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OBIIAS XAPAKTEPUCTHKA JIEKAPC TBEHHOFEG FPERAPATA = 0007]

1. HAUMEHOBAHHUE JIEKAPCTBEHHOI'O ITPEITAPATA
[Mapoxcetun, 20 Mr, Ta0IeTKH, TOKPHITHIC TUICHOYHON 000JIOUKOH.

2. KAYECTBEHHBIA U KOJTUWYECTBEHHBIA COCTAB
JericTBytoliee BEIECTBO: MapOKCETHH.
Kaxnmas Tabmerka coaepxut 20 Mr mnapokceTmHa (B BHJIE IMAPOKCETHHA THAPOXJIOPHUIIA
TEMUTHIPATA).
[TonHbIi epeyeHb BCIIOMOTATENbHBIX BEIIECTB MPUBEACH B pazjene 6.1.

3. JEKAPCTBEHHAS ®OPMA
TabyeTku, MOKPHITHIC TNIEHOYHOW 000JTIOYKOM.
Kpyrnbie OBOSIKOBBIMYKIIbIE TaONETKH, TMOKPBITHIE TUIEHOYHOW OOOJIOYKOM, OEIoro WM MOYTH
0eJIoro IBEeTa, I0MYCKaeTCsl IEpOXOBATOCTh TOBEPXHOCTH, C PUCKOI Ha OJJTHON CTOPOHE.

4. KIIMHUYECKUE JAHHBIE

4.1. Iloka3aHusl K NPUMEHEHUIO

[Ipenapar nokazan K IpUMEHEHHUIO Y B3pOCIbIX MAIIMEHTOB B Bo3pacte 18 jer u crapiie
JUTSI ICYCHUS CIETYIOIINX 3a00JIEBaHUM:

- JlenpeccUBHBIE DONU30JbI CPEAHEN U THKEION CTEHNEHHU TSHKECTH, PEKYPPEHTHOE JENIPECCUBHOE

paccTpOrCTBO

PesynbpraTel nccnenoBaHuil, B KOTOpPBIX MAalMEHThl NPUHUMAIM MAPOKCETMH a0 | roxa,
CBHUJIETEJILCTBYIOT O TOM, YTO OH A(PQEKTHUBHO MPEIOTBpAIACT PEHUUAMBBHI U BO3BpAIICHHE
CUMIITOMOB JETIPECCHH.

- O0cecCUBHO-KOMITYJILCUBHOE PACCTPOMCTBO

[Tapokcetun > deKTUBEH MpHU JIEYCHUH 00CECCHBHO-KOMMYILCUBHOTO paccrpoiictBa (OKP), B
TOM YHCJIE B Ka4eCTBE CPEJCTBA MOAICPKHUBAIOIIEH U MpoduiakTHieckoi Tepanuu. CorimacHo
JAHHBIM TUTale00-KOHTPOIMPYEMBIX UCCIIEAOBAHUH dPPEKTHBHOCTh MAPOKCETHHA TPH JICUCHUH
OKP nonnepxuBasiach mo KpaiHel mepe B TeueHue 1 roma. Kpome Ttoro, mapokceTwH
s dexTuBHO npeaoTBpamiaet penuanssl OKP.

- [TaHMYeCcKOE pacCTPOMCTBO

[TapokceTnH 3 PeKTUBEH TPH JICUEHUH TAHNYECKOTO PaccTpoiicTBa ¢ aropadodueii u 6e3 Hee, B
TOM YHCJIE B Ka9€CTBE CPEACTBA MOICPKUBAIONICH U MPO(UIAKTHIECKON TePaITHH.

YcTaHOBIIEHO, YTO TPU JICUCHUU MAHUYECKOTO PACCTPONCTBA KOMOWHAIUS TApOKCETHHA H
KOFHHTHBHO-HOBGHGHHGCKOﬁ TCpaIu 3HAYUMO 3(1)(1)GKTI/IBHGG, YCM HU30JIMPOBAHHOC NIPUMCHCHHC

KOFHHTHBHO-HOBCHGH‘IGCKOﬁ TCparmnu.
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CormacHo JaHHBIM TUTAIe00-KOHTPOJIUPYEMBIK nccneﬂﬂgﬁﬁﬂﬁ%%%%lﬁﬂh&% -I;I%f;o;gr':pmHa

Opy JICYEHUH TaHUYECKOTO paccTpoiicTBa moznaepkuBanack Oonee 1 roma. Kpome Toro,
NapoKCceTHH 3P PEKTUBHO MPEOTBPAILACT PELIUIUBBI TAHUYECKOTO PACCTPOMCTBA.

- ConmanpHasa dhobus

[Tapokcetnn sddekTnBeH Npu JEYCHUH COIUaNbHOU (oOMH, B TOM 4YHCIE B KadeCTBE
JUTATENIbHOW TIOIEPKUBAOIIEH U TPO(UITAKTUYECKON Teparuy.

[ocrostnHas 3¢ (heKTUBHOCTH MAPOKCETHHA MPU JUTUTEIBHOM JICYEHUH COLUaIbHON (podbun Oblia
IIPOJEMOHCTPUPOBAHA B UCCIIEOBAHUM T10 NPEIOTBPAILEHUIO PELHINBOB.

- 'eHepanmn3oBaHHOE TPEBOKHOE PACCTPOHCTBO

[TapokceTnH 3¢ (eKTUBEH MPH JICYSHUH T€HEPATU30BaHHOTO TPEBOXKHOTO PAacCTPOMCTBA, B TOM
Yrcie B Ka4eCTBE JUIMTEIbHON MoaepKuBaoniei u npodunakruueckon repanuu. [locrosHHas
3¢ (EeKTUBHOCTh MMAapPOKCETHHA MpPH UIUTEIBHOM JICUEHUH TI'€HEPAaIM30BAHHOIO TPEBOKHOTO
paccTpoicTBa ObLIa IPOAEMOHCTPUPOBAHA B UCCIIEJOBAHUY 10 MPEAOTBPAIIEHUIO PELUANBOB.

- ITocTTpaBMaTHUECKOE CTPECCOBOE PACCTPONCTBO

[Mapokcerun 3¢ (HeKTUBEH MPU JICYCHUH TOCTTPABMATHIECKOTO CTPECCOBOTO PACCTPOICTBA.
4.2. PexuM 103UPOBAHMSA U CIIOCO0 MPUMEHEHUS

PexxuM 0o3upoBaHus

Jlenpeccugnvle 5nu300vl CcpeoHel U MANCENOU CMENeHU MANCeCMU U PeKYypPPeHmHoe
denpeccugHoe paccmpoucmeo

Pexomennyemass mo3a y B3pocibix cocraBiser 20 mMr B cyTku. [Ipm HEOOXOAMMOCTH, B
3aBUCUMOCTH OT Te€pamneBTUUYECKOro d(hdekTa, CyTouHas 103a MOKET ObITh yBennueHa Ha 10 Mr
eXKEHEACIbHO 10 MakcuMaibHOW a0361 50 mMr B cyTtku. Kak w mpum JiedeHUH JHOOBIMU
AHTHUJICTIPECCAHTAMH, CIEAYyeT OIEHUBATh 3(PPEKTUBHOCTH TEparuud W MPH HEOOXOTUMOCTHU
KOPPEKTUPOBaTh 103y MApOKCETHHA CIYCTS 2-3 HeNenu IMOcjie Hayaiga JICYeHHS U B
JadbHEHIIIEM B 3aBUCHMOCTH OT KJIIMHMYECKUX MOKA3aHUH.

[TanenTsl ¢ nenpeccuell AOMKHBI MPOXOAUThH JICUEHHE B TEYEHUE JOCTATOYHOrO MEPHOIa
BPEMEHHU ISl JOCTHIKEHUS OECCHMIITOMHOTO COCTOSIHHSI. DTOT TIEPHOJ] MOXKET COCTaBIISTH
HECKOJIBKO MECSIIEB.

ObceccuHoO-KOMNYIbCUBHOE PACCIPOUCMBO

Pexomennyemas nosa cocrasisger 40 mr B cyTku. Jleuenue HaumHaroT ¢ 1036l 20 MI B CYTKH,
KOTOPYIO MOXKHO TOBBIATh Ha 10 Mr exeHenenbHO. [Ipr HEOOXOIUMOCTH 71032 MOXKET OBITh
MOBBIIIEHA J10 60 MTI' B CYTKH.

[Tatmentsl ¢ OKP 101KHBI TPOXOIUTH JICUYEHUE B TEYEHUE JOCTATOYHOrO MEPUOJa BPEMEHU
JUISL TOCTHUKEHUS OSCCUMIITOMHOTO COCTOSIHUS. DTOT MEPHOJI MOXKET COCTaBJISTh HECKOJIHKO

MCCAIICB.
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llanuueckoe paccmpoiicmeo

Pexomenayemast no3a cocrasisier 40 Mr B cyTku. JleueHune ManuUeHTOB CleAyeT HAauYUHATH C
7036l 10 MI' B CyTKM, KOTOPYIO MOKHO TOBBIIIATh Ha 10 MI' €XEeHENEeIbHO, OPUEHTHPYSCh Ha
knHnYeckuit 3gdekt. [Ipn HeodxoauMocTH 1032 MOKET ObITh yBenuueHa 70 60 Mr B CyTKH.
Huskas HavanpHas J03a pEKOMEHAyeTCsl M MHUHUMHU3ALHUKA BO3MOXHOTO YCHIICHUS
CUMIOTOMATUKH MaHUYECKOrO pPacCcTpoiCcTBa, KOTOpas MOKET BO3HHKATh B Hauaje JeUeHUs
JTAaHHOT'O PACCTPOMCTBA.

[TaumeHTsl € MAaHUYECKUM PACCTPOMCTBOM JOJKHBI TMPOXOAUTH JICUEHHE B TEUCHUE
JIOCTaTOYHOTO TIEPUOAa BPEMEHH ISl TOCTHXKEHUS OECCUMITOMHOTO COCTOSIHUSL. DTOT TIEPUOJ
MOJKET COCTaBJIATh HECKOJIBKO MECSIIEB WK OoJIee.

Coyuanvras oous

Pexomenayemas no3a cocrasisier 20 Mr B cyTku. [Ipu HEOOXOIUMOCTH CYyTOYHAS 710332 MOYKET
ObITh yBennyeHa Ha 10 Mr exXeHeeTbHO B 3aBUCUMOCTH OT KJIMHHUYECKOro ¢ dexra 10 50 mr B
CYTKH.

I'enepanuzosannoe mpegodicHoe paccmpoiucmeo

Pexomenayemas no3a cocrasisier 20 Mr B cyTku. [Ipu HEOOXOIUMOCTH CYyTOYHAS 710332 MOXKET
OBITh yBenuueHa Ha 10 MI eXXKeHeIeTbHO B 3aBUCUMOCTH OT KIMHHYECKOTo 3¢ dekTa 10 50 mMr B
CYTKH.

Ilocmmpasmamuueckoe cmpeccogoe paccmpoucmeo

Pexomennyemas mo3a cocrasisier 20 mr B cyTku. [Ipy HE0OOXOIUMOCTH CyTOUYHAs 1032 MOXKET
OBITH yBenmruueHa Ha 10 Mr eXXeHeIeTbHO B 3aBUCUMOCTH OT KIMHHYECKOTo 3¢ dekTa 10 50 Mr B
CYTKH.

OTMeHa DapoKCceTHHA

Kak u npu ieyeHnn ApyrumMu CUXOTPOIHBIMU MIpenapaTamMH, CleayeT u30eratb pe3koil OTMEHBI
napokceTrHa. MoxeT ObITh PEKOMEHJIOBaHA CJIEAYIONasi CXeMa OTMEHBI: CHI)KEHUE CYTOYHOM
n03pl Ha 10 Mr B Henento; mocie JOCTUXKEHHUS 103bl 20 MI' B CyTKM MallMEHTHI MPOJIOJIKAIOT
OpUHUMATh 3Ty 03y B TedyeHue | Heaenu, W JMIIb [OCIE€ 3TOr0 MpenapaT OTMEHSIOT
HOJHOCTBIO. ECiIM CUMITOMBI OTMEHBI Pa3BUBAIOTCS BO BPEMs CHMXKEHMs JO3bl MJIIM IIOCIE
OTMEHBI Ipernapara, LeJIecoo0pa3HO BO30OHOBUTh IPUEM paHEe HA3HAYEHHOW 03bl. B
MOCJIEIYIONIEM Bpad MOKET MPOOKUTh CHUKEHHUE J103bI, HO O0Jiee MeJIEHHOE.

Oco0ble rpyInel NALKMEHTOB

Tooicunvle nayuernmol
YV moXuIbIx MAaIUMEHTOB KOHICHTPANU IMAapOKCETHHA B IJIa3ME KPOBU MOT'YT OBITH ITOBBIINICHHI,

OJIHAKO JMAama30H €ro KOHIIEHTpaIlMii B IIJIa3ME COBIIAJIaeT C TAKOBBIMHU y 0OJiee MOJIOABIX
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MalMeHToB. Y JIaHHOW KaTeropu MalueHTOB TeﬁﬁmmglE%%EfeEE%%ﬁ: '1::':'21-{)351,

PEKOMEHTYEMO JUTSl B3POCIIBIX, KOTOpPask MOXKET OBITh MOBEIIIeHA 10 40 MTI' B CyTKH.

Tayuenmoi ¢ HapyweHuAMU PYHKYUU NOYEK UTU NeYeHU

KonnenTpanuun mnapokceTMHa B IUIa3ME€ KpPOBH IMOBBIIIEHBl Yy MAIMEHTOB C  TSXKEIbIM
HapymieHneM (QYyHKIUW TOYeK (KIUpeHC KpeaTWHWHAa MeHee 30 MII/MWUH) WM y TAIMEHTOB C
HapyLIeHHON (YHKIMeH medeHu. TakuM NalMeHTaM CleQyeT Ha3HayaTh J103bl Ipernapara,
HaXOAIIHUECs HA HIDKHEH TpaHUIle MUana3oHa TepareBTHICCKUX J03.

