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OBIIAS XAPAKTEPUCTHUKA JIEKAPCTBEHHOGFO TIPERAPATA 1001

1. HAUMEHOBAHME JJEKAPCTBEHHOI'O IIPEITIAPATA
[TapokceTtun, 20 Mr, TaOJIETKU, TOKPHITHIE TUICHOYHON 000JI0UKOIA.
[Tapoxcetun, 30 Mr, TaOJIETKU, TOKPHITHIE TUICHOYHON 000JI0UKOIA.

2. KAUECTBEHHBIN U KOJIUYECTBEHHBIN COCTAB
JelicTBytolliee BEIECTBO: MaPOKCETHH.
[Tapoxcerud, 20 Mr, TaOJIETKH, IIOKPBITHIE INIEHOYHON 000JI0OYKOH

Kaxnas Tabnerka cogepxut 20 Mr mapokcetuHa (B BUIE THAPOXJIOPH/IA TEMUTHAPATA).
[TapokceTtuH, 30 Mr, TaOAETKH, MOKPHITHIE IIICHOYHON 000JI0YKOM

Kaxxnas tabnerka conepxut 30 Mr napokceTuHa (B BUA€ TUAPOXJIOPUIA TEMUTHIPATA).
[TosHBIN epeueHb BCIOMOTaTeIbHBIX BEIIECTB IPUBEAEH B paszzeine 6.1.

3. JEKAPCTBEHHAS ®OPMA
TabneTKu, MOKPHITHIE IIICHOYHOU 000T0UYKOM.
[TapokcetuH, 20 Mr, TaOJAETKHU, MOKPBITHIC MICHOYHOW 000I0YKOM

Kpyrible JDBOSKOBBIYKJIBIE TAOJETKH, C PHUCKOW, TMOKPBHITHIE IUICHOYHOW O00O0JIOYKOW Oeoro
nBera. Ha momepeynoM paszpese — sapo 0e10ro Wiiv movTu Oesioro BeTa.
[Tapokcerun, 30 mr, Ta0JIETKHU, HOKPBITHIE INIEHOYHOW 000JI0UYKOH

Kpyrible 1BOSKOBBINYKIIbIE TaOJETKH, C PUCKOMN, IMOKPBITHIE IJIEHOYHON 000J0YKOM PO30BOr0
nBeta. Ha nonepeunom paspese — sapo 6es1oro nin moyTH 6enoro 1eta.

4. KIMHUYECKUE JAHHBIE

4.1. lloka3zanusi K NPpUMEHEHUI0

— JlenpeccuBHBIE 3MU30/bI CPEIHEN U TSHKETION CTENCHH TAKECTH.

— PexyppeHTHOE enpeccuBHOE PacCTPONCTBO.
Pe3ynpTaTtel McciaenoBaHui, B KOTOPBIX NAalMEHTHl NPUHUMAIN MapoKceTHMH 0 1 rona,
CBHUJIETEJILCTBYIOT O TOM, 4TO OH 3((EeKTUBHO MPEJOTBpALIACT PEUUAUBBI U BO3BpAlCHHUE
CUMITOMOB JICTIPECCHH.

— OOceccuBHO-KOMITYJIbCHUBHOE PacCTPOICTBO.
[TapokceTuH >3 PeKTUBEH NpHU JIEUEHUH 00CECCHUBHO-KOMIYJIbCUBHOTO paccrpoiictBa (OKP),
B TOM 4YMCI€ M B KAayeCTBE CPEACTBA MOJJCP)KUBAIOLIEH U NPO(UIAKTHYECKON Tepamuu.
CornacHo JaHHBIM I1a11e00-KOHTPOIUPYEMBIX HccaeA0BaHuN 3 (HEKTUBHOCTh MapOKCEeTHHA
npu neuenun OKP mojnepkuBanace mo kpaifHeid mepe B TeueHue 1 roma. Kpome Ttoro,
napokceTuH 3ppekTuBHO npenorspaiaet peuuaussl OKP.

— Ilann4eckoe paccTpOUCTBO.
[Tapoxcetun >(QeKTUBEH NpHU JICYEHUH MMaHUYECKOTo paccTpoiicTBa ¢ aropadobueir u 0e3
Hee, B TOM YHCJIe B KauecTBE CpPEACTBA IMOJJCPKHUBAIONIEH U MPOPUIAKTUIECKOH Tepanuu.
VYCcTaHOBIIEHO, YTO NPH JICYEHUH MAaHUYECKOTO PacCTPOMCTBA KOMOMHAIUS MAapOKCETHHA U
KOTHUTHBHO-TIOBEICHYECKON Tepanmuu 3HauuMO dS(p(deKTuBHEe, 4YeM H30JIMPOBAHHOE
MPUMEHEHNE KOTHUTHBHO-TIOBEIEHYECKON TepaInu.
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CornacHo JaHHBIM IJ1a1Ie00-KOHTPOJIUPYEM

npy JICYCHUHM MAaHUYECKOTO paccTpoiicTBa moniepxuBaiack Ooiee 1 roma. Kpome Toro,
napoKceTuH 3P PEeKTUBHO MPETOTBPAIIACT PELUINBBI TAHUYECKOTO PACCTPONCTBA.

— ConuanbHas hodus.
[Tapoxcetun siBrsieTcst 3pHEKTUBHBIM CPEJICTBOM JICUEHUS COLMATIBHON (poOHM, B TOM YnCIiIe
U B Ka4eCTBE JUIUTEIHHOU MOICPKUBAOIIEH U MPOQPUIAKTUYECKON TepaITHH.
[TocTosiHHAs >PPEKTUBHOCT MAPOKCETHHA MPU UIMTEIILHOM JIEUYEHUH COLMANbHOM (podbun
ObUIa IPOIEMOHCTPUPOBAHA B UCCIIEAOBAHUHU I10 ITPEIOTBPAILEHUIO PELIUIUBOB.

— T'eHepann30BaHHOE TPEBOKHOE PACCTPOMCTBO.
[TapokceTnH >(pGEKTHUBEH MpH JICYEHUH T€HEPaJIN30BaHHOI'O TPEBOXKHOI'O PacCTpOMCTBA, B
TOM YHUCJIC€ U B KAuyeCTBE JJIUTEIbHON NOJAEP)KUBAIOIIEH U NMPO(UIAKTUYECKON TEepamuH.
[TocTosiHHAs Y(PPEKTUBHOCTh MAPOKCETHHA MPH JUIMTEIBHOM JICYEHUH T'€HEpaIu30BaHHOTO
TPEBOXKHOTO ~ pacCTpoicTBa  OblIa  MPOAEMOHCTPHPOBaHAa B HCCIENOBAaHMU IO
NPEIOTBPALICHUIO PELIUHBOB.

— IlocTTpaBMaTHUYECKOE CTPECCOBOE PACCTPOICTRO.
[TapoxceTnH 3 PeKTUBEH NpH JICYCHUHU TTOCTTPABMATUIECKOTO CTPECCOBOTO PACCTPONCTRA.

4.2. Pexxum 103MpoBaHus U C1IOCO0 NPUMEHEHUs!
PexxuM 103upoBaHust

Henpeccugnvie 3nu300vl cpeonell U mMANCENOU CMENneHu U peKyppeHmHoe O0enpeccusHoe
paccmpoucmeo

Pexomenayemas noza — 20 mr/cyt. Ilpu HEoOXOaUMOCTH, B 3aBUCHMOCTH OT KJIMHHYECKOTO
OTBETa BO3MOXHO IOCTEIIEHHOE yBelnuueHue A03bl Ha 10 mr/cyt (¢ mHTEpBaoM He MeHee |
HEJIenn) 0 MakcuMalibHOU 10361 50 Mr/cyT. Kak u npu nedeHnn JT00BIMU aHTHICTIPECCAHTAMH,
cienyer orneHuBaTh d()(PEKTUBHOCTH TEpanuyd W MPU HEOOXOAMMOCTH KOPPEKTUPOBATH 03y
MapoKceTHHa 4epe3 2-3 HeJenH Mociie Hadyalla JICYCHUs U B JaJbHEWIIEM B 3aBHCHMOCTH OT
KJIIMHUYECKHX MTOKa3aHuM.

Jns KynupoBaHHs AETPECCHBHBIX CHUMITOMOB U TPEIOTBPALICHUS DPELUIUBOB HEOOXOIMMO
coONrofaTh aJeKBaTHYIO ATUTENBHOCTh KYMUPYIOIMIEH M TMOANEPKUBAIOIIECH Tepamuu. ITOT
MEePUOJT MOXKET COCTABIIATh HECKOJIBKO MECSIIEB.

Obceccusrno-KOMNYIbCUBHOE PACCIPOUCMBO

Pexomenayemast noza — 40 mr/cyr. Jleuenne HaumHAOT ¢ 70361 20 MT/CyT, KOTOPYIO MOXKHO
noBelaTh Ha 10 mr/cyT (c uHTEepBasioM He MeHee | Henenu). MakcumanbHasi CyTOYHas 103a —
60 mr. HeoOxomumo cobirofaTh aJeKBaTHYIO JUTUTENBHOCTh Tepanuu (HECKOJIBKO MECSIEB U
JIOJIBIIIE).

Ianuuecxoe paccmpoticmgo

Pexomenayemas no3a — 40 mr/cyt. HauanpHas moza — 10 mr/cyT (muisi CHUXKEHUS BOZMOKHOTO
pHUCKa pa3BUTHsI 00OCTPEHHUs MAaHMYECKONH CUMIITOMATHKH, KOTOpas MOKET BO3SHHKATh B Hayale
JIeYeHUs JTFOOBIMU aHTHUJICTIPECCAHTAMH), C TIOCIEAYIONINM €KeHeAeNbHbIM yBennueHueM ua 10
MI/CYyT B 3aBUCHUMOCTH OT KJIMHHYECKOro OTBeTa. [Ipm HEOOXOIMMOCTH 1032 MOXKET OBITh
yBeIUYeHa 10 MakcuMainbHON 60 Mr/cytr. Heo6xommMo cobmonaTh aiekKBaTHYIO JUTUTEIBHOCTh
Tepanuu (10 HECKOJIBKUX MECSIIEB H JIOJIBIIIE).

Coyuanvras ¢obus
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Ha 10 mr/cyT (c uHTEpBajIOM He MeHee | HelemnH) B 3aBUCMMOCTH OT KIIMHMYECKOT'O OTBETA.
MaxkcumanbHas cyTouHas 103a — 50 mr.

I'enepanuzosannoe mpesodcrnoe paccmpoucmeo

Pexomennyemast no3a — 20 mr/cyt. Ilpu HeoOXonuMoCTH 032 MOXKET ObITh yBenuyena Ha 10
MI/cyT (C HHTEpBalIOM He MeHee | HeleaH) B 3aBUCMMOCTH OT KIIMHUYECKOTI'O OTBETA.
MakcumaiibHas cyTo4Has 103a — S0 mr.

Ilocmmpasemamuueckoe cmpeccogoe paccmpoicmso

Pexomenayemas no3a — 20 mr/cyt. Ilpu HeoOXomuMOCTH a03a MOXKET ObITh yBenudeHa Ha 10
MT/CyT (C MHTEpBAIOM HE MeHee | HeenH) B 3aBUCMMOCTH OT KIIMHHYECKOT'O OTBETA.
MaxkcumanbHas cyTouHas 103a — 50 mr.

Ommena napoxcemuna

Kak u npu ieyeHnn IpyrumMu IMCUXOTPOIHBIMU MpenapaTtaMu, clieyeT u3deratb pe3koil OTMEHbI
MapoOKCEeTHHA.

MoskeT ObITh peKOMEHI0BaHa CIIEAYIOIas CXeMa OTMEHbBI: CHUKEHHE CyTOYHOM 7103bl HA 10 Mr B
HEJIEII0; Toce JOCTHXKEHHS 703l 20 MI/CYT MalMeHThl MPOAOJIKAIOT MPUHUMATE 3Ty J03Y B
TedeHue 1 Hedenu, W JIMIIb MOCEe ATOro IMpenapaT OTMEHSIOT MOJHOCThIO. Eciu cuMnTomsl
OTMEHBI Pa3BUBAIOTCS BO BPEMsI CHUKEHUS JI03bl WM 110CJIE OTMEHBI IIpenapara, 11ej1ecoo0pa3Ho
BO300HOBHTH IPHEM paHee HAa3HAYCHHOH I03bl. B mocnemyromeM Bpad MOXKET MPOJODKUTH
CHU)KEHHUE JI03bl, HO 00J1€€ MEJIEHHOE.

Oco0bIe I'pYIHIIBI NAIIMCHTOB

Tayuenmoi nodcunozo eospacma

VY manueHToB MOXHIOTO BO3pacTa KOHIEHTpPAlUs MapOKCETHHA B IUIa3Me KPOBU MOXKET OBITh
MOBBIIIEHA, OJTHAKO JMAama3oH ero KOHIEHTpaIMil B IUIa3Me COBIAJaeT C TaKOBbIM y Oolee
MOJIOJBIX TIAIIMEHTOB. Y JAaHHOW KAaTerOpUU TMAIMEHTOB TEPAIUI0 CIEIYyeT HAYMHATh C 03B,
PEKOMEHIyeMO#1 1Tl B3POCIBIX, KOTOPast MOXKET OBITH MoBbITeHa 10 40 MI/CyT.

Tayuenmol ¢ napywenuem yHKYyuu no4ex Uiy nevyeHu

KoHuenTpanuss napokceTMHa B IIJIa3M€ KPOBH YBEINYMBAECTCS y IALMEHTOB C TSAKEIBIM
HapylmeHrueM (YHKIMHU ToYeK (KJIUpeHC KpeaTMHMHAa MeHee 30 MJI/MHH) M Yy TalMEHTOB C
HapylmeHueM (QyHKUUM medeHu. TakuM MalUeHTaM clieAyeT Ha3HauyaTh J03bl Ipernapata,
HaxXOZIIKECS Ha HIKHEH TPaHUIle Juana3oHa TepaneBTHUECKUX J103.

