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MHUHUCTEPCTBO 3IPABOOXPAHEHMUSI P[)CCI/II/ICKOI/I EJAEPAIIUA

) Jln‘UDAH‘ ‘
HHCTPYKIUS
IO MEAUIIUHCKOMY IIPUMEHEHUIO JIEKAPCTBEHHOI'O ITPEIIAPATA
®epapun”

Perncrpannonnsiii Homep: I1N013262/01
ToproBoe HaumeHoBaHue: (DeBapHH®
MesxaynapoaHoe HenaTe HTOBaHHOE HAUMEHOBaHHe : (NIYBOKCAMUH

JlekapcTBennasi popma: TabeTKH, MOKPHITHIE MIEHOYHOMN 060104KOH

Cocrasn

Hoszupoexa 50 me:

| TabneTka, MOKPHITAS MIEHOYHOU 0DOJIOUKOM, CONEPIKUT:

AeHCTBYIOIEe BemecTBo: quiyBokcamuHa maneat — 50,0 mr

BCIIOMOraTe/ibHble BewecTBa: MaHHMTON — 151,5 mMr, kpaxman kykypy3uslii — 40,0 mr,
Kpaxmal TMpexenaTHHU3UpoBaHHbi — 6,0 Mr, HaTpus creapwidymapar — 1,75 mr, kpeMmHus
JIMOKCHU/T KOJUTOWIHBIN — 0,75 Mr

neHo4nas obosouka: Onaapaii® Genbrii 03F28509 [runpomennosa — 4,1 mr, makporon 6000 —

1,5 mr, Tanek — 0,3 mr, Tutana guokeua (E 171) — 1,5 mr] — 7,4 mr.

Hoszuposka 100 me:

| Tabnerka, MOKphITas MICHOYHOM 000I04YKOM, COAEPIKHT:

AeHcTBYIOMEe BemecTBo: quiyBokcamuta maneat — 100,0 mr

BCIOMorarte/ibHble BemecTBa: MaHHuTon — 303,0 Mr, kpaxman kykypy3Heiid — 80,0 wmr,
Kpaxmas MpexeIaTHHU3UPOBaHHbI — 12,0 Mr, HaTpus crteapunpymapat — 3,5 Mr, KpeMHHs
JUOKCH/I KOJUIOUAHBIN — 1,5 Mr

nieHounas o6osouka: Onaapaii® Gensiii 03F28509 [runpomennosa — 5,6 mr, makporon 6000 —

2,0 mr, Tanek — 0,4 mr, Tutana auokeua (E 171) — 2,1 mr] — 10,1 mr.

Onucanne

Tabnemxu 50 me:

Kpyrabie, aBoskoBeImyKiIble, OT Oenoro a0 moytd Genoro uBera TabNETKH, MOKPBITHIE
TIEHOYHOH 000J04YKOM, ¢ PHCKOH Ha OHOW CTOpOHE TabJeTKH W rpaBUpoBKO# 29/ ¢ obenx

CTOPOH OT PUCKH.



Tabnemxu 100 me:
OBanbHble, ABOSKOBBINYKIBIE, OT 0€lOro 10 no4td 6enoro upera TabJeTKH, MOKPBITHIE

MJICHOYHOH 000/104KOH, ¢ PUCKOH Ha O/HON cTOpoHe TabieTku M rpaBupoBkoit 313 ¢ obeux

CTOPOH OT PHUCKH.

q)apMQKOTGPaHEBTH‘leCKaﬂ rpynna: aHTHACINPECCAHT, CEJIEKTUBHBIHN PIHFH6MTOp O6paTHOP0
3axBaTa CEpOTOHHHA

Koa ATX: NO6AB08

PapmaKo/JI0rHYeCKHe CBOICTBA

Dapmarkoounamuxa

HccnenoBanus 1o CBA3BIBAHMIO C pELENTOPaMH [OKa3aid, 4T0 (UIyBOKCAMMH SIBJISETCS
MOIIHBIM HMHTMOMTOPOM OOpaTHOrO 3axBaTta CEpPOTOHHMHA KaK in Vitro, Tak W in vivo ¢
MHHHUMAJIBHBIM CPOJICTBOM K CEPOTOHMHOBBIM perentopaM. Ero crnocoGHOCTE CBS3BIBATHECS C O
¥ [-agpeHOpeLenTopamMu, I'MCTAMHHOBBIMH, M-XOJHHO WM A0(AMHHOBBLIMM pELENTOPAMH
HE3HAYUTe/IbHAs.

@yBOKCaMMH B TEpaneBTHYECKUX J103aX 00J1aZaeT BBHICOKMM CPOACTBOM K ©l-peuentopam,
JIEUCTBYS KaK UX arOHUCT.

DapmakoKunemuxa

BcacbiBanue

ITocne nmpuéma BHYTph (UIYBOKCAMHMH MOJHOCTBIO BCACHIBAETCS M3 JKENYJ0YHO-KHIIEYHOIO
Tpakra. MakcuMaspHble KOHLEHTPALMM [pernapaTta B IUla3Me KPOBH OTMeYaroTcs vepe3 3-8
4acoB mocie npueMa. AGcomoTHas OMOJOCTYMHOCTh coctaBiseT 53 % mocie MepBHYHOTO
metabonusma B rnedeHU. OJHOBpeMEHHBbIH npueM (UIyBOKCAMHHA C MHIIEH HE BJIMSET Ha
(apMaKOKHHETHKY.

Pacnpenenenue

CesspiBanne QuyBokcamuHa ¢ Oenkamu miaasmel coctaBisier 80 % (in vitro). OGwem
pacnipeaeneHus — 25 n/kr.

Metabonu3m

Meta6oau3m ¢iyBokcaMHHa MPOMCXOAUT, IIABHEIM 00pa3oM, B neyeHu. Xots usodepment 2D6
uuroxpoma P450 saBnasercs ocHOBHBIM B MeTabonu3Me (uiyBOKCAaMHHA, KOHLEHTpALUs
npenapara B IJa3Me€ KPOBM Y JIMLL CO CHMXKEHHOW (yHKuMel 3Toro usodepMeHTa He HAMHOIO
BBILLE, YEM Y JIML] C HOPMAJIbHBIM METa00IM3MOM.

Cpenuit nepuos MoTyBbIBEICHUS U3 IJIa3Mbl KPOBH, COCTABJISIOUMI /Uil OAHOKPATHON 036

13-15 4acoB, HECKOJIBKO YBEIMYMBAeTCA IMpPU MHOrokpatHom mnpuéme (17-22 wdaca), a

.



paBHOBECHAsl KOHUEHTpPALIMs B I1J1a3Me KPOBH, KaK MMPaBHIIO, AocTUraeTcs B TeueHue 10-14 quei.
®iyBokcaMMH TojBepraeTcss OuOTpaHCcGOpMAaUMKM B MedeHH (IVIaBHBIM 00pasoM, MyTem
OKMCIIMTEIBHOTO /eMETHIMPOBaHMs) M0 MEHbIIEH Mepe /O JAeBSTH MeTabOJIHUTOB, KOTOpHIE
BBIBOAATCA  4epe3 noyku. JIBa rmmaBHeIX MeTabonurta 00NafarOT  HE3HAYMTEIBHOM
¢apmakonoruyeckolt akTMBHOCTBIO. [Ipoure MeTaGONMTHI, BEPOATHO, (PAPMAKOIOTHUECKH
HEaKTHUBHBI.

DiiyBOKCaMMH 3HAYMTENIBHO MHIUOMpyeT wnutoxpom P450 1A2 u P450 2C19, ymepenno
MHIrHOupyeT uuToxpomsl P450 2C9, P450 2D6 u P450 3A4.

dapMaKoKMHETHKA OJJHOKPATHOH /103bl (uyBOKCaMHHa JMHeHHA. PaBHOBeCHas KOHUEHTpaLus
¢nyBokcamMMHa  BBlIE, YeM  KOHLEHTpPAaUMs  OAHOKPAaTHOW  /03bl, M  JaHHas
HEIPONOPLUHOHAIBHOCTB O0JTee BhIpaskeHa MpH 00Jiee BHICOKUX CYTOYHBIX J103aX.

Ocobkle IPVYIINEBI NMAIMEHTOB

dapmakokuHeTHKa (TyBOKCAaMMHA OJMHAKOBA Yy 3[0POBBIX JIOAEH, IMOXMIBIX JIML MM
MalMEHTOB C MOYE€YHON HEA0CTaTOYHOCTEIO. MeTabonnu3M (uiyBOKcaMMHa CHHUXKEH Y MalHeHTOB
¢ 3a0071€BaHUSAMH TIEYEHH.

PaBHOBecHas koHUEHTpauus (uyBOKcaMMHa B IJ1a3Me BJBOE BhIlle Yy JeTeil (B Bo3pacte 6-11
JIET), 4eM Yy MoApocTKoB (B Bospacte 12-17 net). KoHueHnTpauuu npenapara B rjasme KpoBH y

NOAPOCTKOB CXOAHBI € KOHLUEHTPALIUAMHU Y B3POCJIBIX.

