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MHUHUCTEPCTBO 3IPABOOXPAHEHUA P(DCCI/IHCKOI/IFSI])E I%aAH%IHH

HMHCTPYKLHA
[10 MEJULIMHCKOMY IMTPUMEHEHHUIO JIEKAPCTBEHHOI'O IIPEITAPATA

Omnpancerpon-Tesa

PerucrpannoHHblii HOMep:

ToproBoe naumenoBanue: OHnancerpoH-Tesa

Me:xayHapoaHoe HeNMATeHTOBAHHOE HJIH IPYNIHPOBOYHOE HAHMEHOBAHHE: OHJIAHCETPOH
JlekapcTBenHasi popma: TabneTKH, MOKPBIThIE MNIEHOUHON 000104KO#H

CocraB

| Tabnerka CONEPIKUT: Oeticmeyloujee 6eujecmeo OHAAHCETPOH (OHAAHCETPOHA TMAPOXJIOPHAA
auruapar) 4,0 mr (5,0 mr) uim 8,0 mr (10,0 mr);, scnomozamenvuvie 6ewjecmea: NaKTO3bI
MOHOTMIpAT, KapOOKCHMMEeTWJIKpaxmasl Harpus (TUnm A), LeUI0N03a MHUKPOKpUCTalIMYecKas,
Kpaxmall KyKypy3Hblii MpexelaTUHU3MPOBaHHBIN, MarHus cteapar; obo/nouka: onajapail jKeiaTbli
02G22211 (runpomennosa E464, turana auokeun E171, makporon-6000, makporon-400, kpacuresns
enesa okcua xentolid E172).

Onucanne

Taonemku 4 me: npofoaroBareie TabNETKH, MOKPHITHIE MIEHOYHON 000JIOYKOH, CBETIO-KENTOrO
LIBETA C IPAaBUPOBKOM «4» Ha OJTHOW CTOPOHE, Ha U3JIOME Apo Oenoro usera.

Taonemku 8 me: npojonroBarsie TabNETKH, MOKPHIThIE MIEHOYHOH 000NIOUYKOM, CBETIO-KENTOrO
1[BETa C IPaBUPOBKOM «8» Ha OJIHOM CTOPOHE M PUCKOW Ha IpYyroi, Ha u3jioMe sapo Genoro LBera.
®apmakoTepaneBTHYECKasi TPynna: MpOTUBOPBOTHOE CPEICTBO - AHTArOHUCT CEPOTOHMHOBBIX
peLenTopoB

Koa ATX: A0O4AA01

®apmako/IorH4ecKHe cBoicTBa

Dapmakoounamuxa

Mexanusm oeticmeus

OHJaHCeTpOH SBISIETCS MOIIHBIM  BBICOKOCENEKTUBHBIM aHTaronuctom SHT3  peuentopos.
MexaHu3M NoJaBJieHHs TOLIHOTH U PBOTHI TOYHO HE M3BecTeH. [Ipu npoBeieHUH Ty4eBoii Tepanuu
M MCTIOJIb30BAHMH LIMTOCTaTHYECKUX MPENapaToB BO3MOXKHO BbICBOOOKAEeHHE cepoToHuHa (SHT) B
TOHKOM KHIIEYHHMKE, BBI3bIBAIOILEr0 PBOTHBIA peduiekc uepe3 aktuBaumio SHT3-penenropoB u
BO30Yyk/JeHHe OKOHYaHMii addepeHTHBIX BOJOKOH Ouyskaatoiiero Heppa. OHIaHCETPOH OIOKUpYyeT
MHULMALMIO 3TOTO pediekca.

AxtuBaius apdepeHTHBIX OKOHYaHW OJy’Jarolero HepBa, B CBOIO OYEpElb, MOXKET BbI3BATh
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BbiOpoc SHT B 3aaHeM mosie Ha 4ETBEPTOro Jejy/ouka (area postrema) M 3aMyCcK LEHTPaJbHOIO
MexaHu3ma pBoTHOro pedrekca. Takum oOpa3oM, nojaBieHHE OHAAHCETPOHOM TOIIHOTBI M PBOTHI,
BBI3BAHHBIX LIMTOCTATUYECKOM XMMHUOTEpanueil M JyuyeBOi Tepanuer, 1o BCEH BUIMMOCTH,
ocylecTBisieTcs Gnarojaps aHTaroHUcTH4eckomy Bo3zedcTBuio Ha SHT3-pcuentopbl HEHpOHOB,
pacroJioXEeHHBIX Kak Ha nepudepun, Tak U B LIEHTPATbHOM HEPBHOM cUCTEME.

MexaHu3Mbl JEHCTBUS Tpernapara Nnpy KynMpPOBaHUM MOCIEONEPALMOHHBIX TOIIHOTHI U PBOTHI HE
YCTAQHOBJIEHbI, HO B 1I€JIOM OHM COOTBETCTBYIOT TaKOBBIM NPU KyMPOBAHWM TOIIHOTHI M PBOTHI,
MH/Y LMPOBAHHBIX MPOBEAECHUEM XUMUOTEPAIIUH U JIyU€BOH Teparnuu.

OHIlaHCGTPOH HE BJIMACT HA KOHUCHTPALUIO MPOJIAKTUHA B IJIa3ME€ KPOBH.

DapmakokuHemuka

@®apMaKkOKMHETHYECKHE TMapaMeTpbl OHIAHCETPOHA HE W3MEHSIOTCS TpPHU €ro MHOTOKPaTHOM
MPUMEHEHHUH.

Bcacwvisanue

OH1aHCETPOH TMOJIHOCTHIO BCACHIBAETCS B IKEJYJAOYHO-KMLIEYHOM TPAaKTe MOC]E MepopanbHOro
npyema U rnojsepraercs MeTaboJIu3My NP «TIEPBOM MPOXO0XKJCHUN» yepe3 NneueHb. MakcumanbHas
KOHLEHTpAaLMs B I1a3Me JOCTUraeTcsl mpuoInM3uTebHO uepes 1,5 4 nocne npuema.

[Ipu npumeHenun npenapata OHnaHceTpoH-TeBa mepopaibHO B [03aX CBBILIE § M MOBBILIEHHE
COZIep)KaHUSI OHJAHCETPOHA B KPOBM OOJIblIE MPOMOPLUHOHATIBHOIO, 3TO MOXET MpPU Ha3HaYE€HUH
BBICOKMX MEpOpabHBIX /103 YMEHbLIATh €ro MeTaboaM3M NpH «MEPBOM TMPOXOXKAECHUM» uepe3
neyeHb. CpeHss OMOIOCTYMHOCTD Y 3/10pPOBBIX JOOPOBOJBLIEB MYKCKOTO 110J1a NOCJIE PUEMa OTHOM
TabneTku 8 Mr cocrasiisiia npuMepHo 55-60 %.

BHOIOCTYMHOCTE HECKOJIBKO YBETMYMBAETCS MPU OJHOBPEMEHHOM MpPUEME NpernapaTa ¢ MUILEH, HO
HE U3MEHSIETCS TPU NPUEME C aHTaLUJaMH.