CTHu
[TpoTuBonoka3aH y aereii B Bozpacrte 10 18 ser.
be3onacHocTh 1 5P PeKTUBHOCTD y AeTeH B Bo3pacTe /10 18 j1eT He yCTaHOBJICHHI.

Crooco0 rmpuMeHeHus
[TapokceTHH peKOMEHIyeTCs IPUHUMATh BHYTPh | pa3 B CYTKH yTPOM BO BpeMmsl elibl. TaOJIeTKy
CJICAyeT TJIOTaTh LEIMKOM, HE Pa3KeBbIBas, 3amuBas Booi. HaHeceHHas pucKa MO3BOJISET TPU

HEOOXOAMMOCTH JIETTUTH TaOJIETKY ¢ JO3UPOBKOM 20 MT moroaam ajis moydeHus 10361 10 mr.
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4.3. [IpoTUBONOKA3AHUS.

— TUIEPUYYBCTBUTEIBHOCTh K IAPOKCETUHY WM JIOOOMY M3 BCIIOMOTAaTElIbHBIX BEILECTB,
MepEUYUCIICHHBIX B pasaene 6.1.;

— OJHOBpPEMEHHBIM mpueM ¢ uHruoOmropamu MAO (cm. pazgen 4.5.). B HCKIIIOUHMTEIBHBIX
cllydasix JHMHE30IH] (aHTHOWOTHUK, SBISIOIIUICS OOpaTUMBIM HECEIEKTUBHBIM HHTHOUTOPOM
MAO) nomyckaercs KOMOMHHMPOBAaTH C MApPOKCETMHOM TPU YCIOBHH, YTO MpPHUEMIIEMBIE
QIBTEPHATUBBI JICYCHUS JMHE30JIMJOM HEAOCTYNHBI M TOTCHLIUANbHAs I0JIb3a TMPUMEHEHUS
JMHE30JIUa MPEBOCXOUT PUCK Pa3BUTUS CEPOTOHMHOBOI'O CHUHApPOMA WJIM 3JI0KAYECTBEHHOI'O
HEHPOJIENTUYECKOI0 CUHPOMA KaK PEaKIMK y ONPEIEICHHOr0 MalleHTa,

Jlo;kHO  OBITH  JIOCTYIIHO OCHAILLEHHWE Ui TINATEJIbHOrO HaOIOJEHHS 3a CUMITOMaMH
CEpOTOHMHOBOI'O CUH/IPOMAa U MOHUTOPHUHIA APTEPUATILHOTO AABJICHHUS.

JleueHne NapOKCETUHOM JOITyCKAETCs:

a) uepe3 2 HeJeNH MOcCIie MPEKpaIeHNs JeUeHU HeoOpaTUMbIMU HHIrHOuTOpamMu MAQO;

0) He MeHee ueM uyepe3 24 yaca Mocie NpPEKpalleHHs JICYCHUs OOpaTUMBIMU HHTHOMTOpaMHU
MAO (Moks00eMu1, THHE30JIN, METUIICHOBBIN CHHUN );

B) IOJDKHO TIPOWTHM HE MeHee | Hemenn MeXIy OTMEHOW MapOKCeTMHAa M HavajoM Teparuu
1r006IM uHrHOUTOpOM MAO;

— OJIHOBPEMEHHBIN NpueM THopuaazuHa. [lapokceTuH He cienyer MpUMEHSATh B KOMOMHALIMY C
THOPHIa3UHOM, MOCKOJIBKY, KaK U Jpyrue npenapaThl, YrHETAIOUIMe aKTUBHOCTh [I€YEHOYHOIO
uzodpepmenta CYP2D6, napokceTHH MOXKET MOBBIIIATh KOHIIEHTPALUU THOPUIAa3HMHA B ILIa3Me,
4YTO MOXET NPUBECTH K yJuIMHeHHIo uHTepBaia QTc M CBs3aHHOH C 3TUM KEIyJOYKOBOM
apuTMHH TUTIa «ImHpYyIT» (torsades de pointes), MOTEHIMAIBHO YrPOXKAMOIICH JKU3HU, U
BHE3AIIHON CMEPTH;

— OJTHOBPEMEHHOE TIPUMEHEHHE C MNUMO3HIOM. [lapokceTMH HeE cleayeT NPUMEHATh B
KOMOWHAIMH C TUMO3HJIOM, TaK KaK MMAPOKCETHH MOXKET MOBBIIIATh KOHIIEHTPALUIO MTUMO3H/Ia B
IUIa3Me, YTO MOKET MPUBECTH K yAJuHEeHuto uHTepBaia QT M TspKenbIM apuTMHAM, BKIIOYas
ApPUTMHH TUIA ITHPYITH;

— OepeMEHHOCTh U NMEPHOA IPYIHOTO BCKapMIIUBAHMUS,

— IpUMEHEeHHe y JeTed U moapocTkoB miaame 18 ner. KoHTponmpyemble KIMHHYECKHE
UCCIIEIOBaHMsI TTAapOKCETHHA MPU JICUEHUH JENPECcCCUu y NeTel W MOJPOCTKOB HE JI0Ka3alu €ro
3 PEKTUBHOCTD, TOITOMY Ipenapar He MOKa3aH /s JIeYeHUs! YKa3aHHOW BO3PACTHON IPYIIIHL.
bezonacHocTh U 3pPEKTUBHOCT MApPOKCETHHA HE M3ydajach NMPH NMPUMEHEHUH y MalUeHTOB
MUTajiei BO3pacTHOM kateropuu (Miaauie 7 jaer).

4.4. OcoOble ykazaHMsl 1 MepPbl NPeI0CTOPOKHOCTH NPH NPUMEHEHUH
C 0CTOPOKHOCTBIO

ITeyenounas HEAOCTATOYHOCTh; IOYCYHAsA HCAOCTATOYHOCTL, 3aKPBITOYI'OJIbHAsd TIJIayKoMa,
TUIIEPIUIA3Us MPEICTATeIbHOMN JKeJIe3bl; MaHUs; ATOJIOTHS Cep/la (apUTMHUH, OCTPBIi HHPAPKT
MHUOKap/1a); SMUJICTICUS; CYJOPOXKHBIE COCTOSHUS; Ha3HAUCHHE SJICKTPOUMITYJIBCHON Teparuu;
NpUEM TMPErapaTroB, MOBBIIMIAIONIMX PHUCK KPOBOTEUCHUS; Hanuuue (HaKTOPOB pHUCKA
MOBBIIICHHON KPOBOTOYMBOCTH U 3a00JICBaHMS, TIOBBIMIAIOIINE PUCK KPOBOTOUHUBOCTH; TIOKHIION
BO3pACT.

Oco0ble yKa3auus
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Jlemu u noopocmxu (maaowe 18 nem)

[TapokceTuH He cieyeT NIPUMEHATH Y AeTell U OJPOCTKOB Miazme 18 jer.

JleueHne aHTUAETIPECCAHTAMHU JIETEH M MOAPOCTKOB C JETMPECCUBHBIMU JMHM30JaMU CPEIHEU H
TSDKETIOW CTENEHH TSKECTH, PEKYPPEHTHBIM JETPECCUBHBIM PACCTPONCTBOM U JAPYTHMH
NCUXUYECKUMHU 3a00JICBAaHUAMHU COMPOBOXKIACTCS TOBBIIICHHBIM PHCKOM BO3HUKHOBEHUS
CYHUUUAAIBHBIX MBICIIEH U CYHIIMJAIBHOTO IOBECHHUS.

B KiIuMHMUYECKUX HCCIIEOBAaHMIX HEKENaTeJIbHbIE PEaKLMU, CBSA3aHHBIE C CYHMIMJAIBbHOCTBIO
(cyMuMjanpHbple MOMNBITKM W CYHMIMJAIBHBIE MBICIH), BPaXIEOHOCTHIO (MPEUMYIIECTBEHHO
arpeccusi, JEBUAHTHOE IOBEICHUE U THEBJIMBOCTD), Yalle HaOI0AaIUCh Y IeTed U NOJPOCTKOB,
MOJYYaBIIMX MApOKCETUH, YeM Y IAalMEHTOB STOH BO3PACTHOW TPYIIIBI, KOTOPHIEC MOIYyYaIH
wiane6o. B Hacrosimiee BpeMs OTCYTCTBYIOT JaHHBIE O JIONTOCPOYHOW Oe30macHOCTH
NapOKCEeTHHA JUIA JEeTel M MOJPOCTKOB, KOTOpPBIE KAcaluCh Obl BIMSHUS 3TOTO Iperapara Ha
pOCT, co3peBaHNe, KOTHUTUBHOE M MTOBEICHUECKOE Pa3BUTHE.

Knunuueckoe yxyowenue u cyuyuoanvhviti puck y 63pocivix

Mosozple manueHTbl, 0COOEHHO C JENPECCUBHBIMU 3MHU30/laMH CpEeHEH M TSKEJIOHW CTEeleHU
TSOKECTH M PEKYPPEHTHBIM JIEIPECCUBHBIM PAacCTPOMCTBOM, MOTYT OBbITh I10/IBEPKEHbBI
HOBBIIIEHHOMY PHCKY BO3HMKHOBEHHUS CYHMIMJAJIBHOTO IIOBEJCHHMS BO BpeMs Tepanuu
MapOKCETHHOM. AHAJIN3 MPOBEICHHBIX I1ale00-KOHTPOIMPYEMBIX HCCIIETOBAaHUNA Y B3pPOCIBIX,
CTPAIAIONINX TCUXUYECKUMHU 3a00JICBAaHUSAMH, CBHIETEIBCTBYET OO0 YBEIHMYEHHUH YaCTOTHI
CYWIUAATIBHOTO TIOBEJCHUS Y MOJOABIX MAIMEHTOB (B MPOCHEKTHUBHO ONPEIEICHHOM BO3pacTe
18-24 ner) Ha oHe mpHemMa MapOKCETHHA IO CPaBHEHUIO ¢ rpynmoii mianebdo: 17/776 (2,19 %)
npotuB 5/542 (0,92 %) cOOTBETCTBEHHO, XOTS STa pa3HUIA HE CUUTACTCS CTATHCTUYECKU
3HAYMMOM. Y manueHToB 0ojiee cTaplIMX BO3pacTHBIX rpyni (0T 25 1o 64 net u crapuie 65 jner)
YBEJIMYEHHUSI YacCTOThl CYUIUAAIBHOIO TOBEACHUS He HAOMoAanock. Y B3pOCIbIX BCeX
BO3PACTHBIX TPYII C JAEMPECCUBHBIMU 3MU30/aMH CPEeJHEH U TSKEJIOW CTENeHH TSDKECTH U
PEKYPPEHTHBIM JICTIPECCUBHBIM ~ PACCTPOMCTBOM HaOJIIOAAJIOCh CTATUCTHYECKH 3HAYMMOE
YBEIIMYCHUE CIy4YaeB CYHMIUIAIBHOTO TIOBEACHHS Ha (OHE JIeUeHHs MapOKCETHHOM II0
CpPaBHEHHUIO C TPYIION Ianedo (YacTtota CyMIMAAIbHBIX TonbiToK: 11/3455 (0,32 %) npotus
1/1978 (0,05 %) coorBeTcTBeHHO). OqHAKO OOJMBIIMHCTBO M3 3TUX ClIy4yaeB Ha (oHE mpuema
napokcetuHa (8 u3 11) Ob110 3aperucTpupOBaHO y MOJIOJBIX MAlMEHTOB B Bo3pacTe oT 18 g0 30
ner. JlaHHBIE, MOJy4YeHHblE B HCCIEIOBAHUM C YYaCTHEM IAlUEHTOB C JENPECCUBHBIMU
SAMM30J]AMU  CPEeJHEH U TSDKEIOM CTENeHM TSHKECTH M PEKYpPEeHTHBIM JIENPECCUBHBIM
paccTpoiicTBOM, MOTYT CBHJIETEIBCTBOBATh 00 YBEIMUEHHM YaCTOTHI CIy4yaeB CyMIIMJATIbHOTO
NOBEJICHUS Yy MAalMEHTOB MOJIOJIOTO BO3pPAcTa, KOTOPOE MOXKET COXPAHATHCA U Yy MAlMeHTOB
cTapiie 24 neT, CTpaJaonX pa3TnIHbBIMA ICHXUYECKUMHU PaCCTPOHCTBAMH.

VY manueHToB ¢ Jenpeccuell 000CTpEHHE CHUMIITOMOB 3TOIO PAacCTPOMCTBA W/WIM TOSIBICHUE
CYWIUAATBHBIX MBICIIEH M CYWIUAAIBHOTO MOBENEHUS (CYHIMIAITBHOCTE) MOTYT HAOIIOIAaThCs
HE3aBUCHMO OT TOTO, TIOJIYYarOT JIM OHU aHTUACTIPECCAHTHI. DTOT PUCK COXPAHSETCS 10 TEX TI0p,
noka He OyJeT JOCTUTHyTa BbIpakeHHas pemuccus. KIMHMYECKMI ONBIT NPUMEHEHHs BCeX
AQHTHUJIETIPECCAHTOB MOKA3bIBAET, YTO PUCK CYHIUA MOXKET yBEIMUYMBATHCS HA PAHHUX CTAIUSAX
BBI3/I0POBJICHUSI.

