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MUHHCTEPCTBO 3/IPABOOXPAHEHUS POCCHMCKROMGEAHPAIIM /)

MHCTPYKLIMA

[10 MEJJMITMHCKOMY [TPUMEHEHMUIO JIEKAPCTBEHHOTI O TIPEITAPATA

Iesexkoxkcnod

Perucrpannonnsiii Homep:

Toprosoe naumenoBanmue: [lenexokcu6d

MexaynapoaHoe HenmaTeHTOBAHHOE HJIH FPYNIIHPOBOYHOE HAUMEHOBAHHE: [[EJIEKOKCHO
JlekapcTBenHasi popma: Kamncyibl

Cocras: | xancymia CoJlepxHr:

Heticmeyrowee sewgecmeso: nenexoxkentd 200,00 mr.

Benomozamenvuvie 6eujecmea: nakto3sl MoHOTUapaT 43,15 Mr; HaTpuil KpocKapMeosa

3,00 mr; natpus naypuicyiasdar 8,10 mr; mosumon K30 6,75 mr; maruus creapat 9,00 mr.
Cocmae obonouku kancyivi:

Kancyna meepoas sceramunosan Ne 2:

Kopnyc kancynvi: xenatun 82,400 %; narpus naypuicyisdar 0,100 %:; oaa 14,500 %; turana
nuokenn (E 171) 3,000 %.

Kpoviweuka kancyner: xenatun 83,237 %; narpus naypuncynsdar 0,100 %; Boga 14,500 %:;
TuTana quokeus (E 171) 1,200 %; xpacutens azopy6un (E 122) 0,428 %; kpacuTens mMyHIOBBIH
[ITonco 4R] (E 124) 0,535 %.

Onucaunue:

TBepasie xenatuHoBbie Kancybl Ne 2, Kopiryc 6eroro [BeTa, Kpbliledka TeMHO-KPacHOro
BETA.

Conepxumoe KarcyJ1 — HOPOIIOK HIIH CIIPECCOBAHHAs Macca OeIoro Wik OYTH OeIoro 1BeTa.
®apmakoTepaneBTHYECKas IPYIIa: HECTEPOUAHBIN IPOTHBOBOCTIATHTELHEIH TIperapar
(HIIBIT).

Kox ATX: MO1AHO1.

DapmakoIorHYecKue CBOiCTBA

Dapmakoounamura

[{enexokcub obnagaeT MpOTHBOBOCHANTUTEILHBIM, 00360 IHBAIONUM H JKAPOTIOHHWKAIOIIUM
nekicTBueM, OJI0KHpYs 00pa3oBaHHe BOCTIANHTEIBHBIX POCTAraanMHoB (Pg) B 0cHOBHOM 3a
CcueT HHruOHpoBanus uuknookcurenassl-2 (LIOI-2). Unayxims 1{OT-2 NpoHCXOIUT B OTBET Ha
BOCIAJICHUE U IPUBOJIUT K CHHTE3Y M HAKOIUICHHIO TPOCTAIJIaHIMHOB, B 0COOCHHOCTH

npocrariasiuHa Ea, pu 5ToM NPOMCXOUT yCHIIeHHE IPOSIBICHUH Bocanenus (OTeK 1 GoJIb).
1
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B TepaneBTHUECKHX [03aX Y YelOBEKa HeleKoKdu6 snaunmo e RFHEHHyer [-4234517)

nukiookeurenasy-1 (L1OI'-1) u He oka3pIBaeT BIMSHMS HA IPOCTArIAH/IMHEL, CHHTE3UPYEMBIE B
pesynbrare akTuBauuu L{OI-1, a Taxoke He OKa3bpIBa€T BIMUSHHS Ha HOPMAJIbHEIE
¢usuonoruueckue nporeccsl, cps3anubie ¢ [{OI-1 1 npoTekaroniie B TKAHAX, H MPEK/IE BCETO B
TKaHAX JKeIy/Ka, KHIIeYHrKa U TPOMOOIUTAX.

Brusinue na gpynxyuio novex

[lenexokcu® cumxkaer BbiBeeHHe ¢ oukamu PgEs u 6-kero-PgF| (Metabonuta
NPOCTAlMKIIMHA), HO HE BIMSET HA CBIBOPOTOYHBIN TpoMOOKcan By u BeiBeneHue ¢ moukamu 11-
Aeruipo-tpombokcana Ba, merabonmmta Tpombokcana (06a - mpoxyktel I{OI'-1). Ienexokcut He
BBI3bIBACT CHHIKCHHUS CKOPOCTH Ki1yOoukoBo# unbrpaiuu (CK®) y mokuIbIX NALHEHTOB U JIUILL
C XPOHHYECKO# M0YEYHOH HE0CTATOUHOCTBIO, TPAH3HTOPHO CHHYKAET BHIBEJCHHE HATPHA. Y
TTAIUEHTOB C apTPUTOM HabIr01aeMas YacToTa pa3BUTHS epuepuIecKuX 0TEKOB,
apTepHaNbHON MHIEPTEH3WH U CEPAEYHOH HEJOCTaTOYHOCTH CPABHUMA C TaKOBOH Ha (oHe
npHeMa HeceleKTHBHBIX HHruOuTopoB L{OI', koTopble 001anaoT HHrHOUpyomel aKTHBHOCTBIO
B oTHOLIeHHH [[OT'-1 u I[OI'-2. Hanbonee BoipaxkeH nanuslii 3G dekT 611 y MallMEHTOB,
NOTyYaloMX TePanHio JuypeTHKaMu. TeM He MeHee, He 0TMeYaioCh YBETHYEHUS YaCTOThI
CITy4aeB MOBBIILECHHUS apTEPUAIILHOTO JABJICHHUSI M PA3BUTHS CEpPAEYHOM HEOCTATOUHOCTH, a
nepupepuyeckne OTeKH OBUTH JIETKOMH CTENEeHH TSHKECTH U MIPOXOIHIH CaMOCTOATENBHO.
DapmaKkoKkunemuKka

Bcacwieanue

[Ipu npueme HaTOIMAK LETEKOKCHO XOPOIIO BCACHIBAETCS, IOCTUIAs MAKCHMAJIBHOM
KOHUEHTPALHH (Crmax) B TJ1a3Me KPOBH NPUMEPHO Yepe3 2-3 gaca. Cmax B TUTa3Me KPOBH MOCIE
npuema 200 mr - 705 ur/mn. AGcomoTHas GHOI0CTYTHOCTH TIpenapaTa He HecleoBanach. Cmax
H ILIOIIA/b M0/ papMaKOKMHETHYECKOH KPUBOI «KOHIEeHTpamms-Bpems» (AUC)
NpUOIM3UTENBHO TPONOPLHOHAIBHBI PUHATO!H 03€ B quanazoue 103 10 200 mr 2 pa3a B
CYTKH; ITPH IIPUMEHEHNH 1ieJIeKoKcHOa B Oosiee BBICOKHMX J103aX cTeneHb MOBbImeHus Crnax M
AUC npoHCXOIUT MeHee MPOnopIHOHATBEHO.

Pacnpeoenenue

Cpsi3b ¢ Gernkamu 11a3MBI KPOBH HE 3aBHCHT OT KOHIEHTPALMH H COCTABISET OKOJI0 97 Y%,
LIEIEKOKCHO He CBS3BIBACTCS C IPUTPOLMTAMH KPOBH. Llesiekokcu6 nponukaer uepes
remarosHuedaneckuii 6apnep.

Memabonusm

[lenekokcn® merabomm3upyercst B IeYeHH MyTeM THAPOKCHIMPOBAHNIS, OKUCIEHHS W 9aCTHYHO
TIOKY POHMPOBaHUs. MeTaGonu3M B OCHOBHOM NpOTeKaeT ¢ yuacTieM muroxpoma P450

CYP2C9 (cm. pasznen «B3anmozeiicTsue ¢ ApyruMH JTeKapCTBEHHBIMHU CpelICTBAMMY).
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MetaGorTEI, 0GHapyKHBaeMbIe B KpOBH, (hapmpronornueciir Nkt & Urioiet

[OI-1 u IOI'-2. AktiBHOCTH IUTOXpoMa P450 CYP2C9 cHusKeHa y JIHLL ¢ TeHEeTHIECKUM
MoJMMOPGH3MOM, TaKUM Kak roMo3uroTHsli no CYP2C9*3 nmomumopdusm, KOTophIi BeeT K
YMEHBIIEHHUIO 3)()EKTUBHOCTH IH3UMOB.

