COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 21.11.2023 N2 24455

OBILASI XAPAKTEPUCTHKA JEKAPCTBEHIFOFO TIPEITAPATA “02)

1. HAMMEHOBAHME JIEKAPCTBEHHOI'O IIPEITAPATA

[Tapokcetun conodapm, 20 Mr, TaOIETKH, TOKPHITHIE TUICHOYHOH 000JI0UKOA.

2. KAYECTBEHHbBIN 1 KOJIMYECTBEHHBIA COCTAB

JelicTBytolliee BEIECTBO: MapOKCETHH.

Kaxnas tabnetka comepxutr 20,0 Mr mapokceTMHa (B BUIE NapOKCETHHA THAPOXJIOPHAA
remuruapara 22,8 mr).

BcmoMorarenbHbIe BEIIeCcTBa, HATMYHE KOTOPBIX HAJIO YYUTHIBATH B COCTABE JIEKAPCTBEHHOTO
npenapara: Hatpui (cM. pazzaen 4.4.).

ITomubrit MNEPCUCHb BCIIOMOT'ATCIIbHBIX BCHICCTB ITPUBCACH B Pa3aciic 6.1.

3. JEKAPCTBEHHAS ®OPMA

TaOneTku, TOKPHITHIE TNICHOYHOH 000JIOUKOM.

TabneTkn Kpyriple IBOSKOBBIMYKIIBbIC, TOKPBITHIE TUIEHOYHOW 00OJIOYKOM, OElI0ro WM IOYTH
0eoro 1BeTa, C pUCKOM.

TabneTKy MOXHO pa3AeiuTh Ha PaBHBIC JO3BI.

4. KIMHUYECKHUE JAHHBIE
4.1. Tloka3aHusl K IPUMEHEHHUIO

JleripeccUBHBIE DOU304bI CPEAHEN M TIHKEJIOW CTEIEHU TIKECTHU, PEKYPPEHTHOE JAEIPECCUBHOE

paccTpoOnCTBO

Pe3y.HBTaTBI HCCHCHOB&HHﬁ, B KOTOPBIX IIAIIUCHTBI TPUHUMAJIN IAPOKCETUH MO0 1 roaa,
CBUIACTCIIBCTBYIOT O TOM, 4YTO OH 3(1)(1)6KTI/IBHO npeaoTBpamiacTt peuuIuBbI M BO3BPALICHUC
CHUMIITOMOB JCIIPECCUMN.

O0cecCcMBHO-KOMIYJILCUBHOE PACCTPONCTBO

[TapoxceTun 3¢ (eKTUBEH MpH JIEYeHUH 00CEeCCUBHO-KOMITYJILCUBHOTO paccTpoiictBa (OKP), B
TOM YHCJI€ B Ka4eCTBE CPEICTBA MOICPKUBAIOIICH U MPO(UIAKTHYECKON TepaIny.

CornacHo JaHHBIM IJT1ALE00-KOHTPOJIUPYEMBIX UCCIeA0BaHUN 3(PEKTUBHOCTh MAPOKCETHHA MPU
neuennn OKP mopnepuBanack o kpaiineit mepe B Teuenue 1 rona. Kpome toro, mapokceTux
s dexTuBHO NpeaoTBpamiaet peruanssl OKP.

[Tannyeckoe paccTpoiiCTBO

[TapokceTuH 3¢ deKTUBEH MpH JICYSHUH TAHUYECKOT0 paccTpoiicTBa ¢ aropadobueii u 6e3 Hee, B
TOM YHCJIe B KaUeCTBE CPEACTBA MOJIEPKUBAIOIIEH U MPO(PUIAKTHUECKON TepartH.
VY CTaHOBJIEHO, YTO TPHU JICUCHHMH NaHUYECKOTO pacCTPOMCTBA KOMOWHAIMS NapOKCETHHA H

KOIHUTHBHO-TIOBEJIEHYECKON Tepanuu 3Ha4uMo 3¢ (eKTUBHEE, YeM N30JIMPOBAHHOE IPUMEHEHNE
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KOFHHTHBHO'HOBCI{GH‘IGCKOﬁ TEparmnu.

CornacHo JaHHBIM IUTANEe00-KOHTPOIMPYEMBIX Uccie10BaHuN 3(pPEeKTUBHOCTH MapoOKCceTHHA IPU
JI€YCHUH MAaHUYECKOr0 pacCTpONCTBa MoaaepkuBanachk 6osee 1 roma. Kpome Toro, mapokceTus
3¢ PEeKTUBHO NMPETOTBPAIIAET PEUUIANBHI TAHUYECKOTO PACCTPOICTBA.

ConunanpHas dhbobous

[TapokceruH 3¢pPeKTUBEH MPH JICUSHUH COMATBHOM (OOWH, B TOM YUCIIC B KAUECTBE JJIUTEITHHON
NOJIEP>KUBAIOLICH U TPO(PUIAKTHUECKON TepaTTHH.

[TocTostHHAs 3D PEKTUBHOCTD MAPOKCETHHA TIPH JTUTEILHOM JICUCHUH COMATIbHON (poOuu Obliia
MIPOJIEMOHCTPUPOBAHA B UCCIIEIOBAHUU 110 MPEIOTBPALLICHUIO PELUIUBOB.

['eHepann30BaHHOE TPEBOXKHOE PACCTPOICTBO

[Tapokcetnn >PPeKTHBEH NPU JICUYCHUN T€HEPATM30BAHHOTO TPEBOKHOTO PACCTPOICTBA, B TOM
qucie B Ka4eCTBE AIUTEIbHOM MOAJIEPKUBAIOIIEH U MPO(PUIAKTUHIECKON Teparuu.

[TocTosiHHas 3¢ (GEKTUBHOCTh NApOKCETHHA NPU JUIMTEIBHOM JICYUEHHUHM TI'E€HEepaln30BaHHOIO
TPEBOKHOT'O PacCTPOICTBA ObLIA MPOJEMOHCTPUPOBAHA B UCCIIEIOBAHUU IO MPEAOTBPAILEHUIO
peUnINBOB.

ITocTTpaBMaTHYECKOE CTPECCOBOE PACCTPOHCTBO

[TapokceTuH 3¢ heKTUBEH MPH JICUEHUH OCTTPABMATUYECKOTO CTPECCOBOIO PACCTPONCTBA.
4.2. Pe:kuM 103UPOBaHNS M CIOCO0 MPUMeEHEHUsI

PexxuM 103upoBaHusd

Henpeccugnvie 3nu300vl cpedHell u maxcenou cmeneHu msaxicecmu U peKyppeHmuoe 0enpeccugHoe
paccmpoucmeo

Pexomenayemast no3a cocrabnser 20 mr B cyTku. [Ipm HEoOXOIMMOCTH 1032 MOXKET OBITh
yBenudeHa ¢ marom 10 Mr B CyTKH 10 MaKCUMaJIbHOM 710361 50 MT' B CYyTKH B 3aBUCHMOCTH OT
KIIMHUYeCcKoro oTBeTa. Kak U mpu neueHun MoObIMH aHTHJICIIPECCAHTAMU, CIIEAyeT OLIEHHUBATh
3¢ (HEeKTUBHOCTH TEpaMK U MPH HEOOXOTUMOCTH KOPPEKTUPOBATh 103y Mpenapata [lapokcetnn
comodapM dYepe3 2-3 HeJETW TOCIEe Hadalla JICYCHUS M B JAIbHEHIIEM B 3aBHCHMOCTH OT
KJIIMHWUYECKHUX TTOKa3aHuH.

[TanmenTsl ¢ genpeccuei JOMKHBI MPOXOAWTH JIEUEHHE B TEUYEHHE JOCTATOYHOTO MEpUoaa
BPEMEHH ISl JTOCTHKEHUST OECCHMIITOMHOTO COCTOSHHSI. DTOT TEpPHOA MOXKET COCTaBISATh
HECKOJIbKO MECSIICB.

Obceccusno-komnyavcugrnoe paccmpoticmeso (OKP)

Pexomenayemas no3a cocrapisier 40 Mr B cyTku. JIedeHHe NanMeHToOB ClIeAyeT HAYMHATD C JJO3bI
20 Mr B CyTKH, KOTOPYIO MOKHO €KeHeIeTbHO oBbImath Ha 10 mr B cyTku. [Ipn HeoOxoqumocTu
71032 MOKET OBITh YBEJIMUEHA JJ0O MAKCUMAIBHOM 10361 60 MI" B CYyTKH.

[Tatmmentel ¢ OKP g0/KHBI MPOXOAUTH JI€YEHUE B TEYEHUE IOCTATOYHOTO MEPHOIa BPEMEHH ISt
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IOCTHXKEHHUS OECCUMIITOMHOI'O COCTOSIHHUSA. ITOT nepnoz['ﬂb_'l)l:;e;l %&gghﬁgmgdnlﬁbﬂé&h%

Ilanuueckoe paccmpoticmeo

Pexomennyemas nosa cocrasisier 40 Mr B cyTku. JleueHue naneHToB cieyeT HaYuHaTh ¢ J03bl
10 Mr B cyTKH, KOTOPYIO MOYKHO €XCHEIEIbHO NOBBIIIATh HA 10 MI B CyTKM B 3aBUCUMOCTH OT
KJIMHUYEeCKoro oTBera. [Ipy HE0OXO0IMMOCTH 71032 MOXKET OBbITh yBEJIMYEHA 10 MaKCHUMaJIbHOMN
110361 60 MI' B CyTKH.

Huskas HavanmpHas [o03a pPEKOMEHAYETCs JUIsli MHUHUMHM3ALIUU  BO3MOXKHOTO  yCHJICHUS
CUMIITOMAaTUKH IaHWUYECKOTO PacCTPOMCTBA, KOTOPOE MOXKET BO3HUKATH B HAyalle JICUYCHUS
JTaHHOTO PacCTPOUCTBA.

[TarueHTs! € TAHMYECKUM PACCTPONCTBOM JOJIKHBI IPOXOAUTD JICUEHUE B TEUEHUE JOCTATOUHOTO
nepuosia BPEMEHHU Il JOCTH)KEHUS OECCHMMITOMHOTO COCTOSIHHS. DTOT TIEPHOJ] MOXKET
COCTaBJIATh HECKOJIBKO MECSILIEB WK Ooiee.

Coyuanvhas ¢poous

Pexomenmyemas no3a cocrasisier 20 mMr B cyTku. [Ipr HE0OX0IMMOCTH TAaIMEHTaM, Y KOTOPBIX He
HA0JII0/1aeTCsl OTBET IIPU MCMOIb30BaHUM 20 MI' B CYTKH, 7032 MOKET OBITh YBEIMUYEHA C 11aroM
10 Mr B CyTKM 10 MaKCUMaJIBHOM 10361 50 MI' B CYTKH B 3aBUCUMOCTH OT KJIIMHUYECKOT'O OTBETA.
I'enepanuzosannoe mpesodicHoe paccmpoucmeo

Pexomenayemast no3za cocrabnser 20 mr B cyTku. [Ipm HEoOXO0AMMOCTH 1032 MOXKET OBITh
yBenuueHa ¢ maromM 10 Mr B cyTKH O MakCUMajabHOW 71036l 50 MI' B CyTKHM B 3aBUCUMOCTHU OT
KIIMHUYECKOIO OTBETA.

Ilocmmpasmamuueckoe cmpeccoeoe paccmpouucmeo

Pexomenayemast no3a cocrabnser 20 mr B cyTku. [Ipm HEoOXOIMMOCTH 1032 MOXKET OBITh
yBenuueHa ¢ marom 10 Mr go MakcumanbHOM J03bl 50 MI' B CYyTKM B 3aBUCUMOCTU OT
KJIIMHUYECKOIO OTBETA.

Oobwas ungopmayus

Ommena napokcemuna

Kak u npu neyeHnn IpyrumMu MCUXOTPOIHBIMU MpenapaTtaMu, clieyeT n30eratb pe3koil OTMEHbI
npenapata [lapokcetnn conopapm. Cxema MocTeneHHOro yMEHbIIEHHs J03b], HCIIOIb30BAHHAS B
NOCIEAHNX KIMHUYECKUX UCCIEA0BAaHUAX, 3aKI0YaIach B CH)KEHUN CYTOYHOM 10361 Ha 10 Mr B
Henemo. [Tocne noctrkenns 10361 20 Mr B CyTKH TAMEHTHI IPOJOJKAIN IPUHUMATH 3Ty 103y B
TeyeHue | Henenu, W JMIIb IOCJIE ATOrO Ipenapar OTMEHSUIM MOJHOCThI. Ecin cMMOTOMBI
OTMEHBI Pa3BUBAIOTCS BO BPEMs CHIDKEHHS J103bI MIIM MIOCTIE OTMEHBI Ipernapara, 1ejecoo0pa3Ho
BO300HOBUTH INPHEM paHee Ha3HAYCHHOH 103bl. B mocnemyiomieM Bpad MOXET MPOJIOJIKHUTH

CHHM)KEHME JI03bI, HO 00Jjiee MEICHHOE.
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Oco0bnIe I'pynIibl TaMEHTOB

COOTBETCTBYET ZKCNEPTHOMY OTUETY

Tlayuenmui nodcunozo eospacma
VY nauMeHToOB MOXWIOIO BO3pacTa KOHLIEHTpalMsl IAapOKCEeTHHAa B IJIa3ME€ KPOBH MOKET
YBEJIMUUBATHCS, OJHAKO JUAMA30H €ro KOHLIEHTPALMK B IUIa3Me KPOBU COBIIAJAET C TAKOBBIM Y
6oJiee MOJIOABIX NALIMEHTOB.
Y naHHOM KaTeropuy NAlUKWEHTOB TEPANMUIO CIEAYET HAYMHATh C J03bl, PEKOMEHIYEMOM MJIs
B3POCIIBIX, KOTOPask MOXET OBITH MOBBIIIEHA 10 40 MT' B CYTKH.
Tayuenmui ¢ napywenuem hyHkyuu nevyenu u/unu nouex
KoHuenTpanuss napokceTMHa B IIIa3M€ KPOBH YBEIWYMBACTCS y IALMEHTOB C TSKEIBIM
HapymeHneM (YHKIMKA TOYeK (KIUpeHC KpeaTHHHHAa MeHee 30 MII/MUH) WM y TAIMEHTOB C
HapymeHneM GyHkiun nedenu. [losToMy TakuM marueHTam cieayeT Ha3HavaTh 036l Ipernapara,
HaxXOZIIKECs Ha HIDKHEH T'PaHULle [uana3oHa TepaneBTHUECKUX J103.

eTH
[IpumeHeHrne napokceTMHa y JeTell M MoApocTKoB (Miajame 18 JeT) mpoTHBOIIOKA3aHO
(cM. pasaen 4.3.).

