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HHCTPYKIUA
10 MEAULMHCKOMY NPUMEHEHUIO JEKAPCTBEHHOI'O IIPEITAPATA

Ctumy.10ToH®

Perncrpauunonnstii nomep: I1 N013940/01
ToproBoe HAaHMEHOBAHHE: Ctumynoton®

MeskayHAPOAHOE HEMATEHTOBAHHOE HJIH IPYNINMPOBOYHOE HAUMEHOBAHME:! cepraﬂnH
JlekapcTBenHas gpopma: TaGIETKU MOKPBITHIE MIEHOUHO#H 060/104KO#

Cocras:

JeiictByrowee BewtectBo: 50 Mr unu 100 mr ceptpanuua B 1 Tabnerke (B Buae 55,95 mr u 111,90 mr
cepTpajiMHa TMAPOXJIOPHIA COOTBETCTBEHHO),

BcroMoraTe/ibHble BELECTBA: MAarHUs CTeapar, TMIIpoII03a, HaTphst KapOOKCHMeTHIIKpaxma (Tur A),
kanbums ruapodocdata AMrKIPAT, LENUT0I103a MUKPOKPHCTaTHYecKas; 060104ka: Makporosn 6000,
tutana auokeuz (C.1.77891 EEC 171), runpomeiosa.

Onucanne

Tabnemku 50 me: Gelple WM MOYTH Oelible, JBOSKOBBIMYKJIbIE TaOJETKU MOKPHITHIE MJIEHOYHOH
060104K0#1, OBaNbHOM GopMBI, ¢ rpaBupoBKoit «E 271» Ha 01HOM M ¢ PUCKOIi - HA APYTrOi CTOPOHE;
Oe3 3anaxa.

Tabnemxu 100 me: Genble WK NOYTH Oellble, ABOSKOBBIMYK/IbIE TAOJETKH MOKPLITHIE MIEHOYHOM
060J104KO#1, OBaNTbHOM (opMBI, ¢ rpaBupoBKoit «E 272» Ha 01HOM M ¢ PUCKOH - HA APYTOH CTOPOHE;
Oe3 3amaxa.

®apmakoTepaneBTHYECKas IPyNIa: aHTHIENPECCAHT.
Kox ATX: NO6A B06

dapmako/IOrH4ecKHe CBOHCTBA

DapmakoOuHamuKka

Mexanuzm oeticmeus

CepTpaiH - aHTH/ENPECCAHT, MOLHbIH CENeKTUBHBIA MHIMOUTOP OOPATHOrO 3aXBaTa CEPOTOHUHA
(5-HT) (CHO3C). OkasbiaeT oueHb caboe BIMsAHME Ha OOpaTHBIA 3aXBaT HOpAJpEHATMHA M
nodamuna. [Ipy NpUMEHEHUH B TEParieBTHUYECKHX /103aX CEPTPAIMH OIOKHpYeT oOpaTHBIN 3axBaT
CEpOTOHHHA B TPOMOOLMTAX UYeNoBeKa. B KOHTPOIMPYEeMBIX KIMHUUECKHX HCCIIEI0BAHUSX HE o110
OTMEYEHO CTUMYJIMPYIOLIEr0, CEAATHBHOTO UIIM AHTUXOJIMHEPIUYECKOro ICHCTBHA,  TAKKE HE Ob110
OTMEYEHO HApYLIEHUs MCUXOMOTOPHBIX (yHKUMi y no6posonbues. CepTpaiuH HE BbI3bIBACT
JIeKapCTBEHHOM 3aBUCHMOCTH, HE BbI3bIBAET yBEIMYCHHE MACCHI T€JIa MPH JUTUTEILHOM MpHEME.

Ha >KMBOTHBIX MOJENAX TOKAa3aHO, YTO 0arojaps CeJeKTHBHOMY yrHeteHuio 3axsarta 5-HT,
CepTpaviH He YCHIMBAET KaTeXOIAMHHOBYIO aKTHBHOCTb, He 00/1aJ1aeT CPOICTBOM K MyCKapHHOBBIM
(XONIMHEePruUYeCcKUM), CEpOTOHUHEPTUUECKUM, nohaMUHEPrUYECKuM, aJIpeHepruYEeCKuUM,
FHCTAMMHEPIHYECKUM, ramma-aMuHoMacisHoi  kucinotsl (FAMK)  unm OeH30/1Ma3eNMUHOBBIM
peuentopaM. Ha >XMBOTHBIX MoOJeNAX ObUIO [OKA3aHO, YTO CEPTPAIMH TakKe HE obnazaer
KapJAMOTOKCHYECKUM JeHcTBHeM. JlnuTenbHOEe NPUMEHEHHE Y IJKHBOTHBIX ObUTO CBA3aHO C
peryJisuMell peLenTopoB HOpaJpeHalHHa B TOJIOBHOM MO3re Mo THITy OTpHLIaTeNIbHONW 00OpaTHOM
CBSAI3M, XapaKTEPHO# /U151 APYTMX AHTHENPECCAHTOB U IPOTHBOOOCECCHBHBIX MPENapaToB.
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CepTpalMH He MPUBOJUT K 3JI0YNOTPEOICHHUIO MPENapaToM. B  mianebo-KOHTpOIIMpYEMOM
JBOMHOM CIIEMOM CPABHUTEIBHOM MCCIIEJOBAHHM, H3YHaBLIEM CIIOCOOHOCTh —CepTpainHa,
annmpasonama M JeKcTpoam(eraMuHa K Pa3sBMTUIO 3710yNOTpeOeHHs, ANA CepTpalnHa He ObL10
OTMEYEHO TaKoH CMOCOOHOCTH. B NpPOTMBOMOIOXKHOCTH 3TOMY HAOJIOACHWIO, MAUMEHTDI,
no/yyaBlke ainpasonaMm M JekctpamperaMuH, nokasaau Oonbllylo CKIOHHOCTb K PasBUTHIO
3noynoTpelieHus Mpenapatamu, M0 CpaBHeHMIO ¢ Iuiaue6o. CTemeHb CKJIOHHOCTH K
3710yNOTPe6IEHUIO OCHOBBIBAIACH HA M3MEPEHHH TAKHX TMOKasaTesiel Kak CrMocoOHOCTH Mpenapara
BBI3BIBATH MOJIOKHUTENBHBIE IMOLIMH, diidopHIo U 310ynoTpednenue. ¥ pesyc-Makak, MpUyHeHHbIX K
CaMOCTOATE/ILHOMY BBEJEHHIO KOKAauHa, IPUEM CepTpajuHa He JefiCTBOBas KaK MOJIOKMTE/IbHbIH
CTUMY/I, B OTMYMeE OT eHOGapOUTana u aekcTpamperamuHa.

DapMaKoKuHemuKka

Aocopoyusa

MakcumasibHas KOHLeHTpauus mpenapara B miasMe KpoBH (Cmax) M TUIOWIAAL  TOA
(apMaKOKMHETHYECKON KPHUBOW «KOHLICHTpALUA-BPEMs» (AUC) nponopuuMoHajibHBl /103€ B
npeaenax 50-200 Mr, npu OTOM BbIAB/ISETCS JIMHEHHBIA XapakTep (bapMaKOKUHETHYECKON
3aBucuMocTH. [Ipu npumeHeHuu cepTpanuua B o3e ot 50 Mr 10 200 Mr 0aMH pa3 B CYTKH B TEYCHUE
14 fHel KOHLEGHTpALMA CepTpaluHa B Muia3mMe KpoBu jgocturana Cmax uepes 4,5-8,4 yacoe mocne
npuema. AGcopOLUs BBICOKas, C Me/TIEHHON CKOPOCThI0. Bo BpeMs npuema nuiu ©6HOJOCTYNHOCTB
M3MEHSETCS He3HAYUTENbHO (Ha 25%).

Pacnpeoenenue

[pubnusutensHo 98% cepTpainHa CBA3bIBAETCA ¢ Oe/IKaMH IL1a3Mbl KPOBH.

Memabonuzm

CepTpa/MH MoJBepraeTcsi akTHBHOH GnoTpanchopmaLuu Mpu MEepBOM MPOXOXKACHUH YEPE3 MEHCHD.
OcHOBHO# myTh MeTaGonusma - N-gemeruianpoanne. OCHOBHOH MeTabo/NHT, OOHApyXeHHBbIH B
nnasme, N-ZecMeTHIICEpTpaIuH, 3HAYMTENbHO ycTynaeT (mpumepHo B 20 pa3) cepTpaiuHy Mo
aKTUBHOCTH in vitro ¥ (AKTHYECKH He aKTUBEH Ha MoJensx jenpeccuu in vivo. llepnon
nonysbieeenus (T%) N-gecMermicepTpanuna coctapiaser ot 62 g0 104 u. U ceprtpanuH, u N-
JI€CMETHJICEPTPAIMH TPOXOIAT OKHMCIIMTENLHOE [€3aMMHUPOBAaHNE M MOC/IEAyIOLIEe COKpALICHHE,
FHAPOKCHIIMPOBAHUE M TJIIOKYpOHUpOBaHUe. [Ipy BBEJEHWH MEYEHHOTO CepTpajuHa 310POBBIM
106pOBOJIbLAM B [L1a3Me KPOBH OTMeHai MeHee 5% palMOaKTHBHOrO CEpTpaInHa. Oxkouo 40 - 45%
BBEJICHHOM [03bl uepe3 JeBATb JHeH OOHapyKMBaJlOCh B MOUE. Heun3smeHeHHbIH cepTpaMH He
BLIBOAMTCS 4epe3 MOYKM. 3a TOT ke mnepuoja okono 40 - 45% BBeJEHHOro CepTpaivHa
06HapyKMBaIOCh B peKanunsx, Bkmoyas 12 - 14% Hen3MEHEHHOro cepTpajitHa.

AUC (0-24 1), Cmax ¥ Cmin JCCMETHJICEPTPAJIMHA YBEIHYMBACTCA B 3aBUCUMOCTH OT J103bI M BPEMEHH
npubAN3UTENLHO B 5 - 9 pa3 ot 1-oro aus ao 14-oro.

Buigeoenue

Cpennuit T cepTpanyHa y MOJIOJBIX U MOXHMIIBIX MALUNWEHTOB COCTABJIACT 22-36 4. COOTBETCTBECHHO
koneuHomy T, HabmojaeTcsi MPUMEPHO JBYKpaTHas KyMyJjisluus TrpemapaTa 10 HacTyIUICHHA
PaBHOBECHBIX KOHLEHTpaluii yepes 1 Heleno JieveHus (npuem 1036l ofMH pa3 B cyTku). Tiz N-
JecMeTUIICepTpaliHa BapbupyeT B mpenenax 62-104 u. CeprpanuH - U N-aecMeTUICepTPaIUH
aKTUBHO GHOTpaHCOPMUPYIOTCS; 00pasyIolMeCs MeTA00IUThI BLIBOAATCS B PABHBIX KOJIMHECTBAX
moukamu M depe3s Kumeynuk. CepTpaivH B HEM3MEHEHHOM BHJE BBIBOAMTCA [MOHYKaMH B
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HE3HAYUTEIbHOM KOJINYECTBE (<0,2%). ®apMaKOKHHETHYECKHH MPOQUIL Y MOIPOCTKOB
U TIOKUITBIX JTI0 /16 HE OT/IMYAeTCs OT TAKOBOTO y MALMEHTOB B Bo3pacTe oT 18 110 65 ner.

Ocobbie 2pynnbl NAYUEHMOE

IIpumenenue y demei

MMokaszano, uto ()apMAKOKMHETHKa CepTpaluHa y JAeTedl ¢ 00CeCCUBHO-KOMITYJIbCHBHBIM
pacctpoiictBom (OKP) cxomHa ¢ TakoBOH y B3pOC/bIX (xots y meTeil MeTabonM3M cepTpalnHa
JBIISETCS HECKONIBKO Gojiee akTMBHbIM). OIHAKO yuMThIBas Go/iee HM3KYIO Maccy Tesia y JETeH
(ocobenHo B Bo3pacte 6-12 sieT), mpenapar peKOMEHIYeTcs MPUMEHATE B MeHbLIEN J103€, 4TOOBI
u36exaTh YPE3MEPHBIX KOHLEHTPAlUMi CcepTpajvHa B IUIasMe KpOBH (cm. paszgen Cnocod
npUMeHEeHHs H 103blI).

IToopocmiku u nodicunvle RAyUeHNbl

dapMakOKUHETHYECKUH TNpoduib y TMOAPOCTKOB W MOKHIBIX MOJEH He OTIMYaercs OT

dapmakoKHHETHYECKOTO NpoduJis y MALMEHTOB B BO3pacTe OT 18 no 65 ner.

Ipumenenue npu HeAOCMAMOYHOCMU pyHKyuu neveru

[Ipy MHOTOKpaTHOM MpHeMe CEpTpaluHa y MAaUMEHTOB C LMPPO30OM MEYCHH JIETKOro TEHCHMS

nabmonaercs yenuuenne Tz npenapara M MOYTH TPOEKPATHOE yBEIMUCHUE AUC u Cmax 10

CPaBHEHMIO C TAKOBBIMH Y 370pOBBIX Jitojlei. CyIeCTBEHHBIX PasIM4Hi B CBA3BIBAHHN C Oenkamu

M1a3Mbl KPOBM B BYX rpymmax He oTmevaercs. [Ipu mpuMeHeHHM CepTpajivHa y MalHCHTOB C

HapylIeHHOH (yHKUMeH meveHH HeoOXoaMMo 06CyanTh 11€71eC000pPa3HOCTh CHWKEHUS J103bI HITH

yBeJMYEHHUs MHTepBala MEK/1ly NPUEMOM Tpenapara.

IIpumenenue npu NOYEYHOU HEOOCMAMOYHOCIU

CepTpa/lvH MOABEPracTCs aKTUBHOMH OMOTpaHcOpMaLliK, OITOMY MOYKAMHU B HEM3MCHEHHOM BU/IC
OH BBIBOJMTCS B HE3HAYMTELHOM KONMYECTBE. Y MALMEHTOB C JIETKOH M YMEPEHHO BBIPOXKEHHOH
[oYeuHOI He0CTaTOUHOCThIO (KnpeHe kpeaTunuHa (KK) 30-60 Mi1/MHH) ¥ ALMEHTOB ¢ yMEPEHHOH
WIN TSDKeJIOH cTeneHbio noyeunoii Hepoctatounoct (KK 10-29 mn/muH) dpapMakoKHHETHYECKHE
napametpbl (AUCo.24 ¥ Cmax) CEpTpalMHa NPU MHOFOKPaTHOM €ro MpHeMe CYUIECTBEHHO HE
OT/MYAINCE OT TPYMIbl KOHTposis. Bo Beex rpynmax T cepTpanvua Oblil OAMHAKOB, PaBHO KaK He
GBIIO pa3/MMii B CBA3BIBAHMH C O€/IKAMH M1a3Mbl KPOBH. Bbi/Io yCTaHOBJIEHO, YTO, Kak M 0XKHIAIIOCK,
C YYeTOM HE3HAUUTENLHOM MOYEUHOH SKCKpEUMH CepTPaIuHa, KOPPEKLUHMH €ro 103kl B 3aBUCHMOCTH
OT BHIPAKEHHOCTH MOYEYHOI HE0CTATOYHOCTH He TpeOyeTes.

