COOTBETCTBYET 3KCNEPTHOMY OTUYETY
ot 24.01.2023 N2 1190
MUHUCTEPCTBO 3/IPABOOXPAHEHNS POCCHTIEROM OENEPATIIIL

NMHCTPYKIMA
[10 MEIUIIUHCKOMY IMTPUMEHEHMIO JIEKAPCTBEHHOI'O IIPEIIAPATA
ITAPOKCETHH

Perucrpanuonnsiii aomep: JII1-004697

Toprosoe naumenoBanue: IlapoxceTun

MexxayHapogHoe HENATEHTOBAHHOE HAUMEHOBaHUe: [IADOKCETHH
JlexapcrBennas ¢gopma: TaGIETKH, TOKPHITHIE INIEHOYHOH 000I0YKOM
Cocras

Onna taberka 20 MI' COAEPKHT:

Heticmsyrowee seuecmeso:

IApPOKCETHHA THIPOXIIOprAa reMuruapar — 22,80 Mr (B mepecueTe Ha NApOKCETHH OCHOBAHME —
20,00 mr)

Bcnomozamenvuvie geuecmea:

Kaneius ruapodocdara quruapar — 317,75 mr, kapbokcHMeTHIKpaxMall HaTpus (IIPUMOTeNb) —
5,95 Mr, Mmaraug creapar — 3,50 mr

Macca mabnemxu 6e3 obonouru: 350,00 m2

Cocmag nneHoyHot 000104KY:

roToBas cHcTeMa IUeHo9HOro mokpbrtas VIVACOAT®PA-1P-000 — 10,00 mMr [rumpomMeriosa
(I'TIMLY) 6 (E 464) — 3,90 mr, Tutana guokcun (E 171) — 3,00 mr, nonmamexcrposa (E 1200) —
1,50 mr, tanek (E 553b) — 1,00 Mr, momuatminenrmakons (11310 3350 — 0,60 mr].

Homunanvuas macca mabnemxu ¢ obonouxou: 360,00 m2

Onna tabnerka 30 M COREPKUT:

[eticmeyrougee geulecmeo:

HapoKCeTHHA THAPOXIopHaa reMuruapar — 34,20 Mr (B mepecdeTe Ha MAPOKCETHH OCHOBAHHE —
30,00 mr)

Bcnomozamenvrnvle sewecmsa:

Kanpiws ruppodocara guruapar — 306,35 Mr, KapOOKCHMETHIKpaxXMall HaTpHs (IPHMOTeNb) —
5,95 mr, maraus creapar — 3,50 mr

Macca mabnemxu 6e3 obonouxu: 350,00 m2
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COOTBETCTBYET 2K
ot 24.01.2023
(Bxogmwmia M3 N24223472)

Cocmag nienoynou 000104KU:

rOTOBas CHCTEMA [JICHOYHOI'O MOKPHITHS VIVACOAT® PA-3P-255 — 10,00 mr

[runpomerutosa (ITIMLI) 6 (E 464) — 3,90 mr, tutana nuokcun (E 171) — 3,20 mr,
noymaekctposa (E 1200) — 1,50 mr, tansk (E 553b) — 0,79 mr, monustunerrmukons (I11917) 3350
— 0,60 mr, kpacuTeib xene3a okcun kpacHslit (E172) — 0,01 mr].

Homunanvnasn macca mabnemxu ¢ obonouxou: 360,00 me

Onucanne

Tabremru 20 m2

Kpyrisie JBOAKOBBIMYKIbIE TAONETKH, ¢ PHCKOH, MOKPBITHIE IUIEHOYHOH 000si04KoH Gemoro
neeta. Ha momepeunom paspese — saapo Oeoro win moqry 6e1oro nsera.

Tabremxu 30 me

Kpyriibie DBOSIKOBBIIYKIIbIE TaONETKH, C PUCKOH, NOKPBITHIE INIEHOYHOH 00O0JIOYKOH PO30BOro
usera. Ha momepeyrom paspese — sapo 6eoro Uiy moyTy 6esoro 1nsera.
dapMakoTepaneBTHYCCKAS IPyNIAa: aHTHICIIPECCAHT.

Kox ATX: NO6ABO5

dapmaxoIoruiecKue cBoiicrea

Dapmakoounamuxa

Mexanusm Oeticmeus

[TapokceTdH  —  MOIOHBIA M CENEKTHBHBIH  HMHrHOMTOp  OOpaTHOrO  3axBara
S-rugpoxcutpuntamuna (5-HT, ceporonuna). IIpuHATO CUMTaTh, YTO €r0 AHTHAECIPECCAHTHAS
AKTMBHOCTH ¥ 3()(HEKTUBHOCTH MPH JICUSHUH 00CECCHBHO-KOMITYIECHBHOTO paccrpoiicTa (OKP)
U IIAHHYECKOTO paccTpoiicTBa OOYCIIOBNCHa CHeNH(HYECKHM HHIUOMpOBaHMEM OOpPaTHOIO
3axBaTa CEPOTOHMHA HEHPOHAMH MOJIOBHOIO MO3Ta.

XUMHUYECKOE CTPOCHHE MMAPOKCETHHA OTIMYAeTCA OT TPHUIUKINYECKUX, TETPAlMKIMYECKHX H
JPYTHX H3BECTHHIX aHTHACTIPECCAHTOB.

[TapoxcetmH obnamaer HH3KEM adpduHMTETOM K MyCKapUHOBBIM xonnHeerﬁeCKnM
pelenTopaM; HCCIENOBaHMSI HAa JKHUBOTHBIX ITOKa3ald, 9TO OH OOJamaceT JIHMIIb CIaObMM
aHTonnnHepmqecmMﬁ CBOMCTBaMH.

B moxareepxeHue W3GUPaTENbHOCTH ACHCTBUS MMapOKCETHHA HCCIENOBAHUS in Vilro TOKa3ay,
YTO B OTIMYHE OT TPHIMKIAYECKUX aHTHIEIPECCAHTOB OH HMEET HU3KOEe CPOJCTBO K a1, a2, f-
aJpeHOpENenTopaMm, a TaKkxe K fopamMunoBsM (D2), 5S-HT1-mogo6uem, 5-HT2- ¥ rECcTaMHHOBEIM

(H1) pementopam. DTO MOATBEpXIAaeTCs pe3ylbTaTaMU MCCIEAOBAaHMH in Vivo, KOTOpEIE



COOTBETCTBYET 3KC
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[NEPTHOMY OTUYETY

HepBryto cucteMy (IIHC) 1 BBI3BIBATH apTepHalbHYIO THIOTEH3HIO.

Dapmakoounamuyeckue s¢ppexmot

ITapokceTHH He HapynIaeT ICHXOMOTOPHBIE QYHKIMH U HE IOTEHIMPYET YTHETAOIIEE IEHCTBHE
sranona Ha [THC.

Kak ® Jpyrue CeJeKTHBHbIE WHIHOMTOpEI OOpAaTHOrO 3aXBaTa CEPOTOHMHA, NAPOKCETUH
BBI3BIBAET CHMIITOMBI gpe3MepHoi ctuMyisimuu S-HT-penentopos mpH BBEAEHHM >KHBOTHEIM,
KOTOpHIE paHee IONydYald HMHTHOUTOpPhl MoHoammHOKcHAassl (MAO) mmm TpunTodas.
Hccnenosanus noseaenus u D01 mokasaiu, YTo NapOKCETHH BhI3BIBAET CIabbIe aKTHBHPYIOIIHE
3(¢dexTsl B [03aX, NPEBBULAIOIMNX TpeOyeMble IS HMHTHOMpOBaHHsS OOPaTHOIrO 3axBara
ceporonuna. [lo cBoeft mpupoje €ro axkTHBHPYIOIIME CBOMCTBA HE  ABJLIOTCA
«am(eTaMHHOTIOHOOHBIMH ».

HccnemoBanus Ha )XMBOTHBIX MOKA3alld, YTO MApOKCETHUH HE BIMSET Ha CEPACYHO-COCYIAHUCTYIO
cuctemy (CCC).

[TapokceTHH He BHI3bIBAET KIMHHYECKU 3HAYMMBIX M3MEHEHHH apTepuaibHoro nasnenus (AJl),
4acTOTHI CEPIEYHBIX coxpamenuit (YCC) 1 DKI" y 370pOBBIX JIHII.

B ommMyMe OT aHTHAENPECCAHTOB, KOTOpHIE MHIMOUPYIOT OOpaTHBIA 3aXBaT HOPaJpeHAJIHHA,
HapOKCETHH HAMHOTO cjiabee IToaBiieT aHTUTUIIePTEH3UBHEIEC 2()()EKTHI IyaHeTHAVHA.
dapMaKoKHHETHKA

Bcacwvisanue

[TapoKCeTHH XOpOIIO BCACHIBACTCS IIOCE IpHEMa BHYTPh M IIOJBEPraeTcs MeTaboim3My
HEPBOrO MPOXO0XKICHHS Yepe3 IeUCHb.

Bceneacreie MeTaboIu3Ma MepBOro MPOX0XICHUS B CHCTEMHBIH KPOBOTOK ITOCTYIIAET MEHbLICE
KOJIMYECTBO MAPOKCETHHA, YeM TO, KOTOpoe abcopOupyercs U3 JKeIyZ0YHO-KHIICYHOIO TpaKTa
(OKKT). ITo Mepe yBenuueHHs KOJIAIECTBA TAPOKCETHHA B OpraHu3Me IIPH OXHOKPATHOM IIpHEME
OONBIIMX JI03 WIM IPA MHOTOKPaTHOM IHpHEME OOBIMHBIX 03 IIPOUCXOAHUT YaCTHYHOE
HACKLINIEHHE METabONMYECKOro IIyTH IIEPBOrO IPOXOXICHHS H YMEHBINACTCS KIMPEHC
IAPOKCETHHA M3 IUIa3MBL. DTO IPUBOAUT K HEMPOIOPIMOHAILHOMY MOBBIIIEHUIO KOHIEHTPALUH
ApOKCETHHA B IUIa3ME KpPOBH; MO3TOMY IapaMeTphl €ro (papMakOKHHETHKH HENOCTOSHHBEL,
CIICICTBHEM Hero SBISIETCS HelMHelHas KMHeTHKA. TeM He MeHee, HEJMHEHHOCTh KHHETHKH
BBIP@KEHA HE3HAYHMTEJHHO U HAONIONAETCS TONBKO y MAMEHTOB, Y KOTOPHIX Ha (oHE mpHeMa

HHU3KHUX 03 Ipenapara B IUIa3ME KPOBH JOCTHUTAIOTCA HU3KHEC KOHIEHTPAlHH [IaDOKCCTHHA.
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IAPOKCETHHOM; €ero (apMakOKMHETHYECKHE IapaMeTphl, KaK IPAaBUIIO, HE H3MEHSIOTCA INpPH
JUTATENILHON TepamyH.

Pacnpeoenenue

[TapoKCETHH NIKPOKO pachpefe/sieTcss B TKaHAX, M (apMaKOKHHETHYECKHE PacUeThl
DOKA3bIBAIOT, YTO B IUIa3Me KpPOBH oOcTaercs JHUIIb 1 % BCEro KONMYECTBA IAPOKCETHHA,
MIPUCYTCTBYIOIIETO B OPraHU3Me.

B TepameBTHUECKHX KOHUCHTpaUsX NpuMepHO 95 % Haxonmdmerocs B IuIasMe KPOBH
HapOKCETHHA CBI3aHO C OETIKaMH.

He oOHapyeHO KOppelsiIMH MEXAY KOHIEHTpalUsAMH IIapOKCETHHA B IUIa3M€ H €ro
KIHHRYECKAM () (HEeKToM (T.€. ¢ MOOOYHBIMH PEaKIUAMH B 3)(HEKTHBHOCTEIO).

VCTaHOBJIEHO, YTO MAPOKCETHH B HEOONBINNX KOJHYECTBAX IMPOHHMKAET B IPYAHOE MOJIOKO
JKEHIIKH, a TAKXKE B SMOPHOHBI M IUIOJIBI JAOOPATOPHBIX KUBOTHBIX.

Memabonuszm

OcHOBHBIE MeTa0OJMHTHI MAPOKCETHHA INPEICTAaBIAIOT COOOH MOJPHBIE H KOHBIOIHPOBAHHEIE
IPOJYKTEI OKHCJICHUS X METIJIMPOBAHMS, KOTOPbIe OBICTPO BBIBOAATCS M3 OPraHU3Ma, 00NafaroT
cnaboii (papMaKoIOruIecKol aKTHBHOCTBIO H HE BIIHSIOT Ha €0 TEPaleBTHYECKOE NEHCTBHE.
ITpu MeTabonu3Me mapoKCEeTHHA He Hapymaerésl 0OYCIIOBIICHHEIH €ro AeHCTBUEM CEeJICKTHBHBIN
3axBat 5-HT HelipoHamu. A

Buvigeoenue

Brinenenue HEM3MEHEHHOr0 IAapOKCETHHA C MOYOW OOBMHO cocTaBisfeT MeHee 2 % OT
TOPUHATON J03bI, B TO BpeMs KaK SKCKpeIus MeTaboNHTOB cocTaBisieT okono 64 % ot no3el C
KaJIOM 3KCKpETHpYETCs 0KoJIo 36 %, BEpOATHO MOMajasi B HETO C JKEIYbIO; SKCKPEHHUA ¢ KajoM
HEM3MEHEHHOIO IIaPOKCETHHa cocTaBisieT MeHee 1 % oT mo3sl. TakuM o6pa3oM, dIHMUHAIHS
[IAPOKCETHHA MMPOUCXOUT INIABHBIM 00pa3oM IyTeM MeTabonm3Ma.