Cnoco6 IIPUMCHCHUA

Buytpb. Tabnetku ciemyer riorath, He pas3keBbiBas. [lapokceTnH comodapM peKoMeHIyeTcs

IPUHUMATH | pa3 B CYyTKH YTPOM BO BpeMs €/Ibl.

4.3. IIpoTuBONOKA3aHNS

e [ uUnepuyyBCTBUTEIBHOCTh K MApOKCETMHY MM K JIOOOMY M3 BCIOMOTaTelIbHBIX BEIIECTB,
MepPEYHCICHHBIX B pazjene 6.1.

e [lapokceTHH NPOTUBOMNOKA3aH B KOMOMHALIMU ¢ MHTHOUTOpaMu MoHOaMuHOKcHaa3sl (MMAO).
B HMCKIIOYMTENBHBIX COy4asx JHMHE30MH[] (AaHTUOMOTHK, SBISIOMIMNACA 00paTUMBIM
HecenekTUBHBIM IMAO) nomyckaercs KOMOMHUPOBATh ¢ MApOKCETMHOM TP YCIOBUH, YTO
npUeMJieMble albTePHATUBBI JIEUEHUSI JIMHE30IUIOM HEJOCTYIHBI, U TOTEHIMAIbHAS 110J1b3a
NPUMEHEHHUS JMHE30JM1a MPEBOCXOJUT PUCKU PA3BUTHUS CEPOTOHMHOBOIO CHUHApPOMA WU
3JI0Ka4€CTBEHHOTO HEMPOJIENTHUYECKOTO CHHAPOMA, KaK peakliy y ONPEeeIEHHOTO MMallieHTa.
Jlo;kHO OBITH JOCTYHNHO OCHAILEHHWE JUIS TIIATENbHOrO HAOMIOJIEHHs 3a CHUMITOMaMH
CEpPOTOHMHOBOT'O CHHJIPOMAa U MOHUTOPUHIA apTEPUAIBHOTO AABJICHUS.

JleyeHne napoKCETUHOM JIOITYCKaeTCsl:

- 4epe3 2 He/eNu Moce npeKpaiieHus jgeueHus: Heoopatumeivu UMAO;

- He MeHee 4yeM uepe3 24 4 rnociie npekpauieHus jeuenus ooparumbeivu UMAO (Hanpumep,
MOKJIOOEMWU /I, JIMHE30JIH/I, METHJITUOHUHUS XJIOPUJ (METUIICHOBBIN CHHHIA));

- JIOJDKHO MPOWTH HE MeHee | Heaenn MexXAy OTMEHOW MapOKCETUHA U HAa4yaJoM Teparnuu

mr006IM UMAO.
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[ ~TE _ UL
e [lapoxceTHH MPOTUBOMOKA3aH JIJIsl TPUMECHEHUS B KOM I/IHannﬁ:l'C' TH A3UHOM, [TOCKOIBKY.

“MEPTHOMY OTYETY

KaK U JIPyTHE Ipernaparhl, yrHeTaloIINe akTUBHOCTD NedeHouHoTo n3odepmenta CYP450 2D6,
MapOKCETHH MOJKET MOBBIIIATh KOHIICHTPAIMIO THOPHIa3MHA B IUIa3Me KpoBU. [IpumeHeHue
THOPUIA3MHA MOXKET MPUBECTU K Y/UTMHEHUIO HHTepBaia QTc 1 pa3BUTHIO CBSI3aHHOU C ATUM
SBJICHUEM >KEJTyJJOUKOBOM TaXUKapAHHU 110 TUITy torsades de pointes 1 BHE3aMTHON CMEPTH.

e [lapokceTuH NpOTUBONOKA3aH B KOMOMHAIINH C TUMO3UIOM.

e Jleru u mnoapoctkn Miaame 18 ner. KoHTponmupyemble KIMHUYECKHE HCCIEIOBAHUS
MapOKCEeTHHA TPH JICUCHUH JCTIPECCUBHBIX IMMH30/I0B CPEIHEH U TSHKETIOW CTENEHU TSKECTH U
PEKYpPEHTHOTO JIETIPECCUBHOIO PACCTPOICTBA y JeTe U MOAPOCTKOB HE JOKa3alu ero
3¢ (peKTUBHOCTh, MO3TOMY MAPOKCETUH HE MOKa3aH JUIsl JICYCHHsS YKa3aHHOW BO3pacCTHOU
rpynnbl. besonacHocTs ¥ 3 (PEKTHBHOCTh MAPOKCETUHA HE U3YYAIUCHh NMPU MPUMEHEHUH Y
MalMEeHTOB MJIAIICH BO3PACTHON KaTeropuu (Miaiiie 7 JIeT).

4.4. OcoOble ykazaHusl U MepPbl NPEeI0CTOPOKHOCTH NPH NPUMEHEHUH

Knnandeckoe YXVIIIEHUE U CYHIUIAIBHBIN PUCK YV B3POCIBIX

Monoapie manueHThl, OCOOCHHO C JICIPECCHBHBIMH 3IU30/1aMU CPEIHEH M TKEIION CTEIeHU
TSOKECTH W PEKYPPEHTHBIM JICTIPECCUBHBIM PAacCTPOMCTBOM, MOTYT OBITh TOABEPIKECHBI
MOBBIIIEHHOMY PHUCKY Pa3BUTHUS CyMIMJAIBLHOTO MOBEACHUS BO BpeMs Tepanvy NapOKCETHHOM.
AHaiu3 NpoBeIeHHBIX I1ae00-KOHTPOIUPYEMBIX HUCCIEIOBAaHUN Y B3POCIBIX C ICUXHUYECKUMHU
3a00JICBaHUSIMU  CBHJIETETILCTBYET 00 YBEIMYCHHHM YacTOTHl CYHUIMIAIBHOTO TIOBEICHUS Yy
MOJIOJIBIX TIAIIMEHTOB (B MPOCHEKTHBHO ONpeAeiIeHHOM Bo3pacte 18-24 ner) Ha ¢one mpuema
MapoKCeTHHA IO CpaBHEHHIO ¢ rpymnmoi ruanebo: 17/776 (2,19 %) npotus 5/542 (0,92 %)
COOTBETCTBEHHO, XOTsS HAONI0JIJaeMO€ pa3uuue HE SBISUIOCh CTaTHUCTUYECKH 3HAYMMBIM. Y
MaIMEeHTOB 00JIee CTApIIMX BO3PACTHBIX Tpynm (0T 25 10 64 yet u crapiie 65 JIeT) yBeluueHue
YacTOTHl CyHIIMJAILHOTO TTOBECHHS HE HAOIIONATOCh. Y B3POCIBIX BCEX BO3PACTHBIX TPYII C
JIETIPECCUBHBIMU  SMU30/laMU  CpeAHEH U TSKEJIOW CTeMEeHW TSKECTH U PEeKypPpPEHTHBIM
JIETIPECCUBHBIM PaCCTPONCTBOM HAOIIOAATIOCH CTATUCTUYECKH 3HAYMMOE YBEIHMUCHHE KOJIMYECTBA
CIydaeB CyWITUIATBHOTO TIOBEACHUS Ha (POHE JICYEHHUS] TAPOKCETHHOM TI0 CPaBHEHHIO C TPYIIION
wranebo (yacrora cymnuaanbHBIX mombIToK: 11/3455 (0,32 %) mpotue 1/1978 (0,05 %)
COOTBETCTBEHHO). OtHaKO OOJBIIMHCTBO 3THX CiIy4aeB Ha (hoHE mpuema napokceTrsa (8 uz 11)
ObUIO 3aperUCTPUPOBAHO Y MOJOABIX MalueHToB B Bo3pacte oT 18 mo 30 ner. [lanHsble,
MIOJTyYCHHBIE B UCCIIEIOBAaHUH C yYacTHEM MAIMEHTOB C JCTIPECCUBHBIMU SITU30/IaMH CPEIHEH 1
TSOKETIOW CTENeHW TSDKECTH M PEKYPPEHTHBIM JCTIPECCHBHBIM  PAaCCTPOHCTBOM, MOTYT
CBU/IETEJILCTBOBATH 00 YBETMYEHUH YAaCTOTHI CIIy4aeB CyHIMJAIBHOTO TIOBEACHHUS Y MAalMEHTOB
MOJIOJIOTO BO3PACTa, KOTOPOE MOXKET COXPAHATHCS M Y MAIIMEHTOB cTapuie 24 JeT ¢ pa3iTu4yHbIMU

MICUXUYECKUMHU PACCTPOHCTBAMH.
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. (0 OB HOCTE 00027 .
Y manueHToB ¢ enpeccueit 000CTpeHHEe CUMITTOMOB I/I/I/IJ‘BI TIOSIL%‘&-H/I%'CJ/_ aJTbHI-l:IX' MBbICIIEH U

CYHMIIHJIATBHOTO TIOBEICHUS (CYUIUIaTIBbHOCTh) MOTYT HAOII0OaThCS HE3aBUCHMO OT MOJyYeHUS
AHTHUJICTIPECCAHTOB. DTOT PUCK COXPAHSETCS JI0 TEX MOp, MOKa He OYET JOCTUTHYTA BhIpasKEHHAS
pemuccus. B nienom, KIMHUYECKUH OMBIT MPUMEHEHHSI BCEX aHTHICTIPECCAHTOB MOKA3bIBACT, YTO
PHUCK CyUIIUAa MOKET YBEIMUMUBATHCA HA PAHHUX CTAJUSAX BBI3IOPOBICHUA. J[pyrue ncuxuyeckue
paccTpoiicTBa, IS JICUCHUS KOTOPHIX TOKAa3aH IMapOKCETHH, TOXE MOTYT OBITh CBS3aHBI C
MOBBIIICHHBIM PUCKOM CYULIUJIAJTLHOTO MOBEICHHUS, 3T PACCTPOMCTBA TAKKE MOTYT COUETATHCS C
JNENPECCUBHBIMU 3MHU30/laMU  CpPEAHEH U TSHKENOM CTEeNEeHH TSHKECTH U PEeKYPPEHTHBIM
JENPECCUBHBIM paccTpoiicTBOM. Kpome Toro, HanbompiieMy pucKy CyUIUMAaIbHBIX MBICTCH WK
CYMIIUJAIBHBIX TIOMBITOK TOJIBEPralOTCS MAIMEHThI, UMEIOIIMEe B aHaMHE3€e CYHIUAAIBHOE
MOBEJICHUE WM CYWUIUJATbHBIE MBICIH, MAIlMEHTHI MOJOJOTO BO3pPACTa, a TAKKE MAIUEHTHI C
BBIPQXCHHBIMU CYHMIIMJIATbHBIMU MBICISIMUA 70 Hayana JedeHusa. HeoOxomumo obecneuuThb
HaOII0/IEHUE 32 BCEMU MAIlIeHTaMU JJIs CBOEBPEMEHHOTO BBISIBICHUS KIIMHUYECKOTO YXYAIICHUS
(BKJIFOUAsE HOBBIE CHMIITOMBI) M CYHMITUAAIBHOCTA BO BpEMsl BCEro Kypca JieueHus, OCOOCHHO B
HayaJie JISYCHUs!, MJIM BO BpeMs U3MEHEHHUS J103bI Ipernapata (YBeIUUeHUS UM CHUKEHUS).
[TarueHTOB (M TEX, KTO 32 HUMU YXa)KMBAET) BAYKHO MPEAYIPEIUTH O HEOOXOAUMOCTH CIEAUTD 32
YXYAIIEHUEM WX COCTOSHHUA (BKJIIOYAs Pa3BUTHUE HOBBIX CHUMITOMOB) W/WIH TOSIBICHHUEM
CYHMITUJAIBHOTO TOBEICHUS WU MBICIIEH O MPUYMHEHUU cebe Bpena. B ciyyae BO3HUKHOBEHUS
TUX CHMIITOMOB HEOOXOJMMO HEMEJICHHO OOpaTUThCA 3a MEAMIIMHCKONW TOMOIIIBIO.
Heo0xoaumMo MOMHUTE, YTO MOSIBJICHUE TAKHX CUMIITOMOB, KaK a)XUTAIHsl, aKaTU3US WU MaHUs
MOKET OBITh CBSA3aHO KaK C OCHOBHBIM 3a00JI€BaHMEM, TaK U SBIATHCA IOCIEICTBUEM
IIPUMEHSAEMON Teparuu.

[Ipy BO3HHMKHOBEHMM CHMITOMOB KIWHUYECKOTO YXYIIIEHUs (BKJIIOYAas pPa3BUTHE HOBBIX
CUMITOMOB) W/WUHM CYHMIIMJANBHBIX MBICTIEH W/WIM CYMIIUJANBHOTO TIOBEIEHUS, OCOOCHHO MpH
BHE3AITHOM UX MOSIBJIEHUU, HAPACTaHUU TSXKECTHU MPOSIBICHUHN, UITU B TOM CITy4ae, €CJId CUMITOMBbI
HE SIBJSUTNCh 4YacThIO TMPEAIMISCTBYIONIETO CHUMITOMOKOMIUIEKCA Yy JaHHOTO IIaIMeHTa,
HEO0OXOAMMO MTEPECMOTPETh PEKUM TEPAITUH BILIOTH /10 OTMEHBI IIpernapara.

