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MHCTPYKILIMA
1O MEJIMIIUHCKOMY TTPUMEHEHUIO JIEKAPCTBEHHOT O ITPETTAPATA

Keuzaa®

Peruncrpannonnsiii Homep: [1 N0O16137/01
Toprosoe nanmenosanue: Kcuzan®
MexayHapoaHoe HENATEHTOBAHHOE HAMMEHOBAHHE: JICBOIICTUPU3HH

JlekapcrBennas gpopma: TabIeTKH MOKPHITHIE IIEHOYHOH 0007109KO#H

CocraB

| TabneTka COAePIKHUT:

Hopo: akmuenoe eujecmeo: NEBOIETUPU3UHA TUTHAPOXIOPU 5,0 MT;

BCROMO2ameNbHblLe seujecmea: JIAKTO3BI MOHOTH/IpaT 63,50 MT, 1IeJUTIONI03a
MuKpokpuctaumdeckas 30,00 mMr, kpemHus auokcH] KosutouaHbiid 0,50 Mr, mMarHus creapar
1,00 mr.

Obonouxa: onaapait Y-1-7000 3,00 mr (copepxut rumnpomesniosy 62,5 %, rutana quokcua (E171)
31,25 %, maxporou 400 6,25 %).

Onucanne
OBasnbHO# (POPMBI TAOJIETKH, MOKPBITHIE TNICHOYHON 000JI0YKO# 6€10r0 Wit MOYTH OEJI0ro IBETA.

Ha oy1H0i#i cTopoHe Ta0eTku BbIJIaBIeHa MAPKUPOBKA «Y ».

(I)apmaKOTepaneBanecKaﬂ rpyoma: npoTuBOaJUIEPIrUYCCKOEC CPEIACTBO — Hi-rucTaMuHOBBIX

penenTopoB G10KaTop.
Kox ATX: RO6AE09.

dapMaKo/J10rHYecKHe CBOHCTBA

DapmakoouHamuka.

®

JleBonieTHPH3UH — aKTUBHOE BellecTBO mpenapata Kceuzan® — 310 R-sHaHTHOMEp IETHPHU3HHA,

MOIIHBIA U CEJIEKTUBHBINA aHTArOHUCT FUCTaMHHA, Os10Kupytomuid Hi-ructaMuHOBBIE perenTophl.



.HCBOLIeTl/IpI/BHH OKa3bIBACT BJIMAHUEC HA THCTAMHUHO3aBUCUMYIO CTAAUIO AJNIEPTHUCCKUX peaKqu/'I,
a TakKXe YMCHbIIACT MUTPALUIO 303HHO(1)I/UIOB, YMEHbIIAET IMMPOHHUIACMOCTL COCYIO0B,
OrpaHHU4YuBacT BBICBOOOXKICHHE MCIUATOPOB BOCITAJICHUS.

HCBOHCTI/IpI/BHH OPEeaAYNpeIKIACT pa3BUTHEC H obyieryaer Te4yeHHE AICPTUYCCKUX peaxum“l,
obOaaer IIPOTUBO3KCCYTATUBHBIM, ITPOTUBO3YIHBIM JICHCTBHUEM, IMPaKTUYECKH HE OKa3bIBACT
AHTUXOJIMHEPIUYECKOro W aHTUCCPOTOHHHOBOI'O neiicteus. B TEPAIICBTHYCCKUX J103aX

IIPAKTUYECKH HE OKa3bIBAET CEIaTUBHOTO d(dekTa.

DapmakoKkunemuka.

cDapMaKOKPlﬂeTH‘IeCKI/Ie napaMeTphl JICBOLETHPU3HUHA U3MCHSIIOTCS JIMHEHHO.

BcacehiBanue

[Tocne npuema BHYTph npenapat OBICTPO U MOJTHOCTHIO BCACBIBACTCS M3 HKETYA0YHO-KHIIEYHOTO
TpakTa. Ilpmem mnuim He BiAMsET Ha MOJHOTY BCACBHIBAHMS, XOTS CHHJKAET €€ CKOPOCTb.
Maxkcumanbhas koHueHTpaius (Cmax) B I1a3Me KpOBH JjocTuraercs depes 0,9 yac v cocTaBisier

270 Hr/mi, paBHOBECHAsi KOHLEHTPAIMSI JOCTHTAeTCsl Yepe3 2 CYTOK.

Pacnpeenenue

JleBonetnpusun Ha 90% cBs3piBaeTcst ¢ Oenkamu 11a3Mbl kKpoBu. O0beM pacripenenenus (Vq)

cocrasiusiet 0,4 n/kr. buonoctynnocts nocturaet 100%.