Buigedenue

[enexokcu® MeTaboNM3UPyeETCsl B IIEUEHH, BBIBOIUTCS Yepe3 KHIIEYHHK H TOYKH B BHJIE
MeTabouToB (57 % u 27 %, COOTBETCTBEHHO), MeHee 1 % MpUHATO# 03B! - B HEM3MEHEHHOM
Buze. [Ipi mOBTOPHOM MPUMEHEHHH MEPHOT TOJTY BBIBE/IEHHS COCTABIIAET 8-12 4acoB, a KIMpEHC
cocrasisier 0koJ1o 500 m/mun. [Ipu 1OBTOPHOM NPUMEHEHHH PABHOBECHBIE KOHLIEHTPAIIHH B
I1J1a3Me KPOBH JIOCTHTAIOTCS K 5 IHI0. BapnabebHOCTE OCHOBHBIX (hapMaKOKMHETHYECKUX
napameTpoB (AUC, Cmax, mepuoz momyBbIBeIeH s ) cocTasiseT 0kono 30 %. Cpennuii 06bem
pacnpe/ieieHus B paBHOBECHOM COCTOSIHUHU paBeH npuMepHO 500 51/ 70 KT y MOJIOABIX 3M0POBBIX
B3pOCJIBIX MMAlMEHTOB, YTO YKa3bIBAET HA IIMPOKOE paclpeaeIeHue eJeKOKcuOa B TKaHsIX.
Bnuanue npuema nuwu

[Tpuem nenexokcuba BMeCTe ¢ JKUPHOM MUILEH yBEIHIHBACT BPEMsi JOCTHKEHUS Crmax TIPHMEPHO
Ha 4 yaca u NOBBIIIAET IIOJHOE BCAaChIBaHHE MpUMEPHO Ha 20 Y.

Ocobble epynnvl nAyueHmos

[ooxcunvie nayuernmer

Y manueHTos crapiie 65 et oTMeuaercs ysenudeHue B 1,5-2 pasa cpenHux 3Ha4eHuH Cna,
AUC uenexkokcuba, 4To B 60JIbIIeH CTENEHH 00yCIOBIEHO H3MEHEHHEM MAcChl Tela, a He
BO3PACTOM (y TMAlHEHTOB MOXKHIIOTO BO3pACcTa, KaK MpaBuiIo, HabmogaeTcs Gosiee Hu3Kast
CpeiHss Macca Tela, YeM y JIHI 6oJiee MOJIO0r0 BO3pacTa, B CHITy Y€ro y HUX PH MPOYHX
PaBHBIX yCIIOBUSX JOCTHTAIOTCsE G0JIee BHICOKHE KOHIGHTPAHH Henekokeu6a). [To Toit xe
TIPUYHHE Y MOXKHIIBIX KEHIIHH 00BIYHO OTMeYaeTcst Gosee BbICOKast KOHIEHTPAIKs Mpenapara B
TJ1a3M€ KPOBH, YEM y MOXKHIIbIX MYKYHH. YKa3aHHbIe 0COOEHHOCTH (papMaKOKHHETHKH, KaK
TPaBUIIO, HEe TPeOYIOT KoppeKHH 1036l. TeM He MeHee, y MOKUITBIX TTAIMEHTOB ¢ Maccoii Tea
HIDke 50 KI ciiejlyeT HauMHaTh JIeYeHHEe ¢ MUHUMATbHOM PEKOMEH/LYeMOM J103bL.

Paca

Y npezcraButenei Herpounanoii pacst AUC nenekokcu6a npumepHo Ha 40 % Bbime, yem y
eBporeiiues. [IpuunHbl 1 KIMHIYECKOE 3HAYEHHE 3TOr0 (aKTa He W3BECTHBI.

Hapywenue pynxyuu nevenu

KoHuenTpanuy nenexokcnta B miasme KpoBH y NAIHEHTOB € JErKOH CTENEHBIO MEeYeHOYHOM
HEJIOCTATOYHOCTH (Kiace A no knaccudukaiuu Yaiina-I1610) He3HAUYHTENBHO H3MEHSIOTCA.

Y nauueHToB ¢ neYeHOYHOI HEA0CTATOYHOCTRIO CPEIHEN CTENeHH TSHKECTH (kmace B mo

Kiaccuukaumn Yaina-ITsio) KOHIEHTpauus Lenekokenba B IIasMe KPOBH MOXKET
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YBEIIUMYHUBATHECA ITOYTH B 2 pasa.

Hapywenue ¢yuxyuu noyex

Y NOXHUIBIX MaHeHToB co cHikenneM CK® > 65 ma/mun/1,73 M2, cBSI3aHHBIM ¢ BO3PAaCTHBIMH
H3MeHeHusIMH, 1 y nanuenTos ¢ CK®, pasroit 35-60 mu/mun/1,73 M2, papMakoKHHETHKA
nenexokcnOa He u3mensiercs. He oGHapyskuBaeTcs 3HAUHTEIBHOMN CBA3H MKy COJCPKAHHEM
CBIBOPOTOYHOIO KpeaTHHHHA (Wi KinupencoM kpeatununa (KK)) u kimmpencom nenekoxcuta.
[Ipeanonaraercs, 4T0 HATMYHE TSHKENIOM CTENEHH TOYEYHOH HEeOCTATOYHOCTH HE BIMAET Ha
KJIMPEHC LEeJIeKOKCHOa, MOCKOIbKY OCHOBHOM ITyTh €r0 BBIBEIEHHS - IIPEBPAIIEHUE B TICICHH B
HEAKTUBHBIE METAOOJIHTHL.

IMokazaHns K NpHMEHEHHIO

CuMInTomMaTHyecKoe JleYeHne 0CTe0apTpoO3a, PEBMATOMIHOTO aPTPUTA U AHKHIIO3HPYIOIET0
CIIOH/IMJTHTA.

bonesoii cunapom (60u B criuHe, KOCTHO-MBIIIEYHbIE, TOCIEONEPAIMOHHBIE U JAPYTHE BHIbI
60mn).

Jleuenue nepBUYHOM AUCMEHOPEN.

IIpoTuBonokazanus

['unepuyBCTBUTENLHOCTE K 1eIeKOKCHOY HIM JF0GOMY PYTroMY KOMIIOHEHTY npenapara.
Vi3BecTHas NOBBIIEHHAs UyBCTBHTENEHOCTD K CYTb()OHAMHIAM.

Ilonnoe wim HenonHoe coyeTanne GPOHXHATBHOM ACTMBI, PELMAMBAPYIOLIETO [IOAMII03a HOCA 1
OKOJIOHOCOBBIX Ma3yX U HENEPEHOCHMOCTH alETHIICATHIIMIOBON KHCIOTHI MM apyrux HITBIT,
BK/II0Yast Apyrue uHruburoper L{OI'-2 (B ToM yncne B anamuese).

[Tepron nocne npoeeH s onepanun a0pTOKOPOHAPHOTO MIyHTHPOBAHHS.

AKTHBHBIC SDO3HBHO-3BEHHBIE TIOPAKEHIS CIIM3UCTON 06OTOUKH JKEITy KA KK
ABEHA/I@ATUIIEPCTHON KHIIKH, WK s3BeHHas OOJIe3Hb JKelTy/IKa 1 IBEeHaATUIIEPCTHON KHIIKU B
CTa/IuH O0OCTPEHUS MITH JKEITy IOYHO-KHILIEYHOE KPOBOTEUEHHE.

Bocnamurensnbie 3a6omeBanus kumeunuka (6osnesns Kpona, s3peHublit KOJIUT) B (haze
obocTpenus.

Xponuyeckas cepaeynas vepoctarounocts (I1 - IV (ynxumonanbHelit Kinace mo NYHA).
Kinaunyeckn nonrsepikienHas niemMudeckas 6oje3Hb cepia, 3a601eBaHms nepudepudecknx
apTepuii B HepeOpOBacKyIsApHEIE 3a00IeBaHNs B BRIPAKEHHOMN CTAIHH.

['eMopparuyeckuii HHCYJIBT.

Cyb6apaxHoHI1aIbHOE KPOBOH3IIHSIHHE.

bepemerHOCTS 1 IepHO rpyIHOTO BeKapMIMBaHHUs (CM. paszen «ITpumenenue npu
OEpeMEHHOCTH U B TIEPHOJI IPYIHOTO BCKAPMITHBAHHUS» ).

Tsoxenas meuenoynas HEAOCTATOYHOCTh (OI'IbIT I[IPUMECHEHUs OTCYTCTByeT).
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Tsokenas moueunas Hexoctatounocts (KK Mened 30 mu/mun) S Beethsyioltine sa6omepanms

NOYEK, MOATBEPKACHHAS I'HIIePKaIHeMus (OTIBIT IPUMEHEHHs OTCYTCTBYET).

Jeduuut 1aKTa3skl, HEMEPEHOCHMOCTB JIAKTO3bI, TIIOKO30-TATAKTO3HAS MATbabCOpOIIHSL.
Bospact 10 18 et (OmbIT IpUMEHEHHS] OTCYTCTBYET).