Axatusus

B penkux ciyyasx nedeHHe MAPOKCETHHOM WIIHM JAPYTUMHU MpenaparaMu TPYIIbI CEIEKTUBHBIX
UHTHOMTOPOB 0OpaTHOTrOo 3axBara ceporonnna (CHO3C) compoBoKaaeTCsl pa3BUTHEM aKaTH3HH,
KOTOpasi IPOSIBIISIETCSI YyBCTBOM BHYTPEHHETO OECIIOKOMCTBA U TICHXOMOTOPHOTO BO30YK/ICHNUS,
KOrJla TMAalUeHT HE MOXET CIIOKOWHO CHUIETh WM CTOSITh, MPU aKATU3HH IMAIUEHT OOBIYHO
UCTIBITHIBACT CYOBEKTUBHBIN UCKOM(DOPT. BEepoITHOCTh pa3BUTHS aKaTU3MH HanOoJiee BBICOKA B

INEPBBIC HECKOJIBKO HEACIIb JICUCHUS.



COOTBETCTEYET JKCNEPTHOMY OTUYETY
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o o o noc B4
CepOoTOHWHOBBIN CUHAPOM, 3J10KAUYECTBEHHBIN eI/IDOJIeH’H/It[e'CEEP;CI/ﬁ'IH

Ha ¢one neueHust mapoKCETUHOM B PEIKUX CIIydasiX MOXKET Pa3BUThCS CEPOTOHHMHOBBINA CUHAPOM
WM CHMIOITOMATHKA, T0100Has 3I0Ka4€CTBEHHOMY HEHPOJIEITHYECKOMY CHHIPOMY, B YaCTHOCTH,
€CJIM MAPOKCETHUH UCHOJB3YIOT B KOMOMHALIMY C IPYTUMHU CEPOTOHUHEPTHUYECKUMH MIpernapaTaMu
U/WIM HeHpOoJenTUKaMHU. DTU CUHAPOMBI MOTYT MPEACTABIATh NOTEHIUAIBHYIO YTPO3Y KU3HU, U
[I03TOMY JIEYEHHE NApOKCETUHOM HEOOXOJUMO MPEKpaTUTh B CiIydae UX BO3HUKHOBEHUS
(cocTOsIHMS XapaKTEepHU3YIOTCsl TIpylHlaMH TaKUX CHUMITOMOB, KaK THUIEPTEPMMsI, MbIILIEYHAS
PUTUIHOCTh, MUOKJIOHYC, BEre€TaTHUBHBIE PACCTPOMCTBA C BO3MOXHBIM OBICTPHIM HM3MEHEHHUEM
noKa3aresiel *KU3HEHHO BaKHBIX (PYHKUIMNA, U3MEHEHHS MCHUXMYECKOIro CTaTyca, BKIIOYAIOIINE
CIyTaHHOCTb CO3HAHMUS, Pa3JpaKUTEIbHOCTh, KpPalHE TSDKEIYI0 aXKUTALUIO, IPOrPECCUPYIOLLYIO
JI0 JeUpUs U KOMbBI) U HauyaTh MOJJEPKHUBAIOLIYI0 CUMITOMATUYECKYIO Tepanuto. [lapokceTnn
HE JOJDKEH MPHUMEHSThCS B KOMOMHAIMU C TPEIIIeCTBEHHUKAMHU CEPOTOHMHA (TaKUMU Kak
L-TpuntodaH, OKCUTPUIITAH) B CBSI3U C PUCKOM Pa3BUTHS CEPOTOHUHEPTUIECKOTO CHHAPOMA.

Manus u GunoasspHOE PaccTPOCTBO

BonbIioit AenpeccuBHBIN SMU301 MOXKET SBISATHCSA HAYAJIBHBIM IPOSBICHHEM OHUIOISIPHOTO
paccrpoiictBa. IlpuHATO cunTaTh (XOTS 3TO U HE JOKA3aHO KOHTPOJIUPYEMBIMU KIMHHUUYECKUMHU
UCCIICIOBAaHUSIMHU ), YTO JIEYEHHE TAaKOro SMHM30/a OAHMM TOJBKO AHTHIEHPECCAHTOM MOXKET
YBEIUYUTh BEPOSATHOCTh YCKOPEHHOI'O PA3BUTHs CMEIIAHHOIO WJIM MAaHHMAKAJIbHOTO 3MM301a y
MAIMEHTOB, NIOJIBEP>KEHHBIX PUCKY BOSHUKHOBEHHUS OUIOJISPHOTO pacCTPONCTBRA.

[Tepen HauanoM JeueHHs aHTHIETIPECCAHTOM HEOOXO0IMMO MPOBECTH TIIATEIbHBIN CKPUHUHT 115
OLIEHKM PHUCKAa BO3HUKHOBEHMS Y JAaHHOTO TMalMEHTa OWIIOJIIPHOIO pacCTpOMCTBA; Takou
CKPUHUHT JIOJKEH BKJIIOYATh cOOp AETaIbHOTO NCUXUATPUUECKOI0 aHaMHe3a, BKIII0Yas JaHHbIE
0 HaJM4YMU B CEMbE CIydyaeB CyMIIMJa, OWIOJIIPHOTO paccTpoiicTBa M aenpeccuu. Cremyer
OTMETHUTH, YTO MAPOKCETUH HE NMpEAHA3HAYEeH U JICYCHMs INEIPECCUBHOIO 3MHU304a B paMKax
oumnosisipHoro pacctpoiicta. Kak u 1pyrue aHTHIEIPECCAHThI, TAPOKCETHH CIIeTyeT NPUMEHSTh
C OCTOPOYKHOCTBIO Y ITALIMEHTOB, UMEIOIINX B aHAMHE3€ MaHUIO.

Tamokcuden

B HekoTOphIX UCCIENOBaHMAX IMOKa3aHO, 4YTO APPEKTUBHOCTh TaMOKCU(EHA, KOTOPYIO
OLICHUBAIU II0 PUCKY Pa3BUTUsA pELUIUBA paKa MOJIOYHOM JKEIE3bl U JIETAIIBHOCTU, MOXKET
YMEHBIIAThCA MPU COBMECTHOM IPHUMEHEHHUHU C IMapOKCETMHOM B pe3yibTare HeoOpaTHMMOro
UHruOupoBaHus mnapokcetuHoM wu3zopepmenta CYP2D6. Puck wmoxer Bo3pactaTh HOpu
JUINTEIbHOM COBMECTHOM MpuMeHeHHH. IIpu mpuMeHeHMHM TamMoKcudeHa sl JIEYeHUS WIH
npopMIAKTUKNA PaKa MOJIOUHOW JKeNle3bl CIEIyeT pacCMOTPETh BO3MOXKHOCTb HCIOJIB30BAHUS
JIBTEPHATHUBHBIX AHTHICIPECCAHTOB, KOTOPBIE HE OKAa3bIBAOT MHIMOMPYIOLIETr0 BO3IEHCTBHSI Ha

nzodepment CYP2D6 wiu oka3siBatoT 3TOT 3()PPEKT B MEHBIIICH CTETICHH.



ot 21.11.2023 N2 24455
(NOCNEQCBATENEHOCTE 0002)

IlepenoMEbl KOCTEN

COOTBETCTBYET ZKCNEPTHOMY OTUETY

B snuaemMuonoruyeckux MCCIIEIOBAHMUSIX IO OLIEHKE pHUCKA pa3BUTUS MEPEIOMOB KOCTEH
BBISIBJICHA CBSI3b IIEPEIOMOB KOCTEH C MPUEMOM HEKOTOPBIX AaHTHACIPECCAHTOB, BKIIOYAs
npenapatsl rpynmnsl CUO3C. Puck Habmo1ancs B TeUeHUE Kypca JSUCHUS aHTHACTPECCaHTaMH U
ABIISJICS. MAKCUMAJIBHBIM B Hadajie Kypca Tepanuu. BeposTHOCTH meperioMoB KOCTed AO0KHA
YUYHUTBIBATHCS IPU MPUMEHEHHUH MApOKCETUHA.

CaxapHblil quader

VY manueHToB ¢ caxapHbIM auabeTom jedenue npenaparamu rpymnmnbsl CUO3C MokeT BIUsATh Ha
MOKa3aTeIu TJIMKEMHUYECKOro KOHTpoJid. MoxeT moTpeOoBaThCsl KOPPEKIUsS J03bl MHCYJIHMHA
W/WJIH TIePOPATBHBIX THIOTJIMKEMHYECKUX MTPENapaToB.

UMAO

JleyeHne MapoOKCETMHOM ClENyeT HAuYMHATh C OCTOPOXKHOCTBIO uepe3 2 Heaenu Iocie
npekpaineHus uedeHuss Heoopatumbimu MMAQO wunu gyepes 24 4 mocie mpeKpaiieHus JeueHus
obpatumbiMu UMAO. Jlo3y mapokceTnHa HE0OXOAMMO TOBBIIIATH TOCTETIEHHO /10 JTOCTHUXEHUS
ONTHMAJILHOTO TEPAIEBTHUECKOTO 3P deKTa.

Hapymenus d)VHKHI/II/I ITOYCK MJIN IICYCHHU

Pexkomenayercsi coOmtolaTh OCTOPOKHOCTh NPU MPUMEHEHUH MapOKCETHHA Y TMAalUeHTOB C
TSOKETION CTEMEHbI0 HapylieHus (QYHKIMH MOYEeK WJIM TAI[MEHTOB C HapyIIeHUSMU (YyHKIHUHA
MeYEeHHU.

Onuaencus

Kak u npyrue aHTHAenpeccaHTbl, MAPOKCETUH CIEAYyeT MNPUMEHSITh C OCTOPOKHOCTBIO Yy
MaIIEeHTOB C DIMJICTICUEH.

CyIopoKHBIE IPUTIAIKHT

Yacrora cy1OpOKHBIX MPUIIAJKOB Y MALIMEHTOB, IPUHUMAIOIINX IIAPOKCETHUH, COCTABIISAET MEHEE
0,1 %. B cimy4yae BO3HUKHOBEHUS CyJIOPOKHOTO MPUIIAJKA JEUYSHHE MapOKCETUHOM HEOOX0IMMO
IIPEKPATHUTb.

DIEeKTPOCYIOPOKHAS TEPAITUS

HMMeercsa JMIIb OrpaHUYEHHBIM ONBIT OAHOBPEMEHHOIO IIPUMEHEHHUS IIapOKCETUHA U
AIIEKTPOCYAOPOKHOU TepaIuu.

['mayxoma

Kak u npyrme npemnapartsr rpynnel CMO3C, mapokceTHH MOXET BbI3BIBATH MHJApPHA3, U €r0
HE00XO0IMMO MPUMEHSTH C OCTOPOKHOCTHIO Y MALIMEHTOB C 3aKPHITOYTOJIBHOM II1ayKOMOH.

' unoHarpuemMus

[Ipy nedyeHWH TAPOKCETMHOM  TUIIOHATPUEMHS  pa3BUBAETCs  peaKo, HaOmomaercs

MNPEUMYIIECTBECHHO Y IMOXKHUJIIBIX MMTAIUCHTOB U HUBCJIUPYETCA IMMOCJIC OTMEHBI ITaPOKCCTUHA.



COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 21.11.2023 N2 24455
(NOCNEQCBATENEHOCTE 0002)

KpoBoTteuenust

Coo01manocs 0 ciaydasx pa3BUTHA KPOBOTEUEHHUS Yepe3 KOXKY U CIU3UCTBIE 000JI0UYKH (BKIIOYAs
KEITYOYHO-KUIIIEYHbIE W THHEKOJOTUYECKHE KPOBOTCUCHHS) y IMAllMEHTOB Ha (OHE TIpuemMa
napokceruHa. [loaToMy mapokceTuH cleAyeT MNPUMEHSITh C OCTOPOXKHOCTHIO Yy TMAllMEeHTOB,
KOTOpBIE OJHOBPEMEHHO MOJTy4aloT MpenapaThl, MOBBIIAIOIINE PUCK PA3BUTUS KPOBOTCUCHHUI, Y
MAlMEHTOB C M3BECTHOM CKJIOHHOCTBHIO K KPOBOTEUYEHHSIM M y MAlMEHTOB C 3a00JI€BaHUAMH,
MpeApacIoaraloliuMi K KpPOBOTCUCHUSIM.

ITpuem npenaparos rpynn CHUO3C, ceneKTUBHBIX HHTHOMTOPOB 0OOPAaTHOTO 3aXBaTa CEPOTOHHHA
u Hopaapenanuaa (CMO3CH) MoskeT MOBBIIIATh PUCK Pa3BHUTas MMOCICPOIOBOIO KPOBOTCUECHHUS
(cM. pazgaensr 4.6., 4.8.).

3aboaeBanns cepaia

HpI/I JICUCHHUHN ITallUCHTOB C 3a00J1€BaHUSIMHA cepana ciaeayer CO6J'II-OI[8.TB OOBLIYHEIE MCPBI
MpeaAOCTOPOIKHOCTH.

CI/IMHTOMI)I, Ha6JHOI[a€MI>I€ Opy IPCKpaAICHUHN JICUCHUSA MTaPpOKCETHHOM Y B3POCIIbIX

[Io paHHBIM pe3yJbTATOB KIMHUYECKUX MCCIEAOBAHMM Yy B3pPOCIBIX BCTPEYAEMOCTH
HE)KeNaTeIbHBIX PEaKLUi MPH MPEKPALCHUH JCYCHHUS Y AIIMEHTOB, IPUHIMABIINX TAaPOKCETHH,
coctaBisiia 30 %, Torja Kak BCTPEYaeMOCTb HEXeNaTelIbHBIX peakiuil B rpymne Iuanedo
cocraBisiia 20 %. Bo3HMKHOBEHHE CHMIITTOMOB OTMEHBI HE O3HA4YaeT, YTO IMperapar BHI3bIBACT
IMPUBBIKAHUC WJIX 3aBUCUMOCTL, KaK 3TO HMECT MECTO B ClIyda€ C BCIICCTBAMU, ABJIAIONIUMUCH
PEIMETOM 3JI0yHOTPEOIICHHS.