IToka3zaHus K NPHMEHEHHIO

e Bonbume aenpeccuBHble amu30abl. [Ipodunaktrka GonbLIKMX AENPECCHBHBIX SMHU30/10B.
O6ceccuBHO-KoMNybcuBHble paccTpoiicTea (OKP) y B3pociibix 1 eTel cTapiue 6 ner.

e [lanuueckue paccTpoiicTBa ¢ aropadobueii u 6e3.

e TlocTTpaBMaTH4YECKUE CTPECCOPHBIE PACCTPOICTBA (TITCP).

e CouuanbHas Gobus.

IIpoTHBONOKA3aAHHSA
e J3BECTHAs TMOBBILICHHAs 4YyBCTBMTEJIBHOCTh K CEPTpPAlMHY MW JpYyrHM KOMIIOHEHTaM
npenapara,
e nertckuit Bo3pact 10 6 jet (mpu OKP); mist ocTanbHeIX NOKa3aHMi npenapar NpoTHBOINOKa3aH
y nauueHToB maaaue 18 ner; )
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e [POTHBONOKA3aHO MpUMEHEHHe CepTpaluHa ¢  HMHTUOMTOpaMH  MOHOAMHH-
okcuaassl (MMAOQO) HeoOpaTUMOro JeHCTBUS B CBA3U C PUCKOM Pa3BUTHA CEPOTOHWHOBOIO
cunzipoma (CC), MpOsBISIOWErocs axuTauuei, Tpemopom W runeprepmuert. He cienyer
HAYMHATh MPUEM cepTpaivHa B TeveHue 14 queit mocne otmeHbl Heobpatumbix UMAO, a
Tepanuio CepTPaIMHOM Clle/lyeT MPEeKPaTUTh 3a 7 JHeH 10 Hayala Tepanii HeoOpaTHMBIMH
HUMAO (cm. paznensl B3ammopgeiicTBue ¢ JAPYrHMH JIeKAPCTBeHHBIMH CPeICTBAMH H
Oco0ble yka3aHus);

e O/IHOBPEMEHHOE MpPUMEHEHHEe C MUMO3HAOM (cM. pasnen BsaumopeiicTBHe ¢ JpyrHMH
JIEKAPCTBEHHBIMH CPEICTBAMH).

C 0CcTOpPOXKHOCTBIO

Crnezmyet co0M0AaTh OCTOPOKHOCTh MPU MPUMEHEHHHU CEPTPAJIMHA Y MALUEHTOB C OPraHWYECKUMHU
3a60J1eBaHUAMU TOJIOBHOTO MoO3ra (B T.4. 3ajlepKKa YMCTBEHHOrO pa3BUTHs), OSMHUIIEICHEH,
Me4eHOYHON U/WIIM NMOYE€YHOM HE0CTATOYHOCTBIO, BbIPAXKEHHBIM CHUIKEHMEM MAcChl TeJla.

Takxke crneayer coOyogaTh OCTOPOXKHOCTH TPH OJHOBPEMEHHOM TPHUMEHEHUH CepTpajvHa C
JpYTMMH TIpenapaTaMy, yCUJIHBAIOWMMH CEPOTOHMHEPTHYECKYIO HEHPOTPAHCMHUCCHIO (CM. pasjien
B3aumojeiicTBHE ¢ JPYrHMH JIEKAPCTBEHHLIMH CPEACTBAMH).

Heo6xoaumo cobmoaars octopoxHocTs npu HazHayeHun CHO3C B covetanuu ¢ npenaparam,
006/1aJa10MMH OATBEPHKAEHHON CIIOCOOHOCTBIO BIMATL Ha QYHKUMIO TPOMOOLUMTOB (CM. pasjaesn
Oco0ble yka3aHud).

HeobxoauMo co0M0AaTh OCTOPOXKHOCTH MMPU OJHOBPEMEHHOM [PHUMEHEHHUH CEpTpajiMiHa U
TPULMKIIMYECKHX aHTH/ICTIPECCAHTOB (CM. pa3/ieNl B3aumojelcTBre ¢ APYrUMH JIeKAPCTBEHHBIMH
CpeICTBAMH). '

Crezyer cobI01aTh OCTOPOKHOCTb MPU NIPUMEHEHHH CEPTPaJIMHA Y MALMEHTOB ¢ paKTOpamMH pucka
yanuHenus untepsana QTc va DKIT WM pasBUTHA apUTMUM JKETyJOYKOBOH TaXUCHCTOIHYECKOH
THIa «Mpy3T» (torsade de pointes, TdP).

IlpumMeHenne npu GepeMEHHOCTH H B MEPHO/I TPY/JHOr0 BCKAPM/IHBAHHSA

bepemennocme

KOHTpONMpyeMbIX ~HCCeOBaHUH MNPUMEHEHHs CepTpalMHa y OepeMEeHHbIX OJKCHIIMH He
TPOBOJINIIOCH, TO3TOMY TIPUMEHATH MPENapaTr y JaHHOW KaTeropv MalUeHTOB CTOUT TOJBKO B TOM
clTy4ae, eC/d 0KHIaeMasi MoJib3a JU1s MaTepu NPEBbIUIAET MOTEHUNANIBHBIH PUCK JUIA TIIOJA.
OIHAKO B 3HAYMTENILHOM OOBEME JaHHBIX He ObUI0 OOHApY)KEHO [0Ka3aTesIbCTB HMHIAYKUHU
BPOJK/JEHHBIX OPOKOB cepTpainHoM. Mccne0BanHus Ha )MBOTHBIX MOKA3a/IH BO3MOXKHOE BJIUSHHUE
CepTpajiiHa Ha PenpoAyKTHBHYIO (QYHKUMIO. BeposTHO, 3TO BIHMAHHE CBA3aHO C MaTepUHCKOM
TOKCHYHOCTBIO, BHI3BAHHON (papMaKoJMHAMHYECKUMH S(pdeKTamu cepTpainHa Ha Mo/,

Y HEKOTOPBIX HOBOPOXKIEHHBIX, MATEPH KOTOPBIX MPHHUMAJIH CEPTPAIMH BO BPeMs GEpPEMEHHOCTH,
Ha6MIONAMCh CUMITOMBI, CXOJHbIE C PeaKLMsIMH OTMEHbl. DTOT (eHOMEH Hab/oAancs v IMpH
npueme apyrux anruaenpeccantos rpynnst CHO3C.

JKeHIMHAM PenpoAyKTHBHOTO BO3pPAcTa, y KOTOPBIX MPEAINOJaraeTcss MPUMEHATh CepTPaIHH,
clelyeT peKOMEHI0BaTh MOJIb30BaThes SQPEKTUBHBIMU CPEACTBAMH KOHTPALETILIHH.
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JlanHble HabmoAeHUH YKa3bIBalOT Ha MOBBILIEHHBbIM (MeHee 4YeM B 2 pasa) pHCK
MOC/IEPOIOBOrO  KPOBOTEHYEHHUSA T0C/IE TMPUMEHEHUS TMpenapaToB TPy CHO3C/ ceneKkTUBHBIX
uHru6uTOpOB 0OpaTHOro 3axsara HopaapeHanuHa (CMO3CH) B TeuyeHHe OZIHOro MecALa 10 PO/IoB.
I'pyonoe sckapmaueanue

B rpyaHOM MOJIOKE B HEGO/BLIOM KOIMYECTBE OOHAPYKUBACTCS CEPTPaIMH W ero mertabonut N-
JeCMETH/ICEpTpaIH. B  OCHOBHOM B IUIa3Meé KPOBM HOBOPOXKIEHHBIX —OOHapyKHBAHCh
He3HAYUTE/IbHbIE KOJMYECTBA CEPTPAIMHA, 32 UCKIIOUYEHHEM OJIHOTO Clly4asi, KOrja B ria3mMe KpoBH
HOBOPOJKIEHHOTO GB1110 06HapykeHO 50% OT KOHLEHTPAIMH B M1a3Me KpOBH MaTepH (63 3aMeTHOro
3¢ deKTa Ha COCTOSHUE 310pOBbs HOBOPOKAEHHOr0). JleueHne 5TUM npenapaTom BO BpeMs IpyAHOr0
BCKapMIIMBaHHUs He peKomeHayeTcs. Ecnn xke neuenue Bee xe HEOOXOAUMO, TO KOPMIICHHE IPY/bIO
JTy4le MpeKpaTHTh.

YV HOBOPOKIEHHBIX, MaTEPH KOTOPBIX NpuHuManu ceptpanun u apyrue CUO3C nnn CUO3CH Bo
BpeMs GepeMEHHOCTH, HAOI0A/IMCh OC/IOKHEHHUS, TPeOYoLMe A0MOIHUTEIbHON FOCIHUTAIM3ALMH,
MOJUIEPKKH JIbIXATENbHOM CHCTEMbI M KOpMJIEHHs 4epe3 3oHA. Cneayer TuwiatenbHo Habmoaatb
HOBOPOJK/IEHHBIX, MATEPH KOTOPBIX MPHHUMAIM CEPTPA/IMH HA MO3IHMX CTaJUAX OEPEeMEHHOCTH, B
0COBEHHOCTH B TPEThEM TPUMECTpe. Y TaKMX HOBOPOXIEHHBIX MOTYT HaO/IHOAAThCs ClEAYIOLHe
CHMIITOMBI: PECIMPATOPHBIN AMCTpECC, LMAHO3, alHO?, CyJOPOrH, HECTaOMIIBHOCTh TEMIIepaTyphl
Tena, 3aTpyJHEHHs TpPU KOPMJIEHWM, PBOTA, THUIOMIMKEMHs, THIOTOHYC, TMMEPTOHYC,
runeppedneKkcus, TPeMOp, MOAepriBaHMEe MbILIL, MOBbIIEHHAas BO30YAMMOCTb, JIETaprus,
JUTENbHBIA MJ1a4, COHIMBOCTL M TPYIAHOCTH 3acChilaHUS. DTH CUMIITOMBI MOTYT OBITH CBSI3aHbI C
HEMOCPEICTBEHHBIMU CEPOTOHUHEPIHYECKUMU d(PdeKTaMU WM MOTYT SBIATBCS CUMITOMaMH
OTMEHBI npenapata. B  OGosiblIMHCTBE  Ciy4aeB  MOJAOOHBIE  OC/IOXKHEHHMs  HAYMHAOTCA
HEMOCPEICTBEHHO MM BeKope (< 24 u) mocne poxaeHus. CielyeT y4uThIBaTh, YTO B HEKOTOPMIX
clyvasX KJIMHMYECKas KapTMHAa MOXET ObITh 0XO0Xa Ha CHMIITOMbI CEPOTOHMHEPrHYeCKOro
CHHIpOMA.

V HOBOpPOK/IEHHBIX, MaTep KoTopbiX npuHumMann CUO3C Bo Bpems OepeMEHHOCTH, TAKXKe MOXKET
GBITh MOBBILIEH PUCK Pa3BUTHSA MEPCUCTHPYIOLLEH JIerouHO# runepTen3uu HoBopoxaeHHsIX (IIJIFH).
[UITH cocraBnser 5 cayyaee Ha 1000 OepeMeHHOCTEHM W COCTaB/IseT OJHY H3 MpPHYHH
3a00/1eBAEMOCTH U CMEPTHOCTH HOBOPOXKJIEHHBbIX. HeckonbKo HelaBHMX SMHIEMHOJIOrHYECKHX
HCCIleJOBaHMI yKa3bIBAOT Ha cBsi3b Mexay npuemom CHO3C (B Tom umcsie ceptpanuna) u [IJIIH.
DepmunvHocme

B oaHOM W3 JBYX MCC/IEIOBaHMH Ha MbIIIAX ObIIO OTMEYEHO CHMXEHHE (EepTHIBHOCTH TpH
NpUMEHEHUH cepTpanuHa B o3¢ 80 mMr/kr (310 B 4 pasa Gosiblie MaKCHMMallbHOH peKoOMeH1yeMOM
7103b1 151 YeJIOBEKA MPU pacyeTe Mr/M?).

CoriiacHO OMMCAHHBIM KJIMHUYeCKUM ciydasm, npueM HekoTopeix CHO3C oka3biBaeT BIMSHME HaA
Ka4yecTBO CMEPMBI, HO 3TOT 3 ekt oOpaTum.

Cnocob npuMeHeHHs H 103bI

CepTpa/MH HAa3HAYAIOT BHYTPb, OJIMH pa3 B CYTKH YTPOM WJIM BEYEPOM, BHE 3aBUCHMOCTH OT NpHeMa
MHLIH.

Havanenaa ooza

Tenpeccus u OKP: nauanbHas f103a - 50 Mr/cyT.
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ot 17.06.2024 N= 11974
(Bxopawwmi M3 N24252509)

[Mannueckue pacctpoiictea, [ITCP u coumanbuas Gpobus: jeveHHe HAYMHAIOT C 103kl 25 MI/CYT,
KOTOPYIO YBETHUMBAIOT Yepe3 0AHY Hejermo 10 50 mr/cyT. [IpumeneHue mpenapara Mo TaKoH cxeme

[103BOJISET CHU3MUTh YACTOTY PAHHUX HeXkesaTelbHbIX >((PEeKTOB JeyeHHs, XapaKTepHBIX A
MaHUYeCKOro pacCTPOMCTRA.

ITooéop 00301

Henpeccus, OKP, manunveckue paccrpoiictea, IITCP u counanpHas dobus: mpu HEIOCTATOYHOM
> dekTe NpUMeHeHUs cepTpainHa B 03¢ S0 MI/CyT, CyTOYHYIO 03y JOMYyCKaeTcs MOBBIUIATE C
marom He Gostee 50 MI/CYT M MHTEPBAJIOM HE Yalle, YeM pa3 B HeJlelo (IPUHUMas BO BHUMaHUe 24-
4acoBOii TepMUHaIbHbI T1/2) 10 MaKCHMaJILHOM peKOMEHyeMoit 103b1, cocTaBstowei 200 Mr/CyT.
HauanbHblii TepaneBTHUeCKHil SQdeKT MOKET MPOSABUTHCA B TeueHWe 7 AHEH, OJHAKO MOJHBIH
3¢ ekt 06bI4HO JoCTUraeTCs Yepe3 2-4 HellenH (MM 1axe B TeYeHHe Dosiee UTHTETbHOTO BPEMEHH
npu OKP).