Briseienne u3 opranusmMa MeTaboJIMTOB MApOKCETHHA HOCHT ABYX(a3HbIA XapaKTep: BHadaje
ABISIETCS pe3yJIbTaToM MeTabonu3Ma TIIEpBOrO IPOXOXKACHHS 4Yepe3 IE€YeHb, 3aTeM
KOHTPOJIUPYETCS CHCTEMHOM dIMMUHALUEH.

[Tepuoa MOyBEIBEACHUS BAPBUPYET, HO OOBIMHO cOCTaBIsIeT 0KoIo 1 cyTok (16-24 ).

Oco0ble rpyunsi NalUeHTOB

Iayuenmol nOJCUL020 803PACMA, NAYUEHMYL C HAPYUeHUEM DYHKYUYU NOYEK U neYeHy

VYV panueHTOB MOXXKHJIOTO BO3pPAcTa, NAIMEHTOB C TKENOH IIOYEYHOH WIHM IEYEHOYHOM

HENOCTATOYHOCTBIO KOHUCHTpANHs IIAapOKCETHHA B INIa3ME€ KpPOBH MOXKET YBCIHNYUBATHCA,
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B3pOCIIBIX.

IMoka3zanusi K NPUMEHEHHIO

Henpeccusnble 3nu30061 cpedneil U mA}CeN0H CIMENEHI MANCECHU

Pexyppenmnoe denpeccusnoe paccmporicmeo

Pe3ynbTaThl MCCIIENOBAHWH, B KOTOPHIX MALMEHTHl NPHHUMAIM MapoKceTHH 10 1 rona,
CBHMJIETEILCTBYIOT O TOM, YTO OH 3((QEeKTHBHO INpEIOTBPAINAECT PEUMIAMBLEI M BO3BpAICHHE
CHMITTOMOB JIETIPECCHHU.

Ob6ceccusHO-KOMRYbCUBHOE PACCIPOHCIMEO

IMapoxceTun 3¢ dexTHBeH NpH JeyeHHH 00cecCHBHO-KOMITyIbcHBHOrO paccrpoicrsa (OKP), B
TOM YHCIIE ¥ B KQUeCTBE CPEACTBA IO UIep XuBaromeil # npodunakrudeckoi Tepanuu. CormaacHo
JaHHBIM ILTale60-KOHTPOIHPYEMBIX HCCeNoBaHui 3G (EeKTUBHOCTD TApOKCETHHA IIPH JIEYSHUH
OKP moamepxuBaiace Mo Kpaiineii mepe B TeyeHue 1 roza. Kpome Ttoro, mapokcerus
a¢dexTuBHO penoTBpaniaet penuaussl OKP.

ITanuueckoe paccmpoiicmeo

[Tapoxcetun 3¢ pexTUBEeH MpPH JICYSHUH TAHWHIECKOTO paccTpoiicTBa ¢ aropadobueii u 6e3 Hee, B
TOM YHCIE B KauecTBE CpeICcTBa MOJUIEpXKUBAOIIEH M MPOQUIAKTHYECKOM Teparvy.
VcTaHoBneHo, YTO HpH JIEYEHHHM ITAHHYECKOrO paccCTpoiCTBa KOMOWHAIMS MapoKCeTHHA H
KOTHHUTUBHO-IIOBEJICHYECKOM  Tepamuu  3HauynmMoO 3((eKTHBHEE, UYeM  H30JHPOBAHHOE
[IPUMEHEHHE KOTHUTUBHO-TIOBEICHIECKON TepaIuy.

CornacHO HaHHBIM ILIANE00-KOHTPOIHPYEMBIX HCCIe0BaHHH 3()()EKTHBHOCTH NAapOKCETHHA
Opy JIeYeHHH [aHWYeCKOro paccTpoicTBa mojnepikuBanack 6omee 1 roma. Kpome Toro,
napokceTHH 3 ()eKTHBHO MPEIOTBpaINaeT PeUINBEl HAaHUYECKOTO PaCCTPOHCTBA.

Coyuansnasn pobun

ITapokceTuH sBisieTcsd G PEKTHBHBIM CPECTBOM JICUCHHS CONUATBHON (oOMH, B TOM YHCIIE U B
Ka4eCTBE JTHTETHHOM MOANePKUBAIOINCH U NPOPHUIaKTHYECKON TepaliH.

[TocrosHHas 3G HeKTHBHOCTH APOKCETHHA IIPH JUTHTEIHHOM JICYCHUH cCOlMaibHON (Hobun OpL1a
IIPOIEMOHCTPUPOBAHA B HCCIIEAOBAHUH 10 IIPESIOTBPALLICHIIO PELUIHBOB.

I'enepanuzoeannoe mpegosicroe paccmpoucmeo

ITapokcerrn 3G PEeKTUBEH P JIEUCHUH T'€HEPATH30BAaHHOIO TPEBOMKHOIO PacCTPOMCTBA, B TOM
yucle M B KayeCcTBe JUIMTENBHOH IOJUIEPXKHBAOIEH Y MNPOQHUIAKTHYECKOR Tepaluy.
Hocrosunas 5p¢eKTUBHOCTh MApPOKCETHHA IpPU JUIUTEIBHOM JIEYEHHH IE€HEPAIM30BAHHOIO
TPEBOYKHOTO paccTpoiicTBa ObUIa IPOJEMOHCTPHPOBAHA B HCCIENOBAHKMH IO IPEAOTBPAINEHHIO

PEUHUAHUBOB.
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Ilocmmpasmamuueckoe cmpeccogoe paccmpolicmso (Bxoasuumi b

[TapoxcernH 3¢ GEeKTUBEH IPH JIEICHUH TOCTTPABMATHYECKOTO CTPECCOBOIO PACCTPOHCTRA.
IIpornBonmoKa3aHus

— THIIEPYYBCTBUTENHHOCTH K JIOOOMY M3 KOMIIOHEHTOB IIpenapara (TO €CTh K HapOKCETHHY HITH
KaKoMy-JM00 U3 BCIIOMOTAaTeNILHBIX BeNIeCTB — cM. pazfien «CocTtaBy);

— ojHOBpeMeHHBIH mpueM ¢ uHrHOUTOopaMH MAO (cM. pasgen «BsaumojedcTsue ¢ APYTHMH
JIEKAPCTBEHHBIMH TIpenapaTaMuy). B HCKIIOUHTENbHBIX CIIydYasX JMHE30JHA (aHTHOHOTHK,
ABIAIONIMICA 0OpaTUMBIM HeceNeKTHBHBIM HHrHOuTOpoM MAQO) momyckaeTcs KOMOMHHPOBATH
C DApOKCETHHOM IIPH YCJIOBHH, YTO IpHEMJIEMBIE AalbTEPHATHBHl JICYEHHS JIMHE3OJHIOM
HEIOCTYIHBI M TMOTEHIHATbHAS [IOJIb3a MPHMEHEHHUS JIMHE30/IUa IPEBOCXOANT PUCK Pa3sBHTHSA
CEPOTOHHHOBOTO CHHJPOMAa MM 3JI0KA4ECTBEHHOIO HEHPOJENTHYECKOro CHHApPOMA Kak
PEaKIMHU Y ONIPEAEICHHOTO MAlHEHTA.

JIOJDKHO OBITH JOCTYIIHO OCHAINCHHWE JUIS TINATENHHOrOo HAOMONEHUS 3a CHMIITOMaMH
CEpOTOHHHOBOTO CHHAPOMA U MOHUTOPHHIA apTEPHAIBLHOIO JIaBICHHS.

JleyeHne mapOKCETHHOM JOILyCKaeTCsI:

a) gepes 2 HeJlelH MoCe MpeKpalieHns JeIeHUs HeoOpaTHMBIMK HHTHOHTOpaMu MAO;

0) He MeHee yeM dYepe3 24 dYaca HOCHE MPeKpalleHHs JICYCHUs OOpaTHUMBIMH HHIHOMTOpaMH
MAO (MOKI00eMHUT, THHE30IH]T, METHJICHOBBIH CHHIH);

B) JOJDKHO NMPOHTH He MEHee 1 Hemenu MeXAy OTMEHOH NMapOKCeTHHAa M HadaloM Tepalud
JM00BIM HHrEONTOpOoM MAO,;

— OIHOBPEMEHHEBIM MpHEeM THOpUAa3HHA. [1apoKCeTHH He CliefyeT IPUMEHATh B KOMOHMHALUH C
THOPHIA3HHOM, MOCKOJIBKY, KaK M JpyTHe IpenapaThl, YTHETAoIUe aKTUBHOCTD IEYCHOYHOIO
m3odepmenta CYP2D6, napokceTHH MOXKET NOBBIIIATh KOHLEHTPAMY THOPHIA3HHA B IUIA3ME,
YT0 MOXET IPHBECTH K YIUTHHEHWIO MHTepBasa QTc W CBs3aHHOW € 3THM JKEIyNXOYKOBOH
apUTMHA THIa «OupysT» (torsades de pointes), MOTEHIMANBHO YrPOXKAIOWIEH >KU3HM, H
BHE3aIIHON CMEPTH;

— OJHOBPEMECHHOE MpHMEHEHHEe C NHMO3MAOM. llapokceTWH He CcleAyeT NpHMEHSTH B
KOMOHMHAIMH C THMO3HUJIOM, TaK KaK IIAPOKCETHH MOXKET ITOBBIATh KOHIEHTPAIHIO MMMO3K/a B
IUT1a3Me, YTO MOXKET MpuBecTH K yaumHeHH:o mHTepBana QT H TsHKENbIM apUTMUAM, BKIXOYAs
APUTMHUH THIIA KITHPYITY;

— GepeMEHHOCTD U HePHOJI IPYIHOTO BCKapMIIHBAHUS;

— IpuMeHenue y Jereli u mojpoctkoB Miaame 18 ner. KoHTpoimpyemsle KIMHHYECKHE
UCCIIEe0OBAaHMs APOKCETHHA TPH JICYSHWH JIETIPECCHH Y JIETel M MOJPOCTKOB HE JOKA3aIM €ro

3(1)(1)6KTI/IBHOCTB, IIO3TOMY IIpe€riapaTt HE IIOKa3aH JJI JICYCHUSA YKaBaHHOﬁ B03paCTHOI71 I'pPYIIIBL
6
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BesomacHOCTh # 3()(EeKTHBHOCTH NTApOKCETHHA| HE nsyqand@s"frpﬁ*’hﬁmiené

MIa/IIel BO3pacTHOM KaTeropud (Miazaue 7 Jer).

C oCcTOpPOKHOCTHIO

[TeyeHouHas HEAOCTATOYHOCTH, IIOYEUYHAs HENOCTATOYHOCTh; 3aKPBITOYrOJIbHAsA IJIayKoMa,
THIEpILIasHs IPEACTATENBHOM JXKeNe3bl; MaHUs; TIATONOTUs cepa (ApUTMHH, OCTPBIH HHGAPKT
MHOKapJa); SMWIENCHS; CYIOPOXKHBIE COCTOSHMSA, Ha3HAYCHHE anexrpon'MnyJIBCHoﬁ TEpaIuy;
mpueM I[PENaparoB, MOBHILNAIONIMX PHCK KPOBOTEYCHHMs; Hamumuue (aKTOpOB pHCKa
HOBBIIEHHOH KPOBOTOYMBOCTH U 3a00JI€BaHMS, IOBBIIIAIOIIHE PUCK KPOBOTOYMBOCTH; ITOXKKITON
BO3pacT.

IlpumeneHue npH 6epeMEHHOCTH M B MEPHOJ rPYAHOr0 BCKAPMJIMBAHMSA

Depmunvrocme

[lo MAaHHBIM WCCIENOBAHHMI HA JKMBOTHBIX IAPOKCETHH MOXET BJIMATh HA KAYeCTBEHHBIE
XapaKTEPUCTHKH CIIEPMBIL.

JlaHHbBIE HWCCIICIOBAaHMN YEIOBEYECKOro MaTepHala in Vilro MOryT yKashlBaTh Ha HEKOTOPOE
BIMSHHE HA KAYeCTBEHHBIE XapaKTEPHUCTHKU CHEPMBI, OJHAKO B COOOIICHHAX O CIy4asx
IPUMEHEHHS Yy 4YeJOBeKa HEKOTOPBIX CEeNEeKTUBHBIX WHIHOMTOPOB OOpaTHOrO 3axBaTa
cepororuna (CHO3C) (Bxmoyas NapoOKCETHH) ObUIO IOKA3aHO, YTO BIHMSIHHE Ha KAYECTBEHHBIC
XapaKTEPUCTHKH CIIEPMBI 0Ka3aI0Ch OOPaTHMBIM.

Jo HACTOAIIErO BpeMEHH He HaOJFOIAJIOCh BIUAHUS Ha QEepTHIBHOCTE YeIoBeKa.
bepemennocmo

HccnenoBadys Ha )XUBOTHEIX HE BHISBAJIA Y MApOKCETHHA TEPaTOrCHHON WM M30HpaTelbHOH
9MOPHOTOKCHYECKON aKTHBHOCTH.