OnucaHbl TakhMe CUMITOMBI OTMEHBI KaK T'OJIOBOKPY>KEHHE, CEHCOPHbIE HapyIlleHUs (BKIoYas
napecTe3ny, OUTYIEHUE y1apa MIEKTPUYECKUM TOKOM U IIIyM B yIIaX ), HApYLIEHUs CHa (BKJItoYast
SAPKHC CHI)I), AKHUTAOuAg WA TpEBOra, TOONIHOTA, TPEMOP, CIIYTAHHOCTH CO3HAHM:, IMOBBIIICHHOC
NOTOOT/EJCHNE, TOJIOBHAas OOMb W JAuapes, OILIyLIEHHE cepAleOueHus, 3MOLMOHANIbHAs
JTa0MIIBHOCTh, Ppa3JpaXUTENbHOCTh M 3pUTeNbHbIe HapylieHus. OOBIYHO OSTH CHMIITOMBI
BBIPAXKCHBI ci1abo Wi YMEPECHHO, HO Y HCKOTOPBIX IMAIUCHTOB OHHU MOTI'YT OBITh TSKEILIMH.
OOBIYHO CHMIITOMBI Pa3BUBAIOTCS B TIEPBBIE HECKOJILKO JHEH TOCIIe OTMEHBI ITperapara, OJHaKO
B OYEHb PEAKHUX CIy4yasX BO3HUKAIOT y MAllMEHTOB, KOTOPBIE CIyYaifHO MPOMYCTHIIN IIPHUEM J03bI.
Kak npaBuiio, 3TM CUMIOTOMBI NMPOXOIAT CIIOHTAaHHO M MCUE3AI0T B TEUEHUE 2 HeNlelb, HO Y
HEKOTOPBIX MAIHEHTOB CUMIITOMBI MOTYT COXPaHSTHCS TOPa3o nojbine (2—3 Mecsna u doee).
PeKOMeHJIyeTCSI CHMXXAaTb 03y MapOKCETUHA IMOCTCIICHHO, HAa NMPOTAXKCHUN HECKOJIBKUX HEACIIb
WIA MECSIEeB IMepell €ro IMOJHOW OTMEHOW B 3aBHCHMOCTH OT IMOTpeOHOCTEH KOHKPETHOTO
NalyeHTa.

CekcyanpHas I[I/ICd)VHKHI/ISI

[Tpenaparel rpynmel CMO3C MOryT BBI3BaTh CHMIITOMBI CEKCyaJIbHOW MHCPYHKIWU. bbum
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COOOILIEHUsI O COXPAaHEHUH CHUMIITOMOB CEKCyallbHOM ﬁ%&ﬁm%ﬁ;EQEQ;'HEEKﬁa%HHH

npuema CHO3C.

CI/IMHTOMBI, Ha6JHOI[aeMBIe npy NPCKpaCHUN JICUCHUA MapOKCETHHOM Y ﬂeTeﬁ 1 1OAPOCTKOB

[To pe3ynpTaraM KIMHHUYECKUX HWCCICAOBAaHUN Yy JHeTed M MOAPOCTKOB BCTPEYaEMOCTh
HEXKEJNATEbHBIX PEaKIUi MPU MPEKPALICHUH JICYCHHUS Y TTAIIMEHTOB, IPUHIUMABIINX TAPOKCETHH,
cocraBnsiia 32 %, TOra Kak BCTPEUAEMOCTh HEXKENATeNbHBIX PEaKIHid B TpyIie Iuanedo
cocrainsina 24 %. Ilocine OTMEHBI NApOKCETHHA CJEAYIOLIME HEXKENaTeNIbHbIE peaKluu
PETUCTPUPOBAINUCH KAK MUHUMYM Y 2 % MallMeHTOB U BCTPEeUaIlCh KaKk MUHUMYM B 2 pa3a yaile,
4YeM B IpyMIe IUianedo: 3MOIMOHAIBHAS JIAOMIBHOCTh (B TOM YHCIIE CYHIIMIAILHBIC MBICIIH,
CyWUUAAJbHBIE  TIONBITKA, W3MEHEHHsS HACTPOCGHUS W IUIAKCHBOCTH), HEPBO3HOCTD,
TOJIOBOKPY>KEHHUE, TOITHOTA U OOJIb B KHBOTE.

BcnomorarensHbIe BEIECTBA

[Tpenapat [TapokceTun conodapm coaepkut meHee yeM 1 Mmonb HaTpus (23 mr) B TabaeTke, TO
€CTh MIPAKTUYECKH HE COACPIKUT HATPHSI.

Jlern 1 moapocTku (mutazamie 18 jer)

[Ipenapat [1apokceTun conodapM He ciieyeT MPUMEHSTh y JeTei U MOAPOCTKOB Miamie 18 jer.
Jleyenune aHTHIENIpECCAHTAMU JCTEH M MOAPOCTKOB C JICTIPECCHBHBIMU AIU30JIaMU CPEIHEH U
TSOKETION CTETNeHW TSKECTH, PEKYPPEHTHBIM JICTIPECCUBHBIM PACCTPOWCTBOM U JIPYTUMHU
MICUXUYECKUMU 3a00JI€BaHUSAMH COMPOBOXKJIAETCS TOBBIIICHHBIM PUCKOM BO3HUKHOBEHUS
CYMIUAAIBHBIX MBICIIEH U CYMIIMIAIBHOTO MTOBEACHUS.

B kJIMHHUYECKMX HCCIIEIOBAaHUAX HEKENATEIbHbIE PEAKIUHU, CBSI3aHHBIE C CYUIMAAIBHBIMU
MOMBITKAMUA M CYUIIUJATBHBIMH MBICISIMHU, BPaXKIEOHOCTHIO (TIPEUMYIIECTBEHHO arpeccusi,
JIEBUAHTHOE TIOBEJICHWE W THEBJIMBOCTH), dYalle HAOMIOJAIMCh y JETeH H TOJIPOCTKOB,
MOJIy4aBUIMX IMAPOKCETUH, YeM Yy MAIlMEHTOB 3TOM BO3PACTHOW TPYyIIIbI, KOTOPbIE MOJy4allu
mwrane6o. B HacTosimiee BpeMs OTCYTCTBYIOT JaHHBIE O JOJTOCPOYHON Oe30macHOCTH
MapOKCETUHA JIJISl IETeH U TTOAPOCTKOB, KOTOPBIE KacaluCh OBl BIMSHUS ATOTO TIpernapara Ha pocT,
CO3peBaHNe, KOTHUTUBHOE U TIOBEJCHUYECKOE Pa3BUTHE.

4.5. B3amMmopeiicTBHe ¢ PYrHMH JIEKAPCTBEHHBIMH MNpenapaTtaMM M JApPyrue BHJbI
B3aUMO/IeHCTBUSA

CeDOTOHI/IHeDFI/I‘—IeCKI/Ie npenapaTbl

IIpumeHeHne mnapokceTuHa, Kak W Japyrux mnpenaparoB rpynmnel CHMO3C, ogHOBpeMEHHO ¢
CEepOTOHMHEPTMYECKUMHU TMperapataMi MOXET BbI3bIBaTh 3¢ (dekThl, cBsa3anHele ¢ S5-HT
peuenTopaMu  (CEpOTOHHMHOBBIH  cuHapom). [Ipy  OIHOBpEMEHHOM  TNPHUMEHEHHUH
CEepOTOHMHEPTUYECKUX MIPEnapaToB (Takux kak L-Tpunrodan, npenapaTsl U3 IpyIbl TPUITAHOB,

Tpamazon, mnpenaparbl rpynmnel CHUO3C, nutuii, ¢deHTaHnua W mpenapaTbl  3BepoOos
10
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IIPOABIPSIBIIEHHOT0) C IMAapOKCETHHOM HEOOXOIMMO co'&%&al%%%‘p%%lépf; [:I/I:II'IBE):IIS:IC;'II:I[I/ITB
POIBIp ) p

TILATEJIbHBIN KIMHUYECKUA MOHUTOPHHT .

OpnHoBpeMeHHOE TpuMeHeHHe MmapokcetnHa ¢ MMAQO, Bkiouast JTHHE30JU[ (aHTUOMOTHK,
SIBJISTFOIITUICS 00paTuMbIM HeceleKTUBHBIM IMAQ) 1 METHIITHOHUHHUS XJIOpUJT (METHUIICHOBBIM
CUHMUI1), TPOTUBOMOKA3aHO.

ITumosun

B wuccnenoBanuu 0JHOBPEMEHHOI'O NMPUMEHEHMS] MApPOKCETMHA W MHUMO3HMJAa B OJHOKPATHOM
HU3KOW /103€ (2 Mr) 3aperucTpupoBaHO MOBBIIICHUE KOHLEHTpauuu numosuna. JlaHuwii ¢akt
OOBSCHIETCS M3BECTHBIM CBOWCTBOM IMApOKCETHMHA yrHeTaTh cucteMy u3odepmenta CYP2D6.
BcenencrBue y3koro TepaneBTHMUECKOrO MHJIEKCAa MHUMO3UIa M €ro W3BECTHOM CIIOCOOHOCTH
yumHATh  uHTepBan QT  ogHOBpeMEeHHOE TpPUMEHEHHWE TMHUMO3WAa W MapOKCETHHA
IIPOTUBOIIOKA3aHO.

DepMeHThI, VUACTBYIOIINE B META00IM3ME JICKApPpCTBCHHLIX IIPCIIapaTOB

Metabonu3m U GpapMaKOKHHETHKA MAapOKCETHHA MOTYT U3MEHSTHCS MO BIMSHUEM WHIYKIUH
WJIA MTHTUOUPOBaHUS (PEPMEHTOB, YUACTBYIOUINX B META00IM3ME JIEKAPCTBEHHBIX PErapaToB.

[Ipy mpUMeHEeHMHM NApOKCETHHA OJHOBPEMEHHO C W3BECTHBIM HHTUOUTOPOM (HDEpPMEHTOB,
YyYacTBYIOUIMX B MeTa0OJM3Me JIEKAPCTBEHHBIX IIpenapaToB, CIEAyeT pPEKOMEHI0BaTh
IpPUMEHEHHE TapOKCeTMHa B J103€, HaXOJsIIeHcs Ha HIKHEH TIpaHULEe [AuarazoHa
TepaneBTUYeCKuX 103. HauanbHyto 103y MapoKCeTHHA HE KOPPEKTUPYIOT, €CIH €ro MPUMEHSIOT
OJTHOBPEMEHHO C MpEenapaToM, KOTOPBIH SBISETCSd W3BECTHBIM HMHIYKTOPOM (DEPMEHTOB,
YUacTBYIOUIMX B MeTaboIM3Me JIeKapCTBEHHBIX IpenapaToB (Hampumep, KapOamaszenuH,
pudamnunuH, peHodapouTai, penutonn). Jlrodas nocnenyromnas KOPPEKIHs 103bl MAPOKCETHHA
JIOJIKHA ONPENENSThCS €ro KIMHUYECKUM 3(hPekToM (IEpeHOCUMOCTBIO U 3PPEKTUBHOCTHIO).

docaMIpeHaBUp M PUTOHABUP

OnHoBpeMeHHOE TMpUMEHEeHHe (ocaMIIpeHaBUpa/PUTOHABUPA C TMAPOKCETHHOM TMPUBOAMIO K
3HAYUTEIILHOMY CHWIKCHHMIO KOHIICHTpAIlMM TApOKCETHHA B TuTa3Me KpoBU. KOHIEHTparuu
dbocaMIipeHaBUpa/pUTOHABHpPA B TUIA3ME€ KPOBH TIPH OJHOBPEMEHHOM TPUMEHEHUH C
MapOKCETUHOM OBLITH COTMIOCTABUMBI C KOHTPOJIHHBIMU 3HAUEHUSIMH U3 JPYTHX UCCIECIOBAHUH, UTO
yKa3blBa€T Ha OTCYTCTBHE CYIIECTBEHHOTO BIIMSHHUS TAPOKCETHMHA Ha MeTaboIu3M
docamripeHaBUpa/puTOHAaBHpA. J[aHHBIE O BIHMSHHUH JIOJTOCPOYHOTO COBMECTHOTO NMPUMEHCHHS
nmapokceTnHa ¢ (ocaMIpeHaBUPOM/PUTOHABUPOM OTCYTCTBYIOT. JIF00ast KOppeKmus 03Bl
MapoOKCEeTHHA JOJDKHA OINPEACNAThCA €ro KIMHUYeCKuM d(dexToM (IMepeHOCUMOCThI0 U
3P PEKTUBHOCTHIO).

[IpouukInanH

E>xeTHEeBHBIN TPUEM NTAPOKCETHHA 3HAYMMO NOBBINIAET KOHIEHTPALUIO IPOLIUKIUANHA B IUIa3Me
11
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KkpoBH. TIpy pa3BUTHH AHTHXOMMHEPrHueckuX G dheKTon E(ij-llgc;llm J‘II‘/III%'E& t!lem}_e'r CHPI3HTB

HDOTI/IBOCVZ[ODO)KHBIG npenaparsl

OnHOBpeMEHHOE  MPHMEHEHHWE  MApOKCeTHHA W MPOTHBOCYAOPOXKHBIX  MPENnaparoB
(kapbamazenuH, (EHUTOWH, BaJbIIPOAT HATPHs) HE BIMSICT Ha WUX (HAPMAKOKMHETHYCCKUU W
(bapMakoIMHAMHYECKUI TPOGUITH Y TIAIIMEHTOB C AITHJICTICUEH.