Jlpyrue ncuxuyeckue paccTpoicTBa, sl JICUEHUS KOTOPBIX MCIOJIB3YIOT MapOKCETHH, TaKXke
MOTYT OBITh CBSI3aHBI C MOBBIIIEHHBIM PHCKOM CYHIIMIATHHOTO TOBEJICHUS. JTH PAaCcCTPONCTBA
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PEKYPPEHTHBIM JEPECCUBHBIM PACCTPOICTBOM.

HauGonbiiemy pucKky CyMUMIAIBHBIX MBICIACH WM CYUMIMAAIBHBIX MOMBITOK MOJIBEPraroTcs
NAalMeHThl, UMEIOIUE B aHAMHE3€ CYMIIMAAIBHOE IMOBEJICHUE WM CYUIUJAIbHBIE MBICIH,
MAalKMEeHTHl MOJIOJIOTO BO3PACTa, & TAK)KE MAIMEHTHI C BHIPAXKCHHBIMU CYUILIMIAIbHBIMU MBICIISIMU
no Havanma JedyeHus. HeoOxomgummo oOecneunTh HAOMIOJEHHE 3a BCEMHU MallMeHTaMu st
CBOEBPEMEHHOTO BBISBJICHHS KIMHUYECKOTO YyXyAIIEHUS (BKIOYash HOBBIE CHUMITOMBI) H
CYMLIMJIATBHOCTH BO BPEMs BCEro Kypca JiedeHHs, OCOOEHHO B Hayaye JICUCHHUS, WIH BO BpeMs
M3MEHEHUs J03bl Iipernapara (YBeTUUCHUSI U CHIKEHUS).

[TarueHTOB (M TEX, KTO 32 HUMH YX2)KUBACT) HYKHO MPEAYNPEIUTh O HEOOXOIUMOCTH CIICIUTh
32 yXYAIIEHUEM HX COCTOSIHHS (BKIIFOUAash Pa3BUTHE HOBBIX CHMIITOMOB) W/WJIA TMOSBICHHEM
CYHMIIHJIATBHBIX MBICIIEH/CYUIIMIATPHOTO TIOBEICHUS HITU MBICJICH 0 IpUuYuHeHnn cebe Bpena. B
Cllydae BO3HUKHOBEHHUS JTHX CHMITOMOB HEOOXOJMMO HEMEUICHHO OOpaTUThCS 3a
MEAUIIMHCKON MTOMOMUIBIO.

Heo0xoaumMo NOMHUTH, YTO TaKUE CUMIITOMBI KaK a)KUTAIlMs, aKaTU3Us WM MaHHUS MOTYT OBITh
CBS3aHBl KaK C OCHOBHBIM 3a00lieBaHHMEM, TaK U SIBIATHCS IOCIEACTBHEM IPUMEHSEMOI
Tepanuu. [Ipu BO3SHHUKHOBEHMM CHUMITOMOB KJIMHHUYECKOTO YXYAIIEHHUS (BKIIOYash pa3BUTHE
HOBBIX CUMIITOMOB) W/WJIA CYUITUIATBHBIX MBICICH/CYUIIUIATBHOTO MTOBEACHUS, OCOOCHHO MPHU
BHE3AITHOM MX IOSIBJICHWH, HAPACTAHUM TSHKECTU MPOSIBJICHUM, WM B TOM ClIydae, €ClIM OHU He
SBJISUTUCH YaCThIO MPEANIECTBYIOIETO CUMIITOMOKOMILIEKCA Y IAaHHOTO TMAallMeHTa, He0OX0AUMO
MEPECMOTPETh PEKUM TEPAIHMH BIUIOTH IO OTMEHBI Iperapara.

Axamu3zus

B penkux ciyyasx JeuyeHHEe NapOKCEeTMHOM WM ApyruMm npenaparoM rpynnsl CHUO3C
COTMPOBOXKAAETCA BO3HMKHOBEHHMEM aKaTHU3HMH, KOTOpas MPOSBISETCS YyBCTBOM BHYTPEHHETO
0eCIOKONCTBA U MICUXOMOTOPHOTO BO30YXKICHMS, KOTJa MAIMeHT HE MOKET CIIOKOMHO CHUIETh
WIH CTOSITh; NPU AKATU3UM TMAlUEHT OOBIYHO HCIBITHIBAET CYOBEKTHUBHBIN AUCKOMDOPT.
BeposTHOCTP BO3HMKHOBEHHMSI aKaTU3WMM HaumOoOJee BHICOKA B TIEpPBBIE HECKOJIBKO HEIEeb
JICYCHHUS.

Cepomonunogwlii CUHOPOM/310KA4EeCMBEHHbIl HEeUPOIeNnMUYEcKUti CUHOPOM

B penxux cmywasx Ha (oHe JedueHHs] MAPOKCETHHOM MOKET BO3HHKHYTH CEPOTOHWHOBBIM
CUHAPOM WM CHUMIITOMATHKa IMOJO0OHAsI 3JI0KAYECTBEHHOMY HEHPOIENTUYECKOMY CHHIPOMY,
OCOOCHHO €CIIM MapOKCETHH HCIOIB3YIOT B KOMOMHAIIMU C APYTUMHU CEPOTOHUHEPTUYECKUMU
npernapaTamMu W/ WiIu HEMpOIeNTUKaMU. DTU CHHAPOMBI MPECTABIAIOT MOTEHIIMAIBHYIO YTPO3Y
JKU3HHA, W TI03TOMY JIEYEHHE TMapOKCETUHOM HEOOXOAMMO TMPEeKpPaTUTh B CiIy4ae HX
BO3HUKHOBEHUSI (COCTOSIHUSI XapaKTEPU3YIOTCS TPYMNIIaMU TaKUX CHUMIITOMOB, KaK TUIIEPTEPMUS,
MBIII€YHAs PUTUIHOCTh, MHUOKJIOHYC, BET€TaTUBHBIE PACCTPOMCTBA C BO3MOXHBIMHU OBICTPBIMHU
W3MEHEHUSIMU TIOKa3aTelied KU3HEHHO BAXKHBIX (DYHKIIMI, U3MEHEHHUs TCUXUYECKOTO CTaTyca,
BKJTFOYAIOIIME CIYTAHHOCTh CO3HAHWS, Pa3IpaXKUTEIBHOCTh, KpaHE TSDKEIYI aXHTAIHIO,
MPOTPECCUPYIOIIYIO A0 JETUPUS U KOMBI) M HadyaTh MOJAJECPKUBAIOIIYI0O CUMITOMATHYECKYIO
Tepanuio. [lapokceTMH HE MODKEH TNPUMEHSATHCS B KOMOWHAIIMUA C TPEAIIeCTBEHHUKAMU
CEepOTOHMHA (TakMMH Kak L-TpunrodaH, OKCHUTPUITAH) B CBS3M C PHCKOM pPa3BUTHUS
CEPOTOHMHOBOT'O CHHPOMA.

Manus u 6unonaproe paccmpoiicmeo
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pacctpoiictBa. [IpuHATO cumTaTh (XOTSI 3TO HE JOKA3aHO KOHTPOJIUPYEMBIMHU KIMHUYECKUMU
UCCIIEJOBAHMSIMM), YTO JIEUEHUE TAKOrO 3MM30/1a OJHUM TOJBKO AHTUAEIPECCAHTOM MOKET
YBEJIMYUTh BEPOSATHOCTh YCKOPEHHOTO PpAa3BUTHS CMEIIAHHOTO/MaHMAKaJIbHOTO »SMNH30[a Y
MAalMEeHTOB, TOJBEPKEHHBIX PHUCKY BO3HUKHOBEHHUs OUMOJApHOTO paccrpoiictBa. Ilepen
HAYaJOM JICYCHMs] AHTHUJICIPECCAHTOM HEOOXOAMMO IPOBECTU TUIATENbHBIM CKPUHUHT IS
OLICHKM pHUCKAa BO3HUKHOBEHHUS Y JAHHOIO MAallMeHTa OWIIOJIIAPHOTO pacCTPOWCTBA; TaKOM
CKPUHUHT JIOJDKEH BKJIIOYATh cOOp JETalbHOrO IMCUXUATPUUECKOTO aHaMHe3a, BKIIIoYas JaHHbIe
0 HAJIMYMH B CEMbE CIydyaeB CyHIIMAa, OMMOJSPHOIO paccTpoicTBa U Aenpeccuu. [lapokceTun
HE MpeaHa3HaueH ISl JICYEHUs JEMPECCUBHOTO SMH30/a B paMKax OUIIOJIIPHOTO PacCTpOiCTBa.
[TapokceTuH cieayeT NPUMEHSATh C OCTOPOKHOCTBIO Yy MAallMEHTOB, MMEIOLIUX B aHaMHE3e
MaHHUIO.

Tamokcugen

HekoTopsie uccnenoBanus nokasaiu, 4to 3GpPexkTHBHOCTh TaMOKCH(EHa, OIECHEHHAsI 110 PUCKY
pa3BUTHS pELUUIUBA paKka MOJOYHOM Kejle3bl M JIeTaTbHOCTH, MOXET YMEHbBINAThCS IMpHU
COBMECTHOM TPUMEHEHUH C TapOKCETMHOM B pe3yibTaTe HEOOpaTHUMOTO HMHTUOUPOBaHUS
uzopepmenta CYP2D6. Puck moxer Bo3pacTaTh NP COBMECTHOM IMPHUMEHEHHHM B TEUYCHHUE
JUIATENIbHOTO BpeMeHH. [Ipu mpuMeHeHHHn TaMOKCH(eHa A JIeYeHUS W NPOPHIAKTUKN paka
MOJIOYHOM JKeJie3bl CIEAYeT pPacCMOTPETh BO3MOXHOCTb HCIIOJIb30BAHUS aJIbTEPHATUBHBIX
AQHTHJICTIPECCAHTOB, KOTOPHIE HE OKa3bIBAIOT WMHTUOHMPYIOUIETO BO3JEHCTBHA Ha H30(epMEeHT
CYP2D6 unu oka3pIBatOT €ro B MEHbILEH CTETIEHU.

Ilepenomvl kocmeti

[To pe3ynapTaTam SMHUIEMHUOIOTUYECKUX HCCIEAOBAHUN PHUCKA IEPEIIOMOB KOCTEW BBISBIICHA
CBsI3b IIEPEIOMOB KOCTEH ¢ MPUEMOM aHTUEIPECCAHTOB, BKIt0OYast npenapatsl rpymnmnsl CUO3C.
Puck nabmoniancst B TeueHUEe Kypca JICUeHHs] aHTUACTIPECCAHTAMU U SBIISJICS MAKCUMAJIbHBIM B
Hayaje Kypca Tepanud. Bo3MOXHOCTh NEpeIOMOB KOCTEH JOJDKHA YYMUTHIBATHCS MPHU
NPUMEHEHNUU TapOKCETHHA.

Caxapmubiii ouabem

VY nmauueHToB ¢ caxapHbIM quaderom jedeHue npenaparamu rpynnsl CUO3C moxeT BIusATh Ha
MOKa3aTelNu TJIMKEMHUYECKOTo KOHTpoJid. MoxeT moTpeGoBaThcsi KOPPEKLMs J103bl MHCYJIHHA
W/WIIN TIEpOpaJIbHBIX TUIIOTTTUKEMUUECKUX MTPErapaToB.

Hneubumopvr MAO

JleyeHne NMapoKCETHMHOM CJENYyET HAUMHATh OCTOPOJKHO, HE PAHEE YEM 4Yepe3 2 HEENN I0CIe
OpeKpalleHus: Tepanuu HeoOpaTuMbiMu uHruOMTopaMu MAO wumum dyepe3 24 wyaca mocine
IpeKpaleHuss JedeHus: oOpatuMbiMu uHruouropamu MAQO. Jlo3y mNapoKceTHHa HYKHO
MOBBILIATH MOCTENEHHO /10 IOCTHKEHUSI ONTUMAJIbHOTO TEPAeBTUYECKOTO 3P deKTa.
Hapywenus ¢pynxkyuu nouex unu nevenu

Pexomenayercsi co6it0/1aTh OCTOPOKHOCTD MPH JICUEHUU MAPOKCETHHOM MAIlUeHTOB C TAXKEJIOMN
CTETIEHBIO HapyIIeHHUs (YHKIIMU TOYEK MITH MAIMEHTOB ¢ HApyIIEHUSIMUA (QYHKIIMU TIEUSHH.
Onunencus

Kak u npyrue aHTHAENpEcCaHTHI, NMApPOKCETUH CIEAYeT IPUMEHATh C OCTOPOXKHOCTBIO Y
HNAIUEHTOB C MHJIETICUEMN.

Cyoopooichble npunaoxu
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0,1 %. B ciryuae BO3SHUKHOBEHHS CYIOPOKHOTO MPHIAIKA JICYCHHE TTAPOKCETHHOM HEOOXO0IUMO
MIPEKPATHUTb.

Dnexmpocy0opoxcnas mepanusi

Nmeercs 1nuilb  OrpaHUYEHHBIA  OMNBIT OJHOBPEMEHHOTO MPUMEHEHHUS IMapOKCETUHA U
3EKTPOCYIOPOKHOI Teparum.

I'naykoma

Kak u ngpyrue npemaparsl rpynnsl CMO3C, mapoKCEeTUH MOKET BBI3bIBATh MHUJpPHA3, U €ro
HEO0OXO0IUMO MIPUMEHSTh C OCTOPOKHOCTHIO y MALIMEHTOB C 3aKPBITOYTOJIbHON TJIayKOMOH.
T'unonampuemus

[Ipu nedyeHHH NAPOKCETMHOM TUIIOHATPUEMHUS BO3HUKACT PEIKO M MPEUMYIIECTBEHHO Y
MIOKUJIBIX MMALIMEHTOB U HUBEIUPYETCS I10CJIE OTMEHbI TAPOKCETHHA.