ONHUIEMHUONIOTHYECKHE HCCIIEOBAHUSA MCXO0I0B OEpEMEHHOCTH U IIPHEME aHTHAEIIPECCAHTOB B
IIEPBOM TPHMECTPE BBISIBANM YBEIMYCHHE PHCKa BPOXKICHHBIX aHoManmi, B dactHoctH, CCC
(mampumep, Ae(eKTH MEXOKEIyJOUKOBOH W MEXIPEACEpAHOH NEperopojoK), CBA3aHHBIX C
npuHeMoM IapokcetnHa. [lo uMerommmMmces JAHHBIM BcTpevaemocTh gedextoB CCC mpu
IpUMEHEHHH TAPOKCETHHA BO BpeMsl OepeMEHHOCTH HpHOIM3HTENbHO paBHa 1/50, Torma kax
0XHIaeMas BCTPEYaEMOCTh TaKUX Je(eKTOB B 00IIel MOmyIsIuy NpudIu3uTeNsHo paBHa 1/100
HOBOPOXK/IEHHBIX.

ITpy Ha3HAYEeHHH HAPOKCETHHA HEOOXOAUMO pAcCMOTPETh BO3MOXKHOCTH aAJILTEPHATHBHOIO
jJeyeHHs OepeMEeHHBIX H IUIAHHPYIOIMUX OEpeMEHHOCTh >KeHIMH. IlapokceTwH ciemyer
Ha3HA4YaTh TONBKO B ClIydyae, €CIH IOTCHIMAIbHAs I0Jb3a OT €r0 IPHMEHEHHMA NPEBLIAET
HOTEHIUAIBHEI pUCK. Eciu OyaeT npuBsATO pelleHne O MPEKPaleHUH JEYCHUA TapOKCETHHOM

IIpH 6CpCMeHHOCTI/I, Bpay AOJDKCH CIIEIOBATH PEKOMEHANNAM pa3ACiioB «Cnocob IIPUMEHCHU
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COOTBETCTBYET 2KCNEPTHOMY OTUYETY
ot 24.01.2 |

H
(Bxomauei M3 Nede 234 72
1 1036y — «OTMena mapokcetunay U «Oco0blg yKazaHH» (B CEMHITOMEL, r1‘-‘{a‘ti‘zrro’ffaeMI;Ie IIpH

NpeKpaeHnu! JeUEHUS TaPOKCETHHOM Y B3POCIBIX).

Ecth cOOOIEHHS O MPEeXACBPEMEHHBIX pOJAax y SKCHIIMH, KOTOpbIE MOIY4alIM BO BpeMs
OepemenHocty mapokcetul wi apyrue CHMO3C, oHaxko NpUUMHHO-CIEICTBEHHAS CBA3b MEXIY
IPUEMOM 3THX [IPEIapaToB U MPEXJEBPEMEHHBIMM POJIAMH HE YCTAHOBJICHA.

Jlannsle HaOMIONEHMH CBHIETENHCTBYIOT O IOBBIIIEHHOM pHCKe (MeHee 4eM B J[Ba pasa)
IIOCNIEPOZOBOrO KPOBOTEUEHHs mociie npuMmeHeHHs mpemnaparoB rpynn CHUO3C/CMO3CH
(ceneKTHBHBIE HHTHOMTOPHI OOpPATHOrO 3axBaTa CEPOTOHMHA M HOPAApEHAINHA) B TCUCHHE
OJTHOT'O MecsIa A0 POJIOB.

HeobxomuMo HaOMIONATh 32 COCTOSIHUEM 3/I0POBBSI T€X HOBOPOXKICHHBIX, MAaTE€PU KOTOPBIX
IPUHAMAIM TaPOKCETHH Ha IO3IHHX CPOKaX OEpEMEHHOCTH, MOCKOJBKY HMEIOTCA COOOIICHHUS
00 OCJIO)KHEHHSAX ¥ HOBOPOXKICHHBIX, II0IBEPraBIIMXCS BO3NCHCTBHIO MAPOKCETHHA HIIH APYTHUX
CHO3C B TperbeM TpuMecTpe OepemeHHOCTH. OQHAKO NPHYNHHO-CICACTBEHHAS CBA3b MEXKAY
YIOMSAHYTBIMH OCIIOXKHEHHSMH M OTOM MEIMKaMEHTO3HOH Tepanueil He MOATBEPXICHA.
OmnucaHHbIe KIMHWYECKHE OCJIOXHEHHS BKIIOYAJH: PpECHUPATOPHBIA JHUCTPECC-CHHAPOM,
[[MaHO03, alHOd, CYAOPOXHBIC IPUNAIKH, HECTaOMIBHOCTh TEMIIEPATyphl, TPYAHOCTH C
KOpMJICHHEM, pPBOTY, THUIOIIMKEMHIO, apTepPHAbHYIO TIHICPTEH3HIO, AapTepPUaNIbHYIO
THIOTEH3UI0, THIEppedIeKCHio, TPEeMOp, CHHIPOM IOBBIICHHOW HEPBHO-pedIeKTopHO
BO30YIUMOCTH, Pa3ApPaXKUTEILHOCTD, JIETAPTHIO, TOCTOSHHBIA IIA4 ¥ COHIMBOCTE. B HEKOTOPBIX
COOOIIEHHAX IaHHbIC CHMITOMBI OBUTH OIKCaHBl KaK HEOHATAIbHbIE NpOSBIECHUS CHHAPOMA
«OTMEHBI». B OOJILIMMHCTBE CIIyYacB ONMUCAHHBIE OCTOXHEHHS BO3HUKAIM Cpa3zy IOCIE POAOB
HTA BCKOPE IIOCTIE HUX (B Te€YEHHE 24 4acoB).

ITo mamHbM snupeMHonorudeckux uccuemopanuii nmpuem CHUO3C (Bxmouas MapoKCETHH) BO
BpeMst OepeMEHHOCTH, OCOOEHHO Ha IIO3JHHUX CpOKaX, CONPSDKEH C YBEIMYCHHEM pHUCKA
Pa3BUTHSA NEPCUCTHPYIOLIEH JIErOYHOW TMIEPTEH3UM HOBOPOXICHHBIX. [IOBBIICHHBIM pHCK
HabJroaeTcsa y AeTed, poxIeHHbIX OoT Mmarepei, npuauMaBmux CHMO3C Ha mo3gHUX CpoOKax
OepeMeHHOCTH, W B 4-5 pa3 mpeBblmaeT HaOmomaemsli B obmed momymuuu (1-2 ma 1000
ciiydaeB OEpEMEHHOCTH).

PesynsTaThl HCCIIENOBaHMM HA )KUBOTHBIX OKA3aJM PEIPOAYKTHBHYIO TOKCHYHOCTh Mperapara,
HO IPSMOTO HEONATONPHATHOTO BIIMSHUS B OTHOIICHUH OEpeMEHHOCTH, Pa3BUTHs SMOpPHOHA H
IUTOJIA, POMIOB HIIM MIOCTHATAILHOTO Pa3BUTHS MIOKa3aHO HE OBLIO.

Iepuod 2pyoH020 6CKAPMAUBAHUS

B rpyaHoe MOJIOKO IPOHHWKAIOT HE3HAYMTENHHBIE KONMYECTBA  IIAPOKCETHHA. B

Ol'Iy6JII/IKOBaHHBIX HCCJICMOBAHUAX Y HGTeﬁ, HaxXomAuxXcad Ha TpPYAHOM BCKapMIIMBAaHWUH,
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ot 24.01.2 .

(Bxonausit M3 Ne4223472)
CHIBOPOTOUHAS KOHIEHTpAIMs MApoKceTHHa Ghuia Heompexeiémoi (< 2 i) Wl ovens

COOTBETCTBYET 3KCMEPTHOMY OTUYETY

Hu3Ko (< 4 mr/mn). V pereit HEKAKHX IIPU3HAKOB BO3IEHCTBHUS Iperapara BBIIBIEHO He ObLIO.
TeM He MeHee, MAPOKCETHH HE CIEAyeT NMPHMEHATh BO BpeMsl I'PYAHOTO BCKApMIIMBAHHS 3a
HCKJIIOUYEHHEM TeX CIIydaeB, KOrja ero Imojb3a JJIi MaTepH IPEBBINACT NOTEHIMAIBHBIA PHCK
U1 peOeHKa.

Cocod npumMeHeHHs U A03bI

ITapokceTHH peKOMeHIyeTCsS NPUHAMATh BHYTPh 1 pa3 B CyTKH YTpOM BO BpeMs enpl. TabneTky
CIIE/IyeT TJIOTaTh IeJIAKOM, HE pa3»KeBbIBasi, 3amuBas Bonoil. Hasecennas pucka mo3BoieT pu
HEOOXOJIMMOCTH JENUTD TabJIETKy ¢ JO3UPOBKOM 20 MI' Iomoiam ISt IOy YeHHUs 10361 10 Mr.
Jenpeccugnble 3nu30061 cpedHell U MAN}CENOH CMENEHU U PEKYPPEHMHOE OenpeccusHoe
paccmpoucmeo

Pexomennyemas moza — 20 mr/cyr. Ilpm HE0OXOZMMOCTH, B 3aBUCHMOCTH OT KIMHHYECKOIO
OTBETa BO3MOJXKHO IIOCTEIICHHOE yBeluueHue n03bl Ha 10 mr/cyr (c mHTEpBaloM He MeHee |
HeJesu) 10 MaKcuMalnbHOU 10361 50 Mr/cyT. Kak u npH jeyeHuH TOOBIME aHTUAEIIPECCAHTAMH,
CIEeNyeT oleHuBaTh 3P(EKTHBHOCTh Tepanmuu ¥ NpH HEOOXONUMOCTH KOPPEKTHPOBATH H03Y
apoKceTHHa 4yepe3 2-3 HeIeNd MOCie Hadala JICYEHHs H B JAIBHEHINEM B 3aBHCHMOCTH OT
KJIMHIYECKUX [TOKa3aHuH.

Jlns XynupoBaHUS IENPECCHBHLIX CHMITOMOB U IPEJOTBpALIEHMS PENUIVBOB HEOOXOIAUMO
coOMIOfaTh AJEKBATHYIO JNUTEILHOCTh KYMUPYIOIIEH M IOIIEPKHUBAIOMIECH TepanuH. OTOT
IIEPHOJI MOXET COCTaBJISITh HECKOJIBKO MECSIIEB.

Ob6ceccusHO-KOMRYbCUBHOE PACCHIPOTICIEO

Pexomennyemas mo3a — 40 mr/cyr. Jleuenune HaunHAIOT ¢ 7036 20 MI/cyT, KOTOPYIO MOXKHO
noBbiath Ha 10 mMr/cyt (¢ mHTepBaNOM He MeHee | Henmenu). MakcuManbHas CyTo4YHas J03a —
60 Mr. Heobxoaumo cobOMIOmaTh aJe€KBaTHYIO JUTHTEIHHOCTh Te€panuy (HECKOIBKO MECSLEB U
JIOJIBIIE).

ITanuueckoe paccmpoiicmeo

Pexomennyemas noza — 40 mr/cyt. HavanpHas mo3a — 10 Mr/cyT (Juis CHHDKEHHST BO3MOKHOIO
pHCKa pa3BUTHS 000CTPEHMS MaHUYECKOH CHMITOMATHKH, KOTOPAs MOXKET BO3HHMKATh B Havale
JleYeHys IOOBLIMH aHTHIENIPECCAHTAMH), C IIOCIEAYIOIIIM eXeHeIebHbIM yBeNnueHneM Ha 10
MI/CYT B 3aBHCHMOCTH OT KJIHMHHYECKOro OTBeTa. [IpH HEOOXOMMMOCTH 032 MOXKET OBITH
yBelnUeHa 10 MakcuManbHo# 60 mr/cytr. Heo6xomumo coOMrofaTh aleKBaTHYIO JUIMTENbHOCTD
TepanuH (JO HECKOJIBKUX MECSIEB ¥ JOJIbIIE).

Coyuanvuaa poobun

Pexomenayemas j1o3a coctasisteT 20 Mr/cyT. Ilpu HeoOXOMMMOCTH 1032 MOXKET OBITh yBEIHYEHA
9



COOTBETCTBYET 2KCNEPTHOMY OTYETY
ot 24.01.2 Nz 11390
Ha 10 Mr/cyT (c MHTepBaiOM HE MeHee | HeIEnn) B saprCHMUCTE 'Ot Wi iieckoro oreta.

MakcumaiisHas cyTouHast 103a — 50 Mr.

I'enepanuzoeannoe mpegosicroe paccmpoiucmeo

Pexomennyemas mo3a — 20 mr/cyt. Ilpu HeoOXoAMMOCTH 103a MOXET OBITH yBENHYEHa Ha
10 mr/cyr (c mHTEepBaJoM He MeHee | Helenu) B 3aBHCHMOCTH OT KIIMHHYECKOIO OTBETA.
MaxkcumanbsHas cyTouHas 1o3a — 50 Mr.

ITocmmpaemamuueckoe cmpeccogoe paccmpoicmeo

Pexomennyemas mo3a — 20 mr/cyt. Ilpm HEOOXOMMMOCTH 1032 MOXXET OBITH yBeNMYeHa Ha
10 mr/cyt (c wHTEpBaJOM HE MeHee | HeNelu) B 3aBUCHMOCTH OT KJIIMHHYECKOIO OTBETA.
MaxkcuMajibHas cyTouHas 103a — 50 mr.

Oo6waa undpopmayua

Ommena napoxcemuna

Kak ¥ npu jiedeHu# IPYTMMH ICHXOTPOIHBIMHE IIperapaTaMy, ClelyeT u306erath pe3skoi OTMEHBI
apOKCETHHA.