MuopenakcadTbl

[Tpenapats! rpynnsl CUO3C MoryT ymMeHbIIaTh aKTUBHOCTh XOJIMHACTEPA3bI IJIA3Mbl KPOBU, YTO
IPUBOJAUT K YBEJIUYEHUIO IPOJOJIKUTEIBHOCTH HEPBHO-MBIILIEYHOTO OJOKHUPYIOLIETo JeHCTBUS
MHUBaKypHs U CyKCaMETOHHS.

Cnoco0HOCTh napokcerrHa yruerarts uzodepment CYP2D6

Kak u gpyrue anTtuzaenpeccanTsl, Bkitouyas apyrue npenaparsl rpynnel CMO3C, napokceTun
yrHeraeT nedeHouHbld u3opepmeHT CYP2D6, oTHocsmwmiicas k cucteme nuroxpoma P450.
VYruerenue uzopepmenta CYP2D6 MoxeT NpUBOAUTH K MOBBIIICHUIO KOHIICHTPAIMH B IJ1a3Me
KPOBH OJIHOBPEMEHHO MHCIIOJIb3YEMbIX IIPENapaTroB, KOTOpPbIE META0O0IM3UPYIOTCA 3TUM
¢depmenrom. K TakuMm mpenaparaM OTHOCATCS HEKOTOPbIE TPULMKINYECKHE aHTUAETIPECCAHTbI
(HampuMmep, aMUTPUNTHINH, HOPTPUNITWIMH, HMMUIPAMUH U JE3UNPAMHH), HEHPOJENTUKH
dbenoTnaznHoBOrO psna (nepdeHasrH U THOPHUIIA3UH), PUCIEPUIOH, aTOMOKCETHH, HEKOTOpPHIE
aHTHAPUTMHUYECKUE CpeCTBa 1c kiacca (Harmpumep, npornadeHoH u GIeKanHu1) U METOIPOIIOI.
He pexkomennyercs NpUMEHATh MAapOKCETUH B COYETAHUM C METONPOJIOIOM IpPH CepledHON
HEJ0CTaTOYHOCTH BCJIEACTBHUE Y3KOIO TEPANEBTUYECKOTO MHAEKCAa METONPOJoja MpU JAHHOM
MOKa3aHUU K IPUMEHEHHUIO.

HeoOpatumoe wunruOuposanue cuctemsl wuszogpepmenra CYP2D6 mnapokceTMHOM MOXET
NPUBOJIUTh K CHIJKEHUIO KOHLEHTpPAllUu »JSHJIOKCHM(pEHAa B IUIa3ME€ KPOBU U CHMIKEHUIO
3¢ (heKTUBHOCTH TaMOKcH(eHa.

CYP3A4

Hccnenosanue iN VIVO 1O OIEHKE B3aWMOJICUCTBHS NpPU OJIHOBPEMEHHOM TNPHUMEHCHUU B
YCIIOBUSIX PABHOBECHOI'O COCTOSHUSI TMapoOKCeTHMHa U Tep(eHaauHa, KOTOpbI sBiseTcs
cyocrparom nzodpepmenta CYP3 A4, mokasasno, 4To MapoKCETHH HE BIUACT Ha (PapMAaKOKUHETUKY
TeppeHaanHa. B cXoqHOM HCClienoBaHUM B3aMMOJCHCTBHS IN VIVO He OOHApY»KEHO BIUSHUE
napokceTuHa Ha (apMakOKMHETHKY ajimpa3ojama u HaobOopor. He oxumaercs, drto
OJIHOBPEMEHHOE TNPUMEHEHUE TMAPOKCEeTHHA € Tep(PeHaauHOM, alNpazoaMoOM U JIPYTUMU
npernapaTamu, KOTopble sBisitoTcst cyoctparom nzodepmenta CYP3 A4, MoxeT compoBoXIaThbCs
HETraTHUBHBIM BIIMSHUEM Ha MalMEHTA.

IIpenapatel, Baugronye Ha pH sxenyaka

B knmHuYecKkux uccieoBaHusIX MoKa3aHo, 4To adcopOIus U (hapMaKOKMHETHKA TApOKCETHHA He
12
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JI03bI) OT:

® [IpucMa IUIIH;

® AHTALMIOB;

® JIUIOKCHHAa;

® IIPOIPAHOJIOIA,;

® QJIKOTrOJIsA: MApPOKCETHH HE YCHJIMBAeT HEraTMBHOE BJIMSHHUE aJIKOTOJS Ha YMCTBEHHBIC M
JBUTATEIbHbIC (YHKIMH, TEM HE MEHee, HEe PEKOMEHIYETCS OJHOBPEMEHHO IPHHHMATH
MApPOKCETHH U aJIKOTOJIb.

HCDODaJIBHbIe AHTHUKOAI'YJIAHTBI

Bo3moxHo IMPOABJICHUC q)apMaKOI[I/IHaMI/I‘-IGCKOFO B38,PIMOI[CI>1CTBI/I$I MCXKAY IMMapOKCECTHUHOM H
NEpOpaJIbHBIMU AHTUKOAT'YJITHTAMU. CoBMecTHOE MNPUMCHCHHEC IIAPOKCCTHHA U IICPOPAIbHBIX
AHTHUKOAryJIdIHTOB MOXCET BbI3BATb IIOBBINICHUEC AKTUBHOCTH AHTHUKOAr'yJIAHTOB H PHUCK
KpPOBOTCYCHUS. CHGI{OB&TGHBHO, MapOKCETHH CJICAYCT C OCTOPOKHOCTHIO IPUMCHATH IJIA JICUCHUA
ManuCHTOB, NOJYYaromuX MEPOPAIbHBIC AaHTUKOAl'yJISIHTBI.

HecTepounanble IpOTUBOBOCIAIUTEIbHBIC IpeHapaThl (HHBH), ALCTHJICATINIIMIIOBAA KHMCJIOTA M

APYIUuC aHTHArperaHTHBIC MIPCIIapaThl

Bo3MoxxHO mposiBiieHne (hapMaKOIMHAMHUYECKOTO B3aMMOJICUCTBHUS MEXKIY MapOKCETHHOM U
HIIBIl/aneruncanuuunoBoit  kucinoroil. CoBMECTHOE  INPUMEHEHHME  IapOKCeTHMHAa U
HIIBIl/aneTuncanuiuiaioBoil KUCIOTHI MOKET MOBBICUTH PUCK KPOBOTEUEHHUSI.

Crnenyet co0M0AaTh OCTOPOKHOCTD MPH JICYCHUU MAIUEHTOB, OMYUYaIOUX MIPenapaThl TPYIIIbI
CHO3C onHOBpeMEHHO € MEpOopalbHBIMU AHTUKOATYJISIHTAMU, C IMpernapaTamMH, KOTOpbIe
BO3JICUCTBYIOT Ha (DYHKIIMIO TPOMOOIIMTOB WJIM TOBBIIIAIOT PUCK KPOBOTEUEHUS (HAIpUMEp,
aTUNNYHbIE HEHPOJIENTUKH, TaKUE KaK KI03amuH, eHOTUA3HHBI, OOIBITMHCTBO TPUIIUKINUYECKUX
AHTHUJICTIPECCAHTOB, aleTuicanuiioBas kuciaora, HIIBII, mHTUOUTOPHI IHUKIOOKCUTEHA3BI 2
(II0I'-2)), a Tak>ke mpH JICUSHUN TTAIMEHTOB, UMEIOIINX B aHAMHE3€ HAPYIIICHUS CBEPTHIBAEMOCTH
KPOBH WJIM COCTOSIHUSA, KOTOPBIE MOTYT BBI3bIBATh MPEAPACIOIOKEHHOCTh K KPOBOTCUCHUSIM.

4.6. DepTHIBLHOCTD, 0EPEMEHHOCTD U JTAKTALHSA

bepemeHnHoCTL

B wuccrnenoBaHuMsiXx Ha OJKMBOTHBIX HE BBISBICHBI TEPAaTOTCHHAs WM U30UpaTenbHas
SMOPHOTOKCHYECKAsi aKTHBHOCTH MAPOKCETHHA.

DNUAEMHOIOTUYECKHIE UCCIICIOBAHUS UCXO00B OEPEMEHHOCTH TIPH MPUEME aHTHICTIPECCAHTOB B
MEPBOM TPHUMECTPE CBHJICTEIHCTBYIOT 00 YBEIMUYEHUM PUCKA BPOXKICHHBIX AHOMAIHHA, B
YaCTHOCTH, CEPACYHO-COCYIUCTOW CHCTeMbI (Hampumep, Ie(eKThl MEeXOKEeTyT0UYKOBOH U

MEXIpeACcCepaHON MEPETOPOIKH ), CBI3aHHOTO € TPHUEMOM MapokceTrHa. [1o nMeronmmces JaHHbIM
13
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_NNEPTHOMY OTYETY

NPUMEHEHUN TapOKCEeTHHAa BO BpeMsl OCpEeMEHHOCTH NPUOIM3UTENbHO coctaBisier 1/50 mo
CPaBHEHHIO C OKUIAEMOW YacTOTOH Takux NeeKTOB B OOIIEH MOMYJISIHH, TPUOTU3UTEIHEHO
coctapsstonieit 1/100 HOBOPOXKICHHBIX.

[Tpu Ha3HaYeHNU TAPOKCETHHA Bpauyy HEOOXOIMMO paCCMOTPETh BO3MOXKHOCTb aJIbTEPHATUBHOIO
neueHust OepeMeHHBIX U INTAaHUPYIONNX OepEeMEHHOCTD JKeHIIKH. [lapokceTnH cieayeT Ha3HaYaTh
TOJILKO B CIIy4ae, €CJIM €ro MOTeHIMAIbHAs T0JIb3a MPEBhIIACT BO3MOXHBINA puck. Eciu Oyner
IPUHATO peleHHE O MPEKPALICHUU JEYSHUs MapOKCeTUHOM IpU OepeMEHHOCTH, Bpad JOJDKEH
cienoBath pekoMmeHmanusaM pazaenoB 4.2. («OrmeHa mapokcetuHa») U 4.4, («CUMIITOMBI,
Ha0JI10/1aeMble IIPU MIPEKPALLIEHUH JIEYEHUSI TAPOKCETUHOM Y B3POCIIBIX»).

3aperucTpupoBaHbl COOOIEHUS O MPEXKAEBPEMEHHBIX POJIaX y )KEHILUH, KOTOPbIE MOJyYald BO
BpeMsl OEpeMEHHOCTH MapOKCeTHH WK pyrue npenapatsl rpynmnsl CUO3C, ogHako NpUYHMHHO-
CJIEZICTBEHHAs] CBSA3b MEXJy IMPHEMOM 3THX IpernaparoB M IpPEXAEBPEMEHHBIMU pOJaMHU He
YCTaHOBJICHA.

Jlannpie HAOMIOACHUN CBHUICTEIHCTBYIOT O IIOBBIICHHOM pHUCKE (MEHee 4YeM B JBa pasa)
IIOCJIEPOJIOBOIO KPOBOTEUEHHUsl Mocie npuMeHeHus npenapatoB rpynmsl CHMO3C B TeueHue
OJIHOT'O Mecs1ia 10 POJIOB.

HeobOxonumo HabmogaTh 3a COCTOSHUEM 3/I0pOBbS HOBOPOXKJIEHHBIX, MaTepu KOTOPBIX
MPUHUMAJIU TAPOKCETUH Ha MO3HUX CPOKaX OEPEMEHHOCTH, OCKOJIbKY UMEIOTCS COOOIIEHUs 00
OCJIO)KHEHUSX y HOBOPOXIEHHBIX, CBS3aHHBIX C IPUMEHEHHEM IIAPOKCETHMHA WM JPYTIHX
npenapatoB rpynnel CMO3C B TperbeM TpumecTpe OepeMeHHOCTH. OJHAKO HPUYMHHO-
CJIEICTBEHHAs CBSA3b MEX]Iy YIIOMSHYTHIMU OCIIOKHEHUSIMU U 3TOW JIEKAPCTBEHHOM Tepanuel He
noaTeepkieHa. OnucaHHble KIMHUYECKHUE OCIOKHEHHUS BKJIIOYAIU: PECHUPATOPHBIN JUCTpecc
CHUHJIPOM, IIMaHO3, alTHO3, CYJJOPOXKHbIE MPUIAKH, HECTAOMIBHOCTh TEMIEPATypbl, TPYAHOCTH C
KOPMJIEHUEM, PBOTY, TUIIOTIIMKEMUIO, ApTEPUANIBHYIO THIIEPTEH3HI0, apTEPUATIbHYI0 TMIIOTEH3HUIO,
runeppeqIIekcuio, TPEeMOp, CHHIPOM IMOBBIIIEHHOW HEPBHO-pe(IEKTOPHOW BO30YAUMOCTH,
pa3apaXKUTENbHOCTb, JIETAPTUIO, MOCTOSHHBIM TJIa4 ¥ COHJIMBOCTh. B HEKOTOpPHIX COOOIIEHUSIX
CHUMIITOMBI OBUIM OMMCaHbl KaK HEOHATaJIbHbBIE MPOSIBICHHUS CHHPOMa OTMEHbI. B GonbminHCcTBE
CJIy4aeB ONMCAHHBIE OCJIOKHEHNS BOZHUKAJIU Cpa3y MIOCJIE POJIOB MM BCKOPE Mocie HuX (< 24 u).
[To maHHBIM MTMIEMHUOJIOTHIECKUX HCCIIeIoBaHN pueM nipenapatoB rpynibl CUO3C (Bkimtouas
MapOKCETUH) BO BpeMs OEpeMEHHOCTH, B YacTHOCTM Ha MO3JHMX CpPOKaX, COIpPSHKEH C
YBEIMUEHUEM DPHCKA Pa3BUTHUSA NEPCUCTUPYIOLIEH JIETOYHOM TI'MIEPTEH3UNM HOBOPOXKIECHHBIX.
[ToBbIIEHHBIN PUCK HAOIIOMACTCS Y IETEH, POXKACHHBIX OT MaTepel, MPUHUMABIINX IpenapaTsl
rpynmbel CUO3C Ha mo3mIHUX CpoKax OEpeMEHHOCTH, U B 4—5 pa3 mpeBhIIaeT HAOII0AaeMbIid B

obmeit monysun (1-2 Ha 1000 ciydaeB 6epeMEeHHOCTH).
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npernapara, HO MpsSMOe HeOJIaronpusTHOE BIUSHHE B OTHOIICHUH OEpPEMEHHOCTH, Pa3BUTHA
AMOpHOHA U IUI0AA, POJOB UM OCTHATAILHOTO PAa3BUTHSI HE YCTAHOBIIEHO.