Pacnpeoenenue

[IporenHcBs3bIBatOIAs CIOCOOHOCTH OHAAHCETPOHA HeBbIcOKa (70-76 %).

Pacnipesenenne oHAaHCETpOHA NP MEPOPaNbHOM TMpPHEME, BHYTPHUMBILIEYHOM W BHYTPUBEHHOM
BBEJICHUM Y B3pOCIBIX CXOJHO, TMPH 3TOM 00BEM pacrpezeeHHs B PaBHOBECHOM COCTOSIHMU
cocTasiisieT okono 140 .

Memabonuszm

OHJaHCeTPOH BBIBOJUTCS M3 CUCTEMHOTO KPOBOTOKA MyTeM MeTabosin3Ma B MEYeHH NMPH yyacTHH
paznuuHbiX pepmeHTHBIX cucteM. OtcyrcTBre u3opepmenta CYP2D6 (nmonumopdusm cnapreus-
NeOpU30XMHOBOTO THUIA) HE OKa3bIBaeT BIMsHUS Ha (apMaKOKUHETHKY OHJAHCETPOHA.

Buviseoenue

OHIaHCeTPOH BBIBOAMUTCS M3 CUCTEMHOTO KPOBOTOKA, B OCHOBHOM, MOCPEACTBOM MeTabo/Iu3Ma B

neyeHu. Menee 5 % BBEJCHHOM J103bl BHIBOJUTCS B HEU3BMEHEHHOM BH/IE€ NTOUYKAMM.



PacnipezienieHrie OHJ@HCETPOHA MPU MEPOPATBLHOM MPUEME, BHY TPUMBILIEYHOM MM BHY TPMBEHHOM
BBEJICHUH CXO/IHO C TMEPHOIOM TOJTYBBIBECHHS M COCTaBISET OKOJIO 3 .

Oco0ble rpynnbl NanHeHToB

Ilon

dapMaKOKMHETHKA OHJAHCETPOHA 3aBUCHUT OT M0J1a MALMEHTOB. Y JKEHIIUH OTMeUaroTcs OoJibias
CKOpOCTh, CTeneHb abcopOLMH W MEHbILIWA CHCTEMHBIH KIMpeHC, 00beM paclpe/esieHus
(mokazaTenu CKOPPEKTUPOBaHbI 110 Macce Tea), YeM Y MYIKUHH.

Jletu (B Bo3pacTte ot 1 mecsiua a0 18 ner)

V nerteit B Bo3pacte oT 1 10 4 mecsiueB (n = 19), nepeHecminx XMpypruyeckoe BMELIATENILCTBO,
CKOPPEKTHPOBaHHBIM MO Becy KupeHe Obl1 npubiusuTenbHo Ha 30 % MeuieHHee, YeM Y NaLMeHTOB
B Bo3pacte oT 5 10 24 mecsueB (n = 22), HO CONOCTaBUM C JaHHBIM IOKa3aTeIeM y MalMEHTOB B
Bo3pacte oT 3 10 12 net. [leprioa nosyBbIBeIeHUS B IPYIINE NALMEHTOB B Bo3pacTte oT | 10 4 mecsieB
B CpeJiHeM cocTaBiisii 6,7 4 1o cpaBHEHHIO ¢ 2,9 4 B BO3pacTHBIX Ipymnmnax oT 5 10 24 MecsLEB U OT
3 1o 12 ner. Paznnuus papMaKoOKMHETHYECKHUX MapaMETPOB YACTUUHO OOBACHAIOTCS O0J1e€ BHICOKUM
TMPOLIEHTHBIM COZIEPXKAHMEM JKHIKOCTH B OPraHW3Me y HOBOPOJXKIEHHBIX U IPyHbIX jeTeit u Gonee
BBICOKUM OOBEMOM pacrpeesieHuss TaKUX BOAOPACTBOPHMBIX JIEKAPCTBEHHBIX MPENapaToB, Kak
OHJIAHCETPOH, y MaLMeHTOB B Bo3pacTe oT 1 10 4 MecsLeB.

V nereii B Bo3pacte ot 3 10 12 ner, nogBeprapInXcs MJIaHOBBIM XUPYPTrUu€CKUM BMEIIATEIbCTBAM
noJ1 ob1eii aHecTe3neit, abCoMOTHBIE 3HAYSHUS KIIMpeHca U 00beMa pacnpeeaeHusl OHAaHCETPOHA
OBUTY CHIKEHBI B CPABHEHUHU CO 3HAUYE€HHUSIMH y B3pocibix. O0a napameTpa noBbIIAIUCh JIMHEHHO B
3aBMCMMOCTH OT MacChl TeJjla, y MalMeHTOB B BO3pacTe A0 12 5eT 3TH 3HaueHHs NpUOIMKAIUCh K
3HAYEHUSIM y B3pocibiX. [Ipy KOppekuuM 3HaueHWH KiupeHca W oObeMa pacnpeleeHus B
3aBUCUMOCTH OT MAacchl TeJla JaHHbIe napameTpbl ObUIM OJM3KM B pa3IMuHBIX BO3PACTHBIX IpyMax.
Pacuer 103bl ¢ y4eToM Macchl Tejla KOMIIEHCHPYET BO3pacTHblE€ M3MEHEHHMS M CHUCTEMHYIO
9KCTO3ULIMIO OHJJAHCETPOHA Y JETEH.

Ha ocHOBaHWM pe3yJbTaTOB MOMYJSILIMOHHOTO (hapmakokuHeTnueckoro ananuza AUC (niomanb
noa (apMakOKMHETUUECKON KPUBOW «KOHLIEHTPALUS-BPEMS») MOCIE MEPOPaJbHOro INpUemMa U
BHYTPUBEHHOTO BBEJEHHS OHJAHCETPOHA HETSIM M MOJApPOCTKaM Oblla CpaBHMMAa C TAaKOBOH Y
B3pOCJIbIX, 33 HCKJIKOYEHHEM TPYIHBIX JeTei B Bo3pacte oT | 10 4 mecsueB. O0bem pacnpeaeneHus
3aBHUCEJ OT BO3pacTa U ObUT HIKE Y B3POCIBIX 0 CPABHEHUIO CO 3HAUEHUSAMH Yy JETE.

KnupeHc oHzaHceTpoHa 3aBHMcesl OT MacChl Tejla MalMeHTa, HO HE 3aBHCE] OT BO3pacTa, 3a
MCKIIIOUEHHEM Tpy/HbIX JAeTei B Bo3pacte oT | 10 4 mecsueB. CokKHO cenath OKOHYATEIbHbIH
BBIBOJI CBA3aHO JIM OBLIO CHIYKEHHE KJIMPEHCa OHAAHCETPOHA y IPpy/AHbIX AeTel B Bospacte oT 1 10 4
MECSILEB ¢ MX BO3PACTOM, WM JaHHOE CHW)KEHHE UMEJIO ECTECTBEHHYIO BapHabeIbHOCTh, YUUThIBAs

HeOOJIbIIIOE YHUCIO 00CIeI0BaHHBIX TALIMEHTOR B JaHHOM B03paCTHOl7] rpymnre. HOCKOJ’[I)K}’ MalUCHThI
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B BO3pacTe Miajme 6 MecsleB MOJy4aT TOJIBKO OJHY /03y Mpenapara Npud BO3HUKHOBEHHH
T0C/IEONEPALIMOHHBIX TOLIHOTBI W PBOTHI, CKOpEE BCEro, CHWXKEHHME KJIMpeHca He OyneT MMeThb
KJIMHUYECKOTO 3HAUYEHHUS!.

