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OBILIAA XAPAKTEPUCTUKA JIEKAPCTBEHHOTO HPEHAPATA

1. HAUMEHOBAHMUE JIJEKAPCTBEHHOI'O IIPEITAPATA

[Tapokcerun, 20 Mr, TaOJIETKH, MOKPHITHIC TIJICHOYHON 000T0UKOM.

2. KAUECTBEHHBIN U1 KOJUYECTBEHHBIN COCTAB

JelicTByrolee BEIECTBO: MapOKCETHH.

Kaxxgas tabnerka, MOKpBITAs IUICHOYHOH OOONOYKOHM, COACPNKHUT IMAPOKCETHHA THAPOXIOPHUIA
FEMUTUJIPAT, SKBUBAJICHTHBIN 20 MI' TAPOKCETHHA.

BemecTBa, HalM4uMe KOTOPBIX HA/I0 YYUTHIBATh B COCTAaBE JIEKAPCTBEHHOT'O IIpenapaTa: HaTpui (CM.
paznen 4.4).

[TonHbiii epeyeHb BCIIOMOTaTeIbHbIX BEILIECTB NMPUBEIEH B pasaene 6.1.

3. JEKAPCTBEHHASA ®OPMA

TaGneTku, MOKPHITHIE MIICHOYHOH 000JI0UKOIA.

Kpyrnbie 1BOSIKOBBITTYKJIbIE TAOJETKH C PUCKOM, MOKPHITHIE IUICHOYHOW O0OJIOYKON OEroro Wiu
MoYTH OEIoro IBETA.

TabneTKky MOKHO pa3euTh Ha paBHBIE JJO3BI.

4. KIMHUYECKUE JAHHBIE

4.1. Iloxka3aHusl K NPUMEHEHUI0

[Ipenapar [TapokceTrH moka3aH K MPUMEHEHHIO y B3POCIIBIX MAIMEHTOB B Bo3pacte OT 18 neT mng
JICUSHHs CIETYIONUX 3a00IeBaHUMI:

e JlenpecCUBHBIE 3MU30/bl CPEIHEH U TSKEIOW CTEIEHU TSKECTH, PEKYPPEHTHOE ACTIPECCUBHOE
paccTporCTBO

PesynbpTaThl ucciaeqoBaHWi, B KOTOPBIX MAIIMEHTHl NPUHUMAIM MMAPOKCETHH 10 1 roxa,
CBUICTEIBCTBYIOT O TOM, 4YTO OH J(P(EKTUBHO MPEAOTBpAIIAeT PEUUIUBBI U BO3BpAIICHUE
CUMIITOMOB JEIPECCUH.

e (O0OceccuBHO-KOMITYTbCUBHOE paccTpoiicTBO (OKP)

[Tapoxcetun > dextrBer npu geueanu OKP, B Tom unciie B kauecTBe cpeacTBa MOIEpKUBAIOIIEH
U IPO(PUIAKTHUECKON Tepanuu.

CornacHo JaHHBIM IUTALEO0-KOHTPOIUPYEMBIX HCCIEAOBAaHUHN 3((PEKTUBHOCTh MAPOKCETHHA TPU
neuenun OKP mopaepskuBanack 1o KpaitHed Mepe B TedueHue | roma. Kpome Toro, mapokceTuH
s dexTuBHO npeaoTBpamiaet pernuanssl OKP.

e [lannueckoe paccTpONCTBO

[TapoxcernH 3¢ (heKTUBEH MpH JICUEHUH TAHUIECKOTO pacCTPOMCTBa ¢ aropadobueii u 6e3 Hee, B TOM
qrclie B KA4eCTBE CPEACTBA MOAIEPKUBAOIIEH U MPOPUITAKTHIECKON Tepanuu.

YcTaHOBNIEHO, YTO MpU JIEYEHUHM I[MaHUYECKOTO paccTpoicTBa KOMOWHAIUS IMapOKCEeTHHA W
KOTHUTHBHO-TIOBEJICHYECKOW Tepamuu 3Ha4uMO >(PQeKTHBHEE, YeM H30JHUPOBAHHOE MPUMEHEHHE
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CornacHo JaHHBIM IUIALE00-KOHTPOIUPYEMBIX HCCIEAOBAaHUHN 3(P(PEKTUBHOCTh MApOKCETHHA TPU
JICYCHUW TMaHWUYECKOTO PacCTpOMCTBA MojnepkuBaiack O6onee 1 roma. Kpome Toro, mapokceTuH
3¢ (HEeKTHBHO MPEIOTBpAIACT PEIMANBHI TAHNYECKOTO PaCcCTPONUCTRA.

e CounanpHas Goodus

[Tapokcetun 3¢ exkTuBeH npu JeYeHUn coruaabHoi (podbun, B TOM YHCIe B KAUeCTBE JJIUTEIbHON
MO/ICPKUBAIOIICH U MPOPUTAKTUUECKON Teparuu.

[TocrostHHast 3>PPEeKTUBHOCTh MAPOKCETHHA MPH UIUTEIBHOM JEYCHUH COLUMAIbHONW (oOuu Oblia
IPOJIEMOHCTPUPOBAHA B HCCIICAOBAHNH T10 MTPEJOTBPAILCHHUIO PEIIUINBOB.

e ['eHepannM30BaHHOE TPEBOKHOE PACCTPOMCTBO

[MapokcernH 3¢ ¢GeKTUBEH TpU JICYCHUH TCHEPATHM30BAHHOTO TPEBOXKHOTO PACCTPOIMCTBA, B TOM
YHUCJIe B KAYECTBE JJIUTEILHON TOICPKUBAIOIIEH U TPOPUITAKTUICCKON TepaInH.

[TocrosiHHass 3((HEeKTUBHOCTH MAPOKCETHHA TMPH JJIUTEIBHOM JICUCHHH T€HEpaIu30BaHHOIO
TPEBOKHOTO PacCTpoiicTBa ObLIa MPOJEMOHCTPUPOBAaHA B MCCIEAOBAHUU IO MPEAOTBPAIICHUIO
peLUIUBOB.

e [locTTpaBMaTUUECKOE CTPECCOBOE PACCTPONCTBO

[TapokceTnH 3 peKTUBEH MPHU JIEYEHNH TOCTTPAaBMATUYECKOTO CTPECCOBOIO PACCTPOMUCTBA.
4.2. PesxuM 103MpOBaHUs U c1IOCO0 NPHMMEHEHHUS

PexxuM 03upoBaHus

enpeccusnvie 3nu300b1 cpedHel U mAXCENOl CMeneHy MaICecmu U pekyppeHmuoe 0enpeccusHoe
paccmpoucmeo

Pexomennyemas no3a coctasisier 20 Mr B cyTku. [Ipr HE0OX0IMMOCTH 71032 MOKET OBITH YBEJINYCHA
¢ maroMm 10 Mr B CyTKu O MaKCUMaJbHOU 103l S0 MT' B CYTKH B 3aBUCHUMOCTH OT KJIMHHYECKOIO
orBeta. Kak mpaBuio, yiydilleHHE COCTOSIHUSI MAlMEHTOB HAUMHAETCS Yepe3 HEIENI0, HO MOMKET
CTaTb BHJAWMBIM TOJBKO €O BTOpOM Henmenu Tepanud. Kak uM 0OpU  JIEYEHUH JHOOBIMU
aHTHJICTIPECCAHTAMH, CIEAyeT OICHUBaTh S()(PEKTUBHOCTh Tepamuu W TPH HEOOXOTUMOCTH
KOppEKTUpOBaTh A03y mpemnapara llapokcernn uepe3 3—4 Henenu mociie Havajla JICYEHUS U B
JIAJIbHEUIIIEM B 3aBUCUMOCTH OT KJIMHUYECKUX MOKa3aHUM.

[TarueHTHI ¢ Aenpeccueit JOKHBI IPOXOANTD JICYCHHE B TCUCHHUE JIOCTATOYHOTO ITEPHOJIa BPEMECHH
(He MeHee 6 MecsIIeB) IS JOCTHXKCHHS O0ECCUMIITOMHOT'O COCTOSTHUS.

OKP

PGKOMGH,Z[yeMaH J03a COCTaBJIACT 40 Mr B CYTKH. JleueHue ManucHTOB CJICAYCT HAYUHATL C OO3bI
20 MT B CYTKH, KOTOPYIO MOKHO €KE€HeAeabHO noBbImaTh Ha 10 Mr B cyTku. [Ipu HegocraTouHoM
OTBETE Yepe3 HECKOJbKO HE/eNb MprUeMa PEKOMEHAYEMOH 103bl HEKOTOPHIM IMAllMEeHTaM MOXET
MOMOYb MOCTENIEHHOE YBEINYEHUE T03bI 1O MAKCUMAIIbHOU 103bI 60 MT' B CYTKH.

[TarmenTsl ¢ OKP 1o/mkHBI IPOXOAUTH JIEUEHUE B TEUEHUE AOCTATOYHOTO MEPUO/Aa BPEMEHU IS
JOCTHKEHHUS] OECCUMIITOMHOTO COCTOSIHUA. DTOT MEPHOJ] MOXKET COCTABIIATh HECKOJIBKO MECALIEB.

Ilanuueckoe paccmpoticmeo

Pexomennyemas noza coctapisger 40 Mr B cyTku. JledeHrne MalMeHTOB CIEAyeT HaYMHATh C J103BI
10 Mr B CyTKHM, KOTOPYI0 MOYKHO €XEHEIEIbHO NMOBBIIIATh Ha 10 MI' B CyTKM B 3aBUCHUMOCTH OT
KJIMHAYECKOTO OTBeTa. [IpM HEIOCTaTOYHOM OTBETE 4Yepe3 HECKOJIbKO Heaenb IpHeMa
PEKOMEH1yeMOM 10361 HEKOTOPHIM MAIMEHTaM MOXKET MOMOYb MOCTEINEHHOE YBEIMUYEHHUE J03bI J10
MaKCUMaJIbHOM 71036l 60 MI' B CYTKH.

2



COOTBETCTBYET 2KCNEPTHOMY OTYETY
ot 19.02.2026 N= 3144

Huskast HaduanpHas 1032 pEKOMEHTYeTCs 11T MUHUMHUBALIHI Bb%%ﬁﬁ%%ﬁﬁ&ﬁh@%%ﬁ%ﬂ&h

IHaHUYCCKOI'O paCCTpOfICTBa, KOTOPOC MOXKCT BO3SHUKATH B HAYAJIC JICHCHUA JaHHOT'O paCCTpOﬁCTBa.

HaHI/IeHTI)I C MMaHN4YCCKHUM paCCTPOﬁCTBOM AOJIKHBI IMTPOXOJUTH JICUCHUE B TCUCHHUE NOCTATOYHOI'O
nepuoaa BpEMCHU [JId JOCTUXKCHUA 0CCCUMIOTOMHOI'O COCTOSIHUS. DTOT nepruoa MOXKCT COCTABJIATH
HECKOJBKO MECALICB UJIN bouee.

Coyuanvhas ¢hoous

Pexomenayemast mo3a cocrapmsier 20 Mr B cyTku. [Ipr HEOOXOAUMOCTH MalMEHTaM, Y KOTOPBIX HE
Ha0JII0AaeTCs OTBET IPU UCIOIB30BaHUU 20 MT' B CYTKH, 1032 MOXKET OBITh yBeNnu4eHa ¢ marom 10 mr
B CYTKH 10 MAKCUMaJIbHOH /1036l 50 MI' B CYTKH B 3aBUCHUMOCTH OT KJIMHUYECKOTO OTBETA.

Crnenyer perysiasipHO MPOBOJAUTH OLEHKY JUIUTEIILHOTO MPUMEHEHHUSI Iperapara.
I'enepanusosannoe mpegodrcrHoe paccmpoucmeo

Pexomennyemas no3a cocrasiseT 20 Mr B cyTkd. IIpu HegocTaTOUHOM OTBETE Yepe3 HECKOJIBKO
He/lelnb INpHEeMa PEKOMEHIYEeMOM [103bl HEKOTOPHIM MAaIMeHTaM MOXET IIOMOYb IOCTEIEHHOE
YBEJIMUYEHHUE 10351 ¢ aroM 10 Mr B CyTKM 10 MAKCUMaJIbHOM 10361 50 MI' B CYTKH.

CrnenyeT peryisipHO MPOBOJIUTH OLIEHKY JAJUTEIBHOIO IPUMEHEHUS IIpernapara.
Ilocmmpasmamuueckoe cmpeccogoe paccmpoucmeo

Pexomennyemas go3a cocrapisier 20 Mr B cyTku. [Ipu HemOCTaTOYHOM OTBETE YEPE3 HECKOIBKO
HCACIIL IIprueMa peKOMeHI[yeMOﬁ A03bl HCKOTOPBIM MAallUCHTAM MOKET IMIOMOYb ITOCTCIICHHOC
YBEJIMYEHHUE 0361 ¢ marom 10 Mr 10 MakcuMaibHOU 10361 SO0 MT' B CYTKH.

Crnenyer perysiasipHO MPOBOAUTH OLEHKY JUTUTEIIbHOTO MMPUMEHEHHUSI Tperapara.

OTMeHa napoKceTHHa

Kak u mpu nedeHun ApyruMu MCUXOTPOIHBIMH TIperaparaMu, cleayeT u30erarb pe3koil OTMEHBI
npenapara [lapokcernn. Cxema MOCTETIEHHOTO YMEHBIIEHUS T03bI, UCTIOJIb30BaHHAS B TIOCIICTHUX
KJIIMHMYECKUX MCCIIEI0BAHUSIX, 3aKIII0UaIach B CHUKEHUHU CyTOUHOM 10361 Ha 10 Mr B Hegemo. [locne
JTOCTHOKEHHS 10361 20 MT' B CYTKH MAIIMEHTHI TIPOIOJKAIHM PUHUMATH 3Ty /103y B TeUeHHUE | Hemenwu,
U JUIIb TIOCJIE 3TOTO Mpernapar OTMEHSIU MOJHOCThI0. ECu CHMITOMBI OTMEHBI Pa3BUBAIOTCS BO
BpeMsI CHHUIKEHHS J03bI WM TTOCJIE OTMEHBI IIpernapara, 1esiecooopa3sHo BO30OHOBUTH MPUEM paHee
Ha3HAYeHHOW J03bl. B mocnemyromeM Bpad MOXET TPOJODKHTH CHWKCHHE 03bI, HO OoJee
MEJICHHOE.