Merabonusm

B neGonpmux kommyectBax (< 14 %) merabommsupyercss B opranusme nytem N- u O-
JIeaIKHIIMPOBAHUS (B OTJIMUME OT APYTUX AHTArOHUCTOB H|-rHCTaMHHOBBIX pelienTOPOB, KOTOPhIE
METabOIM3UPYIOTCS B IE€YEHH C IIOMOILIBIO CHCTEMBI IIUTOXPOMOB) ¢ 0Opa3oBaHHEM
(dapMaKkolornyecku HeaKTHBHOrO Merabonuta. M3-3a He3HAYMTENLHOTO MeTaboju3mMa |
OTCYTCTBHSI METabOJIMYECKOro MOTEHIMaAla B3aUMOJICHCTBUE IICBOLETHPH3HHA C JPYTHMH

JICKApCTBEHHBIMU ITpErapaTaMu IpeacTaBlIICTCs MaJTOBECPOSITHBIM.

BriBesienue
ITepron nomyseiBenenus (T12) y B3pocnsix cocrasisier 7,9 £1,9 yac. V nereit mutajmero Bo3pacra

IIEPUO/I TOJIyBBIBE/ICHUSI KOpode. Y B3pociblx oOmui kimpenc cocraisier 0,63 MII/MUH/KT.



Oxono 85,4% npHHATOM A03bI Ipenapara BBIBOAUTCS MOYKaMH B HEU3MEHEHHOM BHUE ITyTEM

KITyOOUKOBOM (DUIIBTpAIIMHN M KaHAIIBIIEBOM cekpelnu; okoJo 12,9% - uepe3 KUIIeUHUK.

OmoenbHbie epynnbl NAYUeHmMos

THayuenmuol ¢ noueyHoil HeOOCMamoyHOCMbIO

VY nanueHToB ¢ moYevHoi HeocTaTouHOCThIO (Kiupenc kpeatunuHa (KK) < 40 mur/mMun) kiupenc
npernapata yMEHbILIAeTcsl. Y MAlUEeHTOB, HAXOSIIMXCS Ha TeMojuaiu3e, OOIMHA KIUPEHC
camwkaercs Ha 80%. Menee 10% mnpenapara yjpansercss B XOJe CTaHJAAPTHOH 4-4acoBOif

IpoucaAypsl reMoaualinia.

llayuenmoi ¢ neveHoOYHOU HEOOCMAMOYHOCNBIO

®apMakOKMHETHKA JICBOIICTHPU3UHA Y TAIIMEHTOB C MEYEHOYHOW HEJIOCTATOYHOCTBIO HE
u3ydajachb. Y MalMEHTOB C XPOHMUYECKMMHU 3a00JIeBaHMSIMHM IEYEeHM (renaTolesUTIOISPHBIH,
XOJIeCTaTHUECKUH M OWIMapHBIA  1IMPPO3), TMOJYYABIIUX pAIlEMHYECKOE COEIHHEHHE
uertupusuHa B 03¢ 10 wmmm 20 Mr oaHOKpatHO, HAOMIOJANIOCH YBEJIWYEHHE IepHoja
nojyBbiBe/icHUs Ha 50% U cHuKeHue KiaupeHca npenapara Ha 40%, 1m0 CpaBHEHHIO CO

310POBBIMH JIFO/IbMH.

Jlemu

Jlanuble 1o uccnae10BaHuI0 (hapMaKOKMHETHKHU npenaparta y 14 nereit B Bo3pacte ot 6 110 11 et
¢ maccoii tena ot 20 10 40 Kr npu nepopaibHOM IPHEME OJHOKPATHO S5 MT JIEBOIETHPU3HHA
nokasaud, 4ro nokasareqd Cmax M muomaae noj kpuBoit (AUC) npumepHO B jBa pasa
IPEBBIIAIOT AHAJIOIMYHBIC II0KA3aTeIM y B3POCIBIX 3J0POBBIX JIIOJEH IMPH NEPEKPECTHOM
koutpone. Cpeauuit mokaszarenb Cmax coctaBui 450 Hr/mil, MakCHMajbHasi KOHIIEHTpAIUs
JIOCTUTAJIaCh B cpe/iHeM yepes 1,2 yaca, oO1uil KupeHe ¢ yuetom Maccel Teia Obu1 Ha 30% BhIIIe,
a TepHoJl MOJIyBbIBEACHUS Ha 24% Kopoye y JeTeid, 4eM COOTBETCTBYIOLIME MOKa3aTelH Y
B3pociblX. CrernuanpHble (papMaKOKHHETHYECKHE HCCIIEIOBAHUS Yy JieTell Miajaine 6 JeT He
IIPOBOJMIINCE. PeTpocreKTUBHbIH (hapMaKOKWHETHUYECKH aHaln3 MpoBeJieH y 323 marueHToB
(181 pebenok B Boszpacre ot 1 10 5 ner, 18 nereii B Bozpacre o1 6 10 11 sieT u 124 B3pocCIbIX B
Bo3pacrte oT 18 10 55 7eT), nonyvaBmux OJHY WM HECKOJBKO 103 JEBOLETHPH3UHA OT 1,25 mr
710 30 mr. JlaHHBIE, OJTyYeHHBIE B X0/1€ aHAJIM3a, II0Ka3aJli, YTO IIPHEM Iiperaparta B 1o3e 1,25 mr
y Jeredi B Bo3pacte OT 6 MecsleB A0 S5 JIeT NPUBOJUT K KOHLUEHTPALMU B ILIa3Me,

COOTBETCTBYIOLICH TAKOBOW Y B3POCIBIX IIPU TIPHEME 5 MTI' ITpernapaTa O/JJHH pa3 B CYTKH.