MosxeT ObITH peKOMEHIOBaHA CIIEAYIOINAsi CXeMa OTMEHBI: CHIDKEHHE CYTOYHOM 10361 Ha 10 Mr B
HEEII0; HOCNC MOCTHKEHHs H035I 20 MI/CYT IAIHEHTHI IPOJODKAIOT PUHUMATE 3Ty 03y B
TedyeHne | HemeNd, W JIMIIb TOCIE 3TOrO IIperapar OTMEHSIOT IOJHOCTBIO. Ecii cHMITOME
OTMEHBI Pa3BHBAIOTCA BO BpeMs CHIDKEHHS TO3BI MUK IIOC)IE OTMEHB! IIpenapara, IenecooopasHo
BO300OHOBHTH MPHEM paHee Ha3HAYEHHOH N03bl. B mociexyromeM Bpad MOXET MpPOJOIDKUTH
CHIDKEH¥E JI03blI, HO 60JjIee MEITIEHHOE.

Ocoo0vle zpynnst nayuenmos

Tayuenme! nosxcunozo ospacma

VY manueHTOB IOXKJIOTO BO3pacTa KOHIEHTpALUs IMapOKCETHHA B TTasme KPOBH MOXET OBITh
IOBBIIEHA, OJHAKO JHWAIIa30H €ro KOHIEHTpalwii B IUIa3Me COBIIQNACT C TaKOBBIM y Oolee
MOJIOABIX ITAIACHTOB. Y JaHHOM KAaTeropuy MAlIEHTOB TEPANHMIO CIEAYyeT HA4MHATh C JO3BI,
PEKOMEH/IYEMOIA IS B3POCIIBIX, KOTOPAst MOXKET OBITH MOBBIIIeHa 10 40 Mr/cyT.

IHayuenmol ¢ Hapyuwenuem GYHKYUU NOYeEK UAU NeYeHY

KoHmeHTpaluss NMapoKCeTHHA B IUIa3ME€ KPOBH YBEJIWYHMBAETCS Y IIAHEHTOB C TSDKEIBIM
HapyluenneM (GYHKIHH MOYeK (KIHpeHC KpeaTWHHHa MeHee 30 MI/MHH) H y IALHECHTOB €
HapylleHdeM (GYHKOMH IedeHW. TakuM [anueHTaM clelyeT Ha3sHadarh JO3bl IIpenapara,
HaXOJSAIHECs Ha HIDKHEH rpaHulle Juana3oHa TepaleBTHYECKHX JO03.

Memu u noopocmiu (mnaowe 18 nem)

IIpuMeHeHHEe MAapOKCETHHA V AeTed ¥ noApocTKOB (Miaie 18 JIeT) IpOTHBOIOKA3AHO.
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COOTBETCTBYET 2K(
ot 24.01
| Bxo OALLLK i

Ilo0o4unoe aeiicrBue

YacToTa M HHTEHCHBHOCTH HEKOTOPHIX MEPEUHCICHHBIX HIDKE HEXKENaTeNbHBIX peaKuii
IIaPOKCETHHA MOTYT YMEHBIIATHCS [I0 MEpe MPOJOIDKEHH JICUCHHS, U TAKHE PEAKUMH OOBIYHO
He TpeOYIOT OTMEHBl mperapara. HexenarenbHblE peakilud, NPEACTABJICHHBIE HHKE,
IEPEYHCIICHBI B COOTBETCTBHH C CHCTEMAMH OPTaHOB M YaCTOTOM BCTPEYAEMOCTH.
Knaccudukauus 4actoThl pa3sBHTUS H060uHEIX 3¢ dexToB (BO3): ouens wacto (> 1/10), gacto
(= 1/100, < 1/10), mewacto (> 1/1000, < 1/100), peaxo (= 1/10000, < 1/1000), ogenb penko (<
1/10000), yacToTa HeuzBecTHA (HE MOXKET OBITH OIIEHEHA 110 UMEIOIHMCS JAHHBIM).
BeTpeyaeMocTh YacThIX M HEYACTHIX HeXeNaTelIbHBIX Peakiuid ObLia OIpeaesieHa Ha OCHOBAHHH
0000IIEHHBIX JAHHBIX 0 OE30MacHOCTH Ipenapara, HoTydeHHbIX y 6onee yeM 8000 manueHnrtos,
YyYACTBOBABLIMX B KIMHAYECKHX HCCIENOBAHMUAX, €€ pacCYMTHIBAIM MO DasHHUIE MEXIY
YAaCTOTOM HEXENATEeJBbHBEIX peaknuié B TIpylnme IapoKceTHHa M B rpynme  Imiauedo.
BcTpeyaeMoCTh peIKUX M OYEHBb PEIKHX HEXENATENIbHBIX PEaKluil ONpenessaad Ha OCHOBAaHHU
IOCTMAPKETHHIOBHIX JAHHEIX, H OHA KacaeTcsi CKOpee YacTOTHI COOOIIEHMH O TAKHX peaKiysX,
YeM MCTHHHOM 4acTOTHI CAMUX PEaKIHiA.

Hapywenus co cmoponvl Kpo6u u Num@amuyeckou Cucmembvl. HeYacmo — INATOJIOTHYECKOE
KPOBOTEUECHHE, IPEUMYLUIECTBEHHO KPOBOM3JIMAHHE B KOXKY H CIM3HCTHIE OOOJOUYKH (B TOM
YHCIIe — 9KXUMO3); 04eHb peOKO — TPOMOOLIUTONICHHS.

Hapywenus co cmoponsl umMmyHHOU cucmemvl: O4eHb peoKo — TSDKENBIE alljieprayecKue
peakuuu (BKIIOYAs aHaQHIaKTOUAHBIE PEaKIU U aHTHOHEBPOTHIECKHH OTEK).

OHOOKpUHHblE — HADYUWIEHUs:  O4YeHb  pedko — CHHIPOM  HEaJEeKBAaTHOH  CeKpeluH
agTHaRypeTndeckoro ropmona (AI).

Hapywenus memabonusma u nNUmMAHUA: 4Yacmo — CHHXKEHHE alllIeTHTa, IOBBIIICHHE
KOHUEHTPALMM XOJIECTEPUHA; peOK0 — THUIOHATPHEMHsS (IPEHMYIIECTBEHHO ¥y IIOMKMIIBIX
HAlHEHTOB; MOXET OBITH 00YCIIOBIICHA CHHIPOMOM HeanekBaTHOH cekpenun AJID).
Icuxuueckue Hapyuwienus: 4acmo — COHJIIMBOCTh, OGCCOHHHUIA, @XUTAHsA, MATOJNOIMYECKHE -
cHOBHEHHS (BKIIOYas KOIOMApHBIE CHOBUACHUS); Hewacmo — CIIyTaHHOCTh CO3HaHMI,
ra/UIIONUHAINN; pedk0 — MaHWAKaJIbHBIE PEaKLUH, TPEBOra, NENEPCOHATM3AIMS, aHHYECKHE
aTaKkW, aKaTU3Us; YACmoma Heu3eecmHa — CYMIUIATbHBIE MBICIH, CYHIUAANLHOE IOBENCHUE
(3aperucTpUpOBaHBl BO BpEMs JICYCHHsT IAPOKCETMHOM HIM B DaHHME CPOKHM IIOCIE
IPEKPAINEHUST JICYCHUs; JAHHBIE CHMIITOMBI MOTYT OBITh OOYCJOBJIEHBEl OCHOBHBIM
3a00JIEBaHUEM ).

Hapywenus co cmoponvl HepeHOU cucmembl: 4acmo — TOJOBOKPYXEHHE, TPEMOp, TOJOBHAS

GoJib, HapylIeHHe KOHIEHTPALMA BHHMAHHS; Heyacmo — SKCTpalMpaMHIHEBIE PacCTPOMCTBA,
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COOTBETCTBYET 2KCNEPTHOMY OTYETY
ot 24.01.2023 N= 1190

M= 2234720
hn BbIM CHHIPOM

" (Bxopauui M3
peodKko — CyIOpOTH, CHHAPOM OECIOKOMHBIX HOL, OYeHb p@ék’b‘ ckpoTto

(CHMIITOMBI MOTYT BKJIFOYATh @KHTALUIO, CIIYTAHHOCTH CO3HAHMSA, YCHJIEHHOE IMOTOOTAEIICHHE,
raJUIONMHAIME, TUneppedIeKCHio, MUOKIOHYC, TaXHKApJHI0O C JPOXKBIO W TPEMOp); ¥
HAlEHTOB C HApYIICHHEM JBUTaTeNIbHBIX (QYHKIUH MM NMPUHUMABIIMX HEHPONEITHKH HHOTAA
HaOJIIONAIOCh Pa3BHTHE OKCTPAMPAMUTHON CHMITOMATHKM, BKIOYas OpOQaIMaibHyIo
JTUCTOHHIO.

Hapywenusa co cmoponvl opeana 3penus: 4acmo — HEYETKOCTDL 3PEHMS; HEYacmo — MHJIpHa3;
04eHb peoKo — OCTpas riaayKoMa.

Hapywenus co cmoponul op2ana ciyxa u 1abupunma: 4acmoma Heu36ecmHna — niyM B yluax.
Hapywenus co cmoponel cepoya: Hewacmo — CHHYCOBas TaXHKapAus; peoko — OpauKapIusl.
Hapywenua co cmoponbr cocyoos: Heyacmo — IOCTypajbHas IMIOTOHHS, BPEMECHHOE
HOBEIIICHAEe W cHIDkeHHEe AJl (BpeMEHHOE IOBBINIEHHE U CHYOKeHME Al 3aperucTpupOBaHO
[OCTIC JICUCHH MapOKCETHHOM, KaK IIPAaBUJIO, Y MALHEHTOB C MPEAIIECTBYIOINEH IHNECPTECH3UEH
JUTH TPEBOTOif).

Hapywenus co cmoporvl ObixamenvHOU CUCMEMbL, OP2AHOE 2PYOHOU KNEMKU U CPeOOCMEHUs:
yacmo — 3€BOTA.

JKenyoouno-xuuieynvle HApyuieHys: OYeHb Yacmo — TOIIHOTA; ¥acmo — 3alop, Auapes, pBoTa,
CYXOCTB BO PTY; OYeHb peoKo — KeIyNOUHO-KUIIEYHOEe KPOBOTEYEHHE.

Hapywenus co cmoponsl newenu u dicenyegul800sauux nymeil: peOko — IOBBILIEHHE AKTHBHOCTH
IIEYCHOYHBIX (EPMEHTOB; OYeHb peOKOo — HEeXeNaTeNbHbIe PEaKIIii CO CTOPOHBI IEYEHH (TaKue,
KaK TeIaTHT, HHOIJ@ COMPOBOXKIAIOIINECS JKENTYX0H /WK NEYEHOYHOU HEJOCTaTOYHOCTHIO).
[MocTperucTpaoHHble COOOIIEHHS O HEXeJaTeNbHBIX PEaKIMsIX CO CTOPOHBI NMEYEHH (TaKUX
KaK relnaTuT, HHOTAA COMPOBOXKAAIOIIMXCS JKENTYX0M W/HIH NeYSeHOYHOH HEAOCTAaTOYHOCTHIO)
ouYeHb peskH. Bompoc 0 1eNeco00pa3HOCTH MPEKPALICHUS JICYCHHI TApOKCETHHOM HEOOXO0IMMO
pemarb B TeX Cly4yasX, KOIZla HMEET MEeCTO [JIUTEIbHOE IOBBINIEHHE IIOKa3aTeleH
(GYHKITMOHAIBHBIX IEYEHOYHBIX IIPOO.

Hapywenus co cmoponbl k0dicu u ROOKOICHbIX MKAHEU: YaCmO — NOBBIIIEHHOE IOTOOTIE/ICHHE,
Heuyacmo — KOXXHBIE BBICBIIAHHS, 3YI; OY€Hb peOKO — DPEeaKnud (OTOTyBCTBHTENIHHOCTH,
TSDKENBIE KOJKHEIE peakiuy (BKIIoYas NoTMMOpdHyo sputeMy, cuaapoM CruseHca-/[xoHcoHa
M TOKCHYIECKHH 3MUAepMaTbHBI HEKPOJIN3), KpallMBHHUIA.

Hapywenus co cmoponvr mviuieunol, cKenemHOU U COEOUHUMENbHOU MKAHU. PeoKo —
apTpanrus, MAAJITHA.

ONUIEMHAOIOTHYECKUE HCCIICAOBAaHUS, IIPOBEIACHHBIE B OCHOBHOM C YYacTHEM IIallMCHTOB B

Bo3pacTe 50 JleT W CcTapiie, MOKAa3aIH MOBHIIUCHHBIH PUCK IEPEIOMOB KOCTEH y IMANHEHTOB,
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COOTBETCTBYET 3K(
oT 24.01 :

monygatorX CHO3C u TpHIMKIIAYECKHe aHTH IenpeccaHTﬁ@M’é)'(:‘aHﬁ }M;”rfﬂﬁ'ﬁ

PHCKY, HEH3BECTEH.

Hapywenuss co cmopoHbl noYeK U MOYebl600AWUX Nymell: Hedyacmo — 3aJIepiKKa
MOYEHCITYCKaHHs, HeJIEpKaHHe MOYH.

Bepemennocme, nociepo0ogwlii nepuoo U nepuHamaibHble COCMOSAHUA. YACMOMA HeU36eCmua —
IIOCIIEPOIOBOE KPOBOTEUCHHE (IaHHOE HEXEaTeNIbHOE SBJICHHE 3apPETHCTPHPOBAHO KaK Kiacc-
sppexr mas mnpemapato rpymn CHO3C/CHMO3CH - cm. pasmen «lIpuMenenne mpu
OepeMEHHOCTH U B IIEPUOJ IPYAHOTO BCKAPMIIMBAHHUS).