Oco0ble rpynisl MalueHTOB

J]uua nooaicus10co so3pacma

VY nmanueHToB MOXXWIIOTO BO3pacTa KOHLEHTpalUsli MMApOKCETHUHA B IIJIJa3ME€ KPOBU MOXKET
YBEITMYUBATHCS, OJTHAKO IMAMTa30H €r0 KOHIICHTPAIIMH B IJIa3Me KPOBHU COBITAIa€T C TAKOBBIM y OoJiee
MOJIOJBIX IMAIIUEHTOB.

VY naHHOW KaTerOpuHu MAIlMEHTOB TEpaIUI0 CIEAyeT HadyWHATh C J03bI, PEKOMEHAYEMOW IS
B3POCTBIX. YBEJIMUYEHUE 1036l MOXKET IMOJIOKUTEIBHO BJIUATH HA HEKOTOPBIX MAIMEHTOB, HO
MaKCUMasbHas 703a He T0JDKHA MpeBbIaTh 40 MT B CyTKH.

Hab}ueHMbl C NOYEeUHOU U NeYEHOYHOU HeOOCMAMOYHOCIbIO

KoHneHTpanus napokceTHHa B Ii1a3Me KPOBH YBEJIMUMBAETCS y AIIUEHTOB C TSKEJIBIM HApYHIEHUEM
¢yHKIMK TOYeK (KIUpeHC KpeaTnHuHa MeHee 30 MUI/MUH) WIM Yy TAalMEHTOB C HapylIICHUEM
¢byHkuun nedeHu. [losToMy TakuM manueHTaM cielyeT Ha3HadyaTh J103bl NIpenapara, HaXxoAsdiuecs
Ha HIKHEW I'PaHUIIE 11alla30Ha TEPAeBTUYECKUX J03.
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[TpumMeHeHne TapoKCeTHHA Y IeTeH U MOAPOCTKOB (Miaiie 18 eT) mpoTHBOIIOKa3aHOo.

[TapokceTuH He cieayeT NPUMEHSTh y AETEH U MOAPOCTKOB B Bo3pacte oT 7 10 17 meT B CBA3U C
OTACeHUSIMU OTHOCHUTENBHO O€30MaCHOCTH, CBA3aHHBIMU C TIOBBIIICHHBIM PUCKOM CYHLUIAIBHOTO
MOBEJICHUS W BPAXKIECOHOCTH, OMHCAHHBIX B paszaenax 4.4 u 4.8. DPpdekTUBHOCTH Mpernapara
ITapokceTnH y neTeil U moApoCcTKOB OT 7 10 17 JieT Ha aHHBIM MOMEHT HE YCTaHOBJICHA.

[IpuMeHeHne mapoKceTHa y JeTel mitaiie 7 JIeT He u3ydanoch. be3omacHocTh U 3pPEeKTUBHOCTD
npenapara [lapokceTuH y gereil B BO3pacTe MiIaaiue 7 JeT Ha JaHHBIM MOMEHT HE YCTaHOBJICHBI.

Cnoco0 mpuMeHeHus

[TapokceTnH peKOMEHIyeTCsl MPUHUMATh | pa3 B CyTKH YTPOM BO BpeMs eibl. TabneTku ciemyer
IJI0TaTh, HE paskeBbiBas. HaHeceHHass pucka MO3BOJSET MPH HEOOXOAMMOCTH NIEITUTH TaOIETKY
MOMnoJiaM JjIsl moJiydeHust 10361 10 mr.

4.3. IIpoTuBONOKA3AHUSA

e ['UMepuyBCTBUTENLHOCTh K MApOKCETUHY W/WIM K JIOOOMY M3 BCIOMOTAaTEIbHBIX BEIECTB,
MEepEUYUCIICHHBIX B pazzene 6.1.

e [lapokceTuH MPOTHUBOIIOKA3aH B KOMOMHAIIMY ¢ HHTHONTOpaMu MoHoaMuHOoKcu a3l (MMAO). B
HUCKIIIOYUTCIIbHBIX CIy4dasaX JIMHC30JIU A (aHTI/I6I/IOTI/IK, HBJI;IIOI.I.IHﬁCH 06paTI/IMI:IM HECCIICKTUBHBIM
NMAOQO) pomyckaeTcss KOMOWHHPOBATH C MApPOKCETHHOM IIPH YCJIOBHH, YTO MPHEMIIEMbIC
AJIBTCPHATUBBI JICUCHUSA JIMHC30JIUAOM HCAOCTYIIHBI, W TMOTCHIHUAJIbHAA I10JIb3a NMPUMCHCHUSA
JUHE30JIMa IPEBOCXOAUT PUCKU Pa3BUTHS CEPOTOHMHOBOIO CHHAPOMA WUJIH 3J0KAUYECTBEHHOTO
HEHPOJIENTUYECKOTO CHHAPOMA, KaK pEaklUH y OIpeleleHHOro mnanueHTta. J[omkHO ObITh
JOCTYIIHO OCHAIllEHHWEe [JJIs TUIaTeIbHOr0 HAOMIOEHUsl 3a CUMITOMaMH CEPOTOHHHOBOIO
CHUHAPOMAa U MOHUTOPHUHI'A apTCPUATIBHOT'O JaBJICHUS.

JleueHre MApOKCETHHOM JIOITYCKACTCS:

— yepes3 2 HeAeH Mocie MpeKpalieHus jgedenns Heoopatumbivu UMAO,

WIH

— He MeHee 4yeM uepe3 24 4 mocie mnpekpauieHus jeueHus obparumeiMu MMAO (mampumep,
MOKJIOO€MHUT, TUHE30IU I, METUJITHOHUHUS XJIOPHUT (METUIICHOBBIN CHHHUIN)).

JIOJDKHO TIPOWTH He MeHee | Helenu MEXIy OTMEHOM MapoKCeTHHA M HAa4YajJoM Tepanuu JI0ObIM
NMAO.

e [lapokceTuH NPOTUBOMOKA3aH MJis MPUMEHEHHs] Yy TMAlUEHTOB, IMOJYYalOlIUX JeueHue
IpernapaTamMy, KOTOpblEé MOTYT YUIMHATH HHTepBan QT M Takke yrHeTaTb AaKTHUBHOCTb
neueHouyHoro wu3opepmenta CYP450 2D6, TtakuMu Kak THOPHIA3UH WU [MHMO3H]
(cm. B pazzene 4.5).

e Jleru u noapoctku Miuaauie 18 ser. KonTponupyemble KIMHUUECKHUE UCCIEA0BAHNS IAPOKCETUHA
MIPH JICYCHUH JCTIPECCUBHBIX AMHU30/I0B CPEIHEH U TSKEJION CTEMEHH TSHKECTU U PEKYPPEHTHOTO
JETIPECCUBHOTO PACCTPOICTBA Y IeTEH U MOAPOCTKOB HE JI0Ka3ald ero 3P PeKTUBHOCTD, TOITOMY
MApOKCETUH HE IMOKa3aH IS JICYCHHS YKa3aHHOM BO3pAacTHOM Tpynmbl. be3omacHOCTh M
3¢ (PEKTUBHOCTh TMApPOKCETHMHA HE HW3YYAIMCh TpU TNPUMEHEHUH Yy TMAIMeHTOB MJajalien
BO3pPACTHOM Karteropuu (Mjajaiie 7 JieT).

4.4. OcoOble yka3aHHs U Mepbl PeI0CTOPOKHOCTH NPH NMPUMEHeHUH

Knnangeckoe YXYIIICHUE U CYHITUIATLHBIN PUCK Y B3POCIBIX

Mormnonpie TaUeHThl, 0COOEHHO C JEMPECCUBHBIMHU SIU30J]aMH CPEIHEH M TSHKEIOW CTEeIeHH
TSDKECTU W PEKYPPEHTHBIM  JICTIPECCHBHBIM ~ PACCTPOMCTBOM, MOTYT OBITH  TTOABEPIKECHBI
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AHann3 MPOBEACHHBIX TIANE00-KOHTPOIUPYEMBIX HCCIEAOBAHUN Y B3POCIBIX C MCUXUYECKUMHU
3a00JIeBaHUSAMHU CBUJIETENBCTBYET 00 YBEJIIMYEHUH YaCTOTHI CYULIUJAIBHOTO MTOBEACHUS Y MOJIO/IBIX
MAIMEeHTOB (B TPOCIEKTUBHO ONpeAeTIeHHOM Bo3pacte oT 18 nmo 24 nmer) Ha ¢oHEe mnpuema
MapoKCEeTHHA [0 CpaBHEHUIO C Tpymmoi miaue6o: 17/776 (2,19 %) mpotuB 5/542 (0,92 %)
COOTBETCTBEHHO, XOTS HaOII0JaeMoe pa3iuyue He SBISUIOCh CTATUCTHYECKH 3HAYUMBIM. Y
MalMEeHTOB 0oJiee CTApIIMX BO3PACTHBIX Tpynm (0T 25 10 64 neT u crapmie 65 JeT) yBeIudeHHe
4acTOTHl CYUIIUAAIBLHOTO TIOBEICHUS HE HAOIIOAANoch. Y B3pOCIBIX BCEX BO3PACTHBIX TPYIII C
JeNPECCUBHBIMU MTU30/IaMU CPETHEHN U TAKEIION CTENeHH TSKECTH U PEKYPPEHTHBIM JeTPECCUBHBIM
paccTpoiicTBOM HAOMIOJAIOCh CTATUCTUYECKH 3HAYMMOE VYBEIMYEHUE KOJUYECTBA CIIy4acB
CYHLMUJAIBHOTO MOBEACHUS HAa (JOHE JICUEHUs MapOKCETHMHOM IO CPAaBHEHUIO C IPYIION mianebo
(uactora cyunuaanbHeix nombiTok: 11/3455 (0,32 %) npotus 1/1978 (0,05 %) coOTBETCTBEHHO).
Opnako OOJBIIMHCTBO OTHUX cliydaeB Ha (oHe mnpuema mapokcetnHa (8 w3z 11) OO
3apErUCTPUPOBAHO Y MOJIOJBIX MAIMEHTOB B Bo3pacte oT 18 mo 30 ner. JlaHHbIe, MOTyYEHHBIE B
UCCIIEIOBAaHUH C y4aCTHUEM MAIMEHTOB C JACTPECCUBHBIMU 3IHU30J]aMH CPETHEHN U TAKEN0il CTerneHn
TSOKECTH W PEKYPPEHTHBIM JIENIPECCUBHBIM PAcCTPOMCTBOM, MOTYT CBUJETEIILCTBOBATH 00
YBEJIMUEHUU YACTOThI CIy4YaeB CYHMIMAAILHOTO MOBEACHUS Yy MAIlMeHTOB MOJIOJIOTO BO3pacTa,
KOTOPOE MOXKET COXPAHATHCS W y MAIMEHTOB crapiie 24 JIeT ¢ pa3sluYHbIMU TMICUXUYCCKHUMH
paccTporCTBaMU.

VY manueHToB ¢ JAenpeccueil 000CTpEeHnEe CUMIITOMOB JCTIPECCUU /WU TOSBICHHUE CYyUIIUIATBHBIX
MBICIE W CYHIMIAIBHOTO TOBEICHHS (CYWIIUAAIbHOCTh) MOTYT HAOJIOJIAThCSI HE3aBUCHUMO OT
MOJIYy4EHHUsI aHTUJIETIPECCAHTOB. JTOT PUCK COXPAHSETCS JI0 TeX MOp, MOKa He OyIeT MOCTUTHYTa
BBIpO)KEHHAs] peMHccUsi. B 1eoM, KIMHHYECKHH OIBIT NMPUMEHEHHS BCEX AaHTHICTIPECCAHTOB
MTOKA3bIBAET, YTO PUCK CYUIUIa MOXKET YBEIIMYMBATHCS HA pAHHUX CTAIUSAX BBI3OPOBIICHUS. [[pyrue
MICUXWYECKHE PACCTPOICTBA, ISl JICUSHHS KOTOPBIX MOKa3aH MMAPOKCETHH, TOKE MOTYT OBITh CBSI3aHBI
C TIOBBIIICHHBIM PHCKOM CYHUIIMAAIBLHOTO TIOBEIEHUS, 3TH PACCTPOMCTBA TaKKe MOTYT OBITh
COYECTaHHBIMH C JICTIPECCUBHBIMU OIMH30JaMU CpPEIHEH M TSDKEIOH CTENeHH TSDKeCTH U
PEKYPPEHTHBIM JETPECCUBHBIM paccTpoicTBOM. KpoMe Toro, HanbobieMy pUCKY CYyHUIIUIATBHBIX
MBICTIC WM CYWIUAAJIbHBIX TOMBITOK TIOJABEPTraloTCs MAIMECHTHI, HWMEIONIMEe B aHAMHE3e
CYULIMJAIBHOE TIOBEICHNUE WM CYHIUAATbHBIC MBICIH, MAIMEHTHI MOJIOJOTO BO3pAcTa, a Takke
MAIMeHThl C BBIPAXEHHBIMU CYWIMJAIBHBIMH MBICIISIMH 0 Hadana JedeHus. HeoOxommmo
obecrieunTh HAOMIOACHHUE 32 BCEMU MAI[UEHTAMH JJIsi CBOCBPEMEHHOTO BBISBJICHHS KIMHUYECKOTO
YXYIIICHUsT (BKJIFOYasi pa3BUTHE HOBBIX CHMIITOMOB) W CYWIIUAAIHLHOCTH BO BpEMSI BCETO Kypca
JiedeHus, 0COOCHHO B HavaJie ICYCHHUS, WUIM BO BpEMsI H3MEHEHHS JT03bI TIpernapara (YBeTUIeHUS WK
CHUKEHUA).

[TareHTOB (M TeX, KTO 32 HUMHU YXXXHBAET) BAKHO MPEAYNPEAUTH O HEOOXOIUMOCTH CIETUTH 32
VXYAIICHUEM WX COCTOSHHUS (BKJIIOYAas pPa3BUTHE HOBBIX CHMIITOMOB) W/WJIA IOSBICHHEM
CYI/II_II/II[aJIBHOFO IIOBCACHUA NIIN MBICJIGI‘/JI (0] HpI/I‘II/IHeHI/II/I ce6e Bpez[a. B cnyqae BO3HUKHOBCHHUSA DTUX
CUMIITOMOB HEOOXOJMMO HEMEJICHHO OOpaTHThCS 3a MEIUIIMHCKOW moMorisio. Heobxomumo
IIOMHUTH, YTO IIOABJIICHHUC TAKHMX CHMIITOMOB, KaK aXUTallus, aKaTU3HUA WJIWM MaHUA, MOXCET 6BITB
CBSI3aHO KaK C OCHOBHBIM 3a00JICBAHHEM, TaK U SBJISATHCS IMOCIICICTBUEM IIPUMEHSIEMOM TepartuH.