Tooicunvie nayuenmoi

JlanHble 110 (apMaKOKUHETHKE Yy MOKUIIBIX MAlMEHTOB OrpaHUYeHbl. [Ipy moBTOpHOM mpueme
30 Mr JIeBOIIETHPU3MHA OJIUH Pa3 B CYTKH B TeueHuUe 6 JHeH y 9 MOKUIIBIX MalMeHTOB (BO3pacT OT
65 no 74 net) oOmui kaupeHc Obu1 MpuOIU3UTEILHO HA 33% HMKE, YeM TaKOBOU Y B3POCIIBIX
Oosee M010/10r0 BO3pacTa. beuio mokazaHno, 4Tto pacrpezesieHue paremara [eTupu3una 0oJiblie
3aBUCHUT OT (DYHKIIMHU MOYEK, UEM OT BO3paACTa. DTO yTBEPXKICHHE TAKKE MOKET ObITh TIPUMEHUMO
U K JICBOLETHPHU3UHY, TaK Kak o0a mpenapara W JIGBOLUETHUPU3WH, U LETHPU3HH BBIBOISTCS
IPEUMYIIECTBEHHO ¢ MOuoii. [[0aTOMY, y MOKUIBIX MAIIMEHTOB 03a JIEBOIETHPU3HHA JIOJDKHA

OBITH CKOpPpPEKTHpOBaHa B 3aBUCUMOCTH OT (i)yHK[II/IPI TTOYCK.

Ilokazanus K NpUMeHEeHHI0

- JICYEHHH  CUMITOMOB  Q/UIEPrHYECKUX  PUHUTOB  (BKIJIIOYAs,  KPYTJIOTOJAMYHBIHI
(mepcucTupyromyii) W CE30HHBIM (MHTEPMHUTTUPYIOIMNA) aUIEPrUuYecKue pPUHUTHI) H
QJICPIrUYECKOr0 KOHBIOHKTHUBUTA, TAaKUX KakK 3yJl, YMXaHHE, 3aJ0KEHHOCTh HOCA, PHHOpES,
CJI€30TE€UCHHE, TUIIEPEMHUS] KOHBIOHKTHBBI;

- IOJUTMHO3€E (CEeHHasl TMXOpajKa);

- KpanMBHHIIE;

- APYTUX aJUICPTHYCCKUX AC€pMaTO3ax, COIMMPOBOKIAIOIINUXCS 3YI0OM H BBICBIITAHUAMH.

[IporuBonokasanus

[ToBpIeHHas 4yBCTBUTEIBHOCTh K AKTUBHOMY BEIIECTBY, HETHPUZUHY, THIPOKCU3UHY, JIIOOOMY
IIPOM3BOIHOMY ITUIIEPA3HHA WIIH K JTI000MY JIpyroMy BCIIOMOTaTeIbHOMY BELIECTBY Iperapara.
JlepuuuT nakraspl, HENEPEHOCUMOCTD JIAKTO3bI, ITIOKO30-TAJIAKTO3HAs MaIbaOCOpOIUs.
TepmunasipHas cTa s IOYEUHOH HEAOCTATOYHOCTH (KIMPEHC KpeaTuHUHA < 10 MII/MHRH).

Jlerckuit Bo3pacT 10 6 Jer.

C 0CTOPOKHOCTHIO

ITpu XpoHnYecKO# MOYEYHON HEOCTATOYHOCTH (HEOOX0IMMa KOPPEKITHS PeKUMa T03UPOBAHUS ).
VY nanueHToB noKUI0ro Bo3pacta (IIpu BO3PACTHOM CHUKEHHUH KJIIyOOUYKOBOU (hUIIBTpAIIN).

VY nanueHToB ¢ MOBPEXKJAEHUEM CITMHHOTO MO3ra, TUIIepIUIa3uei pe/ICTaTe IbHOM JKeJIe3hl, a TaKkKe
IpU HAIMYUM JPYyTUX [peapacnojararoimux (GakTopoB K 3aJepKKe MOYH, MOCKOJIbKY
JIEBOLIETUPU3UH MOKET YBETUYUBATH PUCK 3aJICPIKKH MOYH.

IIpu onHOBpeMeHHOM yHOTpeOIEHHH C aJKOroyieM (cm. B3zaumooeiicmeue ¢ Opyeumu

JIeKapCmeeHHbIMU Npenapamamis).