Ilayuenmul nodxcunozo 6o3pacma

OCHOBBIBAsICh Ha TMOJIyYEHHBIX JAHHBIX O KOHLIEHTPAlLM¥ OHJAHCETPOHA B IJIa3M€ KPOBH, a TAKXKe
pe3yJibTaTax MOJEIMPOBAHUS 3aBUCMMOCTH KJIMHUUECKOTO OTBETA OT 3KCIO3MLMH, NPETOIaraeTcs
Gonee BoipaxkeHHoe BiusiHue Ha MHTepBai QTcF y maumeHToB B Bo3pacte >75 jeT, 4YeM y NalMEHTOB
6oniee MOJI0JOTO BO3pacTa. B OTHOLIEHMH MALIMEHTOB B BO3pacTe cTapiie 65 et u crapue 75 et
NpeJCTaB/IeHbl CrielMallbHble PeKOMEHIALMK N0 BLIOOPY [103b1 /71 BHYTPMBEHHOIO BBEAEHHMS (CM.
pazzen «Cnocod NpUMEHEHHUs U J03b1»).

Ilayuenmul ¢ Hapywienuem PyHKyuU novex

V nauueHTOB €O CpeaHeil CTeneHblo HapylueHus (GyHKUMM Mouyek (KIupeHe kpeaTMHMHa 15-60
MJI/MUH) CUCTEMHBIN KITMPEHC U 00BEM pacrpe/ieIeHUsi CHUXKAIOTCS 110C]1€ BHY TPUBEHHOTO BBEACHHS
OHJIAHCETPOHA, YTO MPUBOJUT K HEOOJIBLIIOMY KIIMHUYECKH HE3HAYUTEIBHOMY YBEJIMUEHHIO NIEPHO/Ia
nosyBbiBeieHus (5,4 yaca). MccrieoBanust y MalMeHTOB € TSHKEJIOM CTENEHbIO HapyeHUs Gy HKIMH
MOYEeK, KOTOpbIE HYXJAIOTCS B PEryJIiPHOM remMoauanuse (MCcCiieoBaHHUs MPOBOAMIIUCE MEXKIY
ceaHcaMM JManu3a), He TMOKa3adu H3MeHEeHUs (apMaKOKMHETHMKM OHJAHCETPOHa TOcCjie €ro
BHYTPHUBEHHOT'O BBEJCHMSL.

Ilayuenmul ¢ HapywieHuem GyHKyuu neveHu

VY NauMeHTOB C TSKEJIOW CTENEeHbI0 HapyleHUs! (QYHKLUMM MEYEHHU PE3KO CHWIKAETCS CHCTEMHBIH
KJIMPEHC OHJAHCETPOHa C YBEJIMYEHHEM Mepuoja MonayBbiBeAeHMs A0 15-32 yacoB w
OMOAOCTYNHOCTh TpU TMpueme BHYTpb jAocturaet 100% BciaeacTBHE CHUKEHHMS NMPECHMCTEMHOIO
meTaboau3ma.

Ioka3anus K NPpUMEHEHHIO

e [lpodunaktmka W  jeyeHHMe  TOLWIHOTHI ¥  PBOTHI, BBI3BAHHBIX  LIMTOCTATHYECKOM
XUMHOTEpaIuei 1 JIy4eBOi Tepanuei y B3poCibiX.

» [Ipodunaktuka v Je4eHUE TOLIHOTHI U PBOTHI, BHI3BAHHBIX LIMTOCTATUYECKOH XUMHUOTEPANHEN Y
AETen.

hd HpO(bl/lJ'laKTI/lKa MOCJICONEPALIMOHHBIX TOLIIHOTBI U PBOTHI Y B3POCJIbIX.

IIporuBonoka3anus

e [loBbillleHHass 4YYyBCTBUTEJIbHOCTb K JCHCTBYIOIIEMY BEIIECTBY WM JIOOOMY Apyromy
KOMITOHEHTY, BXOJSILEMY B COCTaB Npenapara.

* OpHOBpeMEHHOEe MPUMEHEHHE OHIAHCETPOHA C aOMOP(UHOM.

* BpoxnaeHHbli cuHapoM yainHeHus uatepsana QT.



* bepeMeHHOCTb M NMEPUOJ IPYAHOTO BCKapMJIMBAHMS.

e Jlerckuii BO3pacT 10 3 neT npu Npo(UIAKTHKE W JICYEHWH TOIIHOTHI W PBOTHI, BbI3BaHHBIX
LUTOCTATUYECKON XMMHUOTEpaIuen.

e Jlerckmii Bo3pacT 10 18 ner mpu npopuiaKTUKE M JIEYEHUH TOLUHOTHI U PBOTHI, BbI3BAHHBIX
Jy4eBO# Tepanuen, a Takxke NMpu NpopUIaKTUKE MOCIE0NEPALMOHHON TOITHOTHI M PBOTBI.

C 0cTOpPOKHOCTHIO

V nauueHToB ¢ MOBBIIEHHOW YYBCTBUTEIBHOCTBIO K Jpyrum aHtaroHuctam SHT3-penentopos, ¢
HapylIeHUSIMH  CepAEYHOr0 pUTMa M MPOBOAMMOCTH; Yy  MAUMEHTOB,  MOJyYarolIuX
aHTHapUTMHYECKHE CcpeAcTBa W Oera-aJpeHOOJIOKAaTOphl; y TMAlMEHTOB CO 3HAYMTEJIbHBIMH
HapyIIEHUSIMM BOJHO-3JIEKTPOJUTHOrO OanaHca; y MNalUMEeHTOB ¢ YIMHEHWEM WIH PHCKOM
yuIMHeHus uHTepBana QTc, BKiIOUYas NalMeHTOB ¢ HApyLIEHHMHU BOHO-2JIEKTPOIMTHOrO OanaHca,
XPOHMYECKOM CepIeuHO HEeA0CTaTOYHOCTBIO, OpaiMapUTMHEN WM Y NTALMEHTOB, IPUHUMAIOIINX
JIpyrue JIEKapCTBEHHBIE Mpenaparbl, KOTOpble MOTYT BbI3BaTh yaauHeHHe uHTepBana QT wnu
HapyLIEeHUs] BOJHO-2JIEKTPOJIUTHOrO OanaHca, UM CHUKEHHME YacTOThl CEPAEUHBIX COKpPAIECHHH; Y
MalMEeHTOB C TMOJOCTPOI HEMPOXOAMMOCTBIO KHMIIEYHHMKA; y MAaLMEHTOB ¢ AeDULIMTOM JIaKTasbl,
HETNEPEeHOCUMOCTBIO  JIAKTO3bl, CHHIPOMOM  TJIIOKO30- TaJlakKTO3HOH ManbabcopOuuu; npu
OJTHOBPEMEHHOM NMPUMEHEHHUH C APYTUMH CEPOTOHUHEPTHYECKUMH TIpenapaTaMu.

