COOTBETCTBYET 2KC __ EPTHOMY OTUETY

ot 16.05.2025 N= 12508

OBIIASI XAPAKTEPHCTHKA JIEKAPCTBEHROF6 TIPEAAPATA "7 1Y)

1. HAUMEHOBAHMUME JIEKAPCTBEHHOTI'O ITPEITAPATA

[Takcwt, 20 Mr, TabJIETKH, MOKPHITHIC MJICHOYHON 000JI0YKOM.

2. KAYECTBEHHbBIN U KOJIMYECTBEHHbBINA COCTAB
JelicTBytoliiee BEIECTBO: MapOKCETHH.

Kaxxnass TabneTka, MOKpHITasl TUICHOYHOW 000JI04KOH, comepxut 20 Mr mapokceTuHa (B BHIIE
MapOKCETHHA THAPOXJIOPUIA TEMUTHIPATA).

[TonHbIi IepeyeHb BCIOMOTaTeIbHBIX BEIIECTB YKa3aH B pazjeie 6.1.

3. JIEKAPCTBEHHAS ®OPMA
TabneTKu, MOKPHITHIE MIICHOYHOU 000TI0YKOM.

OBasibHbIC JBOSIKOBBITYKJIbIE TaONETKH, MOKPBITHIE IUIEHOYHON 000JI04KOW Oenoro IBeTa, ¢
rpaBUpPOBKOI «20» Ha OHOM CTOpOHE TaOJIETKU U PUCKOI Ha JPYroi CTOpPOHE.

[Tpu HEOOXOIMMOCTH TAOJIETKY MOYKHO Pa3/IeUTh Ha PaBHBIE JJO3HI.

4. KIMHUYECKUE JAHHBIE
41. Tloka3aHusi K NPUMEHEHHUIO

[Ipenapar mokaszaH K MPUMEHEHHIO Y B3pPOCIBIX MAIIMEHTOB B Bo3pacte 18 ner u crapiie st
JICUYEHUs CIETYIOMNX 3a00IeBaHUI:

e JlenpecCUBHBIE DJHOWU30AbI CpEeAHENW M TSDKEJIOW CTEIEHU TSHKECTH, DPEKYPPEHTHOE

JEIPECCUBHOE PACCTPOMCTBO

Pe3yanaTH HCCHCHOB&HHﬁ, B KOTOPBIX MAOHUCHTHI I[MPUHUMAIINA TMAPOKCETHH [0 1FO):[3.,
CBUIACTCIILCTBYIOT O TOM, YTO OH B(I)(beKTI/IBHO npeaoTBpamacT peunuauBbl U BO3BPALICHUC
CUMIITOMOB JCTIPECCUMN.

e (OO0CeCCHBHO-KOMITYJILCHBHOE PACCTPOUCTBO

[Tapokcetun 3¢ dexTrBeH npu JiedeHUH 00CeCCUBHO-KOMITYJIbCUBHOTO pacctpoiictBa (OKP), B
TOM YHCJIE B KAUECTBE CPEJCTBA MOIEP)KUBAIOIIEH U TPOPUIAKTHIECKON TepaIuu.

CornacHo JaHHBIM IJ1ALE00-KOHTPOJIIUPYEMBIX UCCIEA0BaHNUN 3(PEKTUBHOCTH MAPOKCETHHA MPU
neuennn OKP mopnepskuBanace mo kpaitHeit mepe B Teuenue 1 roga. Kpome Toro, mapokceTun
s dexTuBHO penoTspaiaet peuuausbl OKP.

e [lanmyeckoe paccTpoONCTBO

[TapoxceTuH > peKTHBEH MpH JeUSHUH TAHMYECKOT0 paccTpoiicTBa ¢ aropadolucii u 6e3 Hee, B
TOM YHCJI€ B Ka4eCTBE CPEACTBA MOIEP>KUBAIOIIEH U MPO(UIAKTUYECKON Teparnuu.

yCTaHOBJ'ICHO, 9qTO IIpU JICUCHUH ITaHUYCCKOI'O paCCTpOﬁCTBa KOM6I/IHaI_II/I$I MapoOKCETHHA H
KOTHUTHBHO-IIOBEACHYECKOM TCpalru 3HAYUMO B(I)(I)CKTI/IBHCC, 4YCM HU30JIMPOBAHHOC ITPUMCHCHUC
KOTHUTHBHO-IIOBEACHYECKOM TCpaIrmnu.

C.1luz?24



COOTBETCTBYET 3KCNEPTHOMY OTUYETY

ot 16.05.2025 N= 12508

— {

CornacHo JaHHBIM I1A1e00-KOHTPOIUPYEMBIX ccneﬂoﬁ%ﬁggtﬂ&%ﬁis%%ﬁﬁ&o Eé}%&'}'npn

JICYCHUH TTAaHMYECKOTO PacCTPOMCTBA MojaepkuBaiack 6osee 1 roga. Kpome Toro, mapokceTnH
3¢ (PeKTUBHO MPeI0TBPALIAeT PEIMANBBI TAHHUYECKOTO PacCTPONCTBRA.

e ConmanpHasa hbobdus

[Tapokcetun 3¢hpexTHUBEH MpH JIEYSHUH COLMaIbHON (OOUH, B TOM YUCIIE B KAUYECTBE JJIUTEIHHON
NOJICPXKUBAIOLIEH U MPOPUIAKTUYECKON TEpaInH.

[TocTostHHAs 3D PEKTUBHOCTD MAPOKCETHHA TIPH JJTUTEILHOM JICUCHUH COLMAIbHON (hoOuu Oblia
MIPOIEMOHCTPUPOBAHA B HCCIICOBAHUH T10 MPEIOTBPAICHUIO PEIIHIUBOB.

e ['eHepaIM30BaHHOE TPEBOKHOE PACCTPOHCTBO

[TapokceTnH > eKTHBEH MpPU JIEYCHUN T€HEPATM30BAHHOTO TPEBOKHOTO PAcCTPOICTBA, B TOM
qHCiIe B KAYeCTBE AIUTEIHHOMN MOAICPKUBAIOIIEH 1 MPOPUIAKTUIECKON Teparuu.

[TocrosiHHast 3¢ GEKTUBHOCTh MAPOKCETWHA NPU JUIMTEIFHOM JICUEHHH TEHEpaIN30BaHHOTO
TPEBOYKHOT'O PacCTPOICTBA ObLIA MPOJIEMOHCTPUPOBAHA B UCCIIEIOBAHUU IO MPEAOTBPAILEHUIO
peUnINBOB.

o JlocTTpaBMaTHYSCKOE CTPECCOBOC PACCTPOMCTBO

[TapokceTnH 3pPEeKTUBEH NPH JICYCHUHU MTOCTTPABMATHYECKOTO CTPECCOBOIO PACCTPOUCTRA.
4.2. PexuMm 103UPOBAHUS U CIIOCO0 MPUMEHEHHs

Pexxum 103upoBaHus

Henpeccugnvie 3nu300vbl cpedHell u maxcenol cmeneHu msaxicecmu U peKyppeHmuoe 0enpeccugHoe

paccmpoucmeo

PCKOMGHI[yCMaSI J03a COCTaBJIACT 20Mr B CYTKH. HpI/I H606XO,Z[I/IMOCTI/I J03a MOXKCT OBITh
YBCJIHMYCHA C IIarom 10 Mr B CYTKH 10 MaKCHMaJIbHOM JT03BI 50 Mr B CYTKHU B 3aBUCHUMOCTH OT
KIMHHYECKOro orBera. Kak MMpaBUJIO, YJIYUYHICHUC COCTOSAHUA MAIUCHTOB HAYHUHACTCA YCPC3
HCACIO, HO MOXKET CTaTb BUAUMBIM TOJBKO CO BTOpOﬁ HEACIIN TCpalluu. Kak n Ipu JICUCHUHA
JTHOOBIMHU AHTUACTIPECCAaHTaMHU, CJIICAYCT OLCHUBATH B(I)(I)CKTI/IBHOCTB TCpalliu W 1pHU
HCO6XOI[I/IMOCTI/I KOPPECKTHUPOBATL AO3Yy IpcIiapara ITakcun qucpes 3—4 HCACIN IIOCJIC Haydaja
JICYECHHS U B JAIbHEHUIIIEM B 3aBUCUMOCTH OT KIMHHUYECKUX ITOKa3aHUM.

[TanueHTHl C ,uenpeccneﬁ AOJIKHBI IMPOXOAUTH JICUCHHUEC B TCYCHUC NOCTATOYHOI'O IICpHOda
BpPEMCHU (He McHee 6 MGCSII_[CB) I JOCTHUXKCHU A OCCCUMITOMHOI'O COCTOSIHUS.

Obceccugno-komnyavcugnoe paccmpoticmeo (OKP)

PCKOMCHI[yCMaSI J03a COCTaBJIsACT 40 mr B CYTKH. JleueHue NalueHToB CJICAYCT HAUYMHATDH C 103bI
20 Mr B CYTKH, KOTOPYIO MOJKHO €KCHCACIIbHO IMOBLIIATH HA 10 Mmr B CYTKH. HpI/I HEAOCTATOYHOM
OTBCTC YC€PC3 HCCKOJIBKO HCACIIb MpUeMa pCKOMCHHyCMOﬁ A03bI HCKOTOPBIM IMAIIUCHTAM MOXKCT
MMOMOYb MOCTCIICHHOC YBCIIMUCHUEC NO3bI 10 MaKCHMAaJIbHOM J103BI 60 mr B CYTKH.

ITanmeHTHI ¢ OKP JOJIKHBI ITPOXOAUTD JICHCHHUEC B TCUCHUEC JOCTATOYHOI'O IEPpUOJa BPEMCHU AJIA
JOCTHIXCHUA 0OCCCUMITOMHOI'O COCTOSIHHS. JTOT nepuoa MOXKET COCTABJIAAThL HCCKOJIbKO MCCAIICB.
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llanuueckoe paccmpoiicmeo

MY OTYETY

Pexomenmyemas no3a cocrasisietT 40 Mr B cyTkd. JIedeHre marueHTOB ClieIyeT HaYMHATh C 1036l
10 Mr B CyTKH, KOTOPYIO MOXKHO €KEHEJICIBHO MOBBIMIATh Ha 10 MI' B CYTKH B 3aBUCUMOCTH OT
KIIMHUYECKOro oTBeTa. [Ipm HemocTaTOuHOM OTBETE 4Yepe3 HECKOJIbKO Henelb IMpueMa
PEKOMEHTyEeMOM 03bI HEKOTOPHIM IMAIIMEHTAM MOYKET ITOMOYb MIOCTETICHHOE YBEITUYCHHUE JI03bI JI0
MaKCUMaJIbHOM 10361 60 MI' B CYTKH.

Huskas HavanmpHas J03a pEeKOMEHAYeTCs Ui MHHHMH3AIUH BO3MOXKHOTO  YCHUJICHHUS
CUMIOTOMATUKU MaHUYECKOTO PAcCTPOMCTBA, KOTOPOE MOKET BO3HUKAaTh B Hadaje JeueHUs
JTAHHOTO PacCcTPONCTRA.

HaHI/IeHTBI C IAaHHYCCKHUM paCCTpOﬁCTBOM AOJIKHBI ITPOXOAUTH JICYHECHUE B TCUHCHUEC JOCTATOYHOI'O
neépuoaa BPEMCHHU [JIA JOCTHIKCHHA 0ECCUMIITOMHOI'O COCTOSIHHS. JTOT nepuoa MOKET
COCTaBJIATh HECKOJIBKO MECALCB HJIU Oouee.

Coyuanvhas ¢poous

PGKOMGHI[yCMaSI J03a COCTaBJIACT 20 MmrB CYTKH. HpI/I H606X0)II/IMOCTI/I MnanuceHTaM, y KOTOPbIX HE
Ha6moz[aeTc;1 OTBCT IIPH HUCIIOJIb30BAHHUU 20 mT B CYTKH, 103a MOKET OBITh YBCJIMYCHA C IIaromMm
10 mr B CYTKH OO MaKCHMaJIbHOM JO3bI 50 mr B CYTKH B 3aBUCUMOCTH OT KIIMHUYCCKOTO OTBETA.

Crnenyet peryJisipHO MPOBOAUTH OLEHKY JUTMTEIBHOTO PUMEHEHHUS IperapaTa.
I'enepanuzoeannoe mpegodicnoe paccmpoiucmeo

PGKOMGHI[yCMaSI J03a COCTaBJIACT 20 mr B CYTKH. HpI/I HCIOCTATOYHOM OTBCTC 4YCPEC3 HCCKOJILKO
HCICJIb IIpUcMa peKOMCHI[yeMOﬁ A03bl HCKOTOPBIM ITAIMCHTAM MOXKET IIOMOYb ITOCTCIICHHOC
YBCIUMYCHUEC NO3bI C IIaromM 10 mr B CYTKHU O MaKCHMaJIbHOM JO3bI 50 mr B CYTKH.

CJ'IC,Z[yeT PEryJisipHO MPOBOAWUTDL OLICHKY JUJIMTCIBHOT'O IPUMCHCHUA IIpCIIapara.
Hocmmpaemamuqeacoe cmpeccoeoe paccmpodcmgo

PCKOMGHI[yCMaSI J03a COCTaBJIACT 20 Mr B CYTKH. HpI/I HEAOCTATOYHOM OTBCTEC UCPEC3 HCCKOJIBKO
HEACIIb IMpHUcMa peKOMeHI[yeMOﬁ A03bl HCKOTOPBIM IMMAUCHTAM MOXKCET IMOMOYb ITOCTCIICHHOC
YBCIUMUYCHUEC NO3bI C IIaromM 10 mr JI0 MAKCUMaJILHOM 10351 50 mr B CYTKHU.

CJ'Ie,[[yeT PEryJisipHoO MpOBOAWUTDL OLICHKY JUJIMTCIBHOT'O IPUMCHCHUA IIpCIIapara.

