T NOlALE 0

MUWHUCTEPCTBO 3JIPABOOXPAHEHH S POCCUMCKOW ®EEPALIMN

MHCTPYKLIMA
10 MEJTULIMHCKOMY IMPUMEHEHHIO JIEKAPCTBEHHOI O TIPEITAPATA

CEPJIMOT

Perucrpaunonnsiii Homep: II N012258/01

Toprosoe HaumeHoBaHue: Ceput

MexayHapo/iHoe HeMMATEHTOBAHHOE HA3BaHHe: CEPTpaJIMH

JlekapcTBeHHast opma: TabJIETKU, MOKPBHITHIE IJICHOYHOMN

000JI0YKOA.

CocraB

Jeiicmeyrouiee eeujecmeo: cepTpaiiHa T'UIPOXJIOPUA, SKBUBAICHTHBIA CEpTpaIMHY
55,96 mr umum 111,92 mr (50,00 mr umm 100,00 mr)

Bcnomozamenwhoie eemjecmea: xanviys ruapodocedar — 16,00 mr wm 32,00 wmr,
LEe/UTI0J103a MUKpoKprcTauueckas (Aunens PH 101) — 51,54 mr umm 103,08 wr,
He/UTI0103a MUKpoKpucTaumyeckas (Asunens PH 102) — 15,00 mr wm 30,00 wr,
ruriposiiosa —L — 4,00 mr i 8,00 mr, kapOokcumeTriIKpaxmas HaTpus — 6,00 Mr wim
12,00 Mr, Boja oumIneHHas — (.S. (pacXoayeTcs B MpoIecce MpON3BOICTBA), MarHUs
creapat — 1,50 mr uim 3,00 mr.

Obonouka mabremxu:

Omnanpait 6ensrit OY-S-58910 — 6,00 lMI‘ wm 12,00 mr (runpomeruiosza — 65,00 %,
tatana guokeua — 20,00 %, makporoa 400 — 10,00 %, tamsk — 5,00 %), Bona

OYMIIeHHas — (.S.(pacXoyeTcs B Ipoliecce IPOU3BOJICTBA).

Onmucanue:

Taonemku 50 me: Genble win noutH Oenble OBaJIbHOW (OpPMBI TaOJIETKH, IOKPHITHIE
IUIEHOYHOI 000JI0YKO#, ¢ BBIIPAaBUPOBAHHONW HaamMChio «50» Ha OJHON CTOPOHE H C
PHUCKOW Ha Ipyrom.

Taonemku 100 mz: 6envle uaM Mo4TU Oesible OBAIbHOM (OpMBI TaOIECTKH, OKPBITHIE
IUIEHOYHOI 000JI04KOH, ¢ BHIrpaBUpOBaHHON Haanucero «100» Ha 01HON CTOPOHE M C

PHUCKO Ha APYIrou.

(I)apmaKOTepaneBanecxaﬂ rpymomna: AHTI/I)ICHPGCCEIHT

Koa ATX: NO6AB06



dapmakoJ0rH4ecKHecBoiicTBa

DapmaKkoOuHamuka

CepTpaJiiH — aHTUICTIPECCAHT, MOIIHBII CEJIEKTUBHBIA HHIMOUTOpP 00paTHOIO 3axBara
ceporonnna (5-HT) (CMO3C). Oka3biBaeT 0ueHb c1aboe BIMAHIE Ha 0OpaTHBIN 3aXBaT
HopaapeHamHa U Jodamuna. [Ipu npuMeHeHnn B TepaneBTHYECKUX 103aX CEPTPaIiH
O10kupyeT oOpaTHBII 3axBaT CEpOTOHMHA B  TpoMOouuTax 4YejgoBeka. B
KOHTPOJIMPYEMBIX ~ KJIMHUYECKHX  HCCICJOBAaHMAX  HE  OBUIO  OTMEUYEHO
CTUMYJIMPYIOLIET0, CEAaTUBHOTO UM AHTUXOJMHEPTUYECKOro JAEHCTBHA, a TAKKE HE
OBLIIO OTMEYEHO HAPYIICHHS TICHXOMOTOPHBIX QYHKIWMIA y 100poBobLeB. CepTpaniun
HE BBI3bIBACT JICKAPCTBEHHOM 3aBUCUMOCTH, HE BBI3BIBACT YBEJINYECHUE MACCHI TEJIa IIPH
JUTUTEIBHOM IIpHEME.

Ha »MBOTHBIX MOJIE/ISIX TIOKA3aHO, YTO OJ1arojaps CEJIEKTUBHOMY YIHETEHHIO 3aXBaTa
5-HT, ceprpajMH He YCWJIMBAeT KaTeXOJaMHHOBYI aKTHBHOCTb, He 00jamaer
CPOJICTBOM K  MYCKAPHHOBBIM  (XOJMHEPTUYECKUM),  CEPOTOHMHEPTHUYECKHUM,
nohaMUHEPTUYECKUM, — aJpeHeprudeckuM, rucramuepruyeckuy, ['AMK-  wm
OeH30/IMa3anMHOBBIM perenropaM. Ha KHMBOTHBIX MoJeIAX OBLIO I0Ka3aHO, YTO
CepTpalMH Takke He 00J1a7aeT KapJAUOTOKCHUYECKMM JeicTBHeM. JlimMrensHoe
MPUMEHEHHUE Y )KMBOTHBIX OBUIO CBSI3aHO C peryJIilUel pelenTopoB HOpaApeHalMHa B
TOJIOBHOM MO3r€ II0 THITy OTpUIIATEIbHOM 00paTHOM CBA3M, XapaKTEPHOH I IPyIHX
AQHTHJIETIPECCAHTOB U MPOTHBOOCECCUBHBIX MPENapaToB.

CeprpaiH He MNPHUBOAUT K 370ynoTpebieHuto mnpemapatoM. B mianedo-
KOHTPOJIUPYEMOM JIBOIHOM CJIETIOM CpPaBHUTEIBHOM HCCIEIOBAHUH, M3y4aBLIEM
CIOCOOHOCTh ~CepTpajiiHa, ajmpasojiaMa M JIeKcTpoam@eramMMHa K Ppa3BHTHUIO
37I0yNOTpeOIeHUs, Ul cepTpajiiHa He OBUIO OTMEYEeHO Takoi crocoOHocTH. B
MPOTHUBOIIOJIOKHOCTE 3TOMY HaOIIOCHUIO, MAIMEeHTHI, [0Jy4YaBIIUE ajlpas3ojaM H
JIeKcTpoaMeTaMuH, ToKa3aIi OOJBIIYI0 CKJIOHHOCTh K Pa3BUTHUIO 3J10yNOTpeOICHHS
npernapaTtami, 1o cpaBHeHHIO ¢ anedo. CTeneHb CKJIOHHOCTH K 3J10yNOTPEOICHUIO
OCHOBBIBAJIaCh HAa W3MEPEHMHM TaKMX II0Ka3aTelieidl Kak CIocOOHOCTh Ipenapara
BBI3BIBATh IOJIOKUTEIILHBIC IMOIUH, dH(POpHI0 U 370ynoTpediaeHue. Y pesyc-Makak,
NPUYYCHHBIX K CaMOCTOSITEIbHOMY BBEJICHMIO KOKaWHa, IPUEM CepTpajliHa He
JECTBOBAI KaK IOJIOKUTEJIBHBI CTUMYJ, B OTIMYHEe OT (QeHobapOuTana wu

AeKcTpoam@peTaMuHa.

DapMaKoKuHemuKka



Abcopoyus

MakcumabHas KoHteHTparms (C,,,,) ¥ II0LIa 1k 10 KpUBON «KOHIIEHTPALs-BPEMSD
(AUC) mnponopionaibhel o3¢ B npeaenax 50-200 Mmr, mpu 3TOM BBIABIETCSA
JMHEHHBIN  XapakTep (apMaKOKMHETHYecKoi 3aBucuMocTH. llpm mnpumeHeHun
ceprpaimHa B 03¢ oT 50 Mr go 200 Mr oguH pa3 B CyTKM B TedeHue 14 jueit
KOHIIEHTpaIMs cepTpajinHa B Iuia3Me KpoBu jgocturana Cp,, depes 4,5-8,4 yacos
nocsie mpuema. AGcopOIust BhICOKas, ¢ MeIIEHHOI cKOopocThlo. Bo BpeMs mpuema
UM OMO0CTYITHOCTh U3MEHSETCS He3HaUuTe IbHO (Ha 25 %).

Pacnpeoenenue.

[TpubmmsutensHo 98 % cepTpasinHa CBA3bIBaETCS ¢ O€IKaMHU IU1a3Mbl KPOBU.

Memabonuzm
CepTrpaiiH MojBepraeTcs aKTUBHOM OMOTpaHchOpMalUU MIPU MIEPBOM MIPOXOKICHUH

yepe3 rnedyeHb. OcHOBHOU myTh MeTabonm3zma — N-geMmetwipoBaHue. OCHOBHOM
MeTaboUT, 0OHApYKEHHBIH B 11a3Me, N-1eCMeTH/ICEpTPAIUH 3HAYUTEIBHO YCTYaeT
(mpumepHo B 20 pa3) cepTpajiHy MO0 aKTUBHOCTH in Vvitro U (paKTUYECKU HE aKTUBEH
Ha MoJensx jaenpeccuu in vivo. Ilepuon mosyBbiBesenus N-necMmeTmiicepTpalnHa
cocraisieT ot 62 g0 104 yvacoB. U ceprpaimn u N-aecMeTHICEPTPATIUH TPOXOAAT
OKHCJIMTEIbHOE JIe3aMUHUPOBAHHE " nocieayouee COKpalleHueE,
TUIPOKCUIMPOBAHUE M TIIOKYpOHUpoBaHue. [Ipu BBeJeHMHM MEYEHOro ceprpajiuHa
370pOBBIM J100POBOJIbIIAM, B IIJIa3Me€ KPOBH OTMEYaad MeHee 5 % paJuoaKTHBHOIO
ceprpaimiHa. Okoso 40 — 45 % BBe1eHHOI 103bI Yepe3 AeBATh AHEH 00HapyKUBAJIOCh
B Moye. Hem3MeHeHHbII cepTpaliiH He BBIBOAMTCS Yepe3 IMOYKH. 3a TOT K€ HMEepho]
okoJ10 40 -45 % BBeZIGCHHOTO cepTpaIiHa 00HApPYKUBAJIOCh B eKaIusxX, BKiIroyas 12 —

14 % Hen3MeHEeHHOro cepTpajlnHa.

AUC (0-24 u), C, 1 C,, IecMeTuICepTpaiiHa YBEINYUBACTCS B 3aBUCUMOCTH OT

Z103bl U BPEMEHH IpHOIM3UTENBLHO B 5 — 9 pa3 ot 1-oro 10 14-oro aus.

Buvigeoenue

Cpennnit nepuon mnomyBeiBeaenus (T,,) ceprpasimHa y MOJOABIX U IOKUIIBIX
MAIMEeHTOB cocTaBisieT oT 22 10 36 4. CooTBeTCTBEHHO KOHEUHOMY T/, HabmomaeTcs
OPUMEPHO JBYKpaTHas KyMyJIALUS fperapata J0 HACTYIUIGHUS PpPaBHOBECHBIX
KOHIICHTpaIuii yepe3 1 Hememo jedeHus (mprem J03bI OAUH pa3 B CyTKH). T, N-
JecMeTuJIcepTpaiHa BapeupyeT B mpenenax ot 62 ngo 104 4. CeprpammH u N-
JECMETHJICEPTPAJIMH aKTUBHO OHOTpaHCHOpMUPYIOTCS; 00pasyronmecs MeTadOoIUThI
BBIBO/IITCSL B PaBHBIX KOJIMYECTBAX IMOYKAMH M uepe3 KuileyHuk. CeprpaiuH B
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HEM3MEHEHHOM BHJIE BBIBOJUTCS IIOYKAMHU B He3HaYUTEIbHOM KomuecTse (< 0,2 %).
dapMaKOKHHETUYECKU TPOPIIIL y ITOAPOCTKOB U IOMKHUIIBIX JIFOJICH HE OTIMYACTCSA OT
TAKOBOTO y MaIMEHTOB B Bo3pacte ot 18 10 65 ser.

Ocobbie cpynnvl NAQUUeHn106

IIpumenenue y oemeit

[Tokazano, dTo (QapMakOKMHETHKAa CcepTpajuHa y JeTeil ¢  00ceccuBHO-
KOMITYJIbCHBHBIM paccTpoiicTBoM (OKP) cxoHa ¢ TakoBOM y B3pOCIBIX (XOTS y A€TeH
MeTaboJIN3M cepTpaliHa ABIETCS HECKOJIBKO Oosiee akTUBHBIM). OJIHAKO, yYUTHIBAs
Oojlee HHU3KYI0 Maccy Tela y jereil (ocobeHHO B Bo3pacte 6-12 ner), mpenapar
PEKOMEHIyeTCsl TPHMEHATh B MEHbINEH J03e, 4TOOBl M30€XkKaTh 4YPE3MEPHBIX
KOHIICHTpAIMi CepTpajMHa B ITa3Me KpoBH (cM. pazaen «Crocod NMpuUMEHeHHs H
JIO3BI»).

Iloopocmxu u nodcunvie

dapMaKOKUHETUYECKUI TPO(UITH Y TOIPOCTKOB M MOKIIIBIX JTHOJIEH HE OTJIMYAETCS OT
(hapMaKOKMHETHYECKOT0 MPoQHIs y MAIMEeHTOB B Bo3pacTe oT 18 10 65 ser.

[Ipumenenue npu HeoocmamouHocmu YHKYUU neveHu

[Ipu MHOrOKpaTHOM IpHeMe cepTpaiiHa y OOJBHBIX C IIUPPO30M IIE€YEHHU JIETKOIO
TeueHus: Habmogaercs yBenudeHue 1, npenapara ¥ MOYTH TPOSKPATHOE YBEITUUEHHUE
AUC n Cphax 10 CpaBHEHHMIO C TAaKOBBIMH Yy 310pOBbIX JroJeil. CylecTBEHHBIX
pa3n4uii B CBA3BIBAHUU C OeJIKaMH I1a3Mbl KPOBH B JBYX IpyIlIIaX HE OTMEYaeTcs.
[Ipu npumeHeHnM cepTpasivHa y OOJBHBIX C HapymIeHHOH (YHKIMEH IeueHH,
HEoOXoqMMO 00CYIUTh 11e1eCO00Pa3HOCTh CHW)KEHUS 03Bl WM  yBEJIMYEHHS
MHTepBajIa MeX/1y IpUeMaMu Ipernapara.