IIpumenenue npu GepeMEeHHOCTH H B IEPHO/] IPYAHOI0 BCKAPMJ/IHBAHHS

bepemennocme

Be3onacHOCTh MpUMEHEHHs OHAAHCETPOHA BO BpeMsi OEpEMEHHOCTH y YeOBEKa HE YCTaHOBJIEHA.
JIOKJIMHUYECKHUE MCCIIEIOBAaHUSI HE BBISBUIM TPSMOrO M KOCBEHHOIO HEraTMBHOIO BJIMSIHUS Ha
pa3BuUTHE SMOpPUOHA, IO, IeCTAlMIO, MEpU- U MOCTHAaTalbHOE pa3BuTHE. OIHAKO NMPUMEHEHHE
OHJAHCETpOHa y OepeMEeHHbIX JKEHIIMH NPOTHUBONOKA3aHO B CBA3M C TEM, YTO pE3YJIbTaThl
JOKJIMHUYECKMX MCCIIE/IOBAaHMI HE BCET/1a MOJKHO 3KCTPanoJUpoBaTh Ha 0€30MacHOCTb MPUMEHEHHUS

y uesioBeKa.

HaHHLIC no 0e30MacHOCTH IMNPUMEHECHHUSA OHAAHCETPOHA B IEPUOJ 6epeMCHHOCTl/I Or'paHUYCHBI, a

JAOCTYIIHBIC (bapmaxo-anﬂﬂemnonomqecxne UCCJICA0OBaHUA TPOTHBOPEYHBEI.

Coo01eHus, NOJTy4YeHHbIE B MOCTPETUCTPALMOHHOM MEPHOJIE, ONMMUCHIBAIOT CIIy4Yad BPOXKIAEHHBIX
aHOMAJIMii Pa3BUTHSI TOCJIe TNPUMEHEHHS OHJAHCETPOHa BO BpeMsi OEpPEeMEHHOCTH, OJIHAKO
MHPOPMALIMK 3THX COOOIIEHMI HEIOCTATOUHO, YTOOB! YCTAHOBUTH MPUYMHHO-CJIEACTBEHHY IO CBSI3b.
Ilepuoo epyonozo éckapmaueanusn

He ycraHoBieHo, npoHukaeT ju npenapar OHaaHceTpoH-TeBa B IpyJHOE MOJIOKO Ye€JIOBEKa.
OTCyTCTBYIOT JaHHBlE O BIMsHMM Tmpenapata OHJaHceTpoH-TeBa Ha TNOJY4YaroIEro rpyaHoe
BCKapMiMBaHHe peOeHka M Ha BbIpabOTKY rpyaHOro mosoka. MccnenoBanus IoKasajid, 4TO

OHJAHCECTPOH TMPOHHUKAET B TIPYAHOE MOJIOKO JIAKTUPYIOIIHUX KHBOTHBIX. le/l MPUMCHCHHUH
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OHJIAHCETPOHA Y KOPMSILIMX Martepeil rpyJHOe BCKAapMIIMBAHHE CIIElyeT MPEKPaTUTh (CM. pasje
«[TpoTHBONOKA3aHUA ).

Kenwgunot u MyscuuHsl ¢ COXpaHeHHbIM penpoOyKmMUGHbLIM NOMEHUAIOM

Tecm na bepemennocmeo

XeHmpHaM ¢ COXpaHEHHBIM PENpOJYKTUBHBIM TMOTEHLMAIOM MEpPEJ] NPUMEHEHHWEM Mpernapara
OnpnaHcerpon-Tesa cie/lyeT NPOBOAUTH TECT Ha OEPEMEHHOCTb.

KonTpauenuus

JXeHipHaM ¢ COXpaHEHHBIM PENpOAYKTUBHBIM MOTEHLMAIOM CIEAYET Pa3biCHHUTh, YTO HMEETCS
BEPOSITHOCTb HEraTMBHOIO BIMsHUS mpenapata OHAaHceTpoH-TeBa Ha pa3sBMBAKOLIMKCS TIUIOA.
XeHiuuHaMm, XHUBYIIAM TMOJOBOM KHM3HBIO M C COXPAHEHHBIM PENPOAYKTHBHBIM IMOTEHIIHAIOM,
PEeKOMEH/IyeTCsl UCTIOb30BaTh 3P (PEeKTHBHBIE CPEJCTBAa KOHTPALENLMHU (METOIbI KOHTPALIETILUH C
BEPOSTHOCTBIO HACTYIUIEHUs] GepeMeHHOCTH MeHee | %) Ha MpOTSKEHMM BCEro MepUo/Ia JICUCHUs
npenapatom OHaHceTpoH-TeBa u 2 JHel nocje ero 3aBeplueHHMs.

Depmunvrocmso

[Ipenapar OnpanceTpoH-TeBa He OKa3bIBaeT BIUSHUS HAa (PEePTHILHOCTb.

Cnocob npuMeHeHHs H 103bl

[Ipenapar npeaHa3HayeH AJi1 IpUeMa BHYTpb.

IIpodhunaxmuxa u n1eyenue moutHOmMvl U PEONbL, BbI36AHHBIX YUMOCMAMUYECKOU Xumuomepanue u

JIY4esou mepanueil y 83pP0CablxX

BeiGop pexuma J03UpOBaHMs OMPEJESeTCs] SMETOTEHHOCTBIO MPOTHBOOIMYXOJIEBOM Tepanuu |
MOXKET OTJIMYATHLCS B 3aBUCUMOCTH OT J103bl K KOMOWHALIMHA MCTIOJIb3YEMBIX PEKUMOB XMMHUOTEPATTUH
¥ JTy4eBOM Tepanuu.

Pekomenayemasi o3a cocraBiseT 8 Mr OHAaHceTpoHa 3a [-2 4 10 Hayaja NpOBE/IEHHs
LIMTOCTATHYECKOM XMUMHOTEPANTUK WITH JTy4eBO# Tepanuu ¢ Mocjeay oMM PUEMOM NepopaibHo 8
MT Ka)kzaple 12 4 B TeueHue He OoJiee S5 THEN.

[Ipy BBICOKOAMETOTEHHOM XUMHMOTEpAIIMK pa30oBas /1033 NepoOpPaJbHOr0 OHAAHCETPOHA COCTABIISET
24 Mr oIHOBPEMEHHO C JIEKCAMETa30HOM BHYTpb B 103¢ 12 mr 3a 1-2 yaca 10 Hayaja NpoBeACHUS
XUMHOTEPATTUH.

Cnycts mepBble 24 yaca Mocjie XWMHO- WM JIy4eBOW Tepamuu, MOXHO MPOJOJIKUTH TMPHEM
npenapara OHnaHceTpoH-TeBa B nepopajibHO# J1eKapcTBEHHOH popMe B TeueHHe He Oosiee 5 HE.
PekomenyeTcs npuem npenapara OxnaHceTpoH-TeBa B 103e 8 Mr 2 pa3a B CyTKH.