OTMeHa IapoKCeTHHA

Kak n IIpu JICUCHUHN JPYTUMHU IICUXOTPOIIHBIMU IIpCIiapaTamMu, CICAYCT n30erarhb pe31<0171 OTMCHBEI
pemnapara ITakcun. CxemMa IOCTEEHHOTO YMCHBIICHUA OO03bI, UCIIOJB30BAHHASA B IMOCICIHUX
KIMHHUYCCKHUX HCCICIOBAHUAX, 3aK/Ir0OdalaCh B CHHXXCHHUHU CYTOqHOﬁ J03bI HAa 10 Mr B HCOCIIIO.
ITocne mocTuXeHUs G036 20 Mr B CYTKHU MALUCHTHI IPOJOJIZKATIN ITPUHUMATDL 3TY 03y B TCUCHUC
1 HCACIIN, W JIMIOb IIOCIIC 3TOr0 IIpernapar OTMCHSIN IMOJIHOCTBIO. Ecau cuMnToMbl OTMEHBI
Pa3BUBAOTCA BO BpPCMs CHUIKCHHA O3Bl WM IIOCJIC OTMCHBI IIpclapara, I_[CJ'ICCOO6pa3HO
BO300HOBUTH IMpueM paHee Ha3Ha4YeHHON 103kl B nocjIcAyromeM Bpad MOXKET IMPOAOJDKUTH
CHHMXXCHHC I03bI, HO Ooiee MCIJICHHOC.
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Oco0bnIe I'pynIibl TaMEHTOB

HauueHmbl noJ2HCUI020 803pacma

v MAaIMEHTOB IIOXKHJIOrO0 BO3pacCTa KOHLCHTpalusaA IAapOKCETHMHA B IIJIa3ME€ KPOBH MOXKET
YBCIUWYMUBATHCA, OAHAKO AHWAIIa30H €TI0 KOHI_IeHTpaI_II/Iﬁ B IIJIa3M€ KPOBH COBIIAAAa€T C TAKOBBIM Y
Ooinee MOJIOABIX IMAIITMCHTOB.

v HaHHOﬁ KaTeropuu IManucHTOB TEPAINHNIO CICAYCT Ha4YWHaTb C OO3EI, pCKOMeHﬂyeMOﬁ JIIA
B3pPOCJIbIX. VBenuueHue J03bl MOXKCET IIOJOXKHUTCIBbHO BJIMATH Ha HEKOTOPBLIX IMAIMEHTOB, HO
MaKCuMaJlbHasa 103a HC JOJIXKHA IPEBBINIATH 40 mr B CYTKHU.

Tayuenmoi ¢ Hapywenuem QyuKyuy novex u neyeHu

Konnenrpanuss mnapokceTMHa B IJIa3M€ KPOBHU YBEIMYHMBACTCS y MAIIMEHTOB C TSKEIBIM
HapylieHneM (QYHKIHMH MOoYeK (KIMpeHC KpeaTMHHHA MeHee 30 MII/MUH) WIHM Yy HAlEHTOB C
HapyuienueM QyHkiuu nedeHu. [losToMy TakuM manueHTam cieayeT Ha3HauaTh 036l Ipenapara,
HaXOIIKecs Ha HIDKHEH TpaHulle [uana3oHa TeparneBTHUECKUX J103.

Jletu u noapoctku (muamire 18 jer)

[IpumeHeHre mapoKceTuHa Yy AeTel U MOAPOCTKOB (Miaaiie 18 er) mpoTUBONOKa3aHo.

[Takcun He cienyeT MPUMEHATh Yy JIeTel U MOAPOCTKOB B Bo3pacTe OT 7 A0 17 jeT B cBs3uU ¢
OTNACCHUSIMU  OTHOCHUTEJIBHO  OE30MaCHOCTH, CBS3aHHBIMH C  TIOBBIIICHHBIM  PHUCKOM
CYMIIMJIATBHOTO TIOBEICHUS U BpaXaeOHOCTH, ONMUCAHHBIX B paznenax 4.4 u 4.8. D¢ hekTuBHOCT
npenaparta [lakcun y neteit u moapocTKoB OT 7 10 17 neT Ha JaHHBIH MOMEHT HE YCTaHOBJICHA.

HpI/IMeHeHI/IC INIapOKCETHUHA Y ,Z[eTeﬁ miajme 7 JIeT He H3Yy4aJIOoCh. be3omacHocTh u 3(1)(1)CKTI/IBHOCTB
npcerapara ITakcun y I[CTCFI B BO3PaCTC MJ1aamic 7 IeT Ha ,Z[aHHBIﬁ MOMCHT HC YCTaHOBJICHBI.

Cnooco0 nmpuMeHeHus

[Takcun pekomMeHayeTcss MPUHUMATh 1 pa3 B CYTKM yTpOM BO BpeMs eabl. TabieTku ciexyer
IJI0TaTh, HE pa3keBbIBas. HaHeceHHast pucKa MO3BOJISIET MPU HEOOXOAUMOCTHU JIEIUThH TaOJIETKY
HOTI0JIaM YISl ITOSTydeHMst 10361 10 Mr.

4.3. IlpoTuBONOKa3aHMA

. ['MnepyyBCTBUTENBHOCTh K MAapOKCETHHY WM K JIFOOOMY M3 BCIOMOTaTENIbHBIX BEIECTB,
NePEYNCIICHHBIX B pa3zaene 6.1.

o [TapokceTH mNpOTMBOMNOKa3aH B KOMOWHAIMM C WHIHOUTOpaMH MOHOAMHHOKCHIa3bl
(MUMAO). B HCKIIOUUTENbHBIX CIOydasX JIMHE30JIMA (AaHTUOMOTHK, SBISIOIIMICS
oOpatumbIM HeceneKTUBHBIM IMAQ) nonyckaercss KOMOMHUPOBATh € MMAPOKCETUHOM IIPU
YCIIOBUHM, 4YTO TPUEMJIEMbIE aJbTEPHATUBBI JICUECHUS JIMHE30JIMJOM HEAOCTYIHBI, W
NOTEHLMAJbHAS I0JIb3a MPUMEHEHHS JIMHE30JUAAa IPEBOCXOIUT PHUCKH DPA3BUTHSA
CEpPOTOHMHOBOIO CHHJPOMa WJIN 3J0KaYeCTBEHHOIO HEHWPOJENTHYECKOIO CHHAPOMA, KaK
peakuuu y ONpeleNeHHOro mnanueHTa. JlOJDKHO OBITh JOCTYHHO OCHAIEHHE JUIS
TIIATEILHOTO HAOIIONEHUS 32 CUMITOMaMH CEPOTOHHMHOBOTO CHHJPOMa M MOHUTOPHHIA
apTepHaJIbHOTO J1aBJICHUS.
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JleueHne MapOKCETHHOM JOITyCKAETCS:

- yepe3 2 Helleu Ioclie peKpanieHus jgedeHust Heoopatumbeivu MTMAO,
WIH

- HE MEHee 4yeM dYepe3 24 4 mociie NpekpanieHus jedeHus oopatumbivu MMAO
(Hanmpumep, MOKIIOOEMH /T, TMHE30IHI, METUITHOHUHUS XJIOpH T (METUIICHOBBIA CUHHN)).

JIOJOKHO MPOWTH HEe MEHee | Helelau MKy OTMEHOH MapoOKCeTHHA W HA4YaJloM TEPaITuy
mr006IM UMAO.

o [TapokceTuH NPOTHUBOMOKA3aH JUIsl MPUMEHEHUS Yy MAlMeHTOB, IMOJIyYalOlIUX JICYCHHE
npenapaTamMu, KOTOpble MOTYT yAJNuHATH uHTepBal QT u Takke yrueraTb aKTUBHOCTh
neyeHouHoro u3odepmenta CYP450 2D6, TakumMu Kak THOPHAA3UH WM TUMO3UI (CM. B
pazneie 4.5).

o Hetu u mogpoctku wmiaame 18 mer. KoHTponupyemble KIMHUYECKHUE HCCIEIOBAHUS
MapOKCETUHA MPHU JICUCHUH JCTIPECCUBHBIX MU30/I0B CPEIHEH U TSHKEIION CTETICHH TSXKECTH
U PEKYPPEHTHOTO JIEIIPECCUBHOIO PACCTPONCTBA y JIeTel M MOAPOCTKOB HE OKA3ajau €ro
3¢ (HEeKTHBHOCTD, TTO3TOMY IMAPOKCETHH HE TMOKAa3aH JJIS JICYCHHs YKa3aHHOW BO3PACTHOMN
rpynnsl. be3omacHOCTh U 3 (HEKTHBHOCTH MAPOKCETHHA HE M3YYAIUCh MPU TPUMECHEHUN Y
MalMEeHTOB MJIAIICH BO3PACTHON KaTeropuu (Maiiie 7 Jier).

4.4. OcoOble yka3aHusl M1 Mepbl IPEI0CTOPOKHOCTH NIPH IPUMEHEHUH
Knunuueckoe yxyowenue u cyuyuodanvuwiii puck y 63pocivlx

Monoapie manueHThl, OCOOCHHO C JIEIPECCHBHBIMH 3IU30/1aMU CPEIHEH M TSKEIION CTEIeHU
TSOKECTH M PEKYPPEHTHBIM JICTIPECCUBHBIM PAacCTPOMCTBOM, MOTYT OBITh ITOJIBEPKEHBI
MOBBIIIEHHOMY PHCKY Pa3BUTHS CyHIIMIAIBLHOTO TIOBEACHUS BO BPEMs TEpAIHH MapOKCETHHOM.
AHaIM3 TPOBEIEHHBIX TIANE00-KOHTPOIMPYEMBIX HUCCIEIOBAHUN Y B3POCIBIX C TICHXHYECKUMH
3a00JICBaHUSIMU  CBHJICTETILCTBYET 00 YBEIMYEHHHM YacTOTHI CYHIMIAIBHOTO TOBEICHHS Y
MOJIOJIBIX TIAIIMEHTOB (B MPOCHEKTHBHO OMpeAeiIeHHOM Bo3pacte oT 18 mo 24 ner) Ha ¢one
npremMa mapoKCceTHHa M0 CPaBHEHUIO ¢ rpymnmoit mwiarebo: 17/776 (2,19 %) npotus 5/542 (0,92 %)
COOTBETCTBEHHO, XOTS HAONIOIaeMOE pa3iMure HE SBISUIOCH CTAaTHCTUYECKH 3HAYMMBIM. Y
MAaIlMEeHTOB 00Jiee CTapIIUX BO3PACTHHIX TPyl (0T 25 10 64 neT u crapiie 65 JeT) yBelndeHue
YacTOTHl CyHIIMJAILHOTO TTOBECHHS HEe HAOII0MaI0Ch. Y B3POCIBIX BCEX BO3PACTHBIX TPYII C
NETIPECCUBHBIMH  STU30/IaMU  CPEAHEH W TSOKEIOW CTeTNEeHH TSHKECTH W PEeKypPpPEHTHBIM
JIETIPECCUBHBIM PAaCCTPONCTBOM HAOIIOAATIOCH CTATUCTHYECKH 3HAYMMOE YBEITMUCHHE KOJTMYECTBA
CJIy4aeB CyUIUIAIbHOIO TIOBEACHUS Ha (POHE JIEYEHUSI TApOKCETUHOM I10 CPABHEHUIO C TPYIION
wiane6o (dactota CyMnuAadbHBIX mombIToK: 11/3455 (0,32 %) nporus 1/1978 (0,05 %)
COOTBETCTBEHHO). OfHaKO OOJBIIMHCTBO ITHX CiIydaeB Ha (oHe mpueMa napokcerusa (8 uz 11)
ObUIO 3aperucTPUPOBAHO y MOJIOABIX NalMeHToB B Bospacte oT 18 mo 30 ser. [lanHsle,
MOJIyYeHHBIE B UCCIIEIOBAaHUM C YYACTUEM MAIMEHTOB C JIEPECCUBHBIMH 3MHM30J]aMU CpeiHel U
TSOKEJIOW CTENeHM TSDKECTHM M PEKYPPEHTHBIM JETPECCUBHBIM  PAacCTPONCTBOM, MOTYT
CBHU/IETEJILCTBOBATH 00 YBETMYEHUH YAaCTOThI CIIy4aeB CYHIMJAIBHOTO TOBEACHUS Y MallMEHTOB
MOJIOJIOTO BO3PACTa, KOTOPOE MOKET COXPAHATHCS U Y MAIMEHTOB cTapiie 24 JeT ¢ pa3InyHbIMU
NCUXUYECKUMHU PAaCCTPONUCTBAMHU.
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CYMITUIAIBHBIX MBICICH U CYHMIIMJAAIBHOTO TOBEACHUS (CyHITUIATBHOCTD) MOTYT HaONIOAaThCS
HE3aBHUCHUMO OT TIOJYYCHHsI aHTHUJICTIPECCAHTOB. DTOT PHUCK COXPAHIETCS JI0 TE€X IMOp, IMOKa He
OylleT IOCTUTHYTa BBIpaXEHHAas peMuccHs. B 1enoM, KIMHWYECKUH OMBIT MPUMEHEHHS BCEX
AHTHUJICTTPECCAHTOB MOKA3bIBACT, YTO PUCK CYHIIUAA MOXKET YBEIMYMBATHCS HA PAHHUX CTAIUAX
BBI3IOpPOBIICHUs. [[pyrue TICHXWMYECKHE pacCTpOMCTBA, IS JICYCHUS KOTOPBIX TOKa3aH
MAPOKCETUH, TOKE MOTYT OBITh CBSI3aHBI C IMIOBBIIIICHHBIM PUCKOM CYUITUATBHOTO MTOBECHUS, OTH
paccTporcTBa Tak)Ke€ MOTYT OBITh COUYETAHHBIMH C JICTIPECCHBHBIMH JMHU307aMHU CpeAHEH u
TSDKEJION CTENEHU TSHKECTH W PEKYPPEHTHBIM JIETIPECCUBHBIM paccTpoiicTBoM. Kpome Toro,
HauOOJIBIIIEMY PHUCKY CYHMIIMIAIBHBIX MBICICH WM CYUIUMIATBHBIX TIOMBITOK TIOJIBEPrarOTCs
MalMeHThl, UMEIOINE B aHAMHE3€¢ CYMIIMAAIBHOE IOBEJICHUE WJIM CYUIUJAIbHBIC MBICIH,
MAIMEeHTH MOJIOJIOTO BO3PACTa, a TAKKE MAIMEHTHI C BRIPAXKCHHBIMH CYHIIHIAILHBIMUA MBICISIMU
o Havana naedeHus. HeoOxomumo oOecneuuTh HAOMIOAECHHE 3a BCEMH HalMEHTaMU IS
CBOEBPEMEHHOTO BBISIBIICHUS KIIMHUYECKOTO yXYAIIEHUS (BKIIIOUasi pa3BUTHE HOBBIX CHUMIITOMOB)
U CyMIIMJIaJTBbHOCTH BO BPEMs BCEro Kypca JieueHusl, 0COOCHHO B Hayaye JICYCHUs], UJIU BO BpEMS
M3MEHEHUs 7036l Iipernapara (YBeTUUCHUS TN CHIKEHUS).