[oaepuBaioWas_Tepanus: MOAAEpKUBAIOLIAs 103a MPH UIMTENbHOM JIeYEHHH JI0JKHA ObITb
MHUHUMAaJbHOM 3(¢EKTUBHOM, C MPOBEJAEHHEM COOTBETCTBYIOLICH KOPPEKUUH B 3aBUCUMOCTH OT
TeparnieBTH4ecKoro s¢dexra.

ITpu GONMBLIMX JENPECCHBHBIX IMU30aX TEPAMNHMIO CIIEIYET MPOI0LKATh HE MEHEee 6 MECALEB.

[pu OKP ¥ mNaHMYeckOM pacCTPOWCTBE, ClIEAyeT PErylspHO OLEHMBATh HEOOXOAMMOCTH
MPO/IOKEHUS TEPAIUH, TAaK KaK MPU STHX COCTOAHUAX NPOQHIAKTUKA PELMIAMBOB HE MOKa3aHa.
[IpumeHeHue y aereit

BesonacHocTh 1 5h}EKTUBHOCTL cepTpaluHa yctaHoBIeHbl Y aetei ¢ OKP (B Bospacte ot 6 10 17
JIeT).

JIns noapocTkos (B Bospacte 13-17 net) ¢ OKP navaneHas 103a - 50 Mr/cyT.

Jlns nereit (B Bospacte 6-12 ner) tepanuio OKP HauMHalOT ¢ 03b1 25 MI/CYT, € MOCIEAYIOLNM
yBE/IMUEHMEM J103bl1 Yepe3 O/IHy Hezemo 10 50 Mr/cyT. B 1anbHeliem, npyu Hel0CTaTOuHOM d(deKTe
n036l 50 Mr BO3MOXHO JajibHEWIee TMOBBILIEHHE 03kl B TEYEHHE HECKOJIbKUX HE/eb.
MakcumanbHas 103a coctapiaseT 200 mr/cyT. He ciieayet u3MeHsTh 103y 4alle, 4eM | pa3 B Heelo.
BeUl0 MOKa3aHo, uTO y mnauueHTtoB ¢ jenpeccueir 1 OKP B Bospacte ot 6 jpo 17 ner
hapMaKoKMHeTHUeCKUil MPOQHIb CEepTPaIHHAa CXOJEH C TaKOBbIM y B3pocibiX. OaHaKo, 4TOOBI
u36eKaTh Mepeo3MPOBKM, MPU yBeIHYeHMM 103bl Gonee 50 Mr HEoOXOAMMO NPUHUMATL BO
BHMMAaHHWE MEHbBILYIO Maccy TeJla y AeTeH 110 CPABHEHHIO CO B3POC/IbIMH.

BesornacHocTh U 3p(EKTUBHOCTL NpenapaTa y AeTeil ¢ GoNbIINM IENPECCUBHBIM PACCTPONCTBOM HE
BBISIBJICHA.

[Toa6op 10361 Y J1€TEN U MOAPOCTKOB

Tin cepTpaiuHa cocTaBiaseT NPUOIM3UTENBHO 1 CYTKH, MOITOMY H3MEHEHHE J03bl JI0/DKHO

MPOUCXO/IMTh C MHTEPBAJIOM HE MeHee | Hezenu.

[Ip¥MeHeHHE VY MOXKUIIBIX MALIMEHTOB )

B nOKuIIOM BO3pacTe Mpernapar cieayeT MPUMEHATh C OCTOPOXKHOCTBIO M3-3a MOBBILIEHHOTO pUCKa
pasBUTHA rUNoHaTpueMuu. [Ipenapat NpUMEHSIOT B TOM JKe /IManasoHe /103, 4T0 U y 60/1ee MOJOABIX

JIrOJ1eH.

[IpuMeHEeHHE Y NALIMEHTOB ¢ HEOCTATOYHOCThIO DYHKIUNU MEYCHH

V MalMeHTOB C MEYEHOYHOM HEJOCTATOYHOCTBIO CJIeyeT MPUMEHATh MCHBLIME J03bl HJIH
yBEIMUMBATH MHTEPBAJ MEXK/LY NpHeMaMu nperapara (CM. pasjen Oco6bie ykazanus). He cnenyer
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TIPUMEHSATH CEPTPAINH y MALMEHTOB C THKEIOH MEYCHOUHOH HE0CTaTOYHOCTBIO (He wumeetcs
KJIMHAYECKUX JaHHBIX).

[IpuMeHeHUe Y MALMEHTOB C HEJ0CTATOYHOCTbIO (DYHKIMHU MOYEK

C y4eToM He3HA4YMTe/IbHOMN MOYEUHON SKCKPELMH CepTPaIHa, KOPPEKLUs €r0 103bl B 3aBUCHMOCTH
OT BHIPAKEHHOCTH TI0YE€4HOI HeOCTATOYHOCTH He TpebyeTcs (cM. pasaen Ocodbie yKa3aHHus).
CHHOPOM OTMEHBI

Cnenyet uzberath pe3koi OTMEHBbI cepTpaiuHa. [Ipy HEOOXOAMMOCTH OTMEHHTE TEPAIMIO CIICAYCT
MOCTENEHHO CHIDKATh 103y CEPTPaJInHA B TEUEHHE KaK MUHUMYM -2 Hellelb ¢ Le/bi0 MUHUMH3aLUK
pUCKA pa3BUTHs CHMIITOMOB CHMHJpOMa OTMEHbl. B cilyuyae BO3HMKHOBEHHs HENEPEHOCHMBIX
HeXeNaTeNbHbIX PeakUuuii B TeYeHHe Mepuoja CHIKEHUS 103bl WM [OC/e OTMEHBI Mpenapara,
CJIe/lyeT pacCMOTPETh BO3MOXXHOCTb BO30OHOB/ICHHUS Tepanuy B NpexHei fo3e. B nanbHekmem Bpay
MOJXET BO30OHOBHUTE CHHXKEHHE J103bl, HO ¢ 00J1ee JUTMTEbHBIMH HHTEPBAIaMH.

IToGouHoe aelicTBHE

Hau6osee yacThiM MoG04HBIM (dekTom sABNseTcs TowHOTA. [Ipu neveHnn couuanbHoi (pobum
OTMEYaM HapylIeHHe CeKCYalbHOH QYHKLMH (HapylIeHHe dAKY/IALMM) y MYK4iH B 14% ciy4aes
MpH TNpPUMEHEHHH CepTpanuHa, Mo cpaBHennio ¢ 0% Ha ¢oHe npumeHeHus Miauedo. ITH
He)KeJlaTe IbHBIE ABJIEHHS 3aBHCAT OT J103bl M YAaCTO MPOXO/AT MPH MPOJI0JDKEHUHN TeparuH.
HexxenatenbHble sBieHus, HabmoaaBuuecs y naudeHToB ¢ OKP, nanuueckum paccTporcTBOM,
[ITCP u couuanbHoii (oOuell He OTIMYAITCS OT TAKOBBIX MNPHU OOJBIIOM [ENPECCHBHOM
paccTpoHcTBE. ,

B Tabnuue Nel mpeacrtaieHa uHpOpMAauMs O TMOOOYHBIX peakuUMsX, HaOMOJABIIMXCA TPH
NPUMEHEHHHN CEpPTpaHa, Ha OCHOBAHMHM JaHHBIX, MOJYYEHHBIX BO BPEMs MOCTPErHCTPALMOHHBIX
(4acTOTa HEM3BECTHA) U MNALEe6O-KOHTPONMPYEMbIX KIMHHYECKUX HMCCIIEIoBaHMii (MCCie]0BaHUs
MPOBOAMIM C ydacTHeM 2542 MalMEeHTOB, TOJYYalOUWMX CepTpaiuH, W 2145 mNalUeHToB,
nostyuaromux nnaue6o). Jlanuble HCcIe0BaHKs MPOBOAMINCE y MalMeHToB ¢ Jenpeccueit, OKP,
nanudeckum pacctpoiictoM, [TTCP uin counansHoi Gobueii.

Hekortopble HexKenaTe bHbIe peakuuu, nepeynciaeHHsle B Tabnuue Nel npu npoo/pKeHnH Tepanuu
MOTYT YMEHbBIUATLCS [0 HHTEHCHBHOCTH M YaCTOTE U B LIEJIOM HE IPUBOAT K MPEKPALICHHIO TEPAIUH.

Ouenb yacteie > 10%

YacTelie >1%wu<10%
HeuacTble >0,1 % u<l%
Penkue >0,01 % u <0,1 %

Ouenb peakue [<0,01 %

YacToTa HeB03MOXHO OMpeeuTh Ha
HEU3BECTHA OCHOBaHUK UMEIOLIUXCS
MaHHBIX
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Ta6nuua Nel

Cucrema Hexenate/lbHas peakuus
OpraHoB
Hnpexyuonnsle u napasumapHole 3a001e6aHUA

YacTble (bapuHruT

Heuactele  [MH(EKLMH BEPXHUX JbIXaTe/IbHBIX MyTEH, PUHUT

Penkue MBEPTUKYJIUT, FTACTPOIHTEPHT, CPEIAHHH OTUT

JTobpokauecmeennble, 310Ka4eCnBeHHble U HeymOYHEHHbIE H08000pA306aHUA
(6K1104aA KUCMbL U NOIUNbY)
Penkue HOBOOOpa3oBaHUA"

Hapywienus co Cmoponsi Kposu U 1UMPpamu4eckou cucmemsl

Penkue nmumdaaeHonaTus, TpomGoumTOneHus *?, neiikonenna*’, HapyweHue ¢yHKUMH

‘ pomGouuToB*®
Hapyuienus co cmopoHst UMMYHHOU CUCMEMbI

HeuacTble  |[PMIIEpYYBCTBUTENBHOCTB®

Penkue aHauIaKTOUHBIE peakuun*®
Yactora

aseprus
HEU3BECTHA

Hapywienus co cmopoHbl IHOOKPUHHOU CUCHEMDbL

YacrtoTa ruepnponakTMHeMus*Y,  HeaJeKBaTHAs  CEKPeUMs  AHTHAHYPETHYECKOro
HEW3BECTHA |[ropMoHa*’, runmorupeos™
Hapyuienus co cmopoHbl 00MeHa 8euiecns U NUMaHus

HacTele CHIDKEHME WM MOBbILIEHHE™® anmneTuTa

caxapHblil 1uabeT*, rUMOHATPUEMHUA*Y, THIIOTTHKEMUS*,

Penxue 8
runepriadkeMus*’, runepxonecTepuHeMus

Hapywenua ncuxuxu

‘ Ouenb yacTeiedeccoHnuua (19%)
YacThie enpeccHBHbIE CUMITTOMBI®, CHIDKEHHE JTMOMI0*, IenepcoHau3alms, TpeBora*,
HOUHbIE KOLIMApbl*, @KUTALUMA*, CKpexeT 3yOamu BO cHe*, MoBbILICHHAS
B030yIMMOCTh

HeuacTele iiopua*, ra/UTIOLUNHALMKMY, arpecCHBHOE nopeeHUe*, anaTHs, HapylICHHE
MBILLJICHUS, CIYTAHHOCTh CO3HAHUA™

Penkue KOHBEPCHOHHOE PacCTPOMCTBO, JIEKAPCTBEHHAs 3aBUCHMOCTD, MCUXOTUYECKUE
HapyLeHHs ™, napaHoU/a/IbHOE [MOBE/IEHHUE, CYMLIUATIbHBIE
MBICTH/TIOBEIeHHE* ¥ * | XO)K/IEHHE BO CHE, NPEXKICBPEMEHHAs SAKYJIALNA

YacToTa
00J1e3HEHHBIE CHOBU/ICHUSA

HEU3BECTHA

Hapyuienus co CmopoHsl HEPEHOU CUCHmeMbl

OueHb 4acThIE[rOJIOBHAS 60116 (21%)*, ronoBokpysxkenue (11%)

YacTele noBblmeHre AJl*, mapecTesus*®, TPEMOp, TMIIEPTOHYC, AMCIeB3MA, HAPYUICHNE
BHHUMAaHUS, COHJIMBOCTh
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HeuacTble  |HENPOM3BONbHbIE MbILIECYHbIE COKpAlEHMA®, HApylUIeHHE KOOPAMHALMH,
FUMEPKUHE3UKH™, aMHE3Msl, TUMECTe3us™, HapyLWIeHUA pedH, MOCTypajbHOe
rOJIOBOKPYIKEHHE, MUIPeHb*, 0OMOPOK*®, SKCTpanupamu/HbIe pacctpoiicTBa*,
HapylIeHUe JABUraTebHONH (YHKUMM (B TOM YHC/E, TAKHE KaK TMICPKUHE3N,

IHIEPTOHYC, CKPEXET 3yDaMH WM HapyILIEHUE TIOXO/IKH). ’

Penxue CEpOTOHHHOBBIH ~ CHHApPOM™, koMma*, cyaoporu*, [MCTOHHMS, aKaTU3UA*,
XOpeoaTeTo3, AUCKMHE3Us, TUNepecTe3us, CCHCOPHBIC HAPYICHUA
YacroTa Takke  cooOlanocs O  pa3BUTUM  CHUMIITOMOB  3JI0KA4€CTBEHHOIO

Heu3BecTHa |HeitposienTudeckoro cuuapoma (3HC): B HEKOTOpPBIX cCily4asX, CBA3aHHBIX €
O/THOBPEMEHHBIM MPUMEHEHHEM CEPOTOHMHEPTHYECKUX MpENapaToB. Onu
BKJIIOUANIN CJIEAYIOUIME CUMIITOMBI: TPEBOTa, HapylleHHe CO3HaHus, anagopes,
iMapesi, JIMXOpajKa, PUTHAHOCTb MBIUIL, TaXWUKap/IudA; TMCHXOMOTOpHOE
B0O30YKIEHHE

(cM. pa3aen Ocobble yKazaHus)

Hapywenus co cmopoHsl 0p2ana 3peHus

Yactbie HapylIeHHe 3peHus™®

HeuacTble MUpUa3*, NepuopOUTANIbHbINA OTEK™

rnayKoMa, pacCTpOMCTBa C/IE3HOIO anmnapara, CKOToMa, JAUIUIONus, doTopobdus,
KPOBOM3JIMSIHKE B TIEPEHIOI0 KamMepy riiasa