Kposomeuenus

CooOmranocs 0 cinyyasix pa3BUTHS KPOBOTEUCHUI Yepe3 KOXKY U CIM3UCTbIE 000JI0UKH (BKITIOYas
KEIYAOYHO-KUIIIEYHbIE U TMHEKOJOTHYEeCKHEe KPOBOTEUYEHHMs) y TMAIMEHTOB Ha (oHE mpuema
napokcetuHa. [loaToMy mapokceTuH cleAyeT MNPUMEHSITh C OCTOPOXKHOCTHIO Yy TMAIlMEeHTOB,
KOTOpBIE OJHOBPEMEHHO TIONY4YaloT TMpenaparbl, TMOBBIIIAIOIINE PUCK KPOBOTECYCHUU, Y
NAIMEHTOB C M3BECTHOM CKJIOHHOCTHIO K KPOBOTEUEHUSM U Yy MMALMEHTOB C 3a00JEBaHUSMU,
IpelpacoiaralouMMi K KPOBOTECUEHHUSIM.

[Tpenapatsl rpynnel CMO3C, CMO3CH moryT yBenMuYMBaTh PUCK Pa3BUTHS IOCIEPOJOBOTO
KpoBoTeueHus (cM. pazzenst 4.6. u 4.8.).

3abonesanus cepoya

[Ipy neyeHMM MalNKMEHTOB C 3a00JEBaHMSIMH CEpAlla CIEAyeT COONI0AAaTh OOBIYHBIE MEPBI
MPEI0OCTOPOKHOCTH.

Cumnmomsi, HaboOaemvle NPU NPEeKPaujeHUuU 1e4eHus NApOKCEeMUHOM Y 83POCIIbIX

[To maHHBIM KIMHUYECKHUX HUCCIIEIOBAaHUI y B3POCIBIX BCTPEUAEMOCTh HEKEIATeNbHBIX PEaKuil
Mpu OTMEHe mapokceTnHa coctaBmsuia 30 %, Torma Kak BCTPEYAEMOCTh HEKETaTEIbHBIX
peakuit B rpymme rutaniebo coctasisia 20 %. BO3HUKHOBEHHME CHMITOMOB «OTMEHBD» HE
03HAYaeT, YTO Ipenapar SBISETCS MPEeIMETOM 3J0yHNOTPeOIeHUS WM BBI3BIBAET 3aBUCHUMOCTD,
KaK 3TO MMEET MECTO B CiIy4ae ¢ HapKOTUKaMH U ICUXOTPOIHBIMU BELIECTBAMH.

OrnucaHbl TakKMe CUMIITOMBI «OTMEHBD) KaK FOJIOBOKPYKEHHE, CEHCOPHbIE HapyllIeHus (BKIItoUas
napecTe3ny, OIIYIICHWE yaapa JIEeKTPUYECKMM TOKOM W IIyM B YyIax), HapylIeHUs CHa
(BKJTIOYAsl SIPKME CHBI), @XWUTAllUS WM TPEBOTa, TOLIHOTA, TPEMOp, CIYTaHHOCTh CO3HAHUS,
MOBBIIIIEHHOE TOTOOTAENICHHE, TOJOBHBIE OONM W JAWapes, OIIyIIeHHE CepleOneHus,
AMOLIMOHAJIbHAS JIAOMJIBHOCTh, Pa3ApaXUTEIbHOCTh M 3pUTENbHbIE HapylieHus. OObIYHO 3TU
CHUMIITOMBI BBIPKEHBI CJIA00 WM YMEPEHHO, HO Y HEKOTOPBIX MAIMEHTOB OHU MOTYT OBITh
TsoKenbIMU. OOBIYHO OHM BO3HUKAIOT B IEPBbIE HECKOJIBKO JHEW MOCie OTMEHBI Mpernapara,
OJIHAaKO B OYEHb PEAKUX CIydyasX BO3HUKAIOT y MAIlMEHTOB, KOTOphIE CIy4YailHO MPOIMYCTHIN
MpUEM BCEro OAHOM 103bl. Kak mpaBuiio, 3TM CUMITOMBI MPOXOASAT CIIOHTAHHO M MCYE3al0T B
TeYeHHe 2 HeAeNb, HO Y HEKOTOPHIX MAIlMEHTOB OHU MOTYT UIMTHCS TOpa3Ao jaosbiie (2-3
Mecsiiia U 6onee). PekoMeHayeTcsi CHMXKATh 103y MApOKCETHHA MOCTENEHHO, Ha MPOTSHKEHUU
HECKOJIbKUX HE/Ieb UM MECSIIEB Mepe]l €ro MOoJIHOM OTMEHOM, B 3aBUCUMOCTH OT NMOTpeOHOCTEH
KOHKPETHOIO MalueHTa.

Cexcyanvhas oucgynkyus
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COOOIICHNS O COXPAaHEHHHM CHUMIITOMOB CEKCyallbHOW AMCHYHKIMM Ja)Ke IMOCIe MPeKpaIleHus
npuema CHO3C.

Cumnmomel, Habro0aemvle npu NPeKpawjeHuU 1e4eHus NapoKCemuHom y oemeti U NoOpOCMKO8
Ilo pesynpraTaM KIMHUYECKUX HCCICHOBAaHUM Yy JE€TeH U IMOLPOCTKOB BCTPEYAEMOCTH
HE)KEJIATCIIbHBIX pEeaKkUUid IpU NPEKPallcHWH JICYEHHs Yy MalUueHTOB, IPUHUMAaBIINX
IIapOKCETUH, cocTaBisia 32 %, Torga Kak BCTPEYAaEMOCTb HEXKENATEIbHBIX PEAKLUI B IpyIe
iane6o cocranisna 24 %. [locine oTMeHbI MapoOKCETHHA CIEAYIOIINE HeXelaTeabHble PeaKkliuu
PETUCTPUPOBAINCH KAK MUHUMYM y 2 % IAIMEHTOB M BCTPEYAJIUCh KaK MUHHMYM B 2 pasa
yamie, 4eM B Tpymrne Iuane0o: SMOLUMOHATIbHAS JIAOMIBHOCTh (B TOM YHCIE CyHIHJAbHBIC
MBICIIY, CYMIMJAJbHBIE IIONBITKM, H3MEHEHUS HACTPOEHUS U IUIAKCUBOCThH), HEPBO3HOCTH,
TOJIOBOKPY>KEHHUE, TOITHOTA U OOJIb B )KUBOTE.

4.5. B3aummopgeiicTBMe ¢ JPYrHMM JIEKAPCTBEHHBIMHM MpenapaTaMu W Jpyrue BH/bI
B3aNMOeliCTBUSA

CepoTOHMHEPTUYECKHE Mpenaparhbl

[IpumeHnenue napokceTuHa, Kak W Apyrux npenaparoB rpynnsl CMO3C, ogHOBpeMEHHO ¢

CEpOTOHMHEPTUYECKUMHU IHpenaparamu  (Bkiawouyas L-tpuntodan, Tpunrasbl, Tpamanoll,
npenapatsl rpynnel CUO3C, denTanm, coyid JUTHS U PacTUTEIbHBIE CPENICTBA, COJEPIKALIUE
3Bep000ii TPOJBIPSBICHHBIN) MOXET BbI3BIBATH 3¢ (dekThl, cBsizaHHble ¢ 5-HT penenropamu
(CepOTOHMHOBBIN CHHAPOM), HEOOXOTUMO COOJIIOIATH OCTOPOKHOCTh U MTPOBOAMTH TIATESIIHHBII
KJIIMHUYECKUI MOHUTOPHHT.

OpnHOBpeMEeHHOE IMpHUMEHEHHE NapokceTuHa ¢ mHruouropamu MAO (BkiIrodas JUHE30IMI —
AHTUOMOTHUK, TPaHC(HOPMUPYIOIIUICSI B HECENEeKTUBHbIH MHruouTop MAQO) U METUATHOHUHUSA
XJIOPUAOM (METUIICHOBBIM CUHMIA) TPOTUBOIIOKA3aHO.

ITumosun

B wuccrnenoBaHuM BO3MOXKHOCTH COBMECTHOTO TPHMEHEHHUS MAapoOKCeTHWHAa W MNHMO3MJa B
OJIHOKpPaTHOM HU3KOM 1J03e (2 Mr) ObUIO 3aperucTpUpOBAaHO MOBBIIIEHHWE KOHLEHTPALUU
nuMmo3uaa. JlaHHbI QakT 0ObACHAETCS U3BECTHBIM CBOMCTBOM MapOKCETUHA YIHETATh CUCTEMY
CYP2D6. BcnenctBue y3KOoro TepaneBTHUYECKOTO HHACKCA NUMO3WIAa M €ro HM3BECTHOU
crocoOHOCTH YUIMHATh UHTepBal QT oJHOBpEMEHHOE MPUMEHEHHE MUMO3H/a U MapOKCEeTHHA
IIPOTUBOMNOKA3aHO.

DepMeHThI, yYacTBYIONIME B META00IM3Me JEKapCTBEHHbIX IpenapaToB

Metaboiu3m u papMakOKHHETHKAa MapOKCETHHA MOTYT M3MEHSATHCS MOJ BIUSHUEM HMHIYKLUU

WIM WHTUOMpPOBaHUS (PEPMEHTOB, KOTOpbIE YYacTBYIOT B MeTaOOJIM3ME JIEKapCTBEHHBIX
IpernapaTosB.

[Tpu npuMeHEeHNH MApOKCETHHA OAHOBPEMEHHO ¢ MHIMOMTOpamMu (EpMEHTOB, YUaCTBYIOIIUX B
MeTa0oIM3Me JIEKAPCTBEHHBIX CPENCTB, CIEAYET OICHUTH IEeIecO00pPa3HOCTh HCIOIh30BAHUS
03Bl TIAPOKCETHHA, HAXONAIICHCS Ha HIDKHEH TpaHWIle auana3oHa TEparneBTUYECKUX [103.
HavaneHnyto 103y TapoKceTHHa KOPPEKTHPOBATh HE HYXKHO, €CIH €ro MpPUMEHSIOT
OJIHOBPEMEHHO C TMpenaparoM, KOTOPBIA SBISETCS HW3BECTHBIM HWHIYKTOPOM (EPMEHTOB,
Y4acTBYIOINIMX B MeTaboiu3Me JIeKapCTBEHHBIX CpeACTB (Hampumep, KapOaMmasenwH,
pudammuuH, ¢enodbapouTan, ¢erutoun). Jlrobas mocmeayromas KOPPEKTUPOBKA  JT03bI
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3¢ (HEeKTUBHOCTB).
docamipeHaBup/pUTOHABUD
CoBmecTHOE TpHMEHEHHE (ocamIpeHaBUpa/pUTOHABUPA € MAPOKCETHMHOM TPUBOJIMIO K

3HAYUTEIBHOMY CHIDKCHHIO KOHIICHTpAIlMM MapOKCeTHHA B IUia3Me KpoBU. KoOHIIEHTparuu
docammnpeHaBrpa/pUTOHaBUpa B IUIa3ME KPOBU TMPH OJHOBPEMEHHOM IPHMEHEHHH C
MApOKCETUHOM OBUTM CXOJHBI C KOHTPOJBHBIMH 3HAUYCHUSIMH U3 JIPYTUX HUCCICIOBAHHUN, YTO
yKa3blBa€T HA OTCYTCTBUE CYIICCTBEHHOI'O BIUSHHS IAPOKCETHHA Ha  MeTaboJIM3M
docamnpeHaBupa/putonaBupa. JlaHHbIE O BIMSIHUUA JOJITOCPOYHOI'O COBMECTHOTO NMPHUMEHEHUS
napokceTruHa ¢ (hocaMIpeHaBUPOM/PUTOHABUPOM OTCYTCTBYIOT.

JIrobasi KOpPPEKTUPOBKA JI03bI MAPOKCETHHA JOJDKHA OMPEACTSAThCS €ro  KIMHHYCCKHUMHU
s dekramu (IepeHOCHMOCTh U 3()PEKTUBHOCTS ).

[Tpounknnany

E>xelHEBHBI TIpUEM IMapOKCETHHA 3HAYMMO IOBBIIIAET KOHIEHTPAIMIO MPOIHUKINAINHA B
wiasMe KpoBu. [Ipy BO3HUKHOBEHWH AHTUXOJIUHEPIHYECKHX 3(PQPEKTOB 103y MPOIMKININHA
CJICZyeT CHU3HUTH.

[TpOoTHBOCYIOPOXKHBIE MPEIAPATHI

OpnHoBpeMEHHOE  NPUMEHEHHWE  MApOKCeTMHAa W NPOTHBOCYAOPOXKHBIX  IIPENapaToB
(kapbamazenuH, (H)EHUTOMH, BAIBIIPOAT HATpPHUs) HE BIUSET Ha WX (HapMAKOKWHETHUYECKHH W
dapMakoTMHAMHYECKUH TPOGUIN Y TTAIIMEHTOB C SITUJICTICUEH.

MuopenakcaHTbl

[Ipenaparsl rpyniel CUO3C MoryT yMeHbIIaTh aKTUBHOCTh XOJIMHACTEPA3bI IJIa3Mbl KPOBU, YTO
MPUBOJIUT K YBEIMUYEHHUIO MPOJOHKUTEILHOCTH HEPBHO-MBIIICYHOTO OJIOKUPYIOMIETO EHCTBUS
MUBaKypHs U CyKCaMETOHHS.