Hapywenus co cmoponvl penpoOyKmMueHOU CUCmeMbl U MONLOYHBIX Jicelle3. O4YeHb Hacmo —
CeKcyanpHas TUCQYHKIHS; peoko — THIEPIPONAKTHHEMHS, TIalakropes, HapylICHHE
MEHCTPYIHLHOro HHKIA (B TOM YHCIIe MEHOPpArus, METpOpparks M aMeHopes); OYeHb PEIKo —
IIPUATIH3M.

Obwue Hapywienus U peaKyuy 8 mMecme 66e0CHUs. 4aCmo — aCTCHHUs, YBEIMICHUE MACChI TEJa;
oueHb peoko — epuepuIecKue OTEKH.

Cumnmomul, BO3HUKAIOWUE NPU NPEKPAWjeHUur Jle4eHUs NAapOKCeMUHOM:. 4acmo —
rOJIOBOKPY>KEHHE, CEHCOPHBIC HAPYIICHHUs, HapYIIeHUs CHA, TPEBOra, IOJIOBHAsA OOIIb; Heuacmo
—  @KWTaNWs, TOINHOTA, TPEMOp, CIIyTAHHOCTH CO3HAHHS, IOBBIIIEHHOE IIOTOOTHAEIICHHE,
SMOLIMOHANBHAA Ja0MILHOCTD, 3PHTENIbHbIC HapyLIEHWs, OIIyIIeHWe: ceplleOneHus, auaped,
Pa3apaXUTENEHOCTS.

Peskoe mpekpallieHHe NpreMa HpenapaTa BBI3BIBAET CHHIPOM «OTMeHBI». Kak u mpH oTMeHe
MHOTHX HCHXOTPOIIHBIX JICKAPCTBEHHBIX CpEICTB, IPEKpPAICHHE JICUCHUS IapOKCETUHOM
(0coGEHHO pPE3KOE) MOXKET BBI3BIBATh TAKHE CHMIITOMB], KaK TIOJIOBOKPY)KEHHE, CEHCOPHBIE
HapyleHus (BKJIIOUas MapecTe3wH, OITyHICHUE pa3psa dJIeKTPHYIECKOro ToKa K IIyM B yIIax),
HapylieHus cHa (BKJIIOYas sSpKUe CHBI), RXHMTAMs WIA TPEBOra, TOIIHOTA, TOJNOBHAs OOk,
TPEMOp, CIIyTaHHOCTh CO3HAHHA, JWapes, IOBBIIECHHOE IIOTOOTACIECHHE, OLIyHICHHE
cepaneCHenus, SMOIHOHATBHAS JTAOWIBHOCTD, pa3paXKUTEIbHOCTD, 3PUTENbHBIE HAPYIIECHU. Y
OOJIBIIMHCTBA IIAUEHTOB 3TH CHMIITOMBI SBJISIOTCS JISTKAMH WM YMEPEHHO BBIPAKCHHBIMH H
IPOXOJAT CAMONPOM3BOJNBHO. Heu3BecTHO HH OJHOH TIpymmbl MAlHMEHTOB, KOTOpas
Hoi[BepraJIaCL OBl IOBBLIIIEHHOMY PHCKY BO3HHKHOBEHHS TaKHX CHMIITOMOB; ITO3TOMY, €CIH B
JIEYEHUH NMApOKCETHHOM Oojiee HET HEOOXOIUMOCTH, €r0 JI03y HYXXHO CHIDKATh MEJUIEHHO JI0
MOJIHOM OTMEHE! IIpernapara.

HexenareabHbie peakuun, Ha0aoaasmuecs B KJIHHHYECKHX HCCJIEI0BAHMAX Y HeTel
Hab6momanuch clenyrolue HeKelaTeIbHbIC PEeaKIii: SMOIMOHAIBHASA JTJAOHIBHOCTE (BKIIOYasd

IIPAYNHCHAC BpEla CaMOMy 0666, CYHMIHIANIBHBIC MBICIIH, CYWIUIANBbHBIC IIONBITKH,
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TPEMOpP, IOBBINICHHOE MOTOOTAENCHNE, TUIEPKUHE3HS M axuTauus. CyHIHAQTBHBIE MBICTH H
CYMIMJ@IbHbIE IIONBITKH B OCHOBHOM HAOMIOAANHCh B KIMHWYECKHX MCCIEHOBAHMUAX Y
HOAPOCTKOB C [EMpecCHBHBIMH SMH30IaMHM CpPeAHEH M TOKEIOH CTENEHH TSDKECTH M
PEKYPPEHTHEIM JIEIPECCHBHBIM PacCTPOMCTBOM. BpakaeOHOCTH oTMedanach y JeTed ¢
00CECCHBHO-KOMILYILCHBHBIM PacCTPOUCTBOM, B OCOOCHHOCTH y AeTel miamme 12 jier.

B KIMHUYECKHX HCCIIEIOBAHUAX ITOCTEIICHHOE YMEHbBIIEHHE CYTOYHOH NO3BI (CYTOYHYIO HO3Y
yMeHbIIAMM Ha 10 Mr B IeHb ¢ MHTEPBAJIOM B OJHY HEAENO N0 H03bl 10 MI B J€Hb B TEUCHHE
OJHOM HeIEeJM) BBI3BIBAII0 CHMITOMBI OTMEHBI» MAapOKCETHHA (3MONMOHATIBbHAS JAOHMIBHOCTS,
HEPBO3HOCTh, TOJIOBOKPYXXECHHE, TOIIHOTA B OONb B )KHUBOTE), KOTOPBIE PETHCTPUPOBAIKMCEH KaK
MHHUMYM Yy 2 % manueHToB Ha (JOHE CHIDKECHHS JO3BI ApOKCETHHA WM IIOCJE €ro IOJHOH
OTMEHBI H BCTpEYaJICh Kak MHHUMYM B 2 pa3a yalle, 4eM B Ipyniie mianedo.

Ecnu niobvle, u3 yKa3anuvlx 6 UHCMPYKYuu NOOOYHbIX Phexmos ycyzybasiomes, unu Beoi
s3amemunu mobuvle Opyzue nobounvie 3Ppexmol, He YKA3AHHLIE 6 UHCMPYKYUY, coobwume 06
Imom epauy.

Ilepexozuposka

Cumnmomvl

Vmeromascs uHOPMAUUsI O IEpel0o3UPOBKE MApOKCETUHA CBUAETENBCTBYET O €r0 ITMPOKOM
auanasone OesomacHocTH. [Ipu mepeo3upoBKe MAPOKCETHHA TOMUMO CHMIITOMOB, OIMCAHHBIX
B pasgene «I[lo6ounoe meiicTBHEY, HAOMIONAIOTC IMXOpaaKa, u3MeHeHUs: AJl, HEIPOH3BOJILHBIE
MBIIICYHBIC COKPAINEHHS, TPEBOTA U TaXUKapIUs.

Cocrosgupe MaiMeHTOB OOBIYHO HOPMAIM30BATOCH 0€3 Cephe3HBbIX ITOCIHEACTBUI Jaxke INpH
pazoBoM mpueme 7103 1o 2000 mr. B psane cooOmeHuil onucanbl TakkMe CHMIITOMBI, KaK KoMa U
m3menenus OKI', ciygam CMepTH ObUIM OYEeHb pelKH, OOBMYHO B TEX CHUTyalUsiX, Korma
IALHEHTH NPHHHIMANA IAPOKCETHH BMECTe C JPYIHMH IICHXOTPONHBIMH IIperaparaMu ¢
aJKorojeM una 6e3 Hero.

Jlevenue

CrenuduaecKoro aHTHI0Ta MAPOKCETHHA He CyIecTByeT. JIeueHrne JODKHO COCTOATH U3 O0IUX
Mep, INPUMEHAEMBIX TPH MNEpPeJO3UpOBKE  JOOBIX  aHTHHenpeccaHToB.  Ilokaszana
NIOJUIEPXKHABAIOIIAS TEPAHs U acTEI MOHHTOPHHT OCHOBHBIX (PH3HOJIOTHUECKHX MOKa3aTeneH.
Jleyenne manyeHTa JOJDKHO HPOBOAUTHCS B COOTBETCTBHH C KIMHUYECKOW KapTHHOH JHOO B
COOTBETCTBUM C PEKOMEHJAIUAMHI HAIIHOHABHOTO TOKCHKOJIOIHYECKOT0 IIEHTPA.
B3zaumopneiicTBHE ¢ APYrHMH JICKAPCTBEHHBIMH CPEICTBAMU

Cepomonunepauyeckue npenapanvl
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HOMY OTUYETY

CEpOTOHMHEPrAYeCKUMH IipemaparamMu (BKIodas L-TpunTodan, TpHNTaHBL, Tpamajiod,
npemnapats! rpynnsl CUO3C, denTaHu, CONM MHTHS H PaCTUTENLHEIE CPENCTBA, COACPIKALIUE
3Bepo0O# MpOJBIPSIBICHHBI) MOXET BbI3BIBaTh 3QdeKThl, cBsizaHHble ¢ 5-HT penenropamu
(CEpOTOHHHOBBIN CHHAPOM), HEOOXOANMO COOTIONATE OCTOPOKHOCTH M IIPOBOJUTE TINATEIILHBIMA
KJIMHUYECKUH MOHUTOPHHT .

OJJ;HOBpeMeH\Hoe NpUMEHEHHE MapoKceTHHa ¢ HHrubuTopaMd MAOQO (Bximrouyas JIHHE3OIMI —
aHTHOMOTHK, TpaHCHOpMHUpYIOUMiics B HeceNeKTHBHBIM HHrHOMTOp MAQO) H METHITHOHUHUS
XJIOPHIOM (METHJIEHOBBIM CHHUI) IIPOTHBOIIOKA3aHO.

ITumosuo

B wHccrenoBaHHA BO3MOXKHOCTH COBMECTHOIO IIPMMEHEHMs IapOKCEeTHHAa M INHMO3HJA B
OJHOKpaTHOM HHU3KOH m03¢ (2 Mr) OBUIO 3aperHCTPMPOBAHO IOBBIIEHHE KOHLEHTpAIMU
nuMo3uia. JlaHHEBIH (akT 0OBSICHIETCS U3BECTHHIM CBOMCTBOM MapOKCETMHA YTHETATh CUCTEMY
CYP2D6. Bcenencreue y3KOro TepameBTHYECKOr0 HHIEKCAa MUMO3MAA M €r0 H3BECTHOM
cnocoOHoCcTH yIIHHATE uHTepBall QT OogHOBpeMEHHOE NpHMEHEHHE MUMO3HIA U IApOKCETHHA
IPOTHBOIIOKA3aHO.

Depmenmyl, yiacmeyiowue 6 memabonrume 1eKapCmeeHHbIX npenapamos

Merabonusm u (apMaKOKHHETHKA IapOKCETHHA MOTYT H3MEHATHCS ITOJl BIMSHHEM HHIYKIUH
WM HMHrHOMpOBaHMSA (EPMEHTOB, KOTOpHIE YYacTBYIOT B MeETaboIM3Me JIEKapCTBEHHBIX
npenaparos.

IIpn mpuMeHeHuH TAPOKCETHHA OJHOBPEMEHHO ¢ HHIHOUTOpaMHu (pepMEeHTOB, yIacCTBYIOIIUX B
MeTaboJIM3Me JIEKApPCTBEHHBIX CPEJICTB, CIEAYyeT OLEHUTH IeIecooOpa3sHOCTh HCIOIb30BAHHS
J03bI MApOKCETHHA, HAXOIJIIeHcs Ha HIDKHEH IpaHMIE JHala3OHa TepaleBTHYECKHX J03.
Havanpnyio m0o3y mapoKceTHHa KOPPEKTHpPOBAaTH HE HYXHO, €CIH €ro IMPHMEHSIOT
OIHOBPEMEHHO C [pemaparoM, KOTOpPBIA SIBISETCS H3BECTHBIM HHIYKTOpoM (epMeHTOB,
VYAaCTBYIOIMX B MeTabONH3Me JIeKapCTBEHHBIX CpeiICTB (Hampumep, KapbamasemuH,
pudammunus, ¢enobapbutan, ¢enuromn). Jlobas mnociaenyromas KOPPEKTHPOBKA O3B
[IApOKCETHHA JOJDKHA OIpPENeIsIThCA ero KiuHudeckuMH 3ddextaMu (IEpEeHOCHMOCTh H
3G (HEKTUBHOCTB).

DocamnpeHagup/pumoHagup

CoeMecTHOEe NpUMEHeHHE (ocaMIpeHaBHpPa/pUTOHABAPA C INAPOKCETHMHOM IIPHBOJMIIO K
3HAYMTENFHOMY CHIDKCHHIO KOHIEHTpAUMH MapOKCETHHa B IIasMe KpoBH. KoHIeHTpauuu
¢docaMnpeHaBUpa/pUTOHaBApa B IUIa3Me€ KPOBH IIPH OJHOBPEMEHHOM IIPHMEHEHHH C

MapOKCETHHOM OBUIH CXOHHEI C KOHTPOJIBHBIMH 3HAQYCHHUsAMHU H3 APYIrHX I/ICCJIGI[OBaHI/If/'I, qTo
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yKa3plBaeT HAa OTCYTCTBHE CYLIECTBEHHOT BJ’II/ISIHI/ISI'E HApOREETHirA N ﬂla""MeTaGOJII/ISM

¢ocamnpenasupa/prTonaBupa. JlaHHBIE O BIMAHHH JOJTOCPOYHOIO COBMECTHOTO MPUMEHCHHS
napoKceTuHa ¢ ocaMIpeHaBAPOM/PUTOHABUPOM OTCYTCTBYIOT.