Ipumenenue npu noveyHoi HeOOCMaMoOYHOCMU

CeprpamMH mojBepraercsi akTHBHOH OuoTpaHcdopmanuy, I[03TOMY II0YKAMU B
HEM3MEHEHHOM BHJI€ OH BBIBOJUTCS B HE3HAUYUTEILHOM KOJIMYECTBE. Y OOJIBHBIX C
JeTKOM M yMEpPEHHO BBIPAKEHHOW IOYEYHOH HEJOCTAaTOYHOCTBIO  (KJIMPEHC
kpearunHa (KK) 30-60 mu/mMuH), a Takxke y OOJIbHBIX C YMEPEHHOU MM TAKEION
crenenplo moyeynoi Hegocratounoctd (KK 10-29 mur/muH) GapMaKOKMHETHYECKUE
napameTpbl (AUCy,4 u C,,) cepTpaMHa TpPU MHOTOKPAaTHOM €ro IpHeMe
CYILIECTBEHHO HE OTIMYAINCh OT IpyIIibl KOHTpossi. Bo Beex rpynmax Ty, ceprpaimna
ObLT OIMHAKOB, PABHO KaK He OBLJI0 Pa3/IMuuii B CBA3BIBAHUHU C O€JIKaMH IIa3Mbl KPOBH.
Bb110 ycTaHOBIEHO, YTO, KaK M 0KMIAJIOCh, C YYETOM HE3HAYUTEIbHOH IOYEHHOMU

OKCKpEIMU CepTpaInHa, KOPPEKUIHUA €ro J03bl B 3aBUCHMOCTH OT BBIPA’KCHHOCTU
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IMOYEYHOU HEJOCTATOYHOCTHU HE TpeGyeTca.

IToka3aHusi K NPHMEHEHHUIO:

Bosbime enpeccuBHbIE AMU30/1bI (JIe4eHNe U MPO(UIAKTHKA)
O6ceccuBHO-KOMITY IbCUBHBIE paccTpoiicTBa (OKP) y B3pocibix U gereil B
BO3pacTte ot 6 1017 et

[Tanngeckue paccrpoiictsa (¢ aropadobueii u 6e3)

[ToctTpaBmaTudeckue crpeccoBbie pacctpoiicta (IITCP)

CommansHast Gpooust

IIpoTuBONOKa3aHMA

M3BecTHass TOBBIIEHHAs 4YyBCTBUTEIBHOCTh K CEPTPAMHY M APYIHM
KOMIIOHEHTaM Iperapara;

Jlerckuit Bo3pacT 10 6 jer (mpu 0OCECCHBHO-KOMITYJIbCUBHBIX PacCTpOMCTBAX
(OKP)), mia octabHBIX MOKa3aHWil mpenapar NPOTUBOIOKA3aH y IAlMEHTOB
mitagme 18 jier;

ITpotuBonokaszaHo IpUMEHEHUE cepTpaiHa c UHIHOUTOpaMH
moHoamuHOoOKcuaaszel (MMAQO) HeoOpatumoro AeWcTBHS B CBA3H C PUCKOM
Pa3BUTUS CEPOTOHUHOBOTO CHHPOMA, MPOSBIISIOIIEr0Cs aXKUTALlMel, TPEMOPOM U
runeprepmueii. He ciemayer HaumHaTh npuem cepTpajivHa B TeueHue 14 nHen
nociae otMeHbl HeoOpatumbix MMAO, a Tepamuio CepTpajMHOM  CIIEIYeT
IpeKpaTuTh 3a 7 qHel 10 Havyaiua tepanuu HeoOpatumbeiMu IMAO (cm. paszaenst
«B3aumozelictBue ¢ ApyruMu JIeKapcTBEHHbIMH ImpernaparaMm» M «OcoOble
YKa3aHUs» );

O/HOBpeMEHHOE NpPUMEHEHHE ¢ MUMO3MIOM (cM. paszen «BsammoneicTBue ¢

JPYTUMH JIEKAPCTBEHHBIMH MTPEIapaTaMm» ).

C 0cTOpPOXKHOCTHIO

Crnenyer coOmoaTh OCTOPOKHOCTb NMPHU NMPUMEHEHUH CEepPTpajMHA Yy MAalUEHTOB C

OpraHNYCeCKUMHA 3a00J1CBAHUSIMU T'OJIOBHOIO MO3Tra (B T.9. 3aJICP)KKa YMCTBCHHOI'O

pa3BUTUA), OHHWICNCHUEH, MEYEHOYHONH W/MIM IOYEYHOHW HEIO0CTaTOYHOCTBIO,

BBIPA’KCHHBIM CHM)KCHHUEM MACCHI TCJIa.

Taxoxe CIICOayCT CO6IIIOI[aTI> OCTOPOXXHOCTb IIpU OJHOBPEMCHHOM IIPUMCHCHUUN

cepTpaiiHa C JIDYTMMH TIpernapataMy, YCHJIMBAIOIIUMH CEPOTOHUHEPTUYECKYIO

HelipoTpaHcmuccuio (cm. pasnen «B3aumoaeicTBus ¢ ApyrMMH JIEKapCTBEHHBIMU
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nperaparamMmy).

Heobxoaumo cobirogaTh 0ctoposkHOCTh npu HaszHayeHun CHMO3C B coveraHuu ¢
npenaparamu, 00JIaIal0 UMK TT0ITBEPIKICHHON CIIOCOOHOCTBIO BIMATH Ha (DYHKIHIO

TpoMOOIIUTOB (cM. pazzaen «Ocobble yKa3aHUs»).

HeoOxoaumo  coOimogaTh  OCTOPOKHOCTh IIPH  OJHOBPEMEHHOM  IPUMEHECHHH
CepTpasliHa U TPUIMKINYECKUX aHTUAEIPECCAHTOB (cM. paszen «B3aumoueiicTue ¢
JPYTHMU JIEKAPCTBEHHBIMU TIperapaTaMmu» ).

Creayer co0r0aTh OCTOPOKHOCTH IMPU MPUMEHEHUU CEpTpajiiHa Yy MAlUEHTOB C
dbaxropamu pucka ymHenus uareppana QTc na DKI' uam pa3BUTHS KeTy 10YKOBOM

TaXMCUCTOJINUECKOI apuT™Mun Tumna «upys>m» (TdP).

IpumeHeHue NpU GepeMEHHOCTH H B MePHO/ I'PYAHOI0 BCKAPMJIHBAHHSA
bepemenrnocme |

KonTtposmmpyemble HCTIbITaHKs cepTpaiHa y OepeMEHHbIX KEHIIMH He IIPOBOIMIINCE, B
CBSI3U C 3TUMBO BpeMsi OepeMEHHOCTH IperapaT MOKET ObITh Ha3HAYEH TOJIBKO B TOM
clly4ae, KOr/ia IpeJrosaraeMas 1oJib3a JijIs MaTepH IPEBBILIIAECT BO3MOKHBIA PUCK JIs
wioga. OjHaKo, B 3HAYMTEIPHOM O0BeMe [aHHBIX He ObLIO OOHapyKEHO
JI0Ka3aTeJIbCTB MHAYKIIUH BPOXKJICHHBIX IOPOKOB cepTpainHoM. VccienoBanus Ha
JKMBOTHBIX TI0KQ3aJld BO3MOYKHOE BJIMSHUE CEpTpajJMHAa Ha  PEHpOAYKTHBHYIO
byHKIM0. BeposTHO, 3TO BIMSHHE CBA3aHO C MAaTEPUHCKONM TOKCHYHOCTBIO,
BBI3BAaHHOU (hapMakoIMHAMUYEeCKUMU () (heKTaMH cepTpaIvHa Ha IUIOJ.

VY HEKOTOPBIX HOBOPOKJIEHHBIX, MAaT€PU KOTOPBIX NPHUHUMAIIA CEPTPAIMH BO BpEMs
OepeMEeHHOCTH, HaOJI0AaTMCh CHMOTOMBI, CXOJHBIE C PEaKIMUAIMH OTMEHBI. DTOT
dbeHomeH HabOmogaacs W HpunpueMe JApyrux anrujaenpeccantoB rpymmnsl CHMO3C.
JKeHmmHam penpoayKTUBHOTO BO3pacTa, y KOTOPBIX IIPEIANOIaraeTcs IPUMEHATH
CepTpajMH, CIIEAYyeT PEKOMEH/I0BAaTh IOJIb30BaThCA S(PPEKTUBHBIMU CPEACTBAMU
KOHTpPALIEIIIHH.

Jlakmayus

B rpyaHom mosoke B HEOOJIBIIOM KOJIMYECTBE OOHAPYKMBAETCS CEPTPAIMH M €ro
metabout N-gecMmeTuicepTpamH. B 0CHOBHOM B IU1a3Me KPOBH HOBOPOXKJICHHBIX
00HapyKMBaIMCh HE3HAYNTEIbHBIE KOJMYECTBA CEPTPaIMHA, 32 UCKIIFOUEHUEM OHOIO
ciiydasi, KOrja B IUIa3Me KpPOBH HOBOPOXKAEHHOro Obu1o oOHapyxkeno 50 % or
KOHIICHTpAIlMK B TUIa3Me KpoBH MaTepu (0e3 3ameTHOro >dexra Ha COCTOSHHUE

310pOBbA HOBOpO)KIIeHHOI‘O). Jleuenue sTuUM ImperapatoM BO BpeMA TIpPyAaAHOrO
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BCKapMJIMBaHUsl HE PCEKOMCHIAYCTCA. Ecmm ke edeHue Bce xKe HCO6XOHI/IMO, TO

KOpMJICHHE TPYAbIO JTy4Ille IPEKPATUTB.

V HOBOPOJKJIEHHBIX, MATEPH KOTOPHIX MpUHIUMaIK cepTpaiul u apyrue CUO3C nm
CUO3H Bo Bpems OepeMEHHOCTH, HaOIIOJATUCh OCIOKHEHUS, Tpedyromme
JOMOJTHUTEIILHOU TOCIUTAIM3ALINH, TOUIEP/KKH IIXATEIbHOM CUCTEMBI M KOPMJICHUS
yepe3 30HA. CieayeT TIIATeIbHO HAOIIOJaTh HOBOPOKIEHHBIX, MaTepH KOTOPBIX
NPUHUMAIH CEePTPATMH Ha TMO3IHUX CTaIUAX OEPEMEHHOCTH, OCOOEHHO B TPETHEM
TpuMecTpe. Y TaKuX HOBOPOKAECHHBIX MOIYT HAOJIOAAThCA CIIEAYIOIIHE CHMIITOMBI:
pECITUpPATOPHBIN AUCTPECC, IIMAHO3, AlTHOD, CY10POTU, HECTAOMIBHOCTE TEMIIEPATYPBI
TeJa, 3aTPy/IHEHHS TIPU KOPMJICHUH, PBOTA, TUIIOIJIMKEMHUS, TUIIOTOHYC, THIIEPTOHYC,
runeppeIieKcrs, TPeMOop, TMOJECPrUBaHUE MBI, IOBBIIIEHHAs BO30YIUMOCTb,
JeTaprus, JUTATEIbHBIN T1J1a4, COHJIMBOCTD M TPYAHOCTH 3aChIIaHHUA. DTH CHMIITOMBI
MOTYT OBITh CBSI3aHBI C HEMIOCPEICTBEHHBIMU CEPOTOHNHEPIMIECKIMH 3 (HEKTaMU 1K
MOTYT SIBIIATHCSI CHMITTOMaMH OTMEHBI ITpernapara. B 60IbIMHCTBE ciydaeB 110100HbIe
OCJIOKHEHHUsS] HAYMHAIOTCS HETOCPEJCTBEHHO WJIM BCKOpe (MeHee 24 4acoB) Iocje
poxkaenus. CieayeT yYUThIBaTh, YTO B HEKOTOPBIX ClIydasX KJIMHUYECKas KapTHHA
MOXKeT OBITh TOX0a HAa CUMIITOMBI CEPOTOHUHEPIMYECKOTO CUHAPOMA.

VY HOBOPOKIEHHBIX, MaTepu KoTopbiX npuHuMain CHO3C Bo BpeMsi GepeMEHHOCTH,
TaK)ke MOKET OBITh TIOBBIIIEH PUCK PAa3BUTUSA IEPCUCTUPYIOIIEH JIETOYHOI
runieprensun HoBopokaeHHsIX (IUUITH). IUITH cocraBmster S ciayuaeB Ha 1000
OepeMEeHHOCTe M COCTaBJIIeT OJHY M3 NPUYHH 3a00JI€Ba€MOCTH M CMEPTHOCTH
HOBOPOJKJCHHBIX. HeckoIbKO HEZaBHMUX OSNUAEMHUOJOIMYECKHX —HCCIIEI0BAHUIA
yKa3bIBaIOT Ha CBA3b Mexkay npuemom CMO3C u IUII'H.

DepmunvHocmy

B o1HOM U3 ABYX HCCIIEI0BaHUI Ha MBIIIaX OBLIO OTMEYEHO CHIKEHUE (PepTHIBHOCTH
IpY IPUMEHEHUH cepTpainHa B 103e 80 Mr/kr (3To B 4 pasa Gosiblie MaKCHMaJIbHOM
PEKOMEHTyeMOit 103bI /1151 YeJIoBeKa IIPH pacyeTe Mr/m?).

CorJiacHO ONTMCAHHBIM KJIMHHUYECKUM cirydasm, ipueM HekoTopeix CMO3C oxa3sbiBaeT

BJIMSTHHE HA KQYECTBO CIIEPMBbI, HO 3TOT 3(p(eKT 0OpaThM.

Cnoco0 npuMeHeHHsl U 103bl

CepTpayiiH Ha3HAYalOT BHYTPb, OJMH Pa3 B CYTKM yYTPOM HJIM BEYEPOM, BHE
3aBHCUMOCTHU OT IIPUEMa IHIIN.

Hauanvnasa oo3a



Jenpeccust u OKP: HavasibHas 103a — 50 Mr B CyTKH.

[Tannyeckue paccrpoiictBa, [ITCP u coumaibHas GoOus: jjedeHrne HaYuHAKOT C J103bl

25 Mr B CYTKH, KOTOPYIO YBEJIMYMBAIOT uYepe3 OJAHYy Hexemo A0 50 Mr B CyTKH.
[Ipumenenne mnpenapara MO TAaKOW CXEME IIO3BOJAET CHHM3UTH YacTOTy PaHHHX
HeKeIaTeIbHBIX () ()EeKTOB JIedeHHs, XapaKTEPHbIX U1 IaHKYECKOI0 pacCTPOMCTBA.

Iloodop 00361

Jlenpeccus. OKP. manmueckue paccrpoiictBa, IITCP u commanpHas dobus: npu

HEeJI0CTaTOYHOM d((eKTe MpUMEeHeHHs cepTpauHa B 103¢ 50 MI' B CYTKH, CyTOYHYIO
7103y JIOITy CKaeTCsl TMTOBBIIIATH ¢ [aroM He 6os1ee 50 MI B CyTKH M MHTEPBAJIOM HE Yallle,
yeM pa3 B Helemo (NMpHHUMas BO BHHUMaHHE 24-4acoOBOM TEpMHHAJIBHBINA IEPHOJ
TI0JTyBBIBE/ICHHS ) JI0 MAaKCUMaJIbHOIM peKOMeHyeMoi 103bl, cocTaBistomeit 200 mr B
CYTKH.