C ocTOpOKHOCTBHIO

[lenekokeHG cremyeT NpUHUMATh ¢ OCTOPOXKHOCTBIO IPH CIIEAYIONIMX COCTOSHUSX: 3a00IeBaHMs
JKEIy I0YHO-KHIIEYHOTO TpaKTa (S3BeHHas O0NEe3Hb KeNly/Ka U ABCHAIATUIIEPCTHOH KHIIKH,
A3BEHHBIH KONMT, 60se3Hb Kpona, kpoBoTeueHus B anaMHe3e), Hanmuuue undexuun Helicobacter
pylori; coBMeCTHOE IPUMEHEHHE C AaHTHKOAryISHTaMH (Bap(apyH), aHTHarperaHTaMu
(aueTHiICANMIMIIOBAs KMCIIOTA, KIOMHAOTPEN), [IEPOPATbHBIMHA ITIOKOKOPTHKOCTEPOHIAMH
(IPEZIHU30TIOH), Iy PETHKAMH, CENEKTHBHBIMH HHIHOGUTOPaMu 06PaTHOTO 3aXBaTa CEPOTOHUHA
(uTasnonpam, GIryoOKCeTHH, TAPOKCETHH, CEPTPAIHH), IMTOKCHHOM; 3aepIKKa KHAKOCTH 1
OTEeKH; HapyIIeH!s QYyHKUMM NEUYEHH CPEe/IHEl CTeNneHH TshkecTH (cM. paszen « Ocobble
YKa3aHHs»), 3a007eBaHus EYEHH B aHAMHe3e, [IeYeHOUHas TOPHUPHS; XPOHHUECKas I0YedHas
nesocrarodHocTh (KK 30-60 mu/mMun); 3HaunTebHOE CHIDKEHHE 06BeMa IMPKY JTHPYOLLIeit
KPOBH (B TOM YHCIIE IOCTIE XMPYPrHYECKOrO BMEIIATENBCTBA); 3a00IeBAHHS CEPAEYHO-
COCYTMCTOH CHCTEMBI, apTepHaibHas runepTensis (cM. pasaen « Ocobble yKa3aHHs»);
LepedpOBacKy IpHbIE 3a00/ICBAHMS; IUCIHITHAEMUS/ THITEPITHITHICMHS, caxapHblii 1uaber;
3abosteBanus nepudepHUeCcKUX apTepHii; OIHOBPEMEHHOE IPHMEHEHHE ¢ UHrUOUTOpaMu
usoepmenta CYP2CY; y narueHToB, KOTOphIE SIBISIOTCS Me/LTEHHBIMH MeTaboIM3aTopaMu
HIIH UMECTCs MTOJI03PEHUE Ha TAKOE COCTOsSHME; InuTebHoe npumenenre HITBIT; Tsokensie
COMaTHYeCKHe 3a00IeBaHys; MOKUIIbIE TAIMEHTBI (B TOM YHCIIE TIOJTy YarOLIHe JIAY PETHKH,
oc/1abNIeHHbIE NIAMERThI C HU3KOH MAccoi Tena); KypeHue; TyGepKyIies; almkoromm3M.
ITpumenenne npn GepeMeHHOCTH H B IIEPHO IPYAHOr0 BCKAPM/IHBAHHS

OTCyTCTBYIOT I0CTATOYHbIE JaHHBIE N0 TPUMEHEHHIO LeNeKOKCcHba y OepeMeHHBIX HKEHIIHH.
[NoTeHumanbupIi pUCK NPUMeHeHHs LeneKoKeHba BO Bpems OepeMEeHHOCTH HE YCTaHOBJIEH, HO
HE MOXET OBITh HCKITFOUEH.

B coorBercTBUE ¢ MeXaHH3MOM JIeHCTBHS, MPH NPHUMEHEHHH HIIBII, Bxmouas nenekokcuo, y
HCKOTOPBIX JKEHILMH BO3MOKHO Pa3sBUTHE H3MEHEHHH B SMUHMKAX, 9TO MOJKET CTaTh IPHIHHOMN
OCJIOKHEHHH BO BpeMsi GepeMEHHOCTH MTH HapylleHHs epTHILHOCTH. Y JKEHIIHH, KOTOpBIE
IUTAHUPYIOT GEPEMEHHOCTH WITH TTPOXOAT 06CIeI0BaHHE MO noBoy Gecrionus, cieayer
pacemMoTpeTs Bonpoc 06 ormene nipuema HIIBII, BrItiouas 1e1ekokcus.

[enexokcu®, oTHOCAmMICS K rpynne HHTHOHTOPOB CHHTE3a IPOCTArJIaHInHOB, IIPH MPUEME BO
BpeMs bepeMeHHOCTH, ocobenHo B 11l TpuMecTpe, MOXKeT BBI3BIBATS CIA60CTD COKpallleHHH

MATKH | MpEkICBPEMEHHOE 3aKPhITHE apTePHaNbHOr0 NpoToKa. IIpumenenne HHrHGHTOPOB



COOTBETCTBYET 2KCNEPTHOMY OTYETY
ot 13.11.2023 N2 22967
CHHTE3a IIPOCTArIAH/IMHOB HA PAHHEM 3Tale GefleMeHHOCTH MOSKETFHErATHBHT o% Ha

Te4eHUU OEPEMEHHOCTH.

[Ipumenenue nenekokcuda MPOTUBONIOKA3aHO BO BPeMs OEPEMEHHOCTH U B MIEPUOJ TPYIHOTO
BCKapmiuBaHus (cM. paszen «IIpotuBonoxazanus»). [Ipu npumenennn Bo I1-I11 Tpumectpe
oepemennoctu HIIBII moryT cipoBoumpoBats HapymieHHe QYHKIIHE MOYEK Y IUI0/1a, 9TO MOKET
IPUBECTH K YMEHBLIEHUIO 00beMa aMHUOTHYECKOH JKUIKOCTH WIIH B TSDKENBIX CIIydasx K
MaJIOBOJHMIO. JlaHHbIE SBIEHHS MOT'YT BO3HHKATh BCKOPE MOC/IE HavYasia JCUeHHs U OOBITHO
obpaTtumel. Heob6xoquMo npoBOINTS TIIATEIEHBI MOHHTOPHHT 00BeMa OKOJIOTUIOHBIX BOJ Y
OepeMeHHBIX KEeHIUH, TPUHUMAIOIIHX [1eJIeKOKCHO.

Wmerorest orpaHH4eHHBIE TAHHbBIE O TOM, 4TO 1ENEeKOKCHO MPOHUKAET B TPYIHOE MOJIOKO. B
MCCIIEI0BAHUAX OBLIO IOKA3aHO, YTO HEIEKOKCHO POHUKAET B IPYAHOE MOJIOKO B OY€Hb
HHU3KHX KOHIIEHTpalusaX. TeM He MeHee, IPUHUMAsl BO BHUMAHKE MOTEHIIMAIBHYIO BO3MOXKHOCTh
pasBUTHs MOOOYHEIX 3QPEKTOB OT IeTeKOKCHOa y BCKapMIMBaeMOro peGeHKa, ClelyeT OLEHUTh
Le1eCO00Pa3HOCTh OTMEHBI TMOO0 IPYAHOrO BCKApMIIMBAHUSL, OO TIpHEMa LeIeKOKcHOa,
YUYMTBIBAs BAXXHOCTB IIPHEMA Iperapara il MaTepH.

Cnocof npumeHeHUsI U 103bI

BHyTpb, HE pa3)KeBbIBasi, 3aNUBas BOJIOH, HE3aBUCHMO OT IIPHEMa ITHIIIH.

[TockonbKy pHCK BO3MOXKHBIX OCJIOKHEHHUH CO CTOPOHBI CEPAEYHO-COCYIUCTOH CHCTEMBI MOYKET
BO3pacTaTh C YBEIHYEHHEM J03bl M IIPOJOIDKUTENBHOCTH MpHeMa LeNeKOKCHba ero clieayer
NPUMEHATb MHHHMAJIBHO BO3MOXHBIM KOPOTKHM KyPCOM B MHHHMAIBHO 3 (EKTHBHOM 103€
npenapara. MakcumanbHas peKOMEHI0BaHHAsl CYyTOYHAs 1034 TP JUIMTeIbHOM nipreme 400 mr.
Cumnmomamuueckoe nevenue ocmeoapmposa: peKOMEHAOBaHHas 103a cocrtasiser 200 Mr B
CYTKH 3a 1 umm 2 npuema.

Cumnmomamuueckoe  nevenue — peemamoudHoz0 — apmpuma: — PeKOMEHIOBAaHHAs /1032
uenexokeuda cocrapmnster 100 umm 200 Mr 2 pasa B CyTKH.

Cumnmomamuueckoe nevenue aHKUNOUPYIOWe20 CROHOUAUMA: DEKOMEHIOBAHHAs /032
nenekokcuba cocrasnser 200 mr B cyTku 3a 1 wim 2 npuema. Y HEKOTOpPBIX MAlMEHTOB
otMedeHa d(pdexkTuBHOCTE nprMeHerus 400 Mr B CyTKH.

Jleuenue 6onesoeo cunopoma: peKOMEHIOBaHHAS HAuyaJbHAs 032 LEJIEKOKCHOA COCTABIISET
400 mr, ¢ mocnenyONMM, P HEOOXOAMMOCTH, IPUEMOM JIOTIOTHHTEBHON 10361 B 200 MT, B
NepBeIi eHb. B mocieayromme nuu pekomenioBanHas 1o3a cocrasnset 200 Mr 2 pasa B CyTKH,
110 HEOOXOIUMOCTH.