BepeMeHHOCTh U TIepHOo/I TPYAHOTO BCKApMIIHBAHHUSL.
OCTOpOKHOCTD CleyeT cOOMI0AAaTh y MAlMEHTOB C SMHUJICTICHEH U TOBBIIICHHOW CYI0POXHOM

F'OTOBHOCTBIO, IMOCKOJIBKY JIEBOLUECTUPHU3HUH MOKET BhI3BATh O6OCTp€HH€ ITPUCTYIIOB.

DepTHILHOCTD, 0€PEMEHHOCTH H MePHO/I FPYAHOI0 BCKAPMIHBAHHUS

bepemennocmo

JlaHHBIE IO MPUMEHEHMIO JIEBOLETUPHU3MHA BO BpeMsi OEpEeMEHHOCTH MPAKTHUYECKH OTCYTCTBYIOT
win orpanudensl (Menee 300 ucxonoB OGepemenHocrteit). OpHako, MpUMEHEHHE IETHPH3UHA,
panemara JeBoueTHpu3uHa, npu OepemenHoctu (Gonee 1000 wmcexonoB OepeMeHHOCTEH) He
COIPOBOXK/JIAJIOCH IOPOKAMM PA3BUTHSI M BHYTPUYTPOOHBIM M HEOHATAJIbHBIM TOKCHYECKHM
BO3/IcHiCTBHEM. B HCcienoBaHMsIX Ha JKUBOTHBIX HE BBISBICHO IMPSMOrO WM KOCBEHHOTO
HeOIaronpUsITHOrO BIMSHUS Ha TeYeHHE OEPEMEHHOCTH, SMOPHOHATBHOE U (eTalIbHOE Pa3BUTHE,
POJIbI U MOCTHATAJILHOE Pa3BHUTHE.

IIpn OepeMeHHOCTH Ha3HAuUCHHME JICBOLCTHPU3MHA MOXET OBITh PACCMOTPEHO B Clilydae

HEOOXOMMOCTH.

Ilepuoo epyonoeo eckapmiuanus

[leTupusun, paneMar JEeBOIETUPH3HHA, YIKCKPETUPYETCS ¢ IPYAHBIM MoJIoKOM. [ToaTtoMy Takike
BEPOSITHO M BBLIEJICHHE JIEBOIIETUPU3UHA C TPYJHBIM MOJIOKOM. Y JeTei, HaxOJAIIMXCs Ha
IPYZAHOM BCKapMJIMBAHWH, BO3MOXKHO IOSIBJIEHHE IMOOOYHBIX pEaKIUii Ha JIEBOIICTHPU3HH.
ITosromy HeoOX0aMMO COOIIOAATH OCTOPOKHOCTD TPH HA3HAYCHHH JICBOLETHPHU3MHA B MEPHOJ

IPYJHOTO BCKAPMJTUBAHHSL.

Depmunvrnocms

Knuauueckue 1aHHbIe 110 JEBOLETHPU3UHY OTCYTCTBYIOT.

ITepen npumenenuem npenapara, eciu Byl 6epeMeHHBI, WK npejrnoaraete, 4ro Bel Moriau Obl
ObITb OepeMEeHHOW, WM IUlaHHpyeTe OepeMEHHOCTh, HEOOXOJMMO MPOKOHCYJIBTHPOBATHCS C

BPAUuOM.

Cr1o0co6 npuMeHeHHsI U 103bI
[Ipenapar mpuHMMAlOT BHYTPb, ITPOIJIATHIBASI HEIMKOM, BO BPEMsl €/Ibl MM HATOIIAK, 3aIlUBast
HEOOJIBIINM KOJIMYECTBOM BOJIBI.

B3spocnvie u oemu cmapwe 6 1em: cyrounas 103a coctaniser 5 mr (1 TabieTka) o JHOKpaTHO.



OCHOBHBIM IIYTEM BBIBCACHUSA JICBOLUCTUPHU3WHA U3 OpraHusMa SABJISACTCA BBIBEJACHHUEC ITOYKAMU,
MMOSTOMY IMpH MPUMEHCHHU IIp€rapara y HNAlUCHTOB nodculoco eospacma u ¢ noveynou
HeO0OCmMamo4HOCmMplo J103a J0JKHA KOPPEKTUPOBATHCA B 3aBUCUMOCTH OT CTCICHU ITOYEYHOH

HEAOCTATOYHOCTH, OCHOBBIBASCh HA OIICHKE KIIMPEHCA KPCAaTHHUHA (M.I'I/MI/IH).

[Tanentam ¢ geekum napyuwienuem @yuxkyuu novex (KiupeHc kpeaTuHuHa S50-79 MI/MUH)

KOPPEKIHUH 03I HE Tpe6yeTc;1.

VY nmauuMeHToB ¢ ymepenHoul noyeynou Hedocmamoynocmvio (KiMpeHc KpeaTuHuHa oT 30 10

49 MiI/MHH) peKOMEeH/1yeMas /103a 5 MT 4epe3 JIeHb.

YV nanMeHTOB ¢ msdiCcenol NOYeuHOUu HeooCmAamo4HOCmblo (KJII/IpeHC Kp€aTHHHHA MCHEC

30 mu/MuH) pekoMeHryemast 1o3a 5 mr 1 pa3 B 3 aHsL.