HauaypHblii TepaneBTudeckuit 2 GeKT MOKeT MPOSIBUTHCS B TEUCHUE 7 JHEH, OJHAKO
MOJIHBIN 3G GEeKT 00BIYHO TocTUTaeTCs Yepes 2 — 4 HeJesu (WM laxke B TedeHHne 0oJee
qmrtesnbHoro Bpemenu npu OKP).

[TogiepxuBarOLIas  TEpaIus: IMOICPKMUBAKOIIas J103a IIpHU JAJIMTEJIbHOM JICHUCHHUN

JO/DKHA OBITh MUHUMAJIBHON 5((EeKTUBHON, C IPOBEIEHHEM COOTBETCTBYIOIIEH
KOPPEKIIUHU B 3aBUCUMOCTH OT TepaneBTUYECKOro 3¢ ¢dexra.

[Ipu GOJBIIMX JENPECCHBHBIX 3MHM30/aX TEparuio ClIeayeT MpoJoJDKaTh HE MeHee 6
MECSIIEB.

ITpu OKP 1 naHn4ecKoM pacCTpoiCTBe, ClIeIyeT PEryJIipHO OLIEHUBATh HEOOXOAUMOCTh
IPOJIOJDKEHUS Teparuu, Tak Kak MPU 3TUX COCTOSHMAX NPO(UIAKTHKA PELUAMBOB HE
II0Ka3aHa.

[IpumeneHue v aereit

besonacHoCTh ¥ 3 EeKTUBHOCTD cepTpasiiHa ycTaHoBleHsl y aereit ¢ OKP (B Bozpacte
ot 6 10 17 ner).

Jlns mozgpocTkoB (B Bo3pacte ot 13 10 17 ner) ¢ OKP HavyanpHas qo03a — S0 Mr B CyTKH.
Jlns neteii (B Bo3zpacte oT 6 10 12 ner) tepanuto ¢ OKP HaumnHarot ¢ 10361 25 Mr B
CYTKH, C MIOCJIeIYIOLINM YBEJIMYEHUEM J103bI Uepe3 o/iHy Hezemo 10 50 Mr B cyTku. B
JanpHeleM, mpu HeaoctaTodHoM 3¢ dexte 10361 S0 M BO3MOXKHO JajbHEMIIee
TIOBBIIIICHUE 1036l B TEYCHUE HECKOJIBKUX Heelb. MakcuMalbHas /1032 COCTABISET
200 mr B cytku. He ciemyer m3meHaTs 103y 4vame, dyeMm 1 pa3 B Hexemo. beio
MoKa3zaHo, 4To y manueHtoB ¢ jenpeccueit 1 OKP B Bospacte ot 6 no 17 iser

(dapMakOKMHETHYECKUIT NpOQMIb cepTpajHa CXOJEH C TaKOBBIM Yy B3pOCIBIX.
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OxHako, yTOObI N30€KaTh Mepe103UPOBKH, IIPH YBETHMUEHHUHU /10361 OoJ1ee ueM Ha S0 mr
HE00X0IMMO IIPUHUMATL BO BHUMAHHE MEHBLIYIO MacCy Teja y JieTell 0 CpaBHEHUIO
CO B3POCJIBIMHU.

besonacHocTs M 3¢ QeKTHBHOCTH mpenapara y jgeTeil ¢ OOJbIINM JIePEeCCUBHBIM
PacCTpOWCTBOM HE BBIABIICHA.

[Tox00p 10361 V A€TEN M OJPOCTKOB

HCpI/IOI[ [TOJIYBBIBEICHUSA CE€pTpaiiHa COCTABJIACT HpPI6J'IPI3I/ITeHBHO 1 CYTKH, IIO3TOMY
N3MEHEHUE JO3bI JOJDKHO IMTPOUCXOAUTH C HHTCPBAJIOM HE MCHEC 1 Hegenu.

[IpumeHeHne Y ITOKHJIBIX ITAITMCHTOB

B noxwuiaom BO3pacTe Ipernapar CJICAYCT IMNPUMEHATb C OCTOPOXKHOCTBHO H3-3a
[TIOBBIIICHHOI'0 pUCKaA Pa3sBUTHA THIIOHATPHUEMHU. HpenapaT I[IPUMCHAKOT B TOM K€

AWalta3oHe J03, YTO Uy Ootee MOJIOABIX JTFOACH.

HDI/IMCHCHI/IC Y 00JILHBIX C HCIO0CTAaTOYHOCTBIO (bVHKIII/II/I NNS4YCHU

Y NanueHToB ¢ EYEHOYHON HEeI0CTaTOYHOCTHIO CJIeIyeT MPUMEHSATh MEHBIINE J03bI
WIM yBEJIMYMBATh MHTEpBAJI MEXIy npuémamu mpemnapata (cM. pazaen «Ocobbie
yKazaHusa»). He ciaexyeT npuMeHsITh cepTpajiuH y MalHEeHTOB C TAXKEJIONW NMe4eHOYHOI
HEJI0CTaTOYHOCTHIO (HET KIMHIUYECKUX IaHHBIX).

HDI/IMCHGHI/Ie Y OOJIBHBIX C HEAOCTATOYHOCTBHIO (bVHKIII/IH IMOYCK

C yueToM He3HAYMTEIbHON MOYEYHOU HKCKPEIMH CepTpaMHa, KOPPEKIHs €ro 1035l B
3aBUCUMOCTH OT BBIPAKEHHOCTH IMOYEYHON HEJ0CTAaTOYHOCTH He TpedyeTcs (CM. pazen
«Oco0ple yKa3aHus»).

CHHJIpOM OTMEHEI

Cnenyer m3berath pe3koil oTMmeHbl cepTpaiuHa. lIpm HEoOXOIUMOCTH OTMEHHTH
Teparnuio, ciaeIyeT MOCTEEHHO CHUKATh JI03y Mpernapara B Te4eHHe Kak MUHUMYM 1-
2 HeJelb ¢ 11eJIbI0 MUHUMU3AH PUCKA Pa3BUTH CUMIITOMOB CHHIPOMA OTMEHBL. B
Cllydae BO3HMKHOBEHHUS HENEPEHOCHMBIX HEKE/IATeIbHBIX pEeaKIMii B Te4eHHe
IepuoJa CHWKEHUS [03bl WIM II0CJIE OTMEHBI Ipernapara, CleIyeT PacCMOTpPETh
BO3MO>KHOCTb BO300OHOBJICHUSI TEpAlK B MPEKHEH 103e. B nanbHeiimem Bpad MOKET

BO300HOBUTH CHIIKEHHE J103bI, HO C Ooitee JJIATCIIbHBIMU UHTCPBAJIaMU.

IToGo4HOE neiicTBHE

Hanbonee wyacteiM mobouneiM 3¢ dekrom sBisercs TomHoTa. [lpm  sedenun
colMaabHOil (oOMM OTMeYaau HapylIeHHEe CEeKCyalbHOW (YHKIUHM (HapylieHHe

SKYJILUN) Y MYKUUH B 14 % ciryyaeB pyu IpUMEHEHUH CepTpaIiHa, [0 CPaBHEHUIO



¢ 0 % na ¢one npumeHeHus mianedo. ITH HeXeTaTeIbHbIEC ABJICHUSA 3aBUCAT OT J103bI
¥ 4acToO MPOXOIHUT IIPH MPOJAODKEHUN TEPAIIUH.

HexenarensHeie sBieHus, HaOmojgaBmuecs y nanueHTtoB ¢ OKP, nmanmdeckum
pacctpoiictBoM, IITCP u commansHoil (oOueil He oTIMUAIOTCA OT TAKOBBIX IIPH
00JIbIIOM JETIPECCUBHOM PacCTPOICTBE.

B tabiumne Nel npezcrasiena nadopmarus 0 HOO0UHBIX peaklusIX, HaOJII0JaBIINXCS
Ipyd NPUMEHEHUH CepTpajiiHa, HAa OCHOBAHWM JAHHBIX, IOJIYYEHHBIX BO BpeMd
MOCTMApKETUHTOBBIX  (YacToTa  HEW3BECTHA) U IUIAIe00-KOHTPOIUPYEMbIX
KJIMHUYECKUX HCCIIeJ0BaHU (MCCIe0BaHMs IIPOBOAMIIM € ydacTHeM 2542 nalueHToB,
MOJyYaroIMuX cepTpainH, W 2145 namuMeHToB, nosydaromux Iianebo). Jlanasie
UCCIIEIOBaHMs TPOBOAWINCH Yy manueHToB ¢ jenpeccueid, OKP, nanuueckum
paccrpoiictBom, [ITCP umm counanpHoi hobdueii.

Hekortopele HexenaTeldbHble peaklUM, IepeurcieHHble B Tabimuue Nel, mpwu
IPO/IOJKEHUH TEPAIIuU, MOTYT YMEHbBIIATHCS 110 UHTEHCUBHOCTH U YaCTOTE U B LIEJIOM

HC MPUBOJAT K IMPCKPAIICHUIO TCPAIIuH.

OuyeHb 9acTbie >10 %

Yacreie >1 % u <10 %

Heuacrrie >0,1 % u<l %

Penxue >0,01 % u <0,1 %

Ou4eHb peakue <0,01 %

YacroTa HEH3BECTHA HeBo3MOXXKHO ~ ompeneuTh  Ha  OCHOBAaHUH
MMEIOIIUXCS JaHHBIX

‘ Tabmmma Ne 1

Cucrema opraHoB HexenarenbHasi peakuusi

Hapywenusa co cmoponsl cepoua

Yacreie Omymenue cepaneOneHus
Heuacteie Taxukapaus™
Penxue WUudapkr muokapaa, 6paaukapaus, 3a0oaeBaHus

Cepilia, pa3BUTUE APUTMHUHM  KEIYTO0YKOBOM
TaXUCUCTOIMYECKON Tuma «mupysT» (torsade de
pointes)* (cM. pazzgensl «OcoOble yKazaHUS,
«B3anMoieiicTBie ¢ JpYyruMHU JIeKapCTBEHHBIMU

npenaparaMmn»), yaauHenue uHrepBasa QTc nHa
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OKI™* (cm. pasgenst  «OcoOble  yKa3zaHMA»,

«B3aumojieiicTBie ¢ IpYyrMMHU JIEKapCTBEHHBIMH
npernaparaMm ), MOBBIIICHUE KOHIEHTPAI[H

XO0JICCTCPUHA B IJIa3ME KpOBI/I*

Hapywenus co cmoponsi cocyooe

Yacteie «IPWIMBBD» KPOBU K KO3Ke JTHIa*

Heuacteie [ToBbleHME apTepUaIbHOTO JaBIeHUs ™,
rUnepeMusi, KpoBoTeueHus *

Penkue [Tepudepudeckas umemus, nepedpoBacKyIApHBI

cnasM (BkJro4yas oOpaTMMYH Ba30KOHCTPUKIIHUIO
COCYJIOB T'OJIOBHOTO Mo3ra — cuHapom Koia-

®nemunHra)*?

Hapywenus co cmoponst Kpogu

u Jlu_m[)amuuecwoﬁ cucmemol

Penxue

JIumpanenonarus, TPOMOOLUTONIEHUS*Y,
JedKoneHns *®, HapyllIeHue byHKIIMH
TpoMOOIUTOB**

Hapywenus co cmopomnsl opeana ciyxa u 1adupuHmHsle HapyuwieH us

YacTteie

3BOH B ymax*

HeuacTtrie

boub B ymax

Hapywenus co cmoponsl neven

U U JHCe14esbl600AUUX nymeil

HeuacTtrie

[ToBbimenue AKTUBHOCTH «TI€YEHOYHBIX)
TpaHCaMUHa3 (amanmHaMHHOTpaHC(EepasbI*,
acrnaprataMMHOTpaHcepasbl™)

Penxne Hapymenue GyHKmy nedenn™*®

YacToTa HEM3BECTHA

CepbesHble HapyIeHHs QYHKIIMU IeYeHH

(BKJIIOYAast  IemaTuT,

KENTyXy, IEeYEHOUHYIO

HEJI0CTATOYHOCTB)

Hapymeuuﬂ CO CMOpPOHbl Op2aHa 3peHus

Yactelie Hapymenue 3penus™
Heuacteie Mupuas*, nepuopOuraibHbIil OTeK™
Penxue ['maykoma, paccTpoiicTBa CJI€3HOTrO —ammapara,

CKOTOMa, Turutonusi, ¢orodoOusi, KPOBOUITHSIHHUE

B IICPCAHIOKO KaMEpy I'jia3a

Yacrora HEen3BeCcTHA

PazneIii pazmep 3paukoB
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Hapywienus co cmopoHbl dceny004HO-KUMeHH020 mpaKkma

OdyeHp yacTeie

Jluapes (18 %), TomnoTa (24 %)

Yacrere PBorta*, Gonp B xuBoTe*, 3amop*, aucnencus,
METEOpU3M,  CYXOCTh  CIM3HCTOH  00OJOYKH
II0JIOCTH pTa

Heuacteie D30¢arut, aucarus, reMoppoi, MOBBIIIEHHOE
CIIFOHOOT/ICJIEHHE, MOPAaKEHUs S3bIKa, OTPBLKKA,
KeJTy I0YHO-KHUIIIEYHOE KPOBOTeUeHue™

Penkue Menena, KpoBb B CTyJe, CTOMAaTHUT, S3BEHHOE

IMOpPaXXCHUC sA3bIKa, IMOPAKCHUC 3y60B, I'JIOCCHUT,
A3BCHHOC IMOpaXCHUEC CIM3HUCTOM  000JIOUKH

M0JIOCTHU pTa, MaHKpeaTuT™

Oouwue paccmpoiicmea u HaApyuieHUA 6 mecme 66€0eHUA

OuyeHb yacTbie

[ToBbimennas yromiasiemocts (10 %)*

Yacteie boms B rpyam*, cimabocth, HeJIOMOTaHUE™,
JTMXOopajaKa*, acTeHus™®, ycTaaocTs*

Heuacteie 03100, JKaxa, HapyluIeHUE ITOXOIKH ™,
nepugepudeckue oTekn™

Penkne I'ppDKHM, CHIDKEHHE NEpPEeHOCHMOCTH IIpernapara,

OTEK JMIa*, CUHIpOM oT™MeHbI*?