JIrobass KOppEKTHPOBKA JIO3bI IapOKCETHHA JOJ/DKHA ONPENENSAThCS €r0  KIMHHYECKAMH
s dexramu (IepeHOCHMOCTH U 3G PEKTUBHOCTB).

Ipoyuxnuoun

E>xe[HeBHBIM MpHeM ITapOKCeTHHA 3HAYMMO IIOBBIUAET KOHIEHTPAUMIO NPOLUUKIHAXNHA B
mnasMe Kposd. [Ipyd BO3HHKHOBEHHM AaHTHXOJMHEPrHYeCKUX 3(QeKToB 103y MPOUUKIHIHNHA
CIle/lyeT CHU3UTb.

Ipomugocyoopooicnvie npenapamol

OnHOBpeMEHHOE  IPYMEHEHHE  ApOKCeTHHA M IIPOTHBOCYAOPOXHBEIX  IIpENapaTroB
(xapbamasenuH, (CHATOWH, BAJbIIPOAT HATPHUA) HE BIHMACT HA MX (APMAKOKMHETHYECKUH M
¢dapmaxoIHAMUYCCKHUM TPO(UIH y TAIMEHTOB C SITHIIEIICHEH.

Muopenaxcanmoi

[penaparst rpymnet CUO3C MOryT yMEHBIIATh aKTMBHOCTH XOJIMHICTEPA3EI IIJ1a3Mbl KPOBH, YTO
NPHUBOJIUT K YBEJIMYICHHUIO MPOJOIDKHTENFHOCTH HEPBHO-MBIIIEYHOIO OJIOKHPYIOIIErO ACHCTBUS
MUBaKypHs U CyKCAMETOHHS.

Cnocobrocme napoxcemuna yznemams usogpepmenm CYP2D6

Kax ¥ Apyre aHTHAEIPECCaHTH], BKIodad npenaparsl rpynmsi CUO3C, napoKCeTHH YrHETaeT
nevenounsi uzopepment CYP2D6, oTHocsmmiics k cucreme nuroxpoma P450. VYruereHue
nm3odpepmerta CYP2D6 MOXKET NpHBOAMTHL K NOBBIIECHHIO KOHIEHTPAlMi B IUIasMe€ KpPOBH
OZIHOBPEMEHHO HCIIOJB3YEMBIX MPENapaTroB, KOTOpble MeTabONU3UpYyIOTCs 3TUM pepmenToM. K
TAKMM TIpenapataM OTHOCSATCS HEKOTOpHIE TPHIUKINYECKHE aHTHACUPECCAHTHl (HAIIpHMeED,
AMUTPHIITHIMH, HOPTPUITHINH, IMUNPAMUH U JE3UIPaMHH), HeHpOJIeNTHKH (HEHOTHA3HHOBOTO
psga (nepdeHasuH ¥ THOPUIA3HH), PUCIEPUIOH, aTOMOKCETHH, HEKOTOPbIE aHTHAPUTMUYECKUE
cpencrtBa kimacca 1 C (mampumep, mnponadeHon u duiexkaunua) H  Mertomponoi.  He
PEKOMEHIYETCsl MPUMEHSITh IapOKCETHH B COYETaHHH C METOIPOJIOJIIOM MpH CEPACYHOM
HEIOCTATOYHOCTH BCIEICTBHE Y3KOIO TEPAIEBTHYECKOTO MHIEKCAa METOMPOJIONa IIPY JaHHOM
ITOKa3aHUK K IPUMEHEHHIO.

[TapokceTuH He clelyeT Ha3HayaTh B KOMOMHALMU C MUOPUOA3UHOM, TIOCKOJIBKY, KaK U JPyTHe
IpenapaThl, YrHETAIOMHe aKTHBHOCTHh IedeHouHoro ¢epmenta CYP2D6, mapokceTuH MOXET
HOBBINIATH KOHIIEHTpAlMA THOPUAA3WHA B IUIa3Me€, YTO MOXET IMPHBECTH K YAJIHHEHHUIO

unrepBana QT u cBSI3aHHOM C STUM apUTMHH «IHPYIT» H BHE3ANHOH CMEPTH.
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Cnocobnocth mapokcernna yraHerath ¢epmenr CYP2D6 ™ MO PUBECTH K CHVIKEHHIO

KOHIIEHTpalMK SHIOKCH(eHa B IUIa3Me KPOBH M, KaK CIEICTBHE, CHH3HTH 3(QPEKTHBHOCTH
TaMOKcH(eHa.
Hzogpepmenm CYP3A4
Wccenenosanue in vivo Ipyd 0JJHOBPEMEHHOM IIPUMEHEHHHU B YCIOBUSAX PABHOBECHUS IIAPOKCETHHA
n TepheHamuna, KOTOphIi sBisiercs cybcTpatom u3odepmenta CYP3A4, mokasano, 4To
IIapOKCETHH He BiusAeT Ha (apMaKOKMHETHKY TepdeHanuHa. B cxomHoM HCcIenoBaHHU
B3aUMOMIEHCTBUS in Vivo HEe OOHapyXeHO BIHSIHUS IIApOKCETHHA Ha ()apMaKOKHHETHKY
anmpasojiaMa, ¥ HaobopoT. He oXxmpaercss HETaTMBHOIO BIMSHMS Ha MalHEeHTa OT
OIHOBPEMEHHOTO IIPUMEHEHHUS MapOKCeTHHAa C TeppeHaauHOM, allpa3ollaMOM H JPYIUMH
npenapaTamMi, KOTopsle ciryxar cyocrpatom uzodpepmenta CYP3A4.
IIpenapamut, enusiowue na pH oicenyoxa

O Knuauyeckue MCCAEIOBaHUS ITOKA3aIM, YTO abcopOmus U (papMakOKHMHETHKA ITApOKCETHHA HE
3a8BUCHT MM IPAKTHYECKH HE 3aBHCHUT (T.e. CYIIECTBYIOINAs 3aBHCHMOCTH He TpebyeT
U3MEHEHUS NO3bI) OT HpHeMa IO, aHTAlMIOB, JUTOKCHHA, IPOIPAHOJNIONA, AIKOToIs (XOTS
[APOKCETHH He YCUIIMBAET HEraTHBHOE BIMSHUE ANKOrOJI Ha IICHXOMOTOPHBIE QYHKIIUH, TEM HE
MeHee, He PEKOMEH/TYeTCs OHOBPEMEHHO IPUHUMATH IIapOKCETHH H aJIKOT0JIb).
IlepopanvHole anmukoazynsinmel
Bo3MOXHO mposiBIEHHE (ApPMAKOIMHAMHYECKOTO B3aUMOAECHCTBHS MEXAY NApOKCETHHOM H
HepOpalbHBIMA  aHTHKOaryjsHrtamu. OIHOBPEMEHHOE IIPUMEHEHHE IIApOKCETHHA |
IEPOPATHHBIX AHTHKOATYJITHTOB MOXKET BBI3HIBATh IIOBBIIICHHE AKTHBHOCTH AHTHKOATYJIAHTOB U
pHCK KpoBoTedeHus. CleJoBaTeNbHO, IAPOKCETHH CIEAYET C OCTOPOXXHOCTBIO NPUMEHATH VLA
J€YESHHS AIHEHTOB, IOJIYYAIONIIX IIepOpaIbHbIE aHTHKOATyJITHTBL.

Q Hecmepouonvie npomusosocnanumenvhvie npenapamer (HIIBII), ayemuncanuyunoeas kucioma
u Opyeaue aumMuazpezanmHbole npenapamoi
Bo3MmoxHO mosBiIeHHe ()apMaKOJHHAMHUYIESCKOTO B3aUMOJCHCTBUS MEXIy ITapOKCETHHOM H.
HIIBIT/aneTricanunuioBoif  KucnoToi. OIHOBpEMEHHOE IIPUMEHEHHE IapOKCETHHA H
HIIBI/aneTHICATMIHAIOBOM KUCIOTHI MOXKET IOBBICHTH PUCK KPOBOTECYECHHSL.
Crenyet cobIIOAaTh OCTOPOXKHOCTD IIPH JICYCHHUH NTAIUEHTOB, MOIYYalOUIMX IIpenapaTs! IPyIIIbL
CHO3C omHOBpeMEHHO C IEepOpalbHBIMHM aHTHKOAryJIIHTAMM, € Ipenaparamy, KOTOpbIC
BO3JEHUCTBYIOT HAa (QYHKUHMIO TPOMOOIUTOB MJIM IOBBIIAIOT PHCK KpOBoretieHm (manpumep,
aTHOAYHBIE  HCHPONCNTHKH, TakWe Kak  Kilo3anud, (EHOTHa3suHBI, OOJBIIMHCTBO
TPHLMKIIMYECKUX aHTHJICIIPECCAHTOB, alleTHicanunuioBas kuciora, HIIBIL, wmaruburophl

mukiookcurenaspl-2 (1{OI-2)), a Takke HpH JIEYCHHH MAUWEHTOB, HMEIOIUX B aHaMHeE3€
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HOMY OTUYETY

IIPEIPACIIONOKEHHOCTh K KPOBOTECUEHHAM.

Ocobble ykazanus

Hemu u noopocmxu (Mmnaowe 18 nem)

[TapokceTHH He CIeAyeT NPUMEHSTH y JeTell U MOJPOCTKOB Miazme 18 jer.

Jleuenre aHTHIENPECCAHTAMHU JCTEH M MOJPOCTKOB C nenpeccﬁBHHMH SMU30/laMH CcpeHel u
TSDKEJION CTEICHH TSKECTH, PEKYPPEHTHBIM JENpPECCHBHBIM pAacCTPOMCTBOM H  APYIHMH
[ICHXHYECKUMH 3a00JICBAaHUSIMH COIPOBOXIACTCS IOBBINICHHBIM pPHCKOM BO3HUKHOBEHHS
CYHIMJATBHBIX MBICTICH U CYUIHIAIBHOTO IIOBEICHHUS.

B KIMHHYECKHX HCCIICAOBAHMIX HEXENATENbHBIE PEaKIMd, CBSI3aHHBIC C CYHIMIAIBHOCTBHIO
(cyuuupanbHble TONBITKA W CYHIUITAIBHBIE MBICIH), BPaXIeOHOCTBIO (TIPEHMYIECTBEHHO
arpeccusi, ICBHaHTHOE [IOBEJCHUE U THEBIUBOCTS), Yallle HAOIIOJAIKMCh Y JA€Ted U IIOJPOCTKOB,
IOJIy4aBHIMX MApOKCETHH, YeM y NalMEeHTOB 3TOH BO3DACTHOM IPYNILI, KOTOPBIC HOJIyYaaH
mrane6o. B Hacrosuiee BpeMs OTCYTCTBYIOT JaHHBIE O JOJTOCPOYHOH O€30MacHOCTH
IIAPOKCETHHA IS IeTel W MOAPOCTKOB, KOTOPBIE Kacaluch OBl BIMSHHS 3TOrO Ipenapara Ha
pocT, co3peBaHue, KOTHUTUBHOE M IIOBEACHYECKOE Pa3BUTHE.

Knunuuecroe yxyouenue u cyuyudanvHulil puck y 63pociuvix

Mooasle manueHTs, 0COOCHHO C JNENPECCHBHBIMU SIHM30JIaMH CPEIHEH H TXKEIOH CTEleHH
TSDKECTH M PEKYPPEHTHBIM JHEUPECCHBHBIM PACCTPOWCTBOM, MOLYT OBITh IOIBEPXKCHBI
MOBBIIEHHOMY DHCKY BO3HHKHOBGHHS CYHIMJAIBHOTO ITIOBENCHHA BO BpeMs Teparuu
NapOKCETHHOM. AHAIH3 NMPOBEICHHBIX ILIAe00-KOHTPOJIMPYEMBIX HCCIEOBaHUM Y B3pOCIEBIX,
CTPAJAIOIUX ICHXUYECKUMH 3a00JeBaHUSIMU, CBUAETENBCTBYET OO0 YBEIMYECHUH YacTOTHI
CYHIMIAIGHOTO IOBEJCHUS Y MOJOABIX MAlUCHTOB (B IPOCIHEKTHBHO ONPENEIICHHOM BO3pacTe
18-24 ner) Ha (oHe nMpHeMa MAPOKCETHHA II0 CPaBHEHHMIO ¢ rpymnmoi mianebo: 17/776 (2,19 %)
npotiB 5/542 (0,92 %) COOTBETCTBEHHO, XOTS 3Ta pasHUIA HE CYMTAECTCS CTATUCTHYECKH
3HaYnMOii. Y manpenToB GoJiee CTapIIMX BO3PacTHBIX rpymm (0T 25 1o 64 net u crapme 65 y1er)
YBEIIMYEHHsT YacTOTHl CYHMIHUIQIGHOrO IIOBEJEHHS HE HaOmomanoch. Y B3pOCHBIX BCeX
Bo3pacmmx IPYII C JENPECCHBHBIMHU SIH30aMH CPEIHEH H TSDKENOW CTENEHH TSDKECTH H
PEKYPPEHTHBIM JIEIPECCHBHBIM pPAcCTPOMCTBOM HAOMIOAAIOCh CTAaTUCTHYECKHM 3HAYHMOE
YBEIHUCHHE CJIyYacB CYHUHJAIGHOIO MOBENCHUS Ha (OHE JIEYEHMsS NapOKCETHHOM IIO
CPaBHEHHMIO C rpymmoi mwianebo (dacTora CyHnUAaIbHBIX HombiTok: 11/3455 (0,32 %) nportus
1/1978 (0,05 %) cootBercTBeHHO). OnMHAKO OONBUIMHCTBO U3 THX ClydaeB Ha (oHE IpHeMa
napokcetuna (8 u3 11) 65UTO 3apeTrHCTPUPOBAHO Y MOJOJBIX IAIMEHTOB B Bo3pacTe oT 18 o 30

JICT. HaHHBIe, IIOJIy4YCHHBIC B HCCICAOBAHHUH C YYaCTHEM MNAlHEHTOB C IOCIIPECCHBHBIMH
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PaccTpoMCTBOM, MOTYT CBHAETEILCTBOBATh 00 YBEIMYEHHMH YacCTOTHI CJIydaeB CYHIUIAILHOIO
HOBEACHHUS Y TMAllMEHTOB MOJIOZIOr0 BO3pacTa, KOTOPOE MOXKET COXPaHATHECA W Y IAlHEHTOB
crapiie 24 Jjiet, cTpaJalolyX Pa3IMYHbIMH ICUXHYECKHMH PaCCTPOHCTBAMH.