Hemu u noopocmxu (maaowe 18 nem)

[IpumeHeHne napokceTnHa y JeTe U MoApoCcTKOB (Miazue 18 jeT) npoTUBONOKa3aHo.

Croco0 mpuMeHeHus

Buytps 1 pa3 B cyTku yTpoM BO BpeMs eipl. TaOneTky cieayeT TIJIoTaTh LEIHKOM, He
pa3xeBbIBas. HaHeceHHas pucka MO3BOJISIET IPU HEOOXOJUMOCTH JENIUTh TaOJIETKY MOTOJIaM /st
noJryueHus 103bl 10 mr.
4.3. IIporuBOomOKa3aHuA

*  ['unepuyBCTBUTENBHOCTh K MAPOKCETHHY U JIIOOOMY OPYroMy KOMIIOHEHTY, BXOJSIIEMY B
COCTaB Ipernapara;
* IlapokceTMH mUpPOTHBONOKAa3aH B KOMOWHAIMM C HMHTHOMTOPAMH MOHOAMHUHOOKCHAA3BI
(MUMAO). B UCKITIOYHTENBHBIX CIydasx JTUHE30JU] (aHTUOMOTHK, SIBISIOMIUKACS OOpaTUMBIM
HecenekTuBHBIM UMAOQO) nomyckaeTcss KOMOWHUPOBATh C MAapOKCETHHOM IPHU YCIOBUH, YTO
IIpUEMJIEMBIE aJbTEPHATUBBI JICUECHUS JIMHE30JUIOM HEIOCTYIHBI, W IMOTEHUUAIbHAs I0JIb3a
MIPUMEHEHHUS JIMHE30JIM/1a IPEBOCXOIUT PUCKHA BOZHHUKHOBEHHUS CEPOTOHUHOBOTO CHHJpOMA WJIU
3JI0Ka4ECTBEHHOI'O0 HEMPOJIENTUYECKOTO0 CUHAPOMA, KAaK PEAKIMU Yy OIPEJEICHHOIO MalleHTa.
OcHamienue A TIIATENBHOTO HAOMIOJCHUS 33 CHUMITOMAMU CEPOTOHHMHOBOTO CHHApPOMA M
MOHUTOPHHTA aPTEPHATLHOTO JaBJICHUS JOJDKHO OBITH TOCTYIIHO.
JleyeHne nNapoKCETUHOM JOMYCKaeTCs:

- yepes 2 HeeNu MocIie MpekpaiieHus JedeHus: Heoopatumbivu UMAO;

- HE MEHee 4eM 4Yepe3 24 4 mociie mpekpanieHus jgeuenus ooparumeiMu UMAQO (Hampumep,

MOKJIOOEMHU I, INHE30JIU/1, METWITUOHUHUS XJIOpU] (METHIICHOBBIN CHHMIA));

JloyKHO IPOUTH HEe MeHee | Helenu Mex1y OTMEHOH MapoKCeTHHA M HadaJloM TEpaIruu JII0ObIM
NMAO.
* [lapokceTMH mNPOTHBOIIOKA3aH [UIsi TNPUMEHEHHs] B KOMOMHAlMM C THOPHIA3HHOM,
MOCKOJIbKY, KaK M Jpyrue Inpenaparbl, YrHETAIOIMe aKTUBHOCTh MEYEHOYHOro H30(epMeHTa
CYP450 2D6, mapoKCeTHH MOKET TMOBBIIIATh KOHIIEHTPAlUI0 THOPUJA3MHA B IUIa3Me, 4YTO
MOJKET NPUBECTU K YUIMHEHUIO uHTepBaja QTcC M pa3sBUTUIO CBA3aHHON C 3THM SIBIEHUEM
JKEIYIOYKOBOM apUTMHUU THUIIA IHUPY3T», MOTCHIHUAIBHO YIPOXKAIOIIECH >KU3HU, U BHE3AIHOU
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CMEpTH;

+  IlapokceTuH nNpOTHBONOKA3aH B KOMOWHAIIMY C TUMO3H/IOM;
* Ilpumenenue y nereil u noapoctkoB miaaume 18 ner. KoHTponupyemble KIMHHUYECKHE
UCCJIEIOBaHMSI TMApPOKCETHHA MpHU JICYEHUU JEMPECCUBHBIX AIHU30/I0B CPEAHEH M TAKEIOi
CTEMEeHH TSKECTH U PEKYPPEHTHOrO JENpPECCHBHOTO PACCTPOICTBa y NeTel W MOJAPOCTKOB HE
nokazainu ero 3(G(eKTUBHOCTh, MO3TOMY MApOKCETHMH HE IMOKa3aH MJs JIeUYEeHHUs YyKa3aHHON
BO3pacTHOM rpymmbl. be3omacHOCT M 3(PQPEKTHUBHOCTh MAPOKCETHHA HE H3ydajach IpH
IPUMEHEHNH y NTallMEHTOB MJIaJIIEH BO3PACTHOM KaTeropuu (Miiaauie 7 JeT).

4.4. Oco0ble yka3aHusi 1 MepbI IPeJ0CTOPOKHOCTH IPH NPUMEHEHUH
He crnenyer Ha3HauyaTh TMApOKCETUH TMPU TEYEHOUYHOW HEAOCTATOYHOCTH, MOYEUHOU
HEJ0CTAaTOYHOCTH, 3aKPHITOYTOJIbHOM II1ayKoMe, TUIIepILIa3uy MpeICTaTeNIbHOM JKese3bl, MaHUH,
NaTOJIOTUU Ceplla, SIUJICTICUU, CYJOPOXKHBIX COCTOSHHUSX, OJHOBPEMEHHOM Ha3HAYCHUU
NIEKTPOCYJOPOKHOM  TEpanuu, OJHOBPEMEHHOM  IIPUEME  JIEKApCTBEHHBIX  CPEJICTB,
MOBBIIIAIONINX PUCK KPOBOTEUEHHUS, HATHMUNUU (PAaKTOPOB PUCKA MOBBILICHHOW KPOBOTOYMBOCTH U
3a00JIeBaHUSX, MOBBIIAIONIUX PUCK KPOBOTOUMBOCTH.
Knunuuecroe yxyowenue u cyuyuoanbrwiii puck y 63pocjiblx
Mounospie TaMEeHThl, 0COOEHHO C JIEMPECCUBHBIMU AMHU30/aMU CpPEIHEH U TSKEIOH CTEleHU
TSKECTH U PEKYPPEHTHBIM JETPECCHUBHBIM PAcCTPOMCTBOM, MOTYT OBITh IOABEPKEHBI
MOBBIIICHHOMY PHUCKY BO3HUKHOBEHHUS CYMIHJAIBHOTO TIOBEICHHUS BO BpEeMs Tepanuu
NapOKCETUHOM. AHAJIN3 MPOBEJACHHBIX IJ1a11e00-KOHTPOIUPYEMBIX HCCICTOBAHUN Y B3POCIBIX,
CTPAIAIOUINX TCUXUYECKUMHU 3a00JCBAHUSAMH, CBHJIETENBCTBYET OO0 YBEIMUYCHHHM YacTOTHI
CYMITUJATBHOTO TOBEICHUS Y MOJIOABIX TaIueHToB (B Bo3pacte 18-24 mer) Ha (oHe mpuema
MapoKCeTHHA MO CpaBHEHHUIO ¢ Tpynmoi rmianedo (2,19% k 0,92% cooTBETCTBEHHO), XOTS 3Ta
pa3HUIla HE CUUTAETCS CTATUCTUYECKH 3HAYMMOM. Y MalMEeHTOB CTapIINX BO3PACTHBIX TPy (OT
25 no 64 ner u crapwe 65 JeT) yBEIMYEHHs YacTOThl CYMIUAAJILHOTO IOBEACHUS HE
Ha0JI0/1a10Ch. Y B3pPOCIBIX BCEX BO3PACTHBIX T'PYIII, C JEHPECCUBHBIMU SMU30JAaMH CpeHEeN U
TSOKEJION CTENEeHM TSHXKECTH M PEeKYPPEHTHBIM JIEPECCHBHBIM PACCTPOMCTBOM HAOII0JAN0Ch
CTaTUCTHYECKU 3HAYMMOE YBEIMYEHHUE CIIy4aeB CYUIMIAIBHOTO MOBEACHHUA Ha (POHE JICUCHUS
NapOKCETHHOM TI0 CPaBHEHHUIO C TPYIION mianedo (BCTpeyaeMOCTh CYWIUAATIBHBIX MOMBITOK:
0,32% x 0,05% cooTtBercTBeHHO). O/HaKO OOJBIIMHCTBO M3 3TUX clyyaeB Ha (OHE mpuema
napokceTuHa (8 u3 11) ObII0 3aperuCTpUPOBAHO y MOJIOABIX MAIIMEHTOB B Bo3pacte oT 18 mo 30
net. JlaHHble, MOJTy4YeHHbIE B UCCIIEOBAaHUH MAIIIEHTOB C JACTIPECCUBHBIMU 3MHM30/IlaMU CpeIHEN
U TSOKETIOW CTEMEeHHM TKECTH M PEKypPEHTHBIM JIEMPECCHBHBIM PACCTPOMCTBOM, MOTYT
CBU/IETEJILCTBOBATH 00 YBETMUYEHUH YACTOTHI CIIy4aeB CyHIMJAIBHOTO TOBEACHUS Y MAllUCHTOB
MOJIOJIOTO BO3pacTa, KOTOPOE MOXKET COXPAHATHCS U Y MAlMEHTOB cTapiie 24 JeT, CTpadarolnx
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Pa3TUYHBIMU IICUXUYECKUMH PAaCCTPOICTBAMH.

VY manueHToB ¢ Jenpeccueil 000CTPEHHE CHMIITOMOB 3TOTO PACCTPOMCTBA W/WIM TOSIBICHUE
CYHMIIUJIATBHBIX MBICTICH U CYHIMAAIBHOTO TOBEICHUS (CYHIHIATHHOCTh) MOTYT HAOIIOJAThCS
HE3aBUCUMO OT TOTO, MOJIYYarOT JIM OHU AHTUJICTIPECCAHTHI. DTOT PUCK COXpaHSAETCA 10 TEX MOp,
noka He OyJeT OCTUTHYTa BBbIpa)KEHHAs PEMUCCHUS. YIIyYIlIEHHE COCTOSHMS MAaIleHTa MOXET
OTCYTCTBOBAaTh B IMIEPBBIC HENENIU JIEYCHHS W Ooyiee, U TMOITOMY CIEAyeT HaOIIoAaTh 3a
COCTOSTHUEM TAaIllMeHTa JUIsi CBOCBPEMEHHOTO BBISBICHUS KJIMHUYECKOTO OOOCTpPEHUS U
CYHLIMJIATbHOCTH, 0COOEHHO B Hayaje Kypca JICUeHHs, a TAK)Ke B IEPUOJIbI U3SMEHEHHUS 103, OYIb
TO UX YBEJIIMYEHHUE UM yMEHbLIEHUE. KIIMHUUeCKHil ONbIT MPUMEHEHNS BCEX AHTHUJICTIPECCAHTOB
MOKAa3bIBAECT, UTO PUCK CYHIIUAA MOKET YBEIMUYMBATHCA HA PAHHUX CTAAUSIX BBI3JOPOBJICHUSI.
Hpyrue mncuxuueckue paccTpOMCTBA, AJIA JEUCHHS KOTOPBIX HCHOJB3YIOT MAPOKCETHUH, TOXKE
MOTYT OBITH CBSI3aHBI C TOBBIIIEHHBIM PHUCKOM CYMIIMJANBHOrO MoBeneHus. Kpome Toro, stu
paccTpoiicTBa MOTYT HPEACTaBIATH COOOM KOMOpPOHIHBIE COCTOSIHHS, COIyTCTBYIOIIKE
JETIPECCUBHBIM ~ 3MM30/aM CPEAHENM U TSKEIOW CTENEHU TSHDKECTH U PEeKYyppPEHTHOMY
JETIPECCUBHOMY paccTpoucTBy. [loaTOMy mpu J€4eHHHM MAlMEHTOB, CTPAJAIOIIUX JIPYTUMU
NCUXUYECKUMHU HapyUICHUSIMH, CIIeAyeT coOII0aTh T€ K€ MEPhI MPEAOCTOPOKHOCTH, YTO U MPU
JICYEHUU PEKypPpPEHTHOTrO JAETPECCUBHOrO paccTpoiicTBa. HanbomnpiieMy pucKy CyHIIMAATBHBIX
MBICJIE WM CYUUUJAIbHBIX TOMBITOK IOJABEPraioTCs MAIMEHTHI, MMEIOIIME B aHaMHE3e
CyMIIUJAIIbHOE TTOBEACHUE WM CYUIIMAAIbHBIE MBICIH, MAIlUEHThl MOJIOJIOTO BO3PACTa, a TAKKeE
MAlWEHTHl C BBIPAKEHHBIMU CYHULMJAIBHBIMU MBICISIMU 10 Haydajla JICYEHUs, U [TOITOMY BCEM
UM HE0OXO0UMO YAENATh 0c000€ BHUMaHUE BO BpeMms JieueHus. [lannenToB (1 Tex, KTo 3a HUMU
YX@KUBAET) HY)KHO TPEIYyNPEIUTh O HEOOXOAMMOCTH CIEAUThH 32 YXYAIICHUEM UX COCTOSHUS
(BKJrOYast ~ pa3BUTHE  HOBBIX  CHMIITOMOB)  W/WIIM  TOSBICHHUEM  CYHIIHJIATHHBIX
MBICTICH/CYUIIJANbHOTO TIOBEICHUSI WJIM MBICIEH O MPUYMHEHUHU ce0e Bpeaa BO BpPEMsl BCETO
Kypca JieueHHusi, 0OCOOEHHO B Hauaje JeueHus, JuOo BO BpeMsi M3MEHEHHUs [03bl Ipernapara
(yBenwueHWe W CHIDKEHHE). B cilydae BO3HMKHOBEHHMS JTHX CHMIITOMOB HEOOXOIUMO
HEMEIJICHHO OOPAaTUThCS 3a MEIUIIMHCKOW MoMOIIbio. Heo0X0umMo TOMHUTE, YTO TOSIBICHUE
TaKUX CHUMIITOMOB, KaK a)XKHTAllUs, aKaTU3Us WM MaHHUSI MOKET ObITh CBA3aHO KaK C OCHOBHBIM
3a00JIeBaHUEM, TAK U SBJIATHCA MTOCIEACTBUEM NIPUMEHSIEMON TEPATIHH.