HpI/I BO3HHUKHOBCHUUN CHUMIITOMOB KIMHHUYCCKOITO yxy,Z[I_HeHI/IH (BKJ’IIO‘-Ia}I paBBI/ITI/Ie HOBBIX
CUMIITOMOB) W/WJU CYHMITUAQIBHBIX MBICICH W/WIM CYWIIMIAIBLHOTO IOBEIECHUS, OCOOCHHO MpH
BHC3AaIITHOM HX IIOABJICHHMH, HapaCTaHI/II/I TSIOKCCTU HpOHBHeHHﬁ, NJIn B TOM cnyqae, CCJIN CUMIITOMBI
HE SIBJISUTUCH YaCThIO MPEAMICCTBYIOIMIET0 CHMITOMOKOMIUIEKCA Y JJAHHOTO MalMeHTa, He00X0 MO
HepeCMOTpeTB pe)KI/IM TepaHI/II/I BIIJIOTHh 10 OTMCHBI HpenapaTa.

Axatusus

B peaxux ciydasx jgedeHUE MApOKCETMHOM WM JPYTMMH IIpenaparamMy TPYIIbl CEIEKTUBHBIX
MHTUOUTOPOB 0OpatHOTO 3axBarta cepoToHnHa (CHMO3C) compoBOXKIaeTCs pa3BUTHEM aKaTHU3UH,
KOTOpast MPOSBISETCS YYyBCTBOM BHYTPEHHEro OECHOKOMCTBAa M MCUXOMOTOPHOTO BO30YKICHHS,
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KOrJa MalMEeHT HE MOXET CIIOKOWHO CHAETh WU CTo;ITﬂ!_lll_'}EH-l %ﬁé‘pﬁﬁ@éﬁ%gg :’o'%EI';'{ o

UCTIBITHIBAET CYOBEKTUBHBIM AUCKOMQOPT. BeposTHOCTh pa3BUTHsS akaTU3UU HauboJiee BHICOKA B
[IEPBBIC HECKOJIBKO HEZECIIb JICYCHUS.

CepoTOHMHOBBIN CHHAPOM, 3JI0KAYECTBEHHBINA HEHPOJIEITUYECKUA CHHAPOM

Ha ¢one neyeHust mapokCETHHOM B PEIKUX CIy4asX MOXKET Pa3BUTbCA CEPOTOHMHOBBIN CHHAPOM
WIA CUMIOTOMATHKa, 1M0J00HAs 37I0KAYeCTBEHHOMY HEMpOJENTUYECKOMY CHHIPOMY, B 4aCTHOCTH,
€CJIM MapOKCETHH HCIHOJB3YIOT B KOMOMHAIIMK C IPYTMMH CEPOTOHMHEPTMUYECKUMH MpernapaTaMu
W/WIM HeHpoJIeNTHKaMU. DTU CHUHJIPOMBI MOTYT INPEJICTABISATh MOTEHIHAIBHYIO YIPO3y KU3HH, U
M03TOMY JIeYeHHE TapOKCETUHOM HEOOXOJMMO MPEKPATUTh B CIIy4ae UX BOSHUKHOBEHHUS (COCTOSHUS
XapaKTepU3yIOTCsl TPYNIIaMU TaKMX CHUMITOMOB, KaK TUIEPTEPMHS, MBIIIEYHAs] PUTHUIHOCTb,
MHUOKJIOHYC, BEreTaTHBHBIE PACCTPOMCTBA C BO3MOXKHBIM OBICTPHIM H3MEHEHHEM IOKa3aTesen
KU3HEHHO BAXKHBIX (DYHKIMHA, W3MEHEHHsI ICHXHYECKOro CTaTyca, BKJIIOYAIOILINE CITyTaHHOCTb
CO3HAHUs, PA3APAKUTEIBLHOCTh, KPAMHE TSKEIYI0 aXUTALUI0, TPOTPECCUPYIOILYIO 10 IEIUPHUS U
KOMBI) M HayaTh MOAJEPKUBAIOLIYI0 CHUMITOMAaTHYECKYIO Tepanuio. [lapokceTMH He IOJIKEeH
NPUMEHAThCSI B KOMOMHAIlMM  C  TMPEAIIeCTBEHHUKAMH  CEpOTOHMHA  (TaKMMH  Kak
L-tpuntodaH, OKCUTPUIITAH) B CBSI3U C PUCKOM Pa3BUTHUSI CEPOTOHMHOBOTO CHHJIPOMA.

Masnuns ¥ OUIIOJISIPHOE PACCTPOMCTBO

Bonpiioit AempeccHBHBIA 3MHU30]] MOXKET SIBJIATHCS HAYAIBHBIM IPOSIBICHUEM OHUIOJSPHOTO
paccrpoiictBa. IIpuHATO cuMTaTh (XOTS 3TO U HE JOKA3aHO KOHTPOJIUPYEMBIMH KIMHUYECKHUMHU
HCCIEAOBAHUSIMU), UYTO JIEUEHHWE TAaKOro »SIH30/la OJHHMM TOJbKO AHTUICIPECCAHTOM MOXKET
YBEJIMYUTh BEPOSTHOCTh YCKOPEHHOTO PA3BUTHSI CMELIAHHOTO WM MAHHMAKAJIBHOTO SMHU30[a Yy
MAIMEHTOB, TOBEPKEHHBIX PUCKY BO3HUKHOBEHHUS OWIIONSIpPHOTO paccrpoiicTBa. [lepen Hadamom
JICYEeHHUs aHTUJETPECCAaHTOM HEOOXOAUMO MPOBECTHU THIATEIbHBIA CKPUHUHT MAallMeHTa ISl OLEHKH
pHUCKa BOSHHKHOBEHHSI y HETO OUITOJISIPHOTO PACCTPOMCTBA; TAKOW CKPHHUHT JJOJKSH BKIIOYATh COOP
JETANBHOT0 NICUXUATPUUECKOTO0 aHAMHE3a, BKJIOYas JTAHHBIE O HAJIMYMU B CEMbE CIIy4acB CYMLN/]A,
OUIIONIIPHOTO paccTpoicTBa U Aenpeccuu. CieayeT OTMETUTh, YTO MAapOKCETHH HE MpelHa3HaAuYeH
JUId JIeYEHHUs] JENpPEeCcCMBHOIO 3IK307a B paMKax OumosispHOro paccrpoiictBa. Kak u apyrue
AQHTUJICTIPECCAHTBI, TAPOKCETHH CIEAYET MPUMEHATh C OCTOPOKHOCTHIO Y MAI[MEHTOB, UMEIOLIUX B
aHaMHE3€ MaHUIO.

Tamokcuden

B HekoTophIX HCCIeA0BaHUIX MOKa3aHO, 4TO 3()(PEKTUBHOCTh TaMOKCH(EHa, KOTOPYIO OLEHUBAIN
110 PUCKY Pa3BUTHsI PELIUIMBA PaKa MOJIOYHOM JKEJIE3bI U €T0 JETATBHOCTH, MOXKET YMEHBIIATHCS IIPU
COBMECTHOM TMPUMEHEHHH C TMapOKCETMHOM B pe3yJibTaTe HeoOpaTUMOro HWHIHOMPOBaHUS
napokcetuHoM u3opepmenta CYP2D6. Puck MokeT Bo3pacTarh NpH JIUTEILHOM COBMECTHOM
npuMmenenud. [Ipu nmpumeHeHun TamokcudeHa IS JedeHus: Wiu Npo(UIaKTUKU paka MOJOYHOM
JKEJIe3bl CIENYET PACCMOTPETHh BO3MOKHOCTh MCIOJIb30BAaHUS aJIbTEPHATUBHBIX AHTUIECIPECCAHTOB,
KOTOpPBIC HE OKa3bIBAIOT MHTHOUpYromiero Bo3nercTus Ha nzohepmeHT CYP2D6 nnm oka3piBaoT
3TOT 3¢ (HEeKT B MEHBIIIEH CTENEHHU.

IlepenoMbl KOCTEN

B snupeMuonorndeckux HMCCIeOBaHUAX IO OLIEHKE PHCKa IEepeiOMOB KOCTEW BBISBIEHA CBS3b
MepeIOMOB KOCTEH C MPUEMOM HEKOTOPBIX AHTHJIETPECCAHTOB, BKIIOYAs MPENaparhl TPYIIIEI
CHUO3C. Puck Habmomancss B TEUCHHE Kypca JICYCHHS AaHTUICTIPECCAHTAMHM U SBISUICS
MaKCHMAJIHBIM B Haualle Kypca Tepanud. BeposTHOCTh mepeoMOB KOCTEH JOIDKHA yIUTHIBATHCS
IIpYU IPUMEHEHUU TapOKCETHHA.

CaxapHblii 1uadeT

VY mamueHToB ¢ caxapHbIM nuaberom JiedeHue npernaparamu rpynnsl CUO3C moxer BIMATH Ha
MOKa3aTeIN TIIMKEMHUYECKOro KOHTPOIIs. MoeT noTpeOoBaThCsl KOPPEKIMS A03bI HHCYJINHA W/WIN
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MepOopalIbHBIX THIOTJIMKEMUYECKUX MPEenaparTos.

NUMAO

JleueHne NapOKCETUHOM CIIEyeT HAYMHATh C OCTOPOKHOCTBIO Yepe3 2 HeJIeNIN MOCIIe IPEeKpalleHHs]
neuenust HeoOpatumMbiMd MMAO wunm dyepe3 24 4 mocie NpeKpamieHus JIEYCHUs OOpaTUMBIMU
NMAO. Jlo3y mapokceTrHa HEOOXOAMMO TOBBIIATH MOCTEIIEHHO JI0 JOCTHXKECHHS ONTHMATBHOTO
TepaneBTHIECKOro 3 ¢dexra.

Hapymenns (bVHKHI/II/I IMOYCK MJIW TICYCHU

Pexomenayercst co0I101aTh OCTOPOKHOCTH MPH MIPUMEHEHUH NAPOKCETHHA Y MALMEHTOB C TSKEION
CTENEeHbI0 HapyleHus: (YHKIMH MOYEK WM MAIMeHTOB C HApYIIEHUIMHU (QYHKIUHU EUEHU.

Dnuierncus

Kak u npyrue antunenpeccaHTbl, TAPOKCETUH CIEAYET MPUMEHSTh C OCTOPOKHOCTHIO Y MAIMEHTOB
C DIUJIETICUEN.

CynoposKHbBIE IPUITAIKH

Yacrora CYAOPOIKHBIX TPUIIAAKOB y MAIUCHTOB, IPUHUMAIOIIHUX IMAPOKCCTUH, COCTABIISACT MCHEC
0,1 %. B crnydyae BO3ZHUKHOBEHHS CYyIOPOKHOIO MPUMAJAKA JIEYEHHE MapOKCETMHOM HEOO0XOIMMO
MIPEKPATHUTb.

DIIEKTPOCYIOPOKHAS TEPAIUI

Nwmeercsa JINIIIb orp aHUYECHHBIN OIIBIT OOTHOBPEMCHHOT'O MNPUMCHCHUSA MapoOKCCTHHA n
BJIEKTPOCYAOPOKHON TEpPaAITHH.

['maykoma

Kak u npyrue nmpemnapatel rpynnbl CMO3C, mapokCeTHH MOXET BbI3bIBaTH MHUJPUA3, TTOITOMY
npernapar HeoOXOIMMO MPUMEHSTH C OCTOPOKHOCTBIO Y MAITUEHTOB € 3aKPHITOYTOJIBHOMN IIIayKOMO.

I'unoHarpuemMusa

[Tpu neyeHuN NapOKCETUHOM TUIIOHATPUEMHUS PA3BUBACTCS PENIKO, HAOII01aeTCsl IPEUMYIIECTBEHHO
Y HOKUIIBIX ITALIMEHTOB U HUBEIUPYETCS MOCIE OTMEHBI TAPOKCETUHA.

KpoBoreuenus

Coobmanocs 0 ciydasx pa3BUTHs KPOBOTEUEHHUS 4Yepe3 KOXKY M CIM3HMCThle 000JI0YKH (BKIIOYas
KETyJJOYHO-KUIIEYHbIE ¥ THUHEKOJIOTHYECKHE KPOBOTEUCHMs) y TMAalMeHTOB Ha (hoHEe mnpuema
napokceTuHa. [1o3ToMy napoKCeTHH ClieAyeT NPUMEHATh C OCTOPOKHOCTBIO Y MALUEHTOB, KOTOPhIE
OJTHOBPEMEHHO TOJIY4aloT Mpernaparhl, MOBIMIAIOIINE PUCK PA3BUTHS KPOBOTECUECHUH, Y MAIUCHTOB
C U3BECTHOM CKJIOHHOCTBIO K KPOBOTEUCHMSIM M Yy MAaIMEHTOB C  3a00JIeBaHUIMH,
IIpepacrojiaralommMy K KpoBoTeueHusM. [Ipuem nexapcrBeHHbIx mnpenapatos rpynn CHUO3C,
CHUO3CH (cenexTuBHBIC HHTHOUTOPHI 00pa3HOTO 3axBaTa HOpPAJAPEHAIMHA U CEPOTOHMHA) MOXKET
MOBBIIIATH PUCK PA3BUTHUS MOCIEPOAOBOrO KPOBOTEUEHHS (CM. paszensl 4.6 u 4.8).

3aboaeBanus cepala

[Ipn nedeHuM MaNKMEHTOB C 3a00JNEBaHHMSIMH Cepllla CIeAyeT COON0aTh OOBIYHBIE MEpPHI
MPEIOCTOPOKHOCTH.

Ynuaenue narepsana QT

Coobmanock 0 ciydasx yanuHeHus uHTepBasia QT B mocTperucTparimoHHOM MEPHOJIE, TTPH ATOM
CBSI3b C IPHEMOM TTApPOKCETHHA HEe ObLJIa YCTaHOBIICHA.