CrocoOHOCTE apokceTuHa yruerath nsodpepment CYP2D6

Kak u apyrue antunenpeccanTsl, Bkiatouyas npenapatsl rpynnsl CHO3C, napoKCeTUH yrHeraer

neyeHouHbl n3opepment CYP2D6, otHocsmmiics k cucreme muroxpoma P450. Yruerenue
nzopepmenta CYP2D6 MoxeT NpuUBOAWUTH K IOBBIIIEHMIO KOHIIEHTpAlUil B IJIa3M€ KpPOBU
OJIHOBPEMEHHO HCIMOJb3yEMbIX NPENapaToB, KOTOPblE METa0OIU3UPYIOTCs 3TUM (epmeHToM. K
TaKUM IIpenaparaM OTHOCSTCS HEKOTOpbIe TPULIMKIMYECKHE AHTHAETPECCAHTHI (HAIpumep,
AMUTPUNTWINH, HOPTPUNTHINH, UMUIIPAaMUH U JE3UNPaMMH), HEHPOJIEeNTUKN (peHOTHA3NHOBOTO
psna (mepdeHasuH U THOPHUJIA3UH), PUCTIEPUIO0H, AaTOMOKCETHH, HEKOTOPble aHTHAPUTMUYECKHE
cpeactBa kiacca 1 C (mampumep, mnpomadeHoH U (uexkauHua) u  Metomponon. He
PEKOMEHIYETCSl TPUMEHATH MAapOKCETHH B COYETAaHUU C METOIPOJIOJIOM TpU CEpACUHON
HEJ0CTAaTOYHOCTU BCJIEICTBHUE Y3KOI'O TEPaneBTUYECKOT0 MHJAEKCAa METONpOoJojia MpU JaHHOM
MOKa3aHUU K IPUMEHEHHUIO.

[TapokceTnH He cienyeT Ha3Ha4aTh B KOMOMHALIMU C MUOPUOA3UHOM, TIOCKOJIBKY, KaKk U ApYTHe
Ipernaparsl, yrHeTalollie akTUBHOCTh mnedeHouHoro ¢gepmenta CYP2D6, nmapokceTuH MoKeT
NOBBIIATh KOHLEHTPALMM THOPHAA3MHA B IUIa3ME, YTO MOXKET IPHUBECTU K YAJIUHEHHIO
unTepBana QT u cBA3aHHOM C 3TUM apUTMUU «IIUPYIT» U BHE3ANHON CMEPTH.

CriocobHocTh mapokcernHa yruetatb ¢epmeHT CYP2D6 MoXeT NpHUBECTH K CHIXKEHHUIO
KOHIIGHTPAallMN >HJIOKCH(EeHa B IUIa3Me€ KpPOBH M, KaK CIIEACTBUE, CHU3UTh 3((HEKTUBHOCTh
TaMOKcH(eHa.

Hzodpepment CYP3A4
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U TepdeHaauHa, KOTOphld sBisercss cyocrtparom uzopepmenta CYP3A4, mnoxazano, 4To
MAapOKCeTHH HE BIMSACT HAa (QapMakOKMHETUKY TepdenanuHa. B cXoqHOM HcCIenOBaHUU
B3aUMO/ICHCTBHUS

IN Vivo He 0OHApYKEHO BIIMSHUS MApOKCETHHA Ha (DapMaKOKMHETHKY ajrpa3ojama, i Hao0OpoT.
He oxupgaercss HEraTMBHOTO BIUSHUS Ha TMalMEHTa OT OJHOBPEMEHHOTO IPUMEHEHUs
MapoKceTuHa ¢ TeppeHaaTuHOM, ajalpa3ojaMOM M JIPYTMMH IpernaparaMmu, KOTOpBIE CIy>KaT
cyoctpaTrom mzopepmenta CYP3A4.

IIpenaparsl, Baustomue Ha pH xenyaka

Knuaudeckue ucciieJoBaHus MOKa3aiu, 4To abcopOumsi U (papMakOKMHETHUKA MApOKCETHHA HE
3aBUCUT WJIM NPAKTHYECKH HE 3aBHCHT (T.€. CYIIECTBYIONIAs 3aBHUCHMOCTh HE Tpedyer
W3MEHEHHUs J03bl) OT MpUeMa IMHUIIH, aHTAIUAO0B, IUTOKCHHA, MPOIMPAHOIONA, AIKOTOJs (XOTS
MApPOKCETHUH HE YCUIIMBACT HETAaTHBHOE BIUSHUE AJIKOTOJIS HA IICUXOMOTOPHBIC (DYHKIIUHU, TEM HE
MEHee, He PEKOMEH/IyeTCsl OJJTHOBPEMEHHO MTPUHUMATD MAPOKCETHH U aJIKOTOJIb ).

[lepopasibHbIC AaHTHKOATYJISIHTBI

Bo3MmoxHO mposiBieHHE (hapMaKOAMHAMUYECKOTO B3aUMOJICHCTBUS MEXIY MapOKCETHHOM U
NepopalbHBIMH  aHTHKOArynssHTamMu. OJHOBpEMEHHOE MpPUMEHEHHE  MapoKCeTHHa U

MEPOPAIBHBIX AHTUKOATYJISIHTOB MOYKET BbI3bIBATH MMOBBIIICHUE aKTUBHOCTH aHTUKOATYJITHTOB U
puck kpoBoTeueHus. CrieoBaTeNbHO, MAPOKCETUH CIIEIYET C OCTOPOKHOCTHIO MPUMEHSTH ISt
JICYEHUS] TAMEHTOB, MOJYYalOIHUX MePOPaTbHbIE AaHTUKOATYJITHTBI.

Hectepouansie npotuBoBocnanuteabible npemnapatsl (HIIBII), anernacanunuiaoBas KHCI0Ta U

IpYrUe aHTHArperaHTHbBIE MPENapaThl
Bo3smoxHO mosiBIeHHE (PapMaKOJMHAMHUYECKOTO B3aUMOJICHCTBUS MEXKAY MapOKCETUHOM U
HIIBII/aneruncanuiunoBoid  kucioTod. OAHOBPEMEHHOE NPUMEHEHHWE TapOKCeTHMHA U
HIIBII/aneTuncaniiiuioBoi KMCIOTHI MOXKET TTOBBICUTh PUCK KPOBOTCUCHHUS.

Crnenyet co00AaTh OCTOPOKHOCTD MIPH JICUCHUHU MAI[MEHTOB, OTYYaIOUIUX MIpenapaThl IPYIIbI

CHO3C onHOBpeMEHHO € MEpOopalbHBIMU AHTUKOAryJIsIHTaMH, C IpernapaTamMH, KOTOpbIE
BO3JICUCTBYIOT Ha (DYHKIIMIO TPOMOOILIMTOB WJIM TOBBIIIAIOT PUCK KPOBOTEUEHUS (HAMpUMeEp,
aTUTIUYHBIE  HEUPOJENTHUKM, TaKue KaKk  KJIo3amuH, (EHOTHA3UHBI,  OOJIBIIWHCTBO
TPUILIMKIMYECKUX aHTUJIENIPECCAHTOB, areTwicanuuuiaoBas kucinora, HIIBII, warnoutops
nukiookcureHassl-2 (LJOI-2)), a Takke mpu JIEYEHUHM TMAlMEHTOB, WMEIONIMX B aHaMHeE3e
HapylIEHUs CBEPTHIBAEMOCTH KPOBHM WJIHM  COCTOSIHUS, KOTOpPbIE MOTYT  BBI3bIBaTh
MIPEAPACIIONIOKEHHOCTh K KPOBOTECUEHUSIM.

4.6. ®epTHIBHOCTD, 0€PEMEHHOCTD U JJAKTALMS

bepeMeHHOCTB

HccnenoBanusi Ha KUBOTHBIX HE BBIBWIN Y IMAPOKCETHMHA TEPATOTEHHOW WIJIM M30MpaTEIbHON
SMOPHOTOKCHYECKOW aKTHBHOCTH.

ONuAEeMUOIOTHYECKUE UCCIIEIOBAHUS UCXO0/I0B OEPEMEHHOCTH MIPU IIPUEMe aHTH/ICTIPECCAHTOB B
NEPBOM TPUMECTpE BBISIBWIM yBEJIHMUEHHE PHUCKAa BPOXKIEHHBIX aHOMayiui, B yactHoctd, CCC
(HampuMep, eeKThl MEXKETYJOYKOBOH M MEXIPEICEpAHON MEeperoposiok), CBSI3aHHBIX C
npueMoM mnapokcetuHa. Ilo wumerommMces naHHBIM BeTpeyaeMmocTh jAedexkroB CCC mpum
MPUMEHEHUH MapoOKCEeTHHA BO BpeMs OepeMeHHOCTH Mpudau3uTenbHo paBHa 1/50, Torma kax
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HOBOPOXJICHHBIX.
[Ipn Ha3HAYEHWM MMAPOKCETHHA HEOOXOJMMO PACCMOTPETh BO3MOXHOCTH aTbTEPHATUBHOTO
JedeHuss OEpEeMEHHBIX M IUIAHUPYIONIMX OepeMEHHOCTh JKEHIIMH. [lapokceTwH cremyer
Ha3Ha4aTh TOJBKO B Clly4yae, €CJId MOTECHIMAJIbHAS IOJb3a OT €ro MPUMEHEHHS MPEBBIIIACT
NOTEHUUaNbHBINA pucK. Eciau OyaeT NpuHATO penieHne o NpeKpalieHnH JeUeHHs TapOKCETUHOM
npu OepeMEeHHOCTH, Bpay JOJDKEH CcJeloBaTh pekoMmeHjanusM paszaenoB 4.2. — «OrMeHa
napokcetuHa» u 4.4. — «CumMnToMbl, HaOIOJaeMble NIPU MIPEKPAILIEHUH JICUECHUS TAPOKCETUHOM
Y B3POCIBIX).

Ecth cooOmieHuss 0 MPEeKICBPEMEHHBIX POJAaX y JKCHIUH, KOTOPHIE TOIY4Yald BO BpeMs
O6epemenHoctu napokcetud unu apyrue CUO3C, ogHako NpUUMHHO-CIIEICTBEHHAS CBA3b MEXKIY
MIPUEMOM 3THUX MPENapaToB U MPEKACBPEMEHHBIMHU POJAaMH HE YCTAHOBJICHA.

JlanHple HAOMIOIEHUI CBHUIETENBCTBYIOT O TOBBIIIGHHOM pHUCKEe (MEHee 4eM B JBa pasa)
MOCJIEPOIOBOTO  KPOBOTEUEHHMsI Tocie npuMmeHeHus mnpernapatoB rpymn CHUO3C/CUO3CH
(cenmexTUBHbIE WMHTHMOMTOPHI OOpPATHOTO 3axBaTa CEPOTOHMHA W HOPAJPEHAIMHA) B TEUEHUE
OJIHOT'O Mecsi1ia J10 POJOB.

HeoOxomumo HaOdrOAaTh 3a COCTOSHUEM 370POBbSI TE€X HOBOPOXKIIEHHBIX, MAaT€pU KOTOPBIX
MIPUHUMAJN TTAPOKCETHH HAa MO3JHUX CPOKaX OCPEeMEHHOCTH, IMOCKOJIbKY MMEIOTCS COOOIICHUS
00 OCJIO)KHEHUSX Y HOBOPOXKACHHBIX, IMOJBEPTABIINXCSA BO3ICHCTBHUIO MAPOKCETUHA WIIH JAPYTHX
CHUO3C B tperbem Tpumectpe OepemeHHOCTH. OIHAKO MPUYMHHO-CIIEICTBEHHAS CBSI3b MEXKIY
YIIOMSHYTBIMU OCJIOKHEHUSIMU W 3TOM MEIUMKAMEHTO3HOM Tepanuel He IMOJATBEpPKICHA.
OnucaHHble KIMHUYECKUE OCJIOKHEHHUs BKJIOYAIM: PECHUPATOPHBIM JAHCTPECC-CUHIPOM,
[[MAaHO3, aIlHO?, CYJIOpPOXKHbIE TMPUNAAKH, HECTAOMIBLHOCTh TEMIEPATypbl, TPYAHOCTU C
KOPMJIEHUEM, PBOTY, THUIIOIJIMKEMHUIO, apTEpUAJIbHYI0 THIEPTEH3UIO, apTEepUATBbHYIO
TUINOTEH3UI0, THUIEppedIIeKCHIO, TPEMOp, CHHIPOM MOBBIIICHHOW HEPBHO-PEQIICKTOPHOU
BO30YJIMMOCTH, Pa3APAKUTEILHOCTD, JIETAPTUIO, TOCTOSHHBIN I1J71a4 U COHJIMBOCTh. B HEKOTOpBIX
COOOIIIEHUSAX JTaHHBbIE CHMITOMBI OBLIM OINKCAHBI KaK HEOHATaJbHBIC IMPOSIBICHUS CHUHAPOMA
«OTMEHBI». B OOJIBIIMHCTBE CIy4yaeB OMHCAHHBIC OCIIOKHEHUS BO3HUKAIM Cpa3y IOCIE POJIOB
WJIM BCKOpPE T0CIIe HUX (B TeueHue 24 4acon).

[To manabBIM smmaemuonornyeckux ucciaepaoBanuii mpuem CHUO3C (Bkitouass MapoKCETHH) BO
BpeMsi OEpPEeMEHHOCTH, OCOOCHHO Ha MO3JHUX CpPOKaxX, COMPSHKEH C YBEIWYCHHEM pHCKa
Pa3BUTHSL TEPCUCTUPYIOLIEH JIETOYHOM TUIIEPTEH3UMH HOBOPOKIEHHBIX. [lOBBINIEHHBIH PHUCK
HaOmo1aeTcs y JeTel, pokaeHHBIX oT Mmarepelt, npuHumaBimmx CHMO3C Ha mo3gHuX cpokax
OepeMeHHOCTH, U B 4-5 pa3 mpeBbllIaeT Habmomaemplii B obOmed momynsuuu (1-2 Ha 1000
CiIyyaeB O€pEeMEHHOCTH).