[Ipy BO3HMKHOBEHMH CHUMIITOMOB KJIMHHUYECKOTO YXYJIUIECHUs (BKJIOYash pPa3BUTHE HOBBIX
CUMITOMOB) W/WIM CYWULUJAIBHBIX MBICICH/TIOBEICHNs, OCOOCHHO TpU BHE3AIMHOM WX
MOSIBJICHUN, HApaCTAHUM TSHKECTH IPOSIBICHUN, WIM B TOM CJIy4yae, €CIIM OHU HE SBISJIUCH
YacThl0 MPENUIECTBYIOIIEIO CHMIITOMOKOMIUJIEKCA Yy JAaHHOTO TMalueHTa, HEeoO0X0AUMO
MEPECMOTPETh PEKUM TEPANUH BIJIOTH 10 OTMEHBI IIpenapara.

Axamuszus
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W3penka nedeHne napoKCETHHOM WM JPYTUM penapa%gll{';' I:p-)llﬁr-r'é; EehbRTUBHRE JEI?FQ%'EI'%]DOB

obparaoro 3axBata ceporoHuHa (CHMO3C) compoBoxmaercs BO3HUKHOBEHHEM AaKaTH3WUH,
KOTOpasi MPOSIBIIIETCS YyBCTBOM BHYTPEHHETO OECIIOKOMCTBA U MICUXOMOTOPHOTO BO30OYKIECHUS,
KOrJa MalueHT HE MOXET CIIOKOWHO CHUJIeTh WJIHW CTOSITh, MPU aKaTU3UM MAlMEeHT OOBIYHO
UCIBITBIBACT CYOBEKTUBHBIM AuCKOM(OPT. BeposTHOCTh BOSHUKHOBEHMsSI aKkaTH3UK Hauboliee
BBICOKA B MIEPBbIE HECKOIBKO HEJENb JICUCHUSI.

Cepomonunoawltl CUHOPOM, 310KAYECNEEHHbIU HeUpOoIenmudecKull CUHOPOM

B penkux cnydasx Ha (oHE JeYeHHUS MapOKCETMHOM MOXET BO3HUKHYTh CEPOTOHHHOBBIM
CUHAPOM WJIM CHMIITOMAaTHKa IMOA0OHAas 3JI0KAYECTBEHHOMY HEHpPOJIENTUYECKOMY CHHAPOMY,
OCOOCHHO €CIIM MapOKCETUH HUCIOIB3YIOT B KOMOWHAIIMU C JAPYTUMH CEPOTOHHHEPTUUCCKUMU
npernapaTaMu W/WId HEUpOJIENTUKAMU. JTH CHHIPOMBI MOTYT MHPEICTABISTH MOTCHIHAIBHYIO
yIpo3y JKU3HU, U TOITOMY JIEYEHHE MAPOKCETMHOM HEOOXOAUMO MpEKpaTHTh B CiIydae HX
BO3HUKHOBEHHS (OHU XapakTepU3yIOTCsl TIpyHIamMH TaKMX CHMITOMOB, KakK THUIIEPTEpMUs,
MBIIIIEYHAS PUTHAHOCTh, MUOKJIOHYC, BET€TaTUBHBIC PACCTPONUCTBA C BO3MOXKHBIMH OBICTPHIMHU
M3MEHCHUSMHU TIOKa3aTellel JKU3HEHHO BAXKHBIX (YHKIUH, U3MEHEHUs TICHXUYECKOTO CTaTyca,
BKJIIOYAIOIME CIYTAaHHOCTh CO3HAHUA, Pa3JApaXUTEIbHOCTh, KpailHEe TSHKENyIo a)KUTaIUIo,
MPOrPECCUPYIOLIYIO 10 IEIUpUsS U KOMbBI), U HadaTh MOJAJIEPKUBAIONIYI0 CUMITOMAaTHYECKYIO
Tepanuio. [lapokceTMH HE MODKEH NPUMEHSTHCS B KOMOWHAIMK C MPEAIIECTBEHHUKAMU
CepoTOHMHA (TakWMH, Kak L-TpuntodaH, OKCHUTpHUINTAH) B CBS3U C PHUCKOM Pa3BUTHS
CEpPOTOHUHEPTUYECKOTO CUHIPOMA.

Manus u bunonspuoe paccmpoiucmeo

Bonpmioit menpeccHBHBIM AMU304 MOXKET OBITh HAaYalbHBIM IPOSIBICHHEM OUIOISPHOTO
paccrpoiictBa. [IpuHsaTO cunTaTh (XOTS 3TO M HE JOKA3aHO KOHTPOJIUPYEMBIMH KIMHUYECKUMHU
UCCJIEIOBAHUSIMH), YTO JIEUEHUE TAKOTO 3MH30/la OJHUM TOJBKO AHTHJIEIPECCAHTOM MOXKET
YBEJIMYUTH BEPOATHOCTh YCKOPEHHOI'O Pa3BUTHSA, CMEIIAHHOTO MJIM MaHHAKAJIbHOTO 3MU30/a Y
MAI[MEHTOB, TOJBEPKEHHBIX PHUCKY BO3HUKHOBEHHUS OWIOISIpHOTO paccrpoiictBa. Ilepen
HAYaJIOM JICYCHHS] AHTUJETPECCAHTOM HEOOXOAMMO MPOBECTH TIIATEIbHBIA CKPUHUHT IS
OLICHKM pHCKAa BO3HUKHOBEHHUS Y JAaHHOTO TMallMeHTa OWIOJIAPHOTO pacCTPOWCTBA; TaKOM
CKPUHUHT JIOJKEH BKJIIOYATh cOOp ETANBbHOIO MCUXUATPUUYECKOTO aHaMHe3a, BKIIIOYas TaHHbIE
0 HAJIMYMH B CEMbE CIy4aeB CyHIIHNa, OMMOISPHOTO PAacCTPOMCTBA U Aemnpeccuu. [lapokceTnH
HE 3aperucTPUpOBaH [UIsl JICUEHUS JENPECCMBHOTO ONU30Ja B paMKax OWITOISPHOTO
pacctpoiictBa. Kak u japyrue aHTUAENPECCAHTHI, MNApPOKCETUH CJeNyeT MPUMEHATh C
OCTOPOKHOCTBIO y MAlIMEHTOB, UMEIOIINX B aHAMHE3€ MaHHUIO.

Ilepenomuvr kocmeii

[Io pe3ynpraTam 3NUIEMHOJIOTMYECKUX HCCICIOBAHUN PHUCKA MEPEIOMOB KOCTEM BBISIBICHA
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rpynnsl CMO3C. Puck Habmoancs B T€UEHUE Kypca JeUeHHs] aHTHACTIPECCAaHTaMU | SIBIISUICS
MakCUMaJbHBIM B Hauajle Kypca Tepanuu. BoO3MOXHOCTH TIEpEIOMOB KOCTEH JI0JKHA
YUUTBHIBATHCS MPU IPUMEHEHUHU TapOKCETHHA.

Tamoxcugen

Hexkotopsle nccienoBanus mokaszaiau, 9To 3(pPeKTUBHOCTh TaMOKCU(eHa, u3MepsieMasi B pucke
peuuaMBa paka MOJIOYHOM Kejle3bl M JIETaJbHOCTH, MOXET YMEHBLIAThCS MPU COBMECTHOM
MPUMEHEHUN C TIAPOKCETHHOM B pe3yibTaTe HEOOpPaTUMOTO WHTHOMpPOBaHMs H30(epMEeHTa
CYP2D6. Puck MoxeT Bo3pacTaTh IPU COBMECTHOM Ha3HAYEHUU B TEUECHHH JIOJTOr0 BPEMEHH.
[Tpu nevyenuu wnu nNpoUIAKTUKH paka MOJIOYHON JKEJe3bl CIEIYeT PaCCMOTPETh BO3ZMOXKHOCTh
UCIIOJIb30BaHUsl  AJbTEPHATUBHBIX AaHTHUJEIPECCAHTOB, KOTOPbIE HE BO3ACHCTBYIOT Ha
nzodepment CYP2D6 wim BO3AEHCTBYIOT B MEHBIIIEH CTEIIECHH.

Caxapmubiii ouabem

VY manueHToB ¢ caXxapHbIM aAuadeToM Jsedenue npenaparamu rpynnsl CUO3C moxer BIUATh Ha
NOKa3aTean TJIMKEMHUYECKOr0 KOHTpOJs. MoKeT moTpeOoBaThcsi KOPPEKLHMs 103bI MHCYJIMHA
W/WJIH TIEPOPANIbHBIX THIOTVIMKEMHUYECKUX TPerapaToB.

Hueubumopsvl MOHOGMUHOOKCUOA3bL

JleueHne MapoKCETMHOM CIIEIyeT HAYMHATH OCTOPOXKHO Yepe3 2 HEeAENU IOcie MpeKpalleHus
neuenust HeoopartumMbeiMu UMAO unu depe3 24 4 mocie NpeKpanieHus JeueHus: 00paTuMbIMU
NMAO. [lo3y mapokceTMHa HY>XHO MOBBIIIATh IMOCTENEHHO A0 MOCTHXKEHHUS ONTHMAaJIbHOIO
TepaneBTUYecKoro ddexra.

Hapywenusa ¢ynkyuu nouex unu neyeu

Pexomenyercst co0Ir01aTh OCTOPOKHOCTD P JICUEHUH MAPOKCETUHOM HAIlMEHTOB C TSKEION
CTENEeHbI0 HapylIeH!s (PYHKIUHU MOYEK WIN MAUEHTOB ¢ HApyIICHUIMU (QYHKINU EUYEHU.
Onunencus

Kak u ngpyrue aHTuaenpeccaHTsl, NapOKCETHH CIEAYET INPUMEHATH C OCTOPOKHOCTBIO Y
MALMEHTOB C AIHUJICTICUEH.

Cyoopooicuble npunaoxu

YacroTa cy10pOKHBIX MPUIAIKOB Y MAllMEHTOB, MPUHUMAIOIINX apOKCETHH, COCTABIISIET MEHEee
0,1%. B cnyuae BOSHHUKHOBEHHS CyJIOPOKHOTO MPUITAIKA JICYCHHE MAPOKCETHHOM HE0OX0IMMO
PEKPaTUTh.

Onexmpocyodopooicnas mepanus

HNmeercss numib OrpaHUYEHHBIH OMNBIT OJAHOBPEMEHHOIO MPUMEHEHHS MapoOKCeTHHAa U
ANEKTPOCYAOPOKHON TEPAIIHH.

Inaykoma
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Kak u gpyrue npenaparsl rpynnsl CHUO3C, napoxce':lﬂ'n' Sy 'M%Eﬁ/lgg,'-'ﬂl-' €ro

HE00XO0IMMO MPUMEHSTH C OCTOPOKHOCTHIO Y MALIMEHTOB C 3aKPHITOYTOJIBHOMN II1ayKOMOIA.
T'unonampuemus

[Ipy neyeHMM MAPOKCETMHOM TUIIOHATPUEMHUS BO3HHUKAET PEAKO M TMPEUMYIIECTBEHHO Y
MOKUJIBIX MALIMEHTOB ¥ HUBEIUPYETCS MOCIe OTMEHBI TAPOKCETHHA.

Kposomeuenus

Coo0manoch 0 KPOBOM3IUSAHUSAX B KOXY M CIU3UCTBIE OOOJOYKH (BKIIOYAs MKEIyIOYHO-
KUILIEYHbIE U THMHEKOJIOTMYECKHUE KPOBOTEUEHUS) y MAIMEeHTOB Ha ()OHE MpuemMa MapOKCEeTHHA.
[ToaToMy mapoKCeTHH ClEAyeT NPUMEHSATh C OCTOPOKHOCTHIO Y TMAlUEHTOB, KOTOpPbIE
OJIHOBPEMEHHO IOJIy4alOT Ipernaparbl, MOBBIIIAIOIIME PUCK KPOBOTEYEHMH, Yy IALUEHTOB C
U3BECTHOM  CKJIOHHOCTHIO K KpPOBOTEUEHHMSIM M Yy TAIMEHTOB ¢  3a00JIeBaHHUIMH,
npeapacnoiaralomyM K KpoBoteueHus M. [Ipuem nekapctBeHHbIX npenaparoB rpynn CHMO3C,
CEJICKTUBHBIX MHTHOMTOPOB 0OpaTHOTO 3axBaTa cepoToHuMHa u HopanpeHanmmHa (CHUO3CH)
MOJKET IOBBIIIATH PUCK PA3BUTHUS IOCIEPOJLOBOTO KPOBOTEUEHUS.

3abonesanus cepoya

[Ipu neyeHuu mManuMeHTOB C 3a00JEBaHMSIMH CepAlla CIeAyeT COONI0AaTh OOBIYHBIE MEPBI
MPEIOCTOPOIKHOCTH.