[TapokceTuH cienyer IPUMEHSTh C OCTOPOKHOCTBIO Y MalUEHTOB:

¢ yinHeHueM uHtepsana QT B anamHese;
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ynnuHATh uHTepBai QT;
C COOTBETCTBYIOIIMMU paHee CYIIECTBOBABUIMMHU 3a00J€BAHUAMU CEPLIA.
JlonoaHuUTeNbHAs UHPOPMAIUS MpeIcTaBieHa B pasaenax 4.3 u 4.5.

CHMIITOMBEI, Ha6J'IIOI[aCMI)Ie IpHU MPEKPANICHUHN JICUYCHUA ITAPOKCETHUHOM VYV B3POCIIbIX

Ilo naHHBIM pPE3yAbTAaTOB KIMHUYECKUX HCCIIEIOBAaHUI Yy B3pOCIBIX YacTOTAa HEXKEIATEJIbHBIX
peakuuil Mpyu NPEeKpalCHUN JICYEHUs Y MAllMEHTOB, IPUHUMABIINX MMAPOKCETHH, cocTasiisia 30 %,
TOTJa KaK 4acTOTa HEeXEJaTeNIbHBIX peakuuil B rpymnne mianedo cocrapisuia 20 %. Bo3HUKHOBEHHE
CUMIITOMOB OTMEHbI HE O3HAYaeT, YTO IMpenapaT BhI3bIBAECT MPHUBBIKAHHE UM 3aBUCHUMOCTH, KaK B
cllyyae ¢ BEIIEeCTBAMH, SBJISIOIIUMUCS MPEIMETOM 3JI0yOTPeOICHHUS.

OmnucaHbl Takue CUMOTOMBI OTMEHBI, KaK T'OJIOBOKPYKEHHE, CEHCOpPHbIE HapylIeHMs (BKIOYas
MapecTe3ny, OUIYIIEHUE yapa 3IEeKTPUYECKMM TOKOM M IIIyM B yIIax), HapyLIeHHs CHa (BKJIrOYast
SApKUE CHBI), @KUTAlMs WIK TPEBOra, TOIIHOTA, TPEMOP, CIYyTAaHHOCTh CO3HAHMs, MOBBILIEHHOE
MOTOOT/AETICHHUE, TOJIOBHAs 00JIb, TUapes, OIIYIIEHUE cepalieOneH s, YMOIIMOHAIbHAs JJAOUILHOCTD,
pa3ApaKUTENIHOCTh M 3pUTeNbHble HapylleHus. OObIYHO 3TH CHUMIITOMBI BBIPaXEHbI c1a00 WM
YMEpPEHHO, HO Y HEKOTOPHIX IalUEHTOB OHH MOTYT OBITh TSDKEIBIMH. OOBIYHO CHMIITOMBI
Pa3BHUBAIOTCS B IIEPBBIC HECKOJIBKO JHEH IOCJIE OTMEHBI IIPENapara, OJHaKO B OYCHb PEIKHUX CIIydasx
BO3HUKAIOT Yy NAIMEHTOB, KOTOpBIE CIy4yailHO MpomycTWiau npueM 1o3bl. Kak mpaBuio, 3tH
CUMIITOMBI ITPOXOJAT CIIOHTAHHO M MCYE3al0T B TEYECHHE 2 HEAEIb, HO Y HEKOTOPBIX MAallMEHTOB
CHUMIITOMBI MOTYT COXPaHSTBCS ropa3fo noibiie (2—3 mecsma u 6osee). PekoMeHayeTcst CHUKATh
703y TApOKCETHHA IIOCTEIICHHO, HA NPOTSHKCHUM HECKOIBKUX HEACNIb WIH MECSLEB IEpel €ro
MOJTHOM OTMEHOH B 3aBUCHMOCTH OT MOTPEOHOCTEH KOHKPETHOTO MallUeHTa.

CekcyanpHas I[I/ICd)VHKI_[I/IH

ITpenapatel rpynnel CHMO3C MoryT BbI3BIBaTH CHMIITOMBI CEKCyasbHOW TUCYHKIUH. bpum
COOOIIEHNsI O COXPAaHEHHM CHMIITOMOB CEKCyaldbHOH AUCHYHKIMM Ja)xe IO0cCie IMpeKpalleHus
npuema CHO3C.

CHMIITOMBEI, Ha6J'II-OI[aeMI)Ie IIPHU IPEKpaICHUH JICUYCHUS ITAPOKCETUHOM YV ASTEH M ITOJIPOCTKOB

Ilo pe3ynpTaTaM KIMHUYECKHX MCCIEIOBAHUM y JE€TE€d U MOJAPOCTKOB YacTOTa HEXKEJIATEJIbHBIX
peakuuil pyu NPEKpaLCHUN JICYEHUs Y MAllMEHTOB, IPUHUMABIINX IMAPOKCETHH, cocTaBisia 32 %,
TOrJa Kak 4acToTa HeXeJaTelIbHBIX peakuuil B rpynne rianedo cocrasisuia 24 %. [locne oTMeHbI
[MAPOKCETUHA CIEAYIOIINE HEXENaTelIbHble PEAKUHUHA PETHMCTPUPOBAINCH KaK MHUHUMYM y 2 %
MAIMEeHTOB U BCTPEUYAIMCh KaK MUHUMYM B 2 pasa Yalle, 4YeM B IpymIe Iianedo: sMOLUMOHaNbHAs
7abuUIbHOCTh (B TOM 4HCIE€ CYWUUJAIBbHBIE MBICIH, CYWLUJANbHBIE TOMBITKH, HW3MEHEHUS
HACTPOEHUS U TUIAKCUBOCTH), HEPBO3HOCTb, TOJIOBOKPYKEHHE, TOIIHOTA U O0JIb B )KUBOTE.

BcnoMorarenbpHBIE BEIISCTBA

JlaHHBIH JIeKapCTBEHHBIN TIperapar CoAepKUT MeHee 1| MMob (23 Mr) HaTpus Ha OJHY TabJIETKY, TO
€CTb 10 CYTH, «HE COJCPKUT HATPUS».

Jletn 1 moapocTku (miaamie 18 jer)

[Ipenapar IlapokceTnH He cieayeT MPUMEHATH y IETeW U MOAPOCTKOB Miaauie 18 mer.

Jledyenue aHTHMAEnpeccaHTaMU JETEd U IOAPOCTKOB C ACTIPECCUBHBIMM JIU30JaMU CpedHEN U
TSDKEJNIOM  CTENEHU TSDKECTH, PEKYPPEHTHBIM JCTPECCUBHBIM PACCTPOMCTBOM M IPYTMMH
NCUXWYECKUMHU  3a00JICBAHUSMHU  COIPOBOKIAETCSl  MOBBIIICHHBIM PUCKOM  BO3HUKHOBEHUS
CYHLUJAIBHBIX MBICIIEH U CYMIIMAAIbHOTO ITOBEICHMUS.

B xiuHHueckux HCCICAOBAHUAX HCKCIIATCIIbHBIC PCAKIUH, CBA3AHHBIC C CYUIUIAIBHOCTBIO
(cynumambHbIE TOMBITKU U CYUITUATBHBIE MBICITH ), BPAXKI€OHOCTHIO (PEUMYIIIECTBEHHO arpeccus,
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MApOKCETHH, YeM Yy TAalMEeHTOB 3TOW BO3PACTHOM TpYMIbI, KOTOpbIe Moiydanu mianebo. B
HacTosIlee BpeMsl OTCYTCTBYIOT JaHHBIE O J0JIFOCPOYHOM 0€30IacHOCTH NMAapOKCETHHA Ul JeTel U
MOJIPOCTKOB, KOTOPBIE KAaCAJUCh OBl BIUSHU 3TOTO Mperapara Ha pocT, CO3pEBaHNE, KOTHUTUBHOE U
ITOBEICHYECKOE Pa3BUTHE.

4.5. BzaumogeiictTBie ¢ JPYIrHMH JIeKADCTBEHHBIMH IIpenapaTamMM W Jpyrue BH/AbI
B3aMMOJAEHCTBUSA

CGDOTOHI/IHGDFI/I‘-IGCKI/IG npernaparhsl

[Ipumenenne mnapokceTwHa, Kak © Apyrux npemnapatoB rpynnbl CHUO3C, oAHOBPEMEHHO C
CEepOTOHMHEPTUUYECKUMU IIpenapaTaMyi MOXKET BbI3bIBAaTh A deKThI, cBsi3anHbIe ¢ S-HT penentopamu
(cepoToHUHOBBIN cUHIPOM). [Ipy 0AHOBPEMEHHOM MPUMEHEHUH CEPOTOHUHEPTUYECKUX MPENapaToB
(trakux kak L-tpunTocdan, mpenapaThl W3 TPYHIBl TPUIITAHOB, TPAMAIOJ, Ipernaparbl TPYIIIbI
CUO3C, nutuii, QeHTaHWMI €W Tpenaparbl 3BEpo0O0s MPOABIPIBIECHHOTO) € MApPOKCETHHOM
HE00X0AUMO COOITI0IaTh OCTOPOKHOCTD U MPOBOAMUTD TINATENbHBINA KIMHUYECKUNH MOHUTOPHHT.

OnHOBpeMEHHOE TIPUMEHEHHE IMapoKceTuHa ¢ wuHruomtopamu MAOQO, BriIOYas JTUHE30IU
(aHTUOMOTHUK, SBISIOMIMICS 0OpATUMBIM HECENEKTUBHBIM HHTHOUTOPpOM MAQO) U METUATHOHHHUS
xjopua (METUJICHOBBIM CHUHUI), MPOTHBOMOKa3aHo. [lompoOHee 00 HMCKITIOUMUTEIBHBIX CITydasx
MPUMEHEHHSI TAPOKCETHHA B KOMOMHALIMY C JIMHE30JIMI0M CM. B paznene 4.3.

IInmosun

B nccrnenoBanuu 0JHOBPEMEHHOTO MPUMEHEHUS TAPOKCETHHA U TMMO3Ua B OJHOKPATHOM HU3KOU
n03¢e (2 MT) 3aperucTpUPOBaHO TOBBIIMICHUE KOHIIEHTpAIMy muMo3uaa. Jlanaelid hakT oObICHISTCS
M3BECTHBIM CBOMCTBOM IMapOKCEeTHHA yrHeTaTh cucteMy u3odepmenta CYP2D6. Benencrue y3koro
TEpaneBTUUECKOro MHJEKCa MUMO3HMAa M €ro M3BECTHOM CHOCOOHOCTH yIiauHATH uHTepBasn QT
OJTHOBPEMEHHOE MPUMEHEHHE TMMO31/Ia U TApOKCETHHA MTPOTUBOIIOKA3aHO.

DepMEeHTHI, YIACTBYIOIINE B META00aU3ME JICKAPCTBCHHBIX ITPCIIapaToB

Metaboau3m u (papMakOKHMHETHKA MAPOKCETHHA MOTYT U3MEHSTHCS MO/ BIMSHUEM WHAYKIIUN WIN
MHIUOMpPOBaHUs (EPMEHTOB, YYaCTBYIOIUX B META0OIM3ME JICKAPCTBEHHBIX MTPENapaToB.

[Ipy npUMEHEeHMHM NAapOKCETHHA OIHOBPEMEHHO C M3BECTHBIM WHTHOMTOPOM (PEepMEHTOB,
YUYACTBYIOIIMX B METa0OJIM3ME JICKAPCTBEHHBIX MPENapaToB, CIEAYyeT PEKOMEHIOBATh MPUMECHEHUE
MapOKCeTHHA B [03€, HaxXOsIeiicss Ha HIKHEW TpaHHIC Iuarna3oHa TepaneBTUYECKHX [103.
HadanpHyro 103y mapoKceTHHa HE KOPPEKTHPYIOT, €CIH €ro MPHUMEHSIOT OJHOBPEMEHHO C
IpernapaToM, KOTOPBIA SBIAETCS HW3BECTHBIM HMHIYKTOPOM (DEPMEHTOB, YYacTBYIOIIUX B
MeTa0oM3Me  JIGKapCTBEHHBIX  IpemaparoB  (Hampumep, kapOamaszenmuH, pudaMmuimH,
¢denobapburan, ¢enuroun). Jlobas mnocnexyromas KOPPEeKIHs J03bI MApOKCETHHA JOJDKHA
OMPENEIATHCS €r0 KIMHNIECKUM 3P (HEKTOM (MTepeHOCUMOCTHIO U 3 (PEKTUBHOCTHIO).

docamMIpeHaBup U pUTOHABUP

OnHOBpeMEHHOE TpUMEHEeHHe (ocaMIIpeHaBUpa/pPUTOHABHpPA C MAPOKCETHHOM TPHUBOIMIO K
3HAYUTEIbHOMY CHIDKCHHMIO KOHIIGHTpAllMM TMapOKCeTMHAa B Iula3Me KpoBu. KoHueHTpanuu
(dbocammnpeHaBUpa/pUTOHABHPA B TUTa3ME KPOBH MIPH OJTHOBPEMEHHOM MTPUMEHEHHUH C TTAPOKCETHHOM
ObUIM COTIOCTAaBUMBI C KOHTPOJIBHBIMU 3HAUCHHSIMU W3 JAPYIMX HCCIEAOBAHHM, YTO yKa3bIBaeT Ha
OTCYTCTBHE CYIIECTBEHHOTO BIHMSIHHS MTAPOKCETHHA Ha MEeTab0IM3M (ocamMIpeHaBHpa/pPUTOHABUPA.
JlaHHbIE O  BIMSHUM  JIOJTOCPOYHOTO  COBMECTHOTO  INPHUMEHEHHUS  IapOKCeTHHa ¢
(dhocamMmpeHaBUPOM/PUTOHABUPOM OTCYTCTBYIOT. JIt00ast KOppekims 103bl MapOKCETHHA JO0DKHA
OIIPENIENIATHCS er0 KITMHUYECKUM 3((HeKToM (IepeHOCUMOCTBIO U 3((HEKTUBHOCTHIO).
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[Ipouuknnanx

COOTBETCTBYET 2KCNEPTHOMY OTYETY

ExenHeBHbIN npueM napoKCeTHHAa 3HAYMMO MOBBIIIAET KOHIEHTPALMIO MPOLUKIUIMHA B IIa3Me
KpoBH. [Ipu pa3BUTHH aHTUXOIHUHEPTHUECKUX 3PPEKTOB 103y MPOLUKIUINHA CIEAYET CHU3UTh.