ﬂoépoxauecmeeunble, 3/10Ka4ecneeHHbvle U HEeYymo4YHEeHHble H06006pa308l1Hu}l

(6K104aAA KUCMbI U ROJTUNDL)

Penxue

HosooOpa3oBanus'

Hapywienus co cmoponst UMMYHHOU CUCMEMbl

Heuactrie

| unep4yBCTBUTEIBHOCTD*

Penxue

AHapuIaKTOUIHBIE peakuu*®

YacToTa HEM3BECTHA

Anneprus

JlabopamopHsie u uHcCmpymeHmaibHble OAHHbIE

Yactrie [loBrI1IEHME MacchI Tea*
Heuactrie CHmxenue maccol Tena*
Penxue Hapymenue CcBOWCTB  CEeMEHHOW  KHMJKOCTH,

OTKJIOHCHMUA OoT HOPMBEI PE3YyJIbTATOB

1abopaTOpPHBIX aHATIM30B*

Hapywenus co cmopoHsl JHOOKPUHHOU CUCHIEMbI
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YacroTa HeM3BeCTHA

[uneprnpoakTHHEMUS * Y, HeaJleKBaTHAsl CeKpeLHs

aHTHIMYPETHYECKOr0 FOpMOHa™*S, runotupeos*

Hapymenuﬂ CO CMoOpoHbl oomeHa eeujecme U nuMaHuA

Yacreie CHMIWKeHue WM MOBBIIIeHNE* alleTuTa

Penxue CaxapHblii nrabet*, TMIIOHATPUEMHS
THITOTJIMKEMUS * THIEPIIMKeMHs*Y,
THIIEPXO0JICCTEPUHEMHS

Hapywenua co cmopomsl cCKelemHo-Mblue4HOU U COCOUHUMENbHO U MKAHU

Yacteie Muanrus, apTpaiarus®

Heuacteie OcreoapTpuT, MbllIe4Has c1a00CTh, O0JIb B CIIMHE,
MBIIIEYHBIE CIIa3MBbI*

Penxue Hapymenust co CTOpOHBI ~KOCTHOH  TKaHH,

pabaomuomus*S, Tpuzm*®

YactoTa HEU3BECTHA

Mpel1e4HbIe Cy0pOru

Hapywenua co cmopoms HepeH

ol cucmemol

OuyeHb YacTble

I"otoBHas 60tk (21 %)*, ronoBokpyxenue (11 %)

YacTteie

[ToBbrmenue apTepuaIbHOrO JaBJICHUS ™,
napecre3us®, TpeMop, TUIEPTOHYC, IUCTEeB3H,

HapymeHue BHUMaHU, COHJIMBOCTDb

HeuacTtrie

HeHPOI/BBOHBHBIe MBIIICYHBIC COKpaHICHI/IH* .

HapyHaieHus KOOpJnHAaIny, FI’IHGpKPIHC?-I/II/I* s

AMHC3U, TUIECTe3Hs * g HapyHmeHus peyu,

MOCTYpaJIbHOE  TOJIOBOKPYKEHUE,  MUIPEHb™,

00MOpOK™, 9SKCTpanmupamMHHbIE pPacCcTpONCTBa,
HapylleHHe [BUraTejabHONH (yHKIMM (B TOM
qpclle, SKCTpanMpaMHUIHble PacCTpOicTBA, TaKHe
KaK TUIIepKUHE3Us], TUIIEPTOHYC, CKPeXkKeT 3y0aMu

WJIM HapyLIEHUE MTOXOIKH).

Penkue

CepoTOHMHOBBIH CHHIPOM*, KoMa*, cymoporn*?,
JTMCTOHMSA, aKaTH3HUA*, XOPe0oaTeTo3, AUCKIUHE3NU,

TUTIEPECTE3Hsl, CCHCOPHbIE HAapyIICHHS
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Yacrora HEeM3BECTHA

Taxke cooOmanocs O pa3BUTUM  CHUMIITOMOB
3JI0KaYECTBEHHOTO HEHPOJIENTHYECKOTO
CHHJPOMA: B HEKOTOPBIX CJIydasiX, CBA3AaHHBIX C
O/JTHOBPEMEHHBIM MPUMEHEHUEM
CEepOTOHUHEPTMYECKUX pernaparTos. Onn
BKJIIOYQJIM  CJICAYIOIIME CHMIITOMBI: TPEBOra,
HapylleHue Cco3HaHus, jauadopes, auapes,
JMXOpajKa, PUTUIHOCTH MBI, TaxXUKapIus;
IICUXOMOTOpHOE  BO30yKAeHHe (cM. pasjeln

«Oco0ble yKa3aHus»).

Hapywienua ncuxuku

OueHb YacToeie

becconnuna (19 %)

YacTteie

JlenipeccuBHBIE CUMIITOMBI*, CHIKEHHE THON10*,
JIeTiepCoHaIN3aIs, TpeBora*, HOYHBIE
KOIIMaphl®, a)kutaius™, ckpexer 3y0amu BO

CHE™, IMOBBIIICHHAs BO30YIMMOCTD

Heuactrie

Oiidopus™, raJUIOLIMHALUN ™, arpeccUBHOE
MOBe/IeHHE™®, anaTHs, HapyUIeHHEe MBbIIUICHHS,

CITYTAaHHOCTb CO3HaHUA™

Penxne

KoHBepcHOHHOE paccTpoiicTBO, JIeKapCTBEHHAs
3aBUCHUMOCTh,  IICUXOTUYECKUE  HapyIIeHUs ™,
MapaHOUIAbHOE  IOBEJCHWE, CYHIMIATIbHBIE
MEICIH/TIOBeIeHne* **,  XO)KJeHHe BO  CHE,

MMPEKACBPEMCHHAA 3AKYJLIIUA

YacToTa HEU3BECTHA

bone3nenHwsie CHOBUICHUS

Hapywienus co cmopoHsl NO4eK U MO4€6b1600AULUX NyMel

Heuacreie Hoktypus, 3agepkka  Mouw™,  moadypus,
YYalIeHHOE  MOYEHUCITyCKaHHUE, HapylLIeHUS
MOYEHUCITYy CKaHU, HeJlepiKaHue Moun*®,
remMarypus*

Penxue Ommurypust, 3aepKKa MOYEHCITy CKaHus, SHy pe3™

Co cmopoHbl penpoOoyKmueHol cucmemol **
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YacTtrie

CexkcyasnbHas TUCQYHKIUS (CM. pasien
«OcoOble yKa3aHus»), HapylIeHUue JSKYJALHH,

HapymeHnue MEHCTPYAJIbHOIO uKiIa*

Heuactsie BarunanpHoe KpoBOTEUEHHUE, HAPYILICHUE [I0JI0BOMH
(GYHKIMM Y JKEHIUH
Penkue Menoparus,  arpoguueckuif  BYJIbBOBAarMHMT,

GaﬂaHOHOCTI/IT, BBIJICJICHUS U3 IIOJIOBBIX OPraHOB,

npHanu3M™, rarakropes™, ruHekoMacTus ™

Hapywenusa co cmopoHbl 0blxXamenbHOU CUCMEMbl, 0P2AH08 2PYOHOU KI1emKU U

cpedocmeHun

YacTteie 3eBoTa*

Heuactrie Bbponxocna3m™®, ojplika, HOCOBO€ KpOBOTeueHHE™
Penkue Jlapunrocmnasm, TUITEePBEHTUIIAIINS,

TATIOBCHTHUIIALINA, CTPUI0P, III/IC(bOHI/IH, HKOTa

YacroTa HEen3BeCTHA

I/IHTCpCTI/IIII/IaJII)HOe 3a00JIeBaHUE JIETKUX

Hapywenus co cmoponst Koxcu u n0OOKOMCHbIX MKAHeEl

YacTele Chpinb*, NOBBIIIEHHOE TOTOOT/IEJIEHHE

Heuacteie [lepropOuTanbHeIif 0TEK™, oTek JMIa*, mypmypa*,
aJIonenus®, XOJOAHBIA TIOT, CYXOCThb KOXH,
KpanuBHUIIA™, KOXKHBIHN 3y1*

Penkune Jlepmarur, OyJLIe3HBIH JIEpMATHT,

(GoMKyIApHAs CHIIb, HApPyUIEHHE TEKCTYPHI

BOJIOC, M3MCHCHHUEC 3ariaxa KOXH, TOKCHUYECKUI

SMHIEPMaTbHBIN HEKpOIM3*?, CHH/IPOM

Crusenca-J[KoHCOHa*®,  aHTHOHEBPOTHYECKHIA
*§ *§

otek™*’, skcomaTUBHAS CBITIL*?, peakius

porocencubumsanuu*®

Hugpexkyuonnvie u napasumapH

ble 3a400/1€6aAHUA

Yacteie DapuHrUT
Heuactrie WH}exmu BepXHUX JpIXaTeIbHBIX My TEH, pPUHUT
Penxue JIMBEpTUKYJIUT, FaCTPOIHTEPUT, CPEAHUN OTHT

TpaGMbl, UHMOKCUKAUUU U OCJIOHCHECHUA MaHunmeuuﬁ

Penkue

TpaBmsl, nepenomsr™

Xupypzuueckue u mepaneemuydecKkue MaHUnYJIAUUU
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Penkue IIpouenypa BazoaunaTanuu

IIpu perucTpanuu HeKeIaTeIbHOTO SIBJICHUS y HalMeHToB ¢ aenpeccueit, OKP,
naHudeckuM pacctpoiictBoM, IITCP u coumaabHBIM TPEBOXKHBIM PacCTPOMCTBOM
HEKeJIaTeJIbHOe SBJICHHE OTHOCAT K KJIACCYy OPraHOB, KOTOPBIN MCIIOJIB30BAICA IS
KJacCM(HMKAlMU JaHHOTO HEXEeJNATeNIbHOTO SIBJICHUS B paMKaxX HCCIEIOBAHUN Y
MALIMEHTOB C JEIPECCHEe.

I coolmanocs 06 OJHOM cilydae pa3BUTHS HOBOOOPA30BAHMSA I10 CPABHEHHIO C

MalMEHTaMU U3 TPy 111a1e6o.

*  ganHple 1000OuYHBIe S¢QeKThl HAOMOAATUCh TaKKe B MOCTMAPKETHHTOBBIX

HCCJICIOBAaHUAX.

¥ yacToTa JaHHBIX MOGOYHBIX S(Q(EKTOB paHKUpOBaHA 110 BepxHeit rpanuue 95 %-ro
JTIOBEPUTEJILHOTO MHTEPBAJIA.

** B KauecTBE 3HaMEHaTe sl HCIOJIb3YeTCsl KOJIMYECTBO MAlMeHTOB, 00heIHHEHHBIX 110
rpylnmaM B 3aBUCUMOCTH OT moJa: tepanus ceprpaiuHom (1118 wmyxumn, 1424
KeHIMH), Tepanus iamneto (926 myxuun, 1219 xeHimuH).

**% OrMedanw cioy4ad TOSBICHHUS CYMIUAATBHBIX MBICICH W CYHIMIAILHOTO
NIOBE/ICHNUS Y TIAIIMEHTOB, MOJYYaIOLINX TePAIUI0 CePTPATMHOM WM B PAHHUIA IEpHOJT

110CJIe OTMEHBI Teparnuu (cM. pazaen «Ocobble yKazaHusm» ).

Kacc-addexTsl

CoracHo SIUIEMHOJIOTHYECKUM MCCIIC/IOBAHUSM, IIPOBOIUBIIMMCS
NPEUMYIIECTBEHHO C y4acTHEeM MalMeHToB B Bo3pacte S50 JieT u crapiie, oTMedascs
MOBBIIEHHBIH PHCK IEpeIoMoB KocTel y manueHTtoB, npuHuMmaBmux CHUO3C wu
TPULUKIINYECKHE AaHTUJIENpPEeccCaHThl. MexaHu3M JaHHOro MoOo4YHOro sddexra

HEU3BECTCH.

CI/IHIIDOM OTMCHBEI

IIpekpamenue jeueHus cepTpajiHOM (B OCOOECHHOCTU PE3KOE€) YacTO MPUBOIUT K
pa3BUTUIO CHHApoMa oOTMeHbl. Hambonee wdacto coolmaercs 0 CIeIyONHX
CHUMIITOMAax:  TOJIOBOKPY)KEHUE,  HaApyLIIeHHs  YyBCTBUTEILHOCTH  (BKJIIOYAS
[apecTe3Mn ), HapyleHus cHa (BKJIroYasi, OECCOHHMILY U SIPKHE CHBI), )KUTALUS WA
IICUXOMOTOPHOE BO30Y’K/€HHe, TOIHOTa W/WIM PBOTA, TPEMOpP M ToJOBHAs 00ib. B
I1EJIOM, 3T CUMITOMBI HOCST JIETKUi1, yMEPEHHBII ¥ OrPaHUYCHHBIN XapaKTep; TeM He

MCHECC, Yy HCKOTOPBIX IMAIIMCHTOB OHU MOIYT OBITh TSDKEJIBIMH U JJIATCIIBHO
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COXpaHATHCA. B cBs3uc stum B CJIydac, €CJId IMallUCHT HE HYXXKIA€TCs B IIPOJOJDKECHUN
JICUCHUSL CCPTPATIMHOM, CJIICAYET MPOBOAUTH ITOCTCIICHHYKD OTMCHY IIpeliapara IIyTeM

IJIaBHOI'O CHHUXKCHHUS 1035I.

[Toxmiiple manuenThl

Ilpumenenne CHO3C wimm  celeKTUBHBIX MHTHOMTOPOB 0OpaTHOro 3axBaTa
HopaapenaauHa (CMO3H), B Tom umcie cepTpaiiHa, B HEKOTOPBIX CIydYasx OBLIO
CBA3aHO C Pa3BUTHEM CEPbE3HONW TIMIIOHATPHEMHU Y TIOKWIBIX MAIMEHTOB, IS

KOTOPBIX MOJKET OBITh XapaKTePEeH MOBBIIIEHHbI PUCK Pa3BUTHS TAKOTO OCJIOKHECHUS.

eTn
IIpoduas mo6GOYHBIX peakuuil Ipu MPUMEHEHUH CepTpaliHa y JeTeil ObUT B IeJIoM
CX0KUM ¢ TpoduiaeM O0e30macHOCTH Yy B3pOCIBIX MAUCHTOB. B KIMHUYECKHX

HCCJICAOBAHUAX Y JIETEN OTMEYaIH CJICAyroaue 0OOYHBIE peaKuun:

Ouyens yacteie (>1/10) ['onoBHass 6ok (22 %), 6ecconnuna (21

%), mnapes (11 %), TomnoTta (15%).