Cexcyanvuas oucgynrkyus

Ipenaparer rpynnsl CMO3C MOryT BBI3BIBaTH CHUMIITOMBI CEKCyallbHOM auchyHKIMU. bpuin
COOOILIEHUSI O COXPAHEHUHM CUMITOMOB CEKCYalbHOM MUCHYHKIMH JaxKe IMOocie MpeKpaIieHus
npuema CHUO3C.

Cumnmombi, Komopvle MO2Yym GO3HUKAMb NPU NPEKpaweHUuu JaeyeHus: NapoKCemuHoM Y
83POCbIX

[Io paHHBIM pe3yibTATOB KIMHUYECKHUX HCCIEOBAHUN Yy B3pOCIBIX BCTPEUYAEMOCTb
HEXeNaTeJIbHbIX PEaKIUI NIPpU OTMEHE NapokceTuHa coctabisuia 30%, Toraa Kak BCTpe4aeMOCTh
HEXKENaTeNbHBIX peakiuii B rpynne muianedo cocravimsuia 20%. Bo3HHKHOBEHHE CHMIITOMOB
OTMEHBI HE 03HAYaeT, YTO Mperapar SBIAETCS MPEIMETOM 3J0yNOTPeONCHHs] MIIM BbI3BIBACT
3aBHCHUMOCTbH, KaK 3TO UMEET MECTO B ClIy4ae ¢ HAPKOTUKAaMU U IICUXOTPOIHBIMH BEIIECTBAMHU.
OnucaHbl Takhe CUMIITOMBI OTMEHBI, KaK TOJIOBOKPY>KEHUE, CEHCOPHbIE HapyLIeHHs (BKIHOYast
[apecTe3ny, OIIYIICHHWE yaapa 3JEKTPUYECKMM TOKOM M IIyM B YIIax), HapyLIEHUS CHa
(BKJItOYAsi SIpKHME CHBI), @KUTAlUSg WIM TPEBOra, TOIIHOTA, TPEMOpP, CIIyTAHHOCTh CO3HAHUS,
NOTIUBOCTb, TOJOBHasg ©0Jb W JAuapes, OIIyIIeHHe cepAleOueHns, 5SMOIUOHATbHAS
7aOUITBHOCTD, PA3APAXUTEILHOCTh U 3pHUTENbHBIE HapyiieHus. OOBIMHO ASTH CHMIITOMBI
BBIP@)KEHBI CJIa00 WJIM YMEPEHHO, HO Y HEKOTOPBIX MALMEHTOB OHU MOTYT OBITH TSKEIBIMU.
OObIYHO OHU BO3HHMKAIOT B TIEPBBIE HECKOJIBKO JHEN MOcie OTMEHbI IpenapaTa, 0JHako B OUY€Hb
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PEIKHX CITyYasiX BO3HUKAIOT Y MaIlMEHTOB, KOTQPHIC CH}kJ;L{%qujﬁpqsﬁ%ﬁ]:Igﬁl E%%EE&%@&HO?I

no3bl. Kak npaBuio, 3TM CHMIITOMBI IPOXOJAT CIIOHTAHHO U UCYE3al0T B TEUEHUE 2 HEJEIb, HO Y
HEKOTOPBHIX IAalMEHTOB OHU MOTYT [UIMThCS Topa3fo noneiie (2-3 wmecsaua u  Ooiee).
Pekomennyercs CHMKaTh 103y NAapOKCETHMHA MOCTEIEHHO, HA MPOTSKEHUH HECKOJIBKUX HENEIb
WM MECSIEB TIEpeNl €ro IMOJHOW OTMEHOW, B 3aBUCHUMOCTH OT MOTPEOHOCTEH KOHKPETHOTO
HanyeHTa.

Cumnmomsl, KOMopwvle MO2YM 03HUKAMb NPU NPEKPAUEHUU TeYeHUsl NAPOKCEMUHOM y Oemel U
noOpPOCMKO8

[lo pe3ynapTaraM KIMHUYECKUX MCCIEAOBAaHUM y JE€Tel M MOJIPOCTKOB BCTPEYAEMOCTH
HE)KENATENIbHBIX peakUuid I@pU MPEKpalleHUH JICYEHHs Yy NAUEHTOB, IPUHMMABIINX
NApOKCETUH, cocTaBisia 32%, TOrja Kak BCTPEUAEMOCTb HEXENATENbHBIX PEAKLUI B Ipymme
miarne6o coctarisuia 24%. [locine oTMeHBI MapoKCeTHHA CIICTYIONTNE HEKelaTeIbHbIE PeaKIuu
PErUCTPUPOBATIUCH KAK MUHUMYM y 2% MaIlM€HTOB U BCTPEYAIUCh KaK MUHMMYM B 2 pa3a yaile,
YeM B IpymIe Iuanedo: 3MOIMOHANbHAS JIAOMIBHOCTh (B TOM YHCIE CYHIMIAIbHBIE MBICIH,
CyMLIMJAIbHbIE IOMNBITKH, W3MEHEHMs HACTPOEHHMs M  IUIAKCUBOCTH), HEPBO3HOCTD,
TOJIOBOKPY>KE€HHE, TOUTHOTA U 00JIb B AKUBOTE.

Jlemu u noopocmxu (maaowe 18 nem)

[IpenapaTt nmapokceTHH HE CleyeT MPUMEHSTh Y A€Tel U MOAPOCTKOB Mitajie 18 ser.

Jleyenune aHTHAENIpECCAHTAMU JETEH U MOAPOCTKOB C JCNPECCUBHBIMU JIU30aMU CPEIHEU U
TSKEJION CTENEHU TSHKECTH, PEKYPPEHTHBIM JEIMPECCUBHBIM PACCTPOMCTBOM W JIPYTUMHU
NCUXUYECKUMHU 3a00JIeBaHUSIMH  COMPOBOKIACTCSI TMOBBIIICHHBIM PHUCKOM BO3HUKHOBEHUS
CYMLIMJIAIbHBIX MBICIIEH U CyHLIUAAIBHOTO IOBEACHUS.

B kiIMHMYECKMX HCCIEIOBaHUSAX HEXKENATEIbHbIE PEaKLUU, CBA3aHHBIE C CYMIMJIAIbHBIMU
MOMBITKAMA M CYHULUJAIBHBIMU MBICIAMU, BpPaXAeOHOCTHIO (IIPEUMYIIECTBEHHO arpeccus,
JNEBUAHTHOE TIOBEJIEHWE M THEBJIMBOCThH), 4Yallle HaAOMOJanuch y JeTell U MOJIPOCTKOB,
NOJIyYaBIIUX NApPOKCETUH, YEM Yy MALMEHTOB ITOW BO3PACTHOM IPyMIbl, KOTOPHIE IOJIyYaad
wiane6o. B Hacrosiee BpeMs OTCYTCTBYIOT JaHHBIE O JOJTOCPOYHON O€30macHOCTH
MapoKCeTHHa JJIsl JIeTel W MOAPOCTKOB, KOTOphIE Kacalauch Obl BIUSHUS 3TOTrO Mpernapara Ha

POCT, CO3PEBAHUC, KOTHUTUBHOC U IMOBCACHYCCKOC Pa3BUTHUC.

4.5. BzaummopeiicTBHe ¢ IPYTHMH JIEKAPCTBEHHBIMH NpenapaTaMu U Apyrue BHABI
B3alMOJeliCTBUSA
Cepomonunepauueckue npenapamol
[Ipumenenue mnapokceTuHa, Kak W Jpyrux npemnapatroB rpynnsl CHUO3C, ogHOBpPEMEHHO ¢
CEepOTOHMHEPTUYECKUMHU TMperapataMi MOXET BbI3bIBaTh 3¢ ¢dekTsl, cBs3aHHble ¢ S5-HT
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peuenrtopamMu  (CEPOTOHWHOBBI  CHHIPONI). HHJII:I :]ﬁg&%éﬂ-ﬂbﬁ OC Bﬁﬂ\’[ﬁg’géHl/H/I

CEpPOTOHUHEPTUUYECKUX TpernaparoB (Takux Kak L-tpuntodan, mpemapaTsl W3 TPYIIIIBI
TPUINITAHOB, Tpamaznon, mnpenaparsl rpymnsl CHUO3C, ¢eHTtanun, IuTHH U 3BepoOOi
IPOJBIPSBICHHBIN) € MapOKCETUHOM HEOOXOJUMO COOIIOAAaTh OCTOPOXKHOCTH M IMPOBOIUTH
TIATENbHBIN KIMHUYECKUA MOHUTOPYHT .

OnnoBpemMeHHOEe mpuMeHeHHe mnapokcetrHa ¢ MMAO (Bxitouas JTUHE30JUJ — aHTUOWOTHK,
Tparcopmupyronmiicss B HeceneKTUuBHBIH MMAQO, U METHITHOHUHUS XJIOPUM (METHICHOBBIN
CHUHUI)) IPOTHUBOIIOKA3aHO.

Iumo3suo

B uccnenoBanuu OJHOBPEMEHHOTO NPUMEHEHHs MAapOKCETHHAa W MUMO3UAA B OJHOKPATHOM
HU3KON 103¢ (2 Mr) OBUTO 3aperucCTpPUpPOBAHO TOBBIMICHHE YPOBHs muMosuaa. JlaHHbd (akT
OOBSCHSIETCS M3BECTHBIM CBOMCTBOM TMapokceTWHa yrHerath cucremy CYP2D6. Bceneacrtsue
Y3KOTO TEpareBTUUECKOr0 WHAEKCa MHMO3UJa W €ro HM3BECTHOH CIIOCOOHOCTH YJUIMHATH
untepBas QT, omHOBpEeMEHHOE TPUMEHEHHE TUMO31/Ia U TTAPOKCETHHA MPOTUBOIIOKA3aHO.
Depmenmul, yuacmeayowjue 8 MemadoIusMe 1eKapCmeeHHbIX Npenapamos

Metabonu3m U papMakOKMHETHKA MapOKCETHHA MOTYT U3MEHATHCS MOJ BIUSHUEM HHIYKIUU
WIM WHTUOMpPOBaHMUS (PEPMEHTOB, KOTOPHIE YYAacTBYIOT B METa0OJM3Me JIEKapCTBEHHBIX
npenapatoB. [Ipu NpUMEHEHUM NapOKCETHHA OJHOBPEMEHHO C HWHTHOUTOPOM (EPMEHTOB,
YYacTBYIOUIMX B MeTa0ONU3ME JIEKAPCTBEHHBIX IIpenapaToB, CIEAYeT pPEKOMEH0BATh
MPUMEHEHUE MMAPOKCETHHA B J103€, HAXOMMIICHCs B HYKHEH 4acTH HUara3oHa TePareBTHUECKUX
no3. HauanbHylo 1103y MapoKCeTHHA KOPPEKTHPOBaTh HE HYXHO, €CIH €ro MNPUMEHSIOT
OJIHOBPEMEHHO C TMpernaparoM, KOTOPBIM SBISETCS H3BECTHBIM HHIYKTOPOM (EPMEHTOB,
YYacCTBYIOIIMX B MeTa0oJM3Me JIEKQpCTBEHHBIX TpErmapaToB (Hampumep, KapOama3enuH,
pudpamnuumH, Qenobapbutan, Qenutoun). Jlobas mnocnemyromas KOPPEKUUs 03B
NApOKCeTHHA JIOJDKHA OIpPENENIAThCS €ro KIMHUYECKHMM A(PQPEKTOM (IIEPEeHOCUMOCTBIO U
3P PEKTUBHOCTHIO).

Docamnpenasup u pumonHagup

OpnHoBpeMeHHOE MpUMEHEHHe (QocaMIIpeHaBUpa/pUTOHABHpPA C MAPOKCETUHOM MPUBOAMIIO K
3HAYUTEIIbHOMY CHUXCHHIO KOHIICHTpAIlMM MapoKCeTHMHa B Ia3Me KpoBu. KoHIeHTpanuu
dbocaMrpeHaBUpa/pUTOHABHpPA B TUIa3ME€ KPOBH TIPU OJHOBPEMEHHOM TIPUMEHEHUHU C
MapPOKCETUHOM OBLIM CXOAHBI C KOHTPOJILHBIMHU 3HAYEHHUSMHU W3 APYTUX HCCIEIOBaHUM, YTO
yKa3blBa€T HA OTCYTCTBHE CYIIECTBEHHOTO BJIHMSIHMS IapOKCETMHA Ha MeETa0oJIu3M
dbocamnpenaBupa/putToHaBupa. J[aHHble O BIUSHUU JIOJTOCPOYHOTO COBMECTHOTO MPUMEHEHUS
nmapokceTuHa ¢ (ocaMIPEHAaBUPOM/PUTOHABUPOM OTCYTCTBYIOT. JIroOas mocnemyromias
KOpPpeKLHsI J103bl TAapOKCEeTHHA JOJDKHA ONpPENeNsIThCsl €ro KIMHUYECKHM 3(PdeKTom
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(MOCNEOCBATENEHOCTE 0001)

(mepeHocuMOCTBIO B 3PPEKTHBHOCTHIO).

Tpoyurxauoun

E’xeHEeBHBIM TpHeM MapOKCeTMHA 3HAYMMO IMOBBIIIAET KOHLEHTPAIMIO MPOLHUKIWINHA B
mwiasMe KpoBu. IIpy BO3HUKHOBEHHWH AHTUXOJUHEPTrHUYECKHX 3(PGEKTOB 103y MPOLMKIUINHA
CJIeTyeT CHU3UTD.

IIpomusocydoposicnvie npenapamoi

OnHOBpeMEHHOE  MPHMEHEHHE  TAapOKCeTWHAa W MPOTUBOCYAOPOXKHBIX  IPErapaTroB
(kapbamazenuH, (HPEHUTOMH, BAIbIIPOAT HATpPHUs) HE BIUSAET HAa WX (HaPMAKOKUHETHUYCCKUH U
dapmakomHAMUYECKUI TPODUIN y TIAIIUEHTOB C SMUJICTICUEH.