V nmanueHToB ¢ Jenpecchedi 060CTpeHHe CHMIITOMOB 3TOrO PAcCTPOHCTBA H/HIIM IMOSBICHHUE
CYHIUAATGHBIX MBICTEH U CYMIHIAIBHOTO MOBEACHU (CYyHUIMIAIBbHOCTh) MOTYT HAOMIONAaThCH
HE3aBHCHUMO OT TOTO, IOJIYYaIOT JIM OHH aHTHICIIPECCAHTHL. DTOT PHCK COXPAHAETCA A0 TeX IOp,
noKa He OyIeT NOCTHTHYTa BbIpaXeHHas pemuccHs. KIIMHMYEeCKHH ONBIT NPHMEHEHHs BCEX
AHTHUIETPECCAHTOB NOKA3BIBAET, YTO PUCK CYHIUAA MOXKET YBEIMYMBATLECA HA PAHHHMX CTagMsX
BBI3JIOPOBJICHUSL. _

Jlpyrue mcuxuyeckue paccTpoHCTBa, UL JICYCHMS] KOTOPHIX HCIONB3YIOT NAapOKCETHH, TaKKe
MOTYT OBITH CBS3aHBI C IOBBIIECHHBIM PHCKOM CYHUIMAAILHOIO IOBEAEHHA. DTH PacCTpoicTBa
TAK)Ke MOTYT COYETATHCS C JCPECCUBHBIMH 31M30/1aMU CPEIHEH U THKENOH CTENEHH TKECTH H
PEKYpPPEHTHBIM ACIIPECCUBHBIM PaCCTPOHCTBOM.

HanbonpmeMy pUCKY CYMUMIAIBHBIX MBICICH HIM CYHIHIAIBHBIX IIONBITOK IIOXBEPrarOTCS
[IAlHCHTHI, WMEIOINEe B aHaMHe3e CYUIUIAIbHOE IMOBEACHHME WIM CYMIMIAIBHBIE MEBICIIH,
[AIMEHTH MOJIOZIOTO BO3pACTa, a TAKXKE MAUEHTHI C BBIPAXEHHBIMH CYMIUAATBHEIMU MBICIISIMA
Jo Hauana Jedends. HeoGXOIMMO 0GECIeunTs HAGIIONCHHE 33 BCEMH MANHEHTAMH UL
CBOEBPEMEHHOIO BBISBJICHHS KIHHUYECKOTO YXYAUIGHHs (BKIIOYas HOBBIE CHMIITOMBI) H
CYHIIMJAIBHOCTH BO BPEMS BCEro Kypca JIeueHHsl, OCOOCHHO B Hayajle JICUCHHMs, HIIM BO BpeMs
M3MEHEHU J035I penapara (YBeTHICHIS Ml CHUKEHUSA).

IManuenToB (M TEX, KTO 32 HAMU YXQXXHMBAET) HY)XXHO NIPEAYIPEAUTH O HEOOXOIUMOCTH CIEAUTH
3a yXYHUIEHHEM HX COCTOSHHUS (BKJEOYas Pa3BHTHE HOBBHIX CHMITOMOB) H/HIIM IOSBICHHEM
CYMIUIANBHEIX MBICJIEH/CYHITHIATBHOTO IOBEICHHS WIH MBICIIEH 0 MpUYHHEeHHH ceOe Bpena. B
Cliyuae BO3HHKHOBCHHS OTHX CHMITOMOB HEOOXOJMMO HEMEIUIEHHO OOpaTHThCS 34
MEIHIIHHCKOHN ITOMOIIBIO.

Heo6Xx0MMO0 TTIOMHHTE, YTO TAKHE CHMIITOMBI KaK a)KUTaIMs, aKaTH3Us WX MaHUSI MOTYT OBITH
CBS3aHBI KaK ¢ OCHOBHBIM 3a00JIeBaHHEM, TaK H SBIATHCS IOCIEACTBHEM IPHMEHAEMOH
Tepanuu. [Ip BO3HMKHOBEHHM CHMIITOMOB KIMHHYECKOTO YXYIIICHHUS (BKIIOYas pa3sBHTHUE
HOBBIX CHMITOMOB) H/HJIM CYHIIHJQIBHBIX MBICICH/CYHIIHAAISHOTO OBEACHH)S, OCOOEHHO MK
BHE3ANHOM HX [OSIBJICHHH, HAPACTAHHM TSHKECTH MPOSBICHUM, UM B TOM CIIy4ae, €CJId OHH He
SBIIAIACH YACTBIO NPEANIECTBYIOMEr0 CHMITTOMOKOMILIEKCA Y JAHHOTO MAlMeHTa, HEOOX0auMO

IIEPECMOTPETH PEXKHUM TE€paIMH BIUIOTH 10 OTMEHEBI IIpeIrapara.
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COOTBETCTBYET 2KCNEPTHOMY OTYETY
ot 24.01.2023 N= 1190
Axamuzus (Bxoomuwmia M3 N24223472)

B pemkux ciydasx JieYyeHHE NapOKCETHHOM MM JApyruM npemaparoM rpymnsl CHO3C
COIPOBOYACTCST BOBHUKHOBCHHEM aKaTH3HMH, KOTOpas NpPOSBISIETCS 4yBCTBOM BHYTPEHHEIO
OECIOKOMCTBA ¥ IICHXOMOTOPHOTO BO30YXKIEHHMS, KOTJla MAIlUEHT HE MOXET CIHOKOHHO CHIETH -
WM CTOATH, NPH aKaTH3WH MAalWeHT OOBIYHO HCHBITHIBAET CYOBEKTUBHBIA IUCKOMQOPT.
BeposTHOCT BO3HHUKHOBEHUsI aKaTH3UM HauOosee BBICOKA B IIEPBBIE HECKOJIBKO HENENb
JICUEHHUSL.

Cepomonuno8ulii CUHOPOM/3N0KAYECMBEHHBLI HEUPONEeNMUYeCKull CUHOPOM

B penkux ciny4yasx Ha ¢oHe JeueHHs MMAPOKCETHHOM MOXET BO3HHKHYTH CEPOTOHHHOBBIH
CHHJPOM HJHM CHMITOMATHKa IOJO00Has 3JI0KAYECTBEHHOMY HEHPOJIENITHYECKOMY CHHIPOMY,
0COOCHHO €CJTH IMApOKCETHH HCHOJB3YIOT B KOMOMHAUUM C APYTUMH CEPOTOHMHEPIMUYECKHMHU
npenapaTaMy Wi HelpolenTukaMu. OTH CHHAPOMBI IIPEICTaBIA0T NOTEHIUATBHYIO YIPO3y
XKHM3HM, M II03TOMY JICUCHHE IapOKCETHHOM HEOOXOIMMO NpeKpaTUTh B ClIydae HX
BO3HHKHOBEHHS (COCTOSHUS XapaKTepU3YIOTCS IPyIIIaMU TaKHX CHMIITOMOB, KaK 'HIIEpTEpMHUS],
MEIIIEYHAsT PUTHAHOCTD, MHOKIIOHYC, BEr€TaTHBHbIE PAacCTPOHCTBA C BO3MOXKHBIMHU OBICTPBIMH
U3MEHEHHAMH MOKa3aTeNlell )KU3HEHHO BaXKHBIX (YHKIHH, H3MEHEHUS NCHXHYECKOIO CTaryca,
BKJIIOYAIOINHE CITYTAaHHOCTh CO3HAHUS, pa3fpaKUTENBHOCTh, KpalHE TSDKENYI0 aXKHTALHUIO,
IMPOrPECCHPYIONIYIO O IETUPUS M KOMBI) M HadaTh MOANEPKHBAIOIIYI0 CHMITOMATHIECKYIO
Tepanuio. [IapOKCETHH He JMOJDKEH IIPUMEHSATHCS B KOMOMHAIMH C IIPEIICCTBEHHHUKAMH
CEpOTOHMHA (TAaKUMH Kak L-TpuntogaH, OKCHTPUNTaH) B CBS3M C PHUCKOM pa3BHTHs
CEpPOTOHHMHOBOTO CHH/POMA.

Manus u 6unonaproe paccmpoiicmeo

Bonpmioit JeNpecCHBHBIA SMH30J MOXET OBITh HAYaJIGHBIM IPOSBICHHEM OHIIONISPHOIO
pacctpoiictBa. [IpuHATO cuuTaTh (XOTSA 3TO HE JOKA3aHO KOHTPOIHPYEMBIMH KIMHHYECKHMH
HCCIIEIOBAaHMAMHI), YTO JICYCHHE TAKOI'O SMM30Ja OJHHUM TOJBKO AHTHIACIPECCAHTOM MOXKET
YBEIMYUTh BEPOSTHOCTH YCKOPEHHOTO Ppa3BHUTHS CMEIIaHHONO/MAHHAKAIBHOIO OSMH304a Y
NANMEHTOB, IOJBEPKEHHBIX PHCKY BO3HHKHOBEHHS OuWmoysipHOro paccrpoiicrBa. Ilepen
HAYAJIOM JICYCHUS AHTHJCIPECCAHTOM HEOOXOAUMO IPOBECTH TLIATENBHBIA CKPUHUHL JUIA
OlEHKH pPHUCKAa BO3HHWKHOBEHHS Yy JaHHOTO INaU¥eHTa OHIOIAPHOTO DPACCTPOMCTBA; TaKOM
CKPHHHUHT JOJDKEH BKIIOYATh COOp JETAJBbHOTO INCHXHATPHUECKOrO aHAMHE3a, BKJIOYas JaHHBIE
0 HAJIMYUHM B CEMbE CIIyYaeB CYHITH/Ia, OUITONISIPHOro paccTpoicTBa U aenpeccHH. IlapokceTnn
He NpelHa3Ha4deH UL JICYCHUS JEIIPECCUBHOIO 3IHM30/a B paMKax OHMITONAPHOro pacCTpOMCTBa.
[TapokceTHH ciexyeT NPHMEHATH C OCTOPOXKHOCTBIO y IAUMEHTOB, MMEIOIIUX B aHAMHE3E

MaHHIO.
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COOTBETCTBYET 3K
ot 24.01.2
Tamoxcughen (Bxoamwmia M3

HexoTopble HCCEIOBAHAS TOKa3ad, 9TO 3()(hEeKTUBHOCTD TaMOKCH(EHa, OlIEHEHHAs 110 PUCKY
pa3sBUTHS pElUIUBAa paka MOJIOYHOM dKeJe3bl M JIETAIbHOCTH, MOJXeET YMEHbINAThCSl TpU
COBMECTHOM IIPHMEHEHHH C IApOKCETHHOM B pe3ylbTaTe HeoOpaTHMOro HHIHOHMPOBaHHUS
nzodepmenta CYP2D6. Puck MoKeT BO3pacTaTh NP COBMECTHOM IIPUMEHCHHH B TEUYCHHUC
IUIMTEIIHLHOTO BpeMeHH. IIpd HprMeHeHuH TaMoKch(eHa Ul jedyeHus. U NpOQHIAKTHKH paka
MOJIOYHOM JKeJIe3bl CIEAYET pPacCMOTPETH BO3MOKHOCTh HCIIONIB30BAHUSA ANbTEPHATHBHBIX
AHTUJENPECCAHTOB, KOTOpPbIE HE OKa3bIBAIOT MHIHOHPYIOLIETO BO3JSHCTBHA Ha HM30(EPMEHT
CYP2D6 unu 0ka3pIBarOT €r0 B MEHBLIEH CTENEHH.

Ilepenomur kocmei

ITo pesymbTatam SHMAEMHONOTHYECKUX HCCICHOBAHWH PHCKA IEPEOMOB KOCTEH BBIBICHA
CBA3b IIEPENOMOB KOCTEH ¢ IIPUEMOM aHTUACIIPECCAHTOB, BKIoYas mpenapatsl rpynnsl CHO3C.
Puck HaGmonancsa B TeUEHHE Kypca JICUCHUS! aHTHACIPECCAaHTaMH M SBJIAJICA MaKCHMAaJIbHBIM B
Havyale Kypca Tepanud. BO3MOXHOCTh IIEPElIOMOB KOCTEH JOJDKHA YYMTHIBATHCA IIPH
IIPUMEHEHHUH MTApOKCETHHA.

Caxapnviii Ouabem

V nanueHToB ¢ caxapHbIM quaberom neueHue npenaparamu rpymnsl CHO3C Moxer BiIHAT: Ha
[I0Ka3aTely TIMKEMHUYECKOTO KOHTPOJs. MoXeT moTpeboBaThCsi KOPPEKLHA MO3bl MHCYIHMHA
|/ TIEPOPATHHBIX THIIOTIMKEMHYECKHX IIPENapaToB.