[TarueHTOB (M TEX, KTO 32 HUMU YXa)KUBAET) BAYKHO MPEAYIPEIUTH O HEOOXOIUMOCTH CIIEIUTH 32
YXYAIIEHUEM WX COCTOSHHUSA (BKJIIOYas pa3BUTHUE HOBBIX CHMITOMOB) W/WIM TOSIBICHHUEM
CYMIIMJIATBHOTO TIOBEJICHUS WJIM MBICIEeH 0 mpuunHeHuu cebe Bpena. B cnydae BO3SHUKHOBEHUS
9TUX CHMITOMOB HEOOXOJUMO HEMEIJIEHHO OOpaTUThCS 3a MEAULHUHCKONW IMOMOIIBIO.
Heo0xoaumMo MOMHUTB, YTO MOSBJICHHE TAKUX CUMITOMOB, KaK aKUTAIMs, aKaTU3HUs WM MaHUS,
MOKET OBITh CBA3aHO KaK C OCHOBHBIM 3a00JIeBaHMEM, TaK U SBIATHCA IOCIEICTBUEM
MPUMEHSIEMOH Teparnuu.

HpI/I BO3HHUKHOBCHHU CHMIITOMOB KIIMHUYCCKOI'0 YXYAIICHUS (BKJ'IIO‘laH Pa3sBUTHC HOBLIX
CI/IMHTOMOB) 1/WIIH CYUIUAaJIbHBIX MBICJICH W/Wn CYUIUJAaJIbHOT'O IMMOBCACHMU, 0CO0EHHO npu
BHC3AaITHOM UX MOSBJIICHUN, HApACTAHUU TAKCECTU HpOHBHeHHﬁ, HJIU B TOM CJIy4ae, €CJIn CUMIITOMBI
HC ABJIAJIMCH YaCTbO MNPCAHMICCTBYIOIICTO CHMIITOMOKOMIIJICKCA Yy HOAHHOI'O IIAIllMCHTA,
HCO6XOI[I/IMO MNEPECMOTPECTh PCIKUM TEpAIllU BILJIOTh 10 OTMCHBI IIpCIlapara.

Axamuszus

B peaxux ciydasx jeuyeHUE MapOKCETHHOM WM APYTMMHU MpenapaTtaMu TPYMINbl CETEeKTUBHBIX
UHTHOUTOPOB 0OpaTHOro 3axBaTa ceporonnHa (CHO3C) conmpoBoKaaeTCs pa3BUTHEM aKaTH3HH,
KOTOpasi MPOSBIISAETCS YyBCTBOM BHYTPEHHETO OECIIOKOICTBA U ICUXOMOTOPHOTO BO30YKIEHUS,
KOrJla MalueHT He MOXET CIOKOWHO CHUJETh WM CTOSTh, MPU aKaTU3UHM MAIMeHT OOBIYHO
UCHBITHIBACT CYOBEKTUBHBIN AUCKOM(DOPT. BepoaTHOCTh pa3BUTHA akaTU3MH Hanboliee BBICOKA B
MEepBbIE HECKOJIBKO HE/IEIb JICUCHHUS.

Cepomonunoawlll CUHOPOM, 310KA4eCEEHHbLI Helpoaenmui4eckull CUHOPOM

Ha (I)OHC JICYCHHUA MMAPOKCECTUHOM B PCAKUX CIIydadX MOXKET Pa3BUTHCSA CCpOTOHHHOBBIfI CHUHAPOM
I CUMIITOMATHKA, HO)IO6H3JI 3JIOKAUCCTBCHHOMY HCﬁpOJ’ICHTH‘-ICCKOMy CUHAPOMY, B HaCTHOCTH,
C€CJIU MAapPOKCECTHUH HUCIIOJIL3YIOT B KOM6I/IHaI_[I/II/I C ApYIruMHU CCPOTOHUHCPIUUCCKUMU IIpCIiapaTaMu
W/WIH HeﬁpOHCHTHKaMH. Ot CUHAPOMBI MOTYT MPCACTABJIATH IOTCHIUUAJIBHYIO YI'PO3Y KU3HU, U
MMO3TOMY JICUCHUC TIMAPOKCECTUHOM HCO6XO,Z[I/IMO NPpEKpaTUTL B CIy4a€C HX BO3HUKHOBCHUSA
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PUTUIHOCTh, MUOKJIOHYC, BETE€TaTHUBHBIE PACCTPOMCTBA C BO3MOXHBIM OBICTPHIM HM3MEHEHHEM
MoKa3aresiei *KU3HEHHO BaXKHBIX (PYHKUIMHA, U3MEHEHUS MCUXMYECKOro CTaTyca, BKIIIOYAIOIIUE
CIYTaHHOCTb CO3HAHMSI, Pa3IPaKUTEIBHOCTh, KpailHe TSHKEIYI0 aXKUTALUIO, IPOTPECCUPYIOLLYIO
JI0 JENUpHs U KOMbI) U HayaTh MOACPKHUBAIONIYI0O CUMITOMAaTHYECKYyO Tepanuio. [lapokceTnn
HE JOJDKEH MPUMEHSThCS B KOMOMHAIMU C TPEIIeCTBEHHUKAMHU CEPOTOHMHA (TaKMMU Kak
L-TpuntodaH, OKCUTPUIITAH) B CBSI3U C PUCKOM Pa3BUTHUSI CEPOTOHUHOBOTO CHHAPOMA.

Manus u bunonsapuoe paccmpoicmeo

bonpmoi HereCCI/IBHHﬁ SIIN304 MOXET SABJIITBCA HadaJlbHBIM IIPOSABIICHHUEM 6I/IHOJ'I$IpHOFO
paCCTPOﬁCTBa. HpI/IHﬂTO CUMUTaThb (XOT?I 9TO U HE€ NOKa3aHO KOHTPOJIHUPYEMBIMHU KIMHHUYCCKUMU
I/ICCJ'IG,I[OBaHI/IHMI/I), 4YTO JICYCHHUE TAKOIro J3IH30Ja OJHHUM TOJBKO aHTHUACTIPECCAHTOM MOXKET
YBCIUWYUTE BEPOATHOCTE YCKOPCHHOI'O PAasBUTHUA CMCIIAHHOI'O WJIM MAaHHAKaJIBHOI'O 3IIM30Ja Yy
ManuCHTOB, IIOABCPKCHHBIX PUCKY BOSHUKHOBCHU 6I/IHOJ'IHpHOFO paCCTpOfICTBa. Hepen Ha4daJlOM
JICUCHUA aHTUIACIIPECCAHTOM HCO6XO,I[I/IMO IIPOBCCTHU TIJ.IaTeJ'IBHBIﬁ CKPUHHUHI' INTallMCHTa JIA
OLICHKN PHUCKAa BO3HHUKHOBCHHA Yy HCIO 6I/IHOJ'I5{pHOl"O paCCTpOﬁCTBa; Takoi CKPUHHUHI JOJIKCH
BKJIFOYAaTb C60p ACTAJIBHOT'O IICUXHUATPHUYCCKOI'0 aHaMHE34ad, BKIIIOYasa JaHHbIC O HAJIMYHUH B CCMbBC
CJIydacB Cyunuaa, 6I/IHOJ1${pHOFO paCCTpOﬁCTBa H ACIIPCCCUN. CneﬂyeT OTMCTUTD, UTO ITAPOKCCTUH
HC MpCAHa3HA4YCH JIA JICUCHUS ACIIPECCCUBHOIO 21IM30Jda B paMKax 6I/IHOJ'I$IpHOl"O paCCTpOﬁCTBa.
Kak m APYyruc aHTUACHIPECCAHTBI, IHMAPOKCETUH CICAYCT IMNPUMCHATH C OCTOPOXKHOCTBIO Y
nanueHTOB, UMCIOIIKMX B aHAMHC3€ MaHHIO.

Tamoxcugen

B HekoTOpbIX HCCIEOBAaHUAX IIOKa3aHO, 4YTO 3(P(PEKTHUBHOCTh TaMOKCH(]EHa, KOTOPYIO
OLICHUBAJIM 10 PUCKY Pa3BUTHS PELUIMBA pPaKa MOJIOYHON XKEJIE3bl U €ro JETAIBHOCTH, MOXKET
YMEHBLIAThCS TPU COBMECTHOM HPHUMEHEHMH C MAapOKCETHMHOM B pPe3ysbTaTe HEOOpaTUMOIo
UHTuOMpoBaHuss mapokceTuHoM wu3opepmenta CYP2D6. Puck Moxer Bo3pacTtaTte IHpu
JUINTEIbHOM COBMECTHOM MpuMeHeHHH. [Ipu mpuMeHeHMM TamMokcudeHa A JIeYeHUs WU
NpopHIAKTUKN paKa MOJIOYHOW >KeJle3bl CIEIyeT pacCMOTPETh BO3MOXKHOCTb HCIHOJIb30BAHUS
IbTEPHATUBHBIX AHTHIEPECCAHTOB, KOTOPBIE HE OKA3bIBAIOT MHIMOMPYIOIIET0 BO3/IEHCTBHSI Ha
uzopepmenT CYP2D6 mnu oka3bIBatoT 3TOT 3P PEKT B MEHbILIEH CTENIEHH.

Ilepenomuvr kocmeii

B snuaemMuonornyeckux MCCieoBaHUSAX MO OLIEHKE PUCKa MEePeIOMOB KOCTEH BBISBIEHA CBS3b
IEPEeIOMOB KOCTEH € MPHUEMOM HEKOTOPBIX aHTHUJENPECCAHTOB, BKIOYAs Ipenaparhl TPYMIbI
CHUO3C. Puck HaOmojancs B TeueHHE Kypca JICUEHHUS AaHTUICTIPECCAaHTAMU U  SBISUICS
MaKCHUMaJIbHBIM B Hayalle Kypca Tepanuu. BeposTHOCTh mepeioMOB KOCTeH T0JIKHA YUUThIBAThCS
IpY IPUMEHEHNH MTapOKCETHHA.

Caxapnviii ouabem

VY nmanyeHToB ¢ caxapHbIM AuabeToM jeueHue npenaparamu rpynnsl CUO3C MoxeT BAMSTH Ha
NoKa3aTean TIIMKEMHUYECKOro KOHTpoJs. MokeT moTpeboBaTbcs KOPPEKIMs J03bl MHCYJIMHA
W/WIIM TIEpOPaJIbHBIX TUTIOTTTUKEMUYECKUX MTPErapaToB.
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JleyeHne MapOKCETHHOM CIIEyeT HayuHATh C OCTOPOXKHOCTBIO 4Yepe3 2 HeNelnu I0CIe
npekparieHus jgedeHus HeooparumbiMu MMAO unu yepe3 24 4 mocie npekpaiieHus JeUeHUs
obpatumbiMu UMAO. Jlo3y mapokceTnHa HEOOXOAMMO TOBBIIIATH TOCTETICHHO 10 JTOCTHUXEHUS
ONTUMAJIBHOTO TEPANEBTHIECKOTO I deKTa.

Hapywenus ¢pynxkyuu nouex unu nevenu

Pekomenayercsi cobioaTh OCTOPOKHOCTh NPU MPUMEHEHUM MapOKCETHHA Y MAalUeHTOB C
TSDKEJION CTENEeHbI0 HapylleHUs (PYHKUMU MMOYEK WIM MAlMeHTOB C HApYLIEHUSMU (PyHKUUU
MEYECHU.

Dnunencus

Kak m APpYyru€ aHTUACTIPECCAHThI, IMAPOKCETUH CICAYET IMNPUMCHATH C OCTOPOXHOCTBIO Y
HannucHTOB C SIUJICTICHEH.

Cyoopooicrble npunaoxu

YacroTa cy10pOKHBIX MPUIATKOB y MALMEHTOB, IPUHUMAIOIINX MAPOKCETHUH, COCTABIISIET MEHEe
0,1 %. B cnyyae BOBHUKHOBEHHUS CYJJOPOKHOTO MPUIAIKA JIEYEHUE TAPOKCETHHOM HE0OXO0IMMO
MIPEKPATUTD.

DnekmpocydopodicHas mepanus

HmeeTcss nuIIb OrpaHUYCHHBIA OMNBIT OJHOBPEMEHHOI'O MMPUMEHEHHUS MapOKCeTHMHAa U
AIEKTPOCYIOPOKHOMN Teparum.

Inaykoma

Kak u npyrue npenaparsl rpynnsl CHMO3C, napokceTHH MOKET BBI3bIBaTh MUIPHUA3, TIOITOMY
npenapatr HeoOXOAMMO MPHUMEHATh C OCTOPOXKHOCTBbIO y MAI[MEHTOB C 3aKpPbITOYTOJbHOMN
IJIayKOMOM.

T'unonampuemus

HpI/I JCYCHHUHU MapOKCETHUHOM TUIIOHATPUCMUA Pa3sBUBACTCA peaKo, Ha6J'IIOI[aCTC$I
MNPEUMYIIECCTBECHHO Yy MOKWJIBIX ITAIUCHTOB U HUBCIIMPYCTCA IMMOCJIIC OTMCHBI ITAPOKCCTUHA.

Kposomeuenus

Coo0b1manocs o ciaydasx pa3BUTHS KPOBOTEUEHHUS Yepe3 KOXKY U CIU3UCTBIE 000J0UKH (BKIHOYAs
KENyTOYHO-KUIIEYHbIE U THHEKOJOTMYECKHUEe KPOBOTEUEHHs) Y MallMEeHTOB Ha (OHE NpHema
napokcetuHa. [loaToMy mnapokceTuH cieayeT NPUMEHSTh C OCTOPOKHOCTBIO Yy MAlMEHTOB,
KOTOpBIE OHOBPEMEHHO IOJIy4atOT NPENapaThl, MOBBILIAIOLINE PUCK PA3BUTHS KPOBOTEUEHUH, Y
NAIMEeHTOB C M3BECTHOM CKJIOHHOCTBIO K KPOBOTEUEHHUSM U y MAIMEHTOB ¢ 3a00JI€BaHHUSIMH,
IpepacronaralouumMu K kpoBoteueHusM. Ilpuem nekapctBenHsix npenaparos rpynn CHMO3C,

CHO3CH MoeT MOoBBIIIATh PUCK Pa3BUTHS MOCIEPOJOBOI0 KPOBOTEUEHUs (CM. pasnensl 4.6 u
4.8).
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3abonesanus cepoya

HpI/I JICYCHHUHN IIallMCHTOB C 3a00JIeBaHUSIMU cepana ciaeayer CO6J'II-OI[aTB OOBLIYHEIE MCEPhbI
MpEeaOCTOPOKHOCTH.

Yonunenue unmepsana QT

CooOmranocs o ciydasx ynHenus natepsaia QT B mocTperucTpaiioHHOM MEpUoJie, Py 3TOM
CBSI3b C MPUEMOM MapOKCETHHA He ObliIa YyCTaHOBJICHA.