YacTtora pa3Hblil pasMep 3pa4KoB,

HEU3BECTHA |[MaKyJlonaTus

Penkue

Hapymenuﬂ CO CMOpOHbBI op2ana ciyxa u nao’upuumnble HapyuweéHua

YacTeie 3BOH B ymax*
Heyactele  [00Jb B ylIax

Hapywenua co cmoponbst cepoua

Yactble ouyuieHue cepauedbuenus™

HewacTeie | Taxukapaus*

Penkue undapkT MUoKapaa, 6paaukapaus, 3aboneBaHus cepaua,

pa3BUTHE apUTMUH JKeTyJ0YKOBOH TaXMCHCTONMYECKOH THNA «IIUPYIT
(TdP)* (cm. pasaensl OcoOble ykazanus, B3aumoaeiictene ¢ Apyrumu
JIeKAPCTBEHHBLIMH CPeACTBaMM), yuiiHenue untepBana QTc Ha
DKI*(cm. pasaenst Ocobble ykazanus, B3aumoaeiicTeue ¢ ApyrumMu
JAeKAPCTBEHHBIMH CPeICTBAMH),

MOBBILIEHHE KOHLEHTPALMM XOJIECTEpHHA B MIa3Me KpoBu™*

Hapyuwienua co cmopoHbl cocyoos

YacTeie «ITPUJTABBD) KPOBH K KOX€ Jmua*

HeuacTble  |MOBBILIEHHE apTepUanbHOro AaBnenus (AJ)*, runepemus, KPOBOTEUEHHUS™

Penkue nepudepuueckas HIIEMHUs, LepeOpoBacKy IAPHbIH cnasM (BKmoYas obpatumyro
Ba30KOHCTPUKLIMIO COCYOB IOJIOBHOIO MO3ra U CHHAPOM Kona-®nemunra)**

\Hapywenua co cmopoHbl OblxamenbHOU CUCMEMbl, OpZAHOE 2pyOHOIl KI1emKu U
cpedocmeHun

YacTrie seoTa*

HeuacTteie GpoHxocma3M*, O/IbllIKa, HOCOBOE KpOBOTEYEHHE™
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Penkue VTapyUHIocnasm, THNEPBEHTUIIALMSA, THITOBCHTHIIALNA, CTpUaOp, IIHC(bOHH}I, HKOTa|

HacTora
HEeU3BECTHA
Hapywienus co cmoponsi yceydouHo-kuuieunozo mpakma (KKT)

MHTCPCTULIMAJTIBHOE 3a00JIEBaHUE JIETKUX, 303HHO(1)HJIbHa$l ITHEBMOHUA

Ouenb uacTeiejtuapes (18%), TomHoTa (24%)

pBOTa*, 6OJIb B XKMBOTE®, 3arop*, JMCIIETNICHA, METEOPH3M, CYXOCTh CIIM3UCTOH

Yactbie
000JI04KH 0JIOCTU pTa
B s h3odarut, aucdarus. reMoppoii, MOBLILEHHOE CIIOHOOTACNCHHE, MOPAKEHUS
S3bIKa, OTPHIKKA, JKEJTYJ0YHO- KHIIEYHOE KpOBOTeUeHHE™
MeJIeHa, KpOBb B CTyJ/le, CTOMATHUT, S3BEHHOE MOpPaXKEHHE A3biKa, MOPAKEHHE
Penkue 3y06O0B, TJIOCCUT, A3BEHHOE MOPAKEHHE CIM3UCTOH OOOJIOYKM TMONIOCTH PTa,
maHkpeaTut*
YacTora .
MHUKPOCKOMUYECKHH KOJIUT
HEM3BECTHA

Hapywienus co cmopoHsl Re4eHu U Heea14e6bl600AuiUx nymeu

MOBBILIEHHE aKTUBHOCTH «TMEYEHOYHBIX) TpaHCaMMHa3
Hewactoie  |(ananuHamuHoTpaHcdepasbr™ (AJIT),
acnapraramuHoTpatcgepassl* (ACT))

Penkue HapyLeHHe QYHKIMU TiedeHr™®

YacroTa cepbe3Hble HapylIeHHs (QYHKUMM MeveHH (BKKO4Yas, TenaTut, XKenTyxy,
HEW3BECTHA [IEYEHOUYHYIO HEJ0CTATO4YHOCTh)

Hapymenuﬂ CO CMOPOHbI KOXcu U HOOKOMCHBIX MKaHel

YacTele ChITNb*, MOBBILIEHHOE MOTOOTAEIEHUE
it nepuopOUTaIbHBIA OTEK*, oTek nuua*, myprnypa*, atoneuus™®, XoN0/Hbli MOT,
CYXOCTb KOXH, KpariiBHULIA*, KOXKHBIH 3y1*
nepMaTuT, OyJUIe3HBIH AepMaTUT, OTMKYIISPHAS Chillb, HAPYLICHHE TEKCTYPbl
BOJIOC, U3MEHEHHE 3araxa KO)KH, TOKCHYECKHH 3nuaepMalibHbIH HeKponn3*Y,
Penkue cunapom CTHUBEHCa- JlKoHCcOHa*Y,
AHTMOHEBPOTHYECKUH  OTEK*Y, sKkcoIMaTUBHAS chimb*’,  peakums
oTocencubuaMzauuu*

Hapymenuﬂ CO CMOpOHbI CKeJIeMHO-MbIIMEYHOU U COCOUHUMETbHOU MKAHU

YacTbie humrnﬂ, apTpanrus*

HeuacTteie OCTCOAPTPHUT, MbILLICYHAS cna6ocn>, 00J1b B CITMHE, MBILLIEYHBIE cnasmpl*

HapyLIEHUsl CO CTOPOHBI KOCTHOM TKaHH, paG1oMHOnn3*, Tpr3m*d

Penkue

Yactora MBIILIEYHbIE CY10POTrH

HEeM3BECTHA

Hapyuienus co CmopoHsl ROYEK U MO4esbl600AUUX nymeil

Heuacmsie  [FOKTYPHA, 3alep)kKa MOYM*, TONMYypHs, Y4alleHHOe MOYEHCITyCKaHHe,
HapyLIEHHA MOYEHCITYCKaHHsl, HelepXKaHne MOUn™, reMaTypus™

Penkue oNMrypus, 3a1epKKa MOYCHCITYCKaHHs, SHype3™

Co cmoponst penpodyKmuenoii cucmembst **
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SpeKTUIbHAas  AMChYyHKUMA, HapylleHHe  IAKYJIALHMH, HapyLieHue

YacTbie 4
MEHCTpPYaJIbHOIO LIMKJIa

HeuacTsie  [BarMHajbHOE KPOBOTEUYEHHE, HApYLICHUE MOJIOBOH (GyHKUMH Y KEHLUNH

MeHoparus, aTpoGUyYecKuii BYJbBOBArMHUT, OaJaHOMOCTUT, BbIACJICHHA W3
[10JIOBBIX OPTaHOB, MpHanu3M*, ranakropes*, rHHEKOMacTUs *

[Tocnepo1oBoe KPOBOTEUEHHUE

YactoTta (1aHHOE HEKeNaTeNbHOE ABJIEHHE 3aperHCTPUPOBAHO Kak Kiacc-oddekt s
neussectHa [npenapatoB rpynn  CHO3C/CHUO3CH (cm. paspen «llpumeHenue rnpu
GepeMEeHHOCTH U B MEPHOJ TPY/JHOTO BCKAPMJIMBAHHSAY)

Odwue paccmpoiicmea u HApyUeHUA 8 Mechie 66e0eHUA

Penkue

OuyeHb YacThle[noBblLIeHHas yToMmaseMocTb (10%)*

YacTbie Gonb B rpyan*, cnabocTh, HeAOMOraHHe*, TMXOpajIKa*, acTeHHs®, yCTanocTs™

HeuacTble  |03HOG, XKaX/a, HapyLIEHUE MOXOAKH*, mepudepuyeckue oTeKu™

Penkue IPBIKH, CHUXKEHHE [IEPEHOCHMOCTH TIpenapara, OTeK Juua*, CHHAPOM OTMeHBI**

Jlabopamopnsie u UHCMPYMEHMAbHbIE OAHHbIE

YacTeie MOBBILLIEHUE MAcChl Tena*

HeuacTsie CHIDKEHHE MacChl Tesa*,

HapyllEeHHe CBOWCTB CEMEHHOM XKHIKOCTH, OTKIIOHEHHUs OT HOPMBI PE3YJIbTATOB

Penkue : *
abopaTOpHBIX aHAIM30B

TpaGMbl, UHMOKCUKAUUU U OCTIOHCHEHUA Manuny/muuﬁ

Penkue TpaBmbl, nepeaombl™

Xupypeu-lecrcue U mepaneemuyecKue MaHunyiauuu

Penkue npoueaypa BazoauiaTauMu

[lpn perucTpalyy HEXKeNaTeJbHOrO SIBICHUS Y MAlUMEHTOB C JeMnpeccued, OKP, naHu4ecKuM
pacctpoiictBom, [ITCP # couManbHbIM TPEBOKHBIM PACCTPOHCTBOM HEXeENATELHOE ABJICHUE
OTHOCAT K K/IacCy OpraHoB, KOTOPBIi HCMOJIb30BANICS JUTS KJIACCH(PUKALIMK JAHHOTO HEXeNaTe/IbHOro
SBJICHUS B paMKax MCCJIe[I0BaHHil y NALMEHTOB C ACNPECCHEH.

Tc006111a10ck 06 01HOM Cllyyae pa3BUTUS HOBOOOPa30BaHUs 10 cpaEHeHmo C MalMEeHTAMU U3 FPYIIb
nnauedo.

* aHHbIe M060YHbIe YPPeKThl HAOTIOAATHCH TAKXKE B MOCTPETUCTPALIMOHHBIX HCCIICOBAHUAX.
SyacToTa IaHHBIX 1060UHBIX 3Q(EKTOB paHXKMPOBaHa N0 BepXHeit rpanuLe 95%-ro 10BEpUTEILHOTO
MHTEpBaa.

*¥p KayecTBE 3HAMEHATENS MCMOJb3YETCs KOJMYECTBO MALMEHTOB, OOBEJAMHEHHBIX MO rpyIrnaM B
3aBHCHMOCTH OT 110J1a: Tepanus ceptpanntom (1118 myskuun, 1424 sKeHIUH), Tepanus muiaue6o (926
MyX4uH, 1219 XKeHLIHUH).

***(OTMeyald Cllydyad TOSBICHUs CYMUMIQIbHBIX MBbICJICH W CyHUMIALHOTO MOBEACHUA Yy
NaLMEHTOB, MOy YaIOIIUX TEPAMMIO CEPTPATMHOM UM B PAHHUI MEPUOL 110C/IE OTMEHBI TEpAIHH (cm.
paszies Ocobble yKa3aHus).

Kinacc-2ddheKThl

11 u3 22



COOTBETCTBYET 3KCNEPTHOMY OTYETY
ot 17.06.2024 N= 11974
(Bxopawmi M3 N24252509)

CornacHo SMUAEMUOIOTHYECKUM MCClIeIOBaHHSAM, MPOBOIUBLIMMCS
NMpEeMMyIIECTBEHHO C Y4acTHEM MAlMEHTOR B Bo3pacTe 50 JIET M CTaplle, OTMEYasics NOBbILIEHHBIA
PUCK mepeloMoB KocTell y mauueHtoB, npunumaswux CHO3C  wn  TpuumMkinueckue
- aHTHJenpeccaHThl. MeXaHW3M JaHHOro Mo604HOro 3 dexra HEN3BECTEH.

CHUHIPOM OTMEHI
[IpekpauieHne Jie4eHUs CEPTPaIMHOM (B 0COOEHHOCTH PEe3KOE) HacTO MNPUBOAMT K pa3BUTHIO

cunapoma otMeHsl. HanGonee yacto coobuiaercs O ClAYIOUMX CHMITOMAX: rOJI0BOKPYKEHHE,
HapyLIEHUs YyBCTBUTEIBHOCTH (BK/IOYas MapecTe3nH), HapylleHus CHa (BKrOUast, OECCOHHULY M
SPKUE CHbI), KMTALMA WM TICHXOMOTOPHOE BO30YXKJCHHE, TOLIHOTA W/WM pBOTA, TPEMOP H
rosioBHas 60J1b. B 11€JIOM 9TH CUMIITOMBI HOCAT JIETKWii, yMEPEHHBIN U OrpaHUYEHHBIN XapaKTep; TEM

He MeHee, Y HEKOTOPbIX MalMEHTOB OHU MOTYT ObITh TSKE/LIMHU H JUIMTENLHO COXpaHATHCA. B cBA3n
C 3TUM B CJIydae, €C/IM MAUMEHT He HYXKIAaeTcsl B MPOJO/DKCHHH JICUECHHUS CEPTPaMHOM, CIICAYeT
MPOBOIUTH TMOCTENEHHYIO OTMEHY Mpenapara IyTeM [IABHOrO CHUIKEHHS 1103bl.

[Toxuiible MalHEHTEI
[Mpumenenne CUO3C unu CUO3CH, B TOM 4mcIie cepTpaiiHa, B HEKOTOPBIX CTydasx ObL10 CBA3aHO

C pasBHTHEM CEpbe3HOi THUIOHATPMEMMH Y MOKMIBIX MALMEHTOB, /IS KOTOPBIX MOKET ObITh
XapakTepeH MOBBIIIEHHBIH PUCK PA3BUTHSA TAKOTO OCIOKHEHHUS.

eTu

[Tpoduab MOGOYHBIX peakuuii NPU MPUMEHEHHH CEPTPAIMHA y JeTed ObLT B LEJIOM CXOKHUM C
npoduieM Ge30MacHOCTH y B3POCIBIX MALMEHTOB. B KIMHMYECKMX HWCCIEOBaHMAX y JETeH
OTMEYaJIH CleAyIole MOOOYHbIE PEAKLIUH:

Ouenv uacmeie (> 1/10): ronoeHas 6onb (22%), 6ecconnnua (21%), auapes (11%), Townota (15%).
Yacmwie (> 1/100 u < 1/10): Gonp B rpyAHOH KJI€TKE, MaHHs, MMUPEKCHs, PBOTA, aHOPEKCHUS,
adexTHBHAA NaGMIBHOCT, arpecCHBHOE MOBEJCHHE, AKMTALMSA, MOBBILICHHAs BO30YIUMOCTS,
HapylleHWe BHMMaHHS, TOJIOBOKPYXKECHHE, THIIEPKMHE3Us, MHIPEHb, COHJIMBOCTH, TPEMOp,
HapylLIEHUE 3pEeHHs, CYXOCTb CIIM3UCTOH OOOJNIOYKM MMOJOCTH pTa, JMCIENCHs, KOLIMapHbIC
CHOBM/IEHHUS, MOBbILIEHHAs YTOMJ/ISEMOCTb, HEJEpKaHUE MOYHM, KOXKHAsi Cbillb, AKHE, HOCOBOE
KPOBOTEYEHHE, METEOPU3M.