Pe3ynbratsl nccnenoBanuii Ha KUBOTHBIX IMOKA3aJId PEMPOIYKTUBHYIO TOKCHYHOCThH TIpenapara,
HO TIPSIMOTO HEOJIArONMPHUATHOTO BIUSHUS B OTHOIIEHUM OEPEMEHHOCTH, Pa3BUTHUs IMOpHUOHA U
TJ10/1a, POJIOB WJIH IMMOCTHATAIBLHOTO Pa3BUTHS IMOKAa3aHO HE ObLIO.

JlakTanus
B rpyzHoe MOJIOKO TOPOHUKAKOT  HE3HAUMUTENIbHBIE  KOJMYECTBAa  IApOKCeTHMHA. B

ONyOJMKOBAHHBIX HCCIENIOBAaHMAX Yy JAeTell, HaxoJAIIuXcs Ha TPYJHOM BCKapMIIMBaHHH,

CBIBOPOTOYHAsI KOHIIEHTpalUsl MapoKCeTHHa Oblaa HeompenenseMoil (< 2 HI/MiI) WIH OY€Hb

HU3KoU (< 4 Hr/mi). ¥V neTeil HUKAaKUX MPU3HAKOB BO3ACHCTBUS MpenapaTa BbISIBICHO HE ObLIO.
12
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HUCKIIIOYCHUCM TCX CJIYUacB, KOrjga €ro Imojib3a Jid MaTCpu MPCBBIIIACT HOTGHI_II/IaJ'IBHBII/I PUCK
JU1s1 peOeHKa.

DdepTUabHOCTD

[lo nmaHHBIM WCCIENOBAaHHWI Ha >XUBOTHBIX MAPOKCETHH MOJXKET BIIMATh HA KayeCTBEHHbBIC
XapaKTEPUCTHKH CIIEPMBI.

JlaHHbIe HCCIIEIOBAHHMI YEIOBEYECKOro MaTepuaia IN VItro Moryt ykasplBaTh Ha HEKOTOPOE
BIMSIHUE HA KayeCTBEHHBIC XAPAKTEPUCTHKH CIIEPMBI, OJHAKO B COOOMICHUSX O CIy4asx
INPUMCHCHUA y YCJIOBCKAa HCKOTOPBIX CCICKTHBHBIX I/IHI‘I/I6I/ITOpOB 06paTHOI‘O 3axBaTa
ceporonnna (CHO3C) (Bkirouas mapoKCeTUH) ObLIO MOKA3aHO, YTO BIUSHUE HA KAYECTBEHHBIC
XapaKTePUCTUKHU CIIEPMBI 0Ka3aJI0Ch OOPaTUMBIM.

Jlo HacTosIero BpeMeH! He Ha0JII0JaJI0Ch BIUSHUA Ha (PePTHILHOCTh YEIIOBEKa.

4.7. Bunsinue Ha CMOCOOHOCTH YHPABJATH TPAHCIOPTHBIMHM CpPeICTBAMH U padorarh ¢
MeXaHU3MaMH

Knunudeckuil onbIT IpUMEHEHUs! MapOKCEeTHUHA CBUAETEIbCTBYET O TOM, YTO OH HE YXY/IIaeT
KOTHUTHBHBIE M TICHXOMOTOpHBIE (yHKIuH. Bmecre ¢ Tem, Kak W TpH JICYEHUH JIFOOBIMU
JPYTUMHU TICHXOTPOIHBIME TIperapaTaMy, HMalMeHTHl JODKHBI OBITh OCOOEHHO OCTOPO>KHBIMH
IIPU BOXKIEHUU aBTOMOOWIIA U paboTe ¢ MEXaHU3MaMHU.

4.8. HexkennaTeibHbIE peakunu

Pe3roMe HexenaTeabHbIX pEAKIIUN

Yactora W HMHTCHCHUBHOCTH HEKOTOPBIX IIEPEUMCICHHBIX HIDKE HEXKEIaTeIbHbIX PEeaKInuid
MapOKCETHHA MOTYT YMEHBIIATHCA 10 MEpEe MPOJOJIKECHHSI JICUCHHsI, U TaKUe PEaKUu OObIUYHO
HEe TpeOylT OTMEeHBbl Tnpenaparta. HexkenaTenbHble peaklMH, MPEICTABICHHbIE HUXKE,

MIEPEYHCIICHBI B COOTBETCTBUHU C CHCTEMaMH OPTraHOB M YaCTOTON BCTPEUAEMOCTH.
Knaccugukanus gyactoTs! pa3BuTs no6ouHbIX 3 dexton (BO3): ouens uacto (= 1/10), yacto
(= 1/100, < 1/10), meyacro (= 1/1000, < 1/100), penko (= 1/10000, < 1/1000), ouens peaxo (<
1/10000), yacToTa HEM3BECTHA (HE MOXKET OBITH OLIEHEHA 10 UMEIOLIUMCS IaHHBIM).
BerpeyaeMocTh yacThIX M HEYACTBIX HEXKEJIaTeNbHBIX peakluil Obula onpesieneHa Ha OCHOBaHUU
0000IIeHHBIX JaHHBIX O 0€30MMaCHOCTH Ipernapara, Nojdy4yeHHbIX y Oonee yeM 8000 manueHToB,
YYacTBOBABUIMX B KIMHUYECKUX MHCCIEJOBAHUSAX, €€ PACCUUTBHIBAIM IO pPA3HHULE MEXITY
YacTOTOM HEXEeNaTeNbHbIX peakluil B Tpylme MapoKceTMHa M B TIpymnmne mianeo.
BerpeuaeMocTh penkux M OYeHb PEIKUX HEXKETaTeIbHBIX PEaKIHi ONpeNeNsyIi Ha OCHOBAaHHUU
MIOCTMAapKETUHTOBBIX JTAHHBIX, U OHA KACAeTCsl CKOPEE YaCTOTHI COOOIICHNH O TAKHX PEaKIUsX,
YE€M UCTUHHOMW YaCTOThI CAMUX PEaKIIUi.
Hapywenus co cmopoHbl Kpogu u IUM@PAMUYUECKOU CUCMeMbl: Heuacmo — TIaTOJIOTHYeCcKoe
KPOBOTEUCHHE, MPEUMYIIECTBEHHO KPOBOM3JIMSHUE B KOXY M CIM3UCTble 000JIOUKHU (B TOM
YHCIe — DKXUMO3); 0UeHb peOKo — TPOMOOITUTONICHUS.
Hapywenus co cmoponvl UMMYHHOU cucmemvl. OYeHb peoKo — TSDKENble ajllepruuecKue
peakuuu (BKJIIOUYasi aHa(hUIIAKTOMIHBIE PEAKLIMU U QaHTHOHEBPOTUYECKUIN OTEK).
ODHOOKpUHHblE — HApPYWEHUs.  OYeHb  peOKo —  CHHAPOM  HEAJCeKBATHOW  CEKpEIHH
aHTHAnypetnyeckoro ropmona (AI).
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Hapywenus memabonusma u numanus: 4acmo (I '-_(':Hiz-ll)ggmg'“g%ﬁra', | Fobttiterme
KOHIIGHTPALMU XOJECTEPUHA; peoKo — THUNOHATpUeMHs (TMPEHMYIIECTBEHHO Y TOXKUIBIX

MAIMEHTOB; MOXET OBITH O0YCIIOBJIEHA CHHIPOMOM HealekBaTHOU cexpernu AJID).
Tcuxuueckue napywenus: yacmo — COHJIMBOCTb, OECCOHHHMIA, AXKUTALMs, ATOJOTHYECKUE
CHOBHJICHUs (BKJIIOYAsl KOIIMAapHBIC CHOBWJCHUSA); Heuacmo — CIyTaHHOCTh CO3HAHUSA,
TAUTIOUUHAIIIHN; peoKo — MaHWaKalbHbIE PEeaklU, TPEeBOra, JIenepcoHalInu3alus, MaHuYecKue
aTaKu, aKaTU3US;, Yacmoma Heu3eecmua — CyWIHIajdbHble MBICIH, CYWLUJAIbHOE MOBEICHUE
(3aperucTpupoBaHbl BO BpeMs JICUEHHs [ApOKCETHHOM WJIM B paHHUE CPOKU TOCTe
NpEKpaleH!s] JIeUeHUs; JaHHbIe CHUMIITOMBI MOTYT OBITh OOYCJIOBJIEHBI OCHOBHBIM
3a00JIeBaHUEM).
Hapywenus co cmoponvl nepenoti cucmemvl: 4acmo — TOJOBOKPYKEHHUE, TPEMOpP, TOJIOBHAs
0011b, HapylIeHHE KOHLEHTpAIMM BHUMAHUS; Heuacmo — SKCTpalupaMUIHBIE PacCTpOICTBA;
peoKko — CyIOpOTH, CHHIPOM OECHOKOHHBIX HOT; OueHb pedKO — CEPOTOHHHOBBIA CHHIPOM
(cUMIITOMBI MOTYT BKJIIOYATh Q)KUTAIMIO, CIIyTAaHHOCTh CO3HAHUS, YCHIIEHHOE MOTOOT/ENICHHUE,
TAUTIONUHAIMY, TUNEeppedIeKCUI0, MHUOKJIOHYC, TaxXxUKapAHUIO C JPOXKBIO WU TPEMOP); Y
MAIMEHTOB C HAPYIIEHUEM JBUTATEIbHBIX (QYHKIMI WM MPUHUMABIINX HEHPOJENTUKH MHOTA
HAOMIOIAIOCh  Pa3BUTHE HKCTPANUPAMHUJAHON CHMIITOMATHKH, BKIIOYas oOpodanuaibHyo
JTUCTOHUIO.
Hapywenus co cmoponvl opeana 3penus: uacmo — HEYETKOCTb 3PEHUS; Heuacmo — MUApUas;
0YeHb peoKo — OCTpasi TiayKoMa.
Hapywenus co cmopoHbl opeana ciyxa u 1abupunma. 4acmoma Heuzeecmua — IyM B yIIax.
Hapywenus co cmoponul cepoya. neuacmo — CUHYCOBas TaXUKapIUs; peoko — OpaauKapans.
Hapywenus co cmoponsl cocyoos: Hewacmo — TIOCTypajbHasi TUIOTOHHS, BPEMEHHOE
noBbIlIIeHHEe U cHIbKeHue A/l (BpemMeHHOe TOBbIIIeHHE U CHIKeHHe AJl 3aperucTpupoBaHo
nocyie JIGYeHHs MApOKCETHHOM, KaK MPaBWIIO, Y MAIIMEHTOB C MPEANISCTBYIOIIEH THIIEpTEH3UEH
WJIH TPEBOTOM ).
Hapywenus co cmoponvl OvixamenvHol cucmemvl, 0peanos cpyOHOU KIemKU U CPeOOCMeHUsL:
yacmo — 3eBOTa.
Kenyoouno-kuuieunvie Hapyuienus: o4enb yacmo — TOUIHOTA; yacmo — 3amop, Auapes, pBoTa,
CYXOCTh BO PTY; OY€Hb peOKo — KellyJOUHO-KUIIEYHOE KPOBOTEUYCHHE.
Hapywenus co cmopoHbl neyenu u sceniebl8o0suux nymeti. pe0ko — MOBBIIIEHHE aKTUBHOCTH
MEYCHOYHBIX (DEPMEHTOB; OUeHb pedKo — HEXKeNaTebHbIE PEaKI[Mi CO CTOPOHBI MeUeHH (TaKue,
KaK TelaTuT, HHOTJa COMPOBOXAAIOIINECS KENTYXON W/WUIM MEYEHOYHON HETOCTAaTOYHOCTHIO).
[TocTperucTpalliOHHBIE COOOIIEHUSI O HEXENaTeIbHBIX PEAKIHSIX CO CTOPOHBI MEUeHU (TaKUX
KaK TeMaTHT, WHOT/Ia COMPOBOXK/IAIONINXCS KEJITYXOH /MU MEYCHOYHOW HEIOCTATOYHOCTHIO)
OYeHb peaKH. Borpoc o menecooOdpa3HOCTH MpeKpalieHus JISYSHUs TApOKCETHHOM HEOOXO0 MO
pemarh B TeX ClydasX, KOIJa HMMEeT MECTO JIJIMTEIbHOE TIOBBIIICHHE ITOKa3aTeNei
(YHKITMOHATBHBIX TICUEHOYHBIX TIPOO.
Hapywenus co cmoponsl Kodtcu u noOOKO#CHbIX MKAHEll: 4acmo — TOBBIILIEHHOE TTOTOOT/IEICHHUE;
Heuacmo — KOXKHBbIE BBICBINIAHMSA, 3YHA; OYeHb pedKko — peakuuu (OTOUYBCTBUTEIBHOCTH,
TSDKEJbIE KOKHBIE peakiuu (BKI0Yas moauMopdHy sputemy, cuaapom CtuBeHca-/[oHcoHa
¥ TOKCHUYECKUHN AMHIePMAIIbHBIN HEKPOJIN3), KpaluBHUIIA.
Hapywenuss co cmoponvl mbluieuHou, CKenemuon U COeOUHUMENbHOU MKAHU: pPeoKo —
apTpaITusi, MHAJITHSL.
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Bo3pacte 50 JieT M crapiue, NOKa3ajau IOBBIIIEHHBI PUCK NEPEIOMOB KOCTEH y MalMEeHTOB,
nonydaroux CMO3C u TpulMKIN4YecKUe aHTUENpeccaHThl. MeXaHn3M, IPUBOASIIUN K 3TOMY
PHUCKY, HEU3BECTEH.