Yacrerie (=1/100 n <1/10) bonrs B rpyaHON  KiIEeTKe, MaHWHA,
[TAPEKCHs, pBOTAa, aHOpEKCHs,
agdexTuBHas T1a0WILHOCTD, arpeCCUBHOE
[IOBEJICHAE,  @KUTALMs, IOBBIIICHHAS
BO30y/IMMOCTh, HapyllleHHEe BHUMAaHUS,
IOJIOBOKpYKEHUE, TUIIEPKUHE3N,
MUIPEHB, COHJIUBOCTB, TpeMop,
HapyLIEHUE 3pEHHs, CYXOCThb CIM3UCTON
000JIOUKM TIOJIOCTU pTa, JUCIIEICHs,
KOIIIMapHble CHOBUJECHUSA, IIOBBIIICHHAS
YTOMJIIEMOCTb, HEJIEP)KaHUE MOYH, CBIIIb,

AKHE, HOCOBOC KPOBOTCYCHHUE, METCOPHU3M.
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Heuacteie (>1/1000 u <1/100) Yamuaenne wuntepBasia QT ma DKIT,
HOIIBITKH CyuIuaa, CYJOpPOTH,
SKCTparMpaMu/IHbIE paccTpoicTBa,
napectesus, JICMPECCHBHBIC CHMIITOMBI,
raJuUTIOIMHAIIAH, nypIypa,
TUNEPBEHTU SN, aHEMUs, HapyUICHHE
byHKIIH TICYCHH, MOBBIIICHUE
aktuBHoctu AJIT, mmctut, mnpocroii
repoec, OTUT, Ooyib B ymax, 00Jb B
IJIa3HBIX s10JI0Kax, MHJIpUa3,
HEJIOMOTaHWe, reMaTypHs, ITyCTyJIe3Has
CBIIlb, PUHUT, TPABMBbI, CHI)KEHUE MACCHI
TeJla, HENPOU3BOJILHBIE  COKpAIEHHS
MBI,  HETUIIUYHBIE  CHOBUICHHS,
anartus, aabOyMHUHYpHs, MOJUIAKIypus,
nouypusi, 00Jib B TPYyJId, HApPyUICHHUS
MEHCTPYaJbHOTO  IUKJIA,  aJOMeIHs,
JIePMaTUT, MOPaKEHUS KOXKH, U3BMEHEHHE
3amaxa KOJKH, KpalHMBHHUIA, CKPEKeT
3y0aMu BO CHe, "NPHIIMBBI" KPOBU K KOXKE

JIj1ia.

Yacrora Hen3BecTHa OHypes.

Ilepeno3upoBka

B03MO0KHO pa3BUTHE TSAKEJIOTO OTPaBJIECHHS, BILIOTH J0 KOMBI U JICTAILHOIO HCX0/1a
IpY OJHOBPEMEHHOM BBEJECHUM C JAPYT'MMH IpernapataMy U/WIN ajJKOToJIEM WM TPH
NPUMEHEHUH B MOHOTEpAnuu. B ¢BA3M ¢ 3TMM HEOOXOAMMO NPOBOIUTH UHTEHCHUBHYIO
TEpaIuIo IpH 000 epe03upoBKe CePTPATMHOM.

ITepeo3npoBKa MOKET BBI3BaTh CEPOTOHMHOBBIM CHHIPOM C yUIMHEHUEM WHTEpBaja
QT, pa3BUTHEMKEITy 1OYKOBOI TaXUCHCTOIMYESCKON apUTMHHK THITA "TUpysT" (torsade
de pointes), TOHIHOTON, pPBOTOW, COHJIMBOCTBHIO, TaXUKapAWCH, aKUTAIHEH,
rOJIOBOKPYKEHHEM,  TPEMOPOM, IICUXOMOTOPHBIM  BO30Y)KIEHHEM, JHapeei,
NOBELIIIECHHBIM ITOTOOTAEICHAEM, MUOKJIOHYCOM U runeppediekcueit. B HeKoTopbix

ClIydasaX oTME€4ajid pa3BUTHUEC KOMBI.
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be3omacHOCT, NpUMEHEHHWS IIpenapara 3aBHCHT OT IIOMYJSAIMM IALUEHTOB H
COITyTCTBYIOILIEH TEpauHy.

Jlevenue: crienu(pUUIECKUX aHTUAO0TOB HET. TpedyeTcs MHTEHCHBHAS 110,IePKUBAIOIIAS
Tepanus U IOCTOSHHOE HAa0JII0/IeHHE 32 JKU3HEHHO BaKHBIMU (YHKIIMAMH OpraHuzMa (B
TOM 4ncie MoHuTopupoBanue DKI', B ¢BA3M ¢ BO3MOKHOCTBIO y/UIMHEHHUS UHTEpBaJia
QT na ¢one npuema cepTpainHa). Bel3biBaTh pBOTY HE peKOMeHIyeTcs. BBenenue
aKTMBMPOBAHHOIO YIJIA BMECTE CO CIa0MTEIbHBIM MOKET ObITh Gosiee 3(hheKTHBHBIM,
4eM IpOMbIBaHKE Kelyaka. HeoOxoaumo moyiepKuBaTh NPOXOIUMOCTD JIbIXaTeIbHBIX
myTeid. ¥V ceprpanuna 60b110i 00beM pacnpe/ieseHus, B CBI31 ¢ TUM HOpCUpOBaHHBII
JMype3, TPOBEACHHE [Haiu3a, reMonepy3uu WIM MEepeMBaHUE KPOBH MOXKET

OKa3aTbcs 0e3pe3ysIbTaTHBIM.

B3aumoaelicTBHe ¢ APYrHMH J1eKapCTBEHHBIMH CpPeICTBAMH

QoHoepemMenHoe NpUMeHeHUue Ccepmpaniuna U _CiedVIOuUX Nnpenapamos
HDOMUBONOKA3AHO

HMAO

Heobpamumvie UMAQ (nanpumep, cenecunun)

CepTpa/iiH Heb3sl IPUMEHATH OJJTHOBPEMEHHO C HEOOpPATUMBIMU (HECEIEKTHBHBIMH )
MMAO, takumu Kak cenerwiH. CepTpaiH Helb3sl IPUMEHSTh B TeUCHUE MUHUMYM
14 nneii nocie orMensl HeoOpaTUMBIX (HecenekTuBHbBIX) UMAO. Crieryer npeKpaTuTh
IpUEM CepTpajMHa KaK MUHMMYM 3a 7 JHEH 10 Havyajla Tepanud HeoOpaTUMBIMHU
(necenexktuBHBIMU) IMAO.

Obpamumvie cenexmusrvie UMAO-A (moxnobemuo)

B cBiA3M ¢ pHCKOM pa3sBUTHA CEPOTOHHHOBOTO CHHAPOMA HE PEKOMEHIyeTCs
IPUHUMATh OJTHOBPEMEHHO oOpaTuMeble cerekTuBHbIe IMA O, Takue Kak MOKJIOOEMH/T
u ceprpaiuH. [lociae npumenenns obpatumeix UMAO MOXKHO BBIICp)KUBATh Oo0JIee
KOPOTKHMH, yeM 14 1qHeil, nepuon 10 Havana npueMa ceprpaimna. [Ipuem ceprpaiuna
CIIyeT IPEKPAaTUTh KaK MMUHUMYM 3a 7 JIHEH /10 Hayajla Tepanud HeoOpaTHMBIMH
(necenexktuBHbIMU) UMAO.

Obpamumvle Hecenexmusrvle UMAQO (nune301ud u memuieHo8vlil CuHuil)

AHTHOMOTHK JIMHE30JIU MPEACTaBIAeT co00il cabblit 0OpaTHMBIN HeCeleKTHBHBIA
HNMAO. Ero He ciexyeT NPUMEHATh Yy MAlUCHTOB, IMOJYYalOIIUX TEPAITHIO
CEepTPATMHOM.

beim oTMeueHBI THKeNble HMOOOUYHBIC pPeaKkIMU y IalHeHTOB, KOTOpbIe HEIaBHO
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npekpatwm tepanuio UMAO u Hayanu npueM cepTpajiiHa WIM KOTOpbIE HEJNAaBHO
OTMEHUJIM TIpHEM cepTpaiuHa u Havam tepanuio MMAO. DTy peakiuy BKIIOYAIA B
cebst TpeMop, MUOKJIOHYC, Tuadopes, TOIHOTY, PBOTY,pUTUIHOCTD, «ITPHINUBBD) KPOBH
K KO)K€ JIMIIa, TOJIOBOKPYKEHUE U THIEPTEPMHUIO C CHMIITOMaMH, HallOMUHAIOIIUMHU
37I0KaYeCTBEHHBI  HEHPOJIENTUYECKHA  CHUHIAPOM, JIAOMJIBHOCTh  BEreTaTHBHOMA
HepBHOU cucTeMbl (ObICTpble KoJeOaHMs MapaMEeTpOB bIXATEIbHOW U CEPACYHO-
COCYJIMCTOM CHCTEMBI), U3MEHEHHs MCUXHUUYECKOro CTaTyca, BKIIKOYas IOBBILIEHHYIO
pa3IpaKUTEIbHOCTD, BRIPAXKEHHOE BO30YIK/IEHUE, CITyTaHHOCTh CO3HaHMs (KOTOpas B
HEKOTOPBIX CITydasX MOXKET MEePEHTH B ICIMPUO3HOE COCTOSHIE U KOMY), CYZOPOIH U,
B OT/IEJIbHBIX CITyYasX, JI€TaJIbHbII HCXOI.

ITumo3uo

[Ipu coBMecTHOM npuMeHeHnH cepTpainHa (B 103e 200 Mr B CyTKH) U muMo3uza (2 mr
OJTHOKPATHO) 0TMEYAJIOCh YBEJIMUEHHE KOHIIEHTPAIIMU MUMO31/a (IpHOIM3UTEIBHO Ha
35 %), uto He ObLIO cBA3aHO ¢ KakuMu-mO0 udmeHeHusmMu Ha ODKI'. Ilockosbky
MEXaHU3M 3TOT0 B3aUMOJICHCTBHUS HEHM3BECTEH, a MUMO3WA OTJIMYAETCS Y3KUM
TepaleBTUYECKUM MHIEKCOM, OJHOBPEMEHHBII MpHUeM MUMO3MJa M CepTpajuHa

I[IPOTHUBOIIOKA3aH.

QoHoepemeHHOe npUMeHeHUe CepmpaiuHa U _CledyVIiouiux npenapamog He
CKOMEHOVemcA

Omanon

HecmoTtps Ha TO, 4TO IpU OJIHOBPEMEHHOM IPUMEHEHUH cepTpaimHa B j103e 200 mr
©KEIHEBHO M OJTaHOJIa HE OTMEYEHO TMOTeHIUpoBaHUSA Hdddekra ITaHoI]a,
yIoTpeOIeHNne CIUPTHBIX HAIIUTKOB M MIPENaparToB, COJEPKALINX aJIKOT0JIb, BO BpeMs
JICUEHHS CepTPAIMHOM HE PEKOMEHIYEeTCs.

JlexapcmeenHbie cpeocmea, yeHemaroujue UeHMpPAIbHYH0 HEPEHYIO CUCHEMY

OJHOBpeMEHHOE NPUMEHEHHE CepTpAIMHA M BEIIECTB, YTHETAIOINX LEHTPAIBHYIO
HEPBHYIO CHCTeMY, TpeOyeT npuctaibHoro BHuMaHus. [ lotenumpoBanus s dexra npu
OJJHOBPEMEHHOM IIpUMEHEHMHM cepTpamHa B Jo03e 200 Mr exeaHeBHO W
KapOaMa3zenuHa, rajonepu10ia win GeHUTONHA Ha KOTHUTUBHYIO M IICHXOMOTOPHYIO
(GyHKIUIO y 3710pOBBIX JIFO/ICI HE OTMEYEHO.

Ipenapameol, é1uaoujue Ha cepomMoHUHEPIUYECKY IO nepedayy

HeobxoauMo  cobmoJaTte OCTOPOKHOCTH IPH  OJHOBPEMEHHOM IPHMEHEHUH
cepTpajMHa C JIPYTUMH IIpenapaTamMi, YCHWIMBAIOIIUMU CEPOTOHHHEPTHYECKYIO

HEHpOTpAaHCMMCCHIO, TaKMMU Kak, Tpuntodan, dendaypamun, S-HT-aronucrsi,
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Tpama/10J1 UK 3BepoOoii mpobIpsBiIeHHbIH. [10100HOE coBMECTHOE TPUMEHEHHE 110
BO3MO>KHOCTHU JOJKHO OBITH HCKJIIOUYEHO, YUHUTBIBas BEPOSTHOCTh
(hapMaKoJMHAMUYECKOTO B3aUMO/ICHCTBUSI.

Taxke ciaexyer coOmogaTh OCTOPOKHOCTh IPH  OJHOBPEMEHHOM MPUMEHEHUU
(eHTaHmIa, IPyruX CePOTOHUHEPTHYECKUX CPEICTB (BKIIOYAs CEPOTOHUMHEPTHUECKUE

AHTUACTIPECCAHTRI, TpI/Il'ITaHI)I), JAPYTHUX OIMMOUI0B U CEpTpajIMHa.

QonospemenHoe npumeHeHue Cepmpaiuna u_cledyiouux npenapaniog ciedyent
0CYUMEeCMBIIAND C OCIOPOHCHOCHIbIO

JTumuii

(DapMaKOKI/IHeTI/IKa JIATUA HE MCHACTCA IIpH OAHOBPEMCHHOM TIIPpUMCHCHHU C
CEePTPAJIMHOM. O)IHaKO OTMCYAJIOCh YCHJICHHE TpEMOopa, YTO MOXKET T'OBOPUTH O
BO3MOKHOM (bapMaKOJII/IHaMI/ILIeCKOM B3aMMO/ICHCTBUU. HpI/I O/THOBPEMCHHOM
I[IPUMCHCHUU CEPTpaIMHA C IperiapaTaMu JIMTUA, CICAYCT IOCTOSHHO Ha6moz[an> 3a
ITaMCHTAMH, a TaKXKE KOHTPOJIMPOBATh KOHLCHTPALHIO JINTUA B INIa3ME€ KpPOBHU C
[IEJIBIO KOPPEKIUHU JO3EI IIperiapara.

Denumour

JlmrensHoe npuMeHeHne ceptpamHa B o3¢ 200 Mr B CyTKM He OKa3bIBaeT
KJIMHAYECKM 3HAYMMOro Bo3jeiicTBHs Ha Mertaboim3Mm ¢enutouHa. Mwmerorcs
OT/E/IbHBIE  COOOMIEHHs O IOBBIICHUM  KOHIIGHTpAlMd  (EHUTOMHA  IIPH
OZIHOBPEMEHHOM IIPUMEHEHUH C CEepTPAIMHOM. B CBf3M € 3TUM peKOMEHIyeTcs
TIIATEIbHO KOHTPOJIMPOBATh KOHIIEHTPALUIO (DeHUTOMHA B IJ1a3Me KPOBH (0COOEHHO Y
NalMEHTOB C COIYTCTBYIOUIMMH 3a00J€BaHUAMH WM OJHOBPEMEHHO MOJIyYaroIInuX
APYIyI0 TEepalMio) C MOMEHTa Ha3HAYeHUs CepTpajMHAa C COOTBETCTBYIOIICH
Koppekimeil  n03el  penuronHa. Kpome Toro, (EHMTOMH MOKET CHHKATh
KOHIIEHTPALMIO CEPTPaIMHA B TIa3Me KPOBH.