Heuacmuie (> 1/1000 u < 1/100): yanunenue unatepsana QT na OKI', moneiTki cynumaa, Cy10por,
SKCTpanupaMU/IHbIE PACCTPONCTBA, MApECTe3usd, [ACTPECCHBHBIE CHMIITOMbI, TaIFOLMHALINH,
MypIypa, TUNEePBEHTHIIALMSA, AHEMHA, HApyIeHUe (YHKLUMU NEYEHHU, MOBbILLIEHHE aKTHBHOCTH AJIT,
LMCTUT, NIPOCTOii reprec, OTMT, Goib B ywax, 6ok B rasHbiX S0/I0KaX, MMpHa3, HENOMOraHue,
reMaTypus, MyCTyJi€3Has Cbillb, PHHHMT, TPaBMbl, CHIKCHHE MacChl TeJa, HENPOH3BOILHBIC
COKpALICHHs MBILIL, HETHITMYHbBIC CHOBU/ICHHS, anatys, albOyMUHYpPUs, MOJTaKUypys, TOJTHYpH,
6ob B TPyAW, HapylleHHs MEHCTPYalbHOTO LMKIA, IONeUus, JepMaTHT, MOpaXeHHs KOXH,
M3MEHEHHUE 3aMaxa KoXH, KparuBHHLA, CKPEKeT 3y0amMu BO CHE, «IPUJIMBBI» KPOBH K KOXKE JIMLIA.
Yacmoma neuzeecmua: SHypes.

Ilepeno3upoBka

BO3MOJKHO pa3sBMTHE TSDKEIOTO OTPaBJIEHHMs, BIUIOTH JI0 KOMbI M JIETAalbHOrO HMCXOJa IMpH
OJHOBPEMEHHOM BBEJEHMHM C APYTHMH MpEnapaTami W/WiM ajikorojeM WM INpH NPUMEHEHHH B
MoOHOTepanui. B cBs3u ¢ 5TUM HEOOXOAMMO MPOBOJAMTH MHTEHCHBHYIO TEpamuio MpH moboi
rnepe103UPOBKE CEPTPATHHOM.
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[Tepe03upoBKa MOXKET BbI3BATH CEPOTOHMHOBbIM CHHAPOM ¢  yanuHennem uHTepana  QT,
pasputeM aput™mud «tuma nupy>™ (TdP) (cm. pasgen BsammoneiicTBHe ¢ ApYrHMH
JIeKAPCTBEHHBIMH CPEICTBAMH), TOLIHOTOM, PBOTOH, COHJIMBOCTBIO, TAaXMKApAWEH, aXuTauuei,
rOJIOBOKDYXKEHHEM, TPEMOPOM, MCHXOMOTOPHBIM — BO30Y)KACHHWEM, JAHApeeH, MOBbILIEHHBIM
MOTOOT/AE/IEHUEM, MUOKIOHYCOM U rurneppedekcueil. B HEKOTOPBIX clyyasx OTMEYajld pasBUTHE
KOMbI. Be30MacHOCTh IPUMEHEHHUS TIpenapaTa 3aBUCHT OT MOMyJIALUHH MAMEHTOB U COMYTCTBYIOLICH
Tepanuu.

Jleuenue.: cniedUUECKUX aHTUIOTOB HET.

TpeOyeTcss MHTEHCMBHAS MOANCPKMBAIOLIAA TEpanus M MOCTOSHHOE HAOMOJCHME 33 XKU3HEHHO
BaXHBIMM (DYHKLMAMU OpraHu3ma (B Tom uucie Mmonutopuposanue KI', B CBA3H ¢ BO3MOKHOCTBIO
yanuHenus untepsana QT Ha doHe mpuema cepTpainHa). BbisbiBaTh pBOTY HE PEKOMEHYETCA.
BBejieH1e aKTHBUPOBAHHOTO YIJIsl BMECTE CO CJIA0UTEBHBIM MOXKET ObITh Gosiee ) HEKTUBHBIM, HeM
npombiBaHue Jkenyaka. HeoOxoaumo moaaepkuBaTbh MPOXOAMMOCTb  JbIXATE/IbHBIX nyted. Y
cepTpaniHa 60/bLoM 06bEM pacnpe/ieieHus, B CBA3M C 9TUM (OPCHPOBaHHbINH 1My pE3, NPOBEACHHE
Juanu3a, reMonepy3un WM nepeuBaHie KPOBH MOXKET OKa3aThesl Ge3pe3y IbTaTHbIM.

B3aumojeiicTBHE ¢ IPYTHMH JeKAPCTBEHHBIMH CPEICTBAMH

O0nospementoe NpUMEHeHUe CEPMPANUNA U CeOYIOU{UX NPEnapamos npomueonoOKasato
HMAO

Heobpamumsie UMAQO (nanpumep, cenecuium)

CepTpajvH He/b3si NPUMEHSTh OJHOBPEMEHHO € HEOOPAaTUMbIMH (necenektuBusivu) IMAO,
TAKHUMH Kak ceierunH. CepTpaivH Hellb3s IPUMEHSAT B TeHeHHEe MUHUMYM 14 iHe# mocsie OTMEHBI
HeobpaTuMeIX (HecenekTuBHbIX) MMAO. CrieyeT npekpaTuTh NpUEM CEpTpasiiHa Kak MUHHMYM 32
7 nueit 40 Hayana Tepanuu HeobpatuMbiMK (HecenekTBHbIMM) UMAO.

Odpamumsie cenexmusnvie HMAO-A (moxnobemuod)

B CBA3M C pHCKOM pa3BHTHS CEPOTOHMHOBOrO CHHJpOMAa HE PEKOMEHIYETCs MpHHUMATh
0JHOBpeMeHHO obpatumsie cenektuBHbie UMAO, Takue Kak MOKIOOEMH], M CEpTpPAHH. [Tocne
npumenenus oopatumbix UMAO MOXKHO BbiiepXkuBaTh 00Jiee KOPOTKHH, HeM 14 aHeii, mepuon 10
Hayana npuema ceprpanuHa. [Ipuem cepTpaauHa ciielyeT NpeKpaTuTh Kak MUHUMYM 32 7 nueit 0o
Hayana Tepanuu HeoOpaTuMbIMH (HecenekTuBHbIMU) UMAO.

O6pamumste Hecenexkmuensie UMAQ (rune301ud u memeueHoebli CUHUU)

AHTUOMOTHK JIMHE30JH PEACTABIAET COO0# cabblii 0OpaTUMBIH HeCeIeKTHBHBIH HUMAO. Ero He
ClIe/lyeT MPUMEHSATH y TIALIMEHTOB, TMOJTyYaOIMX TePanuio CepTPATHHOM.

BblIM OTMEUYEHBbI TSKENble MOOOYHBIE peakUUH Y MalWEHTOB, KOTOpbIE HEAABHO MPEKPATHIIN
tepanuio UMAO u Hayasu npueM cepTpaMHa MM KOTOPbIe HEIABHO OTMEHMIIH NPHEM CEpTpaMHa
u Havamu Tepanmio MMAO. DTH peakuuu BKIIOHand B ceO TPeMOp, MHOKJIOHYC, muadopes,
TOLIHOTY, PBOTY, PUTHAHOCTb, TIPHIMBBI» KPOBH K KOXE JIMIA, FOJIOBOKPYKEHHE H THIIEPTEPMHUIO €
cumnTomamu, HanomuHaommmu 3HC, 1aGHIBHOCTh BET€TATMBHOW HEPBHOH CHCTEMBI (ObicTpBIE
KoNeGaHMs IAPAMETPOB /IbIXATEbHOM U CEPIEUHO-COCY AMCTON CHCTEMbI), M3MEHEHHUS! ICHXUYECKOTO
cTaTyca, BK/IIOYas MOBBILIEHHYIO Pa3/ipaXKMTEbHOCTh, BBIPAKECHHOE BO30Y)KIE€HHE, CIIyTaHHOCTh
co3HaHHs (KOTOpOE B HEKOTOPBIX CIydyasX MOXKET MepeHTH B JEJTMPUO3HOE COCTOAHHME M KOMY),
CY/IOPOTH H, B OT/JEJIBHBIX CITyYasiX, JeTalbHbIH HCXO.

ITumo3uo
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[Ipy COBMECTHOM MpUMEHEHMH cepTpanuHa (B aoze 200 Mr B CyTKM) WM NMMO3MAa 2 wmr
OJIHOKPATHO) OTMEYAJIOCh YBEIMYEHHE KOHLIEHTPALMK MMMO3K/a (mpubnu3uTenbHO Ha 35%), 4TO HE
GLUIO CBSI3aHO ¢ KaKUMU-Tu60 nameneHusiMu Ha DKI'. [TocKo/IbKY MEXaHM3M 3TOrO B3aUMO/JCHCTBUA
HEH3BECTEH, a MUMO3M OTJNYAETCS Y3KMM TepareBTHYECKMM MHIEKCOM, OJHOBPEMEHHbIH NpHEM
NMMO3M/1a U CepTpavHa NPOTUBOIOKA3aH.

OO0HoBpeMenHOe NpUMEHEHUEe CePMPATUHA, IMAHONA U  C1eOYIOWUX  npenapamos  He
peKomenoyemcsa

Omanon

HecmoTps Ha TO, 4YTO MpPH OJHOBPEMEHHOM MMPUMEHEHUH CEPTpalnHa B 103¢€ 200 Mr eXeJHEBHO U

3TaHONA He OTMEYEHO MOTeHLMpoBaHus >d¢ekTta 3TaHONA, YNOTPeOIEH!Ee CIUPTHBIX HATMTKOB U
MpenapaTos, COAEPIKALMX ATKOTOJIb BO BPEMs JICYSHHs CEPTPATMHOM, HE PEKOMEHYeTCA.

Jlexapcmeennsie cpedcmea, y2Hemarouiue YeHMPAIbHy HEPEHYIO CUCHEMY (HHC)
OJHOBpeMEHHOE TIPUMEHEHNE CepTpaliHa | BellecTs, yruetarommx [IHC, TpeOyeT MpUCTaIbHOro
BHUMaHus. [ToTeHuupoBanus s¢dexra npu 0AHOBPEMEHHOM NPUMEHEHUHU CEPTPAIMHA B 103€ 200 mr
€)KE/IHEBHO U Kap6ama3enuHa, rajonepu0/1a wii GeHUTONHA HA KOTHUTUBHYIO U CUXOMOTOPHYIO
(GYHKUMIO Y 3I0POBBIX JIOJIEH HE OTMEYEHO.

Ipenapamei, 1usIOUUE HA CEPOMOHUHEPZULECKYIO nepedaHy
Heo6x0auMo cobJ1101aTh OCTOPOKHOCT MPH OJAHOBPEMEHHOM MPUMEHEHHUH CEPTpaiMHa C APYTUMH

npenapaTamMM, YCWJMBAIOUMMM  CEPOTOHMHEPrHYECKYIO HEMPOTPAHCMMCCHIO, TaKMUMH - Kak,
tpuntodan, dendaypamut, 5S-HT-arouucTsl, Tpamanon uam 3epodoi npoasipsiBiaeHHbli. [Tono6Hoe
COBMECTHOE MPUMEHEHHE MO BO3MOXHOCTH JIOJUKHO OBITh MCK/IKOYEHO, YYMTbIBas BEPOSTHOCTH
(apMakoAMHAMHYECKOTO B3aUMOICHCTBHA.

Takxke ClleyeT cOOMOaTh OCTOPOXKHOCT MPH OJHOBPEMEHHOM NPUMEHEHHH (QEHTaHUNa, IPYTHX
CepPOTOHMHEPTMYECKHX CPEACTB (BK/IOYas CEPOTOHHHEPrHYECKUE aHTHAENPECCaHTBI, TPUITAHBI),
JAPYTHX OMUOMIOB U CEPTPaJIMHA.

00HO6peMeHHOe nPUMEHEHUE CEPMPATUHA U CIEOYIOULUX NPEnapanmos cnedyem ocyuecmenanto
C OCMOPOHCHOCMBIO

Jlumuit

DapMaKOKMHETHKA JIMTHS HE M3MEHSETCS NPH OJHOBPEMEHHOM TMPHUMEHCHHH C CEPTPATUHOM.
OfHako OTMEYalloch  YCHJEHHEe  TpemMopa, 4TO  MOXET TOBOPUTE O  BO3MOXHOM
dapMakoMHAMHYECKOM B3auMOJeHCTBUM. [Ipn OHOBPEMEHHOM MPUMEHCHHH cepTpajiuHa ¢
npenapaTtamu JIMTHs, CJIEAyeT MOCTOSHHO Hab/roaTh 3a MAalLMEHTaMM, a TaKKe KOHTPOJMpPOBATh
KOHLIEHTPALMIO JINTHS B TJ1a3M€e KPOBH € LIE/IbIO KOPPEKLIMH J103bl Mpernapara.

Denumout
JlnuTenbHOE NpUMeHeHe cepTpanuHa B 103¢ 200 MI B CYTKH HE OKa3blBaCT KIMHUHECKH 3HAYMMOTO

BO3/IelicTBMS Ha MeTaGonm3M QenntonHa. MMerorcs OTAe/mbHble COOOMICHHS O TMOBBILICHUU
KOHLIEHTPaLMKU (EHUTOUHA TPH OJHOBPEMEHHOM MPUMEHECHUH C CEPTPATHHOM. B cBsi3U ¢ 3TUM
PEKOMEH/IyeTCsl TIIATENIbHO KOHTPOJIMPOBATh KOHLIEHTPALIMIO deHnTOMHA B N1a3Me KpOBH (0COOEHHO
y NauMeHTOB C COMyTCTBYIOUIMMHM 3a00/€BaHMAMH WM OJIHOBPEMEHHO MOJyHAIOWMX APYryIo
TepamnuIio) C MOMEHTA Ha3HAYEHUs CEPTPAIMHA C COOTBETCTBYIOLIEH KOppeKuuei 103bl (PEHUTOMHA.
Kpome Toro, )eHUTOMH MOXKET CHH)KATh KOHUEHTPALMIO CEPTPAIMHA B M1A3ME KPOBH.
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HeBO3MOXKHO TAaKKe MCKII0YaTh CIOCOOHOCTb Apyrux MHAYKTopoB H3odepmenta CYP3A4
(Hanpumep, enobapbuTai, kapbamasenuH, 38epo0oii NPOABIPABICHHBIH, pudamMnUUKMH) CHUXKATh
KOHLIEHTPALIMIO CEPTPaIMHA B [1J1a3M€ KPOBH.