Hapywenusa co cmopoHbl nouek u MOUEblGOOAWUX Nymeu: Heyacmo — 3alepiKKa
MOYEHCITyCKaHUs, HeJlepKaHUe MOYH.

bepemennocms, nocnepoooswiii nepuoo u nepunamanvhvlie COCMOAHUA: YACMOMA HeU38eCmHa —
II0CJIEPOIOBOE KPOBOTEUEHUE (IaHHOE HEXENATeNbHOE SIBIICHUE 3aperuCTPUPOBAHO Kak Kiacc-
sbdext aas npenaparos rpynn CUO3C/CUO3CH — cwm. pasnen 4.6.).

Hapywenus co cmoponvl penpoOyKmueHOU cucmembvl U MOJOYHbIX JiceNe3: O4eHb HaACmo —
CeKCyalbHass JTUCQYHKUUS; pedko — THUIEPIPOJAKTHHEMUS, TalaKkTopes, HapylIeHHe
MEHCTPYaJIbHOTO IIMKJa (B TOM YHCJIE MEHOpPpAarus, METpopparus 1 aMeHOpeEsl); ouerb peoKo —
[IPUATIN3M.

Obwue napywenus u peakxyuu 6 mecme 66e0eHuUs. 4acmo — aCTEHUs, yBEIMUEHUE MacChl Teja;
oueHb pedko — neprudepudecKue OTEKH.

Cumnmomsl,  8O3HUKAIOWUe NpU  NpeKpawjenuy  NedyeHus NApOKCeMmuHoOM: Yacmo —
rOJIOBOKPY>KE€HHUE, CEHCOPHbIE HapyIleHHs, HapyILEeHHs] CHAa, TPEBOTa, FOJIOBHAs OOJIb; Heuacmo
— @XKWTalus, TOIIHOTA, TPEMOP, CIYTAHHOCTh CO3HAHMS, IIOBBIILIEHHOE I1O0TOOTAEIEHHE,
OMOIMOHAIBHAS JIAOMIFHOCTD, 3PUTEIIbHBIC HApPYIICHHs, OIIYIICHHE CepAICOMCHHS, AUapes,
Pa3IpaKUTENbHOCTD.

Pe3koe mpekpaiieHue npruemMa mpernapara BbI3BIBAE€T CHUHIPOM «OTMeHbI». Kak u mpu ormene
MHOTMX IICUXOTPONHBIX JIEKAPCTBEHHBIX CPEICTB, NPEKpALEHUE JIEYEHUS IapOKCETUHOM
(0COOEHHO PE3KOE) MOJKET BBbI3bIBaTh TaKUE CUMITOMBI, KaK T'OJIOBOKpPYKEHHE, CEHCOPHbIE
HapyleHus (BKJIOYas NapecTe3uy, OUlyLIeHHe pa3psiia 3JEeKTPUYECKOro TOKa M IIyM B YIIax),
HapylleHus: CHa (BKJIIOYas SPKUE CHBI), @XKMUTALUs WM TPEBOra, TOIIHOTA, TOJIOBHas OOJb,
TPEMOp, CIYTaHHOCTb CO3HAHUs, Juapes, IMOBBIIIEHHOE IOTOOTJENICHHE, OIlyIEeHHE
cepaueOreH s, SMOIMOHAIbHAS JIAOMIIBHOCTD, Pa3IpaXkUTEIbHOCTh, 3pUTENIbHbIE HApYIIEHUs. Y
OOJBIIMHCTBA MALMEHTOB 3TH CHMIITOMBI SIBJISIOTCS JIETKMMH WJIM YMEPEHHO BBIPQ)KEHHBIMHU U
IPOXOJAT CaMOINpPOU3BOJbHO. HeusBeCTHO HHM OAHOM TIpynmbl NAMEHTOB, KOTopas
MoJIBeprajach Obl MOBBIIIEHHOMY PHCKY BO3HUKHOBEHHUS TaKMX CHUMITOMOB; IOTOMY, €CIH B
JIEYCHUH MApOKCEeTHHOM OoJsiee HET HEOOXOIMMOCTH, €ro 703y HYKHO CHMXKaTb MEIJICHHO [0
IIOJIHOM OTMEHBI IIpETapara.

eTH
Habmonanucey crepyromme HeXeNnaTeabHbIe PEaKIUuK: dMOIMOHATbHAS JTAOMIBHOCTh (BKIIOUAs
NpUYMHEHUE Bpega caMoMy ce0e, CyWIUJadbHbIE MBICIH, CYHUIIMJIAIbHBIE TOMBITKH,
MJIAKCUBOCTh M KOJIEOAHMSI HACTPOECHUS), KPOBOTECUEHUS, BPAKIEOHOCTh, CHIIKEHHE aIlleTUTa,
TPEMOp, TOBBIIMICHHOE MOTOOTACICHHUE, TUTIEPKUHE3Us U axuTarus. CyuiuaanbHble MBICTH U
CYyMIIUJIATbHBIE TIONBITKM B OCHOBHOM HAONMIONANHCh B KIMHHUYECKUX HCCICIOBAHUSAX Y
MOAPOCTKOB C JICTIPECCUBHBIMU 3MHU30JaMH CpPEAHEH U TSKEIOW CTENEHU TSHKECTH U
PEKYpPEHTHBIM JEMPECCUBHBIM PACCTPOUCTBOM. BpakneOHOCTh oOTMedanach y JeTed ¢
00CeCcCUBHO-KOMITYJIbCUBHBIM PAaCCTPOHCTBOM, B OCOOEHHOCTH y eTer muaamie 12 neT.

B kIuHMYECKUX HMCCIEIOBAHUAX MOCTETICHHOE YMEHBIIEHHWE CYTOYHOM M103bI (CYTOYHYIO 103y
yMeHbIanu Ha 10 Mr B JIeHb C MHTEPBAJIOM B OJIHY HENIEJO A0 /103bl 10 MI B IEHb B TCUCHUE
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OJIHOW HEJNENN) BBI3BIBAJIO CHUMITTOMBI «OTMECHHDY napoi@e':r'i;Hl\E(;f;r' 'ﬁgggﬁﬁgﬁ{aﬁﬁnﬁgdcm,

HEPBO3HOCTH, TOJIOBOKPYKEHHE, TOLUTHOTa M 0O0JIb B KUBOTE), KOTOPBIE PETUCTPHPOBAIUCH KaK
MUHUMYM y 2 % TManueHToB Ha ()OHE CHIIKCHHUS J03bl MAPOKCETHHA MM IOCIE €ro MOJTHON
OTMEHBI ¥ BCTPEUYAIMCh KaK MUHUMYM B 2 pa3a yallle, YeM B Ipymiie mianeoo.

COO6H_ICHI/IC 0 ITOA03PEBACMBIX HEXKCIIATCIbHBIX PCAKIINAX

Baxwno COO6H_[aTI> 0 IIOA03PEBACMBIX HEXKCIATCIBHBIX PCaKIUAX Ha JICKapCTBa IIOCIIC
perucTpamu JICKapCTBCHHOI'O Iperapara ¢ LEJIbO obecrneyeHus HCIIPEPBIBHOI'O MOHHUTOPHHI'A
COOTHOHICHUSA «IIOJIb3a — PHCK» JICKApCTBCHHOI'O IIp€Iiapara. MC,Z[I/IHI/IHCKI/IM pa6OTHI/IKaM

peKoMeHayeTcs  cooOmarb O  JIOOBIX  MOJO03PEBAaeMbIX  HEKENATENbHBIX  PEaKLUsIX
JICKApCTBEHHOTO IIperapara 4yepe3 HaIMOHAJIbHBIE CHCTEMBI COOOIIEHHUS O HEeXeIaTeIbHBIX
peaKuuaX rocy1apCcTB — 4jieHOB EBpa3uiicCKOro 3kOHOMUYECKOT 0 CO03a.

Poccuiickaa ®@eoepayus

®OenepanibHas ciryx0a 1o Ha3opy B chepe 3ApaBOOXpaHeHUs
Anpec: 109012, r. MockBa, CnaBsiHCKasi IJ10111a/1b, 1. 4, cTpoeHue 1
Tenedon: 8 (800) 550-99-03

DnekTponHas nmoyra: pharm@roszdravnadzor.gov.ru

Caiir: https://www.roszdravnadzor.gov.ru

4.9. [lepeno3upoBka

CuMOTOMBI

Wmeromasicss mHPOpMaLUs O MEpeIo3UPOBKE MApOKCETHHA CBHIETEIBCTBYET O €ro MIMPOKOM
nuarnazoHe Oe3omacHocTH. [Ipu mepeno3npoBke mapoKCeTHHA MOMUMO CHMIITOMOB, OTIMCAHHBIX
B pazzene «[lobouHoe neiicTBrey, HAOMIOJAI0TC TUX0paaKa, n3MeHeHus: AJl, Henmpon3BOJIBLHBIC
MBIIIEYHBIE COKPAILICHHSI, TPEBOTA M TaXUKAPIHS.

CocTosiHME TalMEeHTOB OOBIYHO HOPMAIN30BAJIOCH 0€3 CEpPhE3HBIX MOCIEICTBUN Jaxe IMpHU
pa3oBoMm mpueme 103 a0 2000 mr. B psine cooOuieHuit onucaHbl Takie CUMITOMBI, Kak KOMa U
u3meHenus OKI', cioydanm cmepTd ObUTM OYEeHb pelKHU, OOBIYHO B TE€X CHUTYyalMsX, KOT/Aa
NalMeHThl NPUHUMAIM NApOKCEeTUH BMECTE C JPYIMMH IICHXOTPONHBIMHM IpernapaTtamu ¢
QJIKOToJIeEM MU 0€3 Hero.

Jleuenune

Crneunduueckoro aHTUI0Ta MAPOKCETHHA HE CcyllecTByeT. JIedueHne JOMmKHO COCTOSTh U3 OOIIMX
Mep, TpUMEHSIeMbIX TpU  MEepelo3upoBKe  JOObIX  aHTHAenpeccaHToB.  [lokazaHa
HOJ/IEP)KUBAIOIIAsl TePanusl U YacTbli MOHUTOPUHT OCHOBHBIX (DU3MOJIOTMUECKUX MOKa3aTeseH.
JleueHne manMeHTa JOJDKHO MPOBOJAUTHCS B COOTBETCTBUU C KIMHMUYECKOW KapTHHOW 10O B
COOTBETCTBUU C PEKOMEHIALUAMU HAIIMOHAJIBHOTO TOKCUKOJIOIMUYECKOTO IIEHTpa.

5. DPAPMAKOJIOTMYECKUE CBOMCTBA

5.1. ®apmakoaMHaMHUYeCKHe CBOMCTBA

d)apMaKOTepaneBTquCKa;{ rpymma: IICUXOAaHAJICTITUKH, AHTUACTIPCCCAHTBI, CCICKTHBHEBIC
MHTHOUTOPBI 0OpAaTHOTO 3aXBaTa CEPOTOHUHA.

Kox ATX: NO6ABOS.
16


mailto:pharm@roszdravnadzor.gov.ru
https://www.roszdravnadzor.gov.ru/

o
L Lyl

AL N L

Mexannsm neiicTBus

[TapokceTyH — MOINHBIA W  CEJNCKTHBHBIA  HMHTHOMTOp  OOpaTHOro  3axmBara  S-
TUAPOKCUTPUTITAMIHA

(5-HT, ceporonuna). IIpuHATO CuYUTaTh, 4YTO €ro0 aHTHJACHPECCAHTHAs aAKTUBHOCTh U
3 PEeKTUBHOCTh TIPH JICUCHUH O0CECCHBHO-KOMMYJbcUBHOTO pacctpoiictBa (OKP) wm
MAHUYECKOI0 paccTpoiicTBa 00ycCiOBIeHA CHEU(PUUECKUM HHTUOMPOBAaHUEM OOPATHOTO
3axBaTa CEpOTOHMHA HEWPOHAMHU T'OJIOBHOTO MO3Ta.

XUMHYECKOE CTPOCHHE MapOKCETHHA OTJIMYACTCS OT TPULMKINYECKUX, TETPALMKIMYECKUX U
JIPYTHX U3BECTHBIX aHTHJICTIPECCAHTOB.

[Tapokcetnn o6nagaeT HU3KUM apPUHUTETOM K MYCKapUHOBBIM  XOJHMHEPTUYECKUM
peuenTopaM; HUCCIEIOBaHHMS Ha JKMUBOTHBIX I[OKa3alld, YTO OH 00JajaeT JHIIb CIa0bIMU
AHTUXOJIMHEPTUYECKUMU CBOWCTBAMHU.

B noarBepxieHre U30UPaTEIbHOCTH JACHCTBUS MAPOKCETHHA UCCISIOBaHUS IN VItro mokasainy,
YTO B OTJIMYME OT TPULIUKIMYECKUX aHTHICIPECCAHTOB OH MMEET HU3KOE CPOJCTBO K 01, 012, 3-
aJipeHoOpeLenTopaM, a Takxke K qodamuuoBbM (Dz2), 5-HT1-mogo6ubM, S-HT2- 1 rucTaMuHOBBIM
(H1) penentopaM. DTO MOATBEP)KIAAETCS pPe3yJIbTaTaMH HCCICIOBAaHHUEA IN VIVO, KOTOpbIC
MPOJEMOHCTPUPOBAIA OTCYTCTBUE Yy IMApPOKCETHHA CIOCOOHOCTU YTHETaTh IEHTPAIbHYIO
HepBHYI0 cuctemy (LIHC) u BpI3bIBaTh apTepUANBbHYIO THIIOTEH3HUIO.

q)aDMaKOZ[I/IHaMI/I‘-IeCKI/Ie Bd)d)eKTBI

[TapokceTnH He HapylIaeT ICHXOMOTOPHbIE (PYHKIIMN U HE IOTEHIIMPYET YrHEeTaloIIee JeicTBIE
sranoja Ha [THC.