IToka3anusi K NnpUMeHEe HHIO
- JENpeccUHy pa3IuyHOro reHesa

- 00cecCHBHO-KOMITYJILCHBHBIE PACCTPONCTBA

IIporuBonokazanus

1. OnHOBpeMeHHBI TNpUeM ¢ TH3aHHIMHOM M WHTHOMTOpAMH  MOHOAMHHOKCH/IA3bl
(uarubutoper  MAO) (cMm. pazgen «BzauMoaeiicTBHE ¢ JAPYTMMH  JIEKAPCTBEHHBIMU
CpeCTBaMMU»).

Jleuenue quryBOKCAaMMHOM MOJKET OBITH HAYATO:

- 4epe3 2 HeJeNM N0c/Ie MpeKpalieHus nprueMa HeobpaTumoro uHrubutopa MAO;

- Ha CHeayroUMH JeHb [ocje IpeKpalieHus npuema oOpatumoro uHHrubutopa MAO
(Hanpumep, MOKI00eMUA, THHE30IUN).

Ilpome:xxyTok BpeMeHM Mexy NpekpalieHHeM npueMa (uiyBOKCAMHHA M HAyalioM Teparuu
mobbM HHTHOHTOpOM MAO [10/KEH COCTaBIIATh, KAK MUHMMYM, | Hezemo.

2. OpnHOBpeMEeHHBI TMpHEM C [pernapaTamMu [HMMO3MJ M paMenTeoH (cM. paszgen

«B3aumozeicTBHE C APYTUMHU JIEKAPCTBEHHBIMH CPEICTBAMUY).



3. T'unep4yyBCTBUTENBHOCTh K JACHCTBYIOLEMY BEIIECTBY MIIM K MIOOOMY M3 KOMITIOHEHTOB
npenapara.
4. Bospact 10 18 ner npu seyeHMH AENpecCHH pasiM4HOIO reHe3a; BO3PAacT A0 § JieT mpu

JICYCHUH O6CCCCHBHO-KOMHYJ'IBCHBHBIX paCCTpOﬁCTB .

C 0CcTOpOKRHOCTBIO
[leyeHouHas M moOYeyHast HEJAOCTATOYHOCTb, CYIAOPOIH B aAHaAMHe3e, SIMJIETICHS, MOXKHIOM
BO3pacT, MalLMEHTBhl CO CKIOHHOCTBIO K KPOBOTEYEHHUSIM (TpOMOOLMTONEHUs), OEpeMEHHOCTD,

MEepUOJ IPYAHOTO BCKAPMIIMBAHHUS.

Ilpumenenne npn 6epeMeHHOCTH H B 1€ PHO/J FPYAHOr0 BCKAPMJIHBAHHS

bepemennocmeo

ONMAEMUOIOTUYECKHE  JaHHBIE  JAlOT  OCHOBAHWS  HPEAINOJIOKUTb, YTO [pPUMEHEHHE
CEJIEKTUBHBIX MHIHOMTOpPOB oOpaTHOro 3axsara ceporoHuHa (CMO3C) npu GepemeHHOCTH, B
0COOEHHOCTH Ha MOCIEIHNX Mecslax OepeMEHHOCTH, MOXKET MOBBICUTH PUCK TEPCHCTHPYIOLLEH
neroyHoit runeprensud (IUIIY) HoBopoxxaenusix. UMeroumecs aanHble nokaseiBaroT, yro [T
BO3HMKaeT npubnuzuTensHo B 5 ciaydasx Ha 1000 poxaenuii (B omimyue ot 1-2 ciydaeB Ha
1000 poxxaenuit, ecnu Mate He npuMensiiia CUO3C Ha nocneaHux cpokax 6epeMeHHOCTH).

He pexomenayercs mpuMeHeHue quiyBOKCaMHHA BO BpeMsi OEpEMEHHOCTH, 3a HCKIIOYEHHEM
Clly4aeB, KOrJa KIMHMYECKOE COCTOSHME >KEHLMHBI YKa3blBa€T Ha HEOOXOAMMOCTH €ro
NPUMEHEHUS.

beiiy  omMcaHbl  OTAENbHBIE CAy4ad CHHAPOMA OTMEHBI y HOBOPOXICHHBIX [10C/IE
UCTONIBb30BaHUS (PTyBOKCAMHHA B KOHIIE OEpeMEHHOCTH.

VY HEKOTOphIX HOBOpOXIEHHbIX mocie BozaeicTBus CHO3C B TperheM TpumecTpe
OepeMEHHOCTH  BO3HMKATH  3aTPYAHEHUS KOPMJICHHS W/MIM  JBIXaHWs, CYIOPOIKHBIE
paccTpoiicTBa, HecTabMiIbHAs TeMmIiepaTypa Tejla, THIIONIMKEMHs, TPeMOp, HapyIleHHs
MBIIIEYHOTO TOHYCA, CHHAPOM MOBBILIEHHONW HEpBHO-pe(UIeKTOPHON BO30YIUMOCTH, LIMAHO3,
pa3ApaKUTENbHOCTD, JIETAPIHs, COHJIMBOCTh, PBOTA, TPYAHOCTH C 3aChIMIAHUEM U HENpPEepPbIBHbIM
1J1ay, 4YTO MOIJIO MOTpeboBaTh GoJiee MPOAODKUTENBHYIO NOCIMTAIN3ALMIO.

Ilepuoo epyonozo eckapmiuearus

D1yBOKCAMUH TMPOHUKAET B IPYAHOE MOJIOKO B HeDOJIBIIMX KOJM4YecTBaX. B cBsA3M ¢ 3TUM
npenapar He 10/KeH MPUMEHSATHCS B EPUO/L IPYAHOI0 BCKAPMITHBAHHSI.

DepmunvHocme

HccnenoBanus penpoayKTHBHOW TOKCHMYHOCTH Yy JKMBOTHBIX TMOKa3aad, 4T0 (UIyBOKCaMHH

BJIMSIET HA PENPOAYKTUBHYIO (QYHKLHIO CaMLOB M CaMOK, MOBBILIAET PUCK BHYTPHYTPOOHOM
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rubenu oJaa MW CHHXKAET Maccy TeJjia I1oJa B [J03aX, MPEBRIIAIOINKX MaKCHUMallbHbIE
PE€KOMEHJOBAHHBIC JId 4Y€JIOBEKA 03Bl ﬂpH6HH3I/ITeHLHO B2 pa3sa. KpOMC TOro, Ha6IIlOIlaJ10CB
IMMOBBIIICHHUE YaCTOThI ﬂepHHaTaﬂbHOﬁ CMEPTHOCTHU JETEHBIIIEH B npe- W IOCTHATAJIbHBIX
UCCNIEOBAHUAX. 3HAYUMOCTbD ATUX JaHHBIX JJIs 4C€JIOBEKA HEHU3BECTHA.

(DJI}’BOKcaMHH HE CJICAYET HasHayaTb INAalMCHTaM, KOTOpPBIC IJIAHUPYIOT 6CpCMeHHOCTb, 3a
HCKIIFOYEHHEM CJIy4acB, KOorjga KIMHHYECKOE€ COCTOSIHHUE IIallueHTa Tpe6yeT Ha3zHa4YCHHUA

¢uryBOKCAMHHA.

Cnocob npuvMeHeHHs U 103bI
TaGnerku duyBokcamMuHa ciefyeT MPUHUMATh BHYTPb, HE pa3KeBblBas, 3anuBas BOJIOW.

Tabnerka moxeT OBITH pa3aeneHa Ha JIB€ paBHEBIE YaCTH.

Henpeccuu
B3pocinbie

Pexomenayemas craproBas 103a s B3pocisiX coctaBiaser 50 unmm 100 Mr (ogHOKpartHo,
Beuepom). Ilocne 3-4 Henens OT Havyana Tepanmuu [03a JO/DKHA OBITH MEpPeCMOTpeHa M
CKOPPEKTUPOBAaHAa B COOTBETCTBUM C KIMHMYECKUM OIBITOM TPUMEHEHMs [pernapara.
PekoMeHnyeTcs mocTeneHHoe NoBbIeHUE 103kl 10 YPOBHS 3(eKTHBHOM.
DddekTuBHAs CyTOYHAas /1032, COCTaBIsOWAs 00byHO 100 Mr, MoaGHpaeTcs MHAMBUIYATLHO B
3aBUCHMOCTH OT peakuMu naiueHTa Ha jeueHue. CyrouHas ao3a moxer jgocturats 300 mr.
Cyrouneie 103bl cBbie 150 Mr pekomenayeTcsi pacmpenenst Ha 2 uiad 3 npuema. IloaGop
MMHHUMANIBbHOH  S(QeKTUBHON  NOANECpPXKHUBAIOLIECH 0361  JIOJDKEH  OCYIUECTBJIATHCS €
OCTOPOXKHOCTBIO B MHAUBUIYATbHOM MOPS/IKE.
B coorBerctBMM ¢ oduuManbHBIMU pekomeHaauusMu BO3 sedenue aHTHAENpeccaHTaMu
CIIEJIYeT MPOI0JDKAT, 110 KpalHel Mepe, B TeUeHHE 6 MeCsLeB PEMUCCUHU OCIIE IeNPECCHBHOIO
3MU30/a.
Jlns npoduiakTHKY peLMIMBOB JETIPECCHH pPeKOMeHayeTcs mpuHuMaTh mo 100 mr npemnapara
®epapu® 0/1MH Pa3 B JIEHb, EKEIHEBHO.

eTH
V3-3a OTCYTCTBMS KIMHHYECKOTO OnbiTa DeBapuH” He PeKOMEHIYeTCs IIPUMEHSTh VIS JIeYeHHs
Jernpeccuii y nerei no 18 ner.