HeBo3MOXHO Taxke MCKIIOYATh CHOCOOHOCTH JAPYTHMX HHIYKTOPOB H30(epMeHTa
CYP3A4 (manpumep, ¢enobapOuran, kapbamasenuH, 3Bepo0Oil MPOABIPSBICHHEIN,
pu(aMIHIIH) CHUKATh KOHIIEHTPAIIMIO CEPTPAIHHA B IIa3Me KPOBH.

Tpunmanui

OrmeyaroTcs pefkue ciydad BOSHUKHOBEHUS C1a00OCTH, MOBBIMICHUS CYXOJKHIBHBIX
pedJIIeKcoB, HapyLIeHUs KOOPANHAIIMHA JIBHKSHHI, CITyTAHHOCTH CO3HAHUS, TPEBOIH
BO30yK/J€HHS y MAlLUEHTOB, OJHOBPEMEHHO MNPUHUMAIONIMX CEPTPAIMH U
cymaTtpunTad. CHMOTOMBI CEPOTOHHHOBOT'O CHHIPOMA MOTYT TaK)Ke MPOSBIATHCS TIPH

OJTHOBPEMCHHOM IIPUMEHEHNHU CEPTpaIMHa C APYTUMH IIpeIiapaTaMi 3TOT0 K€ Kjlacca
21



(tpunitanamu). IIpu HEOOXOJMMOCTH OJHOBPEMEHHOIO NMPUMEHEHHUs CepTpavHa U
‘TPUNTAHOB PEKOMEH/IyeTCsl HaOJII0ICHUE 3a MMallIeHTaMH.

AHMUKOA2YyIAHMbI HENPAMO20 Oelicmeus (eappapun)

[Ipy  OJHOBpEMEHHOM MPUMEHEHUH AHTUKOATYJIIHTOB HENpPAMOIro JACHCTBHS C
cepTpairHoM (B 03¢ 200 Mr B CyTKH) OTMEYaeTCsi HE3HAYUTEIbHOE, HO CTATUCTHUECKU
JJOCTOBEPHOE YBEJIMYEHHE MPOTPOMOMHOBOrOo BpeMeHH (cM. pazzgen «Ocobble
YKa3aHMA»), 4TO B HEKOTOPBIX CIydasX MOKET MPUBOJIUTH K JaucOaaHCy 3HAYeHUit
Me:xynapoanoro Hopmammzoannoro Otnomenus (MHO). B cBsizu ¢ atim ciexyer
TIIATEJIbHO KOHTPOJMPOBATh IMPOTPOMOMHOBOE BpeMs B IEpPHO] Hayajla Tepanuu
CEpTPAJIMHOM H B IIEPHO/ OTMEHBI Mpernapara.

Amenonon

IIpn onHOBpeMEHHOM NIPUMEHEHUM CEPTpaJIMH He MEHseT [-aapeHolJIoKupyromee
JIEHCTBHUE aTEHOJIOIA.

I'nubenknamuo u Oucokcuu

Ilpu BBemenmu ceprpaimHa B cyrouHoit jgoze 200 Mr JeKapcTBEHHOTO
B3aUMOJIEHCTBUA C STUMH IperapaTtaMy He BHISBJICHO.

Humemuoun

OIIHOBpCMCHHOG IIPUMCHCHHC B 3HAYUTEJILHOM CTEIIEHU CHUKAET KIIMPEHC CEpTpaIMHa.

Ipenapamel, é1uaroujue Ha yHKUUIO MpomMooUuuUmMos

ITpn ognoBpemenHom npumenenun CHMO3C, BkoYas cepTpayiiH, W TpernapaTos,
BIMAIOIMX ~ Ha  (QYHKIMIO  TpoMOOIMTOB  (Hampumep,  HECTePOMIHBIX
npoTuBOBOCHAIMTENIbHBIX npenaparoB (HIIBII), anetwicammimioBoil KHCIOTHI U
THKJIONIMMHA) WM IIPernapaToB, KOTOPbIE MOTYT IOBBIIATh PUCK KPOBOTCUCHHIA,
MOJKET OTMEYAThCs MIOBBIIEHHE PUCKA KPOBOTECYCHUIA.

Ilpenapamei, yeenuuuearoujue unmepean QTc

ITpy oxHOBpEeMEHHOM IPUMEHEHHM CepTpajMHA M IPEenapaToB, YBEIMYMBAFOLINX
unrepBan QTc, puck ymmuHenus wuntepBana QTc W pasBUTHA IKeTyT0UYKOBOI
TaAXUCUCTOIMYECKON apUTMHHU THIA "TIMPYIT" MOBBIMIACTCS.

Ilpouue

CeprpaimH cBs3pIBaeTcs ¢ OesKaMu 11a3Mbl KpoBH. [109TOMY HEOOX0IMMO YUHUTHIBATE
BO3MOKHOCTB €r0 B3aMMOJICHCTBUSI C JIPYTHMHU IIperapaTaMH, CBﬂ3LIBaromnMﬁcx c
Oenkamu (HampuMep, JAua3enaMoM, TOJOyTaMHUaAOM M Bap(hapHHOM), XOTA B
IIPOBE/IEHHBIX UCCIIE0BAHUAX HE OBLJIO OTMEYEHO KAaKOT0-TM00 B3aUMO/ICHCTBHS.

Jlekapcmeennsvie cpedcmea, memaodonuzupyemovle usogpepmenmom CYP2D6
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yumoxpoma P450

JliiTenbHOE JleueHue cepTpajinHOM B j103€¢ SO MI' B CYTKH IOBBIIIAET (B CpPEAHEM Ha
23 - 37 %) paBHOBECHYIO0 KOHIIGHTPAIMIO B IUIa3M€ KPOBU JI€3MIpPaMHUHA (MapKep
aktuBHOcTH m3odepmenta CYP2D6). KimuHuyecku 3HauMMoe B3auMo/IeiiCTBHE
OTMEYaeTcss TakKe MpU OJHOBPEMEHHOM  IPUMEHEHMH C JIEKapCTBEHHBIMH
Cpe/iCTBAMHM C Y3KHM TEpalmeBTHYECKMM HMHIEKCOM, B MeTaboJm3Me KOTOPBIX
npuHumaer ydacrue uszodepmeHt CYP2D6 (TpunUMKINYECKHE aHTHCIPECCAHTBI,
TUIINYHbIE aHTUIICUXOTUKU, AHTHAPUTMUYECKUE JIEKapCTBEHHbIE CpeCTBa 1 ¢ Ki1acca -
nponadeHoH, duexannua) (cM. pazaen «Ocodble yKa3aHUs» ).

Jlekapcmeennvle cpeocmea, Memadouzupyemvle Opy2uUMu  U30(hepMeHmamu
uumoxpoma P450(CYP3A3/4, CYP2C9, CYP2C19, CYPIA2)

Ceprpasivun KIMHUYeCKH 3HAUMMO He uHruompyet uzodepmentel CYP3A4, CYP2CY,
CYP2C19u CYP1A2.

Uszodepment CYP3A3/4

br1o nmokazano in Vitro, 4T0 IIpu JJIUTCIIBHOM OJHOBPEMEHHOM IMPUMEHEHHUU B J103€

200 Mr B cyTKM cepTpajiH He yrHeTaeT MeTabom3M Kapbamasenuna, Tepgenaanna, a
Takke  OeTarupoOKCHJIMPOBAHME  OHIOTCHHOTO  KOPTH30Ja,  OCYIIECTBIISIEMOE
msopepmentom CYP3A3/4. Kpome Toro, ceprpayut B 103¢ 50 MI' B CYTKH HE YTHETaeT
MeTa00JIM3M ajlpazoiama.

bBII0 yCTaHOBIEHO, YTO NMpPHUEM TpPeX CTAaKaHOB IPeHN(pPyTOBOro cCoKa €KeJTHEBHO
IIOBBIIIAET KOHIIEHTPALIMIO CepTpajMHa B IUIa3Me KpoBU mpubmsutensHo Ha 100 %.
Takum oOpasom, ciexyer uzberaTb OJHOBPEMEHHOTO TIpHeMa CepTpajMHA |
rpeindpyToBOro coxa.

OCHOBBIBasICh Ha MCCIICJOBAHUAX B3aMMOJICHCTBUS CepTpaMHAa M rpeifndpyToBOro
COKa, HeJb3s UCKIIIOYNTH, YTO OJHOBPEMEHHOE NMPUMEHEHHE CepTpaiiHa U MOIIHBIX
uaruouropoB  u3opepmenta CYP3A4  (mampumep, HMHIHOMTOPHI IpOTEassl,
KETOKOHA30J1, MTPAaKOHA30J, I[103aKOHA30JI, BOPUKOHA30J,  KJIAPUTPOMUIIHH,
TEIMTPOMULIMH U He(a3010H) MOKET MPUBOAUTH K JaXke OOJbLIEMY ITOBHIIICHUIO
OKCIO3UIMM CEpTpajiiHa. JTO TaKKe Kacaercsi YMEpPEHHbIX HWHIHOUTOPOB
n3odepmenTta CYP3A4 (mampumep, ampenuTaHT, 3PUTPOMHIMH, (IIYKOHA30I,
BepanamMui U quitHaszem). Cienyer m30eraTh IPUMEHEHUS MOIIHBIX MHTHOUTOPOB
m3opepmenta CYP3 A4 Bo Bpems Tepanuu cepTpaidiHOM.

Nzodepmenr CYP2C9

HpI/I OJHOBPEMCHHOM IPUMEHEHHUU CEPTPaAIMH CHIMKACT KIMPECHC TOJI6yTaMI/IILa.
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OnHako cepTpajMH HE BIMSET HAa CTEMEHb CBA3BIBAHUS ToJ0yTamuga ¢ OeakaMu
IUIa3MBbl KPOBU U 00beM pacripegenenus. lpeamnonaraercs, 4o u3MeHeHHE KJIMpeHca
Toj0yTamMHuIa CBA3aHO C M3MEHeHHeM MeTalbojm3ma Impenapara. Takum o0Opaszom,
MOJKHO CJ€eJIaTh 3aK/II0YEHHe, YTocepTpaiuH He yrHeraeT uzodepmeHt CYP2C9.

Uzodbepment CYP2C19

CCpraJ'II/IH HEC BJIMACT HAa KOHICHTpPAILUIO Jha3€IriaMa B CbIBOPOTKE KPOBH, YTO T'OBOPUT

00 otcytcTBuM nHruOuposanus uzopepmenta CYP2C19.

VY nanueHToB, MeuleHHO MeTabommsupyronmx uzopepment CYP2C19 ormeuaercs
YBEJIMYEHUE KOHIEHTPAlMU CepTpa/iMHa B Iuia3Me KpoBu Ha 50 % Beime, 4em y
NalUEHTOB, OBICTPO METabOIM3UPYIOMUX ATOT H30(epMeHT. Hemb3st MCKIIOYUTH
B3aUMOJCHMCTBUE MEXIy MOLIHBIMH HHruoutopamu wuzopepmenta CYP2C19
(HampyMep, OMENpa3oll, JaHCOIpa3oJi, MAHTONpPa3oj, pabenpaszol, (IIyOKCETHH,

(JTyBOKCaMHH) M CEpTPATHHOM.
Uzopepment CYP1A2

IIo naHHBIM UCCJIEIOBAHUI in Vitro CCpTpAIMH TPAKTUYECCKH HEC BIMACT HIIHA

MHHUMaJIbHO yrHeTaeT uzopepment CYP1A2.

HHOyKuua MUKpocomanvHuix hepmernmos neueHu

CeprpaH BEI3bIBaCT MUHIMAJIBHYIO HHIYKIHIO hepMeHTOB edeHu. OTHOBpEMEHHOE
NpUMEHEHHE cepTpamHa B 03¢ 200 Mr ¥ aHTUNMPUHA TPUBOIUT K HeGobImoMy (5

%), HO JOCTOBCPHOMY YMEHBUICHUIO IIE€PUO/Ia ITOTYBBIBECICHUA aHTUIIUPHUHA.

Oco0b1e ykazanus

Ceprpammn He ciaeayeT HazHauaTh coBMecTHO ¢ IMAO, B Teuenue 14 aHeii 10 Havyasa
npremMa MMAO u B Teuenue 14 nHeii mociie X OTMEHBI.

Cneayer KOHTPOJIMPOBATH KOHIIEHTPALMIO TPUIMKINYSCKUX AHTHICIIPECCAHTOB B
KPOBH C I1€JIbIO OLICHKH HE0OXO0JUMOCTH KOPPEKIIUH JI03BI.

IIpy onHOBpEMEHHOM NPUMEHEHHM CepTpajiMHa ¥ TOJIOyTaMHuIa HEeO0OXOIUMO
KOHTPOJIMPOBAThYPOBEHB ITFOKO3BI KPOBH.

CepOTOHMHOBBIN CHMHIPOM

[Ipn npuMeHEHMHM CeJEeKTUBHBIX HHIHOMTOPOB OOpaTHOTrO 3axBara CEPOTOHHMHA
(CMO3C) omnucanbl ciay4am pas3BUTHS cepoToHHHOBOro cuuapoma (CC) wu
3JI0KQ4€CTBEHHOIr0 Helpostentuyeckoro cunapoma (3HC). Puck 1aHHBIX 0CII0KHEHMIH
NOBBIIACTCA  HpH  OAHOBpeMeHHOM  npuMmeHenun CHO3C ¢ apyrumwm

CCPOTOHUHEPIUICCKUMHU CPEIICTBAMHU (B TOM YHUCJIIC aM(l)eTaMI/IHaMI/I, TpUIITAHAMH U
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(GeHTaHWIOM M HUX aHaJoraMu, TPaMajioJioM, JeKCOMeTOp(haHOM, TAIlCHTAI0JIOM,
METIEPEAUHOM, METAJJOHOM, IIEHTa30LMHOM), a TaKXKe IpernapaTaMy, BIUSIOIUMHA Ha
MeTabo/Iu3M CEpOTOHMHA (B TOM 4YHCIE WHIMOMTOpAaMH MOHOAMHHOKCHIA3bl),
AQHTUIICUXOTUYECKUMHU CPEACTBAMU M JPYIMMH aHTaroOHHCTaMH 10()aMUHOBBIX
penenrtopos. IIposeiaennamu CC MoryT ObITh M3MEHEHUS TICUXHYECKOTro cTaryca (B
YaCTHOCTH, aXUTalMd, TaUOUMHALMK, KOMa), BereraTMBHas JIAOWJIBHOCTh
(taxukapaus, KojeOaHUs apTepUaIbHOrO [aBJICHUS, TUIEPTEPMHEs), H3MEHEHUs
HEHPOMBILIEYHOI nepe1aun (rurneppeduieKchs, HapyleHne KOOpIMHAIIMN IBYKSHHUI )
W/WIIM HapyHIEHUS. CO CTOPOHBI JKeTyJOYHO-KUIIEYHOr0 TpakTa (TOIIHOTA, PBOTA M

auapest).

