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Crapas peaakuus

HoBas pepakuus

DapmMaKoJIOrHYecKHe cBOiiCTBA
PapMaKOKHHETHKA

Ilocne mnpuema BHYTps mpemapar GbicTpo
BCaChIBaeTCS U HOYTH IIOJTHOCTBIO
MeTaboM3UpPYeTCs B TIEYEHH, MPEBPAILAsCh B
aKTHBHBIA MeTaboyuuT kapabactuH. Ilocie
OfHOKpaTHOro mnpuema 20 Mr npemapara
MaKkCHMaJIbHas KOHLUEHTpaLusi Kap36acTHHA B
I1a3M€ KpPOBH JOCTHraercst depe3 1-3 4 wu
cocrasiser 157 Hr/min.

I1pu exenneBHOM npreme npenapara oT
10 mMr mo 40 Mr paBHOBecHas KOHIIEHTpaLus
J0CTHraeTcs 4epe3 3-5 nHel, He 3aBHCHT OT

BBOJUMOH 10361 U cocTaBiser 130-160 ar/m.

®apmako/I0rHYecKHe CBOHCTBA
®apMaKOKHHETHKA

Ilocne npuema BHYTpH mpemapar ObICTpPO
BCaChIBAETCs %} NOYTH IIOJTHOCTBIO
MeTabOoNIM3UPYETCs B IIEYEHH, MPEBPAINAsCh B
aKTUBHBIA MeTabonmut KapaGactuH. [locre
OxHOKpaTHOro mnpuema 20 Mr  mpemapara
MaKCHMaJIbHasi KOHIIEHTpanusi Kap36acTHHa B
I1a3Me focturaercs yepes 1-3 4 u cocraBnsier
157 ur/mn.

IIpu excenneBHOM npueme npenapara oT
10 mMr o 40 mr paBHOBecHas KOHIIEHTpALUs
AOCTHraercs 4epes3 3-5 1nHEM, He 3aBHCHUT OT

BBOJIUMOM 110361 ¥ cocTasiseT 130-160 ur/mo.
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Crapas pegakuus

HoBas pexakuus

CsaspiBaHME ¢ GelkaMH IUIa3MBbI KpOBH
s0acTHHa M Kap>0acTHHA COCTaBIIIET OoJjee
95%. Ilepmonm moiyBbIBeneHus KapaGacTHHa
cocrapnger oT 15 mo 19 4, 66% npenapara
BBIBOJIUTCS B BUJIE KOHBIOTAaTOB YE€PE3 MOYKH.

IlpueM numu He okaseBaeT BIMSHHS Ha
xmHuYeckue ¢ dexts npenapara Kectun®,

b4 INNaITHCHTOB IIOXKHJIOTO BO3pacTa

(apMaKoKHHETHYECKHE II0Ka3aTeNn
CYIIECTBEHHO HE M3MEHsIOTC. [Ipu moyeyHoit
HEJIOCTATOYHOCTH II€PHOJX  IOJIyBBIBEACHHUS
BO3pacTaeT 10 23-26 4, a Ipu NeYeHOYHOMH

27 u,

KOHILICHTpaIus nperapata HE IPEBBIIIAET

HEOOCTAaTOYHOCTH - 110 OOHAKO

TECPANICBTUYECKUX 3HAYCHUH.

C ocTopoxHocThIO

NPUMEHATE y DAUKMEHTOB C YBEJIMYEHHBIM
unTepaioM QT ma OKI, rumokannemueii,
IIpY TIOYEYHOM W/WIM JIETKOW W yMepeHHO
CTCNIEHH  MEYCHOYHOH  HEJNOCTATOYHOCTH
(kmacc A, B o xnaccuduxanuu Yaiina-I1s10).
C  OCTOPOXHOCTBIO ~ ClEAyeT IpHMEHSTH
npenapar  KecTHH® npu  oJHOBpeMeHHOM
IPUEME C KETOKOHA30JI0M HJIH HTPAKOHA30JI0M
U SPUTPOMHUIIMHOM — BO3MOJXKHO YBETHYEHHE

pHcKa ynnmuHeHus uarepsana QT na DKT.