Jleuenue nepuynoil Oucmenopeu: peKOMEHI0BAHHAS HAYATBHAS 1032 HENEKOKCHOa COCTABIISET
400 wmr, ¢ mocnenylomuM, IpH HEOOXOAMMOCTH, TIPHEMOM JOMOIHHTENLHOH 10361 B 200 MT, B

NEPBBIH NIEHb. B mocieytomiue i1 peKoMeHIoBaHHast 103a coctasiseT 200 Mr 2 pasa B CyTKH,

6
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110 HEOOXOJUMOCTH. (Bxopmwwmi M3 N24234517)

Ioxcunvie nayuenmer: 0OBIMHO KOPPEKIHHU 10351 He Tpebyercst. OIHAKO y MallueHTOB ¢ MAaCcCOM
Tena Huwke 50 Kr IeyeHue JIyqiie Ha9uHaTh C MUHUMATBHON PEKOMEHIOBAHHOM 0351,
Hapywenue @ynkyuu nevenu: y TAUHEHTOB C JIETKOM CTENEHBIO TSHKECTH NEYEHOYHOMN
HEJIOCTaTOYHOCTH (Kiace A mo knaccuduxamuu Yaitna-I1b10) koppekun n03sl He Tpedyercs. Y
MAlMEHTOB C [E€YEHOYHOH HEJOCTAaTOYHOCTH CpeaHed cTemeHH TshkecTH (kiacc B mo
knaccuukamun  Yaknn-ITe0), cnexyer CHM3HTH HAYalbHYIO PEKOMEHIOBAHHYIO 03y
npenapara BaBoe. OmnblTa NPUMEHEHHUS Tperapara y MANMEHTOB C TSDKEJIOW CTENEeHBIO
NEeYeHOYHOH HexocTaTtounocTu (xace C no winaccudukaunu Yaina-ITei0) Her (cM. pasnes
«Ocobble ykazanus», «[IpoTHBonmokazanusy»).

Hapywenue ¢pynxkyuu novex: y NaMEHTOB C JIETKOW W CPEIHEN CTENEHBIO THKECTH MOYEHHOM
HEJIOCTATOYHOCTH KOPPEKIHMH 1035l He Tpebyercst. OnbITa MpUMEHeH s [Tpernapara y HaldeHToB
C TSKEJIOH CTENEHBIO THKECTH IOYEYHOH HEeJOCTaTOYHOCTH HeT (cM. pasjensl «Ocobbie
ykazauus», «IIpoTuBonokazanus»).

Oonospemennoe  npumenenue ¢ IYKOHA3010M: TPH  OJHOBPEMEHHOM HPHUMEHEHHH
(yxonaszona (uuruburop nsopepmenta CYP2C9) u nenekokcuba cemyeT CHU3UTH HAYaTBHYIO
PEKOMEHIIOBaHHYIO /103y npenapara Basoe. Crexyer coOiofaTe OCTOPOXKHOCTH —IIPH
OJTHOBPEMEHHOM NPUMEHEHHH C APYrUMHU HHTHOUTOpamu usodepmenta CYP2C9.

[lenekokcHo ceyeT ¢ OCTOPOKHOCTBIO IPUMEHSTH Y TAIMEHTOB, SBJISIOMIMXCS MEIIEHHBIMH
MeTaboIM3aTOpaMHt WK € MOJI03PEHHEM Ha TAKOE COCTOSHHE, TaK KakK 3TO MOYXKET IPUBECTH K
HaKOIUICHHIO BBICOKMX KOHIEHTpAIMH Lenekokcuba B IiasMe KpoBH. Y TaKuX MALHEHTOB
CJIeTyeT CHU3UTh HA4allbHYI0 PEKOMEHI0BAHHYIO 103y Mpernapara BABOE.

IToGounoe neiictBue

Kpurepuu ouenku gacTots!: odenb gacto (> 10 %); wacto (>1 % u <10 %); newacto (> 0,1 % u
<1%); peaxo (>0,01 % u < 0,1 %), ouens peaxo (<0,01 %).

Co cmoponwl cepoeuno-cocyoucmoil Cucmempl:

yacmo: nepupepruIeckie OTEKH, MOBBINICHHE apPTEPHAIBHOTO IABICHHUS, BKIIOYas YTsDKEIICHHE
TE€YCHUS apTEPHAIbHON MIIEPTEH3UH;
HeYacmo: «IPUIIUBLDY), OLIyIIEHUE cepaieOueHus;

peoko: TIPOSIBIICHHE XPOHUYECKO# Cep/IeYHOi HEOCTATOUHOCTH, apUTMHUS, TAXHKAPIHA,
HIIEMUYECKHH HHCYTIBT U HHDAPKT MHOKAp/Ia.

Co CMOPOHBL HCENYIOUHO-KUULCYHO20 mpaxkma.

uacmo: abfoMUHaTIbHAS GOk, IMapest, AUCIIENCHs], METEOPH3M, PBOTA;
Hedacmo: 3aboneBanus 3y60B (MOCTIKCTPAKLHOHHBIN JTyHOUYKOBBIH a/IbBEOJIHT);

pedh‘o: SA3Ba XXEJTy1Ka U nBeHa,nuaTHnepcmoﬁ KHIIKH, U3BA3BJICHHUE ITUILEBOAA,
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oyenwb peoxo: nepdopanus KUIEYHUKA, TAaHKPEJTHT. (Bxoamwmi M3 N=4234517)

Co cmopoHbl HepBHOU CUCTEMbL.

Yacmo: TOJIOBOKPYKeHHE, O€CCOHHMIIA;
Heyacmo: OECTIOKOMCTBO, OBHIIIEHUE MBIIIIEYHOTO TOHYCA, COHJIMBOCTh;
PeoKo. CIyTAaHHOCTh CO3HAHUS (TICHX03).

Co cmopoubl noyex U MoYesblOeAUMeNbHOU CUCTIeMbL.

yacmo: HPEKIUI MOYCBBIX ITyTEH.

Co cmopoHbl OblxamenbHOU CUcmemel.

yacmo: OPOHXHT, Kallleslb, CHHYCUT, HHPEKIIMHU BEPXHUX JBIXaTEIbHBIX Iy TEH;
Heyacmo: GapuHTHT, PUHHUT.

Co cmopoHbl KOHCHBIX HOKp0B8086.

yacmo: KOKHBIN 3y (B TOM YHCIIE T€HEPAIM30BaHHbIH ), KOYKHAsSK CHIIIb,
Heyacmo: KpaluBHHULA, SKXUMO3bI;
PeOoKo: aloNeLHsl.

Co cmoponwl kposu:

Heyacmo: aHeMHsl, SKXHMO3bI,
peoko: TPOMOOLIUTOTIEHHS.

Co CMOPOHBL UMMYHHOU CUCEMbL:

peoKo: aHTHOHEBPOTHYECKHI OTEK;
oyYenb pedko: OyIUIe3HbIe BhICHIIaHus (OyJUIE3HBIN IepMaTHT).

Co cmoponbwi Op2aHo6 4yecme.

Hedacmo: IIyM B yliaX, HEYETKOCTb 3PUTEIIBHOTO BOCIIPUSITHS.

Co cmoponbl cenamobuiuapHol cucmembpl:

HeYacmo: MOBBIIEHAE aKTUBHOCTH «IIEYEHOYHBIX» (DepMEHTOB (B TOM YHCIIE
aJlaHMHaMMHOTpaHchepaskl U acnapraraMuHOTpaHchepassl).

Obwue:

HeYacmo: r’unepyyBCTBUTENLHOCTD, IPUINIONOAOOHBIH CHHIPOM, CITy4YaifHbIE TPABMEI, OTEK
JIHIIA.

[To6o4nbIe 3 HEKTEI, BHISIBICHHBIE B [IOCTMAapKEeTHHIOBBIX HAOJIIOIEHHUIX

Hecmotpst Ha To, uTO 5TH peakinu GBUTH BBISBIEHB! B XO/I€ MOCTMAPKETHHTOBBIX HAGIIO e HH I,
OHHM OBLITH pacmpe/ieNIeHbl M0 YacToTe CIIeYIOMIM 06pa3om: oueHs 4acto (>10 %); wacto (>1 %
1 <10%); newacro (> 0,1 % u <1 %); peako (> 0,01 % u <0,1 %); oueHs peaxo (<0,01 %);
4acTOTa HEM3BECTHA (HEBO3MOXKHO OLEHHTh YaCTOTY HA OCHOBAHHM HMEIOIIMXCS JAHHEIX).

Co cmoporbl UMMYHHOU CUCTEMDbI

ouYenb peoxo: aHaQUIAKTHYECKHE PEaKiliH.
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Co cmopoHbl HePBHOU CUCTIEMbL. (Bxopauwwin M3 N=4234517)

PeoKo: TAUNIOLUHALINY;
OYeHb peOKo: KPOBOM3IIHSHUS B TOJOBHON MO3T, aCENITHYECKUI MEHHHTHT, IIOTEPSI BKYCOBBIX
OUIYIEHUH, MOTePs] OOOHSHHSL.

Co cmopounwvi opeana 3peHus:

Hedacmo: KOHBIOHKTUBHT.

Co cmoponwl cocyoos:

O4€Hb PeOKOo: BACKYIHT.

Co cmoponbl ObixameabHOU CUCMEMbL;

peoxo: TpoMO03MOOIIHS TerOYHOM apTepuH, ITHEBMOHMT.

Co CMOpPOHbL DICQ.’IVOO‘IHO-KuuleltHOZO mpaxkma.

pec)rco: KEITY TOHUHO-KHIICYHBIC KPOBOTCYCHHSL.

Co cmoponwl 2enamobunuapiol cucmemsl.

PeOKO: TETIaTHT;

0YeHb peoKo: EYEHOYHAs HEOCTATOYHOCTD, QY TbMUHAHTHBIN reaTHT, HEKPO3 IIEYEHH (CM.
pasnen «Ocobble ykazaHus», Mojpasael « BiusHue Ha QyHKIHIO IIE9eHH»), XOJIEeCTa3,
XOJIECTATUYECKHUHU TeNaTUT, KEJITyXa.