IIpoTHBOCYIOPOKHEIEC IpeHapaThl

OpHOBpeMEHHOE NMPUMEHEHHE MapOKCEeTUHA U MPOTUBOCYJOPOKHBIX MpenaparoB (kapbaMasenuH,
(eHUTONH, BalIbIIPOAT HATPH) HE BIMACT HAa UX (hapMaKOKMHETUYECKHH U (hapMaKOAMHAMUYECKUN
npoduIN y NalueHToB C SMUIIETICHEH.

MuopeaakcaHThl

[Ipenaparsl rpynmsel CUO3C MOTYT yMEHbIIATh aKTUBHOCTH XOJIMHACTEPa3bl IJIa3Mbl KPOBH, YTO
INPUBOAUT K YBEJIWYCHUIO TNPOJODKUTEIEHOCTH HEPBHO-MBIIIEYHOTO OJIOKMPYIOIIETO JeHCTBUS
MUBAaKypHs U CyKCaMETOHHS.

Cnoco0OHocCTh mapokceTrHa yruerars uzodepment CYP2D6

Kak w npyrue antuaenpeccanTtsbl, BKIo4as npyrue mnpemnaparbl rpynnsl CHMO3C, mapokceTuH
yruetaer nedeHouHbl u3zopepmeHT CYP2D6, oTHOcsmmiics k cucreme muToxpoma P450.
VYruerenue mzodepmernta CYP2D6 mokeT MpUBOIUTH K TOBBIINICHUIO KOHIICHTPALIMHM B IIJIa3Me
KPOBH OJTHOBPEMEHHO HCIOJIB3YEMbIX IPEnapaToB, KOTOPbIe METa0OIU3UPYIOTCS 3TUM (PEPMEHTOM.
K TtakuMm mnpenapataM OTHOCSITCSI HEKOTOPbIE TPUIUKINYECKHE AaHTUICNPECCAHThl (HAIpumep,
AMUTPHUNTWINH, HOPTPUNTHINH, UMHUIIPAMUH M JIE3UIIPAMHUH), HEUPOJENTUKU (PEHOTHA3MHOBOTO
psana (nepdeHasuH W THOPHAA3UH), PUCHEPUIIOH, aTOMOKCETHH, HEKOTOphlE aHTHAPUTMHUYECKHE
cpeactBa lc kmacca (Hampumep, npomnadeHoH U ¢uiekauHua) U Meronpoioi. He pekomenmyercs
MPUMEHITh MApOKCETMH B COYETAHUU C METOINPOJIOIOM TPU CEPACYHOM HEIOCTaTOYHOCTH,
BCJIEICTBUE Y3KOIO TEpPANEBTUYECKOIO0 MHJAEKCa METONpOoJIoa MpU JAHHOM IIOKa3aHUM K
MPUMEHEHHUIO.

Heob6patumoe unrubuposanue cucreMsl n3opepmenta CYP2D6 mapokceTHHOM MOXET MPUBOJUTD
K CHIKEHHMIO KOHIIEHTpAallMu SHAOKCHU(pEHa B IUIa3Me KpPOBM M CHHXKEHUIO 3(deKkTuBHOCTH
TaMoKcHu((eHa.

CYP3A4

HccenenoBanue in vivo 10 OLICHKE B3aMMOJEHUCTBUS IIPU OJJHOBPEMEHHOM IIPUMEHEHHUH B YCIIOBUAX
PaBHOBECHOI'O COCTOSIHUS IApOKCETMHAa M TeppeHaguHa, KOTOPbI sBIsAETCS CcyOcTpaToM
nzodpepmenta CYP3 A4, nokazano, yTo MapoKCETUH HE BIUACT Ha (hapMaKOKMHETUKY TepeHaHA.
B cxogHOM wHccnenoBaHUMM B3aMMOJEHCTBHSL in vivo HE OOHApPYKEHO BIUSHHE MAPOKCETMHA Ha
(bapMaKOKMHETHKY ajmpaszonaMa U HaoOopoT. He okmmaercsi, YTO OJHOBPEMEHHOE NMpPHUMEHEHHE
MapOKCeTHHA ¢ Tep(eHaaMHOM, aJIpa3oiaMOM M JPYIMMHU IpernapaTtaMu, KOTOpbIE SBISIOTCS
cyoctparamu uzopepmenta CYP3A4, MOXET CONPOBOXKIATHCS HETAaTUBHBIM BIHSHHEM Ha
HaIHeHTa.

Ilpenapartsl, Biugromue Ha pH xkenynka

B KkJIMHWYECKHX HMCCIIEeOBaHUSX MMOKa3aHO, YTO abcopOuus n (hapMakKOKWHETHKA IMapOKCETHHA HE
3aBUCAIAT WJIH MPAKTHYCCKU HC 3aBUCAT (T. €. CYHICCTBYIOIIAA 3aBUCUMOCTb HC TpeGyeT N3MCHCHUA
JI03b1) OT TIpHEMa:

e IIUINY;

® aHTAIUJIOB;

® JIUI'OKCHUHA,

® I[IPOIMPAHOIONA;
® QJIKOTrOJs.

HapOKCGTI/IH HC YCHJIMBACT HCTATHBHOC BJIMAHUC aAJIKOI'OJI1 Ha YMCTBCHHBIC W JIBUI'aTCIbHBLIC
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COOTBETCTBYET 2KCNEPTHOMY OTYETY

AJIKOI'OJIb.

IlepopanpHble aHTUKOATYASHTEI

Bo3smoxHO mposiBieHHE (apMaKOIWHAMUYECKOTO B3aMMOICHCTBHS MEXKAY IapOKCETHHOM H
MepopaibHBIMM  aHTUKOAryIsiHTaMu. COBMECTHOE MPUMEHEHHE MapoOKCeTHHAa M IEepPOpalbHbBIX
AQHTHKOAryJIsSTHTOB MOXET BBI3BaTh TIOBBIIICHHE AKTHUBHOCTH AHTUKOATYISHTOB H  PHUCK
KkpoBoTeueHus. Clie1oBaTeabHO, MAPOKCETUH CIEAYET C OCTOPOKHOCTHIO MPUMEHSTH ISl JICUEHUS
MalUEeHTOB, MOJYYaOUUX NepOpaIbHbIe aHTUKOATYJISIHTHI.

Hecrepoumusle nporuBoBocnauTenbuble npenaparsl (HIIBII), anerwincanmumuioBas KHCIOTa H
JAPYTUC aHTHUATI'PCTAHTHBIC ITPCIIapaThbl

Bo3moxxHo mposiBiieHre (papMakoJIMHAMHYECKOTO B3aUMOJEHCTBUS MEXKIY IapOKCETHHOM |
HIIBIl/aneruncanuuuiaioBoi KHUCJIOTOM. CoBmecTHOE NPUMEHEHUE  TMApPOKCETMHA U
HIIBII/aneTnncaauiiniaioBoid KUCIOTHI MOYKET MOBBICHThH PUCK KPOBOTCUCHHSI.

CrnemyeT coOm0IaTh OCTOPOXKHOCTh MPHU JICUCHUH MAIIUEHTOB, MOJTYYAONINX MPEnaparhl TPYIIIbI
CUO3C omgHOBpEMEHHO C MEPOpaJbHBIMM AHTHUKOAryJIsIHTaMH, C [penaparaMy, KOTOpPbIE
BO3JCUCTBYIOT Ha (YHKIMIO TPOMOOIMTOB WJIM MOBBIIMIAIOT PUCK KPOBOTEUEHUS (HampuMmep,
aTUMHYHbIE HEHPOJIENITUKY, TaKUe KaK KJI03amuH, (PeHOTHAa3UHBI, OOJBIIMHCTBO TPUIUKINYECKUX
aHTHUJICTIPECCAHTOB, aneTuincanuuuioBas kucinora, HIIBII, uHruOUTOpHI NHUKIOOKCHUTEHA3bl 2
(I10I'-2)), a Takxe mpu JEYCHUH MAIMEHTOB, UMCIOIIMX B aHAMHE3€ HAPYIICHHUS CBEPTHIBAEMOCTH
KpPOBHU UJTU COCTOSIHUSI, KOTOPBIE MOT'YT BBI3BIBATH MPEIPACTION0KEHHOCTh K KDOBOTEUEHUSM.

[IpaBacTatun

Ha ocHoBaHuM pAaHHBIX MCCIIENOBAHUM MPEIIOJNAraeTcsi, YTO OJHOBPEMEHHOE IPUMEHEHHUE
MapoOKCEeTHHA U MpaBacTaTUHA MOXKET MPUBECTH K MOBBIIIECHUIO KOHIIEHTPAIMI [IIOKO3bI B MJIa3Me
KpoBH. [lanmeHTam C caxapHbIM TUa0ETOM, MPUHUMAIONINM MMAPOKCETHH W TPaBaCTaTHH, MOXET
MoTpebOBaTHCA KOPPEKLHUS JO3bI TUIMOTVIMKEMUUYECKUX MPEnapaToB /WK HHCYINHA.

4.6. ®epTUIBHOCTD, 0€PEMEHHOCTD U JAKTALMUSA

bepemeHHOCTH

ONUAEMUOIOTHYECKUE HUCCIIEIOBAHUS MCXO0J0B OEPEeMEHHOCTH TpHU NMpHEME aHTUJCTPECCAHTOB B
MIEPBOM TPHMECTPE CBUICTEILCTBYIOT 00 YBETMUCHUH PUCKA BPOXKICHHBIX aHOMAJINi{, B YaCTHOCTH,
CepACYHO-COCYUCTON CUCTEMBI (HampuMmep, Ae(PEKThl MEXOKETYAOYKOBOH W MEXKIpeacepIHon
MePETOPOIKH), CBA3aHHOTO C MPHEMOM IapoKceTrnHa. [1o nMeromumMes TaHHBIM 9acTOTa Pa3BUTHS
ne(eKTOB cepeuHO-COCYIUCTON CUCTEMbI Y HOBOPOXKACHHBIX MpPU MPUMEHEHHH IapOKCETHHA BO
BpeMsi OEpPEeMEHHOCTH MPUOIH3UTEIHHO cOoCTaBisieT 1/50 mo cpaBHEHHUIO C OKHUIAEMOM 4YacTOTOM
TakuX JeQEeKTOB B 00IIEH MOMYJISINH, TPUOTU3UTEIbHO cocTaBisioniei 1/100 HOBOPOKICHHBIX.

[Ipy Ha3HaYeHHM MapOKCETHHA Bpayy HEOOXOIMMO PAacCMOTPETh BO3MOKHOCTH albTEPHATHBHOTO
JeyeHusi OEpPEeMEHHBIX U IUIAaHUPYIOUINX OepeMEeHHOCTh JKEeHIIMH. [lapoKceTHH cieayeT Ha3HAa4YaTh
TOJIBKO B Clly4yae, €clid €ro NMoTeHLHUalbHas Mojb3a MPEeBBIIIAeT BO3MOXKHBIA puck. Ecnu Oyzaer
IPUHATO PEIICHHWE O MPEKpaIleHUH JICYCHHUS MapOKCETHHOM IpH OEpeMEHHOCTH, Bpad JIOJIKEH
cienoBath pekomeHaarusM pazaenoB 4.2 («Otmena mapokcetnHa») U 4.4 («CUMIITOMBI,
Ha0II01aeMBbI€ TIPH MPEKPAIICHUH JICYSHUS TTAPOKCETHHOM y B3POCIBIX»).

3aperucTpupoBaHbl COOOLICHUsI O MPEXKAECBPEMEHHBIX POJAX Y JKEHIUMH, KOTOpPbIE MOJy4ald BO
BpeMs OepeMeHHOCTH TapoKceTuH winu Jpyrue mnpenaparsl  rpynmnsl  CHMO3C, oanako
IIPUYMHHO-CJIEICTBEHHAs CBA3b MEXKAY IPUEMOM 3THUX MPENApPaTOB U MPEKIAEBPEMEHHBIMU POJAAMHU
HE YCTaHOBJICHA.

JlanHble HAOMIOAEHUI YKa3bIBAIOT Ha MOBBIIIEHHBINA (MEHEee YeM B J[Ba pa3a) PUCK MOCIEPOIOBOTO
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COOTBETCTBYET 2KCNEPTHOMY OTYETY
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KpOBOTEUEHHS] TOCTE MPUMEHEHHUs MpernapaTtoB TIPYIIIIbl CHO3E/CHy3eH @#@g&@j%}b

MecCd1a 10 poaoB.

Heo6xoanMo HabmoaaTh 3a COCTOSIHUEM 3/I0POBbsI HOBOPOXKAEHHBIX, MaTe€pU KOTOPBIX IPUHUMAIIN
MApOKCETHH Ha MO3JHUX CPOKaX OEpPEeMEHHOCTH, TOCKOJIbKY MMEIOTCSl COOOIIEHHUS 00 OCI0KHEHUSIX
Yy HOBOPOJKAEHHBIX, CBSI3aHHBIX C IPUMEHEHHEM IMApOKCETUHA WMJIM JIPYTHX NpenapaToB IPYIIIbI
CHUO3C B TperbeM TpuMecTpe OepeMeHHOCTH. OIHAKO MPUYUHHO-CICICTBEHHAS CBSI3b MEXKIY
YIOMSHYTBIMU OCJIOKHEHHSIMUA W 3TOM JIGKAPCTBEHHOW Tepanuell He moarBepkaeHa. OnucaHHbIC
KJIMHUYECKUE OCJIO)KHEHHS BKIIIOUAIM: PECIHUPATOPHBIA AMCTPECC-CUHAPOM, LIHAHO3, aIlHO),
CYAOPOXKHBIE TPHUMAIKH, HECTAOMIBHOCTb TEMIEPATyphl, TPYJHOCTH C KOPMJICHHEM, pBOTY,
TUIOTIIMKEMHIO, apTEPUANbHYIO THIEPTEH3HMIO, apTEepUalIbHYI0 THUIOTEH3UIO, TUneppediIexcuro,
TPEMOp, CHHJPOM IIOBBIIIEHHONH HEPBHO-PE(PIEKTOPHON BO30OYAMMOCTH, pPa3Ipa’KUTEIbHOCTD,
JIeTaprulo, MOCTOSHHBIH IJ1a4 ¥ COHJIMBOCTh. B HEKOTOPHIX COOOIICHUAX CUMITOMBI ObLITH ONUCAHBI
KaK HEOHAaTaJbHbIC NPOSIBICHUS CUHAPOMA OTMEHbl. B OoOJIBIIMHCTBE ClIy4aeB OIMCAHHBIE
OCJIOKHEHUSI BO3HUKAJIM cpa3y MOoCje POJOB MIIM BCKOpE Mocie HUX (< 24 u).