Huzubumoper MAO

JleueHre IIapOKCETHHOM Clie[yeT HaUWHATh OCTOPOXKHO, HE paHee 4eM depe3 2 HEJEIH mocie
NpeKpalleHus] Tepanuu HeoOparuMbiMu uHruburopamu MAO mnmm depes 24 yaca nocie
npeKpalenns JieyeHdus oOparmmbeiMu HHruOHTOpaMH MAO. Jlo3y NI@pOKCETHHA HYXKHO
HOBBIIATH IOCTENEHHO J0 JOCTHXXEHUS ONTHMAIBHOIO TepaneBTHYECKOro addexTa.
Hapywenus ¢ynxyuu novex unu nevenu

PexomenyeTcss COOJIIONATh OCTOPOXKHOCTD IPU JIEYEHHH NTapOKCETHHOM IIAlMEHTOB C THKETIOH
CTEINeHbI0 HapylIeHUs (YHKIIMH OYEK HIIH NALHEHTOB C HapyIIeHUAMH (YHKIMH IE€YSHH.
Snunencus

Kak ®u Jpyrue aHTHIENPECCAHTHI, MAPOKCETHH CJEXyeT IPUMEHATh € OCTOPOXHOCTHIO Y
HAIMECHTOB C SMUJICTICUEH.

CyOopooicHble npunaoxu

YacToTa CyAOpOXKHBIX IPUIIAJKOB ¥ NAIlHEHTOB, IPHHUMAONINX IapPOKCETUH, COCTABIIET MEHEE
0,1 %. B cnydyae BO3HUKHOBEHHS CYIOPOXKHOTO IPUIIATKA JIEUCHHE TapOKCETHHOM HEOOXOIMMO

IPEKPATHUTE.
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COOTBETCTBYET 3KI(
ot 24.01
DnexmpocyOoposicHas mepanusi (Bxonsuwmi

ViMeerca nuuIp OrpaHUYEHHBIH ONBIT OJHOBPEMEHHOrO MPHMEHEHHS MApOKCETHHA M
ANIEKTPOCYNOPOKHON TEPAHH.

I'nayxoma

Kakx u apyrue npenapatsl rpynnsl CMO3C, mapokceTHH MOXET BBI3BIBATH MMIpHA3, U €I0
HEOOXOIUMO TIPHMEHSTEH C OCTOPOXKHOCTHIO Y IALEHTOB C 3aKPBITOYTOJILHOM I1ayKOMOH.
T'unonampuemus

[Ipn JeyeHMH IApOKCETHHOM TIHMIIOHATPHEMHUsS BO3HMKAET DPEAKO H HPCHMYMIECTBEHHO Y
IIOXKMJIBIX TIAMHCHTOB U HUBEJIMPYETCs IOCIE OTMEHBI HAPOKCETHHA.

Kposomeuenusa

Coobmanocs 0 ciIyJasx pasBHTHSA KPOBOTCUEHHMH yepe3 KOXKY H CIH3HCTHIE 000I0UKH (BKIIIOYAs
KEJTyA0YHO-KHUINEYHEIE ¥ TMHEKOJOIHYECKHe KPOBOTEUCHHUs) y NalueHToB Ha (oHe mpuema
nmapokceTiHa. [103TOMY NapOKCETHH ClleXyeT NPHMEHATh C OCTOPOXKHOCTBIO y MAlUCHTOB,
KOTOPBIE OJHOBPEMEHHO IIONYYarOT IIpelaparhl, MOBBIIAIOMIME PHUCK KPOBOTCYCHHUH, Y
MAIHEHTOB ¢ H3BECTHON CKJIOHHOCTHIO K KPOBOTEYCHHMSAM H y HAIMEHTOB € 3a00JECBaHHAMHY,
[peapacioaraloiMy K KPOBOTEYEHHUAM.

ITpenapater rpynnst CHO3C, CMO3CH moryT yBenHYuBaTh PUCK Pa3sBUTHS MOCIEPOIOBOIO
KpoBoTeueHus (cm. pasgensl «[IpuMeHeHHe NpH GEPEMEHHOCTH W I'PYIHOE BCKApMIIMBAHHUCEY,
«I[TobouHOE neicTBUEY).

3abonesanus cepoya

[Ipy neYeHMH HAUMEHTOB ¢ 3a00JeBaHUAMH CepAua CICAyeT COOJIoJaTh OOBIYHBIE MEPEI
IIPEIOCTOPOIKHOCTH.

Cumnmombl, Habn0O0aeMble NPU NPEKPAUEHUU e eHUs. NAPOKCEMUHOM Y 63DOCbIX

ITo JaHHBIM KIMHAYECKUX HCCICIOBAaHUH Y B3POCIBIX BCTPEYaeMOCTh HEXEIATENbHBIX PEaKHn
OpH OTMeHe mapokceTnHa cocTaBmuia 30 %, Torma Kak BCTPEYaeMOCTh HEXENATETbHBIX
peakuuit B rpymme Iane6o cocrtasisuia 20 %. BO3HMKHOBEHHE CHMIITOMOB «OTMEHEBD» HE
03HAYAET, YTO Mpenapar SABJSLETCS MPEIMETOM 3JI0YNOTPEONICHUS. HIIH BBI3BIBAET 3aBHCUMOCTE,
KaK 3TO HMEET MECTO B CJIydae ¢ HapKOTHKaMH U IICHXOTPOIHEIMH BEMECTBAMHU.

OmycaHbl TAKHE CUMIITOMBI «OTMEHBI)» KaK rOJIOBOKPYXKEHHE, CEHCOPHbIE HapyIeHus (BKIFOJas
[ApPECTE3NH, OUIYIIEHHe yAapa JJEKTPHUECKMM TOKOM M INyM B YyIIaX), HAapyIIEHHs CHA
(BKIIOUass sApKHAE CHBI), QXUTalMs HIM TPEBOra, TOLIHOTA, TPEMOp, CILyTAHHOCTb CO3HAHM,
[OBEHIIIEHHOE TIOTOOTHAEIECHUE, TIOJNOBHbIE OONM W JHapes, OINyIICHWE CepALCcOHEHHH,
SMOIHOHANBHAS Ja0HIBHOCTD, Pa3fApPaXUTENHHOCT U 3pHTENbHBIE HapyiieHus. OOBMHO 3TH

CHMIITOMBI BBIPAXKCHBI cnabo MM YMEPEHHO, HO Y HEKOTOPBIX NAIMECHTOB OHH MOIYT OBITH
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COOTBETCTBYET 2KCI EF'T HOMY OTUYETY
ot 24.01.2 _.:" Nz 1190
TspKerbMi. OGBMHO OHH BO3HMKAIOT B MEpBble HECKONBKO. MR Hdtie-otMers tipe

D

OJIHAKO B OYEHH PEAKHUX CIydYasX BO3HHUKAIOT y IALUEHTOB, KOTOPBIE CIy4alHO IPOIYCTHIIH
IpHeM BCero oaHO# mo3pl. Kak mpaBHIlo, 3TH CHMIITOMBI IIPOXOJAT CIOHTAaHHO ¥ MCYE3ANOT B
TeyeHUe 2 Helelb, HO Y HEKOTOPHIX MAlUeHTOB OHM MOTYT JJIHTHCS ropasfo jonblie (2-3
Mecsana u Oosiee). PekoMeHIyeTcss CHMXATh 03y IIApOKCETHHA IIOCTENEHHO, Ha HpOT}DKeHI/I‘I/I
HECKOJBKHX HeJelb WM MECAUEB [epe)| ero MOJHOM OTMEHOM, B 3aBUCHMOCTH OT OTpe0HOCTEH
KOHKPETHOTO MallHeHTA.

Cekcyanvnas Ouc@yHxkyus

IIpenaparet rpymmsl CHO3C MOTyT BBI3BIBATH CHMIITOMBI CEKCyanbHOH AucOyHKIHU. Beuin
COODIIEHUS O COXPAHEHHH CHMIITOMOB CEKCYalbHON MMCOYHKIMH Jaxke IOCHE IPEKPalleHUsS
npuema CHO3C.

Cumnmonmbpl, HAOMIOOAeMble NPU NPEKPAUeHUY IeYeHUs NAPOKCEMUHOM Y 0emei U NOOPOCHKO8
ITo pesynpTaTaM KIMHHYECKMX HCCIECNOBAaHMNA Yy J€Ted M IOJPOCTKOB BCTPEYAEMOCTD
HEXENATENbHBIX PEaKIuii TNpH INpeKpalleHWd JICUYeHHs Y IMAalMEHTOB, IPHHAMABIIMX
HapoOKCETHH, cocTaBisuia 32 %, Toraa Kak BCTPEYacMOCTh HEXEJAaTENbHBIX PEaKklHil B IpyIe
mianebo cocraBiswia 24 %. [Tocae oTMEHB! MAPOKCETHHA CIECAYIOIUE HEXeNaTeIbHbIE PEAKIH
PETHCTPUPOBATUCH KaK MHHEMYM y 2 % IalMeHTOB M BCTPEYAIHCh KaK MUHMMYM B 2 pasa
gaie, YeM B Ipymme Iuianedo: 3MOLHOHANbHAS NAOHIBHOCTH (B TOM YHCIE CYMUIHUIAILHBIE
MBICIIH, CYMIHMJAIBHEIE IONBITKH, H3MEHEHWs] HACTPOEHHS U IUIAKCHBOCTH), HEPBO3HOCTD,
TOJIOBOKPY>KEHHE, TOITHOTA ¥ 60Jb B )KHUBOTE.

Biusinge Ha clOCOGHOCTE YIPABJIATH TPAHCIIOPTHLIMH CPEACTBAMH, MeXaHH3MaMH
KiuHHYECK A OIBIT MPUMEHEHMS TAPOKCETHHA CBUACTEIHCTBYET O TOM, YTO OH HE YXYZ[IIaeT
KOTHHMTHMBHEIE M IICHXOMOTOpHBIE (YHKIMH. Bmecte ¢ TeM, Kak W IpH JICUYCHUH JFOOBIMH
JPYTAMH [ICHXOTPOMHBIME IIperapaTtaMy, IallUeHTHl JOJDKHBI OBITh OCOOEHHO OCTOPOXKHBIMHU
[IPY BOXXICHUN aBTOMOOMIIS U paboTe ¢ MEXaHU3MaMH.

dopma BhIIyCKA

TabneTku, TOKPHITHIE IIeHOUHOH 0600uKkoi, 20 Mr, 30 Mr.

ITo 10 Tabnerok B KOHTYPHYIO SUCHKOBYIO YIAKOBKY H3 IUICHKH IOJIMBHHUIXJIODHUAHOW H
GoNBTH  ATOMHHHEBOM IEYaTHOH IJIaKMpOBaHHOH MM THOKOH YIIaKOBKM Ha OCHOBE
AIOMHHUEBOU (POJIBTH.

3 KOHTYpHBIE SYCHKOBBIC YIMAKOBKU C MHCTPYKIHEH [IO NPHMEHEHHIO IMOMEINAIOT B IIAYKy H3

KapToHa.
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100, 200, 400 XOHTYpPHBIX SYEHKOBBIX yIal

IPUMEHEHUIO YIAKOBHIBAIOT B KOPOOKH M3 KapTOHA MM B SIIMKH U3 rOQPHPOBAHHOIO KapTOHA
(Jutst cTaroOHApOB).

YcaoBus XxpaneHust

IIpu Temmneparype He Boime 25 °C.

XpaHUTh B HEAOCTYIIHOM JAJISI A€TEH MecTe.

Cpoxk rogaocTn

3 ropa. He mpuMeHSTH IOCKE HCTEUEHHUS CPOKaA FOJHOCTH, YKA3aHHOIO Ha YHAKOBKE.

YcaoBus oTmycka

OTIIyCKarOT IO peNenTy.

IIpoussoauTenn:

denepaTbHOE TOCYJApCTBEHHOE YHUTAPHOE NpeAnpusiTHe « MOCKOBCKHM SHIOKPUHHEIN 3aBOI)
IOpumuueckuit anpec: 109052, r. Mocksa, yn. HoBoxoxiosckad, 1. 25

IIpou3seo0cmeo 20moeoii 1ekapcmeeHHoU hopmol:

r. Mocksa, yi1. HoBoxoxioBckas, I. 25, cTp. 2

Buinyckarowuii konmpons kawecmea:

r. Mocksa, yi. HoBoxoxioBckas, 1. 25, ctp. 1

Baajesen, pPerucTpalHOHHOIO YAOCTOBEPEHHSI/HAMMEHOBAHHME, aJpec OpraHu3alMH,
NpUHMMAKOINEH peTeH3UH NOTPedHTe s

denepanbHOE TOCYJAPCTBEHHOE YHUTAPHOE NpeanpusaTae « MOCKOBCKHN 3HAOKPUHHBIA 3aBO»
Poccusg, 109052, r. Mocksa, yi1. HoBoxoxinoBckas, 1. 25

Ten./bakc: (495) 678-00-50/911-42-10

http://www.endopharm.ru

HavanbHUK yTIpaBieHHUs 10 BHEAPEHUIO
U PErHCTpalUy JEKAPCTBEHHBIX NIPENapaToB
OI'VII «MockoBCKU S3HIOKPHHHBIA 3aBOIY

BRTSY T M3 PO
» OKCIIEPTHBI OTUET
IENCTBUTENEH )18 AAHHO
BEPCHM JOKYMEHTA
600000000 GE

TTNDETH
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