Co cmoponbl KOACU U ROOKOICHOU KIeMmYamKU:

peoko: peakuuu GOTOYYBCTBHTEIBHOCTH;

oyenb peoxo: cunpom Crupenca-J[)koHCOHA, MHOrO(OPMHAs SpUTEMa, TOKCHIECKHIH
SMHUICPMalIbHBIH HEKPOJIN3, JIEKAPCTBEHHAsS CBITb B COUYETAHHH C Y03MHO(UINEN H CHCTEMHBIMH
cumnromamu (DRESS wuin cuapom rumepuyBeTBHTENBHOCTH), OCTpPBIN FreHepaTi30BaHHbIH
3K3aHTEMAaTO3HBIH IyCTyJIe3, SKCHONTHATHBHBIN JIEPMATHT.

Co cmoponbl noyex u Mo4egulOenumenbHOl CUCTEMbI:

peoKo: OCTpas NoYeYHast HeIOCTaTOYHOCTh (eM. pasaen «Ocobble yKa3aHus», NoaApasaes
«BrsHue Ha QYHKIHUIO TI0YEK» ), THIIOHATPHEMHS;

ouenb pedko: TyOyIOMHTEPCTHIMANBHBIN HePHUT, HepoTHIecKuit cCHHAPOM, GOJIe3Hb
MHUHUMAIBHBIX U3MEHEHHUH.

Co cmopoubl penpodyKmuBHOU CUCMEMBL:

peoxo: HapyIIeHHEe MEHCTPYAILHOTO [UKJIA;
uacmoma neusgecmua*: CHuKeHue GepTHIBHOCTH Y JKeHIIMH (cM. paznen «[Ipumenenue mpu
OepeMEHHOCTH U B IEPHOJ IPYAHOrO BCKAPMITHBAHHS»).

Cucmemmuole Hapyuerus:

Hewyacmo: 60k B IPYyIHOMN KJIETKE.

*)KCHIIIHHBI, IUIAHUPYHOIIHE 6ep€MCHHOCTB, HCKIIFOYAJIHCh U3 UCCIIENOBAaHMS, IIOOTOMY HX HE
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YUYUTHIBAIA [IPU MOJCYETE YACTOTHI BCTPEYaeMOQTH peaKuHH.':BKDLFl win M3 N24234517)

Ilepeno3npoBka

Knunuyeckuit OnbIT nepeo3upoBKH OrpaHuyeH. be3 KIMHHYECKH 3HAYUMBIX TOOOYHBIX
5(deKToB NpUMeHsIIUCh OHOKpaTHEIE 10 1200 Mr u MHOTOKpaTHBIE 10351 10 1200 Mr B

2 npuema B cyTkH. [Ipn nopo3pennn Ha nepeno3upoBKy He0OX0IMMO 00ECIeYUTh TPOBEIEHHE
COOTBETCTBYIOIIEN NOJIEPXKUBAIOILEH Tepanuu. [IpeanonoxuTeasHo AHain3 He SBJISeTCS

9} EeKTHBHBIM METOIOM BBIBEICHUSI IIperiaparTa u3 KPOBH, H3-3a BEICOKOM CTETIEHH CBS3BIBAHUS
nperapara ¢ OelIkaMu 1JIa3Mbl KPOBH.

B3anmojeiicTBHE ¢ APYTHMH JIeKaPCTBEHHBIMH CPEACTBAMH

OnnoBpeMeHHOE IIpUMeHeHHe LieNiekokenba ¢ murubutopamu uzodepmenta CYP2C9 moxer
MPUBECTH K MOBBIIIEHHIO €10 KOHLEHTPALMH B IJ71a3Me KPOBH. B Takux CiTydasix MOKET
MIOHAZOOUTHCSI CHUKEHHE JI03bI 1IeJIeKOKCHOa.

OnnoBpeMeHHOE IpUMEHeHHe Lienekokcrba ¢ uuaykropamu usodepmenta CYP2C9, Takumu
KaK puamMnunuH, kKapdbamazenu u 6apOouTypaThl, MOXKET IIPUBECTH K CHUIKEHHIO €10
KOHLICHTPAIIMHK B IJIa3Me KPOBH. B Takux ciIydasx MOXKET MOHAIOOUTHCS MOBBIIIEHHE 1035
LeJeKoKeuba.

B knuauYeckux uccaenoBaHusx hapMakOKMHETHKH U HCCIIE0BAHUSX in Vitro ObLIO MOKa3aHO,
4TO LEIEKOKCHO XOTs U He ABiseTcs cyberparoM usodepmenta CYP2D6, Ho uHrHOHpPYET ero
aKTUBHOCTE. [103TOMY CyImecTByeT BEpOsSTHOCTD JIEKAPCTBEHHOTO B3aUMOAEHCTBHS in Vivo ¢
npenapaTamMmu, MeTaboIM3M KOTOPBIX cBsi3aH ¢ u3opepmentom CYP2D6.

Bapcpapun u dpyzue anmuroazynsiume:: Ipyu OJHOBPEMEHHOM TPHEME BO3MOXKHO YBETHYEHHE
NPOTPOMOMHOBOTO BPEMEHH.

DryKoHA3011, KeMOKOHA301. IPH OJHOBPeMeHHOM npuMernennn 200 Mr (IryKoHa301a OHH pa3 B
CYTKH OTMEYACTCs yBEINYCHHE KOHIEHTPALMK LeIeKOKcHba B I1a3mMe KpoBH B 2 pasza. Takoit
3(deKT CBs3aH ¢ yrHeTeHneM MeTabom3Ma LeleKoKenta (IryKoHa3010M Yepe3 H30hepMeHT
CYP2C9. [launenram, npurumarommym ¢irykonason (uHru6uTop usopepmenta CYP2CY),
CIENyET CHU3HTh PEKOMEHIOBAHHYIO 103y Lieniekokcnba BaBoe (em. pasuen « Crnocobd
NpUMEHEHUs ¥ 103b1»). KeTokonason (uarudurop uzodpepmenta CYP3A4) He oka3biBaer
KITMHUYECKH 3HAa4uMOoro >¢gdexra Ha MeTaboam3m Lenekokcuoa.

Hexcmpomemopehan u memonponon: GbUIO yCTAHOBJIEHO, YTO TP OJHOBPEMEHHOM
NPUMEHEHHH neseKokenda B 103e 200 MI' B CYTKH, IPHBOIMIIO K [IOBIIEHMIO KOHIIEHTPALH
AexcTpoMeropana u MeTonponona (cyberparst uzodepmenta CYP2D6) B 2,6 u 1,5 paza
COOTBETCTBEHHO. TaKoe NOBbINICHHE KOHIICHTPALMH CBS3aHO C MHTMOMPOBAHHEM MeTaboIH3Ma
cyberparos uzopepmenta CYP2D6 nenekokcubom nocpeacTBoM MHTHOMPOBAHUS aKTUBHOCTH

camoro usopepmenta CYP2D6. B cBsizu ¢ 3TUM B IepHOX Hayaia TEpauy LeIeKOKCHOOM
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ClIeZTyeT CHU3HT 103y NPenaparos, seistomuxdi cyGerparalir ispeptientd C¥P7156, 4 nocre

OKOHYaHUS JICYCHHS LEIEKOKCHOOM 7103y 3THX IPernapaToB CIAeAyeT YBETHUHTh.
Memompexcam: He oTMe4anock GapMaKOKMHETHYECKUX KITMHUIECKH 3HAUUMBIX
B3aMMOJICHCTBUH MEX/Ty 1IeIeKOKCHOOM U METOTPEKCATOM.

I'unomen3susnvie npenapamol 6KN104As UHSUOUMOPLL AHSUOMEHZUHNPEEPALYAlOWe20 (epmenma
(AII®D) / anmazonucmor aneuomensuna Il (uru 610Kamopsl AHZUOMEHIUHOBBIX PEYENnMopos),
ouypemuxu u 6ema-aopenod10Kkamopsl: AHTHONPOBAHUE CHHTE3a POCTArJIAHIHMHOB MOYKET
CHHM3UTB 3GPEKT rUNOTEH3UBHBIX IPENIAPATOB, B TOM 4Ynciie HHTHOUTOPOB ATI® n/unu
0J10KaTOPOB aHTHOTEH3HHOBBIX PELENITOPOB, INYyPETHKOB H OeTa-aApeH00I0KaTopoB. ITo
B3aUMOJIEHCTBUE JOJDKHO MPUHAUMATHCS BO BHUMAHHUE MTPH TIPHMEHEHHH LEJIEKOKCHOa
COBMECTHO ¢ uHrubuTopamu AIID u/unu 610kaTopaMu aHTHOTEH3UHOBBIX PELENTOPOB,
JIMypPETHKaMH U 6eTa-aapeHo010KaTopaMu.