[To maHHBIM MUAEMHUOIOTHYECKUX HCCienoBanui nmpueM npernapatoB rpynnsl CUO3C (Bkitoudas
MApOKCETHH) BO BpeMsl OEpEMEHHOCTH, B YaCTHOCTH Ha MO3HUX CPOKAX, COMPSIKEH C YBEIUYCHUEM
pHUCKa pa3BUTHS NEPCUCTUPYIONIECH JIETOYHON TMIIEPTEH3MU HOBOPOXKIAEHHBIX. [IOBBIIIIEHHBINA PUCK
HabmrogaeTcst y JeTeil, poXAEHHBIX OT Marepei, mpuHuMaBmux npenaparsl rpynnsl CUO3C Ha
MO3JTHUX CPOKax OCPEeMEHHOCTH, W B 4—5 pa3 MpeBbIIACT HAOIIOJAaeMbIii B OOIIEH MOMYJISIINH
(1-2 ma 1000 cnyuaeB 6GepeMeHHOCTH).

Pe3ynbrathl uccnenoBaHUil Ha YKUBOTHBIX CBUIETEILCTBYIOT O PEMPOTYKTUBHOM TOKCHYHOCTH
mpermapaTa, HO MPsSMOE HEONAronpusATHOE BIMSHHE B OTHOIICHUUW OEPEMEHHOCTH, Pa3BUTHUS
SMOpHOHA U TUI0JA, POJOB WM OCTHATAIILHOTO Pa3BUTHS HE YCTAHOBJICHO.

JlakTaus

B rpynHOE€ MOJIOKO MPOHHMKAET HE3HAYHMTENBHOE KOJIMYECTBO MAapOKCeTWHA. B omyOIMKOBaHHBIX
HUCCICAOBAHUAX Y ,Z[eTeﬁ, HaxXo4dHnXCs Ha TPYAHOM BCKaApMIIMBAHUU, CBIBOPOTOYHAA KOHIICHTPALIA
MapoKceTHHa OblIa HeompeaenseMon (< 2 Hr/MIT) WM OYeHb HU3KOH (< 4 Hr/mit). Y 1eTeil HUKaKux
MPU3HAKOB BO3JICUCTBUS IMpemnapara BBISIBICHO HE ObUIO. TeM He MEHee, MAPOKCETHH HE CIEIyeT
MPUHUMATh BO BPEMsI TPYTHOTO BCKapMJIMBAHHS 33 MCKIIFOUCHHEM TEX CIydaeB, KOT/Ia €ro IMOJb3a
JJI1 MAaTCpU MPEBLIIACT IMOTCHIUAJIBHBIC PUCKHU J1JI1 pGGGHKa.

DepTUILHOCTE

IIo JaHHBIM I/ICC.HGI[OBaHI/Iﬁ Ha JKHBOTHBIX IAPOKCCTUH MOXKCT BJIHMATH Ha KaYCCTBCHHBIC
XapaKTepUCTUKU cHepMbl. JlaHHBIE HCCIEIOBaHUN YeOBEYECKOr0 MaTepHualia in Vitro MOryT
YKa3bIBaTb Ha HCKOTOPOC BJIIMAHHUC Ha KAYCCTBCHHBIC XApPAKTCPUCTUKHU CICPMBI, OJHAKO B
COOOMICHUSAX O Claydasx NPUMEHEHHS Y 4YeJIOBeKa HEKOTOphIX mpemaparoB rpymmsl CHUO3C
(cenmeKTUBHBIE HHTUOUTOPHI 0OPAaTHOTO 3aXBaTa CEPOTOHMHA) (BKIIFOUAs TAPOKCETHH) MTOKA3aHO, YTO
BIIUSIHUE HAa KQUE€CTBEHHBIE XapaKTEPUCTHKHU CIIEPMBI SBIISJIOCH 0OpATUMBIM.

Jlo HacTOSIIEro BpeMEHH He Ha0JI0Jalloch BIMSHUE IpenapaTa Ha GepTHILHOCTh Y YeIOoBeKa.

4.7. Bausinue Ha CHOCOOHOCTH YNPABJATH TPAHCHOPTHHLIMH CpeACTBAMM M PadoTarb C
MeXaHNU3MaMu

KnuHudecknii onbIT MPUMEHEHHs TAapOKCeTHHA CBHJETENBCTBYET O TOM, YTO OH HE YXY/IIAeT
KOTHUTHBHBIE U IICUXOMOTOpHBIE (PYHKIIMH. BMecTe ¢ Tem, Kak ¥ Ipu JICUEHUH JTIOOBIMU JAPYTUMU
MICUXOTPOITHBIMH TIpeTapaTaMu, MaIUeHTHI JOIKHBI OBITh 0OCOOCHHO OCTOPOYKHBIMH ITPH BOXKACHUH
aBTOMOOWJIS ¥ paboTe ¢ MEXaHU3MaMHU.

HecmoTps Ha TO, 4TO MAPOKCETHH HE YCHIIMBAET HETATUBHOE BIMSHUE AJIKOTOJIsI HA IICUXOMOTOPHBIE
(byHKINH, HE PEKOMEHIYETCS! OJHOBPEMEHHO MPUMEHSTh TAPOKCETHH U aJIKOTOIIb.
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(NOCNEOCBATENEHOCTE 0001)

4.8. HexxenaTeibHbIE peakmum

Pe3romMe HexenaTenbHBIX PEAKIINi

YactoTa ¥ BBIPAKEHHOCTh HEKOTOPHIX MEPEYUCIEHHBIX HUKE HEXKeNaTeNbHbIX peakIuil
MapOKCETHHA MOTYT YMEHBIIATHCS M0 Mepe MPOAOIKEHUS JICUCHUs, M TaKHe peakluu OObIYHO HE
TpeOyIOT OTMEHBI IpenapaTta. HexxenarenpHble peakluy, MPeACTaBICHHbIE HUXKE, MePEeUHCICHbI B
COOTBETCTBHUH C MOPAKEHUEM CUCTEM OPTraHOB U YACTOTOM BCTPEUAEMOCTH.

YacToTa HeXKeNaTeIbHBIX PEaKInii MPUBEICHA B BUE CIEAYIOIICH rpafaun: ouens uacmo (> 1/10);
yacmo (> 1/100, o < 1/10); reuacmo (> 1/1000, HOo < 1/100); pedxo (> 1/10000, HO < 1/1000); ouens
peoko (< 1/10000); yacmoma neuszsecmua (HEe MOXKET OBITH OIlEHEHA HAa OCHOBE HMMEIOIIUXCS
JTAHHBIX ).

BerpewaeMocTh 4acThIX M HEYACTBIX HEXKENaTelIbHBIX pEakIUi OmnpeneleHa Ha OCHOBaHWUHU
00O0OIIEHHBIX JAHHBIX IO OE€30MaCHOCTH Ipenapara, Moily4yeHHbIX y Oosee 8000 manueHTOB,
YYacTBOBABIIMX B KJIMHUYECKUX HCCIEIOBaHMSX, [TOKA3aTeNb PACCUUTHIBAIN IO PA3HULE MEXITY
YaCcTOTOM HeXeNaTeIbHBIX PEakIMii B rpyIIe MapoKCeTHHa U B Tpynme miamnebo. Berpewaemocts
pelKMX M  OYEHb PEIKHUX  HEXKeJaTelIbHbIX  pPEakUMid  ONpelessyli Ha  OCHOBaHHUHM
MOCTPETUCTPALIMOHHBIX JAaHHBIX, M JaHHBIA TMOKa3aTelb OTpakaeT B OOJbIIEH CTENEHH YacTOTy
COOOIIEHUH O TAKMX PEAKLUAX, YEM UCTUHHYIO 4aCTOTY peaKIHii.

Hapywenus co cmopoHul Kposu u tum@amuueckou cucmembl

HedacTo: maronornyeckoe KpoOBOTEUEHHUE, IPEUMYIIIECTBEHHO KPOBOM3IHSHUE B KOXKY H CIIU3HCTHIC
000JI0YKH (B TOM YHUCJIE SKXUMO3 H THHEKOJIIOTUYECKOE KPOBOTCUCHHUE).

OueHb peKo: TPOMOOLIUTOIEHHUS.
Hapywenus co cmoponvl uMMyHHOU cucmembl

OueHp penko: TSDKENble AUIEPTHUECKHE peakuuy (BKIIOYas aHaQHUIAKTOMIHBIC PEaKIUU |
AHTMOHEBPOTUYECKUI OTEK).

DHOOKpUHHbIEe HAPYULeHUS

OueHb peiKo: CHHAPOM HEaJeKBATHON CEKPELUH aHTUIMYPETUUECKOTO TOPMOHA.
Hapywenus memabonruzma u numarnus

qaCTOI CHMKCHHC alllICTHUTA, ITIOBBIIICHUC KOHl_IeHTpaI_[I/II/I XOH@CTepI/IHa.

Penxo: runonarpuemusi.

['unonarpueMusi BCTpedaeTcss MPEUMYLIECTBEHHO Y MOXWIIBIX MAalMEHTOB W B psJie CIydaeB
00yCIIOBJIEHa CUHAPOMOM HEaIeKBaTHOW CEKPEIMN aHTUIUYPETHUECKOTO TOPMOHA.

Icuxuueckue Hapywernus

YacTo: COHMMBOCTH, OECCOHHUITA, AKUTAIINS, TTATOJIOTHYECKUE CHOBUICHUS (BKJIIOYAsi KOIIMapHbBIS
CHOBHJICHUS).

HeuacTo: cmyTaHHOCTh CO3HAHMSI, TAJUTIOITUHAITUH.
Penko: MaHnnakanbHbIe peakiluu, TPEBOra, IeepCOHANN3AlM, TAHUYECKUE aTaKh, aKaTU3HS.
YacToTa HeM3BeCTHA: CYUITUIAIBHBIC MBICIIH, CYHITUIATFHOE TOBEICHUE, OPYKCH3M, arpeccus ™.

Ciy4an CyMIMIAIbHBIX MBICICH M CYWITUAAIBHOTO MOBEIECHHS OBUIM 3apEeruCTPUPOBAHBI BO BpPEMS
JIeYEHUS TAPOKCETUHOM WIIM B pAaHHUE CPOKU IOCIIE IIPEKPALLCHUS JICUCHHUS.

JlaHHBIE CUMIITOMBI MOTYT OBITH OOYCJIOBJIEHBI OCHOBHBIM 3200JIEBAHUEM.

*ciydyan arpeccuu HaOJII0JaIUCh B TOCTPETUCTPALIMOHHOM MEPHO/IE.
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Hapywenus co cmoponul nepsHoii cucmemul

Yacro: ToJIOBOKPYKEHUE, TPEMOP, TOJOBHAsI 00JIb, HAPYIICHNE KOHIICHTPAIIUH BHUMAHUSI.
Heuacro: skcTpanupamMugHbie pacCTpOUCTBA.
Penxo: cymoporu, CHHIpOM OECIOKOHHBIX HOT.

OueHb pelKo: CEPOTOHMHOBBIA CHHIPOM (CHMIITOMBI MOTYT BKJIFOYATh )KUTAILUIO, CITyTAaHHOCTH
CO3HaHUS, YCHUJICHHOE MOTOOTACICHHE, TAJUTIONHHALMN, THIEepPpeQIeKCUI0, MHOKIOHYC,
TaxXUKapJIUIO C IPOXKBIO U TPEMOD).

VY manueHTOoB ¢ HAPYIICHUWEM JIBUTATEIbHBIX (DYHKIMHA WM TPUMEHSBIINX HEHPOJIECNTHKH MHOTIA
HaOJII0AATI0Ch PAa3BUTHE SKCTPATUPAMUAHON CUMITOMATHKH, BKJIH0OYas Opo(dalualbHy0 JUCTOHHUIO.

Hapywenus co cmoponwl opeana 3penus

YacTo: HEYETKOCTh 3pECHMUSI.

Heuacro: muapuas.

OueHb pesiko: ocTpas rilaykoma.

Hapywenus co cmoponul opeana ciyxa u rabupunma
YacToTa HeW3BECTHA: IIyM B yIIaXx.

Hapywenus co cmoponul cepoya

Heuacro: cunycoBas Taxukapausi.

Penxo: Opaaukapaus.

Hapywenus co cmoponul cocyoos

HeuacTto: moctypaiibHasi TUIOTEH3Hs, BPEMEHHOE TMOBBIIICHUE WM CHIXKEHHE apTEepUaIbHOTO
JaBJICHUSL.

BpemeHnHOe MOBBIIICHHE WM CHU)KEHUE apTepHaIbHOTO JaBJIEHUS ObLIO 3aperuCTPUPOBAHO TOCIE
JIeYeHHs] MapOKCEeTUHOM, KaK MpaBWJIO, y MAIUEHTOB C MPEAIIECTBYIOLIEH TUIEPTEH3HEH WM
TPEBOIOM.

Hapywenus co cmoponwl OvixamenvHoll cucmemol, opeanos 2pyOHOU KIemKU U Cpe0oCmeHUs
Yacro: 3eBoTA.

Hapywenus co cmoponul scenyoouno-kuuieunoco mpaxkma

OueHp 4acTo: TOIIHOTA.

Yacro: 3anop, Auapesi, poTa, CyXocTh BO PTY.

OdeHb pesKo: KeTyI0YHO-KUIIIEUHOE KPOBOTEUEHHUE.

YacToTa HEU3BECTHA: MUKPOCKOMMYECKHUI KOJIUT.

Hapywenus co cmoponul neuenu u scenuegol800auux nymeu

Penko: moBpIlieHNE aKTUBHOCTH TTEUYEHOYHBIX (DEPMEHTOB.

OdeHb pEOKo: HEXeNnaTeIbHbIE PEaKIMH CO CTOPOHBI MEYeHHW (Takue KaK TemaThT, HHOT/A
COTIPOBOXKTAFOIITUICS KENTYXOU W/ MM TIEYCHOYHON HEJ0CTAaTOYHOCTHIO).