Tpunmanei
OTMeYaloTCs PejIKMe CIlyyan BO3HMKHOBEHHMs C/1a0OCTH, MOBBIMICHHS CYXOXKHIIbHBIX pedaekcos,

HapylIEHHs KOOPANHALIMU JIBHKEHHH, CITy TAHHOCTH CO3HAHUSA, TPEBOTH H BO30Y’K/1€HHUS Y MALMEHTOB
0JIHOBPEMEHHO MPUHUMAIOLINX CepPTPAMH U cymaTpunTaH. CUMITOMbI CEPOTOHHHOBOIO CHHpOMA
MOTYT TaKyKe NPOABATLCS MPH OIHOBPEMEHHOM NPUMEHEHHH CEPTPaMHa ¢ 1pYTrHMH npenapatami
3TOro e Knacca (tpuntanamu). [Ipy HE0OX0AMMOCTH OZIHOBPEMEHHOIO MPUMEHEHHU CEPTpaIMHA 1
TPUINTAHOB PEKOMEH/YeTCs HaOJI0/IeHHE 32 MALMEHTaMH.

Anmuxoazynsumot Henpsamoz2o oeiicmeus (6apgapun)
[Ip1 0AHOBPEMEHHOM MPUMEHEHHH aHTHKOATYJIIHTOB HEMPSIMOro JeHCTBUS C cepTpaauHOM (B 03¢

200 Mr B CYTKM) OTMEYaeTcs HE3HA4YMTENbHOE, HO CTATUCTHYECKH JOCTOBEPHOC YBEIMHCHHME
npoTpoMOGUHOBOrO BpeMeHH (cM. pasaen Ocodbie YKAa3aHHA), YTO B HEKOTOPBIX CIIy4asX MOXET
NpUBOAUTE K AucOanaHcy 3HaveHui MexayHapoHoro Hopmanusosanxoro Otrowenus (MHO). B
CBAI3M C STUM CJIE/IYeT TIATENLHO KOHTPOIMpOBaTh MpoTpombuHoBoe Bpems (I1B) B neproa navana
Tepanuu CepTpaJuHOM H B NIEPUO/L OTMEHBI Npenapara.

Amemnonon

[Ipy OJHOBPEMEHHOM MPUMEHEHUH CEPTPAIMH HE M3MEHACT B-anpeHoOnokupyloLlee AEHCTBHE
aTeHOJ10J1a.

TInubeHkamuo u OueOKCuH

Ipu BBeaEHUMM cepTpainHa B CyTo4HOH 03¢ 200 MI J€KapCTBEHHOTO B3aMMOJICHCTBHUA C STHMH
rnpenapaTamMmu He BBISBJIEHO.

Lumemuoun
OJHOBpEMEHHOE TMPUMEHEHHE B 3HAYMTENLHOM CTENEHH CHIKAET KIMPEHC CepTpalinHa.

IIpenapamei, enusiowjue Ha GYHKYUIO MpoMoOYUMos

IIpu onnoBpemerHoM npumeHenun CUO3C, Biiovas CEpTpaluH, W MpPEnapaTos, BIMAIOLUMX Ha
dyHKUMIO TPOMOOLUTOB (HaNpUMep, HECTEPOU/IHBIE IPOTUBOBOCTIAUTEILHBIC PENApAThI (HIIBI)),
ALETU/ICAIMLIMIOBOM KUCIOTHI M THKJIOMUIMHA) WM NPENapaToB, KOTOPbIE MOTYT MOBBIIATE PHCK
KPOBOTEUEHH1, MOXKET OTMEUATHCA TMOBBILIEHHE PUCKA KPOBOTEHEHHH.

Ipenapamei, ysenrudusaiowjue unmepeanr QTc
IIpy OIHOBPEMEHHOM MPUMEHEHUH CEPTPAIMHA M MPENapaToB, yBEIUYMBAIOUMX HHTEPBAI QTe,

pUCK yaMHeHus unTeppaia QTc 1 pasBUTUs apUTMUM THMA KITUPYIT» (TdP) noBbiaercs.

Ipouue
CepTpanuH cBsi3biBaeTCs ¢ GekamMu niasmbl kposu. Ilostomy HE0OXO0IMMO YIUTHIBATh BO3MOKHOCTD

ero B3aMMOJCHCTBUS ¢ JAPYTMMH TNpenapataMmu, CBS3bIBAIOIIMMHUCS C Oenkamu (Hanpumep,
nMazenamoM, TONOyTaMuaoM W BaphapvuHOM), XOTs B MPOBEACHHBIX HCCICNOBAHMAX HE ObL10
OTMEUEHO KaKoro-ubo B3auMOJCHCTBUA.

Jlexapcmeennvie cpeocmsa, Memaoonusupyempie usogpepmenmom CYP2D6 yumoxpoma P450
JInuTesbHOE JIeHYEHUE CEPTPAIMHOM B J103€ 50 Mr B CYTKHM MoBbIIaeT (B cpefHeM Ha 23% - 37%)
PaBHOBECHYIO KOHIIEHTPALMIO B IIa3Me KPOBU A€3MIpaMUHA (Mapkep akTHBHOCTH M30(epMeHTa
CYP2D6). Knunuueckd 3HAYMMOE B3aUMOJCHCTBHE OTMEHACTCA TaOKe MpH OJJTHOBPEMEHHOM
NpUMEHEHHH C JIEKAPCTBEHHBIMH CPEICTBAMMU C Y3KUM TEPaNeBTHHECKUM MHIEKCOM, B MeTab0IM3Me
KOTOpPbIX MPUHUMAET y4YacTHE uzopepment CYP2D6 (TpUUMKIMYECKME aHTHACTPECCAHTEL,
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THIMYHbIE AHTMIICMXOTUKHM, AHTHAPUTMHUYECKHE JeKapcTBEeHHbIE Cpe/icTBa | ¢ Kacca npornagpeHoH,
drexaunnn) (cm. pasaen Ocobblie yKasaHus). '

Jlexapcmeennvie cpedcmea, Memaborusupyemoie Opyeumu uzogpepmenmamu yumoxpoma P450
(CYP3A43/4, CYP2CY, CYP2CI9, CYPI1A2)

CepTpanuH KJIMHUYECKH 3HAYNMO HE MHIMOMPYeT H30(epPMEHTI CYP3A4, CYP2C9, CYP2CI9 u
CYP1A2.

Uzodepment CYP3A3/4

BbIJ10 MMOKA3aHo in Vitro, 4TO MPH ATUTEILHOM OJJHOBPEMEHHOM NMPUMEHECHUH B 103¢ 200 Mr B CYTKH

ceprpanMH  He  yrHeraer  MertaGonm3m  kapOamasenuHa, tepdeHaauHa, a  TaKKke
GeTarupOKCHIMPOBAHUE HJIOTEHHOrO KOPTH30J1a, OCYUIECTB/IAEMOE uzopepmentom CYP3A3/4.
Kpome Toro, cepTpaiuH B 03¢ 50 MI' B CYTKH HE YrHETAeT MeTa00JIM3M anmpasosama.

BbUIo YCTAaHOBJEHO, YTO MPHEM TPEX CTAKAHOB TPedrN(pyTOBOro COKa €KEAHCBHO MOBBILIACT
KOHIIEHTPALIMIO CEPTPAIMHA B M1a3Me KPOBU NPUOIU3UTEILHO Ha 100%. Takum oOpa3zom, cieayer
u3GeraTh OJIHOBPEMEHHOTO MIPUEMa CEPTPaJIMHA U IPerndpyTOBOro COKa.

OCHOBBIBAsICh HA MCCJIEI0BAHMAX B3aUMOJICHCTBUS CepTpaiiHa H rpeindpyToBOro coka, Heb3s
MCKITIOYUTB, YTO OHOBPEMEHHOE NPUMEHEHHE CePTPATMHA 1 MOWIHBIX HHIHOMTOPOB n3odepmenTa
CYP3A4 (uanpumep, HMHTUOMTOpPBI TMpOTEa3bl, KETOKOHA30J, MTPAKOHA30I, M03aKOHA30l,
BOPHKOHA30J1, KTAPUTPOMULIMH, TETUTPOMULIMH U He(aso10H) MOXKET NPUBOIMTH K AaXKe GonbLemMy
MOBBILIEHUIO FKCTO3ULMH CEPTPATHHA. DTO TAKKe KACAETCH yMEPEHHbIX MHTUOUTOPOB H30(hepMEeHTa
CYP3A4 (Hanpumep, anpenuTaHT, SpUTPOMHULIKH, (ryKOHa30/1, BepanaMui u auntuaszem). Cneayer
u3beraTb MPUMEHEHMS MOLUHBIX WHTMOMTOPOB H30(epMeHTa CYP3A4 Bo Bpems Tepanuu
CepTpaIUHOM.

Uzodepment CYP2C9

[1py 0OAHOBPEMEHHOM NMPUMEHEHHUH CEPTPAIMH CHHKAET KIIMPEHC ton6ytamuaa. OHaKO cepTpaiuH
He BJIMSIET Ha CTeNeHb CBA3BIBAHMS TONOYTaMU/a ¢ GeKaMu M1a3Mbl KPOBU M 00BEM pacripe/Ie/ICHHUS.
IlpeanonaraeTcs, YTO M3MEHEHHE KJMpeHca TonbyTaMmJa CBA3aHO C H3MCHCHHEM meTabonn3ma
npenapara. Takum 00pa3oM, MOXHO c/1e/1aTh 3aK/IIOYEHHE, YTO CEPTPA/IUH HE yrHETACT n3odepmMeHT
CYP2C9.

Uzodepment CYP2C19

CepTpaiuH He BiMsET HAa KOHLEHTPAUMIO JWaseriama B ChIBOPOTKE KpPOBH, 4TO [OBOPHT 00
oTCyTcTBHM HHrMGUpoBanus uzopepmenta CYP2CI9.

V nauueHToB, MemieHHO Mertabonusupytomux usopepment CYP2C19 ormedaercs yBennyeHue
KOHIIEHTPALlMM CepTpajMHa B TJla3Me KpPOBM Ha 50% BbIIIE, YeM Y MAlUEHTOB, OBICTPO

MeTaGonM3upyomux 3ToT M3o(epment. Henb3a MCKIIOUMTE B3aMMOICHCTBAE MEKY MOLIHBIMU
unrnGutopamu  usopepmenta CYP2C19 (nanpumep, OMenpasoii, JIAHCOMpPas3oJ, MAaHTOMPasol,
pabenpasou, ryokceTHH, $JTyBOKCAaMHH) U CEPTPATHHOM.

Usodepment CYPI1A2

[To NaHHbIM MCCIEAOBAHMIA in Vifro CepTpalMH NPAKTUYECKU HE BJIMACT UM MUHUMAJILHO yrHETaeT
nzodepment CYPIA2.

HHOYKUUA MUKPOCOMATbHBIX (hepMEHMOE neenu
CepTpasiviH BbI3bIBAET MUHUMAJIbHYIO HHIYKUHIO (epMEHTOB MEYECHH.

OJHOBpEMEHHOE MPUMEHEHHE CepTpaiMHa B [103¢ 200 Mr ¥ aHTHIMPHMHA TIPUBOIUT K HEOOIIBILIOMY
(5%), HO IOCTOBEPHOMY YMeHbLICHHIO Ty, aHTUTIHPHHA.
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COOTBETCTBYET 3KCNEPTHOMY OTYETY
ot 17.06.2024 N= 11974
(Bxopawmia M3 N24252509)

Ocobble yKasaHus

CepTpajuH He CleyeT Ha3HayaTb COBMECTHO C UMAO, B TeueHue 14 nHedl 10 Havajia npuema
HUMAO u B TeyeHue 14 nHelt nocjie nX OTMEHBI.

Cle/tyeT KOHTPOJIMPOBaTh KOHUEHTPALMIO TPULMKIMYECKUX aHTHENPECCAHTOB B KPOBH C LIE/ILIO
OLIEHKH HEOOXOUMOCTH KOPPEKLIMH J03bI.

[Ipy OJHOBPEMEHHOM IMPUMEHEHWH CepTpajinHa H TonbyTamMuia HeoOXOAMMO KOHTpPOJIMPOBATH
KOHLEHTPALIMIO TJIIOKO3bl KPOBH (cM. pasien BiammopneiicTBHe ¢ ApPYyrHMH JIeKapCTBEHHLIMH
CpeCTBAMH).

Cepomonunoswiii cunopom (CC)

[Ipu npumenenun CUO3C omucaHbl Cly4au pasBUTHS CC u 3HC. Puck JaHHBIX OCJIOXKHEHHM
nosbiwaeTcs npu ogHopemeHHoM mpumenenun CHO3C ¢ apyrumu CepOTOHHHEPrU{eCKUMH
cpeactBamu (B TOM 4ucie am@eraMuHaMu, TPUNTAHAMH U (GeHTaHWIOM M WX aHaJIoramH,
Tpamajio/ioM, AEKCOMEeTOp(aHoM, TAMeHTAJ0/I0M, MENEPEAMHOM, METaJ0HOM, NEHTA30LHOM), a
TaKKe MpenapaTamMu, BJMSIOLMMHA Ha MeTaboiM3M CEpOTOHHHA (B TOM 4uCIE MHTMOUTOpaMH
MOHOAMHHOKCH/1a3bl), aHTHIICHXOTHYECKMMHU CPEICTBAMH U APYTHMH aHTaroHMCTaMu 10 aMHHOBBIX
peuentopos. [possnenusimu CC MoryT ObiTh M3MEHEHHsA TNMCHXHUYECKOro cTaTyca (B 4acCTHOCTH,
AKUTALMA, TAUTIOLMHALMM, KOMa), BereTaTHBHas JIaOMIBHOCTH (TaXMKapaus, konebanus All,

runeprepMus), M3MEHEHWs  HEHUpPOMBILIECYHOH  Mepenadu (runeppedexcus,  HapylieHUe
KOOpJMHALMK JBWXeHH) u/mmm Hapymenus co croponbl JKKT (rowmHora, psota u avapest).
Hekotopbie mposiBienus CC, B TOM uMCie, THNEPTEPMHMs, PUTHAHOCTH MBILIL, BEreTaTHBHAA
Na6HIBHOCTD C BO3MOXKHBIMU OBICTPBIMH KOJIEOaHUAMH NapamMeTpoB KU3HEHHO BAKHBIX DYHKLMI,
TaKKe U3MEHEHUS TICUXHYECKOTO CTaTyca, MOT'YT HATOMUHATh CUMIITOMATHKY, Pa3BUBAIOLIYIOCS MPH
3HC. Heo6Xx0auMo HabM0AaTh NALMEHTOB HA MPEIMET pa3sBUTH KIMHUYecKuX npossaennit CC u
3HC.