Oco0ble rpynnsl NalHeHTOB

Iayuenmul nodcuno2o eospacma

Koppekiuu 10361 ¥ 4acToThl NpueMa npenapata OHaaHceTpoH-TeBa B nepopaibHOM JIEKapCTBEHHOM

bopMe /115l MALMEHTOB MOXKKUIIOTO Bo3pacTta He Tpebyercs.



Ilayuenmol ¢ Hapyuwienuem GyHKYuu novex

Koppekiii CyTOYHOM [103bl, YacTOTbl JO3MPOBaHHMs WM IYTH BBEJEHMS OHJAHCETPOHA HE
TpebyeTtcs.

IHayuenmoi ¢ Hapywenuem QyHKyuu nevenu

VYV nauueHToB ¢ HapylieHHeM (QYHKUMHM TEYEHH CpelHEH M TSKENOW CTeneHeH KIMPEHC
OHJ/IaHCETPOHA CYIECTBEHHO CHIKEH, a MEPUOJ] MOy BbIBE/IEHHUSI 3HAYMTENILHO YBEJIUYEH.
CyTouyHasi 1032 OHIaHCETPOHA y TAKUX MAlMEHTOB HE JODKHA MPEBHIIIAT 8 MT.

Ilayuenmul ¢ MeoneHHLIM MemMaboIUIMOM CRapmMeuHa-0eopu30XuHa

V naumMeHToB ¢ MeUIEHHBIM MeTaboJM3MOM crnapTenHa-1e0pu30XHuHa MEepHOJ MOJYBbIBEACHHS
OH/laHCeTpoHa He wu3MeHeH. CrenoBaTenbHO, MPU TOBTOPHOM BBEAECHHUM TaKUM IMALMEHTaM
OH/IaHCETPOHA, €ro KOHLIEHTpaLHs B M1a3Me He OyIeT OTJIMYaThesl OT TAKOBOM B OOLLEH MOy IALMH.
[To3TOMy KOppEeKLMH CYTOYHO# /103bI WIIM YaCTOThI JO3UPOBAaHHs OHJAHCETPOHA B JAHHOM Clly4ae
He TpebyeTcs».

IIpoduiakTHKA H JieYeHHEe TOIIHOTHI H PBOTHI, BLI3BAHHBIX IHTOCTATHYECKOH XHMHOTepanuen v 1eTei

(o1 3 10 17 JeT BKIAWYHTEIbHO)

Jlo3a npenapara OnaHceTpoH-TeBa y neTell pacCUMTBIBAETCS HA OCHOBAHMM IUIOLLAAM TMOBEPXHOCTH WIIU
Macchl Tena.

Pacuem 0o3vl Ha ocHo8aHuu nIOWAOU nNogepxXHOCMU mena

[Mpenapar OnpaHceTpoH-TeBa, pacTBOp Ui BHYTPUBEHHOrO W BHYTPUMBIIIEYHOTO BBEJEHUS MOXKET
NPUMEHSTbCS B BHJE OJHOKPATHOW BHYTPMBEHHOH MHBEKUMHM B 103 5 Mr/m’ (He Gonee 8 wmr)
HENoCpeICTBEHHO Nepei MPOBEAEHNEM XUMHOTEPANUK (CM. HHCTPYKLMIO MO0 MEAULIMHCKOMY NPUMEHEHHUIO
npernapara OnpaHceTpoH-TeBa, pacTBOp [Uli BHYTPUBEHHOIO M BHYTPUMBIIIEYHOIO BBEIEHUS) C
NOCJIEIYIOLIUM NepOopaibHbIM IpUeMOoM Npernapara yepe3 12 yacos. [Ipuem npenapara OnnaHnceTpos-Tesa B
NepopajIbHOM JieKapCTBEHHON (opMe MOXKeT ObITh NMPOAOIDKEH ellle B TeUeHHe 5 IHel mocie MpoBeACHUs
Kypca XuMuoTtepanuu. [Ipu npyuMeHeHuu mpenapara B JaHHOH BO3PACTHOH KaTeropuy Henb3s MPEBbILIATh

J03bl, IPUMEHAEMBIE Yy B3POCIIbIX.

Tabnuya pacuema 003l HA OCHOBAHUU NIOWAOU NOBEPXHOCMU Mea y Oemeill 8 go3pacme om 3 00
17 nem 013 npo@unakmuxu u 1e4eHust MoutHombl U pBOMbl, 8bl36AHHBIX XUMUOMeEpanue

Tliomaas MNOBEPXHOCTH

Jlens 1 JleHb 2-6
rejia
2
> 0,6 M2 1 < 1,2 M2 5 Mr/m BHYTPUBEHHO, 3areM |4 Mr OH/IAaHCETPOHA
4 Mr oHzaHceTpoHa yepe3 12 4 Kaxable 12 4
2
. 5 Mr/m BHYTPHBEHHO w8 Mr g OH/IAHCETPOHA
2 M BHY TPUBEHHO, 3aTeM |asenipie 12 4

8 Mr oHlaHceTpoHa yepe3 12 4

Pacuem 003b1 Ha ocnosanuu maccel mena

[penapar OnpaHceTpoH-TeBa, pacTBOp Ul BHYTPUBEHHOTO ¥ BHYTPUMBILIEYHOrO BBEIEHHS CIEAyeT
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BBOJIUTH OJHOKPATHO BHYTPUBEHHO HEMOCPEACTBEHHO Mepe/l HaualoM XUMHOTEpanuu (CM. MHCTPYKLHUIO MO
MEJULUHCKOMY TpUMeHeHuto mnpenapata OwnpjaHceTpoH-TeBa, pacTBOp i  BHYTPMBEHHOTO U
BHYTPHMBILIEYHOTO BBEJEHHUS) C MOCIEAYIOLIUM TepopaibHbiM TpreMoM mnpenapara OHpaHceTpoH-Tea
yepe3 12 wyacoB mnocne Hauyana Ttepanuu. [Ipuem npenapata OwnpaHceTpoH-TeBa B mnepopaibHOM
JeKapcTBeHHON ¢opme MoXkeT ObITb NMPOAOJDKEH elle B TeueHue S5 aHel mocne xumuorepanuu. [Ipu
NpUMEHEHUM TNpenapara y MalLUEHTOB [aHHOW BO3PAaCTHOH KaTeropuu Henb3s NpeBbILATh 03bl,

MNPUMEHSEMBIC Y B3POCJIbIX.

Tabnuya pacyema 003 HaA OCHOBAHUU MACCbL meaa y demeti 6 o3pacme om 3 00 17 nem 6KOUUMENbHO OISl
NPOGUIAKMUKU U NIeYeHUsL MOULHOMbL U PBONIbL, BbI36AHHBIX XUMUOMEPanuet

Macca TeJia eHb 1 eHb 2-6
Jlo 3 no3 no 0,15Mr/kr BHYTpPHBEHHO,
> 10 kr kaskple 4 4 4 Mr oHZ@aHCETpOHA Kaxkable 12 u

HQOQHJlaKTHKa NoCJ€eoNnepanHoOHHbIX TOINHOTHI M PBOTHI YV B3POCJIBIX

Jlns npodUIaKTUKK TOLIHOTBI U PBOTHI B TOCJIEONEPALlMOHHOM MEpUOZe peKoOMeHIyeTcs npuem 16 mr
npenapata OnnaHceTpoH-TeBa nepopaibHo 3a | 4 10 NpoBeAeHHs HapKo3a.