[TanyenTam ¢ noveuHou u neveHouHol HeOOCMamoYHOCMbIO JO3UPOBAHUE OCYIIECTBIIACTCS I10

BLIIHCHpI/IBC,ZleHHOﬁ CXEME.

[Tanuentam c¢ Hapyutenuem maoJlbKo qbynm;uu neyenu KOPPEKIHU PEXHUMa HJO3UPOBAHUA HE

Tpedyercs.

IIpooondicumenvrocms npuema npenapama:

[Tpu neyennu ce30HHOTO (MHTEPMUTTUPYIOIIET0) A/UIEPrHUYECKOr0 pUHUTA (HATHYHE CUMIITOMOB
MeHee 4 JHeH B HeNeN0 WIM uX oOmias npononmmen},ﬂocm MeHee 4-X HeJelb)
IPOIOJKUTEIBHOCTD JICUCHHS 3aBUCHUT OT UIUTEILHOCTH CUMIITOMATHKH; JICYEHUE MOXKET OBIThH
IPEKPAIIEHO IPH UCUE3HOBEHUH CUMIITOMOB M BO30OHOBIICHO TIPH MOSIBICHUH CUMIITOMOB.

[Ipn neueHun KpyrioroAMUHOrO (MEPCUCTUPYIOLIErO) aUIEPrUYECKOT0 pUHHUTA (HAIMYHE
CUMIITOMOB Oosiee 4-X JIHEH B HeleN0 U UX o0Ias MpojoKHTEIBHOCTh Oosiee 4-X HEIeNb)
JIEUEHUE MOXKET MPOJI0JIKATHCS B TEUEHUE BCETrO MEPUOIa BO3ICHCTBUS aJIEPTreHOB.

VMeeTcs KIMHUYECKUH ONBIT HENpephIBHOTO NpuMeHeHus npenapata Kenszan® B iekapcTBeHHOM
(dopme TabIeTKH MOKPBITHIE IJIEHOYHOM 000JI0UKOI 5 MI' y B3pOCIIBIX MAIIMEHTOB JUTHTEIBHOCTHIO
J10 6 MECSIIIEB.

Ecnu Bbl npuHHMaeTe WM HEJABHO NPUHHUMATH JPyrUe Ipernaparsl, coodmute 00 3ToM

JevaiieMy Bpauy.



Eciu Ber 3a6b1t8 npunsTh npenapat Kensan™, He mpuHuMaiiTe IBOMHYIO 103y JUIS KOMIT@HCAIHHA

IPOMYIIEHHOM, TPUMHUTE CIICIYIONIYIO JI03Y B 0OBIYHOE BpEMSI.

[Tob6ounbie ¢ dexThI

annwvie no b6esonacnocmu, noy4eHHble NPU U3YYEHUU YeTMUPUSUHA

HaOmonamucs cienyronue HexenaTeIbHbIe peaKIiu:

Peoxo (=1/10000, <1/1000),

Berpeuanuch Jlerkue M BpEeMEHHbBIE HEKEJaTeNbHbIE SIBJICHHE TaKhHe Kak YTOMIISIEMOCTb,
HapylIeHHe KOHIEHTPAIlMM, COHJIMBOCTb, TI'OJOBHas 00Jb, TI'OJOBOKPY)XKEHHE, BO30YXKIEHHE,
CYXOCTb BO PTY H JKEIyJOYHO-KMIIEUHBbIE paccTpoificTBa (3amop). B HEKOTOpBIX cirydasix
HaOJI01ATMCh PEaKIMK THIIEPUYBCTBUTEILHOCTH M aHTHOHEBPOTHUYECKH OTEK.

Taxxke coobmanocs 00 OTAETBHBIX CIy4asX CYJIOpOr, PEeaKiMh CBETOYYBCTBHTEILHOCTH,
NOPaKEHUH TEYCHM, aHa(PUIAKTHYECKOro II0Ka, HAPYIIEHHS KPOBOOOpAINEHHMS, TIYXOTHI,

IIJIOXOro CaMO4YyBCTBHS, 3y/1a, BACKYJIMTA, 3pUTCIIbHBIX Hapymeﬂnﬁ 1 KOIIMAapHBIX CHOBH/ICHHUSX.