O6ceccBHO-KOMIYIbCUBHBIE paccTpoiictBa (OKP)

B3apociibie

PexoMeniyeMas cTapToBas 103a JUTs B3pOCIBIX cocTapser SO Mr npenapara Gesapuu® B 1eHb
B TeyeHue 3-4 nHeil. DdeKkTuBHAg cyTouHas 103a cocTaBseT, kak npasuio, ot 100 go 300 mr.

Jlo3el ceayeT MOBBIATH MOCTENEHHO A0 JOCTHXKEHHS d(de KTUBHON CyTOYHOM 03B, KOTOpast



He Jo/nkHa npeBbimate 300 Mr y B3pocneiX. J1o3sl 10 150 Mr MOXKHO MPUHUMATH OTHOKPATHO B
CYTKHM, KenarebHo BeyepoM. CyroyHble 103bl CBhILE 150 M pekoMeHIyeTcs pacnpeaeiTh Ha
2 unu 3 npuema.

[Ipu xopoiem TepaneBTHYECKOM OTBETE Ha Mpenapar JIeYeHUe MOXKET OBITh MPOJODKEHO MpU
MOMOLM HMHAMBHUIYallbHO MNOA0OpaHHOM cyTouHoW Jo3bl. Ecnu  ymydimeHuwe He Oyzer
JoCTUrHYTO Yepe3 10 Heaens, TO neyeHre GyBOKCAMHUHOM ClIEyeT nepecMoTpeTh. Jlo cux mop
He OBbLIO OPraHM30BaHO CHCTEMHBIX HCCIIEIOBAHH, KOTOpBIE MOIIH OB OTBETUTH Ha BOMPOC O
TOM, KaK J0Jr0 MOXET TMpPOBOAUTBECA JieueHHEe (UIyBOKCAMMHOM, OJHAKO 0OceccHBHO-
KOMITYJIbCMBHBIE PAacCTPOMCTBA HOCAT XPOHHUYECKMH Xapakrep, M MOITOMY MOXXHO CYMTaTh
11e71€c000pa3HbIM NMPOAIEHHUE TeyeHHs uyBOKcaMHMHOM cBepX 10 Heaenb y mauMeHTOB, XOpo Lo
OTBETHUBIIMX Ha 3TOT npenapat. [Tonbop MuHUManBHOM 3¢(peKTHBHOM MOAAEPKUBAIOIICH 103bI
JOJDKEH OCYILECTBIIATBCA C OCTOPOXKHOCTBIO B HHAMBUAYyalbHOM mopsake. [lepuoauuecku
HEOOXOZIMMO 3aHOBO OLICHMBATh HEOOXOAMMOCTH B JieueHHMH. HeKkoTopble KIMHHLMCTHI
PEKOMEHYIOT MPOBEEHUE COMYTCTBYIOICH MCUXOTEpaNuu y MalMEeHTOB, XOPO IO OTBETHBIIMX
Ha Qapmakotepanuio. Jlonrocpounas s¢dexruBHocTs (Oonee 24 Hepmens) He Oblia
MO/ATBEPIKACHA.

Jetu crapiie 8 1eT U NOAPOCTKH

V nereit crapiue 8 €T U MOAPOCTKOB JIaHHBIE 110 NMPUMEHeHHIO B j103e Gonee 100 mr aBa pasa B
CYTKM Ha npoTrsbkeHuHu 10 Hezmenb orpaHudyeHsl. HavanbHas j03a ans gereit crapue 8 ner u
MOJPOCTKOB COCTaBJSiET 25 Mr/CyT Ha OAMH NPHEM, MpPEQIOYTUTENbHO mepea cHoM. Jlosy
CllelyeT MOBBIIATE Ha 25 MI ¢ y4eTOM MEepeHOCUMOCTH Kaxable 4-7 IHEeH 10 NOCTHKEHUS
s¢dexruBHoit cyrounoi a03el. D pdekxruBHas n03a 06buHO coctapnaser ot S0 go 200 mr/cyr,
MaKcUMasibHas 703a y Aeted He jo/pkHa npessimath 200 mr/cyr. CyrouHsie 1036l cBbIlE SO Mr
PEKOMEHYeTCsl paclpeessTh Ha 2 prUeMa, IPH 9TOM, €CITH MMOJTy4eHHBIe 2 103l HEOJUHAKOBHI,
O0MBLIYIO 103y CJIEIYET MPUHSTH MEPel CHOM.

CHUHJIpOM OTMEHBI I0CJIE IMPEKPAICHUA TIPUMEHCHU S dl]'IYBOKCElMPIHa

Heobxonmumo  m3berath pe3koil ormeHsl mpenapata. [lpy  npekpalleHHW — JeYeHUS
(ryBOKCAMHHOM CJIe/lyeT MOCTENeHHO CHUXKATh /03y B TeYeHHe MHHUMYyM 1-2 Hexens [uis
CHMIKEHHsI pHCKa cHHIpoMa oOTMeHBl (cM. pasgen «[loGounoe peiictBue» u  «Ocobble
yKa3aHus»). B ciydae BOSHHKHOBEHHS HENIEPEHOCHMBIX CUMITTOMOB T10CJI€ CHUXKEHHUS J103bl W
Mocjae OTMEHBI JIEYEHHS MOXKHO pacCMOTpPETh BOIMPOC O BO30OHOBIIGHMM JICYEHHs B paHee
pexkoMeH0BaHHON no03e. [Toske Bpau MOXET BHOBb HayaTbh CHHIKEHHE /103bl, OJHAKO Oosee
MOCTENEHHO.

JleueHnue MMAlMEHTOB C MEYEHOYHOW HJIM IMOYE€YHOM HEJOCTATOYHOCTHIO CJIEAYET HA4YHUHATH C

HU3KUX 103 o4 CTPOrum Bpa‘{CGHbIM KOHTPOJIEM.



ITo6o4uHoe aelicTBUE

Hekotopeie noGouHble

HaO0JIr01aB Lmecs

npH

MNpOBCACHHUHN  KIMHHYCCKHUX

HUCCIIeIOBAaHUH, 3a4acTyro OBLTM CBSI3aHBI C 3360J’leBaHl/lCM, a HE C NPOBOAHUMBIM JICYCHHEM

npenaparom ®epapun®.

Bce peakuum pacmpezesnieHsl 1Mo CHCTEMaM OPraHOB M 4acToTe pasBUTHS: yacTeie (>1 % u

<10 %); neuacteie (0,1 % u <1 %); penxue (>0,01 % u <0,1 %); yacTora HeusecTHa (He

MOXET OBITh onpeacieHa Ha OCHOBE MOJIYYCHHBIX lIaHHI:IX).

Yacmuie Heuacmuie

Peokue

Yacmoma neuzeecmua

Hapywenusa co cmoponwt kposu u numgpamuueckoi cucmemvl

KPOBOTEYEHHUS
(Hanpumep,

eIy J0YHO-

KU LIEYHbIE
KPOBOTEYEHHS,
TMHEKOJIOTHYeC Kue
KPOBOTEYEHHS,
9KXMMO3, MypIypa)

Hapywenua co cmoponer 3H00OKpunHoil cucmembl

TUIEPIPOJAKTHHEMUS,
CHUH/IPOM
HEaJICKBaTHOM
CeKpeLuH
AHTUANYPETHYECKOTO
ropMOHa

Hapywenua co cmoponvr obmena éewjecms u n

umanuA

AHOPEKCUs

TMIIOHATpUEMHU A,
YMEHBbUICHHE MaccChl
TECJa, YBEJIIMYCHHUC
MacCcChI T€Jia

Hapywenus ncuxuxu

raJlTIOLMHALIHH,
COCTOSIHHE  CITyTAHHOTO
CO3HaHMS,
arpecCMBHOCTB

MaHUus

CyMLMIaTbHOE
MBILIIEHHUE,
CYyMLUOANIBHOE
noBeAeHue (CM. pasaen
«Ocobble yKa3aHUs)

Hapyuienus co cmoponwl nepsroti cucmemoi




TpeBOra,
MOBBILIEHHAs
BO30YAMMOCTb,
0eCIOKOMCTBO,
OeccoHHUIIa,
COHJIMBOCTb,
TPEMOp, TOJIOBHAs
0011b,
rOJIOBOKpYXKEHHE

SKCTparnupaMHuJIHbIC
HapyluiCHUs, aTaKCHs

CYAOpOTH

CEpOTOHUHOBBIN
CHUH/APOM, COCTOSIHHUS
noao6HbIe
3710Ka4Y€CTBEHHOMY
HeHpoJienTHYEeCKOMY
CHH/IpOMY
(COBOKYIHOCTB
CHMIITOMOB, TaKMX KaK
rUInepTepMus,
PUTMOHOCTE MBI LI,
MHOKIOHYC,
nabuIbHOCTD
aBTOHOMHOW HEpBHOU
CUCTEMBI, c
BO3MOXXHBIMH
ObICTPBIMU
M3MEHEHHUSIMHU
KU3HEHHO
napameTpoB,
U3MEHEHHE
MICUXUYECKOTO
cTaryca,
CIYTaHHOCTH
CO3HaHU,
pa3apa>kKUTETbHOCTB,
KpaiiHee
BO30YX/IeHHE,
J0X0s1Iee J10
JenUpus U KOMBI),
akatu3us/
MICUXOMOTOPHOE
BO30YyKIeHHeE,
napecTe3usi, JUCTeB3Us