[TapokceTuH cienyer NpUMEHSATh C OCTOPOKHOCTBIO Y MALMEHTOB:
- ¢ ymmHeHnueMm untepana QT B anamuese;

- NPUHUMAIOUIUX AHTHAPUTMHUUYECKHUE WIM JIPyTUe Mpenaparbl, KOTOpble MOTEHIIMAIbHO MOTYT
yassaTh uHTepBan QT;

- € COOTBETCTBYIOIIMMHU PaHEE CYIECTBOBABIIMMHU 3a00JIEBaHUSIMU CEP/LIA.
JomnonnurensHas nHGopManus npeacrapieHa B paznenax 4.3 u 4.5.

CMMI’lmOMbl, Habnrodaemvie npu npekpaweHul j1e4erus napoKCcemunom y 63pociblx

[To maHHBIM pe3yJbTATOB KIMHUYECKUX MCCIEIOBAHUIN Yy B3pOCIBIX YacTOTa HEKeIaTeNbHBIX
peakiuil Mpu MPeKpaleHUH JICYEHUS y MAlMeHTOB, MPUHUMABIIMX [AapOKCETHH, COCTABIISAIA
30 %, Torma Kak uacToTa HEXeJaTeIbHBIX peakuuid B rpymnne rianedo cocrapisuia 20 %.
Bo3HUKHOBEHHE CHMIITOMOB OTMEHBI HE€ O3HAYaeT, YTO Mperapar BbI3bIBACT MPUBBIKAHUE WIIU
3aBHCHMOCTb, KaK B CJIy4ae ¢ BEIIECTBAMH, SBISIOIIUMUCS IPEIMETOM 3TI0YNOTPEOICHUSI.

OmnucaHbl TaKHE CHMIITOMBI OTMCHBI, KaK TI'OJIOBOKPY’KCHHNEC, CCHCOPHBIC HAPYIICHUS (BKJ'II-O‘-IEIH
napecTe3nu, OIYUICHUEC yapa JICKTPUUICCKHUM TOKOM U IIIYM B ymax), HapyHICHUA CHA (BKJ'IIO‘I&H
SPKHUC CHBI), AKHUTaudg WA TpEeBOra, TOMIHOTA, TPEMOP, CIIYTAHHOCTL CO3HAHHS, IOBBIILICHHOC
INOTOOTACICHUC, TOJOBHAA 60J'IB, Auapes, OIYIICHHC Cep,I[I_[e6I/IeHI/I5{, OMOIIMOHAJIbHAasA
JI3.6I/IJILHOCTB, pa3apaxKUTCIbHOCT W 3PUTCIIbHBIC HApYHICHUA. OOBIYHO 3TH CHMIITOMBI
BBIPAKCHBI cnabo wim YMEPCHHO, HO Yy HCKOTOPLIX IMAalITUCHTOB OHU MOTYT OBITh TSDKEIIBIMH.
OOBIYHO CUMIITOMBI Pa3BUBAIOTCA B IEPBBIC HECKOJILKO JHEH II0CIe OTMEHEI npemnapara, 0JHaKo
B OYCHb PCAKUX CIIYHUasaX BOSHHUKAIOT Yy MAOUCHTOB, KOTOPBIC cnyqaﬁHo MMPOITyCTHUIIN ITPUCM HO3bI.
Kak MpaBUJIO0, 3TU CHUMIITOMBI HNPOXOIAT CIIOHTAHHO H HCUYC3aIOT B TCUCHUC 2 HEACIIb, HO Y
HCKOTOPBIX MAIIUCHTOB CUMIITOMBI MOTYT COXPAHATHCA TOpa3a0 AOJIbIIC (2_3 MECiLa U 60.]'[66).
PCKOMGHI[yCTCH CHMXXATb 03y MMAapOKCETHUHA IMOCTCIICHHO, HAa NPOTAKCHUU HECKOJIBKUX HEACIIb
WM MECALCB HEpea €ro MOJHOM OTMEHOH B 3aBHCHMOCTH OT HOTpe6HOCTeI>'I KOHKPETHOT'O
namuecHTa.

Cexcyanvuas oucgynrkyus

[Tpenapatsl rpynnsl CMO3C MoOryT BBI3BIBaTH CHUMIITOMBI CEKCyalbHOM auchyHKImU. bpum
COOOIIEHNSI O COXPAaHEHHH CHUMIITOMOB CEKCyaJIbHOW AMCHYHKIMM Ja)ke IMOCie MpeKpalieHus
npuema CHO3C.

Cumnmomsl, Hab0OaeMble npu NPeKpaujerul 1e4eHus NapoKcemuHom y oemei u noOpoCmKo8

ITo pe3yjibTaTaM KIIMHUYCCKHUX HCCIIeOBaHUMI y JeTen u MOAPOCTKOB YaCTOTAa HEKEIIATCIIbHBIX

peaKIuii MpH MPEKpAIICHUH JeYSHUS Y MAIlMEHTOB, MPHHUMABIIMNX MapOKCETHH, COCTaBJsLIa
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OTMEHBI MAPOKCETHHA CIEIYIOINE HeXeNlaTeNbHbIE PEaKLUU PETUCTPUPOBATUCH KAK MUHUMYM Y
2% mnanueHTOB M BCTPEUYAIMCh KaK MHHMMYM B 2 pas3a uamie, 4yeM B TpyIe Iuianedo:
SMOIMOHAIbHAS JTA0UIBHOCTH (B TOM YHWCJE CYULUJAIbHBIE MBICITH, CyHIIMIATbHbIE MOMBITKU,
M3MEHEHHUs HACTPOCHHS U IJIAKCUBOCTH), HEPBO3HOCTh, FOJIOBOKPYKEHHE, TOIIHOTA U 0OJb B
JKUBOTE.

Jlemu u noopocmxu (maaowe 18 nem)
IIpenapar [Takcuit He clienyeT NPUMEHSATh Y IETe U MOJIPOCTKOB muiaiiie 18 jer.

Jleyenue aHTHUaenpeccaHTaMH JIeTeil U MOJIPOCTKOB C ACTPECCUBHBIMU AMHU30/aMU CPEIHEH U
TSOKEJIONM CTENEHU TSHKECTH, PEKYPPEHTHBIM JEINPECCUBHBIM PACCTPONCTBOM U APYTUMU
NCUXUYECKUMHU 3a00JI€BaHUSIMU  COMPOBOXKJIACTCSl IOBBIIIEHHBIM PHUCKOM BO3HUKHOBEHUS
CYMIIMJIATTbHBIX MBICIIEH U CYUIIUAAIBLHOTO TOBEICHHUS.

B kIMHHUYECKUX HCCIENOBaHUSAX HEKeJIaTeNbHbIE PEaKlMd, CBA3aHHBIE C CYHUIUIATbHOCTHIO
(cyunuaanbHble TOMBITKM WM CYMIMJANbHBIE MBICIH), BPaXAeOHOCTHbIO (IIPEHMYIIIECTBEHHO
arpeccusi, IeBUaHTHOE MOBEJICHIE U THEBIMBOCTD), Yallle HAOIIOAANUCh Y JIeTel U MOJPOCTKOB,
MOJTyYaBIIUX MApOKCETUH, YEM Yy MAalMEHTOB 3TOW BO3PACTHOM TIPYMIBbI, KOTOPHIE MOIyYalu
wiane6o. B HacTofiee BpeMs OTCYTCTBYIOT JaHHBIE O JOJTOCPOYHON Oe30MmacHOCTH
MapOKCETUHA JIJIS IeTeH M MTOAPOCTKOB, KOTOPBIC KacaIuCh Obl BIMSHUS 3TOTO Mperapara Ha PocT,
CO3peBaHNe, KOTHUTUBHOE U TIOBEJACHYECKOE pa3BUTHE.

4.5. B3aumopeiicTBue ¢ JPYrHMHU JIeKAPCTBEHHbIMH IMpenapataMu M JApyrue BH/bI
B3aNMOeliCTBUSA

Cepomonunepeuueckue npenapamol

[IpumeHeHne mapokceTwHa, Kak M aApyrux npenaparoB rpynnsl CHMO3C, ogHOBpeMEHHO C
CEepOTOHMHEPTrMYEeCKUMHU MpernapataMi MOXeT BbI3bIBaTh 3(dextsl, cBs3anHble ¢ S5-HT
peuentopaMu  (CEpOTOHHMHOBBIH  cuHApoM). [Ipy  OIHOBpEeMEHHOM  TNPHUMEHEHHUH
CEepOTOHMHEPTMYECKUX MPEenapaToB (Takux Kak L-Tpunrodan, npenaparsl U3 rpynibl TPUIITAHOB,
Tpamaznon, mnpenapatsl Tpynnel CHO3C, nutuii, QeHTaHuna M mpemaparsl  3Bepo0os
IPOJBIPSBICHHOI0) € MapOKCETHHOM HE00XOAUMO COOII0AATh OCTOPOXKHOCTh U INPOBOAUTH
TIIATEIbHBIA KIMHUYECKHI MOHUTOPHHT.

OpnHoBpeMeHHOE TMpUMEHEHHe NapoKceTuHa ¢ uHruOutopamu MAOQO, BKIIOYas JHUHE30JIH]T
(aHTUOMOTHK,  SBJSAIOMIMICS  OOpPaTUMBIM  HECENEeKTHBHBIM  HHruoutopoM MAQO) wu
METWJITHOHUHHS ~ XJOpUI (METUJICHOBBIM CHHMIA), mMpoTHBOINOKazaHo. Ilogpobuee 00
UCKITIOYUTENBHBIX CIy4yasX MPUMEHEHUs MapOKCeTHMHAa B KOMOWHAIMM C JIMHE30JIUJOM CM. B
paznene 4.3.

TTumosuo

B wuccrnenoBaHnyM OAHOBPEMEHHOIO NMPUMEHEHMsI MAPOKCETHMHA M NMHMMO3MJA B OJHOKPATHOM
HU3KOI 103e (2 MTI') 3aperucTpupoBaHO MOBBIIIEHHE KOHIEHTpAaUWu nuMo3una. Jlanubii dakr
0OBSICHAETCSI U3BECTHBIM CBOMCTBOM IMAapOKCETHHA yrHeTath cuctemy muzopepmenta CYP2D6.
BcnenctBue y3koro TepameBTHYECKOTO MHJEKCa MUMO3HIAa M €ro M3BECTHOW CIIOCOOHOCTH
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MPOTUBOMOKA3aHO.
Depmenmul, yuacmsyroujue 6 Memaoonuzme 1eKkapCcmeeHHbIX npenapamos

Metabonu3m U papMakKOKMHETHKA MapOKCETHHA MOTYT M3MEHSTbCS O] BIMSHUEM HHIyKIUU
WM UHTUOUpOoBaHUs (PepMEHTOB, yUaCTBYIOIIUX B METabOIM3ME JIEKAPCTBEHHBIX MPENapaToB.

[lpy npUMEHEHMHM TAPOKCETHHA OJHOBPEMEHHO C W3BECTHBIM HHTHOUTOPOM (HDEpPMEHTOB,
YYaCTBYIOIIMX B MeTa0OJMU3Me JIGKAPCTBEHHBIX IIPENapaToB, CIEAYeT pPEKOMEH0BATh
NpPUMEHEHHE T[apOKCeTMHA B J103€, HAXOJIICHCS Ha HWKHEH TIpaHUIlC JMana3oHa
TepaneBTHYECKUX J103. HauanbHyr0 103y MapoOKCETHHA HE KOPPEKTUPYIOT, €CIIH €0 MPUMCHSIOT
OTHOBPEMEHHO C TpernapaToM, KOTOPBIA SIBISETCS HM3BECTHBIM HHIYKTOPOM (HDEpPMEHTOB,
YYaCTBYIOIIMX B METa0OIM3Me JIEKapCTBEHHBIX IIpernapaToB (Hampumep, KapOamasenwH,
pudammuimH, penodbapouTan, peruToun). JIrobas mocaeayromnias KOPPEKIUs 1036l TapOKCETHHA
JIOJDKHA OTIPENICTISATHCS €0 KITMHUYECKUM 3 ()eKToM (MIepeHOCUMOCThIO U 3 (PEKTUBHOCTHIO).

Docamnpenasup u pumoHasup

OnHoBpeMeHHOE TMpUMEHEeHHE (QocaMIIpeHaBUpa/PUTOHABUPA C MAPOKCETUHOM MPUBOAMIO K
3HAYUTEIIPHOMY CHIDKEHHIO KOHICHTpAIlMM TapOKCeTHHA B IUia3Me KpoBU. KoOHIEHTparuu
docamnpeHaBrpa/pUTOHaBUpa B IUIa3ME KPOBU IPH OJHOBPEMEHHOM IPHMEHEHHH C
MapOKCETUHOM OBLTU COTIOCTABUMBI C KOHTPOJIbHBIMH 3HAYEHUSIMH U3 IPYTUX UCCIICIOBAHHA, YTO
yKa3blBa€T HA OTCYTCTBUE CYIICCTBEHHOI'O BIUSHHS IAPOKCETHHA Ha MeTaboJIM3M
docamnpeHaBupa/puronaBupa. JlaHHbIC O BIMSIHHUA JOJITOCPOYHOI'O COBMECTHOTO NMPHUMEHEHUS
NapoKCeTHHA ¢ (ocamMIpeHaBUPOM/PUTOHABUPOM OTCYTCTBYIOT. JIt00as KOpPpEKIHs JI03bI
MApOKCETHHA JIOJDKHA OIPENENAThCS €ro KIMHHYECKHMM AP (GeKkToM (MIePeHOCHMOCTBIO U
3 PEKTUBHOCTHIO).

Ipoyuxauoun

ExenHeBHBIN IMpUEM MMAPOKCETUHA 3HAYUMO IMOBBIIIACT KOHICHTPAIHUIO ITPOIUKIININHA B IIJIa3ME
KpOBH. HpI/I Pa3BUTHHU aHTHUXOJHNHCPIUICCKUX 3(1)(1)6KTOB 03y NPOUUKIIMANHA CIICAYCT CHU3UTD.

IIpomusocyoopooicnvie npenapamul

OpnHOoBpeMEHHOE  NPUMEHEHHE  IAPOKCETMHA M NPOTHBOCYAOPOXKHBIX  IPENaparoB
(kapb6amazenuH, (EHUTOMH, BAIbIIPOAT HATpUs) HE BIUSAET Ha UX (PapMAKOKMHETHUYECKHH U
bapMakoMHAMUYECKUI MTPOGUIN Y TAIIMEHTOB C SMUJICTICUEH.