Ilpumenenne npm GepemMeHHocTH W B
NepPHO/] TPYAHOT0 BCKAPMJIHBAHHS

Be3omacHocTh NIpUMCHEHUS IIpenapaTa

Cesi3piBanve ¢ GenkaMu IUIa3MBI  KpOBH
s0acTMHA M KapI6acTHHA COCTaBIsIeT Gojee
97%. llepuon monyBbIBeeHHS KapIOacTHHA
cocraBnser ot 15 mo 19 4, 66% mnpenapara
BBIBOJIUTCS B BH/IE KOHBIOTaTOB Yepe3 IOYKH.

[lppeM nuoM He oKa3blBaeT BIMSHHS Ha
KIMHAYeckue 3¢ dextsr npenapara Kectun®.

Y IMNAaITHCHTOB IIOXKHJIOTO BO3pacTa

bapmakokuHeTHUECKHE II0Ka3aTe/u
CYLIECTBEHHO HE M3MEHs0TCs. [Ipu mouedHoit
HEJIOCTATOYHOCTH II€PHOJA  TIOJIYBLIBEICHHUS
BO3pacTaet 10 23-26 4, a pu ne4yeHOqHOH

27 4,

KOHIEHTpanus nperapata HE IPEBBIIACT

HEAOCTATOYHOCTH - 1O OOHAKO

TEPANICBTUYECKUX 3HAYCHUH.

C ocTopoxkHOCTBIO
NPUMEHATh Yy TMAaUUEHTOB C YBEJINYEHHBIM
unaTepaioM QT ma OKI, rumokammemueii,

IIpH MOYEYHOH HEOOCTAaTOYHOCTH, JIETKOH H

YMEpEHHOM CTETIEHH IIEYEHOYHOMH
HEJ0CTaTOYHOCTH (kmacc A, B o
Knaccupukanuu Yaina-ITsio).

C  OCTOpOXHOCTBIO ~ ClielyeT IpPHMEHSTH

npenapar KectuH® npu  oaHOBpEMEHHOM

npueme ¢ KETOKOHA30JI0M WIH
HMHTPAKOHA30JI0M, SPHTPOMHUIIMHOM,
pudaMIUIHHOM u3-3a BO3MOXHOTO

YBEJIMYCHHS PUCKA yJUIMHEHHs uHTepBana QT
Ha OKT'.
Ilpumenenne mnpm GepemeHHOCTH M B
NepPHOJ rPyIHOr0 BCKAPMJ/IMBAHHSA

He umeeTcs 1aHHBIX 0 BIMSHMYE 56aCTHHA Ha
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Crapas pexakuus

HoBas penakuus

KecTur® y GepeMeHHBIX JKEHIIHH He
HCCIIE/IOBaHA, I09TOMY NPHHHMATH Ipenapar
BO BpeMsi OEPEMEHHOCTH He PEKOMEHTyETCS.
Kopmsimum  matepsM He pekomeHnmyercs
npuHUMaTe npenapar KecTuH®, mnockossky
HEHM3BECTHO BBIJENIAETCS JM 30acTHH C
IpyaHbsIM  MosiokoM. Ilpu  HeoGxommumocTH
NPUMEHEHHs IIpenapaTa B IEPHOJ JIAKTALUH
HEo0X0aUMOo IPEKPaTHTh rpyzHOE

BCKapMJIMBaHHUE.

