). Llenekokend ciieyer NpuUMEHSTH C
OCTOPOXKHOCTBIO MPH JICYEHUH MALUEHTOB C NEUYCHOYHON HEA0CTAaTOYHOCTBIO CPEIHEN TAKECTH
¥ Ha3HauyaTh B HAMMEHbIIEH PEKOMEHI0BAHHOM J103€.

B HekoTOphIX cilyyasix HaOIIOAAIUCh TSDKEIbIE PEaKIUW €O CTOPOHBI IEYEeHH, BKIHOYas
(GyIbMUHAHTHBIM TenaTUT (MHOT/A C JIETAJIBHBIM MCXOJOM), HEKpPO3 IE€UYCHH, IeYeHOYHas
HEJOCTaTOYHOCTh (MHOTJA C JIeTAJIBHBIM HCXOJAOM MJIM HEOOXOAMMOCTBIO TpPaHCIUIAHTAIL[MH
neyeHu). BOJBIIMHCTBO U3 ATUX peaklMi pa3BUBAIMCH uyepe3 1 Mecdll mocjie Havajia npuema

Lesexoxcuoa.
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ITanmeHTsl ¢ CUMIITOMaMH W/WJIM IPU3HAKAMU HApyIIeHUs: QYHKIUH TeYeHH, WIH Te TMalHeHTHI,
y KOTOPBIX BBISIBJICHO HapyllleHHe (YHKIIMU MeYeHU JTabopaTOPHBIMH METOAAMHU, IO0JDKHBI OBITH
110/] TIIATEJbHBIM HaOJIIOJICHUEM Ha MpEeAMET pa3BUTUs 0oJiee TSIKENBIX PeaKIHi CO CTOPOHBI
neyeHu I1ocie 2-X Hejleldb Tepanuu npenapatoM PeBmakokc™, B janbHeiineM mnokasaTeiu
MEYEHN JIOJDKHBI IOCTOSSHHO KOHTPOJIMpOBaThes. IIpW MOSIBIEHMH TNPU3HAKOB TMOPaXKEHUs
neyeHn (KOXKHBIM 3yJl, MOXEJITeHHE KOXKHBIX MOKPOBOB, TOILIHOTA, PBOTA, OOJM B KHBOTE,
MOTEMHEHHWE MOYH, TMOBBIIIEHHE AKTUBHOCTH «IMEYEHOYHBIX» TpaHCAMHMHA3) WM CHCTEMHBIC
NpOSIBJICHUS (HapuMep, 303MHO(GUINS, KOXKHAs CBIIIb U Np.) CIeIyeT OTMEHHMTh NpenapaTr
o0paTuThCs K JieyalieMy Bpauy.

Anadm.wrcmuuecxue peakyuu

[Ipu npueme npenapata PeBmakokc”™, GbUIM 3aperMCTpMpOBaHbl Cilydad aHaQUIAKTHYECKHX
peakiui.

Cepbe3ubze PeAKYUU CO CMOPOHBL KOHCHBIX HOKDOBOE

Kpaiine peako npu npueme 1esnekokcuda oTMeyaauch cepbe3Hble Peakiiii O CTOPOHBI KOKHBIX
NIOKPOBOB, Takue Kak HSKc(poJMaTUBHBIA jgepmaTuT, cuHJApoM CrtuBeHca-/[)koHCOHA, U
TOKCUYECKHH 3MUJIEePMAJIbHBI HEKPOJM3, HEKOTOpble M3 HUX ObuiM (aranbHbIMU. Puck
NOSIBJICHUs TaKUX peakuuid Oojiee BBICOK y MAllMEHTOB B Hayaje Tepanuu, B OOJILIIMHCTBE
OTMEUEHHBIX CJIy4aeB TaKHe peakluuu HAuYWHAIMCh B TepBbli Mecsn Ttepanuu. Cuenyer
NpeKpaTHTh NpHeM npenapata PeBmakokc® NpHM TOSBIEHHH KOXKHOH CHINHK, M3MEHEHHil Ha
CIM3UCTBIX 000JI0UKAX WIIU APYTUX NIPU3HAKOB IMIIEPYYBCTBUTEILHOCTH.

Tepanusi_ enokoKopmukocmepoudamu

He cnenyer 3amensarts tepanuio ['KC nenekokcubom npu Jie4eHUH TIIHOKOKOPTUKOCTEPOHUIHOM
HejocTatoyHocTH. [lpu BHe3anHom mnpekpamenun npuema ['KC pasBuBaeTcss «CHHIPOM
OTMEHBIY.