Kak u npyrue ceneKTUBHBIE WHTHOMTOPHI OOpAaTHOTO 3axBaTa CEPOTOHWHA, MAPOKCETHH
BBI3BIBAET CUMIITOMBI YpE3MEpPHON cTUMYysiuMu 5-HT-penentopoB npu BBEIEHHUU >KUBOTHBIM,
KOTOpblE paHee TMOody4yald WHTHOMTOphl MoOHOamMMHOKcHAazbl (MAOQO) wumu Tpunrodas.
HccnenoBanus noenenus 1 321" nmokazanu, 4To MapoOKCETHH BbI3bIBAET Clla0ble aKTHBUPYIOLIHE
3pdeKxTsl B A03aX, NpPEBbIIAIOIINX TpeOyeMble Ui WHTHOMpPOBaHUS OOpaTHOrO 3axBara
ceporonnHa. Ilo cBoeld mpupoie €ro aKTUBHPYIOIIME CBOMCTBA HE  SBISAIOTCA
«aM(peTaMUHONIOTOOHBIMI.

HccnenoBanus Ha )KUBOTHBIX MOKa3aJld, YTO NAPOKCETUH HE BIIMSAET HA CEpIACHYHO-COCYAUCTYIO
cucremy (CCC).

[TapokceTuH He BBI3BIBAET KIMHUUYECKH 3HAYUMBIX M3MEHEHHUH apTepuanbHoro fasineHus (AJl),
yacToThl cepaeunblx cokpameHnit (HCC) u OKI' y 310poBbIX JIULL.

B oTnuume oT aHTHAENpPECCAHTOB, KOTOpble MHIMOMPYIOT OOpaTHBIM 3aXxBaT HOpaJpeHaNHAa,
NapOKCETHH HAMHOTO cia0ee MoJIaBiIsieT aHTUTUIIePTEH3UBHbIE 3 (EKTh T'yaHETHANHA.

5.2. ®DapmakoKMHeTHYECKHE CBOMCTBA

AOGcopOnus

[TapokceTnH XOpOIIO BCAachIBa€TCS TMOCIAE MpHUEMa BHYTPh M TOJBEPraercsi MeTadoau3My
MIEPBOTO MIPOXOXKICHUS Yepe3 NECYCHb.

Bceneactsue metabonmn3ma mepBoro MpoXoXKACHHsI B CHCTEMHBIN KPOBOTOK TMOCTYTAeT MEHbIIIEEe
KOJIMYECTBO MAPOKCETHHA, YEM TO, KOTOPOe abcopOupyeTcs U3 KEeMyI0YHO-KUIIIEUHOTO TPaKTa
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OONBIIMX 103 WM TPH MHOTOKPATHOM TMpHEME OOBIUHBIX JI03 TMPOMCXOAUT YACTUYHOE
HACBIIICHUE META0OJUYECKOrO0 IyTH TMEPBOTO TPOXOXKICHUS W yMEHBIIACTCS KIHPEHC
MapOKCETUHA U3 TJIa3Mbl. DTO MPUBOJIUT K HEMPOMOPLIMOHATEHOMY MOBBIIICHUIO KOHLIEHTPALIUU
MapoOKCeTHHA B IUIa3M€ KPOBU; TMOITOMY MapaMeTpbl ero (papMaKOKHHETUKH HETOCTOSIHHBI,
CIIEACTBHEM 4YEro SBISETCS HEJIWHEHHAs KHMHETHKA. TeM He MeHee, HCIMHEHMHOCTh KHMHETUKHU
BBIPOKECHA HE3HAYMTEIHLHO W HAOJI0AeTCs TOJBKO Y MAIMEHTOB, Y KOTOPHIX Ha (hOHE MmpuemMa
HU3KHX /103 Mpenapara B Ija3Me KPOBH JTOCTUTAKOTCA HU3KUE KOHIIEHTPAIMU MapOKCETHUHA.
PaBHOBecHasi KOHIIEHTpalLMs B IUIa3M€ JIOCTUraeTcs 4epe3 7-14 naHel mocne Hayana JeYeHUs
MapOKCETHHOM; €ro (apMaKOKMHETUYECKHE TapaMeTphbl, KaK IMPaBWIO, HE HU3MCHSIOTCS TpU
JUTUTEJIBHOW TEpaIuu.

Pacnpenenenue

[TapokceTnH MIMPOKO pacmpeaessiercs B TKaHAX, W (APMaKOKMHETHYECKHE pacyeThl
IIOKa3bIBAIOT, YTO B IUIa3M€ KPOBM ocTaercs Juib 1 % BCero KolMyecTBa MapOKCETHHA,
HPUCYTCTBYIOLIETO B OPraHU3Me.

B rtepaneBTMUeCKHMX KOHLIEHTpalMsIX MHOpuUMepHO 95 % Haxopjsmerocs B IUIa3Me KpOBU
NapOKCETHHA CBA3aHO C OEITKaMH.

He o0OnHapyxeHO KOppensuuyd MeXAy KOHIEHTpAIMsIMA TapOKCETHHA B IUIa3ME€ U €ro
KIMHAYECKUM 3P (PEKTOM (T.€. ¢ TOOOYHBIMH PEAKIHUIMHU 1 () (HEKTUBHOCTHIO).

Y CTaHOBJIEHO, YTO MAPOKCETHH B HEOONBININX KOJIWYECTBAX INPOHUKAET B TPYIHOE MOJIOKO
YKCHIIMH, a TAK)KE B SMOPUOHBI U TUIOIBI 1a00PATOPHBIX )KUBOTHBIX.

buorpancdopmanus

OcHOBHBIE MeTa0OJUTHl MAPOKCETHHA MPEJCTABISAIOT COOOW IMOJISPHbIE M KOHBIOIMPOBAHHBIC
NPOJIYKTHI OKHCIICHUS H METUIMPOBAHMS, KOTOPBIE OBICTPO BBIBOJSATCS U3 OPraHU3Ma, 00JI1alaloT
cnaboii (hapMaKoIOTHYECKOW aKTHBHOCTHIO W HE BIIUSIOT Ha €ro TEPareBTUYECKOE JIeiCTBUE.
[Ipu MeTabonu3mMe MapoKCeTHHA HE HapyIIaeTcsi O0YCIOBICHHBINH €ro ICHCTBHEM CEIEeKTUBHBIHI

3axBat 5-HT HeitpoHamu.

OJIUMUHAINS

Brinenenue HeM3AMEHEHHOTO MAPOKCETHHA C MOYOUM OOBIUHO COCTaBIIIET MeHee 2 % OT MPUHSITON
JI03Bl,

B TO BpeMs KaK OHKCKpeluss MeTa0oJIMTOB cocTaBiseT okoigo 64 % ot go3pl. C Kajiom
JKCKpeTupyercss okoso 36 %, BEpOATHO IoNajgasi B HETO C JKENUYbI; DKCKpEUus € KajloM
HEM3MEHEHHOr0 MapoKceTUHa cocTaBisieT MeHee 1 % orT no3bl. Takum 00pa3oMm, ITUMHUHALUSA
NapOKCETHHA MPOUCXOANT TIaBHBIM 00pa3oM IyTeM MeTaboIMu3Ma.

BriBenenmne u3 opranusma MeTabONIMTOB MApOKCETHMHA HOCHUT JBYX(a3HbIM XapakTep: BHayaye
ABIIIETCS.  PE3yJIbTaTOM MeTadojM3Ma MEpBOr0 IMPOXOXKIEHUS dYepe3 IeueHb, 3aTeM
KOHTPOJINPYETCSI CACTEMHOM 2JIMMUHALIACH.

[Meprion mosTyBBIBEICHUS BapbUPYET, HO OOBIYHO cOCTaBIIsAeT OKoJIO 1 cyTok (16-24 vaca).

JInna nmousoro Bo3pacra, o4eyHas ¥ NeUYeHOYHas HEI0CTaTOYHOCTh

VY nanueHTOB MOXWIOIO BO3pacTa, MAIMEHTOB C TSKEIOW IOYEYHOM WINM IE€YEHOYHOU
HEJ0CTAaTOYHOCTBIO KOHIEHTpalUsl MAapOKCETHMHA B IUIa3ME KPOBU MOXKET YBEJINYUBATHCH,
OJIHAKO JMamna3oH €ro KOHLEHTPAalMHd B IUIa3M€ KPOBU COBMAJAET C TAKOBBIM Yy 3J0POBBIX

B3POCIIBIX.
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6. DPAPMAIIEBTHYECKHUE CBOMCTBA (NOCNEOOBATENEHOCTE 0001)

6.1. IlepeueHb BCIOMOraTe/IbHbIX BelIECTB
INapokcerun, 20 Mr, TaOJIETKH, ITOKPBITHIE INIEHOYHON 000I0YKOM

Kaneius rugpodocdara nuruapar

KapOokcumerunkpaxman HaTpus (TIPUMOTEb)

Maruus creapat

Inenounasn obonouxa

['oToBas cucrema IMJIEHOYHOTO MOKPBITUS VIVACOAT®PA-1P-000: runpomesuioza (I'TIMII) 6
(E 464), turana guokcun (E 171), momumexkctpoza (E 1200), tamek (E 553b),
noaudTUIeHrIMKob (11917 3350].

[Tapoxcerud, 30 mMr, TaOJETKHU, IIOKPBITHIE INIEHOYHOU 000JIOYKOM

Kanbums runpodocdara quruapar

KapOokcumernnkpaxman HaTpust (IPUMOTEIIb)

Marnus cteapar

Inenounas obonouxa

['oToBast cucTeMa mieHo4Horo mokpsitus VIVACOAT® PA-3P-255: runpomertosa (ITIMLI) 6
(E 464), turana gwokcun (E 171), momummexctpoza (E 1200), tamek (E 553b),
oy TuieHrmkoIb (I1917) 3350 , kpacurens xene3a okcua kpacHsiid (E 172).

6.2. HecoBmecTUMOCTBH
He npumenumo.

6.3. Cpok rognocTu (CpoOK XpaHeHus1)
3 rona.

6.4. OcoOble MepbI NPEAOCTOPOKHOCTH NIPH XPAHEHUHU
ITpu Temneparype He Boime 25 °C.

6.5. Xapakrep u coaepkxaHue NePBHYHOH YIAKOBKH

[To 10 TabneTok B KOHTYpHYIO SUYEHKOBYIO YHAKOBKY W3 IUIEHKHU IMOJUBUHWIXJIOPUIHOW M
¢donbru  amOMUHUEBON IEYaTHOW JIAKUPOBAaHHOW WM THOKOW YyIAaKOBKM Ha OCHOBE
AITIOMUHUEBOU (obru.

3 KOHTYpHbBIE SYEWKOBBIE YIAKOBKH C MHCTPYKLHMEH MO MPUMEHEHUIO MOMEUIAIOT B MayKy W3
KapTOHa.

100, 200, 400 xoHTypHBIX suYeHKOBbIX ymakoBok co 100, 200, 400 uHCTPYKUMSAMH II0
IPUMEHEHHIO YIIAaKOBBIBAIOT B KOPOOKH U3 KapTOHA MJIM B SIIUKU U3 TOPUPOBAHHOIO KapTOHA
(1S cTallOHAPOB).

6.6. OcoOble Mepbl MPEIOCTOPOKHOCTH NPHM  YHHUYTOKEHMH  HCIOJIb30BAHHOIO
JIEKAPCTBCHHOI'0 npemapara HJIN 0TX0/10B, MOJIYYCHHBIX mnmocJjie NMPpUMEHECHUSA
JIEKApCTBEHHOI0 Npenapara, u Ipyrue MaHUMyJIsIUM ¢ pernapaToM

OcoOble TpeOoBaHUsI OTCYTCTBYIOT.
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7. IEPKATEJ b PETUCTPAIIMOHHOTO|Y TOCTOBEPER¥EH | E/1EHUCTE 0007]

Poccniickas @enepanvs

®enepanbHOE TOCYIapCTBEHHOE YHUTAPHOE NpeanpusaTue « MOCKOBCKUIA SHIOKPUHHBIN 3aBOI)
109052, r. Mockga, yi. HoBoxoxioBckasi, A. 25

Ten.: +7 (495) 678-00-50

®akc: +7 (495) 911-42-10

AJpec 37eKTpOoHHOM mouThl: Mez@endopharm.ru

7.1. lIpencraBuTeib AepKaTessi PEriCTPAIIMOHHOIO YA0CTOBEPEHUs
[Iperen3un noTpeduTenell HaPaBIATh M0 AAPECY:

Poccuiickaa ®eoepayus

®denepanbHOE TOCYIApCTBEHHOE YHUTAPHOE MpeanpuaTe « MOCKOBCKUW 3HJIOKPUHHBIN 3aBO
109052, r. Mockga, yi. HoBoxoxioBckasi, . 25

Ten.: +7 (495) 678-00-50

®daxkc: +7 (495) 911-42-10

AJpec 31eKTpOoHHOM mouThl: pv@endopharm.ru

8. HOMEP PETUCTPALHMOHHOI'O YAOCTOBEPEHUA

9. JATA TEPBUYHOH PEIMCTPAIIMU (ITOJATBEPXXJIEHUSI PETMCTPAIIMMA,
MNEPEPETUCTPALIUN)
JlaTta nepBoii perucTpanuu:

10. JATA IEPECMOTPA TEKCTA

OOrmrass  xapakTepHCTHKAa  JICKAPCTBEHHOrO  mpemapata  [lapoKCeTHH  JOCTyNHA  Ha
uH(GOPMAIIMOHHOM TopTajie EBpasuiickoro 5KOHOMHYECKOTO COM03a B HH(DOPMAIIMOHHO-
KOMMYHHUKaIMOHHOM cetu «HTepHEe™ https://eec.eaeunion.org/.
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