IToGounoe aeiicrBue

Hmxe nepednciieHE! HexenatenbHble peakiy,
Ha0JIIOJaBIIHECS B KIIMHUYECKHX
UCCJIEIOBAHUAX U B X0JI€
IOCTPErHCTPALHOHHOTO IPUMEHEHUS
npernapara, ¢ y4eTOoM CJIEIYIOIHUX KPUTEPHEB:
04eHb 4acTo (>1/10); gacro (> 1/100, <1/10);
HewacTo (> 1/1000, <1/100); penxo

(= 1/10000, <1/1000); o4ens pemko
(<1/10000).

Co cmoponvr yenmpanvnoii u nepugepuyeckoii
HepeHOU cucmemol.

PCAKO: COHJIMBOCTD,

(GepTHIBHOCTE YesoBeKa.

JlaHHBIE 0 HCHOJB30BaHMIO 30acTHHA pH
OepeMeHHOCTH OrpaHUYEHBI.
IIpeanouTuTensHO W3GeraTh MCIONB30BaHUS
30acTHHa BO BpeMsi GEpeMEHHOCTH.
Kopmsmmm  marepsm  He pexomenmyercs
npuHuMaTh npenapar KecTHH®, mockosbkKy
HEH3BECTHO, BBIJENAETCA JIM 930acTHH ¢
IpYIHBIM  MOJIOKOM. Bricokas  cremeHb
CBA3bIBaHHS 30acTHHA M €ro OCHOBHOIO
Metaboimra, kapabactiHa, ¢ Genkamu (> 97%)
HE MPEANoJaraeT BBIJENCHUS IIpernapara ¢
I'PYJHBIM MOJIOKOM.

B xauectBe Mephl  mpemOCTOPOXHOCTH,
NPEANOYTHTEIHO HE UCIIOIB30BaTh 30aCTHH B
IIEPUOJ JIAKTALIUH.

IIpu HeoGxomuMocTH npuMeHenus mpemapara
B II€PHOJ JIAKTALMH HEOOXOJUMO pPEIIHThH
BOIIPOC 0

NpeKpameHu TPYHOTO

BCKapMJIMBaHHS.

IToGounoe aeiicrue

Cornacno nanusmM BO3 (BcemupHoi
Opranusanuy 31paBooXpaHeH s ), HUKE
IICPEYUCIICHB  HEXEJATeNbHBIE  peaKiuy,

Ha6mo;[a8mnecx B KIIMHAYECKUX

HCCIIEIOBAHUAX %} B xoze
MOCTPErUCTPALIHOHHOTO IPUMEHEHHSI
npenapara, KJIacCU(UIIMPOBaHHEIE B

COOTBETCTBHHU C HX YACTOTOW Pa3BHTHS: OYEHB
gacto (>1/10); gacro (> 1/100, <1/10); penko
(= 1/10000, <1/1000).
Hapywenus ncuxuxu:

PEAKO: HEPBO3HOCTH, 6CCCOHHPIHa;
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Crapas pexnakuus

HoBas penaxkuus

O4€Hb PEJKO: TOJIOBOKPY)KEHHE, THIIECTE3H,
roJIoBHast 60J1b, HEPBO3HOCTH, GECCOHHHIIA;

CO CMOPOHbL JHCeNYOOUHO-KUULEYHO20 MPaKma.
PEIKO: CYXOCTh CIM3UCTOM 000JOUYKH MOJIOCTH
pTa;

0YEHB PEJIKO: pBOTA, 6OJIb B XKHUBOTE, TOIIHOTA,
JUCTIETICHS;

CO CMOPOHbBL CePOeYHO-COCYOUCMOTI CUCEMbL:
OYEHb PE/IKO: cepaLeOHeH e, TaXuKap/IHs;

CO CMOpOHbL NeYeHU U  JHCeNye8blBOOSUUX
nymeu.

04€Hb PEIKO: OTKJIOHEHHS (hYHKIHMOHAIHHBIX
npob neveHw;

CO CMOpOHbL KOJCU U NOOKONCHO-ICUPOBOT
K1emyamxu.