Coo0mmanoch O TOBBIIIEHHH AKTUBHOCTH TI€YEHOUYHBIX (epMeHToB. [locTperucrpanuoHHbIe
COOOIIEHUsI O HEXKEeJaTeNbHBIX PEaKIUsAX CO CTOPOHBI IMEYeHH (TaKUX KaK TeraTuT, HHOrjAa
COIMPOBOXIAMOIIUNCA JKENTYXOH W/WIM TEUYESHOYHOW HEIOCTaTOYHOCTHIO) HAONIOAANNCh OYeHBb
peako. Bompoc o0 1enecooOpasHOCTH MpeKpalleHus JIEYEHHUs MapOKCEeTHHOM Heo0X0IuMo
paccMatpuBaTh B T€X Cllydasx, KOrja HaOMIOJaeTcsl NIUTENbHOE TIOBBINICHHUE I[TOKa3aTese
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(O YHKIIMOHATIBHBIX TIEYEHOYHBIX TIPOO.

Hapymeﬁuﬂ CO CIMOPOHBL KOIHCU U NOOKOJNCHBIX MKAHel
YacTo: NOBBIIIICHHOE IIOTOOTACIICHUC.
HeuacTo: KOXXHEIE BLBICBIITaHHA, 3y .

OueHp peako: peakuuu (OTOUYBCTBUTEIBHOCTH, TSDKENIbIE KOXHBIE peakuMH (BKIOYas
NOTUMOP(HYIO SpuTeMy, CHHIpoM CTuBeHa-/[>KOHCOHA ¥ TOKCUYECKUH AMHUIePMANIbHBIN HEKPOIIHU3),
KpalMBHULIA.

Hapywenus co cmoponuvl nouex u Mo4esbigo0Auux nymei

Heuacro: 3agepxka Mouencnyckanusi, HeJiepyKaHue MOYH.

Hapywenus co cmopoHvl penpoO0yKmusHoU cucmembvl U MOJIOYHBIX JHcele3
OueHb yacTo: ceKcyaibHas AUCHYHKIIHSL.

Penxo: rumepnpoiakTHHEMUs/TaJaKTOpes, HapyLIIEHUs MEHCTPYaJbHOrO IUKJIa (B TOM YHCIE
MEHOpparus, MeTpopparus, aMeHopes, 3aiepKKa MEHCTPYalluH U HEPETYIISIPHbIE MEHCTPYAallUH).

OueHb penKo: MpUanu3M.
Hapywenus co cmoponwvl mvluieunoti, KoCmHou u cOeOUHUMENbHOU MKAHU
Penko: aprpanrus, Muairus.

B snuneMuonornyeckux HMCCieNOoBaHUSIX, MPOBEACHHBIX B OCHOBHOM C y4YacTHEM MAalMEHTOB B
Bo3pacte 50 JeT u crapiie, MOKa3aHO YBEJIWYEHHWE PHUCKA MEPEIOMOB KOCTEW y MallMeHTOB,
nonydaromux npenapatel rpynnsl CMO3C U TpULMKIMYECKUE aHTUJICTIPECCAHTHI. MeXaHU3M,
JIEKALUI B OCHOBE 3TOT0 PUCKA, HEU3BECTEH.

Obwue HapyweHus u peakyuu 8 mecme 66e0eHUs

Yacro: acTeHus, yBeIMYCHUE MACChI Tea.

OueHb penko: nepudepudeckue OTeKH.

Cumnmomsi, 603HUKAIOWUE NPU NPEKPALYEHUU TIeYeHUsI NAPOKCEMUHOM

Yacrto: roIoBOKpyKeHHE, CEHCOPHBIE HApYIIIEHUsI, HApYIIIEHUsI CHa, TPEBOTA, TOJIOBHAs OOJIb.

Heuacro: axkurtauusi, TOIIHOTA, TPEMOp, COYTAHHOCTb CO3HAHMS, MOBBIIIEHHOE MOTOOTEICHUE,
SMOITMOHAIbHAS JTAOWJIBHOCTh, 3PUTEIIbHBIC HAPYIICHHS, OIIYIIICHUE CepAIcOneHus, auapes,
pa3IpakKUTENbHOCTD.

Bepemennocms, nociepodoeoil nepuoo u nepuHamaibHvle COCMOSHUSL
YacroTa HEM3BECTHA: MOCIEPOOBOE KPOBOTEUCHHE™ **,

*EX _ nmaHHOE HEXKENIATENhHOE SIBIICHHUE 3aperuCTPUPOBAHO Kak Kiacc-3G(dEKT s mpernapaToB
rpymnmsl CUO3C/CUO3CH (cwm. pasnen 4.6).

Onucanue OTAEILHEIX HeKETaTeIbHBIX PEAKIINNI

Kak u mpu oTMeEHE Apyrux INCUXOTPONHBIX JIEKAPCTBEHHBIX IPENAapaTOB, MPEKpALLEHUE JICUEHUS
MAPOKCETHHOM (OCOOCHHO PEe3KOE) MOKET BBI3BIBATH TAaKWE CHUMIITOMBI, KaK TOJIOBOKDYKEHHE,
CEHCOPHBIC HapyIIeHUs (BKIIOYas MApeCTe3UH, ONIYIICHNUE pa3psaa EKTPUIECKOro TOKA U IIyM B
yIlIax), HapylieHus: CHa (BKJIIOYas SPKHUE CHBI), aKUTAIIUS WM TPEBOTa, TOIIHOTA, TOJOBHAS OOJIb,
TPEMOp, CIIYTAaHHOCTh CO3HAHMSI, TUapesi, TOBBIIIICHHOE TTOTOOT/IEJICHNE, OLTYIIICHIE CepALeOneHus,
OMOITMOHAIBbHAsT JTAaOWIBHOCTD, Pa3ApaXUTEIBHOCTh, 3PUTEIbHBIC HAapylmieHHs. Y OOJBIINHCTBA
MalMCHTOB 3TU CHUMIITOMBI SABJIAOTCA JICTKUMH WX YMCPCHHO BBIPAXCHHBIMU W MPOXOOAT
CaMOTIPOM3BOJILHO. Hew3BecTHa HM OJHA TpyIa MAalUeHTOB, KOTOpas IMoJBeprajiach Obl
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HET He0OXOIMMOCTH, 103y TIpernapara He0OXOJUMO CHIIKATh MEIUICHHO JI0 MOJHOW OTMEHHI (CM.
paznensi 4.2 u 4.4).

CTH

HaGmoganuce criemyronue HexenaTelIbHbIe PEaKIMM B KIMHUYECKUX UCCIICIOBAHMIX C YIaCTHEM
JeTei: HIMOIMOHANbHAS JIA0OMIBHOCTh (BKJIIOYAsi MPUYMHEHUE Bpela caMoMy cele, CyHIHMIalIbHbIe
MBICJIH, CYHIIUJAIbHBIC TOMBITKH, IUIAKCUBOCTh M KOJICOAHUS HACTPOCHHS), KPOBOTCUYCHUS,
Bpa)K,Z[€6HOCTI:, CHMKCHHUC aIllICTUTAa, TpeMop, INOBBINICHHOC IIOTOOTACIICHUC, I‘I/IHepKI/IHe?)I/IH 148
axutanusa. CydnuaaabHbIE MBICIM M CYHWIIMJAIbHBIC TIONBITKA B OCHOBHOM HAOJIONAIUCh B
KIIMHUYCCKHUX HCCIICAOBAHUAX C y‘-IaCTI/IeM HO,Z[pOCTKOB C I[GHpGCCI/IBHBIMI/I SIIN30JaMHU cpez[Heﬁ 148
TSDKETION CTETEeHH TSHDKECTH M PEKYPPEHTHBIM JIEPECCHBHBIM PacCTPOMCTBOM. BpakneOHOCTh
OTMeYanach, B YaCTHOCTH, Y JI€TeH ¢ 00CECCUBHO-KOMITYJIbCUBHBIM PACCTPOICTBOM, B OCOOCHHOCTH
y aeted muaame 12 ner.

B xmHMYECKHX HCCIeNOBAaHUSX MPHU MOCTEIIEHHOM YMEHBIIICHHH CYTOYHOHN O3Bl (CYTOYHYIO 103y
yMeHbIIanu Ha 10 Mr B I€Hb ¢ UHTEPBAJIOM B OJJHY HEAEIO0 10 4036l 10 M B IeHb B TEUEHUE OJJHOU
HEeJeNnr) HaONIoNaniuCh TaKWe CHMIITOMBI, KaK O3MOIMOHANbHAS JAOMIBHOCTh, HEPBO3HOCTD,
TOJIOBOKPY>KEHHE, TOITHOTA U O0Jb B KUBOTE, KOTOPHIE PETUCTPUPOBATIUCH KaK MUHUMYM Yy 2 %
ITaIfTMCHTOB Ha (bOHe CHUXXCHHUA O03b1 HapOKCGTI/IHa NI I10CJIC HOHHOﬁ OTMCHBI npenapaTa nu
BCTpEYAINCHh KaK MUHUMYM B 2 pasa varie, 4eM B IpyIIe mianedo.

COO6H.I€HI/I€ 0 TOA03PEBACMBIX HCXKCIIATCIbHBIX PCAKIINAX

BaxHo coo0marb O MOJO3PEBAaEMbIX HEKENATENIbHBIX pEaKIUsIX IOCIe perucTpanuu
JICKapCTBEHHOTO Ipernapara ¢ IeJbl0 00ecreueHus] HEeNpephIBHOTO MOHHUTOPUHIA COOTHOIICHHS
«II0JIb3a — PHUCK» JIEKAPCTBEHHOro Ipenapara. MeAMIMHCKUM pPAaOOTHUKAM pPEKOMEHIYETCs
coo0MIaTh O JIOOBIX MM0I03PEBAEMBIX HEKEIATENbHBIX PEaKIHIX JEKApCTBEHHOTO Mpernapara yepes
HallMOHAJIbHBIE CHUCTEMBl COOOILEHHS O HEXKENIATeNbHbIX pPEAKIHUAX TOCYAapCTB — HICHOB
EBpasuiickoro 5KOHOMUYECKOTO COH03a.

Poccuiickas @enepanus

denepanbHas Ciryx0a 1Mo Haa30py B chepe 31paBOOXPaHCHUS

Anpec: 109012, r. MockBa, CnaBstHCKas Tj101aab, a. 4, ctp. 1

Tenedon: +7 800 550 99 03

OnekTpoHHas moyvrta: pharm(@roszdravnadzor.gov.ru unu npr@roszdravnadzor.gov.ru

Caiit B MHGOPMALMOHHO-TEIEKOMMYHUKAITMOHHON ceTu «MHTEepHETY:!
https://www.roszdravnadzor.gov.ru/

4.9. Ilepeno3upoBka

CHUMITOMBI

Nmeromasics uHboOpMaIus O TMEpelo3UPOBKE MAPOKCETHHA CBHJIETENBCTBYET O €ro IIHPOKOM
nrana3oHe 0e30IMacHOCTH.

[Tpu nmepeno3upoBKe MapoKCeTHHA MTOMUMO CHMIITOMOB, OIIMCAHHBIX B pazzene 4.8, HabmomaoTcs
JMXO0paJiKa, U3MEHEHUS apTepUAILHOTO AABJICHUSI, HEIPOU3BOJIbHBIE COKPAILEHHUS MBIIIL], TPEBOTa U
TaxUKapIus.

CocTosiHHE TMalMEHTOB OOBIYHO HOPMAJM30BajoCh 0€3 CEephe3HbIX MOCIEICTBUN Jaxe Mpu
onHOKpaTHOM Tipueme 103 10 2000 Mr. B psine cooOmieHnii onrcanbl Takue CAMITOMBI, KaK KOMa U
n3MeHeHus aekrpokapauorpammsl (OKI'); cinydan netanbHOTo Hexo1a HaAOIIOJAINCH OYEHb PEIKO,
00BIYHO COOOINATHCH B TEX CUTYAIIUIX, KOT/Ia MAIIMEHTHI TPUHUMAJIHN TAPOKCETHH BMECTE C IPYTUMU
MICUXOTPOIHBIMHU TpernapaTaMu, ¢ aJIKOroJieM W 6e3 Hero.
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JleyeHune

Creunduyeckuii aHTHIOT MAPOKCETHHA HEW3BECTEeH. JledeHne MOKHO BKIIOYATH OOIIME MEPHI,
MpUMEHsIeMble TPU MEPeI03UPOBKE JIOOBIMHU aHTUAenpeccanTaMu. [lokazaHbl mojaaep)kuBaromias
Tepamnusi ¥ 4aCThli MOHHUTOPUHT OCHOBHBIX (DM3MOJIOTHYECKHUX TOKa3aTeNel, a TakKe THIaTelbHOEe
HabOmoieHue. JleueHue nayueHTa J0JKHO MPOBOUTHCSA B COOTBETCTBUH C KIIMHUYECKON KapTUHOM
100 B COOTBETCTBUU C PEKOMEHJAIUSMHU HAIMOHATHLHOTO TOKCUKOJOTHYECKOTO I[EHTPA, MPH €ro
HaJIU4MH.

5. PAPMAKOJIOTMYECKHUE CBOHCTBA

5.1. ®apmakoguHAMHYECKHE CBOICTBA

CDapMaKOTepaHeBTqucxa;I rpymima: IICUXOaHAJICIITUKH, AHTUACTIPCCCAHTHI, CCJICKTUBHBIC
WHTUOUTOPHI OOPaTHOTO 3aXBaTa CEPOTOHUHA.
Kox ATX: NO6ABOS

MexaHu3M IeUCTBUS

[TapokceTHH — 3TO MOIIHBIN CENIEKTUBHBIA HHIMOUTOP 0OpaTHOTO 3axBaTa S-TUAPOKCUTPHUIITAMUHA
(5-HT, ceporonun). [IpuHATO cunTath, YTO €ro aHTUACIPECCUBHAS aKTUBHOCTH M d(PPEKTUBHOCTH
npu neuennu OKP u mannyeckoro pacctpoiicTBa 00ycioBiIeHa crienn(UIecKuM HHIHONpPOBaHHEM
oOpatHoro 3axBara 5-HT B HelipoHax TOJOBHOTO MO3Ta.

IIo XUMHUYCCKOMY CTPOCHHIO MAPOKCETHH OTIMYACTCA OT TPUHHUKIIMYCCKUX, TCTPATHUKINYCCKUX U
APYTUuX U3BECCTHBIX aHTUACTIPECCCAHTOB.