BaXXHBIX

B KITrO4as

Hapywenus co cmoponwl opeana 3peHus

raykoMa, MHJpua3s

Hapyuienus co cmoponwt cepoya

OLyIIEHHE
cepauedueHus/
TaXUKap/Aus

Hapywenus co cmoponwvl cocyoos

OpTOCTaTUYECKAA
THIIOTEH3U S

Hapywenusa co cmoponwl dceny0ouno-kuuieyHo2o mpakma

0olb B KHBOTE,

3arop, auapest,
CYyXOoCTh BO  pTY,
JIACTIETICHS,

TomHOTa*, pBoTa

Hapyulenwl CO CMOPOHbL NeYeHU




HapylieHHe  QyHKUUHU
MeYeHHU (noBblLIEHHE

aKTUBHOCTH
«T1€YEHOYHBIX»
bepMeHTOB)
Hapywenus co cmoponwl kodicu u nookodcHvix mrauet
MOBBIIEHHOE KOXHBIE peaKuuu| peaKuuu
MOTOOT/JE/IEHHE TUIEPYYBCTBUTENBHOCTH | GOTOUYBCTBUTEIBHOCTH
(Bxmouyas ChIMb, 31,
AHTHOHEBPOTHYECKH i
OTEK)

Hapywenus co cmoponbl ckeniemuo-mbvluieyHot u coeOUHUMebHOU MKAHU

apTpaarus, MUaarus nepesioMbl KocTei**

Hapywenus co cmoponvl nouex u Mouegbl800suux nymei

HapyIIeHUs
MOYEHUCITYCKaH U
(Bmoyas  3aepXKKy
MOYH, HeJlepKaHue
MOYH, TMOJUIAKHYPHIO,
HOKTYPHIO M HYpe3)

Hapywenusa co cmoponst no108bix 0p2anos u MOJI0YHOL Hcee3bl

HapylleHue (3ajepiKKa) | rajnakropes aHOprasmus,
IAKYJIALMH MEHCTpYyaJlbHbIE
HapyleHHs (TaKue Kak
ameHopes,
TMIIOMEHOpes,
MeTpopparus,
MEHOpparus)

Obuwue paccmpoiicmea
acTeHus, CHUH/IpOM OTMEHBI
HEJIOMOraHue npenaparta, BKIOYas
CUHJPOM OTMEHbI Yy
HOBOPOXKJIEHHBIX, YbH
Matepu  [pPUHUMAIU

dyBOKCAMHH Ha
MO3AHUX CpoKax
OepeMeHHOCTH

* - TomHoTa, MHOrZa COMpPOBOXKAaeMas PBOTOM, sBNsieTcss Haubosee 4acTo HabIIHOJaeMbIM
n0604HbIM 3B QeKTOM, CBA3aHHBIM ¢ JiedeHHeM (uyBokcaMMHOM. YacToTa MpOsBIEHHS, KaK
MpPaBUJIO, YMEHBLIAETCS B TEYEHME MEPBBIX ABYX HEJIE/b IPUMEHEHU Npenapara.

** - DnMaeMHONOrMYEcKUe HCClIeIOBaHUs, BBIIOJHEHHbIE, [IaBHBIM 00pa3oM, C ydacTHeM
nauMeHToB B Bospacte 50 5eT M crapiue, MOKa3aju MOBBIIEHUE PHCKA MEPETOMOB KOCTeH y
nauvenToB, mnoaydapumx CHO3C wu  TpuuMKIMYecKMe aHTHUIENPECCAHTHI. MeXaHHU3M

[NOBBIIICHHA PHUCKA HCH3BECTEH.



Cunopom ommenvl nocne npekpawjeHus NPUMeHeHUs (P1y80KCaMUHA

Ilpekpaenue npumeHeHus ¢uyBokcamuHa (0COOEHHO Pe3KOe) YacTO MPUBOAUT K Pa3sBUTHIO
cunHapoma otMeHbl. Hanbosee yacTbie CUMNITOMBI, OTMEUEHHBIE B Cilydae OTMEHBI Npenapara:
FOJIOBOKPY)KEHHE, HapyIICHUs YyBCTBUTEJBHOCTH (BKIIOYAs [apecTe3uH, 3pHUTEeNbHOE
paccTpOMCTBO M OLIYIUEHHE yaapa TOKOM), HapylleHUs cCHa (BKIouas OSCCOHHUIY M SIpKHe
CHOBM/ECHHS), BO30YXKAEHHUE, pa3IpaKMTEJIbHOCTh, CIYTAHHOCTH CO3HAHMS, HSMOLMOHAIbHASA
NabUBHOCTB, TOJIOBHAsi 0OJb, TOIIHOTA W/WJIKM pPBOTA, JMapesi, MOTIWBOCTh, OIIYIICHHE
cepauedueHus, TpeMop | TpeBora (cM. paszen «Ocobble yKazaHUsD).

BonbIMHCTBO 3THX CHUMITOMOB MMEIOT €1a00 WM YMEPEHHO BBIPAKEHHBIH Xapakrep |
KYIUPYIOTCS CaAMOCTOATENBHO, OJHAKO Yy HEKOTOPBIX MAaLlUEHTOB OHU MOTYT OBITH TSDKEJBIMH
u/mnu umrtensHbIMU. [lo 3Toii npuymHe, ecnu jedeHue quryBokcaMuHOM Goliblie He Tpedyercs,
PEKOMEHyeTCs MOCTENEHHO CHUXKATB JI03Y /10 MOJHON OTMEHBI npernapara (cM. pazaen «Crnocod
NpUMEHEeHUs U 103bI» U «OcoOble yKazaHUs»).

Jlemu

Bo Bpems 10-HeaenbHOro nianebo-KOHTPOIUPYEMOIO HCCIIEIOBAHUS Y JACTeH U MOJAPOCTKOB €
OKP wHebGnaronpusTHble sBJICHMS, Takie KaK O€CCOHHMIIA, AaCTEHWs, T[OBbIIEHHAs
BO30YIMMOCTb, TMIEPKUHE3Us, COHJIMBOCTb M JMCIENCHs, Yalle MPOSBI/SUIMCH y MAlMEHTOB,
MoTy4aBIMX [pernapar, Mo CPaBHEHHMIO C MalMEHTaMH, noiydaBummu ruianebo. CepbesHbie
HeONaronpusATHBIE SIBJICHUS B 9TOM MCCIEJOBAHWUM BKIIOYAIM TMOBBILICHHYIO BO30YAMMOCTH M
THIIOMaHHIO.

CyIlOpOl'I/l Y JeTed u IOAPOCTKOB ObLIH 3aperucCTpUpOBaHbl BHE KIIMHUYECKHUX KUCCJIEIOBAHU M.

ITe pepo3upoBka

CumnTombl

K HaubGonee XapakrepHbIM CHMNTOMaM OTHOCSTCS JKEMYyJAOYHO-KHMIIEYHBIE paccTpoicTBa
(TowmmHOTa, pBOTA U AMApEs), COHTMBOCTD U TOJIOBOKpYXeHue. Kpome Toro, uMeroTest cool eHus
O HapyILIEHUSAX CepACYHOH [JeSTeNbHOCTH (Taxukapaus, Opaaukapaus, apTepuabHas
TMIIOTEH3Us), HapyLIEHUSX (QyHKIUU [EYEHH, CyA0porax U Kome.

DIyBOKCAMHH MMEET IMPOKUI TepareBTUYECKUH UHIIEKC B OTHOLICHUHM PUCKA MEepeI03UPOBKH.
C MOMeHTa BBIITYCKa Ha PbIHOK COOOIUEHUS O CIydasX CMEPTH, MPUIIHMCAHHBIE Mepe03UPOBKE
TOJNBbKO (yBOKCAMMHOM, OTMEYalIMCh KpaiiHe peako. HauBeiciasi 3aperucTpupoBaHHas 103a
¢nyBOKCaMHHA, MPUHATAS OJHUM MAMEHTOM, cocTaBuia 12 r. DTOT mauueHT OBl MOJTHOCTHIO
u3neueH. bonee cepbesHble OCNOXKHEHHs HaOmOJANUCh B CIy4asx [MpeJHaMepeHHOM
nepeo3upoBKH (UIyBOKCAMHHOM B COYETAHWH C APYTMMHU MperapaTami.