0YE€Hb PEJIKO: KPAIIMBHHMIIA, CHIIlb, JIEPMATHT;
CO CMOPOHbBL PENnPOOYKMUBHOU CUCEMDbL;
PeIKO: MEHCTpyasIbHbIE PacCTPOMCTBA;

obwue u Mecmuoie peakyuu:

PEIIKO: OTCKH, ACTEHHYECKHI CHHJIPOM.
HexenarenpHble peakiuu, HabmoaaBmuecs B
KIIMHUYECKHX HCCIIEI0BAHUSX Y JIETel cTapie
12 ner (rpynma nereit u3 460 YeJIOBEK), He
OTIIMYAIMCh OT pEakUWH, OTMEYCHHBIX Y

B3POCIIBIX.

CO CMOPOHbL YEeHMPANLHOU U Nepugepuyecko
HePBHOU cucmemyi:

OYEHb YaCTO: I'OJIOBHAS GOJIB;

4acTO: COHJIUBOCTB,

penKo: rOJIOBOKPY)KEHHE, THIIECTE3HS,
JIUCTEB3HS,;

CO CMOPOHbL HCENYOOUHO-KUUEYHO20 MPAKMA.
4acTo: CyXOCTh CIIM3UCTOH 000JI0YKH MOJIOCTH
pTa;

peznko: ppora, 601k B )KHBOTE, TOLIHOTA,
JHCIIETICHS;

CO CMOPOHbBL CEPOCYHO-COCYOUCMOT CUCIEMBL:
penko: cepaueduenne, TaxuKapaus;

CO CMOpOHbL NeYeHU U JHCenyesbl8OOAUUX
nymeu.
PEIKO:  TIemaTHT, XOJIeCTa3, OTKJIOHEHHS
GYHKUHOHATBHEIX P0G MeYeHH (TIOBBILIEHHE
AKTHBHOCTH IEYCHOYHBIX TpaHcamuHa3, I'T'T,
meno4yHo# pocdarassl, Ounnpybduna);

CO CMODOHbL KONMCU U NOOKOIHCHO-ICUPOBOT
Kiemuyamxu:

PEAKO:  KpalMBHHUIA,  CBIIb,  JEPMATHT;
CO CMOPOHbL PENPOOYKMUBHOU CUCMEMBbL:
PEZIKO: HApYIIEHHsI MEHCTPYAIBHOIO LUKIIA;
HAapYWeHUs CO CMOpPOHbL UMMYHHOU CUCTEMbL;
PEIKO: peaKIuH THIEePYyBCTBUTEILHOCTH
(aHadumaKcHs, aHTHOHEBPOTHYECKUIA OTEK);
obwue u mecmmuvle peakyuu:

PEIKO: OTEKH, aCTEHHS.

HexenarenbHele peaknuu, HaGmonaBmmecs
KIIMHAYECKHX HCCIIE0BAHUSX Y JIETel crapiie
12 ner (rpymma nereii u3 460 YeJI0BEK), He
OTJIHYAIUCE OT peaKkUUi, OTMEYECHHBIX y

B3POCIIBIX.
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Crapas pexakuus

HoBas pexaxkuus

Ilepenozuposka

B nccnenoBaHuAX ¢ HCIOTB30BaHHEM BBICOKHX
no3 (bomee 100 mr 1 pas B cyTku) He
Habmoaanocsy KJIIHHUYECKH 3HAYUMBIX
IIPU3HAKOB HJIH CHMIITOMOB.

CrnenmanbHoro anTuaoTa U1 36acTuHa Her. B
cllydae

NI€PEa03UPOBKHU PEKOMEHOYETCs

NPpOMBIBAaHUE KCIIyJKa, KOHTpPOJIb >XHU3HEHHO

BaXKHBIX byHKIHi OpraHusma,
CHMIITOMaTHYECKOE JICYEHHE.
B3aumopeiictBue c APYTrHMH

JIEKAPCTBEHHBIMH NpenapaTaMu

Ipn onHOBpeMeHHOM NpUMeHeHHH mpenapara
Kectua® v KETOKOHAJI030M WIH
HTPAaKOHA30JIOM M 3PHTPOMHIMHOM BO3MOKHO
YBEIIMYCHHE PHCKA yAIMHEHHUs uHTepBana QT
Ha OKT.