Muopenaxcanmoi

[TpenapaThl rpynmbl CEIEKTHUBHBIX MHIMOUTOPOB oOpaTHoro 3axsara ceporoHuHa (CHO3C)
MOTYT YMEHbIIaTh aKTUBHOCTb XOJMHAICTEPa3bl IJIa3Mbl KPOBH, YTO MPUBOAUT K YBEITUUYEHUIO
IPOJIOJDKUTEIBHOCTH ~ HEPBHO-MBIIIEYHOTO  OJOKHUPYIOLIETO  JEHCTBUS ~ MHBAaKypHs U
CYKCaMeTOHHUSI.

Cnocobrnocms napoxcemuna yenemamso uzogepmenm CYP2D6

Kak u gpyrue anTtuzaenpeccanTsl, BKiItodas apyrue npenapartsl rpynnel CMO3C, napokceTus
yruetaer nedeHouHbslid u3odepment CYP2D6, orHocsammiics k cucteme nuroxpoma P450.

Yraerenue uzopepmenta CYP2D6 MoxeT MpUBOANTH K MOBBIICHUIO KOHIICHTPAIMH B IJIa3Me
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depmentom. K TakuM mpenaparaM OTHOCATCS HEKOTOPbIE TPUIUMKIMYECKHE aHTHIETPECCAHTHI
(HampuMmep, aMUTPUNTHINH, HOPTPUINITWIMH, HMMUIPAMUH U JE3UNPAMHH), HEHPOJENTUKH
dbenotraznHoBoro psna (nepdeHasuH M THOPUIA3WH), PUCIIEPUIOH, AaTOMOKCETHH, HEKOTOphIE
aHTHapUTMUYECKHUe cpecTBa 1¢ kiacca (Hanpumep, nponadeHoH u GhaexkanHua) U METOMPOJIOI.
He pexomenayercsi mpuMEHSATh MApOKCETUH B COYETAHMU C METOMPOJIOJNIOM IMPU CEepICHHOI
HEJOCTAaTOYHOCTH, BCIEACTBHE y3KOI'O TEPareBTUYECKOTO0 MHIEKCAa METOMPOJIOia MpHU JaHHOM
MOKa3aHUU K IPUMEHEHHUIO.

HeobOpatumoe wuHrnoupoBanue cuctembl wu3opepmenta CYP2D6 mnapokceTMHHOM MOXKET
NPUBOJIUTh K CHIDKEHUIO KOHIEHTpAlUMU OSHIOKCHU(pEHAa B IUIa3ME€ KPOBH M CHUKCHHIO
3 PeKTUBHOCTH TaMOKCH(EHA.

CYP3A4

Hccnenosanue iNVIVO 1O OIEHKE B3aWMOJICUCTBHS TMPH OIHOBPEMEHHOM IPUMCHEHUH B
YCIIOBUSIX PABHOBECHOIO COCTOSHUSI TapOKCeTMHa U TepdeHaauHa, KOTOPBI sBisSeTCA
cyoctparom uzopepmenta CYP3 A4, mokazano, 4To MapoKCeTHH HE BIUSET Ha (PapMaKOKUHETUKY
tepdeHaarHa. B CXOIHOM HCCIEIOBaHUM B3aUMOJCHCTBHUS INVIVO He OOHAPY)KEHO BIIHSHUE
napokceTiHa Ha (apMaKOKMHETHKY aimpaszoijama W Haobopor. He oxwupmaercs, uTo
OJIHOBPEMEHHOE TMPUMEHEHHE TMAPOKCETHHA ¢ Tep(eHaauHOM, almpazoaMoM U JIPYTUMU
npenapaTamu, KOTopble sBIstoTCA cyocTpaTtamu uzopepmenta CYP3 A4, MoxeT CONTPOBOXKAATHCS
HETraTUBHBIM BIHMSHUEM Ha TMalleHTa.

Ilpenapamul, erusrowue na pH scenyoxa

B KIMHHYECKHX UCCIIe0BAaHMSIX [TOKAa3aHO, YTO a0COpOIHs 1 (hapMaKOKMHETHKA MTApOKCETHHA HE
3aBUCST WJIM IIPAKTHYECKU HE 3aBUCHT (T. €. CYIIECTBYOIIast 3aBUCUMOCTh HEe TpeOyeT N3MEHEHUS
J103b1) OT IIpHUeMa!

° ITUIIIH;

° aHTAIMIIOB,

° JIMTOKCHHA,

° MIPONPAHOJIONIA;
° aJIKOT OJId.

[TapokceTHH HE yCHIMBAET HETATUBHOE BIIMSHHUE AJKOIOJII Ha YMCTBEHHBIE M JBUIATEIbHBIC
(GyHKIMH, T€M HE MeHee, He PEKOMEHAYeTCS OJHOBPEMEHHO IpPHUHUMATh MAapOKCETUH U
yHOTPeOIIATh aJIKOTOJIb.

H€p0paﬂbel€ aHmuKoacyJisiHnivl

Bo3moxHO MMPOABJICHUC (I)apMaKO,Z[I/IHaMI/ILIeCKOF 0 B3aMMOJICHCTBUSA MCXKAY IMapOKCETHUHOM U
NEpOopaIbHBIMU AHTUKOAT'YJITHTAMU. CoBMmecTHOE MNPUMCHCHUC IMAPOKCCTHUHA U TICPOPAIIBHBIX
AHTHUKOAryJIIHTOB MOXCET BbI3BATh IMOBBINICHUC AKTUBHOCTH QAHTUKOATYJIIHTOB W PUCK
KpPOBOTCUYCHUSI. CHGI[OBB.TCJ'H:HO, MapOKCETHUH CIICAYCT C OCTOPOKHOCTHIO IPUMCHATH IJIS JICUCHU S
ManurCHTOB, MOJTYYaromUX MEpOPAIbHBIC AaHTUKOAl'YJISTHTBI.
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Hecmepouonvie npomusogocnanumenvHvie npenapambl wﬁﬂﬁﬁ gﬁ?ﬂ%ﬂ%mv B Ketbma

u Opyeue anmuazpe2aHmusle npenapamol

Bo3smoxHO mnposiBieHue (papMakoAMHAMUYECKOTO B3aMMOJCHCTBUS MEXAY MapOKCETHUHOM U
HIIBII/aneruncanumunoBoid  kuciaotod. CoBMECTHOE  TNPUMEHEHHE  TApOKCeTHMHA U
HIIBII/aneTuncaniiinioBoi KMCIOTHI MOXKET TTOBBICUTh PUCK KPOBOTCUCHHUS.

Crnenyet co0r01aTh OCTOPOKHOCTD MIPH JICUCHUHU MAI[MEHTOB, OJYYaIOUIUX MIpernapaThl IPYyIIbl
CHUO3C o0aHOBpEMEHHO € MEPOpPaTbHBIMM AHTHUKOAryJISIHTAMH, C MpenaparaMu, KOTOpPbIE
BO3/ICHCTBYIOT Ha (DYHKLHIO TPOMOOIMTOB WM MOBBIIIAIOT PUCK KPOBOTEUEHUS (HAIpHUMep,
aTUNHUYHbIE HEHPOJIENTUKH, TAKKE KaK KJI03anuH, PeHOTHA3HHbI, OOJBITMHCTBO TPUIIUKINYECKUX
AHTHUJICTIPECCAHTOB, aneTwicanuiuioBas kucinora, HIIBII, uHruGUTOpHl LUKIOOKCUTE€HA3bl 2
(IIOT-2)), a Takxke mpu JIeYCHUH NAIIIEHTOB, UMEIOIUX B aHAMHE3€ HApYIIEHUSI CBEPTHIBAEMOCTH
KPOBH WJIU COCTOSIHHSI, KOTOPBIE MOTYT BBI3bIBATh MIPEIPACIIONOKEHHOCTh K KDOBOTCUECHHUSIM.

4.6. DepTHIBLHOCTH, 0€PEMEHHOCTDb U JJAKTALMS

bepeMeHHOCTH

DNHUAEMHOJIOTHYSCKHIE UCCIISOBAHUS UCXO010B OEPEMEHHOCTH TIPH MPUEME aHTHICTTPECCAaHTORB B
MEPBOM TPHUMECTPE CBHUJETEIbCTBYIOT 00 YBEIMYEHUH PHUCKA BPOXKICHHBIX AHOMAIHM, B
YACTHOCTH, CEPACYHO-COCYIUCTOW CHUCTEeMbl (Hampumep, Oe(eKThl MEXOKETyJOYKOBOH U
MEXITPEICEPIHON IEPETOPOJIKH ), CBA3AHHOTO C TPUEMOM TapokceTuHa. [1o uMeronmmcs TaHHbBIM
yacToTa pa3BUTHS JePEKTOB CEPICYHO-COCYAMCTONM CHUCTEMBl Y HOBOPOXKICHHBIX IpU
MPUMEHEHUH TApPOKCETHHA BO BpeMs OEPEeMEHHOCTH MPUOIM3UTEIBbHO cocTaBiseT 1/50 mo
CPaBHEHMIO C O0XHJIa€MOM 4YacTOTOM TakuX AePEeKTOB B OOIICH MOMYJISAIMH, MPUOIUZUTEIHHO
coctapsstomeii 1/100 HOBOPOXKICHHBIX.

[Tpu Ha3HAYeHNH TAPOKCETHHA Bpauy HEOOX0JUMO PacCMOTPETh BO3MOXKHOCTh allbTEPHATUBHOTO
JiedeHunsi 0epEeMEHHBIX U MIIAHUPYIOUX OepeMEHHOCTH KeHIuH. [lapokceTuH cienyer Ha3HAYaTh
TOJIBKO B CJIy4ae, €ClId €ro MOTEeHIMANIbHAsl M0JIb3a MPEBBIIIAET BO3MOXKHBINA puck. Eciau Oyner
MPUHSTO PEIlIeHUE O MPEKPAIleHUN JICUeHUs MapOKCEeTHHOM MpU OEpEeMEHHOCTH, Bpad JIOJKEH
cienoBaTh pexkoMmeHmanusaM pasnenoB 4.2 («Otmena mnapokcetuHan) U 4.4 («CHUMITOMBI,
HaOII0TaeMble TIPU MPEKPAILICHUH JICYSHHSI TAPOKCETUHOM Y B3POCIIBIX»).

3aperucTpupoBaHbl COOOIIECHHS O MPEXICBPEMEHHBIX PO/IaX Yy JKEHIINH, KOTOPbIE MOJIyYyald BO
BpeMsl OEpeMEHHOCTH MapOKCeTHH UM Jpyrue npemnapatsl rpynnsl CMO3C, onHako NpuYUHHO-
CIIEICTBEHHAs! CBSI3b MEXAY IPHUEMOM 3THUX IPENApaTOB M INPEXKIECBPEMEHHBIMU POAAMH HE
YCTaHOBJICHA.

I[aHHBIe Ha6HIOHeHHﬁ CBUIACTCIILCTBYOT O ITOBBIICHHOM PHUCKE (MCHCC 4cM B JBa pa3a)
MMOCJICPOAOBOTO KPOBOTCUCHUA IIOCJIC NPUMCHCHUS NPCIApPaTOB TI'PYIIIBI CHUO3C B TcucHue
OIHOTO MECsLa 10 pOLOB.

HeoGxonuMo HabmogaTh 3a COCTOSHHEM 3/I0pOBbsi HOBOPOXKAEHHBIX, MaTepu KOTOPBIX
PUHUMAITU TAPOKCETHH Ha MO3JHUX CPOKAaX OEPEMEHHOCTH, TOCKOIbKY MMEIOTCS COOOILIEHHS 00
OCJIO)KHEHUSIX y HOBOPOXIEHHBIX, CBS3aHHBIX C IPUMEHEHHEM IIapOKCETMHA WM JPYIHX
npenapatoB rpynnsl CMO3C B TperbeM Tpumectpe OepemeHHOCTH. OJHAKO NPUYMHHO-
CJIEJICTBEHHAs CBSA3b MEX/y YIIOMSHYTBHIMHU OCJIOKHEHUSIMU U 3TOW JIEKAPCTBEHHOM Tepanuen He
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CUHJPOM, IIMAHO3, AITHO3, CYIOPOKHbIE TPUITAJIKH, HECTAOUILHOCTh TEMIIEPATYPbl, TPYAHOCTH C
KOPMJICHUEM, PBOTY, TUIIOTJIIMKEMUIO, apTEPUAIbHYIO THIIEPTEH3UI0, ApTEpUaIbHYIO THIIOTEH3HIO,
runeppedekcuio, TPeMop, CHHAPOM IMOBBIIMICHHOW HEPBHO-pedIECKTOPHON BO30OYAMMOCTH,
pa3apaXKUTENbHOCTD, JIETAPTUIO, MOCTOSHHBIN TJIa4 M COHJIMBOCTb. B HEKOTOPBIX COOOIICHUSIX
CUMITOMBI OBLIHM ONKCAHBI KAaK HEOHATAJIbHbIE MPOSBICHUS CUHIPOMa OTMEHBI. B 60ibIInHCTBE
CJIy4aeB OMHCAHHBIE OCIIOKHEHUS BO3HUKAJIM Cpa3y MOCIE POJIOB UM BCKOpE Mociie HUX (< 24 u).

[To maHHBIM MU IEMHOJIOTHYECKUX HCClIeoBaHn mpueM npenaparoB rpynnbl CHUO3C (Bkirouas
MapOKCETUH) BO BpeMs OEpeMEHHOCTH, B YAaCTHOCTM Ha IO3JHUX CpPOKax, CONPSDKEH C
YBEJIMUEHUEM DPHCKA Pa3BUTHUS NEPCUCTUPYIOLICH JIErouyHOil T'HUMEepTEH3UH HOBOPOKICHHBIX.
[ToBbIlIEHHBIN PUCK HAOJIIOAETCS y A€TEH, POXKACHHBIX OT MaTepel, MPUHUMABILNX IIperaparhl
rpynmbel CUO3C Ha mo3mHUX Cpokax OEpeMEHHOCTH, U B 4—5 pa3 mpeBbIlIaeT HaOII01aeMbli B
obmeit monyssiun (1-2 Ha 1 000 cmyyaeB 6epeMEHHOCTH ).

Pe3y.HBTaTBI I/ICCJ'ICI[OBaHI/Iﬁ Ha JXUBOTHBIX CBUACTCIBLCTBYIOT O perOHYKTHBHOﬁ TOKCHUYHOCTHU
nperapara, HO IIPAMOC HC6HaFOHpI/I$ITHOC BINAHHUC B OTHOIICHHH 6epeMeHHOCTI/I, Pa3BUTHA
3M6pI/IOHa U 1Jioaa, poaoB UJIHM ITOCTHATAJIbHOTO Pa3BUTUA HC YCTAHOBJICHO.