JleyeHue
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Cnemmduueckoro aHtuaoTa (uiyBOKcamMMHa He cymecTByeT. [lpu  mepeno3upoBke
PEKOMEH/1YeTCs MPOMbIBAHHE JKETyAKAa, KOTOPOE JOJIKHO MPOBOAMTHCS KAK MOXHO paHblLle
nocJjie npuema Inpernapara, a TakKke cMMIToMaTHyeckoe jedeHue. Kpome Toro, pekomeHayetcs
MHOTOKPaTHBIM MPUEM aKTHBUPOBAHHOTO YIS, TPU HEOOXOMMOCTH Ha3HaYeHHE OCMOTHYECKHX

crnabutenbHbIX. POpCHPOBAHHBIN IUYype3 WK AHanu3 He 3(ppeKTHBHEIL.

B3aumopeiicrBue ¢ APYTHMH JIEKAPCTBEHHBIMH Cpe/ICTBAMH

Hurudutopst MAO

CDJIyBOKcaMPIH HEJIb3s MPHUMEHATH B COUYCTAHHUH C HHFHGPITOpaMPl MAO, BKJIKO4Yas JIMHE30JIU],
HU3-3a pUCKa pa3sBUTHA CEPOTOHUHOBOIO CHHAPOMaA (CM. pasaen «l'IpomaonoxasaHm»).

BrnusHue dmysoxcaMnHa Ha OKMCJIMTEJbHBIN MPOLIECC JIDYTUX TpenapaToB

@yBOKCAMHUH MOXET MHTMOMpOBaThH MEeTabOJIM3M MpernapaToB, KOTOpPbIe METabOJM3UPYIOTCS
onpeaeneHHbIMH H30pepMeHTamMu LuUTOoxpoma P450. B wuccnemoBanusx in vitro u in vivo
MOKa3aH MOLHBIA MHrMOMpytoumii s3¢ppexr ryBokcamuna Ha uzodepMeHTHl LUTOXpoMa P450
1A2 u P450 2C19 u B MeHbIne# crenenu Ha u3opepMeHTs Lutoxpoma P450 2C9, P450 2D6 u
P450 3A4.

Ilpenapatbl, KOTOpbI€ B 3HAYUTENIBHON CTEMEHHW META0OIM3UPYIOTCS ITUMHU H30(epMEHTaMH,
NPy OZHOBPEMEHHOM MPUMEHEHUH C (U1yBOKCAMHUHOM MOIYT MMeTh 0O/bLIME KOHLEHTpaLUu
JEUCTBYIOIIETO BEIIECTBA B IJ1a3Me KPOBHM MJIM B CJIydae MpOJIEKAPCTB, TAKMX KakK, HampuMep,
KJIOMUJIOTpeJl, — MEHBIIME KOHLEHTpaUUU akTUBHOro merabonura. Takue nmpenapartsl cieayer
Ha3HayaThb B MUHMMAJIBHOM /103¢ MJIM CHU3UTH J03Y /10 MHHHUMAJIBHOM MPU OJHOBPEMEHHOM
npumeHeHMH ¢ (QuyBokcamuHoM. TpeOyercs TiarenbHoe HaOMIOEHHE —IIa3MEHHBIX
KOHUEHTpauui, 3¢pdexroB uau noOOUHBIX JAEHCTBMA, a TalKe KOPPEKUUs [03bl OSTHX
npenapaTos, Npu HEOOXOAUMOCTH. DTO OCOOEHHO 3HAYUMO I MpernapaToB, KOTOPble UMEIOT
Y3KUH TepaneBTUYECKUN UHJIEKC.

Pamenteon

[Ipu npueme npenapara <DeBaan® nBa pa3a B AeHb mo 100 Mr B TeueHue 3 AHe# mnepen
O/THOBPEMEHHBIM OJIHOKPAaTHBIM MPUMEHEHHEM IIperapara pamMeaTeoH B 03¢ 16 Mr 3HaueHue
AUC (mnomaap noJ KpPUBOH «KOHLEHTpALMS-BPEMs») JUld paMelITeOHa YBEJIHYHIIOCh
npubnusutensHo B 190 pas, a 3HaueHue Cpa (MakcHMasibHasi KOHLIEHTpALMs) YBETHYHJIOCH
npubausutenbHo B 70 pa3 1o CpaBHEHHIO ¢ 3TUMM [apaMeTpaMHu IpH Ha3HAYEHUH OHOTO
pamenTeoHa.

[IpenapaThl ¢ Y3KUM TepareBTHYECKUM HHACKCOM

Haunem‘u, OAHOBPEMEHHO  [PUHHUMAIOLIKE Cbﬂ)’BOKcaMHH Hu npemnapatel € y3KUM

TEpareBTUYECKUM HHACKCOM, IOABEpraroupmecs Me'ra6omdsmy OJJHUM HJIK HECKOJIBKMMH
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u30(epMEHTaAMH LIUTOXPOMA, HHTHOUPYIO MU (UTYBOKCAMUH (TakKue KaK TaKpuH, Teo (puILIHH,
METaJI0H, MEKCUJIETUH, (CHUTOMH, KapOaMa3enuH U LUKIOCIIOPHUH), HO/DKHBI HAXOIUTHCS MOJ1
TwATENbHEIM HabmonaeHueM. [Ipy HeoOXOAMMOCTH pEeKOMEHIYeTCS KOPPEKLHs J03bl ITHX
npenaparos.

YyuThiBasg y3KMi TepaneBTUYECKMH HHJEKC MHUMO3MJa W €ro M3BECTHYIO CIOCOOHOCTH K
yanuHeHuro  uHTepBasa QT, coBMmecTHoe mpuMeHeHHe mnuMo3uaa U (uyBOKcamHHa
MPOTUBOMOKa3aHO (cM. pazaen «IpoTuBOMOKa3aHUs).

TpuuMKIMYeCcKre aHTHIENPECCAHTHI U HEWPOJENITUKHU

Ilpu onHOBpeMeHHOM NpuUMeHeHUH (uyBOKCaMHHa HaOI0AaN0Ch MOBBIICHUE KOHUEHTPALMK B
niasmMe KpOBHM TPUUMKIMYECKUX aHTHJENPECCAHTOB (HAmpuMmep, KIOMUIPAMHUH, UMHIIPAMHH,
aAMUTPHUNTHIIMH) U HEHPOJIENITHKOB (HAaNpumep, KI03aluH, OJaH3aliH, KBETHANNH), KOTOpbie B
3HAYUTENIBHON CTeneHu MeTabonu3upyrores u3odepmeHtToM uroxpoma P450 1A2. B cBssu ¢
9THUM, €CJIM HA4aTo jieueHHe U1yBOKCAMUHOM, JI0JDKHO OBITh paCCMOTPEHO CHUIKEHHE J103bl ATUX
npenaparos.

beHzoauazenuHbl

Ilpy onHOBpeMeHHOM mpHMeHEHHHM ¢ (uyBOKCaMMHOM O€H30Ma3elMHOB, MMOABEPratoLM XCs
OKMCIUTENBHOMY MeTaboJIM3My, TAaKUX KaK TpUas3ojiaM, MHUa30JjiaM, ajfpa3ojaM W Juasernam,
BO3MOJKHO TOBBIIIEHUE MX KOHLEHTpauuu B ruiasme. J[o3y 3Tux OeH301Ha3eNHHOB ClieayeT
YMEHBIIMTEH Ha BpeMs npueMa quiyBokcaMUHa.

Cny4au NOBBILICHUS IJIa3MEHHOM KOHLCHTPALUH

[lpy oxHOBpeMEHHOM TMpUMeHEHUH (yBOKCAMMHA W POMMHHPOJA MOXET MOBBIIIATHCS
KOHUEHTpAlMs pPONMHMPOJIA B IUIa3Me, TakuM o0O0pa3oM, yBeJIMYMBAs PHCK pPa3BUTHS
nepeo3upoBKU. B TakuX ciydasix peKOMeH/AyeTcsi KOHTPOJIb KOHLIEHTPALUU POITMHUPO/IA UITH, B
ciyyae HEOOXOJAMMOCTH, CHM)KEHHE €ro /03bl Ha Mepuoj JieueHUs (UIyBOKCAMHHOM M IOCIIE
NpeKpaleHHs ero MpUMEeHEeHHUs.

Ilpu B3aumojaeiicTBMM  ¢uiyBOKCAaMHHA C  MPOIMPAHOJIONIOM  OTMEYalIOCh  [OBBILICHHE
KOHLEHTPALMil MpOIpaHoiosa B Miaa3Me. B CBS3U ¢ 3TUM MOXHO PEKOMEHJIOBATH CHUXKEHUE
J103bl IPOMPAHOJI0/IA B ClIy4ae OJHOBPEMEHHOTO MPUMEHEHUS ¢ (UTyBOKCAMHHOM.

Ilpu npumenenun dQnyBokcamMuHa B KOMOMHALMHM ¢ BapdapuHOM HabIIOJANOCh 3HAYMMOE
MOBBIIIEHHE KOHILIEHTpalWid BapdapvHa B I1a3Me KPOBM M YMJIMHEHHE IMPOTPOMOMHOBOIO
BpPEMEHHU.

Cnyyau yBeJIHMYE€HUs YacTOThI 1000YHBIX ddhdeKkToB

Coobmanock 0 e JMHUYHBIX CIy4asX KapAMOTOKCHMYHOCTH MpPHU OJHOBPEMEHHOM MPUMEHEHHH
(uryBOKCAMHMHA U THOPUA3UHA.