Vonunenue unmepseana QTc wru apumyus muna «nupysmy (1dP)

Bo BpeMs MOCTPErHCTPALIMOHHOrO MPUMEHEHHs CEpTpaMHa COOOWANoch O CilyqasX yATHHeHUA
untepsaia QTc Ha DKI' u o pa3BUTMM apUTMHUM TdP. BonbUIMHCTBO Cly4aeB OTMEYaloch y
nauMenToB ¢ GaKToOpaMu pHCKa pa3sBUTHs TakuX cocTosnuil. Takum oGpasom, crenyer cobnoaath
OCTOPOKHOCTb TPH TNPUMEHEHHH CEPTpalMHA Yy MALUMUEHTOB C (dakTopamMu pHCKa yUTMHEHHS
untepana QTc na OKI' win pa3BUTHA apUTMHH TdP (cm. pa3nen B3aumoaeiictBue ¢ ApyrumMu
JeKapCTBEHHBIMH CPeICTBAMM).

epexoo ¢ opyeux CHO3C, anmudenpeccanmos wiu anmuo0ceccustblx npenapamos
HeoGxoaumslii uHTepBan Mexay orMmeHoii onHoro CUO3C 1 HauanoM npuema Apyroro noaoGHOro
npenapata He ycTaHosieH. Heobxoaumo coGmonatk 0CTOPOXKHOCTE MPH NMEPEXOAE Ha CEPTPATHH C
apyrux CHO3C, anTuienpeccaHToB Ui AHTHOOCECCHBHBIX MPENapaToB, OCOOEHHO C JUTUTENBHO-

JENCTBYIOLIMX [TPENapaToB, Harpumep, ¢ ¢dryoKceTHHa.

[lpy 3aMeHe OAHOTO MHrHOMTOpa HEHPOHAJLHOTO 3aXBaTa CEpOTOHWHA Ha Apyro HeT
HEOOXOAUMOCTH B «mepvoie OTMbIBaHUA). OJHAKO TpebyeTcst cobmoaaTh OCTOPOKHOCTL MPH
M3MEHEHMSX Kypca JICUECHHS.

[Ipouue cepomoHuHep2u4ecKue npenapanvl, Hanpumep mpunmodan, _genprypamun_u_5-HT-

azoHucnblL
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COOTBETCTBYET 2KCNEPTHOMY OTYETY
ot 17.06.2024 N= 11974
(Bxopawmi M3 N24252509)

OJHOBpEMEHHOE MPUMEHEHHWE CepTpalvHa C APYrMMH  Mpenaparami € BBIPOKEHHLIM
BIMSHMEM Ha HEHPOTPAHCMUTTEPHYIO Tiepejady (TakMMHM Kak aMmQeTaMuHBl, Tpuntoda,
dendnypamun, 5- HT- aronuctel uaM  npenapatbl TpaBsHOM MeauUMHbI, 3Bepoboi
MPO/BLIPABIEHHBIA) ClIeyeT NPOBOUTH C OCTOPOIKHOCTBIO U, 10 BO3MOKHOCTH, u3lberartb, y4UTbIBas
noTeHLUHaabHOe GapMaKoAMHAMHUUYECKOE B3aUMO/ICHCTBHE.

CyuyudanbHoe nogeoeHue

Jlenipeccus cBS3aHa C TOBBILEHHBIM PUCKOM CYHLMIATBHBIX MBICIEH, CKIOHHOCTBIO K HAHECCHUIO
ce6e MOBPeXKICHHUI 1 CYHLIMIAMH.

Takoi PUCK COXPAHAETCSA BILIOTh 0 YCTOHYMBOH PEMUCCHHU. Y UUTBIBAS, YTO Y1y 4LICHUA COCTOAHMA
MalMeHTa MOXKET HE HACTYMHUTh B MEPBble HECKOJbKO HEJEeNb Tepanuu WM J0JblIe, CIeayeT
OCYILIECTBIATH TIIATE/BHBIA KOHTPOJIb MAaUMEHTOB 0 HACTYIUIEHMS TaKOro yiyqLICHHS. Taroke
OGBIYHBIM SIBSETCS MOBBILIEHHE PUCKA CYMLM/A HA HAYaibHBIX 3Tanax BbI30pOBIeHHs. [lpyrue
3a60/1€BaHK, 110 MOBOLY KOTOPbIX MOKET ObITh Ha3HAYEH CEPTPAJIMH, TAKKE MOTYT ObiTb CBA3AHBI C
MOBBILEHHBIM PUCKOM CyMUMIQIbHBIX coObiTwil. Kpome Toro, ot 3aboneBaHus MOryT
COTPOBOJKATH 6OJIBIIOE ASMPECCUBHOE PACCTPOMCTBO. B CBA3M € 3TUM C/IEYET OCY LUECTBIIATL TAKHE
e Mepbl MPeIOCTOPOKHOCTH, KAaK M MPH JIeYeHHH GOMBLIOTO AENPECCHBHOTO paccTpoicTea. ¥
MALMEHTOB C CYMIMJAIBHBIMM HAKJIOHHOCTAMH B aHaMHe3¢ WM MAalUMEHTOB CKJIOHHBIX K
CYMLMATLHOMY MBIUIIEHHIO 10 Hauaia Teparnuu oTMeyaeTcs bosiee BHICOKMH pUCK CyHMUMAATBHBIX
MBIC/IEH MM MOMBITOK cyuumaa. Takue mauMeHThbl 0/UKHbI TAKXKE HaXOAUTHCA MOJ TIATE/bHBIM
MEJULIMHCKUM HaOJII0JEHUEM BO BpeMsl Teparuu.

Bcex MalMeHTOB, OCOOEHHO BXOAAIIMX B TPYMMbl PUCKA, MOJIyYAOWKX TEPaANUIO CEPTPATHHOM,
clelyeT TUATeNbHO HAGMIOAATh C LENbIO BHIABICHUS PasBUTHA WIM yXyUICHWS CHMITOMOB
CyMUMAAIbHOro noesieHus. ITaueHToB, UX pOACTBEHHUKOB M OTEKYHOB CIIEAYET MPEAYNPEAUTE O
HEOOXOMMOCTH KOHTPOJIMPOBATb COCTOSHME HA MpEAMET BO3HUKHOBEHHA WM yXY/LICHHA
JIeTIPECCHM, MOABJICHHs CYHUMAIBHBIX MBIC/ICH WM MOBEJCHHUA, @ TaKKe Ha MPeAMET moOBIX
M3MEHEHHI B MOBEIEHHH, 0COOEHHO B Hayalle TeparnuM U MpH 1000M U3MEHEHHH J103bl Mpernapara.
Clie/lyeT TakKe IMETh B BU/IY PUCK CYHLIMATbHBIX MOTBITOK, OCOOSHHO y MAlMEHTOB ¢ JeTIpecCHE.
B CBA3M C OTUM, C LEJIbIO YMEHbUICHUs pHUCKA [Eepel03UPOBKH, HEOOXOAUMO NPHUHHUMATDH
MHHMMAJIBHYIO 7103y Tpenapata, 00eCIeunBalolyI0 J10CTATO4HbIH TepaneBTHYeCKUH 3¢ deKT.

V nauMeHToB ¢ Jenpeccueil M APYTHMM ITICUXMYECKMMHM pacCTpOMCTBAMHM HMMEETCS PHCK
cyMumaanbHoro mnosegenus. Camu  mo cebe oTH  3a00/eBaHMA  ABJAIOTCH  CHIILHBIMU
npejpacnonaraowyuMi  pakTopaMu Takoro rnosejeHHs. bbIIo  yCTaHOBIEHO, 9TO Yy JIeTeH,
MOAPOCTKOB M MOJIOABIX Jtozieii (B Bospacte 18-24 set) ¢ JIETIPECCUEH MK JIpyTUMH TICUXUYECKUMHU
napyuenuamu antugenpeccautsl (CUO3C u apyrue), no CpaBHEHUIO ¢ riane6o, MOBBILLAKT PUCK
BO3ZHUKHOBEHHS CYMUMAATBHBIX MBICIIEH M CYHLMAIBHOTO MOBEACHHU. [TosTOMY MpH NPUMEHEHHH
cepTpanMHa WM JIOOBIX JPYTHX AHTHAENPECCAHTOB y JETEH, MOAPOCTKOB M MOJIOABIX mojeH
(Mnaguie 24 neT) cleayeT COOTHECTH PUCK CYHLMA U MOJIb3Y OT UX MPUMEHCHHS. Kpowme Toro, He
GbIJI0 OTMEYEHO YBEIMYEHUs PUCKA CYHLMAILHOTO IOBEJICHHUS Y B3POCIIbIX MALUCHTOB CTaplue 24
JIET, @ y MALMEHTOB B BO3pacTe 65 JIET U CcTaplue OTMEUA/IM CHUKEHHE TaKOro pUCKa.

Ipumenenue v oemeil u nodpocmkog mraduie 18 rem

CepTpanuH He CleyeT NPUMEHSAT LIS JIeYeHUs JeTel U MOAPOCTKOB B BO3PACTE MIIA/LIC 18 net, 3a
nckmovenneM nauuentoe ¢ OKP B Bospacte 6-17 ner. CynumnjasnbHbele HaKJIOHHOCTH (MOMBITKH
CYMUMJAa WM CYWLMJAbHBIE MBICIH) M BpaK/1eOHOCTb (MPEUMYIIECTBEHHO arpecCHBHOCTE,
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COOTBETCTBYET 3KCNEPTHOMY OTYETY
ot 17.06.2024 N= 11974
(Bxopawmid M3 N24252509)

ONMO3MIMOHHOE TIOBEJECHWE W THEB) 4Yalle HaOMOJAIMCh y  MALMEHTOB,  TOJy4aroMX
Tepanuio aHTHICMPECCAHTAMHU, YeM Y MALMUCHTOB, MOJy4aroUInX nnanebo. B cioydae, ecnn Ha
OCHOBAHUM KJIMHMYECKOM OLIEHKH NMaLMeHTa ObLIO MPUHATO PEIIEHUE MPOBOAUTD TEPAIHUIO, CIICTyeT
TUIATEBHO KOHTPOJMpPOBAaTh COCTOSIHME MAUMEHTa Ha MPEAMET CHMITOMOB CYHLMAAIBHOrO
noseaeHus. Kpome Toro, ciietyeT y4uThIBaTh, YTO AaHHbIC O BAMAHMM Mpenapara Ha pocT, T0j10BOe
cO3peBaHHe U KOTHUTUBHOE U MOBEICHYECKOE PA3BUTHE peGeHKa OrpaHHYEHBI.

[Ipy J0ATOCPOYHOI Tepamyy MNalMEeHTOB [JETCKOTO BO3pacTa BpauM JIOJDKHBI OCYLICCTBJIATE
MOHHTOPMHT Ha MPEAMET OTKJIOHEHHH OT HOPMBI B Pa3BHTHH.

Cunopom ommenbl

[1pu OTMeHe MpenapaTa 4acTo BO3HMKAIOT CUMITOMbI OTMEHbI, 0COOCHHO B Cllyyae pe3KOi OTMEHBI
npuema npenapata. CHMIITOMBI OTMEHbI HaO/IOAANUCE y 23% MALUMEHTOB, KOTOPbIC MPEKpaTHIIH
rnpuem cepTpaivHa 1y 12% nauMeHToB, KOTOpbIE MPOAOIIKUIIN PUEM TIpernapaTa.

PUCK MpOSBIEHHS 3TMX CHMIITOMOB 3aBHCHT OT HECKOJIbKUX (DAKTOPOB, BKIOYAsA JIMTEILHOCTH
Tepanuu ¥ J03MPOBKY, a TAKKE CKOPOCTh CHIKEHHUs 103bl. Hanbosiee 4acThIMU peakuuaMu ObIBalOT
OJNIOBOKPY)KEHHME, HApyUleHHsi 4YyBCTBHTENLHOCTH (BK/TIOYAs MApecTe3io), HapylUIeHHs CHa
(BKITIOYAst GECCOHHMILY H TTyGOKHMi COH), XKMTALMS MM TPEBOTa, TOWHOTA W/HIIH PBOTA, TPEMOP U
rosioBHasi 606, OOBIYHO TH CHMITTOMBI JIETKOH M CpPeJHEH CTENEeHH THKECTHU; TEM HE MEHEE, B
HEKOTOPBIX CJTy4asX OHH MOTYT ObITh TsxKeNbIMH. OOBIYHO 3TH CHMIITOMBI BO3HHMKAIOT B TEHCHHE
NepBbIX HECKONBKHMX [HEH OTMEHbI TEPAIMH, HO MMEIOTCS O4YEHb PelKUEe COOOLICHUA O pa3BUTHU
TaKUX CHMIITOMOB Y MALMEHTOB, KOTOPblE 1O HEOCTOPOKHOCTH MPOMyCTHAN 103y. OGbIYHO 5T
TPOSIBJIEHUS HE YCYTyOJIAIOTCA M MPOXOIAT B T€YEHHME JBYX HEJEIb, 3a UCKIIKOYEHHEM HEKOTOPBIX
c/lyuaeB, KOT/1a OHH MOTYT JUTHTBCs Joblie (2-3 Mecsua uinm 6osee). B cBA3M ¢ 3TUM pEKOMEH/TyeTCs
OTMEHATH Tpenapar MOCTeNeHHO, CHIXKas 03y B TE€YEHHWE HECKOJIBKUX HE/IE/Ib WM MECALEB, B
3aBUCHMMOCTH OT COCTOSIHHUSA MaLMEHTa.

Axamuzus/ncuxomomopHoe 8030yiHcoeHUe

[IpuMeHeHHe CepTpaMHa MOXET ObITh CBSI3aHO C PasBUTHEM aKaTH3HH, XapakTepH3yroLEHcs
CyOBEKTHBHBIM OLLyLICHHEM JucKoMdopTa HIH fecrokoicTBa M MOTPEOHOCTBIO  BUTaThCs,
CONMpPOBOXIAKOLIENHCA HECTTOCOOHOCTBIO CHACTh HIIM CTOATh HA MECTE crokoiHo. Yauie Bcero takue
CUMIITOMbI HaOIOAAI0TCS B NEPBbIE HEJE/HM JIeYeHHs. Y BEJIMYeHUE 103bl Y TAKMX NaUUEHTOB MOKET
HAHECTH BpeJ.

Hapvwenue yuxyuu neveru

[Ipy HEOOXOAMMOCTH TPUMEHEHHs CEPTpalvHa y MAalWEHTOB C HapyUICHHEM (GYHKUMK MEYeHH
cllelyeT paccMOTPETh BO3MOXKHOCTb CHWXKEHHS [103bI MpenapaTa Uik 4acTOThI MpUEMA. He cnenyer
NPUHUMATB CEPTPAJIMH Y MALMEHTOB C TAXKE/IbIM HApYLICHHEM (GYHKLUMH MEYEHHU.

Hapvwenue gyruxyuu noyex

BbII0 YCTaHOBIIEHO, YTO, KaK M OXXMAAIOCH, C y4YETOM HE3HAYUTEJILHON TMOYEYHOW SKCKpPEUUH
cepTpaJiiHa, KOPPEKLHH €0 103bl B 3aBUCUMOCTH OT BbIPAXKCHHOCTH MOYEYHOM HEJOCTATOUHOCTH HE
TpedyeTtcs.