Jlannwle kiunuyeckux uccie0o6anuil

Knunnyeckue uccneopanus nokasaim, 4ro y 14.7% nanuneHToB, IPUHUMABIIHX JIEBOIIETHPH3HUH
B JI03€ 5 MI' Ha0IIO1aIUCh HeXKesaTeIbHbIe peakiiu B cpaBHeHHH ¢ 11.3 % y MalMeHTOB rPYIIIIbI
maanedo. 95 % naHHBIX HEXeNIaTeIbHBIX Peakinii ObLUTH JIETKUME HIIH YMEPEHO BBIPAKEHHBIMH.
B xiuHMYecKkuii MCCIEOBAaHMSAX YACTOTA MPEKpAIICHUS] TEeparndd BCIEJICTBHE pa3BHTHS
no0ouHbIX peakiuit coctauna 0,7% (4/538) y naueHToB, paHI0MH3UPOBAHHBIX VIS TIOTyYEHHSI
JeBoueTupusuHa B o3¢ S Mr u 0.8% (3/382) s manueHToB, paHJIOMH3HPOBAHHBIX B TPYIIILY

mianeoo.
Crenyromue HexenaTeIbHbIE peaKilii ObUIH BBISIBJIEHBI Y MAIMEHTOB (n=538) yuacTBOBABINHNX B
KJIMHHYECKOM MCCIICIOBAHUU M TIPUMEHSIBIIUX JIEBOIIETUPU3MH B PEKOMEHIOBAHHBIX 103aX

(5 Mr oMH pa3 B CyTKH):

C gacroroit 1-10 %

Heoicenamenvuwvie peaxyuu Jlesoyemupusun 5 me Inayebo
(n=538) (n=382)

COHJIMBOCTBH 5,6% 1,3%

CyxocTb BO pTY 2,6% 1,3%




['onmoBHas 0oJb 2,4% 2,9%

YToMmisieMocThb 1,5% 0,5%

AcTteHust 1,1% 1,3%

XoTs yactoTa CJIy4JacB COHJIMBOCTH B I'PYIIIC JICBOLECTUPU3HUHA ObL1a BBIIIC, YEM TaKOBas B I'PYIIIIC
maneto, B OOJBIIMHCTBE CJIy4acB 5TO HCKCJIATCIBHOC SIBJICHUEC OBLTO JIETKOW MIIH YMCPCHHOﬁ

CTETICHH TSDKECTH.
Heuacmo (0,1-1%): Bonu B )KMBOTE.

THocmpeeucmpayuonnvie ucciedosans

B nepuoa nocTperucTpainoOHHOro MpUMEHEHHS TIpenapaTta HabIioAaTiCh CIIeYIOIIHe IT000YHbIE

3 PeKThI:

Cocm OPOHbL UMMYHHOU CUCMEMbL

Peaxiuuu rHnepuYyBCTBUTCIBHOCTH, BKJIFOYAs aHa(I)I/IIIaKCI/IIO

Co cmoponbl obMmena geuiecms U NUMAaHUsl

[ToBrIlIeHHE arnieTUTa

Hapywenus ncuxuxu

TpeBora, arpeccus, BO36y)KI[eHHe, raJulrolMHanum, JACIpeCcCus, 6€CCOHHI/IHa, CYHIIUAAJIBHBIC

HJICHU, KOIIIMAapHBIC CHOBUACHHS

Co cmoponwsl Hep6HOl cucmembl

Cynoporu, TpomM003 CHHYCOB TBEpIOi MO3rOBOW 00OJIOYKH, TApecTe3usi, rOJOBOKPYKEHHE,

BEPTUTO, 0OMOPOK, TPEMOP, TUCTEB3US

Co cmopouwbl opeana 3penus

Bocnanmurenphbie IPOSBJIICHUS, HAPYIICHUC 3pEHUSA, HCUYCTKOCTH 3PHUTCIIBHOIO BOCIIPUATHS,

HEIIPOM3BOJILHBIC JIBHKEHHS TJIa3HBIX SI0JIOK (HUCTArM).

Co cmoponbl cepoya:

CTeHOKapIII/IS{, TaxXuKapaus, OIyIEeHHuE CCp)lLIC6I/I€HI/Iﬂ



Co cmoponwsl cocyos:

Tpom603 sipeMHO# BeHbI

Co cmoponbl OblXamenbHOU cucmembvl, OP2an0s 2pYOHOU KIemKU U CPeOOCMenUs.

YceueHue CHMIITOMOB PUHHTA, OJIbIIIIKA

Co cmopoHbl KOAHCU U NOOKONCHBIX MKAHCUL:

AHFHOHCBpOTH‘{CCKI/Iﬁ OTCK, 3K3aHTEMa, TUIIOTPUXO03, 3y, Cblllb, TPCIIMHLI KpallWBHUIIA,

(bOTOCCHCI/I6I/IJII/I3aIIHSI/TOKCI/I‘-IHOCTI>, CTOMKas JICKApCTBCHHAA SpUTEMA

Obwue paccmpoiicmea:

HeapdexTHBHOCTD MPOIyKTa U €ro B3aUMOICHCTBHUS, CYXOCTh CIIM3UCTHIX 000JI0UeK

Co cmoponbl 2ice1y0ouHO-KUUEYH020 mpakma.

Tommnota, pBota

Co cmoponbl neyenu u JcenyesbleoOAUUX NYMell.

['enarur

Co cmopoHbl CKelemHO-MbluleYHOU, KOCMHOU CUCTEMbL U COCOUHUMEIbHOU MKAHU.

bosib B MbIIIIIax, aprpairus

Co cmoponwbt nouex u MOYEBbIBOOSAUUX NYMEIL:

Jlu3ypusi, 3a1epiKKa MOYH

Obwue paccmpoiicmea u HAPYULCHUSL 8 MECMEe 86E0eHUS..