Bo BpEMs IIpHEMa (ilHYBOKcaMHHa KOHUEHTpaluus KO(beHHa B IJIa3M€ MOXET ITOBBIIATHCS.
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Takum oOpaszoM, mnalLMEHTBI, KOTOpbIe MOTPEOISIOT GONBIIOE  KOJAMYECTBO HAMMUTKOB,
colepKalMX Ko(erH, JOKHBI CHU3UTh MX MOTpedieHHe Ha nepuoa npuema ¢uiyBOKcamMuHa,
ecnd HabmonaTcs HeGnaronpuaTHble 3¢¢ekTsl KodenHa, Takde KaK TPeMOp, OLILyLIEHHE
cepaueOHeH s, TOHOTA, OeCrOKOHCTBO, GECCOHHMIIA.

Hzodepment nuroxpoma P450 3A4

Tepdenanun, acremmson, umsanpua, cuageHaguia: Npd KOMOMHMPOBAHHON TeparmuMu C
(uyBokcaMMHOM KOHIEHTpaUuH TepeHaaMHA, aCTEMU30Ja MJIM LM3aNpUaa B IJIasMe KpPOBH
MOTYT HapacTarth, yBeJIM4YMBas PHUCK ymiuHeHus uHTepBana QT Ha snekrpokapauorpamme
(OKI') ¥ puCK NapoKCHU3MalbHOM JKeNyJI0YKOBOW TaXWKapauu THIA «IHpydT». [losTomy
(uryBOKCAMHMH He JI0JDKEH Ha3HA4aThCsl BMECTE C STUMH MpenapaTamu.

[ TIOKYpPOHUPOBAHUE

(DJ'IYBOKC%IMPIH HE OKa3bIBA€T BIHAHHUA HA KOHLCHTPALUIO JUTOKCHHA B I1JIa3ME.

[ToueyHas sKCKpeLus

(DH)’BOKCEIMP[H HE OKa3bIBACT BJIUAHHWSA HA KOHLUCHTPALIUIO aT€HOJ10J1a B I1J1a3Me€.

DapMakoIHHAMHYECKHE B3aUMOJACUCTBUS

B cinydae oaHOBpeMEHHOro mnpuMEHeHHs (UIYBOKCAMMHA C  CepOTOHHHEPrHYECKUMH
npenaparamu (TakKUMM KaK TPUITaHbl, TPAMa/10J1, CEIEKTUBHbIE HHTHOMTOPBI 0OpaTHOIO 3axXBaTa
CEPOTOHMHA M Mpermaparsl  3Bepo0OsS  MPOABIPABIEHHOTO)  MOTYT  YCHIIMBATHCS
cepoToHHHepruyeckue s¢xpekrsl quiyBokcamuna (cM. pasaen «OcoOble yKazaHUs»).
@yBOKCAMUH TNPUMEHSUICS B KOMOMHALMM C MpernapataMd JIMTHS IS JIEYEHHUS TSDKEIBIX
MaluMeHToB, IJIOXO OTBEeYaOUMX Ha (apmakotepanuto. Cleayer OTMETHTb, YTO JIMTHH (M,
BO3MOXHO, TaKKe TpPUNTO(GAaH) YCUIMBAET CepOTOHHHepruuyeckue s¢dekrsl npenapara, u
MO3TOMY TaKoOro poja KoMOMHUpOBaHHas ¢apMakoTepanus [AO/DKHA TPOBOAMTBECSH C
OCTOPOKHOCTBIO.

Ilpy OfHOBpEMEHHOM NPUMEHEHHH HENPSIMBIX AHTUKOATYISHTOB W (yBOKCAMHHA MOXKET
YBEIMYUTBCS PHUCK pa3BUTHSA remopparuid. Takue mManUeHTBl [JO/DKHBI HAXOAMTBCS TMMOJ
HaOIo/IeHHeM Bpaya.

Kak u npu nmnpumMeHeHMM [ApYrMX TIICHUXOTPOIHBIX IIpenapaTtoB, BO BpeMs JIe4eHUs

(I)J'IyBOKcaMMHOM nalnueHTaM HeoOX0AMMO BO3A€PIKUBATLCA OT yl'lOTpe6JICHI/Ifl aJIKOI0JI4.

Ocobble ykazanus

CWUHH/CYHUH}I&UIBHHC MBICJIU UJIK KIIMHHYCCKOC YXYAUICHUEC COCTOSIHUS

HCHpCCCl/U{ CBs3aHa C TMOBBIIICHHBIM PUCKOM CYHUHUOAIBHBIX MBICTICH, camonospemeﬂuﬁ U
IMOMBITOK CyHLUaa (C}’IALU/UIEUIBHOC HOBCIICHHC). 9TOT PHUCK COXpaHAETCA A0 3HAYUTEJIBHOIO

YAY4lI€HHUSA COCTOSHHUA. Tak kak Yayqmi€HHE MOXET HE€ HACTYIIUTh B TEYCHHUE IIEPBBIX
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HECKOJIbKMX HEJEJb JICUCHHUS] UM JI0JIble, MALUEHTH! JA0JDKHBI HaXOAUTHCS IO/ TLATEIbHBIM
HaOIIOICHUEM 10 IMOSIBJICHHUS TAKOTO YIYYIICHHUS.

B kI1MHM4YecKO# NpakTHKe WMPOKO PacnpOCTPAHEHO YBEIMYEHHME PUCKA CYWLUMAA HA PaHHHUX
CTausIX BbI3JIOPOBIICHHUS.

Jlpyrue ncuxuyeckue paccTpoMcTBa, Ui JICYEHUsS] KOTOPBIX Ha3HAYaloT (UIYyBOKCAMHH, TakoKe
MOTYT OBITH CBSI3aHBI C TOBBLIIIEHHBIM PUCKOM CYMLHMJANbHBIX AeiicTBuii. Kpome Toro, stu
COCTOSIHUS MOTYT COINYTCTBOBATh jernpeccuu. [1oaToMy mauueHTHl ¢ JAPYrMMH MCUXUYECKUMHU
paccTpoicTBaMU OJDKHBI HAXOAUTECS MO/ TIATEIbHBIM HaOIOIEHUEM.

M3BecTHO, 4TO MaLMEHTBl ¢ CYMUMAATbHBIM [MOBEJAECHHWEM B aHAMHE3e WM B 3HAYMTEIbHOM
CTEMEeHU MPOSBIISAIOIME CYULUAATbHOE MBILUICHHE Mepejl HayaaoM JIeYeHUs UMEIOT 00JIbIMid
PUCK CYMUMIAIBHBIX MBICICH WM CYMUMJANBHBIX TOMBITOK, W JOJDKHBI TIIATEIBHO
HaOMI0/1aThCs BO BPEMsI JICUSHHSI.

TwarensHoe HabmoAgeHHe 3a MAaLMEHTaMH, OCOOEHHO WMEIOIMMM BBICOKME PUCK, JOJDKHO
CONPOBOYXK/IATh JIEKAPCTBEHHYIO TEPAIUIO OCOOEHHO HAa PAaHHUX €€ CTAAUSX U 10Cle U3MEHEHUH
JI03BI.

HeoOxoaumo mnpeaynpeauTh NALMEHTOB (M JIML, OCYLECTB/SIOLMX YXOA 3a HUMH) O
HEOOXO/IMMOCTH OTCJIEXKMBATH JH000€ KIMHMYECKOE YXYJIUIEHHUE COCTOSHHUSA, CyMUHAATbHOE
MOBEJCHUE MM CYHIMJAIbHBIE MBICIH, HEOOBIYHBIE W3MEHEHHs TOBEICHUS, U HEMEIJIEHHO
oOpalaThes 3a KOHCY/IbTallMel K CIIeLMATMCTY MPH MOSBICHUU TAKHX CUMITTOMOB.

JleTckas nonyiasuus

@iyBOKCAMHUH HE JOJDKEH TMPUMEHSTHCS Ul JIeYeHUsl JieTed W MmoApocTkoB o 18 mer 3a
UCK/TIOUEHHEM MAllMeHTOB ¢ 00CEeCCHMBHO-KOMITYJILCMBHBIM paccTpoiicTBoM. M3-3a HemocraTka
KIMHUYECKOTO OIbITa IyBOKCAMUH HE CJIe1YeT IPUMEHSTH U151 JIeYeHUs JeTIpeccHu y aeteii. B
KIMHUYECKUX HCCIIEJOBAHUSX, IPOBEACHHBIX CpelHd JeTedl M MNOAPOCTKOB CYHLIHAATbHO-
00yc/I0BJIEHHOE MOBe/AeHUE (CyMLMAaNbHble MONBITKH U MbBICIM) U BpaxaeOHOCTh (M1aBHBIM
oOpa3om arpeccusi, ONMO3ULMOHHOE TMOBEJCHHE M THEB) HaOMIOAANMCh yalle Yy IMalUeHTOB,
MOJTy4aB IMX aHTH/IETIPECCAHT, [0 CPABHEHUIO ¢ MoydaBmmMMU ruianedo. Ecnin Ha ocHOBaHuM
KIMHUYECKOH MOTPeOHOCTH pelleHWe O JIEYEHHWH MPUHSATO, 3a TMALMEHTOM JOJDKHO OBITh
YCTAaHOBJIEHO TIIATEJIbHOE HaOMIoJeHWe Ha TMpeAMEeT BO3HUKHOBEHHMS CYMUWAATbHBIX
CUMIITOMOB.