Pudamnunun CHHUYKaeT KOHIIEHTPAIIHIO
s0acTMHa B IUIA3M€ KPOBH M  OKa3bIBaeT
HHrUOHpYyIOIIEee BIIUSIHUE Ha
AHTHTHCTaMHUHHBIN 3¢ ekt 36acTuna.

IIpenapar KectuH® He B3aHMOJIEHCTBYET C

TeOQUILTHHOM, HENIPSIMBIMH
AHTUKOATYJISTHTAMH, LHUMETHIUHOM,
JIHa3ernamMmoM, 3TaHOJIOM %}

9TaHOJICOACP KALLIUMHU nnpenapaTraMu.

Ocoo6ble ykazanus
6acTHH MOXET HCKaXaTh Pe3yIbTAThI

KOXHBIX ajuiepruyeckux npob. [Toaromy

Ilepenozuposka

B mccneoBaHusX ¢ UCIIONB30BaHHEM BBICOKHX
no3 (6omee 100 Mr 1 pas B cyTkm) He
Habro1a10Ch KJIIMHUYECKH 3HAYUMBIX
IPU3HAKOB MJTH CHMIITOMOB.

CnenunansHOro aHTHOTA [UIS 56acTHHA HeT. B
Cly4ae  IEpeO3UPOBKH  PEKOMEHJyeTcs
IIPOMBIBAHHE JKEIYAKA, KOHTPOJIb >XKM3HEHHO
BXHBIX QyHKIHMH opranusma, Bkmoyas DK
CHMIITOMaTHYECKOE JICUCHHE.
B3aumopeiicreue c APYTHMH
JIEKapCTBEHHBLIMH NIpenapaTaMu

IIpu oxHOBpeMeHHOM npuMeHenHu mpemapara
Kectua® v KETOKOHAJI030M WA
HTPAaKOHA30JIOM M 3PUTPOMHIIMHOM BO3MOXKHO
YBEIIMYCHHE PHUCKA yJUIMHEHHS uHTepBana QT
Ha OKT'.
DapMaKOKHHETHYECKHUE B3aHMOJEHCTBHUS
Habmonanucey pu O/THOBPEMEHHOM
Ha3Ha4YeHHH 30aCTHHA C pUAMIIUIIHHOM.

OTH B3aUMOJEHCTBHS MOTYT NpPHBECTH K
CHMDKCHHIO KOHLIEHTpalMu 30acTHHA B IUIa3Me
KpPOBH U OKa3bIBaThb MHIHOMPYIOIIEE BIIUSHHE
Ha aHTUTUCTaMHMHHBIH 3¢ dekT 36acTuna.
[Ipenapar Kectur® He B3aMMOJICHCTBYET C
TeOQUIUTHHOM, BaphapHHOM, LUMETHIHHOM,
Jazenamom, 3TaHOJIOM %}

9TaHOJICOACpXKALLIUMHUA nperaparamu.

Oco0bie ykazanus
O6acTHH MOXKET HCKaXaTh Pe3y IbTaThl

KoxHupIx annepruyeckux mpo6. [Toatomy
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Crapas pexaxkuus

HoBas pegakuus

PCKOMEHIyeTCS NPOBOAUTH TAaKHE MPOOHI He
panee, 4eM d4epe3 5-7 nHeH mocie OTMEHBI
npernapara.
Brusnue  ma  cnocobrocme ynpaensame
MPAHCROPMHBIMU Cpedcmeéamu u pabomams ¢
MexXauusmamu: B