Hekoropele mposiierus CC, B TOM 4YHCIe, THIEPTEPMHS, PUTHUIHOCTH MBIIIIL,
BEreTaTHBHAsA JAOMJIBHOCTh C BO3MOXKHBIMU OBICTPBIMH KOJICOQHMUSIMH ITapaMeTpOB
’KU3HEHHO BaXKHBIX (DYHKIMH, a TakKe M3MEHEHHUS INCHXHYECKOTO CTaTyca, MOTYT
HAIlOMMHATh CHUMIITOMATUKY, pasBuBarolryrocs rnpu 3HC. Heobxoaumo HabmoaaTh
NALMEHTOB Ha IIpeAMET pa3BuTHs KmHuueckux npossiaeruit CC u 3HC.

YmMHeHne mHTepBasia QTc¢ nam aput™Mus KCITYI0OYKOBad TaXMCUCTOJIMYCCKAasa THIIA

«pya™» (torsade de pointes (TdP))

Bo Bpems mOCTMapKETHMHIOBOIO NMPUMEHEHMs CEepTpajHa COOOIIAoch O CIydasx
yumHeHus uHTepBasa QTc wa DKIT M o pa3BUTHM apUTMHM KETy10YKOBOM
taxucucrtoanueckoit tuna «mupydt™» (TdP). BoasmmHcTBO CcilydaeB oTmedanoch y
MALMEHTOB C ()aKTOpaMM pPUCKa PAa3BUTHS TAKUX COCTOSHMI. Takum oOpazom, ciemayer
co0II01aTh OCTOPOKHOCTH MPU MPUMEHEHUH CepPTPaIMHA y TMAIMeHTOB ¢ (paKTopaMu
pucka yauHenus uHtepBaga QTc na DKI' umm pa3BUTUS apUTMHU KTy I0YKOBOM
TaXUCUCTOIMUECKO ThNa «mpy>T» (TdP) (eMm. paznen «B3anmopelicTBue ¢ 1pyrumu
JIEKapCTBEHHBIMHU IIperapaTaMm).

Ilepexon ¢ apyrux CMO3C, aHTHAEIPECCAHTOB WM AaHTHOOCECCUBHBIX ITPENAPATOB

HeobGxoaumblit mHTEpBan Mexay ortmenoil omHoro CHMO3C u HavamoMm mnpurema
JApYroro ImoJo0HOro mpemapata He YycraHoBieH. HeoOxomumo coboaath
OCTOPOKHOCTE IIpH Iepexo/ie Ha cepTpaiud ¢ Apyrux CUO3C, anTuaenpeccaHToB WiH
aHTHOOCECCHUBHBIX IPENapaToB, 0COOEHHO C JUIUTEIbHOACHCTBYIOIINX MPENapaTos,
Harpumep, ¢ GIyoKceTHHa.

ITpu 3ameHe 0JHOTO MHIUOUTOpa HEWPOHAIBLHOTO 3aXBaTa CEPOTOHMHA HA JAPYrOil HET

HEOOXOAMMOCTH B  «Iepuoje OTMbIBaHUS». OngHako Tpedyercs cobmoaaTh
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OCTOPOKHOCTB ITPHU UBMEHCHUAX Kypca JICUCHUS.

[Ipoune CEPOTOHMHEPTUYCCKUEC nperaparkl, Hanpumep, TDI/II'ITOd)aH,

dbendrypamuu u 5-HT-arouucTer

OxHOBpeMEHHOE NIPHUMEHEHHE CepTpaIiHA C APYTUMH MIpeNapaTaMy ¢ BHIPaKEHHBIM
BIMSIHAEM Ha HEHPOTPAHCMUTTEPHYIO Iiepeady (TaKUMH Kak amdQeTaMHHBI,
tpuntopan, ¢dendurypamun, 5-HT- aroHucTs! WM mpemapartsl pacTUTEILHOTO
MPOMCXO0XKIECHHS, 3BEPOOOIT PO IBIPABIEHHBII) CIIE/yeT IPOBOIUTH C OCTOPOIKHOCTBIO
U, 10 BO3MOXKHOCTH, M30€ratb, YYMTBIBas MOTEHIHUAIbHOE (apMaKoIMHAMHUYECKOE

B3alMO/ICIICTBHE.

CVI/IHI/I,IIaI[I:HOC IMOBCJICHHUEC

Jlenpeccus cBA3aHa ¢ MOBBIIIEHHBIM PHCKOM CYUIIMIATBHBIX MBICIICH, CKIIOHHOCTBIO K
HAHECEHMIO ceOe MOBPEKACHUIN U CYUIHIaMH.

Takoii puck coxpansercs BIUIOTb 0 YCTOWYMBOM pPEMHCCHH. YUHTHIBas, YTO
YJIYy4IIEHHs COCTOSHUSA IAMEHTa MOKET HE HACTYIUTh B MEPBbIE HECKOJIBKO HEEIh
Tepanuy WK J0JIbIIE, CIETYeT OCYIIECTBIATh THIATSIbHbBI KOHTPOJIb MAIMEHTOB 10
HACTYIUICHUA TaKOro YJIy4lleHHs. Takyke OObIYHBIM SIBJISICTCS TOBBIIICHUE pHUCKa
CyHIIM/Ia Ha HAYaJIbHBIX JTallaX BbI3JI0POBIICHHS.

Jpyrue 3a0o0sieBaHMs, 110 TIOBOY KOTOPBIX MOXKET OBITh Ha3HAYEH CEPTPAJIMH, TAKIKE
MOTYT OBITH CBSI3aHBI C TIOBBIIIEHHBIM PUCKOM CYUIMIAIBHBIX cOObITHIL. KpoMe Toro,
5TU 3a00JIEBaHUsI MOTYT COIPOBOKAATh OOJBIIOE JEMPECCHBHOE PAacCTPOMCTBO. B
CBSA3H C OTHM CJIEyeT OCYIECTBIIATh TaKUE K€ Mephl MIPEAOCTOPOIKHOCTH, KaK M IPH

JIeYeHUH OOJIBIIIOr0 ACTIPECCUBHOTO paCCTPOﬁCTBa.

VYV nanyeHToB ¢ CyMUMJAJIbHBIMH HAKJIOHHOCTSAMH B aHaMHE3€ WM IAIlMEeHTOB
CKJIOHHBIX K CYMIMIAJIbHOMY MBIIUICHUIO 0 Hadaja Tepaluud OTMedaeTcs Ooliee
BBICOKUI PUCK CYUIIMJAIBHBIX MBICICH WIM TONBITOK CyHIIa. Takue MalueHThl
JI0JDKHBI TAK/KE HAXOAMUTHCS 110 TIIATEIbHBIM METUIIMHCKUM Ha0II0ICHHEM BO BpEMSI
Teparnum.

Bcex manueHToB, 0COOCHHO BXOAAIMMX B TPYINIBI PHCKA, MOJYYAOIINX TEPAITHIO
CEPTPAJIMHOM, CJIefyeT TUIATeJbHO HaOJIF0/aTh C IEJIbI0 BBISBICHHS Pa3BUTHS HJIH
YXYALIEHHs CUMITOMOB CYyUIMIAIBHOTO MoBeAeHus. [TalMeHToB, UX PoICTBEHHHKOB
1 OIIEKYHOB CJIEYET IIPeyNPEaAUTh 0 HEOOX0IMMOCTH KOHTPOJIMPOBATH COCTOSHUE Ha
IpeIMET BO3HMKHOBEHUS WM YXYAUICHHS JCTPECCHH, TMOSBICHHS CYHIUIAILHBIX
MBICJIEH WM TOBEJCHUS, a TaKXKe Ha MpeaMeT JTI0OBIX M3MEHEHHI B IOBEICHMHU,

0COOEHHO B Hayajle TepaluH M MpH JFOOM HW3MEHEHMH /1036l npenapara. Cieayer
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TaK)K€ HMMEThb B BHJY PUCK CYMUMIAIBHBIX IIONBITOK, OCOOEHHO Yy MAaIMEHTOB C
aenpeccuen. B ¢BA3M ¢ JTHM, C IEIbI0 YMEHBIICHUS pPHCKA MEpeI03MPOBKH,
HEeOOXO0IMMO TPUMHMMATh MHHHMAJIBHYIO [03y Iperapara, 00eCleurBaoILyo
JIOCTATOYHBIN TeparneBTUYECKuil 3hPexT.

VY nanyenToB ¢ Jenpeccueil 1 ApyruMu MCUXHYECKHUMH PacCTPOMCTBAMH HMEETCS PHCK
cymuuaaiasHoro nosefaeHus. Camu no cebe 3TH 3a00JIeBaHUS SBJSIOTCS CHIIBHBIMU
npeapaciojaraloumMy (GpaKTopaMyu TaKoro MOBEACHUS. BBIIO yCTaHOBIEHO, YTO Y
J€TCH, MOJPOCTKOB M MOJIOJBIX JIF0€eH (B Bo3pacte ot 18 10 24 net) ¢ aenpeccueit wiu
JAPYTUMH TICUXUYECKUMH HapymeHusaMu antuaenpeccantsl (CMO3C u npyrue), mo
CPaBHEHUIO ¢ IIalEe00, MOBBIIIAIOT PUCK BOZHUKHOBEHUS CYMIMIAIbHBIX MBICIIEH U
CyuIMIaIbHOr0 nosefeHus. [loaroMy npu npUMeHEHHMH CepTpaiiHa WM JIHOOBIX
JAPYTUX aHTHJICTIPECCAHTOB Y AETEH, IOAPOCTKOB M MOJIOBIX JItoIeit (Mua e 24 jeT)
CJIeTyeT COOTHECTH PUCK CYMIUJIA U [10JIb3Y OT UX npuMeHeHus. Kpome toro, He 06110
OTMEYEHO YBEJIMYEHHUSI PHCKA CYMIHUAAIBHOTO TMOBEICHUS Y B3POC/BIX IMAIHEHTOB
crapuie 24 JieT, a y NalMeHToB B BO3pacTe 65 JIeT M cTaplle OTMEYald CHUKEHHE

TaKoro pucka.

CekcyalipHas ILI/IC(bVHKI_II/IH

CenektuBHble MHTHOMTOPHI oOpaTHOro 3axmara cepotonnHa (CHO3C) wmoryt
BBI3BIBATH CUMIITOMBI CEKCyalIbHON TucyHKImH (cM. pa3aen «I[lobounoe aeiicTBue» ).
[Toctynammu cooOmeHus o JUIMTETbHON CEKCYalbHOW IMC(YHKIUH, CHMIITOMBI

KOTOPOM COXPaHAINCh, HECMOTPs Ha npekpaienue npuema CHUO3C.

[IppuMeHeHne v AeTel ¥ MoApOCTKOB Mitadie 18 et

CepTpaMH He CjelyeT NMPUMEHATh I JeUeHHs JeTell U MOJPOCTKOB B BO3PAcTe
miaaame 18 ser, 3a uckmouenueM mnamueHtoB ¢ OKP B Bospacre 6-17 er.
CynnmanbHble HaKJIOHHOCTU (TIOTBITKH CYMIIMAA WIM CYMIMJAILHBIE MBICIH) H
BpaKI€OHOCTh (TPEUMYIIECTBEHHO arpeCcCUBHOCTh, OIIO3UIMOHHOE IIOBEJCHUE H
THEB) Yallle HaOI0JaIMCh Y AIMEHTOB, MOJyYaoIIUX TePaIuiO aHTHIETIPECCAHTAMH,
9eM Yy MalMeHToB, 0TyJaromux mianebo. B ciaydae, eciiu Ha OCHOBaHMH KIIMHHYECKOM
OIEHKH TTallMeHTa OBLIO NPHHATO PEIIeHHE IPOBOIUTH TEPAIIHIO, CIIEAYET TIIATEILHO
KOHTPOJIMPOBATh COCTOSHUE IAllMEHTa Ha IPEIMET CHUMIITOMOB CYMIHIAIBHOIO
noBezieHus. Kpome Toro, ciieyeT yuuThiBaTh, YTO JaHHBIC O BIMSAHWM Npenapara Ha
poCT, I0JIOBOE CO3pEBaHME M KOTHUTHUBHOE IIOBEJEHUYECKOE pa3BUTHE peOeHKa
orpaHuyeHsl. [Ipu 10rocpouynoii Tepanum NalMeHTOB JETCKOrO BO3pacTa Bpavu

AOJDKHBI OCYHICCTBJIATH MOHUTOPHUHI HA IPCIMET OTKJIOHEHHH OT HOPMBI B pa3BUTHH.
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CHHIPOM OTMEHBI

Ilpn ormene mpemaparta 4acTo BO3HHKAIOT CHMIITOMBI OTMEHBI, OCOOCHHO B ClIy4ae
pe3Koi OTMEHBI Ipuema npenapata. CHUMITOMBI OTMEHBI HaOmomamuchk y 23 %
NAlMCHTOB, KOTOPBIE MPEKPATUIIM IIPUEM cepTpaiuHa 1 'y 12 % marmeHToB, KOTOpbIS
IPOJIOJDKUIIM TIPUEM Iperapara.

PHCK NpoABIEHHA 3THX CHMIITOMOB 3aBHUCUT OT HECKOJBKUX (DaKTOPOB, BKIIHOYAs
JUIMTEJILHOCTD TEPAIIMK U J03UPOBKY, a TaK)Ke CKOPOCTh CHWKeHHs 1036l Hanbosee
YaCTHIMU PEaKIMAMH OBIBAIOT I'OJIOBOKPY/KCHHUE, HApPYIICHUS YYBCTBHTEILHOCTH
(BKJIFOYAs, MAPECTE3UI0), HAPYLIEHUs CHa (BKJIIOYast GECCOHHMILY M TIIyOOKHI COH),
aKUTAlUs UM TPEBOra, TOIIHOTA U/WUIA PBOTA, TPEMOP M T0JIOBHASA 60J16. OOBIYHO ITH
CHUMITOMBI JIETKOM U CpeTHEN CTENEHH TSKECTH; TEM HE MEHee, B HEKOTOPBIX CIydasx
OHU MOT'YT OBITh TsKEeIBIMU. OOBIYHO 3T CHMITOMBI BOSHHKAIOT B TEYEHHE MEPBBIX
HECKOJIbKMX JHEH OTMEHBI TEpalMh, HO HMEIOTCS OUYeHb peJKUEe COOOIIECHHS O
Pa3BUTHH TaKUX CUMIITOMOB y IIALIMEHTOB, KOTOPBIE 110 HEOCTOPOIKHOCTH MPOITY CTHIIH
103y. OOBIYHO 5TU IPOSBICHUS HE YCYTYOIISIOTCS U IIPOXO/IAT B TEUCHHUE IBYX HEIEIb,
3a HCKJIFOYEHNUEM HEKOTOPBIX CIIy4yaeB, KOT/1a OHM MOTYT JUTUThCS JI0JIbIne (2-3 Mecsia
u 0ojiee). B cBA3M ¢ 3TUM PEKOMEH/IyeTCSIOTMEHSTh TIpenapar MOCTENEeHHO, CHIKAs
703y B TEUEHHE HECKOJIbKUX HEJE/Ib WM MECSIEB, B 3aBHCUMOCTH OT COCTOSHHS
nalueHTa.