Jlakranus

B rpyaHoe M0OJ0KO IPOHMKAET HE3HAYUTEIbHOE KOJIMYECTBO MApOKCceTHHA. B omyOinKoBaHHbIX
UCCJIEIOBAHMSIX C YYacTUEM JETEW, HaXOASIUXCSl Ha IPyAHOM BCKapMIIMBAHHUU, CBIBOPOTOUHAS
KOHIICHTpALUs TapOKCeTHHA Oblla HeompeaesieMoit (< 2 HI/MiT) WM OYeHb HU3KOH (< 4 Hr/mi).
VY nerell HMKakMX NPU3HAKOB BO3JEHMCTBUS INpernapara BbIABICHO He Obulo. Tem He MeHee,
[ApOKCETHUH HE CleyeT NMPUHUMATh BO BPEMs I'PYJHOIO BCKaPMJIMBAHMS 33 UCKIFOYEHUEM TeX
CJIydaeB, KOT/Ia ero IMoJIb3a JJIsl MaTEePH MPEBHIIACT MOTSHIIUAILHBIC PUCKH /IS peOeHKa.

DdepTUabHOCTD

[To naHHBIM HCCIENOBaHMM Ha >XUBOTHBIX IApOKCETUH MOJXKET BIIMATh HA KaueCTBEHHbIC
XapaKTePUCTHKU CIepMbl. J[aHHBIC HCCIIEIOBAaHUN 4YEIOBEYECKOro marepuana in Vitro moryt
yKa3blBaTh Ha HEKOTOpPOE BIUSHUE HA KAaYECTBEHHbIE XapAKTEPUCTUKU CIEPMbI, OJHAKO B
COOOILEHUSAX O CllydasX NPHUMEHEHUs Yy 4YelloBeKa HEKOTophlx mpemnaparoB rpynnsl CHMO3C
(BKJItOYAsl MAapOKCETHH) IOKA3aHO, YTO BJIMSHUE HA KAueCTBEHHBIE XapaKTEPUCTUKU CIIEPMbI
SBIISIIOCH OOPaTUMBIM.

Jlo HacTos1Iero BpeMeH! He HabJI0JaloCch BIMSHUE MTpenapaTa Ha (GepTHIIbHOCTD Y YeJIOBeKa.
4.7. Bausinue Ha CHOCOOHOCTH YNPABJAATH TPAHCHOPTHBIMHU CpeJCTBaMU U padoTath ¢
MeXaHHU3MaMH

KnmHudeckuil OnbIT IpUMEHEHUS TAPOKCETHHA CBUJETENBCTBYET O TOM, YTO OH HE YyXYZIIAeT
KOTHUTHBHBIE U TICUXOMOTOpHBIE QyHKIIMU. BMecTe ¢ TeM, Kak U NpH JIeUeHUH JIIOOBIMU APYTUMU
NICUXOTPONHBIMU TpenaparaMu, IalUeHThl JOJDKHBI OBITh OCOOEHHO OCTOPOXKHBIMU IPU
BOKJICHUH aBTOMOOWIIS ¥ paboTe ¢ MEXaHU3MaMHU.

Hecmotps Ha TO, YTO NApOKCETHH HE YCHJIMBAET HETATUBHOE BIMSHHUE aJKOIoJid Ha
IICUXOMOTOPHbIE (YHKIIMH, HE PEKOMEHIYETCS OJHOBPEMEHHO MPUMEHSTh IMAPOKCETHH U
AJIKOTOJIb.

4.8. Hexkenare/ibHbIE peaKUNU

Pesrome npoduiist OesonacHoCTH

Yactota H BBIPAXKCHHOCTE HCKOTOPBIX MECPCUYHUCIICHHBIX HHWXKEC HEKCIATCIbHBIX peaKHI/Iﬁ
MAapOKCETHHA MOTYT YMCHBIIATHCA IO MEPE NPOJOJIKCHUS JICUHCHHA, U TAKUC pCaAKIIUU 0OBIYHO HE
TpeOyIOT OTMEHBI Mpenapara.

BCTpe‘-IaeMOCTB YHJaCcThIX MW HCEYACTBIX HECKCIATCIbHBIX peaKI_II/II\/JI OIpcaAciicHa Ha OCHOBaHWUU
0000IICHHBIX JTAHHBIX MO0 0€30MacHOCTH Tpemapara, MmojaydeHHbIX y Oonee 8000 manueHToB,

Y4aCTBOBABIINX B KIMHUYCCKUX HUCCICIOBAHUAX, ITOKA3ATCIIb PACCYHUTHIBAIN 11O pa3HUIEC MCKIY
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peAKHX M OYEeHb PEAKUX HEXKENATeJbHBIX pEaKIUMi ONpeAesisyii  Ha  OCHOBAaHUU
MOCTPETUCTPAIIMOHHBIX JTaHHBIX, U JAHHBIM MMOKa3aTelb OTpakaeT B OOJIbILIEH CTENEHU YacTOTy
COOOILIEHUH O TAKUX PEAKIIMSIX, YeM UCTHHHYIO YacTOTY pPeaKIuil.

Pe3ioMe HexxenaTeabHbIX PEAKIINN

HexenarenbHble peakIuy pacpe/IeCHbl B 3aBUCHMOCTH OT YaCTOThI X BO3HUKHOBEHUS: OUYCHb
gacto (> 1/10); wacto (> 1/100, Ho < 1/10); Hewacto (> 1/1000, Ho < 1/100); penko (> 1/10000, HO
< 1/1000); ouenb penko (< 1/10000); yacToTa Hen3BeCTHA (HA OCHOBAHWW MMEIOIINXCS JAaHHBIX
OLICHUTh HEBO3MOXKHO).

Hapywenus co cmopouvl Kposu u Jum@amuyeckou cucmemsl. HEIACTO — MATOJIOTUYECKOE
KPOBOTEUCHHE, IPEUMYIIECTBEHHO KPOBOUBIUSHUE B KOKY U CIIU3UCTHIC 000JIOUKH (B TOM YHCIIE,
9KXUMO3); OYEHb PEAKO — TPOMOOIIMTONICHUSI.

Hapywenus co cmoponsl ummyHHotU cucmemsl: 04€Hb PEIKO — TSHKEIbIE AJIEPTHUYECKHE PeaKIuu
(BriTFO9ast aHA(DUITAKTOVMTHBIC PEAKIIUY U AHTUOHEBPOTHYCCKHUIA OTEK).

OHOOKpUHHblE — HApyWwleHus.  OYeHb  PEIKO — CHHIPOM  HEAJCKBAaTHOM  CEKpeluu
AHTUINYPETUYECKOTO TOPMOHA.

Hapywenusa memabonuzma u numaHnus: 9aCTO — CHUKCHHE aNleTUTa, MOBBIICHIE KOHIIEHTPAIIUU
XOJIECTEPUHA; PEJIKO — THIIOHATPUEMUSI.

['umoHaTpueMus BCTpedyaeTcss MPEHMYIIECTBEHHO Y IOXHIBIX ITAIIMEHTOB W B PAAC CIydacB
00yCIIOBJIEHAa CHHAPOMOM HEaJeKBATHOM CEKPEIIUU aHTHINYPETUIECKOT0 TOPMOHA.
THcuxuyeckue HapywieHusi. 4acTO — COHJIMBOCTb, OECCOHHHIIA, AXXHUTAIUA, MATOIOTUYECKUE
CHOBHJICHUs (BKJIOUasi KOIIMApHBIC CHOBUJCHHS); HEYACTO — CIYTAHHOCTh CO3HAHWS,
TALTIONWHAIINN; PEIKO — MaHWAKaJIbHBIC pEaKIMd, TPEBOTa, JCTEePCOHATH3AIMS, TaHHICSCKHUE
aTaKu, aKaTU3Us; YaCTOTa HEU3BECTHA — CYUIIUAbHBIE MBICIIU U CYULIUIAIBHOE TIOBEICHHE.
Cnyyan CyWIUIANBHBIX MBICIEH M CYMIIMJATBHOTO TIOBEIEHHUS ObUIM 3apETHCTPHUPOBAHBI BO
BpeMs JICYCHHUS TApOKCETHHOM WJIM B PaHHHE CPOKH TIOCJE TpeKpamnieHus JieueHus. [[aHHbIe
CUMITOMBI MOT'YT OBITh 00YCJIOBJIEHBI OCHOBHBIM 3200JIEBAHUEM.

Hapywenus co cmopoHul nepeHOll cucmemyl: 9aCTO — FOJOBOKPYKEHUE, TPEMOP, FOJI0BHAs 00JIb,
HapyIICHHE KOHIICHTPAIMK BHUMAaHUS; HEUACTO — SKCTPAUpaMUTHBIE PACCTPOMCTBA; PEIKO —
CYJIOPOTH, CHHJPOM OCCIIOKOWHBIX HOT; OYEHBb PEIKO — CEPOTOHHHOBBIN CHHIAPOM (CHMIITOMBI
MOTYT BKJIIOYATh QXHUTAIMIO, CIYTAHHOCTh CO3HAHWS, YCHJIECHHOE IOTOOT/ICIICHHE,
TALTIONUHAIINH, TUTIEPPEIICKCHIO, MUOKIIOHYC, TAXUKAPJIUIO C APOKBIO U TPEMOD).

Y manueHToB ¢ HAPYIIEHUEM JBUTATEIBHBIX (DYHKIIMIA W IIPUMEHSBITUX HEUPOJICTITUKYA HHOT1a
HAOJIOIAIOCh  Pa3BUTHE HKCTpPANMpPAMUAHONW CHUMITOMATHKH, BKJIIOYas OpodarualbHYyIo

JHUCTOHUIO.
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peaKo — ocTpas riaaykoma.

Hapywenus co cmoponuvl opeana ciyxa u iabupunma: 4acTOTa HEM3BECTHA — IIyM B yIIaXx.
Hapywenus co cmoponwl cepoya: He4acTo — CUHYCOBasi TaXUKapIus; PeIKO — OpaguKapamsi.
Hapywenus co cmopomnsi cocy0os: He4acTo — OCTypalibHas TUIIOTEH3HS], BpeMEHHOE MOBBIIICHHE
Y CHID)KEHUE apTEepPUAIIbHOTO JIaBICHUS.

BpemenHoe MOBBbIIIEHHE WIM CHUXKEHHE apTEPUATLHOIO JaBJICHUS OBLIM 3apErMCTPUPOBAHBI
MOCJIE JICYEHUS] TAPOKCETUHOM, KaK MPaBUJIO, Y MAMEHTOB C MPEALIECTBYIOIIECH TUIIEpTeH3UEN
WJIA TPEBOTOM.

Hapywenus co cmopoHnvl ObixamenbHOU CUCmeMbl, 0p2aHo8 2pPYOHOU KIeMKU U CPeOOCHEeHUs..
4acToO — 3€BOTA.

Kenyoouno-kuuieunvlie Hapyuienus: OY€Hb 4acTO — TOIIHOTA; 4acTO — 3amop, Juapes, pBOTa,
CYXOCTb BO PTY; OYE€Hb PEJKO — JKEIyJ0YHO-KUIIEUHOE KPOBOTEUECHHE.

Hapywenus co cmoponvl neuenu u scenuesblgo0AWux nymeti. pPeKO — MOBBIILIEHUE aKTUBHOCTH
NIEYCHOYHBIX (DEPMEHTOB; OUEHb PEIKO — HEXKENATebHBIE PEaKIUH CO CTOPOHBI TICUCHH (TaKHe
KaK renaTUT, MHOTJa COMPOBOXKIAIOLINECS JKENTYX0N U/UIIH MEYCHOYHON HEAOCTAaTOYHOCTHIO).
CooOmianoch O TMOBBIILICHUH AKTUBHOCTU MMEYEHOYHBIX (epMeHToB. llocTperucrpanuoHHbie
COOOIIIEHUSI O HEXeNaTeIbHBIX PEaKIMsIX CO CTOPOHBI MeYeHU (TaKuX KaK TelaTuT, WHOTa
COTIPOBOXIAIOITUXCS JKEJITYXOW W/HIIA MEUYEHOYHONW HEIOCTAaTOYHOCTHIO) HAONIOAINCH OYEHBb
penko. Bonpoc o 1enecoo6pazHocTy MpeKparieHus JeUeHns MapoKCETHHOM He00X0AMMO pelIaTh
B TeX CIydYasX, KOrja HaOJroAaeTcs AJUTENbHOE MOBBIINICHHE MOKa3zaTenei (hyHKIIMOHAIbHBIX
MEYECHOYHBIX MPOO.