[TapokceTnH XapakTepu3yercss HH3KUM apPUHUTETOM K MYCKAPHHOBBIM XOJMHEPTUYECKUM
peuenTopaM, a HCCIEIOBAaHUS Ha >KMBOTHBIX IIOKa3ajld, YTO OH O00JaJaeT JHIIb CIa0bIMU
AHTUXOJIMHEPTUYECKUMU CBOMCTBAMU.

B cooTrBercTBUM € TakuM H30UpaTeIbHBIM JACWCTBUEM NAapOKCETHHA B HCCIENOBaHUSAX in Vitro
MOKa3aHoO, 4YTO OH, B OTIMYHE OT TPHUIHMKINYECKUX AaHTUJCTIPECCAHTOB, XapaKTepU3yeTcs
HE3HAYHUTEIbHBIM apPUHUTETOM K a1, 02 U f-aApeHoperenTopaM, a Takke K godamuHoBeM (D2),
5-HTi-nogo6usvM, 5-HT2 u rucramunoBeiM (Hi) peuentopam. OtcyTrcTBHE B3auMOJCHCTBHA C
MOCTCUHANITUYECKUMH PELENTOPAMH in Vitro TOATBEPKIAACTCA pE3yJbTaTaMU UCCIIEIOBAHUM in Vivo,
KOTOpPBIE CBUJIETEIBCTBYIOT O TOM, YTO MAPOKCETUH HE yrHETAaeT LEHTPAIbHYIO HEPBHYIO CUCTEMY
(ITHC) 1 He BBI3BIBAaET apTEPHATBHYIO TUTTOTECH3HIO.

dapmakonmHamuyeckue 3P HEKThI

[TapokceTnH He HapylIaeT NCUXOMOTOPHBIE (YHKIMM M HE YCHJIMBACT YrHETAoIee ICHCTBHE
sranona Ha [THC.

Kak wm papyrume cenexTuBHBIE HHTHOMTOPHI OOpaTHOro 3axBara S5-HT, mapokceTWH BBI3BIBACT
CUMIITOMBI Ype3MEepHON cTuMyIsinuu S-HT-penentopos npu BBEIEHUU )KUBOTHBIM, KOTOPBIE PAHEE
MOJTy4aJIi ”HTUOUTOPHI MOHOaMHHOKCHAa3bl (MAQ) unu tpuntodaH.

B uccrnenoBanusx mo omneHke noeneHus u DOl MOKa3aHO, YTO MAPOKCETUH BBI3BIBACT cialble
akTUBUpYIOmUEe YOPEKTHI B 032X, MPEBBIMIAONINX J03bI, KOTOPBIC TPEOYIOTCS /I HHTHOMPOBAHUS
obparHoro 3axBata 5-HT. Ilo cBoeil mpupome €ro akTHBHUPYIOIIME CBOMCTBA HE SBISIOTCS
«aM$peTaMUHOTIOA0OHBIMI Y.

B HUCCICOOBAHUAX Ha KHNBOTHBIX ITIOKa3aHa xopomaﬂ HepeHOCI/IMOCTB B OTHOIIICHUUA
CePJICYHO-COCYIUCTON CHCTEMBI.

ITocae MNPUMCHCHUS Y 3JOPOBLIX JIUII ITAPOKCETHUH HC BbI3BIBACT KIIMHUYCCKH 3HAUYUMbBIC U3MCHCHU
apTepUAIBLHOIO JIaBJICHUS, YACTOThI CEPICUHBIX COKpameHui u KT
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3axBaT HOpAJpEHAINHA, MApOKCETHH 00JIafaeT ropas3l0 MEHbBIIEH CIMOCOOHOCTHI0O MHTHOMPOBATH
AHTUTHIIEPTCH3UBHBIC CBOWCTBA TYaHETHIMHA.

5.2. apmakoKknHeTHYECKHE CBOCTBA

AOGcopOrus

[Tocne mpuema BHYTPh MAPOKCETHH XOPOIIO BCACBIBACTCS M MOJABEPracTcs METaboM3My MEepPBOrO
npoxoxaeHus. BcenenctBue wmertaboin3ma TMEpBOrO MPOXOXKICHHS B CUCTEMHBIH KpPOBOTOK
MOCTYMaeT MeEHbIee KOJUYECTBO TApOKCETWHA, YeM TO, KoTopoe alcopOupyercs U3
KEIyT0YHO-KUIIeYHOTo TpakTa. [Io Mepe yBennyeHHs] KOJMYeCTBa MAPOKCETHHA B OpraHu3Me MpH
OJTHOKPAaTHOM TpueMe OOJNBIINX /103 WA MPU MHOTOKPATHOM IpHUEME OOBIYHBIX 103 MPOUCXOAUT
YaCTUYHOE HACBHIIIEHHE METa0OJUYECKOro MyTH MEPBOTO MPOXOXKACHHUS M YMEHbBILIAETCS KIUPEHC
MIapOKCETHHA M3 IUIa3Mbl KPOBH. OTO TMPUBOAUT K HENPONOPLUUOHATIBHOMY IOBBIIIEHUIO
KOHIEHTPALlUU MapOKCeTHHA B IJIa3M€ KPOBU, MOITOMY €ro (papMaKOKMHETHUECKHUE IMapaMeTphl
HEINOCTOSIHHBI, CJIEACTBUEM YETO SIBJISETCS HENMHEWHAsd KnHeTuKa. OJTHaKO HEMMHEWHOCTh KUHETUKH
OOBIYHO BBIpAYKE€HA HE3HAUUTENBHO M HAOJIOIaeTCsl TOJNIBKO y TeX MAaI[MeHTOB, Y KOTOPHIX Ha (oHE
IIpyeMa HU3KUX 103 Mpenapara B Ila3Me KPOBU JOCTUTAIOTCSI HU3KUE KOHIIEHTPAIUK TAPOKCETHHA.

PaBHOBecHasi cucTemMHas KOHIEHTpAIMs JOCTHraercs depe3 7—14 nHeW mociie Hayajna JieYeHUs
MapOKCETUHOM, €ro (apMaKOKMHETHYECKHE TMapaMeTphl, KaK MpPaBHIO, HE H3MEHSIOTCS B XOJE
JUTUTEILHOW TEepaIui.

Pacnpenenenue

[lapokceTHH 3HAYUTENBHO pacHpenensercs B TKaHAX, U (apMaKOKUHETHUECKHE pacyeThl
MOKa3bIBAIOT, YTO B IUIa3ME€ KPOBM oOcTaeTcss Juuib 1 % Bcero KoOJIMYeCTBa NapOKCETHHA,
MIPUCYTCTBYIOIIETO B OpraHU3Me.

B TepaneBTHUECKMX KOHLUEHTpALUAX IpUMEpPHO 95 % Haxonsuierocs B Iia3Me KpOBU NMapOKCETHHA
CBSI3aHO C OelKaMu.

He BrIsBIE€HA KOoppCisiousa MCXKAY KOHHGHTpaHHGﬁ MapOKCECTHHA B IJIa3ME KPOBU U €I'0 KIIMHUYCCKUM
s dexTom (¢ MOOOUYHBIMU peakusIMU U 3P (HEKTUBHOCTHIO).

Buorpaunchopmariust

OCHOBHBIMU MeTa0ONUTaMU MAaPOKCETHHA SIBISIOTCS MOJIAPHBIE U KOHBIOTHPOBAHHBIE MPOIYKTHI
OKHCJIEHHS M METWIHPOBAHMS, KOTOpBIE JIETKO DJJIMMUHUDPYIOTCS M3 OpraHusma. Bsupay
MPAKTUYECKOTO OTCYTCTBUSA Y ATHUX METa0O0JUTOB (hapMaKOJIOTHYECKOM aKTUBHOCTH HMX BKJIAJl B
TEparneBTUUECKHUE CBOICTBA MAPOKCETHHA MAJIOBEPOSITEH.

Merabonu3M HE OrpaHHYMBAET CIOCOOHOCTh TAPOKCETHMHA W30WpaTeIbHO JEHCTBOBAaTH B
oTHoweHnn odparHoro 3axBara 5-HT B HelpoHax.

OIMMUHALIMS

Menee 2 % npuHATON 03Bl MAPOKCETUHA BBIBOJUTCA C MOYOM B HEM3MEHEHHOM BHUJIE, TOTJAa KaK
AKCKperusi MeTaboauToB gocturaet 64 % no3er. Okono 36 % 10361 BEIBOAUTCS C KaJlOM, BEPOSITHO
romnajaas B HEro ¢ keaubio; MeHee 1 % 103bI BEIBOJUTCS C KaJIOM B HEM3MEHEHHOM BHje. Takum
00pa3zoM, MapOKCETUH MTUMHUHHUPYETCS TTOYTH IMOJTHOCTHIO B PE3YJIbTaTe METa00IM3Ma.

BriBennenne MeTabOIMTOB HOCHT JABYX(a3HBIM XapakTep: BHayajie SBISETCS pPE3yJIbTaTOM
MeTaboau3Ma TEPBOrO  IMPOXOXKAEHUS, 3aTeM KOHTPOJIUPYETCS CUCTEMHOM SIMMMHAIMEN
IIapOKCETHHA.

[lepuon nmonyBbIBEACHHS TAPOKCETHHA BAPUPYET, HO OOBIYHO COCTABIIAET OKOJIO 1 CYTOK.
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Oco0Oble T'PVYIITBI TAITUEHTOB

ﬂuua nooaHCus10c0 so3pacma

VY nanueHToB MOXWIIOrO BO3pacTa, KOHIEHTpAaIUs MapoKCeTHHa B IJIa3Me€ KPOBH MOXKET
YBEIMYUBATHCS, OAHAKO AMANa3oH €ro KOHLEHTpalui B IJIa3Me€ KPOBH COBMANAET C TAKOBBIM Y
3JI0pPOBBIX B3POCIIBIX.

Toueunas neoocmamoynocme

VY ManueHToB C TSKEION MOYEYHOU HETOCTATOYHOCTHIO KOHIIEHTPAITUs TAPOKCETHHA B TIIa3Me KPOBHU
MOXET YBETUUMBATHCS, OJIHAKO JIMAINa30H €ro KOHLEHTPAUK B TIa3Me KPOBU COBMA/IAET C TAKOBBIM
Y 3JI0POBBIX B3POCIIBIX.

Ileuenounas nedocmamounocms

VY manmueHToB ¢ TSHKETOW MEeYSHOUYHON HEIOCTAaTOYHOCTBHIO KOHIIEHTpAIUS MapOKCETHHA B IJIa3Me
KPOBU MOXET YBEIMYUBATHCS, OJHAKO JAMANa30H €ro KOHIEHTpaluil B Iia3Me KpOBU COBHAIAET C
TaKOBBIM Y 3JIOPOBBIX B3POCIIBIX.

6. PAPMAIIEBTUYECKHUE CBOMCTBA
6.1. [lepeyenb BcnoMorareJibHbIX BellleCTB

Kanprust runpodocdara nurumpar

Henmono3a mukpokpucramndeckas (MKII-102)
KapOokcumerunkpaxmai HaTpust

Marnus creapat

Kpemuus qrokcu KOOuTHBIN

CocTaB 000JIOYKH:
I'mnpomernosa
Tutaga Tuokcun
Maxporon-4000

6.2. HecoBmMecTHMOCTH

He nmpumenumo.

6.3. Cpok rogHocTH (CPOK XpaHeHHs )

3 rona.

6.4. OcoObie Mepbl MPEIOCTOPOKHOCTH NMPU XPaHEHUU

XpaHuTh Npu TEMIepaType He Bbllle 25 °C B KapTOHHOM yIakoBKe (Tauke).
6.5. XapakTep u coaepkaHue YIAaKOBKH

ITo 7, 10, 14, 20, 25 wimu 30 Tabnerok B KOHTYPHYIO SUYCHKOBYIO YIAaKOBKY M3 IUICHKU
MTOJTMBUHUJIXJIOPUIHON U ()OJIBTH aTIOMHUHHEBOM IMEUaTHOM JIAKUPOBAHHOM.

1, 2,3,4,5 6,7,8,9 umu 10 KOHTYpHBIX SUEHKOBBIX YMAKOBOK BMECTE€ C MHCTPYKLHEH MO
MEIUIIMHCKOMY MTPUMEHEHHUIO (JIMCTOK-BKJIQIBIIT) MTOMEIAIOT B KAPTOHHYIO YIAKOBKY (ITauKy).
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6.6. OcoOble Mepbl NMPEIOCTOPOKHOCTH NMPHU YTHIH3ALUMA *Ei;b;ljb%;&ﬁ(;l-l%qﬁlﬂ%ltaém}b

npenapara WIM OTXOJ0B, IOJY4YEeHHBIX IIOcJe TpPHMEHeHHMs Ipenapara, H JApyrue
MAaHUIIYJISIHMH C TIPenapaTom

Oco0ble TpeOOBaHUS OTCYTCTBYIOT.

7. AEPXKATEJIb PETUCTPAIIMOHHOI'O YIOCTOBEPEHMU S

Poccus
000 «ATomm»
445351, Camapckas 00:1., . XKurynesck, yn. ['uapoctpourenei, 1. 6.

7.1. IlpeacraBuTeib Aep:KaTesisl PperuCTPALMOHHOIO YI0CTOBEpEeHUs

[Tperen3un norpedHUTENEH HAIPABIATH IO A/IPECY:

Poccus

000 «O30H»

445351, Camapckas 00:1., T.0. JXKurynesck, T. Kurynesck, yi. ['uapocrpourenei, 1. 6.
Ten.: +79874599991, +79874599992

E-mail: ozon@ozon-pharm.ru

8. HOMEP (HOMEPA) PETUCTPAIIMOHHOI'O YIOCTOBEPEHUA

9. KATEI'OPHUSA OTITYCKA JIEKAPCTBEHHOTI'O IIPEITAPATA

JlexapcTBeHHBIN MpenapaT OTHOCUTCS K KaTErOpHH OTIYCKa MO PELenTy.

OOmrast XapaKTepUCTHKA JIEKAPCTBEHHOTrO mpenapara [lapokceTHH AOCTyIHAa B €IHMHOM pPEecTpe
3apErHCTPUPOBAHHBIX JIGKAPCTBEHHBIX CPEACTB EBpa3miickoro SKOHOMHYECKOTO COK03a M Ha
ouIMaILHOM caire YIOJTHOMOYEHHOTO opraHa (aKCcmiepTHOM OpTaHU3AIIHH )
(https://lk.regmed.ru/Register/EAEU_SmPC).
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