Brusnue na opeanvi kposemeopenus

YV naumentoB Ha (oHe mpuema Lenekokcuba mHoraa Habmojaercs anemus. Ilpn Hanmyun
CHMIITOMOB @HEMHMH WJIM KPOBOIIOTEPH CIEAYEeT KOHTPOJIMPOBATH MOKA3aTeld IeMOrjio0MHa M
rematokputa. [Ipenapar PeBmakokc®™ B yKa3aHHBIX JO3MPOBKax, Kak MPaBUIIO, HE OKa3bIBaeT
BIIMSHME Ha KOJMYECTBO TPOMOOIMTOB, TMOKa3aTeld MPOTPOMOMHOBOTO BPEMEHH U
AKTUBUPOBAHHOTO YACTHYHOIO TPOMOOIUIACTUHOBOTO BPEMEHM, a TakXKe He BIHMSET Ha
arperaiuio TpoMOOIUTOB.

Meonennwviit memaboausm cvocmpamos uzogpepmenma CYP2C9

[laneHTaM ¢ U3BECTHBIM Me/UIEHHBIM MeTabonm3MoMm cybcerpatoB u3opepmenta CYP2C9 (na

OCHOBEC I'€CHOTHIIA UJIH B aHaMHe3€) WUJIM C ITOI03PEHUEM Ha TAKOE COCTOSIHUE CIIEAYET IPUMCHITH
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npemnapar PeBmakokc™ ¢ OCTOPOXKXHOCTBIO. peKOMCHlIyCTC}I HavyaTb TEpalnuw C HavyaJIbHOM

PEKOMEH/1yeMOii /103bl, YMEHbIIIEHHOH B 2 pa3a.

BiMsiHHe Ha CHOCOOHOCTH YNPAaBJIATHL TPAHCHOPTHBLIMH cpeicTBaMH H pabory ¢
MeXaHH3MaAMH

Heo6xoaumo co0J110/1aTh  OCTOPOXKHOCTH TMPH YIPABICHUU TPAHCIIOPTHBIMU CPEICTBAMH M
3aHATUSAX JAPYTUMH TOTEHIIMATBHO ONIACHBIMU BUJIAMH JI€SITEIbHOCTH, TPEOYIOIUX MOBBIIEHHON
KOHIIEHTPAllMM BHUMaHMUs M OBICTPOTHI ICUXOMOTOPHBIX Ppe€aklMi, TaK KaK npenapar
PeBmakokc® MOKeT BBI3BaTh IOJOBOKPYKEHHE M Jpyrue 1moOo4Hble 3¢HeKThl, KOTOPbIE MOTYT

BJIMATH HA YKAa3aHHBIC CIOCOOHOCTH.

®opma BbINYCKA
Kancysasl 100 mr u 200 mr.
[To 10 uim 20 kancyn B 6mctep u3 [I1BX/amomunns.

ITo 1 mim 2 uim 3 GiMcTepa B KAPTOHHYIO MAYKY BMECTE C MHCTPYKIHEH 10 IPUMEHEHHIO.

YceaoBusi XpaHEHHUSHA

Xpauutb npu Temneparype He Bbite 25 “C.

XpaHUTb B HEZIOCTYITHOM /1l ZIETEeH MecTe.

Cpok roaHocTu
3 roja.

He NPUMEHSATH 110 UCTCUYCHUHU CPOKA I'OIHOCTH, YKAa3aHHOI'O Ha YITaKOBKE.

YciioBus oTnycka

OTHycKaroT 1o peLenTy.

Ilep)l(aTe.m, PErHCTPAIIHOHHOI'O YIOCTOBEPEHHUSA:

000 «BAJIEAHT», 115162, Mocksa, yi. [11abonoska, a. 31, ctp. 5, Poccus

Ilpou3BoauTEe]Ib  TOTOBOH  JleKapcTBeHHOH  dopmbl,  (GacoBmHUK,  YNAKOBIIHK,
BBINYCKAIMHH KOHTPOJIb Ka4eCcTBAa:
Atnantuk ®apma - [Ipoastokoc @apmacerotukac C.A., Ilopryranus

Pya na Tanana I'panne, 2, AGpynreiip, 2710-089 Cunrpa
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Opranuszanus, NPUHEMAKOMAst NPeTeH3HH NoTpeduTe el :
000 «BAJIEAHT», 115162, Mockaa, yi. [llabonoska, 1. 31, ctp. 5, Poccus.
Ten./pake: +7 (495) 510-28-79

Jlupektop no peructpauuu B Poccun

u crpanax CHI' 000 «BAJIEAHT»

Kosnosa T.B.
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