Muopenaxcanmeot

[Ipenaparsl rpynnel CMO3C MoryT yMeHbIIaTh aKTUBHOCTH XOJMHACTEpa3bl IJIa3Mbl KPOBH,
YTO MPUBOAUT K YBEIUYECHUIO MPOJOHKUTEILHOCTH HEPBHO-MBIIIEYHOTO OIOKUPYIOLIETO
NeHCTBUSL MUBAKypHs U CYKCaMETOHUSI.

Cnocobrnocms napoxcemuna yenemamso uzogepmenm CYP2D6

Kak u npyrue anTuaenpeccantsl, Bkirodas Apyrue npenaparsl rpynnbsl CHMO3C, napokcetnH
yraetaer rnedeHouHbld u3odepment CYP2D6, oTtHocsmumiicss Kk cucteme murtoxpoma P450.
VYruerenue nzopepmenta CYP2D6 MOXKET MpUBOIUTH K MOBBIIMICHUIO KOHIIEHTPAIIUU B TUIa3Me
KPOBH OJHOBPEMEHHO HCIIOJIb3YEMbIX IpEenaparoB, KOTOpPbIE METa0OIU3UPYIOTCS STUM
¢depmentom. K Takum mpemaparaMm OTHOCSTCS HEKOTOpBIE TPUIMKINYECKHE aHTUACTIPECCAHTHI
(HampuMmep, aMUTPHUNTHINH, HOPTPUIITWIMH, HMUIPAMUH U JC3UNPAMUH), HEHPOICNTUKH
dbenoTnaznHOBOrO psifa (mepdeHasrH U THOPUIA3HUH), PUCIIEPUIOH, aTOMOKCETHH, HEKOTOPHIC
aHTHAPUTMUYECKHE CpecTBa 1c kiacca (Hampumep, npornadeHoH u GIeKanHuI) ¥ METOIPOJIOI.
He pexomenayercssi mpuMeHSATh MapOKCETUH B COYETAHUU C METOIMPOJIOJIIOM MPHU CEepACHHOI
HE/I0CTaTOYHOCTH, BCJICACTBUE Y3KOTO TEPAreBTUUYECKOT0 MHAEKCAa METOINpPOJIoja NpU JTaHHOM
NOKa3aHUU K IPUMEHEHHIO.

HeoGpatumoe wunrubuposanne cucreMbl CYP2D6 mnapokceTHHOM MOXET TMPHBECTH K
CHI)KCHMIO KOHLIEHTpallMU »HHAOKCH(EeHa B IUla3Me KpPOBU M, KaK CJEICTBHE, CHHU3UTh
3¢ PeKTUBHOCTHh TaMOKCH(EHA.

CYP344

HccnenoBanne B3aMMOACUCTBUS in Vivo TpPU OJHOBPEMEHHOM IPHUMEHEHHUH B YCIIOBHSIX
PaBHOBECHOT'O COCTOSIHMS TapOKCETHHAa U Tep(deHaanHa, KOTOpbI sBIsSETCS CcyOcTpaToM
n3opepmenra CYP3A4, mnokazasio, 4YTO TMApPOKCETHH HE BIMICT Ha (HapMaKOKHHETHKY
tepdeHaauHa. B cXomHOM uHccleOoBaHWUU B3aUMOJCUCTBHUS in Vivo HE ObUIO OOHApYyXEHO
BIMSHUS TApOKCETHMHAa Ha (apMaKkOKHMHETUKY ajmpaszoiamMa, U HaoOopoT. OmHOBpeMEeHHOE
IpUMEHEHHE MApOKCETHHA ¢ TepdeHaINnHOM, AJIPA30JIaMOM H IPYTHMMHU MpernapaTaMu, KOTOpbIe
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ciyxkat cyocrparom n3zodepmenta CYP3 A4, Bpsin in MO TP rr T %h‘f%ﬁﬂ; 01)

IIpenapamul, erusarowue na pH scenyoka

Knunnueckue uccnenoBaHus Mokas3aid, uTo abcopOuus u (GpapMakOKHMHETHKA MAapOKCETHHA HE
3aBUCST WIM TMPAKTUYECKH HE 3aBUCAT (T.e. CYIIECTBYIOIIas 3aBUCUMOCTh HE TpedyeT
M3MEHEHHUS JI03bl) OT IIpHUeMa:

* U,

*  aHTAaIHUJOB,

* JIUTOKCHHA,

* MPOMPaHOJIOIA,

* aNKOTOJsl: MAPOKCETHUH HE YCHIWBAET HETATUBHOE BIUSHUE alKOTOIsl Ha yYMCTBEHHBIE H
JIBUTATENbHBIC (DYHKIMHU, TEM HE MEHee, HE PEKOMEHAYEeTCS OJHOBPEMEHHO IPUHUMATH
MapOKCETUH U aJIKOTOJ1b.

Ilepopanvrvie anmukoaynanmel

Bo3moxHO mposiBieHne (papMakoIMHAMHYECKOTO B3aUMOJICHCTBUS MEXAY IMapOKCETMHOM U
nepopaTbHBIMA aHTUKOAryJissHTaMd. COBMECTHOE MPUMEHEHHE MapOKCEeTHHA W TEPOPaTbHBIX
AQHTUKOAryJIIHTOB MOJKET BbI3BaTh IMOBBILICHHE AKTUBHOCTH aHTUKOAryJlssHTOB U PHUCK
kpoBoTedueHus. ClieJoBaTeIbHO, MAPOKCETUH CIEAYET C OCTOPOXHOCTBIO MPUMEHSTH IS
JIeUYeHUs MAIMEeHTOB, OJYYalOUINX MepOpabHbIe aHTUKOATYJISIHTHI.

Hecmepouonwie npomusogocnarumenvnvle npenapamul (HIIBII), ayemuncanuyunosas xucioma
u Opyaue anmuazpe2anmmubvie NPenapamol

Bo3moxHO mosiBneHne (apMaKOIUHAMUYECKOTO B3aUMOJCUCTBUS MEXKIY MApOKCETHHOM U
HIIBII/aneruncanuunoBoi  kucioToi. OAHOBpEMEHHOE TNPUMEHEHHE MAapOKCeTHMHA U
HIIBII/aneTuncanuimmiaoBol KMCIOTHI MOYKET MTOBBICHTH PUCK KPOBOTECUCHHS.

Crnenyet co0r01aTh OCTOPOKHOCTh IIPU JICUEHUU MAIIMEHTOB, MOTYYaoIUX Mpenaparsl IPYIIbI
CHO3C onHOBpEeMEHHO € MEpOpAIbHBIMU AHTHKOAryJIIHTaMH, C IpernaparaMmy, KOTOpbIE
BO3JCUCTBYIOT HAa (PYHKUHUIO TPOMOOIIMTOB WJIM TOBBIMIAIOT PUCK KPOBOTEUYEHHUs (HAIpUMED,
aTUMUYHBIE  HEUPOJENTHKH, TaKWe Kak  KJIo3amuH, (EHOTHa3uHBI,  OOJBIIMHCTBO
TPUIIUKIIMYECKUX aHTUJICTIPECCAHTOB, areTwicanuuuioBas kuciora, HIIBII, wHrHOUTOpPHI
nukinookcurenassl 2 (I1OI-2)), a Takke TpHW JCYCHHWH MAIMEHTOB, MMEIONMX B aHaMHE3e
HapylLIEHUs CBEPTHIBAEMOCTH KPOBM WM  COCTOSIHUS, KOTOpblE MOTYT  BBI3bIBATh
MPEIPACTIONOKEHHOCTh K KDOBOTCUCHHSIM.

Ilpasacmamun

HaGmromanock  B3auMofeiicTBHE TApOKCETHHA W MpaBacTaTUHA B HMCCIEJOBAHMSIX,
MPEIOoJIaratoliuX, YTO UX COBMECTHOE MPUMEHEHHE MOKET NMPUBOJANUTH K MOBBIIICHUIO YPOBHS
II0K03bl B KpoBH. [lanmentam ¢ amaberoM MOXeT NOTpeOOBaThCS H3MEHEHHE pexuMa
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CNEOOBATENBHOCTE 0001)

inin
JO3UPOBaHUS THUIIOTIIMKEMUYECKUX CPEACTB n/nnn I/IHcy.hII-/lH'

4.6. DepTHIBHOCTH, 0EPEMEHHOCTD U JAKTALMS

DdepTUabHOCTD

[To maHHBIM HcCIeOBaHUN Ha >KUBOTHBIX MApPOKCETHH MOXKET BIIMATh Ha KayeCTBEHHBIE
XapaKTepUCTUKU criepMbl. [laHHBIE HMCCIeI0BaHUN YEIOBEYECKOTr0 MaTepuasa in Vitro MOTYT
yKa3blBaTh Ha HEKOTOpPOE BJIMSHUE Ha KayeCTBEHHbIE XapaKTEPUCTUKU CIEPMbI, OJHAKO B
COOOLICHUAX O CIy4asx NMPUMEHEHHUS Yy YelOBeKa HEKOTOphIX mpemnaparoB rpymmnsl CHMO3C
(BKJIIOUYAsi TAPOKCETHH) OBLIO TOKa3aHO, YTO BIMSHME Ha KA4YeCTBEHHbIC XapaKTEPUCTHUKU
CHepMBbl OKa3aJoch oOpaTMMbIM. Jl0 HACTOSIEro BpeMEHH HE HAOII0Aanoch BIMSHHUA Ha
(bepTHUIHHOCTH YeIOBEKa.

bepeMeHHOCTh

HccnenoBanus Ha KUBOTHBIX HE BBISBHIIM y MApOKCETHHA TEPATOICHHOM WIJIM M30MpaTebHON
IMOPHOTOKCUYECKOH  aKTUBHOCTH. ONUAEMUOJIOTUYECKUE  HCCIIENOBAaHUS  MCXOJI0B
OEepeMEHHOCTH TpU NpHEME AHTHUICTPECCAHTOB B MEPBOM TPHUMECTPE BBIABUIM YBEIWYCHUE
pUCKa BpOKICHHBIX aHOMAaJHil, B YaCTHOCTH, CEPJACYHO-COCYAHUCTON CHCTEMbI (Hampumep,
nedeKTbl MEXIKEIyA0YKOBOM M MEXIIPEICEpAHON NEPEeroposioK), CBSI3aHHBIX C MPHEMOM
napokceruHa. Ilo wumerommMcs AaHHBIM BCTPEYAEMOCTh ACPEKTOB CEPIIEYHO-COCYAUCTOM
CHUCTEMBl y HOBOPOXIEHHBIX IpH MNPUMEHEHUHM IApOKCETHHA BO BpeMs OepeMEHHOCTH
npubim3uTenbHO paBHa 1/50, o cpaBHEHUIO € 0KUAAEMON BCTPEUAEMOCTBIO TaKUX 1e(EKTOB B
oOmell momymsiuuu, npubnusuTensHo paBHOW 1/100 HOBopokaeHHbIX. Ilpu HazHaueHuU
MapoKCeTMHA Bpayy HEOOXOJUMO pPacCMOTPETh BO3MOXHOCTh aJIbTEPHATUBHOIO JICYCHUS
OepeMEeHHBIX U MIaHUPYIOLUIUX 0€peMEeHHOCTh JKeHIIHMH. [lapokceTuH cienyer Ha3HayaTh TOJIBKO
B CJIy4ae, €Clii €ro MoTeHIMalbHas [0JIb3a MPEBbIIIaeT BO3MOXKHbBIN pucK. Ecnu OyaeT npuHaTo
pelieHre 0 MpeKpalieH!H JICUeHUsI TApOKCETUHOM NPH O€peMEHHOCTH, Bpay JIOJKEH CJIeI0BaTh
pexomenmanusam pazaenos 4.2 («Ormena mapokcetuHa») u 4.4 («CUMOTOMBI, KOTOPBIE MOTYT
BO3HUKATh IpPHU NPEKpaAIICHUH JICYEHUS MapOKCETHMHOM Yy B3pocibix»). EcTh cooOmienus o
MPEKIEBPEMEHHBIX pOJiaX Yy JKEHIIMH, KOTOpPbIe MOJIYy4Yalld BO BpeMsi O0EpeMEHHOCTH MapOKCEeTUH
unu apyrue npenaparsl Trpynnsl CMO3C, omHako NPUYMHHO-CIEACTBEHHAs CBS3b MEXKIY
IIPUEMOM 3THUX IPENapaToB U NPEkKAEBPEMEHHBIMU POJJaMHU HE YCTAaHOBJICHA.

Jlannple HAOMIONCHWI yKa3blBAalOT HAa TMOBBLIMICHHBIM (MEHee YeM B JBa pasza) PHCK
MOCIIEPOAOBOTO KPOBOTEUEHHUs Toche npumeHenus npemapatoB rpynmsl CMO3C/ CUO3CH B
TE€YEHHE OJIHOTO MecsIia 10 POJIOB.