OTtek

ﬂa6opam0pubze U UHCMPYMEHMANbHBLE OAHHbLE.

VBenuyeHHe Macchl Tela, HW3MEHEeHHWe (YHKIMOHAIBHBIX Mpo0 MeYeHH, MepeKpecTHas

PEAaKTHBHOCTH



Onucanue omoenbHbIX HeXHCeIamenbHblX PeaKyuil
VY Majoro KoJaMuyecTBa MAIMEHTOB HAOMIOAAICSs 3yJ MOCe IPEKpalleHHsT PHMEHCHHUS

JICBOLCTUPHU3HHA

Ecnm y Bac ormeuarotes nobounsie 3G dexThl, ykazaHHbIE B UHCTPYKLUH HIIH OHH YCYTYOISIOTCS,
win Bel 3ametnim so6sie apyrue nodounsie 3GpdekTrl, He yka3aHHbIe B HHCTPYKIHH, COOOIIHTE

00 3TOM Bpauy.

Ilepeno3npoBka

Cumnmomvl:  COHIMBOCTH (y B3pOCIHBIX), BHa4aje MOTYT TIOSBHTHCS BO30OYXKJICHHE WU
0ecroKONUCTBO, 3aTEM CMEHSIFOIIMECs] COHIIMBOCTHIO (Y JeTeit).

Jlewenue: HEOOXOAMMO MPOMBITH JKEIYIOK WM MPUHSTH aKTHBHPOBAHHBIN YToJb, €CIH TOCIE
IpUema Inpenapara Mnpouuio Majao BpeMeHU. PekoMeH tyercst mpoBeieHHe CUMITTOMATHYECKOM |

nojyiepkuBaroieit repanuu. Crenuduyueckoro anTuI0Ta HeT. | 'emoauanus He 2 PeKTHBEH.

B3aumoseiicTBue ¢ APYrUMH JIEKaPCTBEHHBIMH MpenapaTaMu

M3ydyenne B3auMOJCHCTBHS JIEBOLIETHPU3MHA C JPYTHMMH JICKAPCTBEHHBIMH IIperapaTaMu He
npoBOAMIIOCh. [Ipn M3ydyeHMH JeKapCTBEHHOTO B3aMMOJEHCTBHSI palieMara IEeTHPH3MHA C
AHTUIIMPHUH, A3UTPOMHUIMHOM, IUMETUIAMHOM, JIHA3ENaMOM, SPUTPOMHIIMHOM, TJIHITH3HIOM,
KETOKOHA30JI0OM U ICEBI03(heIPUHOM KIIMHUYECKH 3HAUUMBIX HE)KeJIaTelIbHbIX B3aUMOIEHCTBHI
HE BBISIBIICHO.

IIpy onHOBpeMEHHOM NpUMEHEHUH ¢ TeoumHoM (400 Mr/cyT) OOLIMi KIMPEHC [ETHPU3HHA
cHmxkaercs Ha 16% (kuHeTHKa Teo(HIUITMHA HE MEHSIETCS ).

B nccnenoBanuu npu oAHOBpeMEHHOM npueMe putanoBupa (600 Mr 2 pasa B JieHb) U LIETUPU3HHA
(10 Mr B eHb) NOKA3aHO, YTO HKCIIO3UIIUS LETHPU3UHA YBenurBaiach Ha 40% , a 9KCIIO3UIHS
pUTAHOBUpA HE3HAUUTEIBHO U3MeHsIach (-11%).

Y 4yBCTBHUTEJIBHBIX IAIMEHTOB OJHOBPEMEHHBINH IPHEM JIEBOLECTHPH3UHA M aJKOIrOJs HIIHU
JIEKapCTBEHHBIX IIPENapaToB, OKa3bIBAIOIIUX [10/1aBIISIONIEE BIMSHUE HA HEHTPATbHYIO HEPBHYIO

cucremy (IIHC), MmokeT BBI3BaTh 3aTOPMOKEHHOCTD M YXY/IIIIEHHE PabOTOCIIOCOOHOCTH.

Ocobbie ykazanusi
MHTepBaibl MEXIy J03aMH JIODKHBI OBITH T0J00paHbl WHAWBHAYATHHO B 3aBUCHMOCTH OT
MOYCYHOU (DYHKIIHH.

PCKOMCHIIyCTCH CO6.IHOIIaTb OCTOPOIKHOCTDL ITPH OTHOBPEMCHHOM ynorpe6nemm C aJIKOT'OJIEM.