V MOKHUITBIX MAIMEHTOB, 00€3BOKEHHBIX (B TOM YHCIIE Y MAIMEHTOB, MOy YAIOMMUX TEPAITHIO
JAMYPETHKAaMH) UITH Y MALMEHTOB ¢ HapylIeHHeM (yHKINH 09K, OTHOBPEMEHHOE [IPHUMEHEHHE
HIIBII, Bkmoyas cenextuBHble HHruOHTOpS! [[OI'-2, ¢ muruburopamu AII®, anTaronucTamu
aHruoTensuna Il u auypeTnkaMu, MOXKET NPUBOAUTE K YXYIMIEHHIO (DYHKINH TTOYEK, BKIIOYAs
BO3MOJKHYIO OCTPYIO MOYEUHYI0 HEA0CTaTOYHOCTL. O6bIMHO manHbIe 3¢ dekTs 06paTtumel. B
CBSI3M C 3THUM CJIe/lyeT COOI0IaTh OCTOPOXKHOCTE MIPH OHOBPEMEHHOM IIPHMEHEHHH THX
npernaparoB. B takux ciyyasx nenecoobpa3Ho cHauasa IpoOBECTH PErHApaTalHIo, a 3aTeM
HAuMHATh TePAIHIO LeJeKOKCHOoM. Kpome Toro, creyer paccMOTpeTh BO3MOKHOCTh
TPOBE/ICHAsI MOHUTOPUHTA (DY HKIIMH TI0YEK B HaUasle Tepaliiy i EPHOAMIECKH BO BPEMS
OJTHOBPEMEHHOIO PUMEHEHHSI TIPeTapaTos.

Huxnocnopun: yanteiBasi, uto HITBIT oka3siBaloT BIHsSHME HA IOYSYHBIH CHHTES
MPOCTarIaHAHHOB, OHU MOTYT MOBBIMIATE PUCK PA3BUTHS HEYPOTOKCHYHOCTH MIPH
OZTHOBPEMEHHOM IIPUMEHEHHH C IIUKIIOCTIOPHHOM.

Huypemuku: w3sectnnie panee HIIBIT y HEKOTOPBIX NALMEHTOB MOTYT CHHKATH
HaTpuitypetudeckuii s3pdext Gpypocemuna u THA3UAOB 3a CUET CHUKEHUS MIOYEYHOTO CHHTE3A
NpPOCTArJlaHInHOB, 3TO CJIE/yET HMETh B BH/LY IIPH IPUMEHEHMH 11EJIEKOKCHOA.

[lepopaneusie konmpayenmusei: He 0TMEYANOCH KIMHHYECKH 3HAYMMOTO BIMSHUS HA
(apmakokuHeTHKY KOHTpaUenTUBHON KoMGuHaImu (1 mr HOPA3TUCTEPOH / 35 MKT
STHHWJIACTPAHOIN).

Jlumuii: 0OTMEYanoch NOBBINICHHE KOHUEHTPALMH JINTHSA B I/1a3Me KPOBH npumepHo Ha 17 %
TpH COBMECTHOM IIPHEME JIMTUS U LeleKOKeHOa. [TalnenTsl, mosyvaronune Tepanuro THTHEM,

JAOJDKHBI HAXOMHUTHCS O] TIIATEIbHBIM HAOIIOIEHUEM IIPH MPUEME UJIM OTMEHE IIeJIeKOKcuOa.
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Jpyeue HIIBII: cnenyet uzberarsh 0JJHOBPEMEHHOTO npnmn@W&%ﬁ@@%#&ﬁyﬁ‘h&?

HIIBII (e coaeprkamux aueTHICATUITMIOBYIO KHCIIOTY ).

Pesynemamul uccreoosarnus 1usunonpuia. B 28-1eBUOM UCCIIEA0BAHHH MAIIMEHTOB C
apTepHanbHON runepTeHsuei 1 u 2 cTeneHu, NoIydarom#X 1o TOMY TOBOY JTM3HHOMPHIL,
OBLIO YCTaHOBJIEHO, YTO OJIHOBPEMEHHOE NPUMEHeHHe Iesiekokcuba B 1o3e 200 Mr 1Ba pasza B
CYTKH HE IIPHBOJIMIIO K KIMHHYECKH 3HAYMMOMY YBEJIIMYEHUIO CPEIHETO CHCTOIMYECKOTO HITH
JMACTOJIMYECKOTO JaBJIEHUs! (YCTAHOBIIEHO MO Pe3ybTaTaM 24-4acoBOTO MOHUTOPHHTA
apTepHasbHOTO JIaBJIEHHs ), 10 CPaBHEHHMIO ¢ Iuianebo. Cpey maueHTOoB, MOy YaroIHX
nenexokcu6 B 1o3e 200 mr aBa pasa B cyTKH, y 48 % u3 HUX He OBUIO OTMEYEHO OTBETA Ha
TEPANUIO JIM3UHOIPUIIOM (338 KPUTEPUH OTBeTa ObLIN NPHHSATHI TOKA3aTEH YPOBHS
JIHACTOJIMYECKOro AaBieHus 6osnee 90 MM. PT. CT. WITH IMOBBIMIEHHE JAHACTOINYECKOTO JIaBJIEH s
Ha 10 % 1o cpaBHEHHIO C HCXOHBIM YPOBHEM), 110 CPABHEHHUIO C MALMEHTAMH, MOJTyYaBIIMMH
nanebo (B 3To# rpymnie He ObUT0 0OTMEYeHO 0TBeTa y 27 % nalueHToB).

Jlpyeue npenapampr: He 0TMEYAIOCH KIMHHYECKH 3HAYMMBIX B3aHMOJIEHCTBHH MEXIy
IIEJIEKOKCHMOOM U aHTalu/IaMH (ATIOMUHUI- B MarHU#-co/ieprKallike MpernapaThl), OMENPa3ooM,
rIuOeHKIaMUIoM, QEHUTOMHOM HITH TOJIOY TAMUIOM.

Ilenexkokcu® He BIIMSET HAa AHTHATPETAHTHOE JIEHCTBUE ALETHIICATHIMIOBON KUCIIOTHI,
NPUHUMAEMOH B HM3KUX J103ax. lenexokeut obnanaet cnabbim neidcTBHEM HaA (QyHKIHIO
TPOMOOIUTOB, MO3TOMY €r0 HEJIb3sl PACCMATPHUBATH KaK 3aMeHy alleTUIICATUIHMIOBON KHCIIOTHI,
IIPUMEHSAEMOMH /I TPO(GUIAKTUKH CEPACUHO-COCY TUCTHIX 3a00JIEBAHMIA.

Y 3n0poBbix nodposonbies HITBIT He oka3siBaroT BIusiHUS Ha (HapMaKOKMHETHKY JTUTOKCHHA.
Tem He MeHee, pu OIHOBPEMEHHOM TIPHMEHEHHH IHTOKCHHA | MHIOMeTAllMHa U uOynpodeHa y
MALUEHTOB OTMEYA/IOCh MOBBIIEHHE KOHIIEHTPALMH JTUTOKCHHA B TIJIa3Me KPOBH. DTO
HEOOXOMMO NIPHHAMATEH BO BHUMAaHHE IIPH OJHOBPEMEHHOM IIPUMEHEHHH C IPYTUMHU
npenapaTamMy, HOBBIIAKNIMMH KOHIEHTPAIMIO IMTOKCHHA B IU1a3Me KpoBu. Het uubopmanmu o
B3aUMOJCHCTBHH LIEIEKOKCHOa U IMTOKCUHA. YuuThIBast Apyrue 3G dexThl nenekokcuba Ha
CEpAEYHO-COCYTUCTYIO CUCTEMY, CIIEAYET C OCTOPOKHOCTBIO IPUHUMATH €r0 OJJHOBPEMEHHO C
JUTOKCHHOM. B 5TOM cllyuae pekoMeHlyeTcs TINaTeTbHO KOHTPOJIHPOBATh MOOGOYHBIE PEaKIHH.
[enekokcu® npenMyIecTBeHHO MeTabon3upyercs B nedenu uzodepmentom CYP2CY. Tak
KaK OapOuTyparhl ABIsAIOTCA HHAYKTOpaMu u3odepmenta CYP2CY, npu ux oHOBpEMEHHOM
NPUMEHEHHH C [EICKOKCHOOM MOKET OTMEUAThCs CHHKEHHE KOHIIEHTPAIIUH TIOCIIEHETO B
1a3Me KpoBH.