JUis niedeHus NOC/IEONepalyoOHHbIX TOLIHOTHI M PBOTHI NpHMeHsieTcss npenapaT OnHuaHceTpoH-TeBa B
JIeKapCTBEHHOI (hopme pacTBOp /il BHYTPUBEHHOTO U BHY TPUMBILLIEYHOTO BBEJICHUSL.

Oco0ble rpynnsl NanHeHToB

Hemu 6 6o3pacme om 3 0o 17 nem @xknrouumensHo

Hccnenoanns mnpuema npenapata OHpaHceTpoH-TeBa B MepopaibHON JiekapcTBEHHOW ¢dopme st
npoGUIAKTUKH UM JIEYEHHs] TOLIHOTHI ¥ PBOTHI B TOC/IEONEPALIMOHHOM MEPUOIE HE MPOBOAMINCE; AJIs 3TOM
Le PEeKOMEHJ0BaHO INpuMeHeHue npenapara OHpaaHceTpoH-TeBa, pacTBOp MAJs BHYTPUBEHHOTO U
BHYTPUMBILIEYHOTO BBEAEHHs B BUJE MEAJECHHBIX BHYTPUBEHHBIX WHBEKLHUH (MPOAOIKUTENBHOCTBIO HE
meHee 30 cekyHq).

Iayuenmul nodcunozo eospacma

Hmeercss orpaHv4YeHHBI ONBIT MPUMEHEHHs OHJAHCETPOHA JUIs MPOGHUIAKTUKU MOCIIE0NepalioOHHbIX
TOLIHOTBI ¥ PBOTHI Y NALMEHTOB MOKUJIOTO BO3pPACTa, XOTS OHAAHCETPOH XOPOLIO MEPEHOCUTCS NaLlMeHTaMU
B BO3pacTe 65 NeT U cTaplue, Nojly4aoluMi XUMUOTEpaIHIo.

Iayuenmul ¢ Hapywenuem GYyHKyuu novex

Koppekuun cyTouHOH [103bl, 4acTOThbl J03MPOBAaHMS WIIM TyTH BBEIEHWs OHJAHCETPOHA He TpedyeTcs.
Ilayuenmul ¢ Hapyuenuem GYHKYuU neyeHu

VY nauuMeHTOB ¢ HapylleHueM (YHKUUM MEeYeHU CpeaHell M TsHKeNIoW CTerneHel KJIMPEHC OHIAaHCETpOHa
CYLLIECTBEHHO CHHMIKEH, a EPUO/] MOJyBbIBEJICHUS 3HAYUTENILHO YBETUYEH.

CyTouHas 103a OHJAHCETPOHA y TaKUX MAaLMEHTOB HE J0JIXKHA NPEBbILIATL 8 MT.

Ilayuenmol ¢ MeOneHHbIM MeMAbONUBMOM CNAPMEUHA-0eOPU3OXUHA

VY nauyeHToB ¢ MeAJEHHbIM METaO0IN3MOM CllapTeNHa-Ae0pU30X1HA EPUOJ NOJTy BBIBEICHHUS OHITaHCETPOHA
He wu3MeHeH. CrnenoBaTeNpbHO, NpPYM NOBTOPHOM BBEACHUM TAKMM NAalLMEHTaM OHJAHCETPOHA, €ro
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KOHLIEHTpallMs B Mia3Me He OyAeT OTIMYaThCs OT TakoBOil B oOuieil momynsuuu. IToaromy Koppekuuu
CYTOYHOM JI03bI WJIK YaCTOThI I03MPOBAaHUS OHIAHCETPOHA B JAaHHOM Cilyuyae He Tpebyercs.

IToGouHoe aeiicTBHE

Hexenare/nbHble peakliy, NMpeICTaBlIeHHbIE HWKE, NMEPEeUUCIeHbl B COOTBETCTBUU € MOPAKEHUEM
OpraHoOB M CUCTEM OPraHOB U YaCTOTON BCTPEYAEMOCTH.

YacToTa BCTpEYaeMOCTH OMpe/esseTcs ClieyonuM oopa3om: oyeHb yacto (>1/10), yacro (>1/100
u <1/10), veyacto (>1/1000 u <1/100), peaxo (>1/10000 u <1/1000), ouens peako (<1/10000,
BKJIIOYAsl OT/IEJIbHBIE CITydan).

HexenarenbHble peakuuu, HaOIIOJaeMble «OYEHb 4YacTO», «4acTO» M «HEYacTo», OOBIYHO
ompeaessii MO JaHHBIM KIMHUYECKMX HMCcleqoBaHMW. YacToTy BCTpeyaeMOCTH MpU MpHEME
nnauebo Takxke yduTeiBanu. HexenatenbHble peakiuuu, HaOM0AaeMble «PEAKO» U «OYEHb PEKON,
OMpeiesyii  Ha  OCHOBAaHMM  CIOHTAHHBIX  COOOLIEHWH,  MOJYYEHHbIX B  paMKax
MOCTPErCTPALMOHHOTO HAOMOAEHHUSI.

[Ipy npueme cTaHAAPTHBIX PEKOMEHIOBAaHHBIX 03 OHJAHCETPOHA YCTAaHOBJEHA YacToTa
BCTPEUAEMOCTH, TMpeiacTaBieHHas  Hwke. [lpodunb HexenarenbHbIX peakuuid y JeTed u
MOJIPOCTKOB OBLT COMOCTAaBUM C Npoduiem, HaOIOAaeMbIM Y B3POCIIBIX.

Hapywenus co cmoponvl UMMYHHOU cucmembl

Penko: peakuuu runepuyBCTBUTENBHOCTH HEMEUIEHHOro THma (KpanmuBHUIEA, OpoHXocnasm,
JapuHrocnasM, AaHrMOHEBPOTHUYECKMH OTeK), B psje ClyyaeB TsDKEJIOH CTENeHH, BKJOvas

aHauIaKCHIO.

Hapywenus co cmoponbl HepeHOTl cucmembl

Ouenb yacto: rosoBHass Oonb. Hewacto: cymoporu, ABUratreibHble paccTpoHCTBa (BKIOYast
SKCTpanvpaMHUIHbIE CUMIITOMbI, TAaKHE KaK JMUCTOHHS, OKYJOTHPHBIH Kpu3 (Cyaopora B3opa) W
JUCKWUHE3Msl) MPH OTCYTCTBUM CTOMKHMX KJIMHWYECKUX MOCIEACTBUMA. Pelko: roloBokpyxeHHe,

NpEUMYLIECTBEHHO BO BpEMs 6blCTp0|"O BHYTPHUBEHHOI'O BBEACHUS.