JlakTauus

B rpyaHOoe MOJIOKO MPOHUKAET HE3HAYUTEIHHOE KOJIMYECTBO MApOKCETHHA. B onmyOIMKOBaHHBIX
UCCIIC/IOBAHHUSAX y JETed, HaxXOIIIIUXCS Ha TPYJAHOM BCKAapMJIMBAHHWU, CHIBOPOTOYHAsS
KOHIICHTpAIlMs MapoOKCEeTHHA Oblia HeompeaensieMon (< 2 HIr/MIT) Wi O4eHb HU3KOM (< 4 Hr/mi).
VY nereil HUKaKMX MPU3HAKOB BO3JCHCTBHS Mpemnapara BbIABIEHO He Obuto. TeM He MeHee,
MApOKCETHUH HE CJICYeT MPUHUMATh BO BPEMsl TPYJHOTO BCKAPMJIMBAHUS 33 MCKIIFOUCHHEM TEX
CJIydaeB, KOTJIa €ro IMoJib3a JJIs MaTEePH MPEBBIIIACT MOTCHIIUAILHBIC PUCKH JIJISl peOCHKA.

DepTUabHOCTD

[To maHHBIM HCCIETOBaHUI Ha JKUBOTHBIX MApOKCETHH MOXET BIMATh HAa KadeCTBEHHBIE
XapaKTEPUCTHKH CrepMbl. J[aHHBIE HMCCIIEOBAHUN YEIOBEYECKOro Marepuaia in Vitro moryt
yKa3blBaTh Ha HEKOTOpPOE BIUSHUE Ha Ka4eCTBEHHBIE XapaKTEPUCTHUKU CIEPMbI, OJHAKO B
COOOILEHUSAX O CIIy4asx MPUMEHEHHUs Yy dYelloBeKa HEKOTOphIx mpemaparoB rpymmnsl CHUO3C
(cenexTUBHBIE MHTHOUTOPBI OOPATHOTO 3aXBaTa CEPOTOHMHA) (BKIIIOYAs MAPOKCETHH) MOKa3aHo,
YTO BJIMSIHUE HAa KAYECTBEHHBIC XaPaKTEPUCTUKH CIIEPMBI SBISIIOCH OOPATUMBIM.

I[O HaCTOAICTO BpEMCHHU HE Ha6J'IIOI[aJ'IOCL BJIMAHUC IIpCIIapaTa Ha (bepTI/IJ'II)HOCTB Y 49CJIOBCKaA.

4.7. BJusiHMe HA CNMOCOOHOCTH YNPABJATH TPAHCHOPTHBIMHU CpeACTBAaMH M padoTaTh ¢
MeXaHMu3MaMH

Knuamdeckuil onbIT MNPUMCHCHUS MMAPOKCETHHA CBHUACTCILCTBYCT O TOM, YTO OH HC YyXYyAIIACT
KOTHUTHUBHBIC U TICUXOMOTOPHBIC (I)YHKI_II/II/I Bwmecte ¢ TEM, KaK U IIPpH JICHCHUU JHOOBIMH APpYTruMu
MNCUXOTPOIHBIMHA IIPCIiIapaTaMu, IMMAIIUCHTBI HJOJI?KHBI OBITH OCOOEHHO OCTOPOXXHBIMH TIpU
BOXIACHUNU aBTOMOOMIIS ¥ pa60Te C MCXaHu3MaMu.

HCCMOTpH Ha TO, YTO TMAPOKCETHMH HEC YCHIIMBACT HCTATHUBHOC BJIMAHUC aJIKOT'OJIsI Ha
MNCUXOMOTOPHBIC (I)yHKI_II/II/I, HC PCKOMCHAYCTCA OAHOBPECMCHHO MPUMCHATHL ITAPOKCCTUH U

AJIKOTOJIb.
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4.8. HexenaTeiabHble peakluu

Pesrome nmpoduisg OesonacHOCTH

YacTora u BBIPAXKCHHOCTh HEKOTOPBIX IEPCUYHCIICHHBIX HHUXC HEXKCIATCIbHBIX peaKHI/Iﬁ
MapOKCETHHA MOT'YT YMCHBIIATHCA IO MEPE NPOJOJIKCHUS JICUYCHHA, U TAKUC pCaKIIUU OOBIYHO HE
TpC6YIOT OTMCHBI ITpeIIapara. HexenarennHbie p€akuuu, npE€aACTaBICHHBIC HUXKEC, IICPCUNCIICHBI B
COOTBETCTBHUH C ITOPAKCHUEM CUCTEM OPraHOB U JacTOTOM BCTPECHACMOCTH.

YacToTa BCTPEYaEMOCTH OINPEACISIETCS CIEAYIOMMM o0pa3zom: ouens uacmo (> 1/10), uacmo
(> 1/100, < 1/10), neuacmo (> 1/1 000, < 1/100), peoxo (> 1/10 000, < 1/1 000), ouenv peoxo
(< 1/10 000), BxiIrOUast OTAEIBHBIC CIYYaH, U YACMOMA HeU36eCMHA.

BerpedyaeMocTh 4acThIX M HEYACTBIX HEXKENATENbHBIX PEakIil ompesesieHa Ha OCHOBAaHUU
00001IIeHHBIX JaHHBIX M0 0€30MacHOCTU Mperapara, MmojiydeHHbIX y Oosee 8 000 manueHTOB,
Yy4acTBOBABILINX B KIIMHUYECKUX HCCIEIOBAHUAX, TOKA3aTeNlb PACCUNTHIBAIIU 10 PA3HULIE MEXKIY
YacTOTON HEeXKeNaTeNbHBIX PEeaKIHMii B IpyIIe MapoKCeTHHa U B rpyIie mianedo. Bectpewaemocts
peIKMX M OYeHb pPEIKUX HEXEeNIaTeIbHBIX peaKIuil OmpeleNsid Ha OCHOBAHUU
MOCTPETUCTPAILIMOHHBIX JIaHHBIX, U JAHHBIN MOKa3aTellb OTpa)kaeT B OOJIbIIEH CTENEHU YacTOTy
COOOIIIEHUH O TAKUX PEAKIIMSIX, YeM UCTUHHYIO YaCTOTY PEaKIuil.

TabanuHoe pE3IOME HEKENATEIbLHBIX PeaKIUH

Hapywenus co cmoponsi kposu u numgpamuyeckou cucmemuol

Heuacro: [aTOJIOTHYECKOE KPOBOTEUEHHE, IPEUMYIIECTBEHHO KPOBOM3IIUSHUE B KOKY
U CIM3KCTBIE O0OJOYKHM (B TOM 4YHCJIE OSKXMMO3 M THHEKOJIOTHYECKOE
KPOBOTCUECHHE).

Ouenb peiko:  TPOMOOLIUTONIEHHUS.
Hapywenus co cmoponbt UuMMYHHOU cucmembl

OueHb peko:  TsDKeNble alllepruyeckre peakluuu (BKIoYas aHaQUIAKTOUAHBIE PEaKIUU U
AHTMOHEBPOTUYECKHUH OTEK).

OHOOKpuHHbIE HapYUeHUs

OdeHb penKo:  CHHAPOM HEaJEKBaTHOM CEKPELMM aHTUANYPETUYECKOTO FOPMOHa.
Hapywenus memabonusma u numanus

Yacro: CHWDKCHUE alIeTUTA, MOBBIIICHUE KOHLICHTPALMK X0IECTEPUHA.
Penxo: TUIIOHATPUEMHSL.

FI/IHOHanI/ICMI/ISI BCTPCHACTCA INMPCUMYIICCTBCHHO Yy IMOKHWIIBIX IMAIIUCHTOB U B PpAAC ClIydacB
O6YCJ'IOBJ'ICHa CUHAPOMOM HeaJleKBaTHOM CCKPCIUN aHTUANYPETHUICCKOI'0 TOPMOHA.

Icuxuueckue Hapywernus

Yacro: COHJIMBOCTBD, 6CCCOHHI/II_I3., aXuTanusi, naToJIOTUHYCCKUEC CHOBHUIACHUA
(BKJ'IIO‘-IaH KOIIMapHbIC CHOBI/I,[[GHI/IH).

Heuacro: CITYTAHHOCTb CO3HAaHU, raJINIFOIIUHALIUH.
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Penko: MaHHaKaJlbHBIE peaKOuHu, TPE¢BOra, néﬁwv&%ﬂé&uﬁgﬂﬁzﬁmq&ﬁne ]aTaKH,
aKaTHh3Hus.
Yacrora CYUIUAANIbHBIE MBICTH U CYUIIUAATLHOE TTOBEICHUE, OPYKCHU3M.

HEHU3BCCTHA.

Cnyan/I CyunnuaaJIbHbIX MBICJICH U CyHnIAaJIbHOI'O ITOBEACHUA ObUIH 3apCTUCTPHUPOBAHBLI BO BpEMA
JICYCHUS ITaPpOKCETUHOM MJIM B PAHHHUEC CPOKH ITOCJIC ITPEKPAIICHUS JICUCHUSA.

,HaHHBIe CUMIITOMBI MOT'YT OBITE O6y0J'IOBJ'I€HBI OCHOBHBIM 3a00JIEBAHHEM.

Hapywenus co cmoponwl HepaHoii cucmembl

Yacro: TOJIOBOKPYKEHHE, TPEMOp, TOJIOBHas 00Jib, HapylUIEHHWE KOHLEHTPAINU
BHUMAaHUS.

Heuacro: SKCTpanupamMuaHble PacCTPONCTBA.

Penxo: CYZIOpOTHY, CHHJIPOM O€CHOKOMHBIX HOT.

OdeHb peqKo:  CepOTOHMHOBBIA CHHAPOM (CHUMIOTOMBI MOTYT BKJIIOYaTh aXKHUTAIUIO,
CIIyTAHHOCTh CO3HAHUSA, YCHJIEHHOE MOTOOTACJIICHUE, TaUIIOIUHAIINH,
runeppediekcro, MUOKIOHYC, TAXUKAPUIO C APOKbIO U TPEMOP).

Y namueHToB ¢ HapyImICHUCM IABUTATCIIbHBIX Q)YHKHI/II;'I WKW TPUMCHABIIUX HeﬁpOHCHTHKH
HHOrjga Ha6J'IIOI[aJ'IOCB pPa3BUTUC BKCTpaHI/IpaMI/IHHOﬁ CHUMIITOMAaTHKH, BKJIXO4Yasd opocbaunanLHon
AUCTOHMHIO.

Hapywenus co cmoponwl opeana 3penus

Yacro: HEYETKOCTb 3PEHHUS.

Heuacro: MUIpHUA3.

Ouenb peako:  ocTpas Iiaykoma.

Hapywenus co cmoponvl opeana ciyxa u nadbupunma

Yacrota IIyM B yIIax.
HEU3BECTHA!

Hapywenus co cmoponst cepoya
Heuacro: CHUHYCOBas TaXUKAP/AUS.
Penxo: Opaaukapausl.
Hapywenus co cmoponwt cocyoos

Heuacro: nocrypajbHad THUIOTCH3UA, BpPCMCHHOC [MOBBINICHUC HWJIM CHHUIKCHHC
ApTCPUATIBHOTO NAaBJICHUA.

BpemeHHOe MOBBIIIEHHE MIIM CHHXKEHHE apTepUaIbHOTO JABJIEHMs OBLIO 3aperucTpUPOBAHO
IIOCJIE JIEYEHNUS TAPOKCETUHOM, KaK IIPaBUJIO, Y MALUEHTOB € MPEAIIECTBYIOIIEN TUIIEpTEH3UEN
UJIA TPEBOTOM.
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MY OTYETY

Yacro: 3€BOTA.

Kenyoouno-kuuieunvle HapyueHus

OueHb YyacTo:  TOIIHOTA.

Yacro: 3arop, 1uapesi, ppoTa, CyXoCTh BO PTY.

OdeHb penKko:  JKEMyJOYHO-KHUIIIEYHOE KPOBOTCUCHHE.
Hapywenus co cmoponwvl neyenu u sicenueol800sauux nymei
Penxo: MTOBBIIIEHUE AKTHBHOCTH MTEYCHOUYHBIX (DEPMEHTOB.

OueHb peqKo:  HeXKenaTelbHbIe PeaklMy CO CTOPOHBI MEYeHH (Takue Kak remaTuT, MHOTAA
COTPOBOXK/IAIOIIUICS KENTYXON U/UITU MEUEHOYHON HEeAOCTATOYHOCTHIO).

Coo6man005 O TIIOBBIIICHHKM AKTHMBHOCTH IICYCHOYHBIX (i)epMeHTOB. HOCTpeI‘I/ICTpaI_[I/IOHHbIe
COO6H.I€HI/IH O HECXKCIIATCIIbHBIX pC€aKUusaX CO CTOPOHLI IICYCHU (TaKI/IX KaK ICIIaTuT, HHOrJa
COHpOBO)KI[&I-OH.IHfICH )KCHTYXOﬁ W/UId TeYEHOYHOMN HCHOCTaTOHHOCTLIO) Ha6n}oz[an1/101> O4YCHb
PCIKO. BOHpOC (6] HCHCCOO6pa3HOCTI/I INpCKpaeHusA JICHCHUS IMMapOKCECTUHOM HeO6XOI[I/IMO
paccMaTpuBaTh B TCX Cliy4dasaX, Korga Ha6J'II-OI[aeTCH JIUTCJIIBHOC ITOBBIILICHHUEC nokasareJiei
(bYHKI_II/IOHaJ'ILHLIX INCYCHOYHBIX Hp06.

Hapymeﬂuﬂ CO CNMOPOHbL KOJHCU U NOOKOICHBIX MKAHEL
Yacro: IIOBBIIICHHOC ITOTOOTACIICHUC.
Heuacro: KO’KHBIC BBICBIIIAHUA, Y.

Ouenb penko:  peakuuu (OTOUYBCTBUTEIBHOCTH, TSDKENbIE KOXKHBIE peakiuud (BKIIOYAs
noauMoppHyto sputreMmy, cuHApoM CTuBeHa-/[)KOHCOHa U TOKCHYECKUH
SMHJIepMaJIbHBINA HEKPOJIN3), KpPAIIMBHUIIA.

Hapywenus co cmoponvl nouex u Mouegbleoosuyux nymei

Heuacro: 3a/iepKKa MOYEHUCITY CKaHH s, HEJIEPKaHUE MOUHU.
Hapywenus co cmoponvl penpo0yKmusHou cucmembvl U MOIOUHBIX Jicele3
OueHb 4acTo:  CeKcyallbHast AUCHYHKIHMS.