Dnexmpocy0opodicHas mepanus

Bo3MOJKHBIH ycreX WM PUCK MOJ0OHOr0 KOMOMHMPOBAHHOTO JIEYCHHUs HE H3yHeH (KTHHUYECKHE
JlaHHBIE OTCYTCTBYIOT).

Cydopoeu

19 u3 22



COOTBETCTBYET 3KCNEPTHOMY OTYETY
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(Bxopawmi M3 N24252509)

OnbITa MPUMEHEHHS CEPTPATNHA Y MALMEHTOB ¢ CYJOPOXKHBIM CHHAPOMOM HET, MO3TOMY CIIEAYCT
w3beraTh €ro TMPUMEHEHHs Y TMAUMEHTOB C HECTaOWIIBHOW OIMIeNCHEl, a MalHeHTOB ¢
KOHTPOIMPYEMOii dMuiencueii HeoOX0AMMO TIIATENbHO HaOmogath BO Bpems Jeuenus. Ilpu
MOSIBJIEHUH CY/I0pOT MpenapaTt clelyeT OTMEHHUTb.

Axmusayus manuu/2unomanuu

Bo BpeMs KIMHMYECKAX MCCIIEIOBAHMI /10 BHEPEHHA CEPTPATMHA HA PBIHOK, TMIIOMAHHUA H MaHHA
Habmoganuce npuMepHo y 0,4% nauMeHTOB, TMOJy4aBIIMX CEPTPAIHH. Cny4yau aKTUBALMU
MaHUH/TUTIOMAHKWH OMMCAHBI TAKXKE y HEOOBLIOH YacTH MALMEHTOB ¢ MAHHAKaIbHO- ICTIPECCHBHBIM
MCHX030M, M0JTyYaBUIMX APYTUE aHTUCTIPECCHBHBIE WM AHTHOOCECCHBHbIC CPE/ICTBA. VY nauueHToB
¢ MaHWed MM TUMOMaHWel B aHaMHe3€ MPUMEHATh CEPTPAJMH ClEAYyeT € OCTOPOIKHOCTBIO.
Heo6x0aMMO TLIATEIbHOE HAOJ0eHHE Bpaya M CJelyeT OTMEHUTh MPUEM CEpTpasiiHa B CiyHac,
€CIIM Y MALMEHTa MPOSBIIAIOTCA JIF0ObIE MPU3HAKW MAHHAKAJIEHOTO COCTOSHHUA.

Luzogpenus

V NauMeHToB, CTpajalolmx wusodpeHneii, MokeT Hadmoaatbes obocTpeHue NCUXOTHYECKHX
CHMIITOMOB.

[lamono2uyeckue KpogomeyeHus/KposousIuaHus

UMerotes COOOIIEHHS O Pa3BUTHH KPOBOTEYEHHH MM KPOBOM3JTUAHUN OT SKXMMO30B U IypITyphl 10
YIPOXKAIOLIMX KU3HM KPOBOTEHYEHHH/KPOBOM3IMAHUI HA (pOHE MPUMEHEHUS CHUO3C. Heobxoaumo
c0610aTh 0CTOPOXKHOCTb Mpy HasHayennn CUO3C B coueTanuu ¢ npenaparamu, 00/1aJal0WUMHU
YCTAHOBJIEHHOM CMOCOGHOCTBIO K BIMAHMIO Ha (QyHKUMIO TPOMOOLMTOB (HArpuMmep, aTHIH4HBIC
AHTUNICUXOTMKM W (EHOTHa3uHbl, OOJBIIMHCTBO  TPULMKIMYECKUX — AHTHU/CIPECCAHTOB,
auetuicanuumiosas kuciaorau HIIBII), a Takke y mauneHTOB € reMOpparu4ecKuMH 3a00/IeBaHUAMH

B aHaAMHe3e.

Kpome TOro, mnpu MPUMEHEHMH CePTPAIMHA C AHTHKOAryJAHTaAMH HEMpPAMOro neucTBus,
peKOMeH/TyeTCsi KOHTpoJpoBaTh 1B B Havasie JieueHns CepTPATUHOM H 110C/IE ero OTMEHBI.
Tunonampuemus

TpaH3UTOpHAs TMIIOHATPHEMHs 4aule pPa3BMBACTCA Y TMOKHIBIX [MALMCHTOB, y MAlUEHTOB C
06e3BOKMBAHMEM WM [PU MpHeMe AWYpPeTHKOB. JlaHHbiH MOGOUHBIA SPEeKT CBA3BIBAOT C
CHH/POMOM HeajIeKBaTHOM CEKpeLMU aHTHMYPETHYECKOTO rOPMOHa.

Coo61anoch 0 ciayyasX CHUKEHHs KOHIEHTPALMK HaTpHs B M11a3M€ KPOBH HHKE 110 mmosnb/a. IIpu
PasBUTHM CHMMITOMATHYECKON TMIOHATPHEMHMH CEPTPAIMH CIIEAYeT OTMCHUTE W HasHA49HTR
a/leKBaTHYIO TEPAIMIO, HATIPABJIEHHYIO Ha KOPPEKLMIO KOHLEHTPALHH HATPHA B KPOBH. [Ipu3Haku U
CHMITOMBI TMIIOHATPUEMHM BKJIIOYAIOT TOJIOBHYIO 00JIb, HapyUIEHHE KOHUCHTpAUMH BHUMaHWA,
HapylIEHUe MaMSATH, claboCTb M HEYCTOHYMBOCTh, YTO MOXKET MPUBOIUTL K MA/CHHAM. B Gosnee
TSKENBIX C/y4asX MOTYT BO3HUKHYTH Ta/UTOLMHALMH, OOMOpOK, 'CY/IOpOTH, KOMa, OCTaHOBKa
JbIXaHWS U JIETaJbHBIM HCXO/.

B CBA3M C TeM, 4TO MMEETCs 4eTKas B3aWMOCBS3b Pa3BMTHs JCMPECCHH W OKP, penpeccuu H
nanuueckux paccrpoiicts, aenpeccuu u IITCP, nenpeccun u couManbHoil ¢oduu, Mpu Tepanuu
nauentos ¢ OKP, nanmueckumu pacctpoiictamu, ITTCP u couuManpHoi (dobueit cieayeT
cOOII0aTh Te e TMPEeJOCTOPOKHOCTH, KaK U MPH TEPANUK ACTPECcCHH.

Ilepenomvbl
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COOTBETCTBYET 3KCNEPTHOMY OTYETY
ot 17.06.2024 N= 11974
(Bxopawmia M3 N24252509)

Ha OCHOBaHMM [AHHBIX STHAEMHOJOTMYECKUX HCCAEAOBaHMH ObLIO YCTAHOBJIEHO, HYTO TMpH
NpUMEHEHHH HHTHOUTOPOB OGPATHOrO 3aXBaTa CEPOTOHMHA, BKJTIOYAs CEPTPAIIMH, TOBBILIACTCS PUCK
nepeoMoB. MexaHu3M, NPUBO/ALLMI K OBBILIEHHIO PUCKA /10 KOHLIA HE SICEH.

Hooxcunvie nayuenmel

[Mpoduas MOGOYHBIX PeaKUMi y MOKUIBIX U MOJIOJAbIX MALHMEHTOB HE oTauyaercs. B noxuiaom
BO3pAcTe MpENapar cieyeT NPUMEHSATh C OCTOPOXKHOCTBIO M3-3a MOBBILIEHHOTO  pUCKa pasBUTHA
TUTIOHATPUEMHH.

Caxapubiil Quabem/napyuienue KOHMpPO.ia KOHYeHMpAayuu 2n0K03bl KpOsu

Ipu npumenernnn CHO3C, B TOM yucsie cepTpavHa, OTMEHAINCH Cilyvan 000CTpeHUs caxapHOro
nuabera W/MIM HApyLIEHMs KOHTPOJIS HAJ KOHLEHTpauMeid [JIIOKO3bl (TUNEPrIMKEMUS U
FUMOrIMKeMHs) y TAlMEHTOB ¢ Wiu Oe3 caxapHoro auabeta. B cBasu ¢ oTuM, creayer
KOHTPOJIMPOBATH KOHLIEHTPALIMIO TJIFOKO3bI.

OcobeHHOe BHUMaHHe TpeOyeTcs MAUMEHTaM C CaXxapHbIM AMadeToM, TaK KaKk WM MOXeT
noTpeGoBaThCs KOPPEKLMS 103bl TUIOMTIMKEMUYECKNX CPEJICTB U1 IpUeMa BHYTpb 1/UJIM UHCYJIMHA.
3akpeimoy2onbHan 2naykoma

CUO3C, BxIoYas cepTpaivH, BIUAIOT HA pa3Mep 3pavka, YTO MPHUBOAUT K MUIpHA3Y. [Ipu sTOM
OTMEYaeTcsl CY)KEHWE yrja Ija3a, 4To MPUBOJMT K TOBBICHUIO BHYTPUIJIA3HOTO JaBJICHWA H
Pa3BUTHIO 3aKPBITOYTONBHOM IJIayKOMBI, OCOOCHHO Y TAUMEHTOB € MPEAPACTIONOKECHHOCTEIO.
CllelyeT ¢ OCTOPOKHOCTBIO IPUMEHSTH NPENapaT y NalMeHTOB C 3aKPbITOYro/bHOH r1ayKOMOM MU
C rJ1ayKoMO# B aHaMHe3€.
Jlabopamopnwie memoobt

V  mNauMeHTOB, NPUHUMABIUMX CEPTPAMH, OTMEYalH JIOKHOIMOJIOXKHUTEIbHBIC —Pe3y/IbTaThl
MMMYHOIOTHYECKHX TECTOB MOYM Ha G€H30[Ma3eNuHbl. JTO CBA3AHO C HU3KOH CrieluUUHOCTBIO
CKPUHMHIOBBIX TeCTOB. Takske JI0XKHOMONOKHUTE/IbHbIC PEe3yJIbTaTbl MOTYT OTMEYATLCA B TCUCHUE
HECKOJIbKMX JIHEM TMocjie OTMEHbl Teparud CepTpaJuHOM. J[OMOJHUTENbHBIE TECTBI, TaKHE Kak
ra3oas Xpomatorpagus ¥ Macc-CeKTPOMETPUYECKHI METOJ, MOMOrYT OTJIMYHTEL CEPTPaHH OT
0EH301Ma3€eMUHOB.

Ipeiinghpymoseiii cok

He pexoMeHayeTcsi OTHOBPEMEHHOE PUMEHEHHE CEPTPaIMHA 1 rpeiingpyToBOro coka.

Hapywenue nonosou gpynxyuu

Ipenapatst rpyrnsl CHO3C u MO3HC moryT BbI3BaTh HapyLICHHE noJioBoi pyHKUMH (CM. paszen
IMoGounoe aeiicTBue). MMeroTcs coobLIEHHs O JUTMTENBHOH CeKCyalbHOM qucyHKUMH, Korja
CHMIITOMBI He ucue3au nocie otmensl npenaparos CHO3C u MO3HC.

Cooepycanue Hampus
JlauHBIi nipenapar COAEPKUT MeHee 1 MMoJIb (23 Mr) HaTpus, TO €CTh MPAKTHYECKH HE COACPHKHUT

HaTpHs.

[TpueM NIeKapCTBEHHBIX MpenapaTos rpyri CHO3C, CUO3CH MoeT MOBbIIATH PUCK pa3sBUTHA
[0CJ1epoI0BOro KpoBoTeueHus (cM. pasienst IIpumenenue npu GepeMeHHOCTH H B TNEPHOA
rpyaunoro Bckapmianpanus, [loGounoe neiicTBHE).

BiHsiHHE HA CHIOCOGHOCTH YNIPABJISATH TPAHCHOPTHHIMH CPEACTBAMH, MEXaHH3MAMH
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[Ipumenenne cepTpanuHa, Kak MNpaBMIO, HE COMPOBOXKAAETCA HAPYUIEHHEM MCHXOMOTOPHBIX
¢yHkumii. OHaKo ero MpUMEHeHHe OJHOBPEMEHHO ¢ APYTHMH MpernapaTaMH MOXET MPHBECTH K
HapyIIEHNUIO BHUMaHHs U KOOPAMHALIMK JIBUIKEHHIA.

[TooToMy BO Bpems JleueHHs CEPTPaMHOM YNPAB/IATH TPAHCIOPTHBIMU CPEICTBAMH, CHELHAIbHOMN
TEXHUKOH HIIH 3aHUMAThCSl IEATE/IbHOCTBIO, CBA3AHHOM C MOBBILICHHBIM PUCKOM, HE PEKOMEHTYETCH.

®opma BhINycKa

Tabnemxu noxpvimele naenounot o6onoukou 50 me: mno 10 Tabnetok B OGnuctepe M3
[IBX/TIBIIX/an.¢onbra. 1, 2 unu 3 Gnuctepa B KapTOHHYIO Ma4yKy BMECTE€ C MHCTPYKLMEH [0
MEJULMHCKOMY NPUMEHEHHIO.

Tabremxu noxkpvimeie ninenoynou obonouxou 100 me: mno 14 Ttabnerok B Guuctepe U3
MBX/TIBJ/IX/an.donbra. 1 mam 2 Gnucrepa B KapTOHHYKO MauyKy BMECTE C MHCTPYKUHEH Mo
MEAMLUHCKOMY NPUMEHEHHMIO.

YciaoBus XxpaHeHHs
Xpanute npu Temneparype He Boiue 25°C.
XpaHuTb B HEIOCTYITHOM /U151 IeTel MecTe.

Cpok xpaHeHHs
5 net. He ucnonb3oBaTh nocne cpoka rogHOCTH, YKa3aHHOTO Ha YNaKOBKE.

YcaoBus ornycka
OTnycKarT Mo peLenTy.

HepkaTeb perucTPALHOHHOIO YAOCTOBEPEHHS
3A0 «Papmauetuyeckuit 3asoa I'MC»

1106 Budapest, Kereszturi ut 30-38, Hungary
Tenedon: (36-1) 803-5555,

Qakc: (36-1) 803-5529

HanmenoBanne H (akTHYecKHii ajpec OPraHH3ANMH-NPOM3BOAUTENS JIEKAPCTBEHHOIO
npenapara

3A0 «®apmauetudeckuit 3apoa D' UC», Benrpus

9900 Kérmend, Matyas kiraly at 65, Hungary

IIpeTensnn noTpeduTe e cieAyeT HANPABJATD 110 aJpecy:
000 «2I'"C-PYCy,

121552, r. Mockga, yin. Spuesckas, 1.19, 610k B, atax 13
Tenedon: +7 (495) 363-39-66.

DnekTpoHHas noyra: pharmacovigilance@egis.ru

JlupekTop no hapMaleBTHUECKOM 1eATENbHOCTH

000 «3T'C-PYC» E.B. TBoporosa
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