Hapywenus co cmoponvl opeana 3penus

Penko: npexoasiinye paccTpoicTBa 3peHus (HanpuMmep, 3aTyMaHEHHOEe 3peHHE), T1aBHbIM 00pa3oM,
BO BpeMsi BHyTPHUBEHHOro BBeJieHHs. OueHb peJKo: TPaH3UTOPHAs CJIENOTa, raBHBIM 00pa3oM, BO
BpeMsi BHYTPUBEHHOTO BBEJEHHs. BONBIIMHCTBO ciy4aeB clenoThl 01aronoay4yHo pa3pellininch B
teyenne 20 MHH. BOJBIIMHCTBO NAaLMEHTOB MOJy4Yald XMMHOTEpANeBTUYECKUE Mpenaparhl,
coziepKallie LMCIUIATUH. B HEKOTOpBIX cllyyasix TpaH3UTOpHAas ciiernora Oblia KOPTUKAIbHOTO

re’esa.

Hapywenus co cmoponwvt cepoya
Heuacto: aputmus, Ooibp B TIpyaHOH KIJIETKe, Kak CONpPOBOXKJAMOIIAACSA, TaKk MW HE

conpoBoxatoiasics cHukenreM cermenta ST, Opaaukapaus. Peaxo: yaivnenue unrepsana QT
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(BKJTEFOYAst KTy JOYKOBYIO TAXMKAPAMIO THIIA KITUPYITY).

Hapywenus co cmoponvl cocyooe
YacTo: 4yBCTBO Kapa MM «puiIMBbI». HeuacTo: CHWXKEHHE apTepUalibHOTO JIaBJICHHS.
Hapywenuss co cmoponbl OblXamenbHOU CUCMEMbl, Op2AHOE 2PYOHOU KIemKU U

cpedocmeHus

Heuacro: ukora.

Hapywenus co cmopombl 2icety00uHO - KUUEYHO20 mpakma

Yacro: 3anop.

Hapywenus co cmopoHel nevenu u Jceqeébi800auux nymeu

Heuacro: HeccuMnTOMHOE MOBBIIIEHHE  AKTUBHOCTH  «TIEYEHOYHBIX»  (DEPMEHTOB
anannHamuHoTpaHcdepassl  (AJIT), acnapraramunotpancdepazel (ACT) (B OCHOBHOM

Ha0I01a10Ch Yy NAallME€HTOB, MOJYyYaltoUX XUMHUOTEPAITUIO Lll/lCHIlaTI/IHOM).

Hapywenus co cmopomvl Kod#CU U NOOKONCHbIX MKAHeU

OueHb peIko: TOKCHYEeCKas KOXKHasi Chilb, BKIHOUasi TOKCUUECKUH STTUIEPMAJIbHBIA HEKPOJIHU3.
IlepenosupoBka

Cumnmomamuxa

B Hactosiiiee BpeMsi HEJOCTATOYHO IAHHBIX OTHOCUTENILHO MEPEN03MPOBKM OHAAHCETPOHOM. B
OOJIBLIMHCTBE CIyYaeB CUMITOMBI NMEPEI03UPOBKU ObLIN CXO0XKHU C HEIKENIATEIbHBIMH SIBJIICHUAMH, O
KOTOpPBIX COOOIIAJOCh B OTHOIIEHWM TALMEHTOB, TMOJYYAlOLIMX PEKOMEHOBAaHHBIE JO3BI.
OHJaHCeTPOH BBI3BIBAET [0303aBUCHMOE yAnMHeHHe uHTepBana QT. Pekomenayercs nmpoBOAMTH
monutopuHr DKI' B ciyyae mepeno3upoBku npenaparoM. [Ipu nepeno3upoBke npenaparom Inpu
npueMe BHYTPb y JeTel coo01Ianocs 0 CUMIITOMAX, YKa3bIBalOLIMX HA CEPOTOHUHOBBIN CHHIPOM.
Jleuenue

Crneuuduyeckoro aHTHAOTA HET, MO3TOMY MPU MOAO3PEHUM Ha MEPENO3MPOBKY PEKOMEHIYETCs
MPOBOAUTH COOTBETCTBYIOLLYIO CUMIITOMAaTHYECKYIO M MOJJIEP/KUBAIOLLYI0 Tepanuio. JlanbHenee
Jie4eHue ClielyeT MPOBOANTb, UCXOMS U3 KIIMHUYECKOH cuTyaluu. He pekoMeHyeTcss NpUMEHEHHEe
WMeKaKyaHbl Ul JIe4eHHs TMepeO3UPOBKH IMpPEnapaTtoM, Tak KaK MajOBEPOSTHO, YTO MAalUEHTHI
OTBETAT Ha JIEYEHUE TpernapaTaMu WIMeKaKyaHbl B CBSI3M C TPOTUBOPBOTHBIM JIE€HCTBHUEM
OH/IAHCETpPOHaA.

B3aumopeiicTBHe ¢ IPYrHMH JIeKAPCTBEHHbIMH CPeACTBaMH

HeT aaHHBIX, 4TO OHJAHCETPOH WHIYLMPYET WIIM MHTUOUpyeT MeTabo/iu3M JApyruX Mpenaparos,
O0OBIYHO MNpUMEHSIeMbIX B KOMOMHauuu ¢ HuM. CrienpaibHble MCCIEN0BaHMs TOKa3ald, 4TO
OHJIaHCETPOH  (apMaKOKMHETHYECKH HE B3aUMOAEHCTBYET ¢  OTaHOJIOM, TeMasernamom,

bypoceMrIoM, TPaMa0IoM UK Nponodosaom.
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OnjlaHceTpoH MeTabonu3upyeTcs psaoM W30(pepMeHTOB cucTeMbl LuTOXpoma P450 B nedenu:
CYP3A4, CYP2D6 u CYPIA2. B cBsa3u ¢ MHorooOpasueM H30(EpMEHTOB, CHOCOOHBIX
MeTab0IM3MPOBaTh OHJAHCETPOH, UHIHOMpOBaHWE W30(EPMEHTOB WIIM YMEHbLIEHHE aKTHBHOCTH
oaHOro w3 wusodepmeHToB (Hampumep, npu reHernueckom aepuuure CYP2D6) o06bIuHO
KOMIEHCUPYETCsl APYTUMHU H30(epMeHTaMM, B pe3yjbTaTe 4ero W3MeHeHMs OOLIero KjiupeHca
OHJIAHCETPOHA MJIM OTCYTCTBYIOT, WJIM HE3HAUMTENIbHbl W MPAKTHYECKH He TpeOyIOT KOppeKLMH
no3bl. Cnenyer cobmojath OCTOPOMNKHOCTb TMPHU NMPUMEHEHHWH OHAHCETPOHA € NpernapaTram,
KOTOpbIE BJIMSIOT Ha yJuiMHeHue uHTepBasa QT W/MAM BBI3BIBAIOT HAPYLUIEHMS BJEKTPOJIMTHOIO
OanaHca WM CHUXKEHUE YaCTOTbl CePAEYHbIX COKpPALLEHHUH.

Anomopghun

Ha ocHOBaHMM MOJyYEHHBIX JAaHHBIX O TJ1yOOKOM TMMOTEH3MM W TOTEpe CO3HAHUS BO BpeMs
NMPUMEHEHUsT OHJAHCETpOHa ¢ anomMopduHa TrUIPOXJIOPUIOM OJHOBPEMEHHOE TPHUMEHEHHE
OHJIAHCETPOHA ¢ anOMOPPUHOM NPOTUBOMOKA3AHO.