[Ipy Bamuuuy y DALMEHTOB IpeJpacrojararomux (akTopoB K 3aJepXkKe MOYH (Harmpumep,
IIOBPEXK/IEHHE CIIMHHOIO MO3ra, TMIEpIUIa3usi MpeICTaTeNIbHON jKele3bl) clieayeT coO0IoaaTh
OCTOPOYKHOCTD, ITOCKOJIBKY JIEBOLETHPU3HH MOXKET YBEJIMUUBATH PUCK 3aJEPIKKUA MOYH.
OcCTOpOKHOCTD cilefyeT CcOOM0IaTh Y MAMEHTOB C SMHJICNCHEH W MOBBIIEHHON CYIO0POKHON
TOTOBHOCTBIO, ITOCKOJIBKY JIEBOLIETHPU3UH MOXKET BbI3BaTh 0OOCTPEHHE MPUCTYIIOB.

Peakiis Ha KOXKHBIE aJUIepruveckye MpoObl MOaBIseTCss AHTHIMCTAMHHHBIME TIperapaTaMu, 1
nepesl NPOBEJICHUEM TECTHPOBAHUs HEOOXO0IMMO BO3/I€P)KAThCs OT IPHEMa IperapaTa B TCUCHHE
3 nHeil.

B0o3M0KHO nosiBIeHME 3y/1a OCIIE TPEKPAIIEHUS IIPHEMa JIEBOIIE THPH3UHA, JaXKe €CJIU MOJ00HBIX
CHUMIITOMOB He ObUI0 B Havajie JjedeHus. CHMITOMBI MOTYT MHPOWTH CaMOCTOSTEIbHO. B
HEKOTOPBIX CIIydasX CUMIITOMBI MOTYT OBITh CHJIBHO BBIP@KEHHBIMH, H 3TO MOXKET MOTPeOOBAThH

B0300HOBJICHHS JieueHHs. [Tociie BO30OHOBIIEHHS JIEYEHUSI 3TH CUMITTOMBI JIOJDKHBI HpOﬁTH.

Jlemu

JleponeTpu3uH B TabJIeTKaX MOKPBITHIX IUIEHOYHOM 000JI0UKOM, MPOTHBOIIOKA3aH y JAeTei 10 6
JIET, MOCKOJIbKY JIaHHas JeKapcTBeHHas (opma He MO3BOJISET HCIOJIB30BATh OIXO/ISILYIO
JIO3UPOBKY JUIsl 3TOM BO3PacTHOH TIpynmbl. PekoMeHIyeTcst MCIoIb30BaTh MeIHATPUYECKYIO

JIeKapCTBEHHYIO (hopMy (Karutu [uist preMa BHYTPb).

Biusinue Ha ¢noco0HOCTH YNIPABJISITH TPAHCHOPTHBIMH CPeICTBAMH, MEXaHU3MAMH

JIeBOLETUPU3UH MOXKET NPUBECTH K IOBBINICHHOH COHJIMBOCTH, CIIEIOBATEIBHO, Mpernapar
Kemsan® MoxkeT oka3blBaTh BIMSHME HA CIIOCOGHOCTD YIIPABJISATH aBTOMOOHIIEM HlH PaboTaTh ¢
TEXHUKOH. B mepuox jeueHuss HeOOXOOMMO BO3JEPKHBATHCS OT 3aHSATHH ITOTEHIMAIBHO
ONMACHbIMU BHJIAMH JIEATEIbHOCTH, TPEOYIOUIMMHU TOBBIIIEHHONH KOHIEHTPAIlMM BHHUMAaHHS U

OBICTPOTHI ICUXOMOTOPHBIX PEAKIIHA.

®opma BhINyCKA
Tabnerku nMOKpLITHIE MIICHOYHOH 000JI0UKO# 5 Mr.
ITo 7 mnm 10 Tabnerok B Gimcrepe u3 [IBX — amomununeBoit ponbru. 1 umm 2 Giucrepa BMecTe ¢

MHCTPYKIHEH 110 IPUMEHEHHIO B KAPTOHHOM MayKe.

Cpok roanocTu

4 rona



He IIPUMCHSTH I10 UCTCYEHHUH CPOKa IOTHOCTH, YKA3aHHOTO Ha YITaKOBKE.

YeaoBusi XxpaHeHust
B cyxom mecrte npu Temreparype He Bbiie 25°.

XpaHUTH B HEJJOCTYITHOM TS JIeTeH MecTe!

YcnoBus OTIYCKA U3 AlITEK

Otnyckaror 6e3 penernra

Baanenen PY
IOCB ®apmmm C.A.

IIpombiiennas 3ona [lnanmm, [lImen ne Kpya bnanm 10, CH-1630 Byiuie, IIseiinapus

IIpousBoaure.n
IOCB ®apum C.A.

ITpombiniennas 3ona [lnanmm, [Imen ne Kpya brnanm 10, CH-1630 Bysue, IlBeiinapust

Bonpocs! n npereH3un norpeduTe/ieil HANPABJIATH MO aJpecy:
Mocksa, 105082, IlepeBenenockuii nep., 1.13, ctp.21.
Ten.: (495) 644 33 22; dakc: (495) 644 33 29

= «
Menekep 1o perucTpanuu .. H.E. Tropun
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