Ocobble ykazanus

[lenexokcn®, yuuThiBas xaponoHIKalolee IeHCTBHE, MOKET CHU3HTh HarHOCTHYECKYIO

3HAYUMOCTL TAKOI'0 CUMIITOMA, KaK JIMXOpaJKa, ¥ MOBJIHATh Ha JAWArHOCTHKY HHd)eKL[HPI.
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Bnusinue na cepdeuno-cocyoucmyio cucmemy (Bxopswmit M3 N=4234517)

Llenexkokcub, Kak 1 Bce KOKCHOBI, MOXKET YBETMYHBATH PHCK CEPHE3HBIX OCIOKHEHUH CO
CTOPOHBI CEPIIEYHO-COCY IUCTOH CUCTEMBI, TAKUX KaK TpoMOooOpazoBaHue, HHMAPKT MUOKap/a
M MHCYJIBT, KOTOPBIE MOTYT IIPUBECTH K JIETAILHOMY UCXOMy. PUCK BOSHUKHOBEHHS 3TUX
peaKIuil MOXeT BO3pacTaTh C 10301 U TUTEHLHOCTRIO IIpUeMa mpenapara. OTHOCHTETBHOE
YBEIIMYEHHE ITOTO PUCKA y MALHEHTOB, O KOTOPHIX H3BECTHO, YTO Y HUX HMEETCSI CepJIeUHO-
cocyaucToe 3aboneBaHue UK (HaKTOpbl PUCKA BOSHUKHOBEHHUS CEPIACYHO-COCY THCTHIX
3a00J1eBaHU, TO-BUAUMOMY, TAKOE XK€, KaK y TMal[MeHTOB, Y KOTOPBIX HET CepACYHO-
COCYIMCTBIX 3a00eBaHui U (PaKTOPOB pUCKa UX BOZHUKHOBEHHUS. OHAKO, aOCOMOTHAS 4acTOTa
BO3HHMKHOBEHHS CEPACYHO-COCYAUCTHIX 3a00JI€BaHHIl Y MAIIMEHTOB, O KOTOPBIX H3BECTHO, YTO Y
HUX HMEETCS CEPACYHO-COCYAUCTOE 3a00sIeBaHKEe K (PAaKTOPI pUCKA BO3HUKHOBEHHS
CEPIEYHO-COCY AUCTHIX 3a00JIeBaHUIM, MOXKET OBITh BHIIIE M3-3a TOrO, YTO OHA Y HUX ObLIa BBIIIE
B HCXOIHOM COCTOSIHUHU. UTOOBI CHU3UTH PUCK BO3HUKHOBEHHUS 3THX PEAKIIUi, y MMAl[HEHTOB,
NPHHAMAIONIMX LENEKOKCHO, €ro cleyeT NPUMEHITh B MUHUMATbHBIX 3)(hEKTUBHBIX 103aX U
MHHHMAJTBHO BO3MOXKHBIM KOPOTKHM KypcoM (Ha yCMOTpEHHe jedarero Bpaya). Jleuammii Bpau
1 MALUEHT T0JUKHBI KMETh B BUY BO3MOXKHOCTH BO3HMKHOBEHHSI TAKHX OCIIOKHEHMH [1aXe Tpu
OTCYTCTBHH paHee U3BECTHBIX CHMIITOMOB HapylIeHHUs] QYHKIHH CEPACYHO-COCYAUCTOM
cucTeMel. [lanenTsI JOKHBI OBITH TPOUH(GOPMHPOBAHBI O MPU3HAKAX U CUMIITOMAX
HEraTUBHOTO BO3/IEHCTBHSI HA CEPIEYHO-COCYAUCTYIO CHCTEMY H O Mepax, KOTOPBIE ClleyeT
NPEIIPUHSATE B CIIydae WX BO3SHHKHOBEHHS,

ITpu npumenennn HIIBIT (cenexktuBnsie nurudurops: [{OI-2) y naiueHToB Hocie onepamyu
A0PTOKOPOHAPHOTO MIYHTHPOBAHUA [UIs JieueHus 001eBOro cuHApoMa B niepsbie 10-14 guei
BO3MOJKHO MOBBIIIEHHE YaCTOTHI HH(APKTOB MHOKAp/Ia M HAPYIIEHHH MO3rOBOIO
KpoBOOOpaleHus.

B cBsi3u co cnabpiM aeHicTBHEM LieeKOKCHOa Ha (YHKIMIO TPOMOOLUTOB, OH HE MOXKET
SBIIATHCS 3aMEHOM aleTH/ICATHLIMIOBOH KHCIIOTHI JUIs TpoduiakTuku Tpomboambonun. Taxke B
CBSI3U C 3TUM HE CJIEAYET OTMEHATh aHTHATPEraHTHYIO Tepanuio (HanpuMmep,
AleTHJICATTMLUIIOBY IO KHCIIOTY) Y NAllMEHTOB C PUCKOM Pa3BUTHS TPOMOOIMOOIHIECKHX
OCJIOXKHEHHH.

Kaxk u Bce HIIBII, nenekokcu6 MOXeT MPHBOIUTE K MOBBILIEHHIO APTEPHATLHOTO JIABJIEHHS, YTO
MOJKET CTaTh TAaKXKe MPHYHHOM OCIIOKHEHHI CO CTOPOHBI CEPICUHO-COCYIUCTON cucTeMBI. Bee
HIIBII, B ToMm 4ncie U 11e71eKOKCHO, y MAlMeHTOB ¢ apTePHATbHOI THIIepTeH3HeH JODKHBI
IPUMEHSATBCS C OCTOPOXKHOCTEIO. Habmonenue 3a apTepraibHBIM JaBIEHHEM I0JKHO

OCYIIECTBIIATLCA B HAYAJIC TEpAITuU UCHCKOKCI/I6OM, a TaKXXC B TCUHECHHUE KypcCa JICUYCHHUS.
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V nanueHToB, IPUHAMABIIKX [1eJIeKOKCUO, Habmoaanich KpaiiHe pejikue cirydyan nepdopaiuu,
H3BA3BJIEHHS U KPOBOTEUEHHSI U3 JKEITYJOYHO-KHILIEYHOTO TpakTa. PHCK pa3sBUTHS STHX
ocnoxuenut npu nedenun HIIBIT naun6onee BBICOK y MOMXMIIBIX TIOJIEH, MALMEHTOB C CEPAEYHO-
COCYIMCTBIMH 3a00JI€BaHUSIMH, H MALIMEHTOB C TAKMMH 3a00JI€BAHUAMH JKEITY J0YHO-KUIIEYHOTO
TpaKTa KaK s3Ba, KPOBOTEUEHHE, BOCIIAJMTENILHBIE [TPOLECCHl B CTAIMU 000CTPEHHS U B
anaMuese. J[pyrumu akTopamu prcKa pa3BUTHS KPOBOTEYEHHS U3 JKEIYI0YHO-KHAILIEIHOTO
TpaKTa sSIBJISIETCS OJIHOBPEMEHHOE IPUMEHEHHE C NIEPOPATBHBIMH TIIOKOKOPTHKOCTEPOUIaMH
AHTHKOAryJIssHTaMH H aHTHArperaHTaMy (aleTHUIICATMIIMIOBAs KHCIIOTA), JUTMTENIbHBIN TTePHO/T
tepanuu HIIBII, xypenue, ynorpebienune ankorosi. BOJIBIIHHCTBO CIIOHTAHHBIX COOOIIEHHUH O
Cepbe3HBIX MOO0YHBIX 3P PeKTax Ha KeTyJOYHO-KHIIEYHBIH TPAKT OTHOCHIUCEH K MOXKHUIIBIM U
0c1abJIeHHBIM MalHeHTaM.

Coemecmnoe npumenenue ¢ nepopatbHbIMU AHMUKOG2YAAHMAMU

[Ipu onroBpemennom npuMeneruu HIIBII ¢ nepopaibHbIME aHTHKOATY ITHTAMH TIOBBIIIASTCS
pHcK KpoBoTeueHui. CrienyeT cobmoaaTh OCTOPOKHOCT IPH OJJHOBPEMEHHOM IIPUMEHEHHH
9THX npenapatoB. [lepopanbnble aHTHKOATYISIHTBI BKITIOYAIOT Bap(hapuH, aHTHKOATYISHTHI
KYMapHHOBOT'O Psiia ¥ MePOpalibHbIE AHTHKOATYJITHTBI IIPSAMOTO JeHCTBHS (HAIlpUMED,
anukcaban, raburarpan u puapokcaban). Coobmanocs 0 cepbe3HbIX (HEKOTOpBIE 3 HEX ObLIA
(haTanbHBIMM) KPOBOTEUEHHSIX y NALKEHTOB, KOTOPBIE MOJTYYaly COMyTCTBYIOIIEE JICYCHHE
Bap(hapuHOM HJIH aHATOTHYHBIME cpencTBaMi. [TockonbKy coobmanock 06 yBeTHIeHHH
MPOTPOMOMHOBOTO BpeMEHH (MEX Iy HapOIHOTo npotpoMbuHoBoro Bpemenn (MHO)), To mocrie
Hayaja JeYeHHs LEeJIEKOKCHOOM MM H3MEHEHHS €r0 J03bl, y MAllMEHTOB, OJHOBPEMEHHO
TOJIy4alOIINX TePAIHIO NePOPATbHBIMH AaHTHKOATYJITHTAMH, I0JDKHA KOHTPOJIHPOBATHCS
AHTUKOAryJIssHTHas akTHBHOCTH W/umu MHO.

3adepoicka HCUOKOCMU u OmeKu

Kax 1 nipu npuMeHeHuy ApyTrHX JeKapCTBEHHbIX CPEICTB, TOPMO3SIIHX CHHTE3
NPOCTArJIaHANHOB, y Psijia MALMEHTOB, IPUHUMAIONIHUX [IEIeKOKCHD, MOTYT OTMEYaThCs
3a[ICPXKKA KHKOCTH M OTEKH, IOITOMY ClIelyeT CoOI0AaTh OCTOPOIKHOCTD IPU MPUMEHEHHN
JIAHHOTO Tpernapara y MalMeHTOB ¢ COCTOAHUSIMH, TPeIPacioaralouMH WIH
YXYAIAOMMMHUCS H3-3a 3a€PIKKH KUIKOCTH. [TanuenTs! ¢ cepieyHoil Hel0CTaTOUHOCTBIO B
aHaMHe3e WM apTepHaibHOM runepTeH3ueil JO/DKHEI ObITE IO/ TIIATEIbHBIM HAOTIOIEHHEM.
Bnusnue na gpynxyuro novex

HIIBII, B TOM uncIie 1 11e1eKOKCHO, MOIyT OKa3bIBATh TOKCHIECKOE IeHCTBHE HA bYyHKIHIO
noyek. beuio ycranonneno, uro uenekokcu6 ne o61anaer 6oIbIIeH TOKCHIHOCTBIO TIO

cpasienuio ¢ npyrumu HIIBIL. [enexokcu® cneayer mpUMEHSITE ¢ OCTOPOIKHOCTHIO y
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NALKEHTOB ¢ HapyIIeHHeM (QyHKIMH MI0YeK, CepliedHol HeadeTaBaHEE oo, APy HeHMEM

(GYHKUMHK TIeYeHH M Y NOKAIBIX MauKeHToB. OYHKIMA I0YeK Y TAKHX NAlHeHTOB 10/DKHA
TIIATEJIBHO KOHTPOIUPOBAThCs (cM. paszen « Crocod NpuMEHEHHS H I0351»).