Denumoun, kapbamazenun u pughpamnuyun

VYV 0oabHBIX, mMoiyyaBiiuxX MoiHbie uHAYKTOpbl CYP3A4 (penutoun, kapOamazenuH H
pudaMNULIMH), KIMPEHC OHJAHCETPOHA MpH NMepopajbHOM NpueMme rnpenapara Obll MOBBILIEH, a
KOHLIEHTPALMsl OHJAAHCETPOHA B KPOBH Oblila MOHMIKEHHOM.

Cepomonunepeuveckue nexapcmeennvie  npenapamvi  (Hanpumep, CHO3C  (cenexmugnbie
uneubumopvr  obpamuoeo saxeama cepomonuna) u CHO3CH (cenekmueHvle uneubumopbwi
00pamHo2o 3axeama HOPAOPEeHaIUHA U CepOmMOHUHA))

VceTaHOBIGHO, 4TO  NMpU  KOMOMHHUPOBAaHHOM  NMPUMEHEHMHM  OHJAHCETPOHA M APYyrux
CepOTOHMHEPrHUUYECKUX JieKapcTBeHHbIX npenapartos, Biuioyas CHO3C u CUO3CH Bozpacraer puck
pPa3BUTHS CEPOTOHMHOBOTO CHH/IpOMA (BKJIOUYAsi K3MEHEHHOE COCTOSIHUE CO3HAHUSI, HECTAOUIIBHOCTD
byHkuMM nepudepuyueckoil HepBHOM CUCTEMbl M HEPBHO-MbILIEYHbIE HapylleHus) (CM. paszzen
«Ocobble yKkazaHus»).

Ipamaoon

Mmetorcs naHHble HeOONMbIIMX HCCIE0BaHMM, YKa3bIBalOLUIME HAa TO, YTO OHAAHCETPOH MOXKET
YMEHbLIATh aHaIbre3upyrouni 3¢ peKt Tpamaaona.

Ocobble ykazaHust

Ectb cooOlieHuss O BO3HUKHOBEHHMH peaklMii TMNepuyBCTBUTEILHOCTH K OHJAHCETPOHY Y
MalMeHTOB, MMEIOLMX B aHaMHe3e TMOBBIILIEHHYIO YYBCTBMTEIBHOCTb K APYIMM CEJEKTUBHBIM
antaronucram SHT3-peuenropos.

[TockobKy M3BECTHO, YTO OHJAHCETPOH YBEJIMYMBAET BpPEMs MPOXOXKAEHHUS COAEPKMMOIo IO
TOJICTOM KHIlKe, B Cilyyae MPUMEHEHHUs Mpernapara y NALMEHTOB € CHUMITOMAMH M0J0CTPOH

KHILIEYHOM HEMPOXOIUMOCTH HEOOXOAMMO peryisipHoe HabJoIeHHE.
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OHJaHCeTPOH BbI3bIBAET J0303aBHcHMoe yuiuHenne uHrteppana QT. Kpome Toro, B mnepvon
MOCTPErMCTPALIMOHHOTO ~ HAOMIO/IGHUsT  TIOCTYMajlu  COOOWIEHUs O  clydasx KejyJ04KOBOM
TaxMKapAuK TUIA «ITUPYIT» CPe/Iu MaLUEHTOB, MOJITYHYalOLMX OHAAHCETPOH.

[lepen  BBeJeHMEM  OHJAHCETPOHA  HEOOXOJAMMO  CKOPPEKTHPOBATh — IMMOKAJIMEMHIO W
TUNIOMarHUeMHIO.

VCTaHOBJIEHO, YTO  TPH  OJHOBPEMEHHOM  TPUMEHEHMM  OHJAHCETpOHA W JIPYTHX
CEPOTOHMHEPTUYECKHUX MPEnapaToB BO3PAacTaeT PUCK Pa3BUTHUS CEPOTOHMHOBOrO CHHApPOMa (CM.
pasnen «B3aumopneiicTBUe ¢ APYrMMM JI€KapCTBEHHBIMHM CpeAcTBamMm»). Eciv oaHOBpeMeHHOE
NPUMEHEHHE OHJAHCETPOHA M JIPyTMX CEpPOTOHMHEPrMYECKMX JIEKAPCTBEHHBIX TpenapaToB
KJIMHUYECKH OOOCHOBaHO, HEOOXOAMMO OOeCreuuTh peryjsipHoe HaONIOJEHHE 3a COCTOSHHEM
nalyeHTa.

Bausinne Ha cOCOGHOCTH YNPABJISATH TPAHCIIOPTHBIMH CPeICTBAMH H MEXaHH3MaMH

B ciyyae BO3HMKHOBEHWsI TMOOOYHBIX peakKLMid €O CTOPOHbI HEPBHOW CHCTEMBI, MalUEHTaM
PEKOMEHYeTCs BO3JEPIKAThCs OT YMpaBJIeHUs aBTOMOOWJIEM M APYTMMHM MEXaHHM3MaMM, a TaKKe
3aHATHM  BMJAMHM  JIEATEIBHOCTH, TPEOYIOIMMH KOHLEHTPAlMM BHUMAaHUS U OBICTPOTHI
MICUXOMOTOPHBIX (QYHKLIHMH.

®opma BbINyCKa

Tabnemku, nokpvimeie nienounoii obonouxou, 4 me. Ilo 10 Tabnerok B OamcTepbl M3
amomunueBoit Goapru/I[IBX/TIBAX.

Tabnemxu, nokpsimoie niaeHouHoil ooonoukoi, 8 me. 1o 10 unm 15 Tabnerok B Gnucrepsl U3
amomuHueBoit Gponeru/TIBX/TIBJIX.

1 6nucTep ¢ MHCTPYKLMEH 10 MPUMEHEHHIO B KAPTOHHOM NMayKe ¢ KOHTPOJIEM NEPBOrO BCKPBITHS.

YcaoBusi XxpaHeHust

Xpanuts npu Temneparype He Boiiie 30 °C. XpaHuTh B HEIOCTYITHOM [U1sl eTei MecTe!

Cpok rogHocTH

3 ropa.

He npyMeHATH 10 UCTEYEHUHU CPOKA IOJHOCTH.

YcaoBus ornycka

OTnyckaroT 1o peuenty.

HaumenoBanue aepkaTesist (Biaie/iblla)  PEerHCTPallHOHHOIO  Y/AOCTOBEpeHHs!
JIEKAapCTBEHHOTI'0 Npenapara

Tesa ®@apmanestuueckue [Ipeanpustus Jita., U3panns

IIpousBoaurenn

Tesa ®apmacsrotukan Bopke IMpaitear Jlumuren Komnanu, 4042 Jlebpeuen, yn. Ilannaru 13,
Benrpus
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Opranuzanusi, NPHHHMAKOLIAs NPeTeH3HH noTpeduTe e
000 «Tesa», 115054, Mockga, yi. Banosas, 35,
ten.: +7 (495) 644 22 34, dakc: +7 (495) 644 22 35

AJlpec B MUHTEpHETE: WWW.teva.ru

HpeIlCTaBPITCIIb KOMITaHHH

WU.E.KproukoBa
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