HeoOxomumo HaOmromaTh 3a COCTOSIHMEM 3I0POBbSl T€X HOBOPOXKICHHBIX, MAaT€PH KOTOPBIX
NPUHUMAJIU NMAapOKCETUH Ha MO3JAHMX CPOKaX OEpEeMEHHOCTH, IMOCKOJIbKY HUMEIOTCS COOOLICHUS
00 OCIIOKHEHHSAX Yy HOBOPOXKACHHBIX, MOABEPraBIINXCS BO3JCHCTBUIO MAPOKCETHHA UITH APYTHX
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npenaparoB rpynnsl CMO3C B TperbeM T HMeCTpénléé%gﬁ%Bi&-ﬁE%ﬂf;EOT :hg;lgl'ljf-ﬂmo-

CJIEICTBEHHAs CBS3b MEXKY YIOMSIHYTHIMH OCIOXHEHUSAMH U 3TOI MEIUKaMEHTO3HOM Tepanuei
He mnoATBepxkAcHA. OnucaHHblE KIMHUYECKUE OCJIOXKHEHMS BKJIIOYAJIU: PECHUPATOPHBII
TUCTPECC-CUHIIPOM, LIMAHO3, allHOd, CYNOPOKHbIE MPHUMAAKH, HECTaOWIBHOCTh TEMIIEpaTyphl,
TPYZHOCTH C  KOPMJIEHHEM, PBOTY, THIONNIMKEMHIO, apTEPUAIBHYIO T'MIEPTEH3UIO,
apTepHalIbHYI0 THUIOTEH3HIO, TUIeppedIeKCHio, TPEMOp, CHUHAPOM TIOBBIIIEHHONH HEpPBHO-
peduiekTopHON  BO30YyIMMOCTH, Pa3IpPaKUTEIBHOCTb, JIETApPrHIO, TOCTOSHHBIA IJIad |
COHJIMBOCTb. B HEKOTOPBIX COOOLICHHSX CHMIITOMBI OBLUTHM ONMUCAHBI Kak HEOHAaTaJbHbIE
IPOSIBJIICHUS! CUHIPOMa OTMEHBI. B GOJIBIIMHCTBE CilydyaeB OMUCAHHBIE OCJIOKHEHUS BO3HHKAIIU
cpa3dy Toclie pOJOB WM BCKOpe mocie Hux (<24 u4). Ilo maHHBIM SMHUIEMHOIOTHYECKUX
ucciaenoBanuii mpuem npemnapatoB rpynnbl CHMO3C (Bkiroyass MapoOKCETHH) BO BpeMs
OepeMeHHOCTH, OCOOEHHO Ha MO3JHMX CPOKAaX, COINPSHKEH C YBEIMUYEHUEM pHCKa pPa3BUTHUS
NEPCUCTUPYIOLIECH JIETOYHOHN MIIEPTEH3UN HOBOPOXKACHHBIX. [10BBIIIEHHBIN pUCK HAOMIOAaeTCs
y IETeH, pOoKIEHHBIX OT Mareped, mpuHuMaBmMX npenaparsl rpynnel CMO3C Ha no3gHux
cpokax OepeMEeHHOCTH, U B 4-5 pa3 mpeBbImaeT HaOIrogaeMblil B oOmed nomymsuuu (1-2 Ha
1000 cnyuaeB OepemeHHOCTH). Pe3ymbraThl wHccleoBaHUNW Ha JKUBOTHBIX ITOKa3aH
PENpPOAYKTHBHYIO TOKCHYHOCTh TWIperapaTa, HO MPSIMOIro HeOIaronpusTHOIO BIUSHUS B
OTHOIIEHUH OEPEMEHHOCTH, Pa3BUTHUSI IMOPHOHA U TUIOAA, POJOB WM OCTHATAIIBHOTO Pa3BUTHS
MOKA3aHO HE OBLIIO.
JlakTanus
B rpynHoe MOJIOKO IPOHMKAKOT  HE3HAUYMTENIbHBIE  KOJMYECTBA  MApOKCeTHMHa. B
OIMyOJINKOBAHHBIX HCCIEAOBAHUAX VY JETei, HaXOA[IIUXCS Ha TPyAHOM BCKapMJIMBaHUH,
KOHIIEHTpAIlUsl TTAPOKCETHHA OblJIa HeompeaensseMoil (<2 HI/MIT) WIM OYeHb HU3KOW (<4 Hr/mi).
VY nereil HUKaKuX NPU3HAKOB BO3JICHCTBHA NpemnapaTa BBIABICHO He Obulo. Tem He MeHee,
MApOKCETUH HE CIIeyeT NIPUHUMATh BO BPEMS I'PyAHOTO BCKAPMIIMBAHHUS 32 UCKIFOUEHHEM TEX
CJIy4aeB, KOT/Ia €ro MoJib3a JUIsl MaTepH MPEBBIIIAET MOTEHIMATbHbIE PUCKU AJI peOeHKa.

4.7. BausiHue Ha CHOCOOHOCTL YNPABJIATHL TPAHCHOPTHBIMH CpeACTBAMH U

padoTraTh ¢ MEXaHU3MAMU

KimHM4Yeckuil onpIT NPUMEHEHUsI MapOKCETHHA CBUJIETEIBCTBYET O TOM, YTO OH HE yXYAIIAET
KOTHUTHUBHbIE W TICUXOMOTOpHBIE (YHKIMH. BMecTe ¢ TeM, Kak M IpHU JIEYCHUH ITHOOBIMU
JPYTUMHU TICUXOTPOIHBIMU TpenapaTamMy, MalUeHThl JOJDKHBI OBITh OCOOEHHO OCTOPOKHBIMH
IIpY BOKICHUU aBTOMOOMIISL M paboTe ¢ MEXaHU3MaMHU.
Hecmotps Ha TO, UYTO MAPOKCETHMH HE YCWIMBAET HEraTMBHOE BIMSHUE aJKOrojisi Ha
MICUXOMOTOpHbIE (YHKIMH, HE PEKOMEHIYeTCS OJHOBPEMEHHO IPHUMEHSTh IapOKCEeTUH U
AJKOTOJ1b.
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4.8. HexenatejbHble peakuu

Pesrome npoduiis 0esonacHocT

YactoTa ¥ BBIPAXXEHHOCTh HEKOTOPBIX MEPEUUCICHHBIX HIXKE HEXENaTeIbHbIX peaKIHil
MapoOKCETHHA MOTYT YMEHBIIAThCS MO MEpe MPOAOKEHUS JICUSHUS, U TaKhe Peakluyd OOBIYHO
HEe TpeOyloT OTMEHBl Tmpenapara. HekenaTenbHble peakUUU, MPEICTABICHHbIE HIXKE,
MEPEYUCIIEHbl B COOTBETCTBUHU C IMOPAKEHHUEM CHCTEM OPraHOB M YacTOTOW BCTPEYAEMOCTH.
YacToTra BCTPEYaeMOCTH OIpENesieTcsl CIEAyIoNMM o0pa3oMm: odeHb dacto (=>1/10), wacrto
(>1/100, <1/10), mewacto (=1/1000, <1/100), pemko (=1/10000, <1/1000), odeHp pemko
(<1/10000), BkrOuUass OTAENBHBIEC CIIy4aW, U YacTOTa HEW3BECTHA. BCTpeuyaeMOCTh YacThIX U
HEYACThIX HEXKENATENbHBIX PEaKIMii ompejesiecHa Ha OCHOBAHWH OOOOIICHHBIX ITaHHBIX I10
0e30MacHOCTH TMpemnapara, MoinydeHHbIX y Oomee 8000 mamueHTOB, Y4YaCTBOBABIIMX B
KIMHUYECKUX MCCIEAOBAHUAX, II0Ka3aTelb PACCUUTHIBAIA MO PAa3HUIE MEXAY YacTOTON
HE)KeNaTeNIbHbIX PeakIuil B IpyIine NapoKceTHHa U B rpyIie mianedo. BerpeuaeMocTs penkux u
OYEHb PEIKHX HEXKENATENbHBIX PEaKLUMl ONpeNeNsyii Ha OCHOBAHUM MOCTPETMCTPALMOHHBIX
JTAHHBIX, U JAHHBIA MOKAa3aTeNh OTPAXKAET B OONBIIEH CTENIEHH 4YacTOTy COOOIICHHHA O TaKuX
peaKkuusax, 4eM UCTUHHYIO YaCTOTY PEaKIIHil.

Pe3roMe HexxenaTeabHbIX PEAKIINN

Hapywenua co cmoponvr kpoeu u aumghamuyeckou cucmemvl: HEUACTO — TMATOJIOTUYECKOE
KPOBOTEUCHHE, MPEHMYIIIECTBEHHO KPOBOWBIMSHUE B KOXY W CIHM3UCTBIE O0OJNOYKH (B TOM
YHCIIe — 9KXUMO3); OUYCHb PEJIKO — TPOMOOLIUTOIICHHS.

Hapywenus co cmoponbl UMMYHHOU cucmembvl. OYCHb PEIKO — TSDKETbIe alIePTHYeCKHe
peakiuu (BKIItoYas aHaIIaKTOUTHBIE PEAKIIMUA U aHTHOHEBPOTUYECKHUIA OTEK).

OHOOKpuHHbIEe — HapywleHusA:  O4eHb  PEIKO — CHHIPOM  HEAJEKBAaTHOM  CeKpelnuu
AHTUIUYPETHYECKOTO TOPMOHA.

Hapywenua memabonuzma u numaHus: 4YacTOo — CHUIKCHHE allleTUTa, IOBBIIICHHE
KOHIICHTPAIIUU XOJIECTEpPHUHA; HEYACTO — HAPYIICHUE TIMKEMHUECKOTO KOHTPOJIS Y MAIUEHTOB C
nabeToM; pPeIKOo — TUMOHATpueMus. [ HWIoHAaTpHeMusi BCTPEYaeTCsl MPEHUMYIICCTBEHHO Y
NOXWIBIX TAaIIeHTOB W HWHOT/a OOYCIIOBJIEHA CHHAPOMOM HEAJCKBAaTHOH CEKpelnuu
AHTUUYPETHYECKOTO TOPMOHA.

Icuxuueckue napywienus: 4YacTo — COHJIHMBOCTb, OECCOHHMIA, AKUTAIMs, MATOJOTMYECKHE
CHOBHUJCHUA (BKJHO‘-Ia}I KOIIIMAapHBIC CHOBI/II[GHI/IH); HCYAaCTO — CIHYTAHHOCTL CO3HaHMHA,
TAJUTIOIIMHAINH;, PEJIKO — MaHUAKalIbHBIC PEaKIUH, TPEBOTa, JCTEPCOHAIN3AINS, TTAHUICCKHUE
aTaKW, aKaTH3Ws; YacTOTa HEW3BECTHA — CYHMIUAAIbHBIC MBICIH, CYMIMIAIBLHOE TOBEICHHUE.

Cnyyan CcyuuuIalbHBIX MBICIEH W CYHWLHJAIBHOTO TOBEIEHUS ObUIM 3aperuCTPUpPOBAHBI BO
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CUMITOMBI MOTYT OBITh TaK)Xe 00YCIIOBICHBI OCHOBHBIM 3200JICBAaHUEM.

Hapywenus co cmoponvl HepeHOU cucmemsl: 4aCTO — TOJIOBOKPYXEHUE, TPEMOp, TOJIOBHAs
00Jb, HapyllleHWE KOHIEHTpPallMd BHUMaHHUS; HEYACTO — JKCTpalupaMHIHbIE pPacCTPOICTBa;
pPeAKO — CYyIOpOTH, CHUHIPOM OECIOKONHBIX HOT; OYEHb PEIKO — CEPOTOHHHOBBIN CHHIPOM
(cMMNITOMBI MOTYT BKJIIOYAaTh @)KUTAlLMIO, CIIyTAaHHOCTh CO3HAHUS, YCHJIEHHOE MOTOOTAENICHUE,
TALTIONWHAIMN, TUNEPPEIIEKCUIO, MHOKIOHYC, TaXUKaApAHIO C JPOXKBIO U Tpemop). Y
MAIMEHTOB C HAPYIICHUEM JIBUTATENbHBIX (YHKIUN WM TMPUMEHSBIIUX HEHPOICITUKN HUHOTA
CO00INaIoch O PAa3BUTUU DJKCTPAMUPAMHIHON CHUMIITOMATHUKH, BKIIOYash oOpodanuambHyo
JTUCTOHHIO.

Hapywenus co cmopoust opeana 3penus: 4acTO — HEUYETKOCTb 3PEHUS; HEYaCTO — MHJPHUA3;
OUYEHb PEIKO — OCTpas TJIayKoMa, B TOM YHCIIE 3aKPhITOYTOJIbHAS.

Hapywenus co cmoponul opeana ciyxa u 1abupunma: 9acTOTa HEM3BECTHA — IIIYM B YIIIax.
Hapywenus co cmoponul cepOya: HE4aCTo — CHHYCOBas TAXUKAPIUS;, PEAKO — OpaauKapus.
Hapywenus co cmoponvl cocyoog: HEYaCTO — TMOCTypallbHas TUIMIOTECH3US, KPaTKOBPEMEHHOE
MOBBILICHHE WM CHIDKEHUE apTepHalibHOTO JAaBlieHUs. KpaTkoBpeMeHHOe TMOBBIIIEHUE U
CHI)KEHHE apTepuaIbHOrO JaBJCHHS ObUIM 3apETUCTPUPOBAHBI MOCIE JEUEHUS MapOKCETHUHOM,
Kak MpaBujo, y MallMEHTOB C MPEAIIECTBYIONIEH TUIIEPTEH3UEN WIIA TPEBOTOM.

Hapywenusa co cmopoHnvl 0bixamenbHOU cucmemvl, 0peanos 2pyoHoll KIemKU U CPeOoCMeHUsL:
4acTO — 3€BOTA.

Kemyoouno-kuuieunvie napyuieHus: O4€Hb YaCTO — TOUIHOTA; 4acTO — 3amop, Auapes, pBOTa,
CYXOCTb BO PTYy; OYE€Hb PEIKO — KEJIyJAOYHO-KUIIEUHOE KPOBOTEUEHHE; YaCTOTa HEH3BECTHA —
MUKPOCKOTIMYECKUN KOJIHUT.