Hapywenus co cmoponwvl Kod#cu u NOOKONMCHBIX MKAHel: YaCTO — MOBBIIIEHHOE ITOTOOT/AEICHHE;
HEYaCTO — KOXKHBIE BBICBHITIAHUS, 3y/1; OYEHb PEIKO — Peakuu (POTOUYBCTBUTEIHHOCTH, TSKETIbIS
KOXKHBbIE peaknuu (BKIo4as moiauMophHyro sputemy, cunapom CtuBeHca-/[)koHCOHA U
TOKCHYECKHH dMHIepMaTbHbBIN HEKPOJIN3), KPATMBHUIIA.

Hapywenus co cmoponwsl mbiuieunot, ckenemHotl u cOeOUHUMeNbHOU MKAHU: PEIKO — apTparus,
MUAJTHS.

B snuaeMuonoruyeckux ucciaeqoBaHUsX, MPOBEJACHHBIX, B OCHOBHOM, C YYacCTHEM IallMEHTOB B
Bo3zpacte 50 JeT W crapile, MOKa3aHO YBEIMYEHUE PHCKAa pa3BUTHSA IEPEIOMOB KOCTEH Yy
NaUEeHToB, noxyvatromux npernapatsl rpymnbl CUO3C U TpULMKINYECKUE aHTUACTIPECCAHTHI.
MexaHu3m, Jexanifii B OCHOBE 3TOT0 PUCKa, HEU3BECTEH.

Hapywenus co cmoponbl nouek u MO4esblgOOAWUX Nymel. HEY4acTo — 3aJepiKKa
MOYEHCIYCKaHUsl, HEJEP/KaHUE MOYH.

HapyweHuﬂ CO CMOpPOHbL penpodykmueuoﬁ cucmemvl U MOJIOYHbIX Jfcese3. OYCHb YacTo —
17
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CeKkcyaiapHas JAUCPYHKIUS; PEAKO — THI eDHDOHéEI"IHI:H'e-I\l/EI;,L' E'r“éﬂé@hklén' Tﬁ' 1|)V|n'1'e'HI/Iﬂ

MEHCTPYAJIbHOTO IKKJa (B TOM YKCIIE MCHOppArus, METpopparusi ¥ aMeHoOpes); O4eHb PEIKO —
IpHUAINK3M; 4aCTOTa HEU3BECTHA — ITOCIEPOJOBOC KPOBOTEUCHHE™ .

Obwue nHapywenus u peakyuu 6 mecme 86e0eHusl. 9acTo — aCTCHUsI, YBEJIMUCHUE MACChl TEIa;
OYEHb PEJIKO — mepudepruIecKue OTeKH.

* JlaHHoe siBICHHME OBUIO 3apEerHCTPUPOBAHO Kak Kiacc-3p@eKT s MpernaparoB TPy
CHUO3C/CHUO3CH (cwm. pazuensi 4.4., 4.6.).

OmnmncaHue OTACIBHBIX HEXKEIATSIbHBIX PEaKITHM

Cumnmomsl,  GO3HUKAMOWUE NPU  NPEKpAWeHUuu  JjeyeHus NapoKCemuHoM. 4YacTo —
TOJIOBOKPY>KCHHE, CEHCOPHBIC HAPYIIICHUS, HAPYIIICHUS CHA, TPEBOTa, rOJIOBHAS 00JIb; HEYACTO —
AKUTalMda, TOMIHOTA, TPEMOpP, CIIYTAHHOCTb CO3HAHHWA, IIOBBIIICHHOC ITOTOOTACIICHUC,
SMOIMOHANbHAS JTAOWIIBHOCTh, 3PUTEIbHBIC HAPYIICHHs], OIIYyIICHHE cepAleOueHus, nuapes,
pa3apaKUTENbHOCTD.
Kak u IIpU OTMECHE APYIUX INCUXOTPOIIHBIX JICKAPCTBCHHBIX MPCIapaTOB, MPCKPAICHUC JICUCHHUA
MApOKCETUHOM (OCOOEHHO PE3KOE) MOKET BBI3bIBATH TAKHUE CHMIITOMBI, KaK T'OJIOBOKPYKEHHE,
CEHCOpHbBIE HapyIlIeHus (BKII0Yas MapecTe3uy, OIYIICHUE pa3psia YEKTPUIECKOro TOKa U IIyM
B yIlIax), HApYyIIEHUs CHa (BKJIIOYas SIPKUE CHBI), AKUTAIUS WIM TPEBOTa, TOIIHOTA, TOJIOBHAS
00Jb, TpEeMOp, CITyTAHHOCTh CO3HAHWSI, JUApesi, MOBBIINICHHOE MOTOOT/CIICHNUE, OIIYIICHUE
CepaIeONeHHSI, SMOIMOHATBHAS JIAOMITBHOCTD, Pa3IpaKUTEILHOCTh, 3pUTEIIbHBIC HApYIICHUS. Y
OOJBIIMHCTBA MAIMEHTOB 3TU CUMIITOMBI SBIISIOTCSA JIETKUMH WM YMEPEHHO BBIPAKCHHBIMU U
MPOXOJAT CaMOIPOU3BOIbHO. HensBecTHa HU OJlHA TPYMIA MallMEHTOB, KOTOpas MOJBEpraiach
OBI IMOBBIIICHHOMY PUCKY pa3BUTHUA TaKUX CUMIITOMOB, ITIO3TOMY €CJIU B JICUCHUH IMAPOKCCTUHOM
OoJsiee HET HEOOXOIUMOCTH, 03y IMperapaTta HEOOXOIUMO CHIDKATh MEJICHHO 0 TOJIHOW
OTMEHBI.

eTH
Habumrotanuch clieyrolre HexellaTeIbHbIe PEaKIIuU B KIIMHUYSCKUX UCCIICIOBAHUSAX C yIaCTHEM
JeTel: HMOLIMOHANIbHAS TaOMIIBHOCTH (BKIIIOUYAsi MPUYMHEHNE Bpea caMoMy ce0e, CyHUIAaIbHbIE
MBICTTH, CYHIIMJaTIbHBIC TOMBITKH, IJIAKCUBOCTh MU KOJEOAHUS HACTPOCHHUS), KPOBOTECUCHUS,
BpPaXXJIeOHOCTh, CHIDKEHUE alleTUuTa, TPEMOp, MOBBIIIEHHOE MOTOOT/EICHNE, TUTIEPKUHE3US U
AXKUTaAIusA. CYI/IHI/I}Ia.]'H)HI)Ie MBICJIM U CYUIHUOAJIBHBIC IOINBITKM B OCHOBHOM Ha6J'IIOJIaJ'II/ICB B
KIIMHUYCCKUX UCCICAOBAHUAX C YUACTHEM IMOAPOCTKOB C ACMTPECCUBHBIMU 3ITU30JaMHU Cpe,ZIHeI\/’I u
TSDKEJION CTETEeHU TSKECTH U PEKYPPEHTHBIM JIEPECCUBHBIM paccTpoiicTBOM. BpaxkmeOHOCTh
OoTMeYajach, B YaCTHOCTH, y JeTell ¢ 00CeCCMBHO-KOMITYJIbCUBHBIM pPacCTPOWCTBOM, B
0COOEHHOCTH y neTed muaame 12 jer.

B KJIMHUYECKHX HCCIEeNOBaHUSIX MPHU MOCTENEHHOM YMEHBUICHHH CYTOYHOW 03Bl (CYyTOYHYIO
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103y yMeHbIanu Ha 10 Mr B IeHb ¢ UHTEPBAJIOM B OJIHY '}Q&Eh‘lﬂ)@fg ';Bé'iir %ﬁﬁ:ﬁegﬁ' 1'; TIGI‘:I'ICIHI/IG

OJIHOM He/Ien ) HaOII0JATMCh TAKME CUMITTOMBI, KaK IMOIIMOHANIbHAS TAOUITEHOCTD, HEPBO3HOCTb,
TOJIOBOKPY>KEHHE, TOITHOTA U 0O0JIb B )KMBOTE, KOTOPBIE PETUCTPUPOBAIUCH KaK MUHUMYM Y 2 %
MAIMEHTOB Ha ()OHE CHUKEHHS J103bl MAapOKCETHHA WM IOCJE IMOJIHOM OTMEHBI Iperapara u
BCTpEUaINCh KaKk MUHUMYM B 2 pasa yaille, 4YeM B rpymie miamneoo.

COOGH.ICHI/IC 0 ITOA03PEBACMBIX HEXKCIIATCIbHBIX PCAKIINAX

BaxxHo cooOmare 0 TOJ03PEBACMBIX HEXKENATENBHBIX PEAKIUAX IOCIIe PETUCTpPallun
JIEKapCTBEHHOT'O Tpernapara ¢ LeJIbl0 00eCIeYeHHS HEMPEPHIBHOTO MOHUTOPUHTA COOTHOIIICHUS
«TOJIb3a — PHUCK» JICKapCTBEHHOIO mpemnapara. MeauIMHCKUM paOOTHHUKAM PEKOMEHIYETCs
co00IIaTh O JIFOOBIX TO03PEBACMBIX HEXKEIATSIBHBIX PEAKIUAX JICKAPCTBEHHOTO Iperapara
qepe3 HAaIIUOHAJIBHBIC CHUCTCEMBI COO6HI€HI/I$I O HEXKCJIATCIIBHBIX peaKm/mx FOCYI[apCTB-LIJ'IeHOB
EBpazuiickoro 3KOHOMHYECKOTO CO03a.

Poccuiickas @enepanus

OdenepasibHas ciryx0a 1Mo Ha3opy B chepe 3apaBooxpanenus (Poc3apaBraanazop)

109012, r. Mocksa, CriaBsiHCKasl TIIomiaib, 1. 4, crpoenue 1

Temn.: +7 800 550 99 03

pharm@roszdravnadzor.gov.ru

http://roszdravnadzor.gov.ru

4.9. llepeno3npoBka

CHMIITOMBI

Nmeromasicss uHbopMalus o mnepero3upoBKe MapOKCETUHOM CBUAECTEIBCTBYET O €ro IIHUPOKOM
Iuamna3oHe 0e30macHOCTH.

[Ipy mnepeno3upoBKEe MAPOKCETHHOM MOMHMMO CHUMITOMOB, ONHMCAaHHBIX B paznene 4.8,
HAOII0IAI0TCS TUXOPaKa, H3MEHEHHS apTEPUATLHOTO JIABJICHHS, HEITPOU3BOJIbHBIE COKPAILIEHUS
MBIIIII], TPEBOTA U TAXUKAP/IUSL.

CocTosIHME TAIMEHTOB OOBIYHO HOPMAIM30BAJIOCH 0€3 CEepPhE3HBIX IOCIEICTBUN Jaxe IpHU
OoJHOKpaTHOM Tipreme 103 10 2000 mr. B psime cooOmennii onrcanbl TaKue CUMIITOMBI, KaKk KOMa
u m3meHenust JKI'; cmyuan getansHOro ucxoa HabI0JaIuCh OYeHb PEIKO, OOBIYHO COOOIIANTUCH
B T€X CUTYaIHsIX, KOT/Ia MAIlHeHTHl MPUHUMAIH TaPOKCETUH BMECTE C IPYTUMHU TICUXOTPOITHBIMHU
npenapaTaMu ¢ aJKorojieM WUiiu 06e3 Hero.

JleueHme

Crneuuduueckuii aHTUAOT MAPOKCETHHA HEU3BECTEH. JIeueHne NOKHO BKITIOYaTh OOIIHE MEPHI,
IpUMEHsIeMbIe ITPH NIepeI03UPOBKE JTIOOBIMU aHTHACTIpeccaHTaMu. [lokazanbl moaaepKuBaroias
Tepanus U 4aCThIi MOHUTOPUHT OCHOBHBIX (DM3MOJIOTMYECKUX MTOKA3aTENCH, a TAK)KE TIATEIIbHOE

HaOmozieHue. JleyeHne mamueHTa MOJDKHO TPOBOJUTHCA B COOTBETCTBHHM C KIMHUYECKOU
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CMEPTHOMY OTUETY

HOCHTpAa, IpU UX HAJIMYUH.

5. PAPMAKOJIOTMYECKHWE CBOMCTBA

5.1. ®apmakoaMHAMHYeCKHE CBOCTBA

®apMakoTepaneBTUYECKass TIpyNna: ICUXOAHAIENTHUKH; AaHTUICNPECCAHThl; CEJIEKTUBHbIE
UHTUOUTOPBI 0OPATHOTO 3aXBaTa CEPOTOHMHA.

Kon ATX: NO6ABO5.

Mexanunsm neiicTBus

[TapokceTyH — 93TO MOINHBIA W  CENEKTUBHBIA WHTHOMTOp OOpaTHOro  3axBaTa
S-ruppokcutpuntamuta (5-HT, cepotonun). IlpuHsATO cunTaTh, 4TO €ro aHTHUJCNPECCUBHAS
aKTUBHOCTh M 3((PEKTUBHOCTH MpPU JICUEHHUH OOCECCHUBHO-KOMITYJIbCUBHOIO paccTpoiicTBa U
MaHWYECKOTO pacCTporCcTBa 00yCIIOBIIeHa cCienn()UIECKIM HHTHOUPOBaHUEM 00paTHOTO 3aXBaTa
5-HT B HelipoHax TOJIOBHOTO MO3Tra.

[To XuMHYECKOMY CTPOEHUIO NAPOKCETUH OTIIMYAETCS OT TPULUKINUYECKUX, TETPALUKINYECKUX U
JPYTUX U3BECTHBIX aHTUIEIIPECCAHTOB.

[TapokceTnH Xapaktepusyercsi HU3KMM ap(UHUTETOM K MYCKAPUHOBBIM XOJHMHEPTrHYECKUM
peuenTopaMm, a HCCIEIOBaHUS Ha S>KUBOTHBIX IOKa3ajld, YTO OH OOJaJaeT JHIIb Cla0bIMU
AQHTUXOJIMHEPTUYECKUMU CBOWCTBAMHU.