Penko: TUIIEPIPOTIAKTUHEMUSI/TAJIAKTOpEes, HapyIIeHUs MEHCTPYaJbHOrO IHKIA (B TOM
qucI€ MEHOpparus, MeTpopparusi, aMeHopes, 3aJepiKKa MEHCTpyaluud W
HeperyJsipHble MEHCTPYaLHH).

OueHb PCAKO: IpuarusM.
Hapymeﬁuﬂ CO CMOpPOHbL szmelmoﬁ, CKelemHoll U COeOUHUMETbHOU MKAHU
Penxo: apTpajirvsi, MUaJIrus.

B snupemMuonorndeckux HCCJICAOBAaHUAX, IMMPOBCACHHBIX B OCHOBHOM C Y4YAaCTHCM IAIIUCHTOB B
BO3pacCTe 50 mer m CTapuIC, IOKAa3aHO YBCIMYCHUC PpHCKa ICPCIOMOB KOoCTel Yy NanruCeHTOB,

C.17u3 24



COOTBETCTBYET 3KCNEPTHOMY OTUYETY

ot 16.05.2025 N= 12508
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JIeKAIIUN B OCHOBE 3TOT0 PUCKA, HEU3BECTEH.

Obwue HapywieHus U peakyuu 8 mecme 66e0eHUs

Yacro: acTeHUsl, yBeJIMUCHHUE MACChI TeIa.

OueHb penko:  nepudpepuyecKue OTeKH.

Cumnmombsl, 803HUKAIOWUE NPU NPEKPAUEHUU JleYeHUsI NAPOKCEMUHOM

Yacro: TOJIOBOKPY)KEHHE, CCHCOpPHBIE HapyIICHUs, HapyIICHHUs CHa, TpeBOra,
roJI0BHAs OO0JIb.

Heuacro: QXUTAIMs, TOIIHOTA, TPEMOpP, CIYTAaHHOCTh CO3HAHUS, IIOBBIIMICHHOE
MOTOOTICJICHUE, AMOIMOHAIbHAS JAOWIBHOCTb, 3PUTEIbHBIC HapYyIICHUS,
ONIYIIICHUE CepALCOnCHUS, Tuapesi, pa3apaKuTeIbHOCTD.

BepeMeHHocnbe, noczzepodoeblﬁ nepuod U nepuHamailbHble COCMOARUA

seskesk
YacroTta MMOCJICPOAOBOC KPOBOTCUYCHHUC .
HCU3BCCTHA:

otk

— JIaHHOE HEXKeJIaTeIbHOE SBJICHUE 3apETHCTPUPOBAHO KakK Kiacc-3QQEKT Ui MpernaparoB
rpynnsl CUO3C/CUO3CH (cM. pasnen 4.6).

Kak n IIpr OTMEHE APYIUX INCUXOTPOIIHBIX JICKAPCTBCHHBIX MPCIIAPATOB, IMPCKPAIICHUC JICUCHU A
MMapOKCECTUHOM (OCO6€HHO pe31<oe) MOZKET BbI3bIBATb TAKHEC CHMIITOMBI, KaK I'OJIOBOKPYIKCHUC,
CCHCOPHBIC HAPYUICHU (BKJHO‘Iaf{ MapeCTe3nu, OIYHICHUC pa3psaa 3JICKTPUICCKOTI'O TOKA U IIYyM
B ymax), HApylICHHUA CHa (BKJ'IIO‘laH SIPKUC CHBI), AXKUTaouA WK TpEBOra, TOIIHOTA, OJJOBHAs
6OJ'II>, TPEMOp, CHYTAHHOCTbL CO3HAHUW:A, AUApEs, IOBBIMNICHHOC IIOTOOTACIICHHUE, OIIYIICHUC
cepz[ue6HeHH${, OMOIIMOHAJIbHAasA J'Ia6I/IJ'ILHOCTB, pPasaApaKUTCIbHOCTD, 3pUTCIIBHBIC HAPYIICHUA . v
OOJIBIIIMHCTBA MalUEHTOB 3TH CUMIITOMBI SBJISAIOTCA JICTKUMU UM YMEPCHHO BBIPAKCHHBIMH U
npoxoadT CaMOIIPOU3BOJIBHO. HeuszpectHa v ogHa rpy1iia MnManueHTOB, KOTOpas HnoABCPrajIacChb
OBl IMOBBIIICHHOMY PUCKY PA3BUTHA TaKUX CUMIITOMOB; ITIO3TOMY, €CJIN B JICHCHUHU ITAPOKCCTUHOM
Ooyiee HET HCO6XOJII/IMOCTI/I, A03Yy IIpcliapara HCO6XO)II/IMO CHIJKATh MEIJIEHHO OO IIOJHOM
OTMCHBI.

CTH

Habmroanuce crneyromire HexenaTeIbHbIe PEeaKIIui B KIIMHUYECKUX UCCIETOBAHUAX C yIaCTUEM
JeTei: HMOIIMOHANIbHAS TAOMIBHOCTH (BKIFOUYAsl IPUYMHEHUE Bpeia caMoMy ce0e, CyHIIiIaIbHbIe
MBICTTH, CYMIIMJaJIbHbIE TOMBITKH, IJIAKCUBOCTh MU KOJEOAHUS HACTPOCHHUS), KPOBOTEUEHHS,
BpPaXJI€OHOCTh, CHIDKEHHUE alleTUuTa, TPEMOp, MOBBIIIEHHOE MOTOOT/ENCHNE, TUIIEPKUHE3US U
axuranug. CyununanbHble MBICTH U CYUIUAAIBHBIC TIOMBITKA B OCHOBHOM HAONIOAANUCH B
KJIIMHUYECKUX UCCIEAOBAaHUAX C YHYACTHEM MOAPOCTKOB C ACMPECCUBHBIMU 3MU304aMH CpEeIHEN U
TSDKEJION CTETEeHU TSHKECTH W PEKYPPEHTHBIM JIEPECCUBHBIM paccTpoiicTBOM. BpaxkmeOHOCTh
oTMeUalach, B YacCTHOCTH, y JeTed ¢ 00CeCCHBHO-KOMITYJIbCHUBHBIM PAacCTPOWCTBOM, B
0COOCHHOCTH Y AeTel miasmie 12 mer.

B kImHMYECKHX HCCIEI0BaHMAIX IIpu MOCTCIICHHOM YMCHBIICHUU CYTO‘IHOI>'I J03bI (CYTO‘-IHYIO

7103y yMeHbIaau Ha 10 MT B ICHb C HHTEPBAJIIOM B OJIHY HEZEIO 70 1036l 10 MI' B JICHb B TCUCHHE
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OJTHOU HEJIeTN ) HaOTI0JAJTUCh TAKWE CHMIITOMBI,[KaK 3MOH;LGEHHE]A;§%E§M&III€%%3%%TL

TOJIOBOKPY>KEHHE, TOIIHOTA U 00JIb B )KMBOTE, KOTOPbIE PETUCTPUPOBAINCH KaK MUHUMYM Y 2 %
MAIMEHTOB Ha ()OHE CHUKEHMsSI J103bl MAapOKCETHHA WIM MOCJe MOJHOW OTMEHBI Mpemnapara u
BCTpEUaINCh KaK MUHUMYM B 2 pasa yaille, 4eM B rpymie miamneoo.

COO6H.I€HI/IC 0 ITOA03PEBACMBIX HEXKCIIATCIBbHBIX PECAKIINAX

Baxno COO6H_[aTI) 0 IIOAO3PE€BACMBIX HEXKCIATCIBHBIX PCAKIUAX II0CJIC PErucTpannuu
JICKApCTBCHHOT'O IIpfriapaTra C LECJIbIO obOecrieyeHus HEMIPEPBIBHOI'O MOHUTOPHHI'a COOTHOIICHUSA
«II0JIb3a — PHUCK» JICKapCTBCHHOI'O0 IIp€IiapaTta. Me,I[I/II_[I/IHCKI/IM pa6OTHI/IKaM PEKOMCHAYETCA
COO6H_IaTB 0 JII00BIX IoaO3p€BAaCMbIX HEXKEIATCIbHBIX PEAKIUAX JICKAPCTBECHHOI'O IIp€rapara
Y€pe3 HAMMOHAJIbHBIC CHUCTEMBI COO6H_I€HI/I5[ 0 HEXKECIATCIbHBIX PCAKIUAX I'OCyaAapCTB — YJICHOB
EBpaSHﬁCKOFO 9KOHOMHUYECKOI'O COr03a.

Poccuiickas @enepanus

®OenepanbHas ciryx0a 1mo Hax3opy B cdepe 3apaBooxpanenus (Poc3apaBuaazop)
Anpec: 109012, r. MockBa, CraBsiHCKas IUIomianp, 1. 4, ctp. 1

Temn.: +7 800 550-99-03

OnekrponHas modra: pharm@roszdravnadzor.gov.ru

Caiit: www.roszdravnadzor.gov.ru

Pecny6nuka benapychb

PecnyOnukanckoe yHutapHoe mnpennpustue «lleHTp 3KcmepTH3 M UCHOBITAaHUH B
3JIpaBOOXPAHEHUID)

Anpec: 220037, r. Munck, nep. ToBapuiieckui, 1. 2a

Ten.: +375 17 242-00-29

®daxkc: +375 17-242-00-29

DnekrponHas mouta: rcpl@rceth.by

Caiit: www.rceth.by

4.9. Ilepeno3upoBka
CumMnToMbI

Nwmeromasicss nuadopmaius 0 nepeo3upoOBKe MapoOKCETUHA CBUACTEIBCTBYET O €r0 IMIMPOKOM
nMana3oHe 0e30macHOCTH.

[lpy Tmepemso3upoBKE MAapOKCETHHA IOMHMO CHMIITOMOB, OIHCAaHHBIX B pasnene 4.8,
HaOJII0IAI0TCS JINXOPAJKa, U3MEHEHUSI apTepUaIbHOTO 1aBJIEHUS, HEIPOU3BOJIbHBIE COKpAILlEHUS

MBI, TPEBOI'a U TaXUKapAWs.

CocTosiHME TalMEeHTOB OOBIYHO HOPMAJIM30BaJIOCh 0€3 CEepbE3HBIX IOCIEACTBUN Jaxe MpH
omHOKpaTHOM nipueme 103 710 2 000 mr. B psine cooOniennii onmucaHbl TaKHE CAUMITOMBI, KaK KOMa
n m3MeHenuss OKI'; ciaywam neranmpHOro ucxoja HaOIIOJATUCh OYEHBb PEAKO, OOBIYHO
COO6HIaJ'II/ICB B TCX CUTyalUAX, KOrja MHalnuEHTbI NPUHUMAIN IAPOKCETHH BMECTC C APYTUMH
TICHXOTPOITHBIMU TIpeTnapaTaMu, ¢ aJIKOTOJIeM WK 0e3 Hero.
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COOTBETCTEYET 3KCNEPTHO
ot 16.05.2025 N= 12508

(NOCNEQCBATENEHOCTE 0010)

JleueHune

MY OTYETY

CHGHI/I(l)I/I‘ICCKI/Iﬁ AHTUOO0T IIapOKCETUHA HCU3BECTCH. Jleyenmne JOJIDKHO BKJIIOYaTb 06H_[I/Ie MCDPBHI,
IIPUMCEHACMBIC ITPpHU IEPEIO3UPOBKE JIFOOBIMHA AHTUACIIPECCAaHTaMMU. IlokazaHbl nmoaACp KruBaronas
TEpaIusil u YacThIN MOHUTOPHUHT OCHOBHBIX (bl/ISI/IOJ'IOFI/ILIeCKI/IX HOKaSaTeHeﬁ, a TaK)XKE TINATCIBbHOC
Ha6J'IIO,I[eHI/IC. JleueHnue nanyueHTa JOOJDKHO ITPOBOAMTHECA B COOTBETCTBUH C KIMHUYECKOM
KapTHHOﬁ 100 B COOTBETCTBHHU C PEKOMEHAAINUAMNU HAIIUOHAJIBHOI'O TOKCHKOJIOTHYECKOI'O
LOEHTpa, IpH €ro HaJIu4nu.

5. ®APMAKOJIOTTYECKHUE CBOMCTBA
5.1. ®apmakoguHAMHYeCKHe CBOHCTBA

(DapMaKOTepaHeBTI/I‘IeCKaH rpyumma: IICUXO0AHAJIICITUKHA, AHTUIACIPECCAHTBI, CCJICKTUBHBIC
I/IHI‘I/I6I/ITOpI)I O6paTHOFO 3axBaTa CECpOTOHHUHA.

Kon ATX: NO6ABOS.

MexaHu3M ASHCTBUS

[TapokceTuH —  9TO  MOIIHBIM  CENEKTHBHBIH  MHTHOUTOp  OOpaTHOTO  3axBara
S-ruapokcutpunrtamuna (5-HT, ceporonun). IlpunHaTO cuuTaTh, 4TO €ro aHTUACHPECCUBHAS
AKTUBHOCTH ¥ 3()(PEKTUBHOCTD MPH JICUEHUN 00CECCUBHO-KOMITYILCUBHOTO paccTpoiictBa (OKP)
U TaHWYECKOTO0 pPacCTpoWcTBa OO0YCJIOBIEHA CHENU(PUUESCKUM HMHTUOMPOBAHHEM OOPATHOTO
3axBata 5-HT B HelipoHax roJIOBHOTO MO3Ta.

ITo XUMHUYCCKOMY CTPOCHHUIO IMAPOKCCTUH OTIIMYACTCA OT TPULHUKINYCCKUX, TCTPATUKIINYCCKUX U
APYTrUX U3BCCTHBIX aHTUACTIPCCCAHTOB.

HaPOKCGTI/IH XapaKTCPU3yCTCs HHU3KHUM a(l)(bI/IHI/ITeTOM K MYCKAapUHOBBIM XOJIMHCPIUYICCKUM
peacnropaM, a HUCCICAOBAHUSA Ha XHUBOTHBIX IIOKAa3aJIM, YTO OH 06J1az[aeT JUIIb CIa0BIMU
AHTUXOJIMHCPTUYCCKUMHA CBOMCTBaMH.