ClIyda€ BO3HHUKHOBEHHS

IOOOYHBIX a¢dexron co CTOPOHEBI
LEHTPaJbHOH HEPBHON CHCTEMBI, TAKHX Kak
cobmonars

COHJIMBOCTD, HEeoOX0ouMO

OCTOPOKHOCTH IpU YIPaBJICHUH
TPaHCIIOPTHBIMH ~ CPEACTBAMH ¥ 3aHSATHSX

APYTHMH MOTEHIHAIBHO ONACHBIMH BHIAMH
ACATENIBHOCTH, TpeOyIOUMMH MOBBILEHHOMH

KOHUCHTPAlMM ~ BHUMaHHS M GBICTPOTHI

IICHXOMOTOPHBIX peaKI[uii.

Iperensuu no kavecTBy HanpaBsATh:

00O «Takena ®apmacsioTaKacy,

PCKOMEH/IYeTCsl IPOBOJMTH TaKue MpoObl He
panee, 4yeM depe3 5-7 HOHEH IOCIE OTMEHBI
npemnapara.
Cnenyer coGmonath  0CTOPOXHOCTH pu
npueme npenapata Kectun® mnammentam ¢
JCTKUMH WJIM  YMEPEHHBIMH HapyIICHHAMH
(yskumm medenw (kraccst A u B mo
Kiaccuukanuu Yaiinga-ITsio).

Brusnue  ma  cnocobnocmy  ynpaensme
MPAHCROPMHBLIMU Cpedcmeéamu u pabomame ¢
Mexanusmamu: 30aCTHH B PEKOMEHIYEMBIX
TCPAaNleBTHYECKUX  JI03aX HE BIHAET Ha
CMOCOGHOCTE K BOMICHHIO aBTOTPAHCIIOPTA U
K ynmpaBieHHIO MexaHusmamu. Opnako y
IYBCTBUTECIBHBIX  JIMII ¢  HEOOBIYHBIMH
peakuusaMH Ha 30acTHH, LenecoobpasHo 10
Havyala BOXJCHHS aBTOTPAHCIIOPTA  WIIH
BBINIOJIHEHUS CJIOKHBIX BHJIOB JEATEIBHOCTH
OUCHHUTh HHAUBHIYAIBHYIO PEaKIuio. Y Takux
JHI[ BO3MOXHO TIIOSIBICHHE COHJIMBOCTH MJIM
TOJIOBOKPYKEHHS.

1000YHBIX

B cmyyae  Bo3HHKHOBeHHs

3((PeKTOB CO CTOPOHBI HEHTPAIBHOI HEPBHOMI

CHCTE€MBl, TaKMX KaKk COHJHMBOCTD H
FOJIOBOKPYXK€HHE, HEOOXOAMMO CcoOIIONaTh
OCTOPOXHOCTH npH YIpaBJIeHUH

TPAHCIIOPTHBIMH ~ CPEACTBAMH ¥ 3aHSTHIX
APYTHMH IIOTEHIMAIBHO ONIACHBIMH BHIAMH
ACATEIbHOCTH, TpeOYIOUMMH IOBBIMIEHHON

KOHIICHTpauu BHHUMAaHHs H 6I>ICTp0TI>I

IICHXOMOTOPHBIX PEaKLIMi.

Opranmsauus, npuaumanmas

NpeTeH3HHu:




C.7
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HoBas pepakuus

Mocksa, 119048, yn. Ycauesa, 1. 2, ctp. 1.
Ten. +7 (495) 933 55 11,

daxc + 7 (495) 502 16 25

On. noura: russia@takeda.com

Hutepner: www.takeda.com.ru

00O «AJIBOI'EH ®APMA»

127055 Mocksa, yi. HoBocno6oackas,
31, ctpoenue 4,

Ten.: +7 (499) 940 01 77

daxc: +7 (499) 940 01 55

www.alvogen.ru

PykoBoauTens MeUIIMHCKOTO OT/Iea
00O «AnBoren ®apma»

Enuxeena O.B.