Hapywenus co cmopoHuvl neuenu u dcenyedbl8o0awux nymeti: peKo — MOBBIILIEHHE aKTUBHOCTH
MEYCHOYHBIX ()EPMEHTOB; OYCHb PEIIKO — HEXKENaTeIbHbIe PEaKIIUUA CO CTOPOHBI MIEUEHU (TaKue,
KaK TeMaTuT, HHOTJA COMPOBOXKIAIONINECS KEITYXOH W/WUIH MEUYEHOYHON HEIOCTATOYHOCTHIO).
CooOmaioch O TOBBIIMIEHUH AKTUBHOCTH IEYEHOYHBIX (epmeHToB. IlocTmMapkeTHHTroBBIE
COOOILIEHUSI O HEXKENAaTEeIbHBIX pPEaKUUsAX CO CTOPOHBI MEYeHH (TakuX, Kak TernaTuT, WHOTJa
COTIPOBOXIAIOITUXCS JKEITYXOW W/WUIU TICYCHOYHON HEJTOCTaTOYHOCTHIO) O4YEeHB pelku. Bompoc
0 IeTeCO00pa3HOCTH TMPEKpAIleHUs JICUCeHUs MapOKCEeTHHOM HEOOXOAMMO peliath B TeX
CIy4asiX, KOrJla HMEeT MECTO [UJIMTEeNbHOE TIOBBIIICHHE TMOKa3aTenell (yHKIMOHATBHBIX
MEYCHOYHBIX MPOO.

Hapywenus co cmopoHvl Kodtcu u NOOKOMCHBIX MKAHel. 4aCTO — MOBBIIIEHHOE TOTOOTAEIICHUE;

HEYACTO — KOXXHBIC BBICBITIAHUS, 3y, OYCHb PCAKO — pCAKIIUU (bOTOLIYBCTBI/ITeJ'IBHOCTI/I, TAXKCIIBIC
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KOXKHBIE peakIiuu (BKIIOYas MOJTUMOPQPHYIO 3pI/ITeI®',:'Qgﬁgﬁ“aﬁﬂ%ﬁ&gﬁﬂﬁlyghh "

TOKCUYECKHH MUepMaIbHbIi HEKPOJIN3), KPAIUBHUILIA.

Hapywenusa co cmopoubl nouek u MOYeSbIGOOAWUX nymell: HEYacTO — 3aJepiKKa
MOYEHCITyCKaHUs, HeJlepKaHUe MOYH.

Hapywenus co cmoponbl penpoOyKmuHoU cucmembvl U MOIOYHbIX dcene3. OYeHb 4acTo —
CeKCyanbHas JUCOYHKIUS; PEAKO — TUIEPIPONAKTUHEMMs], TallakTopesl, HapylIeHUs
MEHCTPYAJILHOTO LIUKJIa (B TOM YHCIIE MEHOpparusi, METpopparusi 1 aMeHopes); OYeHb PEIKO —
IpUANU3M; 4acTOTa HEM3BECTHA — MOCIEPOJOBOE KpOBOTEUeHUE* ** (*** qanHoe HexenareabHOoe
SIBJICHHE 3apETUCTPUPOBAHO Kak kiacc-a¢dext ansa npenapatoB rpynn CUO3C/CUO3CH (cm.
pazzaen «IIpuMeHenne npu OepeMEHHOCTH U B IEPUO]] TPYAHOIO BCKAPMIIMBAHUS).

Hapywenusi co cmopoHbl MblueUHOU, CKeIemHOU U COeOUHUMENbHOU MKAHU: PEIKO —
apTpaiarus, MHUaITrud. ONUJEMHUOJIOTUYECKHE HCCIE0BaHMs, B OCHOBHOM, IIPOBEICHHBIE Y
nanueHToB B Bo3pacTe 50 jeT M craplue, MOKa3ajiu MOBBIIIEHHBIM PUCK MEPETIOMOB KOCTEHN y
NAUEHTOB, nonydaromux npenapatsl rpynnsl CMO3C U TpULMKIMYECKUE aHTUACTIPECCAHTHI.
Mexanu3m, OpUBOISALIUN K 3TOMY PUCKY, HEU3BECTEH.

Obwue napywenus u peakyuu 8 mecme 66e0eHus. 4aCTO — aCTEHUs, YBEIMUCHHE MaccChl Teja;
OUYEHb PENIKO — NepupepUIecKue OTEKH.

Cumnmompbi, 803HUKAIOWUE NPU NPEKPAUEHUU TIe4eHUsl NAPOKCEMUHOM.:

4acTO — rOJOBOKPYKEHUE, CEHCOPHBIE HapyIICHUs, HApYLIICHHUs CHA, TPEBOTa, TOJIOBHAst OO0JIb;
HEYacTO — aKUTaLMs, TOIHOTA, TPEMOP, CIIyTaHHOCTh CO3HAHMSI, IOBBIIIEHHOE IOTOOT/EIICHNUE,
SMOLMOHAJIbHAS JTa0MIIBHOCTD, 3PUTENIbHBIE HapyLICHMs], OLIYLIEHHE CepAleOueHus, auapes,
pa3apakxuTeNbHOCTb.

Pe3koe mpekpaieHue mpuema Ipenapara BbI3bIBA€T CHHAPOM OTMeHbl. Kak u mpu oTMeHe
JPYIUX ICUXOTPOIHBIX JIEKAPCTBEHHBIX IPENapaToB, NMPEKpAIlEHUE JICYEHUS IMapOKCETMHOM
(0COOEHHO PE3KOE) MOXKET BBI3BIBATH TAaKUE CHUMIITOMBI, KaK TOJIOBOKPY>KCHHE, CEHCOPHBIC
HapylIeHUs (BKJIIOYasl apecTe3nH, OLIYIIEHUE pa3psaia dJIEKTPUUECKOr0 TOKA U IIyM B yIIax),
HapylIeHUsl CHa (BKJIIOYas SPKUE CHBI), @XKHUTALMs WM TPEBOra, TOIIHOTA, IOJOBHas OOJb,
TPEMOp, CIYTaHHOCTb CO3HAHUs, Juapes, MOBBILIEHHOE IOTOOTAEICHHUE, OLIYLICHHE
cepAueOreHNs, YMOLMOHANIbHAS JTa0MIIBHOCTD, Pa3ApaXUTEIbHOCTh, 3pUTEIbHBIC HAPYLICHUS. Y
OOJIBIIMHCTBA MAIIMEHTOB 3TH CUMIITOMBI SIBJISIIOTCS JISTKUMH WM YMEPEHHO BBIPR)KEHHBIMU U
IPOXOJAT CaMOIIpOU3BOJbHO. HeusBeCTHO HM OJHOM TIpynmbl NalMEHTOB, KOTOpas
noJBepragach Obl MOBBIIIEHHOMY PHCKY BO3HUKHOBEHMS TaKMX CHMITOMOB; MO3TOMY, €CIH B
JIEYCHUH TapOKCETHHOM 0oJiee HET HeOOXOAMMOCTHU, €ro 103y HYXKHO CHMXaTh MEJUIEHHO 0

MOJTHOM OTMEHBI ITpenapara.
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Odemell

HaGmronanucey cnepyronue HEXENaTeIbHbIE PEAKIUU B KIMHMYECKUX HCCICIOBAHUAX C
ydacTUeM JIeTeil: 3MOIMOHaIbHas JaOUIbHOCTh (BKJIIOYas MPUYMHEHUE Bpega caMmomy cebde,
CYyMLIMJIATTbHBIE MBICIH, CYWLUJAIbHbIE MOMBITKY, TUIAKCUBOCTh M KOJEOaHWS HACTPOCHHS),
KPOBOTEUYEHHUsI, BpaXK/I€OHOCTb, CHUKEHHUE alllleTUTa, TPEMOp, MOBBIIIEHHOE MOTOOTAEICHHE,
runepkunesuss U axurauus. CyuluuaibHble MBICIH U CYMIIUAQIbHBIC MOMBITKM B OCHOBHOM
HAOMIOIANCh B KIMHUYECKUX HCCIEAOBAHUSAX C YYaCTHEM IMOAPOCTKOB C JIEMPECCHBHBIMU
SNU30JaMU  CpPEJHEH U TSKEIOW CTENEHU TKECTH M PEKYPPEHTHBIM JIENIPECCUBHBIM
pacctpoiicTBoM. BpaxkaeOHOCT, oOTMedasiach, B YacCTHOCTH, y JeTed ¢ O0OCECCHMBHO-
KOMITYJIbCUBHBIM PacCTPONCTBOM, B OCOOEHHOCTH Yy JieTel muaame 12 jer.

B xinMHHYecKuX HCCIeIOBaHUSAX MPU MOCTENIEHHOM YMEHBIIEHUH CYTOYHOM J03bl (CYyTOUHYIO
03y yMeHbIlaid Ha 10 Mr B JeHb ¢ MHTEpPBAJIOM B OJHY HeAeNto 10 A03bl 10 Mr B JeHb B
TEYCHHE OJHOW HENEeNH) HAONIOMATUCh TaKWe CHUMIITOMBI, KaK AMOIMOHAIbHAS JTAOWIbHOCTD,
HEPBO3HOCTh, TOJIOBOKPYKECHHE, TOITHOTA U OOJIb B )KHBOTE, KOTOPHIE PErHCTPUPOBATUCH KaK
MUHUMYM Y 2 % TalleHTOB Ha (JOHE CHUKEHUS O3Bl MAPOKCETHHA WU MOCIHE MOJTHOW OTMEHBI
npernapara U BCTpeyallch Kak MUHUMYM B 2 pasa yallle, 4eM B Tpymnrie mianeoo.

COO6H_ICHI/IC 0 ITOA03PEBACMBIX HEXKCIIATCIBbHBIX PCAKIINAX

BaxxHo coo0mmare 0 mMoI03peBacMbIX HEKENATEIBHBIX PEAKIUAX MMOCIIEe PETUCTPAIlMU Mpenapara
C Uenblo  o0ecreyeHWs HEMPEephIBHOTO MOHUTOPUHTA COOTHOILICHHS  «IIOJB3a-PUCK»
JIEKapCTBEHHOTO TpemnapaTra. MeIUIMHCKUM pabOTHHUKAM PEKOMEHIYETCsS COOOIIaTh O JHOOBIX
M0JI03PEBAEMbIX HEKEIAaTeNbHBIX PEaKIUAX JIEKapCTBEHHOIO IperapaTa uepe3 HallMOHaJbHbIE
CHCTEMBl COOOILICHHMS O HEXEJIATeNbHBIX peakIusaX ToCyaapcTB-wieHOB EBpasuiickoro
YKOHOMHUYECKOTO COI03a:
Poccuiickas @enepanus
109012, MockBa, CnaBsgHcKas miiomanb, a.4, ctp.l
®denepanbHas Ciryxk0a 1Mo Haa30py B chepe 3ApaBoOXpaHEHUs
Tenedon: +7 (800) 550-99-03
pharm@roszdravnadzor.gov.ru
https://www.roszdravnadzor.gov.ru

4.9. Ilepeno3mpoBka
CuMITOMBI
[Ipy nepeno3upoBKe TMAPOKCETHHA IMOMHMO CHMITOMOB, ONHMCAaHHBIX B pasaene 4.8,
HAOMIONAIOTCA  JIMXOpaZKa, M3MEHEHHs  apTepualbHOrO  JAaBJICHHS, HENPOU3BOJIbHBIE
COKpalllCHU MBIIIL, TPCBOr'a U TaxXUKapAus. Cocrosuue IIallUCHTOB OGBI‘IHO HOPpMaJIn30BaJIOCh
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OMKCAaHbl TaKWe€ CHUMITOMBI, KaK KOMa M W3MEHEeHHus 3JnekTpokapauorpammbl (JKI), ciaydan
CMepTHU OBUIH OYECHb PEIKHU, OOBIYHO B TEX CUTYAIUSX, KOTJA MAMEHTHI MPUHUMAIN TapOKCETUH
BMECTE C IPYTMMH IICUXOTPOITHBIMH MpenapaTaMu C aJKOToJIeM Wi 0e3 Hero.
Jleuenue
Crnenuduueckuii aHTHAOT TAPOKCETUHA HEM3BECTEH. JIeueHne TOMKHO COCTOSATh U3 OOIIUX Mep,
NPUMEHSIEMBIX TIPU TEPEIO3UPOBKE TOOBIX aHTUAENpeccanToB. [loka3aHa moaaepKUBAIOIIAs
Tepanusi ¥ 4acTblii MOHUTOPUHT OCHOBHBIX (DM3MOJIOTMUYECKUX TMOKa3aTenel. Jledenne nmanuenrta
JOJI’KHO TPOBOJUTHCS B COOTBETCTBUM C KIMHUYECKOM KapTHHOW JHMOO B COOTBETCTBUH C
PEKOMEHIalMSIMU HAlMOHAIBHOTO TOKCHUKOJIOTHYECKOTO LIEHTPA, MPU €ro HaJTuYHH.

5. ®APMAKOJIOTMYECKUE CBOMCTBA

5.1. ®dapmakoamHamMH4yecKHe CBOMCTBA
@dapMakoTepaneBTUYeCKass TIpynna: MCUXOAHAICNTUKU, aHTUACTIPECCAHTHI, CEJIEKTUBHbIE
MHTUOUTOPHI 00pPaTHOTO 3aXBaTa CEPOTOHMHA.
Kon ATX: NO6ABOS

MexaHu3M IeHCTBUS

[TapokceTyH — 93TO MOUIHBIM ¥ CEJICKTUBHBIH HWHTHOMTOp OOpaTHOTO 3axBara 5S-
ruapokcutpuntamuba (5-HT, ceporonun). IlpuHsATO cumTaTh, 4TO €ro aHTUAENPECCUBHAsS
aKTUBHOCTH U 3P dekTuBHOCTH npH JiedeHnn OKP u maHuueckoro paccTpoicTBa 00ycClIOBIEHA
crienu(pUIecKM yrHETEHHEM 00paTHOTO 3aXBaTa CEpPOTOHMHA B HEHPOHAX FOJIOBHOTO MO3Ta.

[Io cBoeMy XMMHYECKOMY CTPOEHHIO MApOKCETHH OTIMYACTCd OT TPULUKIMYECKHX,
TETPALMKINYECKUX U JPYTUX U3BECTHBIX aHTHICIPECCAHTOB.