B COOTBETCTBUU C TaKMM W30UpPATEIbHBIM JICHCTBHEM MApOKCETHHA B MCCICAOBAHUAX IN Vitro
MIOKa3aHO, YTO OH, B OTJIWYME OT TPHULUMUKINYECKUX AHTHACIPECCAHTOB, XapaKTEPU3YETCs
HEe3HAYUTENILHBIM appuHUTETOM K 01, 02 ¥ B-afipeHopernenTopam, a Takxke K 1ohamuHoBbIM (D2),
5-HT1-nono6nsiv, 5-HT2 u rucramunosbM (H1) penentopam. OTCyTCTBHE B3aUMOAEUCTBUS C
MOCTCHHANTHYECKAMH pelenTopamMu iN Vitr0 moATBepkIaeTcs pe3ybTaTaMH HCCICAOBaHUIMA
iN ViVO, KOTOpbIE CBHICTEIBCTBYIOT O TOM, YTO MAPOKCETUH HE YTHETACT ICHTPAIbHYIO HEPBHYIO
cuctemy (LIHC) u He BbI3bIBaeT apTepualbHYIO TMIOTEH3HUIO.

dapmakoagnaamuueckre YO HeKTol

[TapokceTnH He HapyllaeT NCUXOMOTOPHbIE (YHKIMU U HE YCHJIMBAET yrHETarollee JeicTBue
sra"ona Ha ITHC.

Kak u gpyrue cenektuBHble MHTHOUTOpBI oOpaTtHoro 3axmarta 5-HT, mapokceTuH BbI3bIBAaeT
CHUMIITOMBI 4Ype3MepHOM cTtuMyisiuu S-HT-penentopoB Npu BBEAEHUM JKUBOTHBIM, KOTOPBIE
paHee MoTy4aald HHIMOUTOPbl MOHOAMHUHOKCHAA3bI MU TPUITO(AH.

B unccrnenoBanusx mo oneHKe MOBEACHUS U 3JIEKTposHIedanorpaduu mokazaHo, 4To MapoKCEeTHH
BBI3BIBACT CiIa0ble aKTUBHUpYIoTHe 3P hEKTh B 103aX, MPEBHIIAIONTNX J03bI, KOTOPHIE TPEOYIOTCS

JU1st THTHOUpoBaHus oopaTHoro 3axBara 5-HT. [lo cBoelt mpupoje ero akTHBUPYIOIINE CBOKWCTBA

20



COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 21.11.2023 N2 24455
(NOCNEQCBATENEHOCTE 0002)

HE SIBIIIOTCS «aM(pETaMHUHOMIOT00HBIMI.

B HCCJIICAOBAHUAX HA JXUBOTHBIX IMOKAa3aHa Xopomasa NMEPpCeHOCUMOCTbL B OTHOIICHHU CCPACYHO-
COCYJMCTON CUCTEMBI.

Kinuanueckas 3¢ dekTUBHOCTE U 0€301aCHOCTh

[Tocne npumMeHeHMs y 3A0POBBIX JIMI IAPOKCETUH HE BBI3BIBACT KIMHUYECKH 3HAYMMbIC
M3MEHEHHUs apTEPUAIBHOTO JIaBJIEHUS, YaCTOThI CEpACUHBIX cokpamenuii u JKI'.

HccnenoBanust MOKa3ajH, YTO B OTJIMYHME OT aHTUACTIPECCAHTOB, KOTOPbIE HHTHOUPYIOT 00paTHBIN
3axBaT HOpaJpeHalIMHa, IAPOKCETUH 00JalaeT ropasjo MeHbllel CI0OCOOHOCThI0O HHIHOMPOBATh
AHTUTUIIEPTCH3UBHBIE CBOMCTBA I'yaHETHIUHA.

5.2. apmaKkoKHUHEeTHYeCKHUeEe CBOHCTBA

AbcopOrust

[Tocne npuema BHYTpb APOKCETHH XOPOILIO BCACHIBACTCA U [IOJIBEPraeTcss METaboIu3My epBoro
npoxoxJaeHus. BcrnenctBue Merabosin3mMa MEpBOro HPOXOXKICHHS B CHCTEMHBI KPOBOTOK
IOCTYIAaeT MEHbIIIEEe KOJIMYECTBO NMAPOKCETUHA, YEM TO, KOTOpOe abCOpOupyeTcs U3 HKely10YHO-
KHMIIEYHOTro Tpakra. Ilo mepe yBenuYeHHs KOJIMYECTBA IIAPOKCETHHA B OPraHU3Me IpuU
OJIHOKPAaTHOM IpueMe OONbIINX 03 WIK IPU MHOTOKPATHOM IpHUeMe OOBIUHBIX J103 POUCXOAUT
YaCTUYHOE HAChIILEHNE METa00IMYECKOro MyTH MEPBOro MPOXOKIACHUS U YMEHBIIIAETCS KIIMPEHC
MAapOKCETMHA U3 IJIa3Mbl KPOBHU. OTO NPUBOJUT K HENPONOPHUOHAIBHOMY IOBBIIIEHUIO
KOHIEHTPALlUU NTapOKCETHHA B IJIa3M€ KPOBH, MOITOMY €ro (papMaKOKMHETHUECKHUE MapaMeTpbl
HEINOCTOSIHHBI, CJEICTBUEM 4YEro SBISAETCS HENMHEWHas KuHeTHKa. OIHAaKO HEIMHENHOCTh
KUHETHKH OOBIYHO BBIpa)KEHAa HE3HAUUTENBHO M HAOMI0JaeTcs TOJIbKO y TEX IMalUeHTOB, Y
KOTOpPBIX Ha (OHE MpuemMa HU3KUX J03 Mpenapara B IUIa3ME€ KpPOBU JOCTUTAIOTCS HU3KHUE
KOHIICHTpalUU TapOKCETHHA.

PaBHOBecHas cucTeMHasi KOHLEHTpalus JoCTUraeTcs yepe3 /—14 mHei mocie Hayana JIeYeHUs
NapOKCETHHOM, €ro (hapMaKOKWHETHYECKHE MapaMeTpbl, KaK MPaBUJIO, HE U3MEHSIOTCS B XO/€
JUTUTENIBHON TE€paruu.

Pacnopenenenune

[TapokceTHH 3HAYUTENBHO paclpenensercss B TKaHiAX, M (PapMaKOKHMHETHUYECKHE pacyeThl
MIOKa3bIBAIOT, YTO B IUIa3M€ KPOBM ocTaercs Jumb 1 % BCEro KoJIMYecTBa NMapOKCETHHA,
IIPUCYTCTBYIOLIETO B OpTraHU3ME.
B rTepaneBTMUECKMX KOHILIEHTpalUsAX MNpUMEpHO 95 % Haxojsuierocss B IIa3Me€ KpOBHU
MapOKCETHHA CBSI3aHO C OeNKaMHu.
He BbIABIEHA KOppemsuus MEXAy KOHIICHTPALMEW IIapOKCETHHA B IIIa3ME€ KPOBU M €r0

KIMHUYECKUM 3P HeKToM (C TOOOYHBIMH peakiusiMu U 3 (HEKTUBHOCTHIO).
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Bbuorpancdhopmarimsg

OCHOBHBIMU META00JIMTAMH NAPOKCETUHA SBJISIFOTCS MOJISIPHBIC U KOHBIOTMPOBAHHBIE MTPOTYKThI
OKUCIICHUST W METUJIMPOBAHMS, KOTOpBIC JIETKO OAIMMUHUPYIOTCS U3 oOpraHu3ma. Bauumy
MPAKTUYECKOTO OTCYTCTBHS Y 3TUX METa00IMTOB (DapMaKOJIOTHUECKOW aKTMBHOCTH, UX BKJIaJ B
TepaneBTUYECKHE CBOMCTBA MAPOKCETHHA MAJIOBEPOSTEH.

Metabonu3M HE OrpaHUYMBACT CIIOCOOHOCTh MApOKCETHHA W30MpaTeNbHO JACHCTBOBATH B
oTHomeHnH oOpatHoro 3axBara 5-HT B HelipoHax.

OIUMUHALMSA

Menee 2 % npUHATON 103bI MAPOKCETUHA BHIBOAUTCSA C MOYOM B HEM3MEHEHHOM BH/IE, TOT/1a KaK
IKCKpenus MeTabonmToB nocturaet 64 % m03b1. Oxos10 36 % A03b1 BEIBOAUTCS C KaJIOM, BEPOSTHO
romnazaas B HEro ¢ Jkenubio; MeHee 1 % 1036 BEIBOAUTCS ¢ KAJIOM B HEM3MEHECHHOM Bujie. TakuMm
00pa3oMm, MapOKCETHUH AMUMUHUPYETCS TIOYTH MOJTHOCTHIO B pe3yIbTaTe MeTaboI13Ma.
BriBenenre MeTaboOIMTOB HOCHT JBYX(a3HBI XapakTep: BHauyaue SBISETCS PpPe3yJIbTaToM
MeTaboM3Ma TIEPBOTO IMPOXOXKICHHS, 3aTeM KOHTPOJIUPYETCS CHUCTEMHOW JIMMHHALUCH
MapOKCETHHA.

[Tepuon moyBbIBEACHUSI TAPOKCETUHA BAPHUPYET, HO OOBIYHO COCTABISET OKOJIO 1 CyTOK.

Oco0bIe I'pYIHIIBI NAIIMCHTOB

Tayuenmul nodxcuno2o 6o3pacma, nayueHmvl ¢ HapyuleHuem QYHKYuu novex u neyeHu
Y nanyeHToB MOXWJIONO BO3pacTa, MNAUUEHTOB C TSKEJIOW TMOYEYHOW WM TNEYEHOYHOMN
HEJIOCTaTOYHOCTHIO KOHLIEHTPALIUSA TAPOKCETHHA B IUIA3ME KPOBU MOKET YBEJIIMUUBATHCS, OJJTHAKO

JAHara3oH €1ro KOHLIeHTpaI_[I/Iﬁ B IINTa3ME€ KPOBU COBIAZACT C TAKOBBIM Y 3JOPOBBIX B3POCJIBIX.

6. PAPMAIIEBTUYECKHUE CBOMCTBA
6.1. IlepeyeHb BCIOMOraTe/IbHbIX BellleCTB
Kanpius ruapodocdara nuruapat
Kapbokcumeruiakpaxman HaTpHst

Maruus creapat

[TneHouyHas 000I0YKa:

Turana 1MOKCHUT

['umpomeriosa (TruapOKCUIIPONUIMETHIIIEIUTI0N03a), S MIla ¢
['umpomeriosa (ruapOKCUIIPONUIMETHIIIEIUTI0N03a), 3 MIla ¢
[TonusyTrnenrnukons (Makporou) 400

[Tonmmucop6at 80

6.2. HecoBMecTUMOCTH

He npumenumo.
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6.3. Cpok roaHocTH (CpOK XpaHeHMusl)

3 roga.

6.4. Oco0ble Mepbl NPEIOCTOPOKHOCTH NIPH XPAHEHUH

XpanuTth 1pu Temneparype He Boiie 30 °C.

6.5. XapakTep u coaep:kaHue NePBUYHOI YIIAKOBKH

ITo 10 TabneTOK B KOHTYPHYIO SYEMKOBYIO YIAKOBKY W3 IUIEHKH MOJIMBUHUIXJIOPUIHON WU U3
ieHKH komOuHupoBanHoro wmatepuana [IBX/TIBAX wm TIBX/IID/IIBAX wu donbru
AJTIOMUHUEBOM MEYaTHOM JTJaKMPOBAHHOM.

ITo 1, 3, 6 unu 10 KOHTYPHBIX SAYEUKOBBIX YIAKOBOK BMECTE€ C MHCTPYKIMEH MO MPUMEHEHUIO
(JIuCTKOM-BKJIa/IbIIlIEM ) IOMELIAIOT B IMAYKY U3 KapTOHA.

6.6. Ocol0ble Mepbl MNPEeIOCTOPOKHOCTH NPH  YHUYTOKEHHHM HMCIOJH30BAHHOTO
JIEKAPCTBEHHOT0 Mpenapara WM OTX0A0B, TMOJYYEHHbIX TOcjde NPHMEHEeHUs
JIEKAPCTBEHHOT0 MpenapaTra u Apyrue MaAaHUIMyJISIUM C PenapaToM

Oco0ble TpeOOBaHUS OTCYTCTBYIOT.

7. AEPKATEJIb PETUCTPAHUOHHOI'O YAOCTOBEPEHUSA
Poccuiickas ®@enepanus

00O «I'poTeke»

195279, r. Cankr-IletepOypr, UnaycTpuansHblil mpocnekt, 1. 71, kopr. 2, muT. A
Ten.: +7 812 385 47 87

®axkc: +7 812 385 47 88

grtx@grotexmed.com

7.1. llpencraBuTeib AepKaTessi perucTPAIMOHHOTO YA0CTOBEPEeHUA

[IpereH3un HOTDe6I/ITeJIeI71 HalnpasJIATH 110 aApECy:

Poccuiickas @enepanus

000 «I'poTekcy

195279, r. Cankr-IletepOypr, UnaycTpuansHblil mpocnekT, . 71, kopr. 2, muT. A
Ten.: +7 800 700 04 73

ccc@grotexmed.com

8. HOMEP PETUCTPAIIMOHHOI'O YAOCTOBEPEHU A

9. JTATA NMEPBHYHOW PETUCTPAIIMA (IIOATBEPXJIEHUSA PETMCTPAIINMN,
INEPEPETUCTPAIIN)

JlaTa epBoi perucTpanuu:
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10. JATA IIEPECMOTPA TEKCTA

OOmast xapakTepuCTHKa JIeKapcTBEHHOro mpemnapara llapokcetuH conodapM AOCTynmHa Ha
UHPOPMALIMOHHOM TopTaie EBpasuilckoro SKOHOMHYECKOTO COK3a B HH(POPMALMOHHO-

KOMMYHHUKAIMOHHOM cetn «HTepHET» hitps://eec.eaeunion.org.
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