Kpome Toro, ponrocpounsie aaHHbie 0 0€30MacHOCTH AJIsl AETEeH M MOJAPOCTKOB, KACAKOIMecs
pocTa, CO3peBaHuUsl, KOTHUTUBHOTO M MOBEAEHYECKOTO pa3BUTHS, OTCYTCTBYIOT.

Bapociasie (ot 18 1o 24 ner)

Mera-aHanu3 mnianebo-KOHTPOIUPYEMBIX KIMHUYECKUX HCCIIEAOBAHUM aHTUETPECCAHTOB Y

B3pOCJIBIX TMMALUUCHTOB C TICUXUYCCKUMH paCCTpOﬁCTBaMH BBISIBUJT TTOBBIIIEHHBIN pUcCK
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CYHIIMJA/IbHOIO IIOBE€ACHHSA IIpH TMNpUEME AHTHACNPECCAHTOB I10 CPAaBHEHHIO C nanedo y
NalueHTOB MOJIOXKE 25 NeT.

[To)xuple malyueHThl

I[aHHbIC, IMOJIY4EHHBIC TMIpU JICYCHUHU IMIAallUCHTOB I[IOKHUJIONO BO3pacTa H N EE MOJIOABIX
MalMuEeHTOB, CBUACTCIIBCTBYIOT 00 OTCYTCTBUHU KIIMHHYECKU 3HAYUMBIX pa3nwmﬁ MEXIY 00BIYHO
[NPUMEHABIIMMHCA Y HUX CYTOYHBIMH J103aMH. Tem He MCHEE, MOBBIIIEHHUE 03 IperapaTa y
ITOXKHUJIBIX MALLUEHTOB JOJDKHO BCerja rnpoBOAUTHECA MEAJIEHHEE U C OCTOPOXKHOCTHIO.

AKAaTU3U/TICHXOMOTOPHOE BO30VKIEHUE

PazButue akaTM3uu, CBSI3aHHON ¢ npueMoM (uiyBOKCaMHHA, XapaKrepusyeTrcs CyYObEeKTHBHO
HEMPUATHBIM M My4uTeldbHbIM  OecrokoiictBoMm.  [loTpeOGHOCTH  ABUraThCcs  4acTo
COMPOBOYX/1a/1ach HECTIOCOOHOCTHIO CUAETh UM CTOSTH CIIOKOMHO. Pa3BUTHE TaKOTO COCTOSHUS
Haubosee BEPOATHO B TEYEHHE IMEPBBIX HECKOJIbKUX HEAENb JIeYeHHUs. YBEIHYeHHE J03blI
npenapara y MauMeHTOB C TAKUMH CUMIITOMAMHU MOXKET YXYIIIUTE HX COCTOSIHHE.

JleyeHHe MaUMEHTOB, CTPAJAKIIMX MEYEHOUYHOW MJIM MOYEYHOH HEA0CTATOYHOCTHIO, CIIEAYET

Ha4YWMHAaThb € HU3KUX 03, U TAKWUE€ MAlUMCHTBl JOJDKHBI HAXOAUTHCA IOA CTPOIHM Bpa‘le6HbIM
KOHTPOJIEM. B PEAKUX CiiydyasaX JICYCHUE qUIYBOKcaMPIHOM MOXKET MNPUBOJUTH K IOBBIIICHUIO
AKTUBHOCTHU TNMCYCHOYHLIX CbepMeHTOB, Yallue BCEro COIpOBOXKAAOUIEMYCsI COOTBETCTBYIO LIMMU
KIIMHHUYECCKMMH CUMIITOMaMHU, U B TAKHUX ClTydasax (DCBapHH® JIOJDKEH OBITH OTMEHEH.

PaccTpoiicTBa HEpBHON CHCTEMBI

Heo6xoauMo MposiBIIATE OCTOPOKHOCTH MPU Ha3HAUEHUH Mperapara MauueHTaM ¢ CyA0poraMmu
B aHamHe3ze. Crneayer u30erarh Ha3zHaueHHs (UyBOKCaMUHA Yy MALUEHTOB C HecTaOMIIBHOM
SMUJENCHEH, a MaUMEeHTBhl O CTaOMJIBHOW SIUIIerncuei JO/DKHBI HaxOJUThCS MMOJA CTPOTHM
KOHTpoJsieM. JleyeHue mnpenapatom (DeBapuH® JO/DKHO OBITH MPEKpalleHO, €ClM BO3HUKAOT
SIUJIENITUYECKUE IPUCTYIBI UIIK UX YaCTOTA YBEJIUYUBACTCS.

OnucaHbl pejikue ciaydau pa3BUTHS CEPOTOHMHOBOIO CHHJPOMAa MM COCTOSHHS, MOAOOHOTO
37I0KAYECTBEHHOMY HEHpPOJIENTHYECKOMY CHHAPOMY, KOTOpPBIE MOTYT OBITh CBS3aHBI C MPUEMOM
¢nyBokcaMHHa, OCOOCHHO B KOMOMHAIMM C JPYTMMH CEPOTOHHMHEPTUYECKUMH W/WIH
HEHPOJENTUYECKUMHU JIEKAPCTBEHHBIMH  cpeicTBaMHU. [lOCKONBKY 3TH  CHHIPOMBI  MOTYT
MPUBECTH K MOTEHLMAIBHO OMACHBIM [JIsl )KU3HU COCTOSIHUAM, MPOSIBIISIOIIMMCS TUIIEpTEPMUEH,
PUTMAHOCTBIO MBI, MHOKIOHYCOM, J1a0MIBHOCTBEO ABTOHOMHOM HEpPBHOM CHCTEMBI, C
BO3MOXKHBIMU OBICTPHIMH M3MEHEHHUSIMHU JKU3HEHHO BaXKHBIX MapameTpoB (Iyibc, AbixaHue, AJ]
M T.J.), HU3MEHEHUSIMH T[ICUXHUYECKOTO0 CTarTyca, BKIOYass CIYTAaHHOCTh CO3HAHMA,
pa3IpaKUTENBbHOCTh, KpaiiHee BO30yXJeHHEe, JAOXOASIEEe 10 ACIMPUS WM KOMBI — B TaKUX
ciy4asix Jie4eHue (UIyBOKCAaMMHOM JIOJDKHO OBITH MNpeKpalleHO M JAO0DKHO OBITh HayaTo

COOTBETCTBYIOLIEE CUMIITOMATHYECKOEC JICUCHHUE.
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PaccrpoiicTBa MeTabony3Ma U MUTaHUs

Kak 1 npu npuMeHeHUH APYruX celeKTUBHBIX HHIMOMTOPOB 0OpaTHOrO 3aXBaTa CEPOTOHMHA, B
peAKMX Cny4dasX BO3MOXKHO [OSIBJICHHME TUIIOHATPMEMUH, OOpaTUMON [10CJI€ OTMEHHI
¢nyBokcamuna. Hekotopele ciyyan ObUIM BbI3BaHBI CHHAPOMOM HEaJEKBATHOH CEKPELUH
AQHTHUMYPETHYECKOTO rOpMOHa. B OCHOBHOM 3TH Clilydau HaOMOAAIUCE Y MOXKHUIIBIX MAIIHEHTOB.

MosxeT OBITH HapyllleH KOHTPOJIb HaJ YPOBHEM TIIOKO3bl B KPOBU (T.e. TMIIEPIIIMKEMHUS,
TUIOTTIMKEMHs], HapyLIeHHWEe TOJIEPAHTHOCTH K IVIIOKO3e), OCOOEHHO Ha paHHMX CTaausaX
nevenus. B cnyyae HazHayeHus (UiyBOKCAMMHA MalMEHTaM C caXapHbIM J1MabETOM B aHaAMHeE3e
MOXKET MOoTpeOOBaThCsl KOPPEKLIMS 103kl aHTUIMA0ETUYECKMX MTPEnapaToB.

HauGonee wuacto HabnmogaeMbplM CHMITOMOM, CBSI3aHHBIM C [PMMEHEHHEM I[pernapara
®eBapuH”, ABISETCA TOIMHOTA, HHOIA COMPOBOXK/IAIOIANCA PBOTOM. DTOT NMOGOUHBIH 3ddekT,
KaK MpaBUJIO, UCYE3aeT B TEYECHHUE MEPBBIX ABYX HEEIb JICYEHHS.

HapyineHue co cTOpOHBI OpraHa 3peHust

Coobuanoce o cnydasx passutius wmugpuaza npu npumeHenun CHMO3C, Ttakux Kak
¢nyBokcamuH. [looTomMy mnamueHTaM C MOBBIIIEHHBIM BHYTPUIVIA3HBIM JIaBJICHUEM HIIH
MalMeHTaM IPYIbl MOBBIIEHHOTO PUCKA OCTPOM 3aKPBITOYTOJBHOM INayKoMbl (1yBOKCaMHMH
clielyeT Ha3Ha4yaTh C OCTOPOXKHOCTBIO.