B COOTBETCTBHHU € TakuM H30MpATENbHBIM JEHCTBUEM MAPOKCETHHA B MCCICIOBAHUAX IN Vitro
[I0Ka3aHO, YTO OH, B OTJIMYUE OT TPULMKINYECKUX aHTHJEHNPECCAHTOB, XapaKTEepPHU3yeTcs
HE3HAYUTENbHBIM apQUHUTETOM K a1, 02 U [f-alpeHOpEIeNTOpaM, a Takxke K 1opamMuHoBbIM (D2),
5-HT1-nono6usiv, 5-HT2 u rucramunoBbM (Hi) peunentopam. OTcyTcTBHE B3aUMOACHUCTBUS C
MOCTCHHANTHYECKAMH pelenTopaMu iN Vitr0 TOATBEepKAaeTCsl pe3ylbTaTaMH HCCIICAOBaHHIMA
iN ViVO, KOTOpBIE CBHICTEIBCTBYIOT O TOM, YTO MAPOKCETUH HE YTHETACT LCHTPAIbHYIO HEPBHYIO
cucremy (LIHC) u He BbI3bIBaET apTepHalIbHYIO THIIOTEH3HIO.

dapmakogngamMuyeckue 3P HeKToI

[TapokceTnH He HapyImIaeT MCUXOMOTOPHBIE (PYHKIMHM M HE YCHIIMBAET YrHETaIoIee JeHCTBHE
sra"ona Ha ITHC.

Kak u npyrue ceinekTHBHbIE WHTHOMTOpPHI oOpaTHOro 3axmarta S5-HT, mapoKCeTHH BBI3BIBAET
CUMITOMBI 4pe3MepHOi ctumyisuuu S-HT-penentopoB npu BBEIEHUM XUBOTHBIM, KOTOpBIE
paHee MoIy4aiar HHrUOUTOpbl MOHOAMHHOKCHAA3bl (MAO) mnu Tpuntodas.

B uccrnenoBanusx no oueHke noseaeHus U DO MokazaHO, YTO MAPOKCETHH BbI3bIBAET cialble
akTuBUpylomue H¢PQGeKTsl B 103aX, MPEBHIMIAOLIINX J03bl, KOTOpble TpeOyroTcs it
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uHruOMpoBanus ooparHoro 3axsarta 5S-HT. [To ¢Boeii nﬁﬁBﬁﬁQ&J‘aﬁ%MeT@&hcﬁa HE

MY OTYETY

SBJISIFOTCS «aM()eTaMHUHOIIOJOOHBIMI.

B HCCIICAOBAHUAX HAa JKUBOTHBIX ITOKAa3aHa Xopomasa INEPEHOCUMOCTh B OTHOIICHHU CEPACYHO-
COCYI[HCTOﬁ CHUCTCMBI.

ITocne IIPUMCEHCHUA Y 3IO0POBBIX JIMI IIapPpOKCETUH HE BBI3BIBACT KIMHUYCCKH 3HAYHUMBIC
HN3MCHCHUA apTCPUATIBbHOIO AaBJICHUA, YaCTOThI CEPACUHBIX COKpaH_[eHI/II\/'I n OKT'.

I/ICCJ'IG,I[OBaHI/IH IIoKasajii, 4TO, B OTJIHYHUC OT AaHTHUACIPECCAHTOB, KOTOPLIC I/IHFI/I6I/Ipy10T
O6paTHBII>'I 3axBaT HOpaApCHAJIMHA, IMapOKCECTHH o6naz[aeT ropasao MEHBIIEH CIOCOOHOCTHIO
I/IHI‘I/I6I/IpOBaTB AHTUTUIICPTCH3HUBHEBIC CBOMCTBaA I'YaHCTUHHA.

52. ®apMakoKHHeTHYECKHE CBOWCTBA

AOGcopOuus

ITocne IIprueMa BHYTPb IIapOKCETHUH XOPOLIO BCACBIBACTCA U ITOABEPTACTCA MeTa6OJII/I3My IIEepBOro
IMPOXOKIACHHA. Bcaencrue MeTaboau3Ma IIEPpBOro IIPOXOKACHUA B CHCTEMHBIHN KPOBOTOK
MMOCTYNACT MCHBIICC KOJIMICCTBO IMMAPOKCETHHA, YEM TO, KOTOPOC a6c0p61/1pyeTc;1 N3 KCIYJOYHO-
KHUIOCYHOT'O TpaKTa. IIo MEpC YBCIUYCHHUSA KOJHUYCCTBA IIAPOKCETUHA B OpraHU3ME IIpU
OJIHOKpPATHOM IIpUCMEC OONIBIINX 03 WK ITPU MHOI'OKpPATHOM IIPUEME OOBIYHBIX 03 IIPOUCXOOUT
YaCTHYHOC HACBhIIICHUC METa0O0IHYECKOTO IIyTH IEPBOTO MMPOXOKACHUA U YMCHBIIACTCS KIIUPCHC
IMapOKCETHUHA U3 ILIA3Mbl KPOBH. 9T0 IIPUBOAUT K HCEIIPOIIOPHAUOHAIBHOMY IMOBBIIICHHUIO
KOHLICHTPAUX ITapOKCECTUHA B I1JIa3ME KPOBU, IIO3TOMY €TI0 (I)apMaKOKI/IHeTI/I‘IeCKI/IC ImapaMeTphbIl
HCIIOCTOAHHBI, CICACTBHCM 4YCTO0 ABJIACTCA HEIWHEHHAss KHHETHKA. OI[HaKO HEIUHEHHOCTh
KUHETUKH OOBIYHO BbIpa’)XCHa HC3HAYHUTCIIbBHO U Ha6J'IIOI[aeTC$I TOJIBKO y TCX MAIUCHTOB, Y
KOTOpPBIX Ha (1)0He IIpueéMa HHU3KHX O03 IIpCliapara B IINIa3ME KPOBH IJOCTHUIAarOTCA HHU3KHC
KOHICHTPAUHX MMaPOKCCTUHA.

PaBHOBecHas cucteMHas KOHICHTpalusgd JOCTUTACTCA 4YCPE3 7-14 JHEH IOoce Haydala JICYSHUS
MMapoOKCETHUHOM, €ro (I)apMaKOKI/IHCTI/I‘IeCKI/IC MnapaMeTphbl, KaK IMIpaBHUJIO, HC U3MCHAIOTCI B XOIC
JINTEIIbHOM TCparuu.

Pacnpenenenue

HapOKCGTI/IH SHAYUTCIBHO PpacupeacisaeTCs B TKaHAX, U (I)apMaKOKI/IHeTI/ILIeCKI/Ie pacyCThL
IMMOKAa3bIBAKOT, 4YTO B IIJIa3M€ KPOBU OCTACTCA JIMIIb 1 % Bcero kommyecTBa IapOKCETHUHA,
MPUCYTCTBYIOLICT'O B OPraHU3MC.

B TCPANICBTUYCCKUX KOHLOCHTpAIUAX JIIPUMCECPHO 95 % Haxo4dgmerocsa B IUIA3ME  KpPOBU
MapOKCETHHA CBA3aHO C OcnKamu.

He BbIABIEHA KOppessilMs MeXAy KOHIIEHTpalued MapoKCceTMHa B IUIa3M€ KPOBU U €ro
KIMHUYECKUM 3P PeKToM (¢ TOOOYHBIMU peakusIMU U 3¢ (PEeKTUBHOCTHIO).

Buorpancdopmarnus

OCHOBHBIMU METa0OJIMTAMU MapOKCETHUHA SBJIAIOTCA NOJAPHBIC U KOHBIOTHUPOBAHHBIC ITPOAYKThBI
OKHCJICHHUS W MCTHIIMPOBAHUA, KOTOPBIC JICTKO JSJIMMHUHHUPYIOTCA HW3 OpraHu3Ma. BBI/IJIy
MPAKTUYCCKOI'O OTCYTCTBHUA Yy 3TUX MeTa00IUTOB (bapMaKonor WYECKOM aKTUBHOCTU HX BKJaJ B

TCPAINICBTHUYCCKUC CBOMCTBa MapOKCETHHA MAJIOBECPOSATCH.
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MeTtabonn3mM HE OTrpaHUYMBAET CIIOCOOHOCTE napox&%ﬁg%g&bjﬁ{@ghycﬂ% ('J_’i“ll;l(;:B‘Iér’l[‘.lb B

OTHoIIeHUU oOpatHoro 3axBara 5-HT B HelipoHax.

OIUMUHALKSA

Menee 2 % npUHSATON 103bI MAPOKCETUHA BHIBOAUTCSA C MOYOM B HEM3MEHEHHOM BH/IE, TOT/1a KaK
AKCKpenus MmetabonuToB gocturaet 64 % no3bl. Okos10 36 % 10361 BBIBOJUTCS C KaJIOM, BEPOSITHO
ronajast B Hero ¢ »kendbio; MeHee 1 % 103bI BRIBOAUTCS C KaJIOM B HEM3MEHEHHOM BHE. TakuMm
00pazoM, MapOKCETUH AMUMHUHUPYETCS MTOYTH IMOJTHOCTBIO B PE3yJIbTaTe METa00IM3MA.

BriBegenre MeTaboiIMTOB HOCUT JBYX(a3HBI XapakTep: BHayaye SBISETCS pPe3yIbTaToM
MeTabonM3Ma MEPBOrO IMPOXOKIACHHS, 3aTeM KOHTPOJIUPYETCS CHUCTEMHOW 3IMMHHALUEH
MapoOKCEeTHHA.

[Tepuox noyBbIBECHUSI TAPOKCETUHA BaApbUPYET, HO OOBIYHO COCTABIISIET OKOJIO 1 CyTOK.

Oco0nIe T'pYIHIIBI NAIIMCHTOB

HabﬂleHl’I’Zbl NOJHCUN020 803pacma, nayuernivbl ¢ HAPpYyueHuem ¢yHKLﬂH/l no4exK u nederu

Y [anuMeHTOB NOXKWIOIO BO3pacTa, MALMEHTOB C TSDKENOM IIOYEYHOW WM IE€YECHOYHOU
HEJ0CTAaTOYHOCTBIO KOHLEHTPALs [IapOKCETHHA B IIJIa3M€ KPOBHU MOXKET YBEINYMBATLCSA, OJTHAKO
Jana3oH ero KOHUEHTPalUi B IUIa3Me KPOBU COBIIAJIAET C TAKOBBIM Y 30POBBIX B3POCIIBIX.

6. OPAPMAIEBTHYECKHUE CBOUCTBA

6.1. IlepeueHb BCIIOMOraTeJbHBIX BElIECTB

Kanbuus runpodocdara quruapar

KapOoxcumerunkpaxmai HaTpus, TUIT A

Marnus cteapar

[Tnenounas obosouka: Onanpaii 6ensiii YS-1R-7003, B cocTaB KOTOPOTO BXOJIAT:
I'unpomennosa

Turana quokcuy

Maxporoa 400

[TomucopOGat 80

6.2. HecoBMecTHMOCTH

He npumenumo.

6.3. Cpok rogHocTH (CpOK XpaHeHHUs1)

3 rona.

6.4. OcoOble Mepbl PeI0CTOPOKHOCTH PU XPAHEHUH
Xpanuts 1pu tremreparype He Boime 30 °C.

6.5. XapaxTtep u conep:kaHue NePBUYHON YIIAKOBKH

ITo 10 Tabnetok B 6nuctep u3 [1BX/amomunueBoit ¢ponsru/Oymaru.

ITo 3 wm 10 6ircTepoB BMECTE € TMCTKOM-BKJIAIBIIIEM B TTAYKy KAPTOHHYIO C KOHTPOJIEM IIEPBOTO
BCKPBITHSI.
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6.6. OcoOble Mepbl NPETOCTOPOKHOCT npn'nl%ﬁm;céﬁyl_lgﬂ%i—l&nl%ﬁa 'T'oro

JIEKAPCTBEHHOI0 MNpenapara WM OTX0A0B, TMOJYYeHHbIX TIOcjle NpPHUMEHEeHUus:
JIEKAPCTBEHHOI0 MpenapaTra u Apyrue MaHUIyJISIUM C IPenapaToM

Oco0ble TpeOOBaHMS OTCYTCTBYIOT.

7. JAEP/KATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHUSA

Poccuiickas @enepanus

AO «I'makcoCmutKuisitn TpertguHr»

Anpec: 125167, r. MockBa, Jlenunrpaackuii np-t, 1. 37A, kopmyc 4, stax 3, nomemenune XV,
KomHaTa 1

Ten.: +7 495 777-89-00

®dakc: +7 495 777-89-01

7.1. IlpencraBuTe/ib Aep:KaTessi PerucTPAllMOHHOIO YA0CTOBEPEeHH S

IIpereH3un HOTDC6HTCJI€I>1 HAaImpaBJIATH I10 aApECy.

Poccuiickas ®@enepanus

AO «I'makcoCmutKuistitn TpertguHr»

Anpec: 125167, r. Mocksa, Jlenunrpaackuii np-1, a. 37A, kopmyc 4, stax 3, nomemieHue XV,
KomHaTa 1

Ten.: +7 495 777-89-00

®dakc: +7 495 777-89-01

JKamoObpl Ha KayecTBO JICKApCTBEHHOI'O TIIperapara HEOOXOJUMO HaIpaBIsaTh Ha aapec
9JIEKTPOHHOM 1oYTHL: 0ax81701@gsk.com

CooO1IeHHsT 0 HEXKENAaTeIbHBIX PEaKIUAX HEOOXOAMMO HAIpPaBIATh Ha aJIpec AJICKTPOHHOU
noutsl: ru.safety@gsk.com

Pecniy6nuka benapych

AO «I'makcoCmutKunsitn Tpeiinunry, Poccuiickas ®enepanus

XamoObr Ha Ka4yecTBO JIEKAPCTBEHHOTO IIperapara HEOOXOIUMO HampaBiIisTh Ha aJpec
anexkTpoHHoM ouThel: QDNP.Complaints@gsk.com

Coo0meHnsi 0 HEXeNaTeNbHBIX PEAKIUAX HEOOXOIMMO HANpaBIATh Ha aJpec AIEKTPOHHOU
nouthl: by.safety(@gsk.com

8. HOMEP PETUCTPAHIMUOHHOI'O YAOCTOBEPEHUSA

JITT-Ne(000746)-(PT-RU)

9. JIATA IEPBUYHOM PETUCTPAIIAM (ITOJATBEPXKJIEHUS PETUCTPAIINN,
MNEPEPET'UCTPALIUN)

Jara nepBoii peructpanun: 04.05.2022

10. JATA NEPECMOTPA TEKCTA

C.23u3 24



COOTBETCTBYET ZKCNEPTHOMY OTUETY
ot 16.05.2025 N= 12508

OO0mias xapakTepucTHKa JIGKApCTBEHHOTO TMperiapara H&@Eﬂﬁ&%ﬁﬂ%@ﬁdﬂ%ﬁhm

noprtasie EBpa3uiickoro 3KOHOMHUYECKOTO CO03a B MH(POPMAIMOHHO-KOMMYHHUKAIIMOHHON CETH
«Hurepuer»: http://eec.eaeunion.org.
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