Crenyer cobmonaTh OCTOPOIKHOCTD IIPH IIPUMEHEHHH LEIEKOKCHOA Y MAIHEHTOB ¢
Jeruaparauuei. B takux ciydasx nenecoo6pasHo cHavasa MpoBECTH PErHIPATAIHIIO, a 3aTeM
HAYHHATh TEPANHIO LEIEeKOKCHOOM.

Bnusinue na gpynxyuio nevenu

[lenexokeub He cieryeT NpUMEHSATh y MALMEHTOB ¢ HapyIIeHHeM (GYHKLMH [IeYeHH TSKEIOil
crenenu TskecTH (knace C no knaceudukarmu Yaitna-ITsio). [Ipenapar cieayer mpuMeHsTS ¢
OCTOPOXKHOCTBIO IPH JICYECHHH MALUECHTOB C MIEYEHOYHON HEJOCTATOYHOCTBIO CPE/IHEN CTEeNeH
TSDKECTH M CHH3MTh Ha4aJIbHYIO PEKOMEH/I0BaHHY1IO /103y Ipenapata BABOe (cM. pasern
«Cnocob MpUMEHEHHUS! H 103B1»).

B HekOTOpBIX ciTydasx HAGMIONANHCH TSKETbIE PEaKIHH CO CTOPOHbI [IeYeHH, BKII0UAs
(y/IEMHHAHTHBIH reMaTuT (HHOT/A C JIeTAILHBIM HCXOIOM), HEKPO3 TIeYeHH U NeYeH0uHas
HE/IOCTATOYHOCTh (MHOI/IA C JIETATbHBIM HCXOJIOM HIIH HEOOXOMMMOCTLIO TPAHCIIAHTALHH
neveH ). BobIMHCTBO M3 3THX peakuuii pa3BUBaIHCh Yepe3 | Mecs nocie Havania npuema
1esekokcuba.

[MarieHTs ¢ CUMITOMaMH H/WITH IPU3HAKAMU HApYIIEHHs (BYHKIMH [EYeHH, W Te TallUeHTBI,
Y KOTOPBIX BBISBJICHO HapyIICHHE (YHKIMH IIe4eHH JTab0paTOPHEIMH METOIaMH, IOJDKHBI ObITh
M0/l TINATEIbHBIM HAOIIOACHHEM Ha NPEJIMET Pa3BUTHs Gollee TSKEBIX PeakiiHii co CTOPOHBI
NICYCHH BO BPEMsI JICUCHHS LEIEKOKCHOOM.

Anapunakmuveckue peaxyuu

[Tpu npueme nenekokcn6a GbiH 3aperHCTPHPOBAHBI CIlyYan aHa(pUITAKTHYECKHUX peakiuii (cM.
paznen «IIporuBonokasanusy).

Cepoesnvle peakyuu co cmoponbvl KOJCHBIX NOKPOBOE

Kpaiine penko npu npueme nenekokcuba oTMedanuch CEPBE3HBIE PEAKLIHMU CO CTOPOHBI KOXKHBIX
[IOKPOBOB, TAKHE KaK JIEKAPCTBEHHAs PEAKLMs C 303UHODHIMEN ¥ CUCTEMHBIMH CHMITTOMAMH
(DRESS-cunzipom), sxcdonuatuaeii nepmatur, cunspom CruBenca-/[xoHcoHa u
TOKCHYECKHH SMH/IePMAIbHBIN HEKPOJIH3, HEKOTOPbIE 3 HUX ObLTH (haTalbHbIMH. Puck
TOSIBIICHHS! TAKMX PEaKIHii H0siee BBICOK y MALMEHTOB B HAUYa/Ie TePANHK, B GOIbIIHHCTRE
OTMCEUCHHBIX CITy4aeB TaKME PEAKLMK HAYHHAINCH B IEPBBIH Mecsll Tepanuu. Crenyer
IPEKPATUTL MIPHEM LETEKOKCHOA ITPH MOSBIECHHH KOKHOM CHIITH, M3MEHEHMH HA CIIM3HCTHIX
000J109KaxX WM JPYTHX [PU3HAKOB FHIEPUyBCTBUTENBHOCTH.

Tepanus 2nioxokopmukocmepoudamu

HCHCKOKCH6 HE MOXXET 3aMEHUTH TTIIOKOKOPTUKOCTEPOM 1Bl HUITH IIPUMEHSATHCS B KAYECTBE
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TEpAIuu I JIIOKOKOpTIdKOCTCpOHZlHOﬁ HEAOCTATOYHOCTH.

Yenemenue pynxyuu usogpepmenma CYP2D6

Be110 yeTanoBieHo, 4TO 1eeKOKCHO ABIAETCS YMEPEHHBIM HHIHOMTOPOM H30(hepMeHTa
CYP2D6. B nepuos Hauana Tepanuu HeTeKOKCHOOM ClleyeT CHU3HTD 03y IPEnaparos,
meTabomuzupyromuxcs uzodepmertom CYP2D6, a nocie OKOHYaHHS TEUCHHUS HETEKOKCHOOM
J03y 3THX NPEIapaToB CJe/lyeT yBEeIMIUTh (CM. pasjien «B3aumopeiicTBue ¢ apyrumu
JIEKapCTBEHHBIMHU CPEICTBAMEY ).

Biusinue Ha cnoco6HOCTH YNPABJISATH TPAHCHOPTHBLIMH CPEICTBAMH, MeXaHH3MAMH
BrusiHue nenexokcn6a Ha criocobHOCTS YNPaBIISTh TPAHCTIOPTHHIMU CPEICTBAMH H
MEXaHH3MaMH He uccienoBanock. O1Hako, OCHOBHIBAsCH HA (hapMaKkoAMHAMMYECKHX CBOMCTBAX
u 061mem npoduie 6e30MacHOCTH, NPe/ICTaBISETCs MATOBEPOSTHBIM, UTO HENEKOKCHE
OKa3bIBAET TAKOE BIIMSHHE.

Heobxonumo cobionate 0CTOpOKHOCTE MPH yIPABIEHHH TPAHCIIOPTHEIMU CPEACTBAMHE U
3QHATHAX IPYTHMH MOTEHIHAILHO ONACHBIMH BHIAMH JESATEIBHOCTH, TPEOYIOIHMMHU
TNOBBIIIEHHON KOHICHTPAIIWKE BHUMAHHs U OBICTPOTHI IICHXOMOTOPHBIX PEaKIMii, TaK Kak
penapar MOKET BBI3BaTh FOJIOBOKPY)KEHHE M JIpyTrue NodouHble 3((eKThl, KOTOpbIE MOTYT
BJIMSTH HA YKa3aHHBIE CIIOCOOHOCTH.

®opma BbImycka

Kancymer, 200 mr.

[lo 10 kancyn B GmucTep U3 alOMUHKEBOH (OJIBIU U TUICHKH IIOJIMBUHHIIXJIOPUTHOH.

1 GrmcTep BMecTe ¢ MHCTPYKIHEH [0 IPUMEHEHHIO TOMEIIAIOT B TIAYKy KapTOHHYIO.
Cpok rognocru

2 rosta. He mpUMeHSITh 10 MCTEYEHHH CPOKA FOJHOCTH.

YcinoBus xpanenus

XpaHuTh npu Temneparype He Boimie 25 °C. XpaHuts B HEJIOCTYITHOM JUJIs IETeH MecTe.
YcnoBus ornycka

OrmycxaroT 1o perenry.

Baajesen perucrpanuoHnoro yaocrosepenns

Jloxkusnxapa @apma [paiisar Jlumuren, Muus

Ipoussoaurens

000 «PO3JIEKC ®APM», Poccus

Trepckas 0611., KonakoBckuii paiton, nrt. Penkuno, yi. 3aBoackas, . 1

HITH

00O «HIIK «Ckan Buotek», Poccus

TBepckast 0611., KonakoBckuii paiion, nrr. Penkuno, yn. 3aBoackas, 1. 1
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000 «HIIK «Cxan buotek», Poccus

171261, Teepckas 061, KonakoBckuii paiton, nrr. Peakuo, yi. 3aBojickas, 1. |

Tenedon 6ecninatnoit ropsiveit muaun: 8-800-600-51-77

e-mail: pv(@scanbiotech.ru

IIpencraButens KoMnanuu

Tamaposckas H.®.