['emMaTosIoOrHyecKie HapyIICHHUsl

HmeroTes coob1ieHns 0 TaKUX BHYTPUKOXKHBIX KPOBOM3IUAHHSAX, KAK YKXMMO3bl U MypIypa, a
TalKe O JPYrHX TIeMOppardyeckuX MpOSBICHUSAX (HAmpumep, >KelyJ0YHO-KHILIEYHOE
KPOBOTEYEHHUE MIJIM THHEKOJIOTUYECKOe KpPOBOTEYEHHE), HAOMIOAABLIMXCS MPU MPUMEHEHHH
CEJIeKTUBHBIX HWHIMOMTOpOB oOpaTHOro 3axeara cepoToHMHa. Heobxoaumo mnposBIATH
OCTOPOKHOCTH TPH HA3HAUYEHUU OTUX JIEKAPCTBEHHBIX CPEACTB Yy MOXKUIBIX MAlMEHTOB H
MAalMeHTOB, OJHOBPEMEHHO MOJYYaIOIMX Ipernaparsl, ACHCTBYIOIME Ha TPOMOOLMTApHYIO
GyHKUMIO (HampuUMep, ATUNUYHBIE AHTUIICUHXOTHUYECKHE CPeACTBa U (EHOTHA3MHbI, MHOIHE
TPULMKIMYECKUE  AaHTHJCNPECCAHTBI,  ALETUICAIULMIOBYIO  KHCIOTY,  HECTEPOMIHBIE
MPOTHBOBOCTIATUTE/bHBIC JICKAPCTBEHHBIE MIPEnapaThl) UM MpPernapaTsl, YBEIHYUBAIOUME PUCK
pa3BUTHS KPOBOTEYEHUH, a TAKOKe y MALUEHTOB C KPOBOTEUECHUSMHU B aHAMHE3€E HJIM CKJIOHHBIX K
KPOBOTEYEHHUsIM (Harpumep, ¢ TPOMOOLUTONIEHHEH UITH HapyILEHHEM KOaryysluu).

PaccTpoiicTBa cepIeUHOM JIeSITeIbHOCTH

Beino ormeuyeHo yBenuveHue pucka yanuHenus uHTepBana QT wna DKIT u  pucka
MapOKCH3MaJIbHOM Ke/TyI04YKOBOM TaXUKAPAUHU TUIIA «ITUPYIT» NPU KOMOMHHPOBAHHOMN Tepanuu
dnyBokcamuHa ¢ TeppeHaAUHOM, HIIM aCTEMH30JIOM, MJIM LIM3aMPH/IOM, B CBS3M C HapacTaHUEM
KOHUEHTPAllUK MMOCJEeHUX B I1a3Me KpoBH. [loaTomy duiyBokcaMMH He cieayeT Ha3Hayarthb

BMECTE C STUMHU IMperapaTaMu.
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@ 1yBOKCAMHUH MOXET BBI3bIBaTh He3HaYuTeIbHOE cCHIKeHHe YCC (Ha 2-6 yqapoB B MUHYTY).

DnekrpocyaopoxkHas tepanus (3CT)

OnpIT KIMHAYECKOro nmpuMeHeHus ¢uiyBokcamuHa Ha ¢one DCT orpaHuyeH, Mo3ToMy Takas
Tepanus A0HKHA MPOBOAUTHCS ¢ OCTOPOIKHOCTHIO.

CHHIPOM OTMEHEI

[lpu npexpameHun npuema ¢uyBOKCAaMHHA BO3MOXHO pPa3BUTHE CHHAPOMA OTMEHBI, XOTH
UMEIOIMecs JaHHble JIOKIMHUYECKUX M KIMHMYECKMX HCCIEJOBAHUH HE  BBIABHIIN
BO3HUKHOBEHHMS 3aBHCUMOCTH OT JieyeHUs (uyBokcamuHoMm. Haubonee uacThie CHMITOMBI,
OTMEYEHHBIE B CJIyyae OTMEHbI Ipernapara: roJIOBOKpYXKEHHE, HapylIeHUs 4YBCTBUTEIbHOCTH
(BKIIOYAS MApECTe3MH, 3PUTE/IBHOE PAaCCTPOMCTBO M OLIYLIEHHE yAapa TOKOM), HApYyLIEHHUs CHa
(Bxrouast 6ECCOHHMILY M IPKHE CHOBHJEHHS), BO30OYKAECHUE, pa3IpaXUTEIbHOCTh, CIIyTAHHOCTb
CO3HAHHUA, IMOLIMOHANBHAS JAaOWIBHOCTB, TOJIOBHAs OOJb, TOIIHOTA HW/WIAM pBOTA, AMapes,
MOTIUBOCTS, OLLYIICHUE cepALeOreHus, TpeMop U TpeBora (cm. pa3aen «[TobouHoe nelicTBHEN).
BONBIMHCTBO 3THX CHMIITOMOB MMEIOT c1abo MM YMEPeHHO BBIPAKEHHbIH Xapakrep
M KYMUPYIOTCS CaMOCTOSTEIbHO, OJIHAKO Y HEKOTOPBIX MALIUEHTOB OHU MOTYT OBITh TSHKEIBIMH
u/mnu  umtenbHeIMA.  [logoOHBle cHUMNTOMBI OOBIYHO BO3HMKAIOT B TEYEHUE TEPBBIX
HECKOIbKMX JHEW mnocne mnpekpaweHus JedeHus. [lo 3Tol mnpuuMHEe pEKOMEHI0BAaHO
MOCTENEHHO CHMXKAaTh J03y (UIyBOKCAaMHMHA TMepe] MOJHOM OTMEHOH B COOTBETCTBHM C
COCTOSIHMEM MarueHTa (cM. paszien «Crocod NpUMEHEHHS U 03b1»).

MaHus/TurnoMasus

(DJI}’BOKcaMPIH CJIIEAYET C OCTOPOXKHOCTBKO MCITIOJIB30BATh Y MAIUEHTOB C MaHHEeH/THITOMaHHEeH B
AdHAMHE3E. an Pa3sBUTHHU Yy MallHCHTA MaHUaKaJIbHOU ¢a3m CIEAYET NMPEKPATUTh IIPUMEHCHUE

¢dyBOKCAaMMHA.

BiiusinHe Ha CIOCOOGHOCTH YNPaBJISITH TPAHCIIOPTHBIMH Cpe/ICTBAMH, MeXaHH3MaMH

d)eBaan®, Ha3HAYyaBIIMICS 310pOBBIM J00poBosibIiaM B Jo03ax a0 150 Mr, He BiMsn WM
OKa3blBaJl HE3HAYUTENIPHOE BIIMSHUE HA CMOCOOHOCTh K BOXKACHHIO aBTOMOOMIIS M yIipaBlieHHE
MallMHaMM M HE BJMSJI Ha [ICUXOMOTOPHBIE HaBBIKM, CBS3aHHBIE C YIPaBJIEHHEM
TPAaHCMOPTHBIMM CPEJICTBAMM M MeEXaHH3MaMH. B TO e BpeMsi MMEITCS COOOIEHHUs O
COH/JIMBOCTH, OTMe4YaBlleiics BO Bpems JedeHHs (uyBokcaMMHOM. B cBm3u ¢ oTuM
PEKOMEHYeTCsl MPOABJIATH OCTOPOKHOCTH /10 OKOHYATEILHOIO OINpeAeaeH s HHAMBUIYaIbHOTO

OTBE€Ta Ha rnpemnapar.

®opma BbINyCcKa

Tabnetku, nMoKpeITHIE MIEHOYHOM 060104K0i, 50 Mr, 100 mr.
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[To 15 wnu no 20 tabnerok B [IBX/TIBJIX/An 6nuctep. Io 1, 2, 3 unu 4 Gnucrepa B KAPTOHHYIO

nayKy BMECTE ¢ MHCTPYKUHEH 10 MPUMEHEHHMIO.

YcnoBus xpaneHust
IIpn remneparype He Bbie 25 °C.

XpaHl/lTb B HEAOCTYIMHOM 1A jereit mecre!

Cpok rogsocTn

3 ropa. [Ipenapat Henb3s IPUMEHATH 10 HCTEUYEHUH CPOKA TOAHOCTH.

YcaoBust ornycka

OTnyckaroT 1o peuenty.

Biajenen perucTpaiHoOHHOro y10CTOBE peHHsI
26601t Xenckea [Iponakre b.B.,
C.[. Ban Xoyrennaan 36, HJ1-1381 CII Beecni, Hunepnanapl

IIpousBoauTe b
Maiinau JIa6oparopus CAC,
Pyt ne bensBuib, JIve-1u Maitap, 01400, Llatuiion-ciop-1llanapon, @panuus

Oprann3anus, yNoJHOMOYEHHAasi BJjaje/blleM pPerHcTPAIIHOHHOTO  YAOCTOBepeHHs
JIeKAapCTBEHHOTO Nnpenaparta /Jisi MeJHIHHCKOr0 NMpPHMeHeHHsl HA NPUHHSITHE NpeTeH3Mi oT
norpebureei

000 «23660TT JI360paropus»

125171, r. Mocksa, Jlenunrpaackoe mocce, aom 16A, ctp.1.

Ten.: +7 (495) 258 42 80

Dakc: +7 (495) 258 42 81

abbott-russia@abbott.com
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