[Tapokcetnn nmeer cnaOblii ahHUHUTET K MYyCKapUHOBBIM XOJUHEPIHMYECKHM pelerTopam, a
UCCIICIOBAaHUsST ~ HA  JKUBOTHBIX  IOKa3ajlM, YTO OH o0yajgaer JiMlb  CJlIa0bIMHU
AHTUXOJMHEPTUYEeCKUMHU CBOWCTBAaMHM. B  cooTBeTcTBUM C U30MpaTenbHBIM  JIefiCTBHEM
NApOKCETHHA, WCCIEIOBAHUS [N Vifro TOKa3ajid, 4YTO OH, B OTJIMYHME OT TPUIMKINYECKHX
AHTHUJICTIPECCAHTOB, oOnamaeT cinadbiM adduauTeTroM K ol-, 02- U P-agpeHopenentopam, a
takke K godpamunoBeiM (D2), 5-HT1-nomo6usM, SHT2- u rucramunoBeiM (H1) pementopam.
OTO OTCYTCTBHE B3aUMOJEHCTBHA € MOCTCHHANTUYECKUMHU pEUENTOpaMu in  Vitro
HNOATBEPXKIACTCA PE3yJNbTaTaMH HCCIENOBAaHMNA in  Vivo, KOTOpBIE IPOJEMOHCTPHUPOBAIU
OTCYTCTBHUE Yy MAapPOKCETHHA CIOCOOHOCTU yTHETaTh HEHTpalbHyI0 HepBHYIO cuctemy (LUHC) u
BBI3bIBATh APTEPUAIIBHYIO TMIIOTEH3HIO.

dapmakognaamuyeckue P PeKTel

[TapokceTuH He HapylIaeT MCUXOMOTOPHBIC (YHKIIMM U HE YCWJIMBAET YTHETAoIee eHCTBUE
sradona Ha ITHC.
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Kak u gpyrue cenekTuBHblE HHTHOUTOPHI 06paTH({1Q)':' saxBara E'G'eE%MQ‘aE THE{BBQ(l-éTHH

BBI3BIBACT CUMIITOMBI Ype3MepHOi ctumyisinuu S-HT-penentopoB npu BBEICHUM >KUBOTHBIM,
KoTopeie paHee monydanu UMAO wnm tpuntodan. MccienoBanusi MOBEISHUS U M3MEHEHUN
3EeKTpodHIeaTorpaMMbl  IPOJEMOHCTPUPOBAINA, 4YTO IAPOKCETHH  BbI3BIBAET  cllabble
aktuBUpyromue dG(exTel B 103aX, MNPEBHIAIONIUX TE€, KOTOpPbIe TpPeOYyroTCs s
UHTUOMpOBaHUsL OOpaTHOrO 3axBara cepoToHuHa. [lo cBoeil mpupone ero akTUBHPYIOIIUE
CBOWCTBA HE SABJISIOTCA «aM()eTaMHUHOTIOJOOHBIMI.
HccenenoBanus Ha KUBOTHBIX MOKA3aJM, YTO NAPOKCETHH HE BIUSET HA CEPAEYHO-COCYAUCTYIO
cucrteMy. Y 3I0pOBBIX JIMI[ NMAPOKCETUH HE BBI3BIBACT KJIMHUYECKHM 3HAYUMBIX W3MEHEHUU
apTepHaJIbHOTO J1aBJIEHUs, YacTOThl cepledHblx cokpamieHuil u OKI'. MccnenoBanus nokasanu,
YTO, B OTJIMYME OT aHTUACTIPECCAHTOB, KOTOPHIC YTHETAalOT OOpATHBIM 3aXBaT HOPAJAPCHAIMHA,
MapOKCETUH O00JIaaeT ropa3o MEHBIIEH CIOCOOHOCTHI0O MHTMOMPOBATh AHTUTUIIEPTEH3UBHbBIE
3(eKTH TyaHeTHIMHA.

5.2. ®apmakoknHeTHYeCKHe CBOICTBA
AGcopbuus
[Tocne mpuema BHYTPh MApOKCETHH XOPOIIO a0COpOMpPYyeTCs M TOJABEPraeTcss MeTadoIHM3My
«TIEpBOTO MPOXOXKIACHUS». BenencTsue Meraboiau3Ma «IepBOro MPOXOXKACHUS», B CUCTEMHBIN
KPOBOTOK IOCTYyIaeT MEHbIee KOJIWYECTBO MApOKCETHHA, YeM TO, KOTopoe abcopOupyercs u3
KEJIyA0YHO-KUIIEYHOro TpakTa. [lo Mepe yBenndyeHHs] KOIMUYECTBA NMApOKCETHHA B OpraHU3Me
OpU OJHOKPAaTHOM MpueMe OOJbIIMX J03 WIM IPU MHOTOKPAaTHOM IpUEME OOBIYHBIX 03
MPOUCXOAUT YACTHUYHOE HACBIIIEHUE METa0OINYEeCKOro IMyTH «IEPBOrO MPOXOXKACHUS» U
YMEHBIAETCS KIMPEHC MapOKCETHMHA W3 IIa3Mbl. JTO NPUBOAMT K HENPONOPLUOHAIBHOMY
NOBBIIICHUIO KOHIIGHTpalUUi MapokceTHHa B 1mia3me. Ilostomy ero (apmakokumHeTHUECKue
napaMeTpbl HE CTa0WIIbHBI, CIEACTBHEM 4Yero sBISIETCAd HeNMHEWHas KuHeTuka. Cruemyer
OTMETHUTh, OJJTHAKO, YTO HEJIMHEHHOCTh OOBIYHO BBIpa)keHa Cl1a00 W HAOIIOJAETCS TOJIBKO y TeX
NAIMEHTOB, Y KOTOPBIX Ha (poHEe ImpremMa HU3KUX /103 Mperapara B Iia3Me JOCTHTaloTCsl HU3KUE
ypoBHU mMapokceTnHa. CTaOuiIbHBIE KOHIEHTPALMU B TUIa3Me JOCTHTalTcs uepe3 7-14 nHei
nociie Hayalsla JIeYeHHs MTapOKCETHHOM, ero (papMakOKMHETUYECKUE MapaMeTphl, Kak IpaBuia,
HE U3MEHSIOTCS BO BPEMsI JUTUTEIBHON Tepanuu.

Pacnpenenenue

[TapokceTnH MMUPOKO pacmpenenseTrcs B TKaHAX, U (PApMaKOKMHETUYECKUE PACUETHI
MOKA3bIBAIOT, 4YTO B IUIa3Me ocTraeTcs Jumlb 1% BCero KOJIMYecTBAa MAapOKCETHHA,
NPUCYTCTBYIOIIETO B OpraHu3Me. B TepameBTHYECKMX KOHLEHTpauusx MnpuMepHo 95%
HaXOZIIErocs B IJIa3Me NMapoOKCEeTHHA CBsI3aHO ¢ Oenkamu. He oOHapykeHO KOppENIud MEexXIy
KOHIICHTPAIlUSMH MApOKCETHHA B TUIa3ME€ M €ro KIMHUYECKHM 3(PGeKToM (T.e. ¢ MOOOYHBIMU
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peakusaMu 1 3G (HEKTUBHOCTHIO).

Buorpancdopmarus

['maBHBIME MeTaOONIUTaMU MAPOKCETHHA SIBIISIOTCS TOJSPHBIE U KOHBIOTHPOBAHHBIC MTPOYKTHI
OKHUCJICHUS ¥ METUJIMPOBAHUS, KOTOpbIE JIETKO SIUMUHHUPYIOTCS M3 OpraHu3ma. YUWThIBas
OTHOCHUTEIIbHOE OTCYTCTBHE y 3TUX MeTab0NUTOB (hapMaKOJIOTUYECKOM aKTUBHOCTH, MOKHO
YTBEPKAATh, UYTO OHHM HE BIUSIOT HA TepaneBTUYecKue dQ(HeKThl nmapokceTnHa. Merabonu3m He
yXyIIIaeT CIOCOOHOCTh TAapOKCeTWHA W30MpaTeNbHO HMHTUOMPOBaTH OOpaTHBIA 3axBar
CEpOTOHHUHA.

OJIMMUHALNS

[Toukamu B BHJie HEU3MEHEHHOT'O MAPOKCETHHA SKCKpETHpYyeTcss MeHee 2% OT MPUHSATON /03B,
TOTJa KaK dKCKperus MeTabonutoB nocrturaetr 64% ot mo3el. Oxono 36% 03Bl SKCKPETUPYETCs
yepe3 KHUIIEYHUK, BEPOSATHO TIOMajgasi B HETrO C JKEIYbl0; HOKCKpEHUs Yepe3 KHUILIECYHHK
HEU3MEHEHHOT0 NapoKceTuHa cocTraBiseT MmeHee 1% mo3bl. Takum o00pa3zom, HapoKCETUH
BBIBOAMTCS TOYTH LIEJIMKOM IIOCPEACTBOM MeTaboau3Ma. OKCKpelHs MeTa0O0IMTOB HOCUT
nByX(}a3HbIA XapakTep: BHAYANIE SIBISIETCS PE3yIbTaTOM METa00IM3Ma MEePBOr0 MPOXOXKICHUS,
3aTeM KOHTPOJMPYETCS CHUCTEMHOM >SIuUMHUHAIMeld mapokceTnHa. Ilepuon moayBbIBEICHUS
MapOKCETHHA BapbUPYETCsI, HO OOBIYHO cOCTaBisieT oKoJIo 1 cyTok (16-24 u).

Oco0ble rpyInel NALKMEHTOB

Tayuenmoi nodxcunozo 6o3pacma, nayueHmsl ¢ HapyuieHuem QYHKyuu novex u neyeHu.
Y nauMeHToB NOXKWIOrNO BO3pacTa, MHALMEHTOB C TSKEJIOW NOYEHYHOW WM NE€YEHOYHOMU
HEJIOCTaTOYHOCTHIO KOHIIEHTpAIMs IMApOKCETHHA B IUIa3M€ KPOBU MOXKET YBEIWYMBATHCA,
OJHAKO JHMana3oH €ro KOHLEHTpPAIM{d B IJJa3ME€ KPOBU COBMAJACT C TAKOBBIM Y 3/I0POBBIX
B3POCIIBIX.
6. ®APMALEBTUYECKHUE CBOMCTBA
6.1. IlepeueHb BcIOMOraTe/bHBIX BElIECTB
Kanbuwms rugpodocdar
JlakT03bI MOHOTHApPAT
Lennrono3a MUKpOKpUCTATIINYECKAs
Konosunon
Kpocnosuaon
Maruus creapat
Kpemuus auokcua KOJImouaHbINA
Tanbk

CocTaB [I€eHOYHOH 000JI0UKH

['mnpomennosa
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Tanpk

Turana TMOKCHU]T
Makporoin-6000
HecoBmecTumocTn
He npumenumo.

6.2. Cpok rognoctu
3 roga.

6.3. Oco0Oble Mepbl MPEAOCTOPOKHOCTH NPU XPAHEHUH
XpaHuTh Nipu TemnepaTtype He Bhoiie 25 °C B OpUTMHAIBHOM YITaKOBKE.

6.4. Xapaxrep u conep:kaHNe NEPBUYHON YIIAKOBKH
ITo 10 TabneTok, MOKPBITHIX IJICHOYHOH O00OJIOYKOH, B KOHTYPHYIO SYEHKOBYIO YMAKOBKY W3
MJICHKU TOJTMBUHWIXJIOPHAHOW/ TIOTUBUHWINAECHXJIOPUIHOW U (POJIbTH aTIOMUHUEBON TEYaTHOU
nakupoBaHHOU. 10 3 KOHTYpPHBIX SYEUKOBBIX YITAKOBKHA BMECTE C MHCTPYKIIMEHN 110 IPUMEHEHHUIO
MOMEIIAIOT B KAPTOHHYIO MauKy.

6.5. Oco0Oble Mepbl NPeIOCTOPOKHOCTH NPH YHUYTOKEHHH HCHOJIb30BAHHOIO
JIEKAPCTBEHHOI'0  Mpemapara WIH OTX0A0B, MOJYYEHHBIX TOCJe MpPUMeHEHUs
JIEKApPCTBEHHOI'0 Mpenapara, u Apyrue MaHuMyJsiiHU ¢ NpenapaToM
Oco0ble TpeOOBaHMS OTCYTCTBYIOT.

7. JHAEPKATEJDb PETUCTPAIIMOHHOI'O YAOCTOBEPEHUA
Pecny6ninka CeBepHas MakenoHus
PEITJIEK ®APM OOO Ckombe, yn. Koszne 188, 1000 Cxomnbe.
ten./daxc: + 389 2 3081 343
e-mail: info@replek.mk.

7.1. IlpencraBuTe/ib Aep:KaTesasl perUCTPAIMOHHOIO YA10CTOBEPEHUS

[Iperen3un noTpeOUTENEN HAIPABIIITH 110 aJPECY:

Poccuiickas ®@enepanus

Poccus, 623704, CeepioBekas 001, . bepe3oBckuid, ynuma Konbiesas, 13a
3A0 «bepe3oBckuii papmanieBTHUECKUN 3aBOI»

ten./dakc: (343) 215-89-01

e-mail: info@uralbfz.ru.

8. HOMEP PETUCTPAIIMOHHOI'O YIOCTOBEPEHMUSA

9. JATA MEPBOM PEITICTPALIMN (IOATBEPXJIEHUA
PEITNCTPALIMU, IEPEPEI'NCTPALIUN)
JaTa nepBoil perucrpanum:
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OOmass  xapakTepHCTUKa  JIGKAPCTBEHHOro  mpemapara [lapokceTHH — JIOCTynmHa  Ha
nHpOpManMOHHOM TmopTane EBpa3sniiCKOro HKOHOMHYECKOTO COI03a B HMH(OPMAIIMOHHO-

KOMMYHHUKaIMOHHOM cetu «HTepHeT» http://eec.eaeunion.org/
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