AKaTH3us/IICHXOMOTOPHOE BO30VKIEHUE

Ilpumenenne cepTpasimHa MOKET OBITH CBS3aHO C Pa3BUTHEM aKaTH3HHU,
XapakTepusyromeincs cyObeKTUBHBIM OLIyIIEHHEM JUcKoMdopTa Win OeCIoKoicTBa
U NOTPEeOHOCTBIO JBHUIATHCS, COMPOBOXKAAOMICHCS HECIOCOOHOCTBIO CHIETH WIIHM
CTOSATh HA MECTE CIOKOIHO. Yame Bcero Takue CUMIITOMBI HaOJIIOJAI0TCS B TIEPBbIE

HEJICJIM JICUCHUS. Y BeJIMUCHHE A03bl Y TAKUX IMAIIUCHTOB MOKET HAHECTU BPECI.

Hapym CHHUC (bVHKHI/II/I MNSYCHU

IIpu HEOOXOAMMOCTH IPUMEHEHHUS CEPTPAIIMHA Y MAMEHTOB C HAPYIICHHEM (yHKIHHI
MEYCHH CJIEIYET PACCMOTPETH BO3MOKHOCTh CHIKEHHMS /1031 TIPerapaTa Wi 9YacTOTHI
npremMa. He ciexyer nmpuHUMaTh cepTpajvH y MAIMEHTOB C TSOKEJBIM HapyIIECHHEM

(GyHKIUH 11e4eHu.

Hapvyiienne dyHKIMH noyex

bpIJI0 yCTaHOBJIEHO, YTO, KaK U 0XKMIAJIOCh, C YUYETOM HE3HAYMTEILHOM [OYEUHOIT
OKCKPEIMH CEPTpaMHA, KOPPEKLMU €ro J03bl B 3aBUCHMOCTH OT BBIPAKCHHOCTH
II0YE€YHOI HeI0CTaTOYHOCTH He TpedyeTcs.
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DJIEKTPOCYI0POKHAS TCpanus

Bo3MoXHBIA ycnex MM pHCK M0J00HOT0 KOMOMHHPOBAHHOTO JICYEHUS HE W3yueH
(KJIMHUYECKHE TaHHBIE OTCYTCTBYIOT).

Cynoporu
OnbiTa TIpUMEHEHHsA CepTpalHa Yy OOJBHBIX C CYJOPOKHBIM CHHIPOMOM HET,

IIO3TOMY CJICAYET n30erarth ero IIPUMCHCHHA Y OOJILHBIX ¢ HeCTaOMIILHOM annnencneﬁ,
a OOJIHBIX C KOHTpOHpreMOﬁ SIUJICTICUEH HCO6XOI[I/IMO THIATCJIBHO Ha6J’IIOI[aTI> BO
BpEMs JICUCHUA. HpI/I IIOSIBJICHUM CYZIOPOT IIperiapat CJI€ayEeT OTMCHUTD.

AKTI/IBaHI/IH MaHHMH/TUIIOMaHUU

Bo Bpems KIMHMYECKMX MCCIIEJIOBaHMIl O BHEIPEHHs CepTpaliHA Ha PHIHOK,
TUIIOMaHus ¥ MaHus HaOmozamcs npumepHo y 0,4 % OGOJBHBIX, MOJIYYaBIIMX
ceprpaiuH. Cilydan aKTHBallUM MaHMW/TUIIOMAHWM OIMCAHBI TAKKE y HEOOJIBIION
4acT OOJIBHBIX MaHHMaKaJbHO-JCNPECCHBHBIM IICHX030M, MOJYYaBIIMX JPYTUe
AQHTU/ICTIPECCUBHBIE WM aHTUOOCECCUBHBIE CpejcTBA. Y MAIlMEHTOB ¢ MaHUEH HIIH
TUIIOMAHUCH B aHaMHE3€ MPUMEHATh CEPTPAIMH CIEIYyeT C OCTOPOIKHOCTBIO.
Heo0xo0anmMo TaTeibHOe HaO IO IeHHE Bpava H ClIeIyeT OTMEHUTH IPHEM CEPTPaIMHA
B Cllydyae, €CJIM Yy IallME€HTa IPOSBIAIOTCA JHOOble NPHU3HAKM MaHHAaKaJIbHOI'O
COCTOSIHHSL.

[In3odpenus

VY  [anMeHToB, CTPAjaloIUX MU30(ppeHuel, MOKeT HabMoaaThess 000CTpEeHUe
MICUXOTHUYECKUX CUMIITOMOB.

[TaTosiornyeckue KDOBOTeLIeHI’I}I/KDOBOI/I?aJ'II/I}IHPI}I

Hmerotes cooOmmenns o pa3BUTUU KPOBOTEUCHHUIT MM KPOBOMBIHMSAHHIA OT SKXMMO30B
U IypHypel [0 JKU3HEYTPOXKAKOIIMX KPOBOTEUEHHI/KPOBOM3IMAHMI) Ha (oHe
npumenenus CHO3C. Heobxoaumo co0momaTh OCTOPOKHOCTh NMPH HA3HAYEHUH
CHO3C B coyeranuu ¢ npenapaTamu, 00J1a1al0IUMK YCTaHOBIEHHOH CIIOCOOHOCTBIO
K BJIMAHHMIO Ha (DYHKIMIO TPOMOOIMTOB (HAIpUMEp, aTHIIMYHLIE aHTUIICUXOTHKU M
(eHoTHa3nHEL, OOJILLIIMHCTBO TPULMKITYECKIX AHTH/ICTIPECCAHTOB,
aleTUIICATMIUIIOBAs KMCJIOTa M HECTEPOHTHBIE IPOTHBOBOCTIAIUTEILHbIE IIPENapaThl),
a TaxKe y MallMeHTOB ¢ FTeMOpparnyeckuMu 3a00JIeBaHUSIMHU B aHAMHE3E.

KpoMe ToOro, mpum npuMeHEHMH CepTpaiHa C AaHTHKOAryJSHTAMH HEHPSIMOro
JCUCTBUS, PEKOMEHIYETCS KOHTPOJMPOBATH MPOTPOMOMHOBOE BpeMs B Haydaje

JICUCHUS CEPTPATIMHOM U ITIOCJIC €0 OTMECHEI.

['unonarpuemus
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TpansuropHas TruUIIOHATpUEMMs 4Yalle pa3BUBACTCA Y TMOXKHIBIX IMAIlUEHTOB, Y
[ALIUEHTOB ¢ 00€3BOKMBAHUEM WM TPHU MpPHEME JUYPETHKOB. JlaHHBIM MOOOYHBII
3} deKT CBA3BIBAIOT C CHHAPOMOM HEAJEKBATHON CEKPEUH AHTHINYPETUYECKOTO
rOpPMOHa.

Coobmianock o0 ciryqasx CHWKEHHS KOHIIEHTPAIlMU HATPHs B I1a3Me KpoBH Hinke 110
MMOJIB/J1. TIpy pasBUTUH CHMIITOMATHYECKON THIIOHATPUEMHH CEPTPAIMH CIIEIyeT
OTMCHUTh M HA3HAYUTh aJCKBATHYIO TEpalMiO, HANpaBICHHYI0 Ha KOPPEKIIUIO
KOHIIEHTpAIMU HAaTpUs B KpOBU. [IpH3HAKM M CUMIITOMBI TUTIOHATPUEMUHN BKJIIOYAIOT
rOJIOBHYIO 00J1b, HApYIIEHHE KOHLICHTPAI[MA BHUMAHWSI, HapyIICHHE TaMsITH, CJ1a00CTh
1 HEYCTOMYMBOCTH, YTO MOKET IIPUBOAMUTH K NaJeHUAM. B Ooiee TSHKETBIX CiIydasx
MOTYT BO3HUKHYTh I'JUTFOLIUHALIMNA, OOMOPOK, CYIOpPOTH, KOMa, OCTaHOBKA JIbIXaHHS U
JIETAJIbHBIA UCXOI.

B cBaA3M ¢ Tem, 4TO MMeeTcs 4eTKas B3aMMOCBs3b pasButs jgenpeccud u OKP,
JCTIPECCHUH M IIAHNYECKHUX paccTpoiicTs, nenpeccun u [ITCP, nenpeccun u cornmansHoi
(Gobun, npu teparmuu nampentoB ¢ OKP, manmdeckumu paccrpoiictamu, ITTCP u
couranbHoi (obueil ciaeayer cobmomaTe Te XKe MPETOCTOPOKHOCTH, KaK M IIPU
Tepanuu JeIpeccuu.

Ilepesiombl

Ha ocHOBaHMH JaHHBIX SMHAEMUOIOTHYECKUX UCCIIE0BAHMUIA OBLIO YCTAHOBJIEHO, YTO
[P IPUMEHEHUU HHTHOUTOPOB 0OPAaTHOTO 3aXBaTa CEPOTOHUHA, BKITIOYAs CEPTPAJIUH,
TIOBBIINACTCSA PHUCK IIEPEIOMOB. MeXaHu3M, NPUBOAALIIMI K TOBBIIICHHIO PHUCKA, 0

KOHIIa HC SCCH.

[Toxuiteie NanrcHTHI

HpO(bI/IJIL MOOOYHBIX peaKum“I Y MMOXUJIBIX U MOJIOJBIX ITAITMCHTOB HE OTJIMYACTCH. B
IOXWJIOM  BO3pacTe IIpemnapar ClaeayeT MNPUMEHATH C OCTOPOXHOCTBIO H3-3a

ITOBBILICHHOI'O pUCKa Pa3sBUTHUA THIIOHATPUCMHUH.

CaxapHsblii 1rabeT/HapylmeHne KOHTPOJIsl KOHIIEHTPAILIUMH TJIFOKO36I B KDOBH

[Ipn npumenennn CUO3C, B ToM uHCIIe cepTpalliHa, 0OTMEYANCh CIIyYan 060CTpeHus
caxapHoro jauabera W/WMIM HapylIIeHHs KOHTPOJS Had YPOBHEM  IIIFOKO3BI
(rMIepriMKeMus ¥ THIIOTJMKeMHs) y MallMeHTOB ¢ WM 0e3 caxapHoro auabera. B
CBSI3M C 3TUM, CJIEIyeT KOHTPOJIMPOBATh YPOBEHb IIOKO3bl. OCOOCHHOE BHUMAHHUE
TpeOyeTcs MNallMeHTaM C CaxapHBIM IMa0eTOM, TaK Kak MM MOXKET MOTpeOoBaThCs
KOPPEKIMsA 1035l THIIOTIMKEMUYECKUX CPEACTB I TIpHEeMa BHYTPh W/WJIH HHCYJIMHA.

3aKpEITOYIOJbHAA TJIAYKOMA
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CHO3C, Brutrovasi cepTpaJivH, BIMSAIOT HA pa3Mep 3padka, YTo MPUBOJAUT K MUJIpHUA3y.
[Ipu sTOM oOTMeEyaercs cyKeHHe Yyrja IJa3a, YTO MPUBOAUT K IOBBIIICHHIO
BHYTPHIJIA3HOTO JIaBJICHUSI U PA3BUTHUIO 3aKPHITOYTOJILHOM TJIayKOMBI, OCOOEHHO Yy
MAlMEHTOB C MPeIpacroJokKeHHOCThI0. ClelyeT ¢ OCTOPOKHOCTBIO IPUMEHATH
npernapar y malileHToB ¢ 3aKPhITOYTOJIbHOM II1ayKOMOM WU C II1ayKOMO# B aHaMHE3e.

JIabopaTopHbIE METOIBI

Y  [amMeHTOB, MNPUHUMABIIMX CEPTPAINH, OTMEYAIH JIOKHOIIOJIOKHUTEIHHbIE
pe3yJIbTaThl UIMMYHOJIOTHYECKHX TECTOB MOYHM Ha OCH30Ma3elUHbl. JTO CBA3aHO C
HHU3KOM CHENU(UIHOCTRIO CKPUHHHIOBBIX TecToB. Taroke JI0KHOTOI0KHTE B HBIS
pe3yJIbTaThl MOTYT OTMEUAThCS B TeUCHHE HECKOJIBKUX JHEH IMOCIe OTMEHBI Teparuu
cepTpajJMHOM. JlOMOJHUTEIbHBIE TECThl, TaKWe KaK Ta3oBas Xpomarorpadus u
MacCIeKTPOMETPUYECKUI METO/I, TOMOTYT OTJIMYUTH CEPTPATMH OT OSH301Ma3ETTINHOB.

[ 'peitndpyTOBBII COK

He pekomeHryeTcst 0IHOBPEMEHHOE IPUMEHEHUE CepTpaIHa U IpeindpyToBOro coka.

Biusinne Ha  crmoco0HOCTL  YNPaBJIATHL  TPAHCHOPTHBIMH  CPEACTBAMH,
MeXaHH3MaMH

Ilpumenenne ceprpaimHa, KakK IPaBWJIO, HE COIPOBOXKIAETCS HapyIIeHHEM
IICUXOMOTOPHBIX QyHKIMHA. OJHAKO €ro NpUMEHEHHE OJHOBPEMEHHO C JIPYTUMH
TnpenapaTaMi MOKET IIPUBECTU K HApYIIEHUIO BHUMAHUS ¥ KOOP/IMHAIIMU JIBIKCHUIL.
ITosToMy BO BpeMms JIe4eHHs CEpPTPAIMHOM YIIPABISITh TPAHCIIOPTHBIMU CPEICTBAMH,
CIIeIMaIbHOM TEXHUKON MM 3aHUMAThCS JIEATEIbHOCTBIO, CBA3aHHOM C ITOBBIIICHHBIM

PHUCKOM, HEC pEKOMCHAYCTCH.

®opma BbITyCKA

Tabnerkn, nmokpeiTele 1eHOYHON 0000uK0it 50 Mr u 100 mr. [To 10 mTyk B
Omuctepe n3 amomunueBoit ¢osbru u [IBX/TIIBaX mienku; 1 wm 3 6mucrepa ¢
HUHCTPYKIHEH 110 IPUMEHEHHUIO B KAPTOHHOMU Mauke

ITo 14 mryk B 6imctepe u3 amomunaueBoit Gossru u [IBX/TIBaX mrenku; 1 wm
2 bimcTepa ¢ HHCTPYKIMEH 0 MPUMEHEHUIO B KAPTOHHOM MavKe.

YcaoBusi XxpaHeHHst

XpaHuTh npu TemnepaType He Boime 25 °C.

XpaHUTh B HEIOCTYITHOM JIUIA JIETeil MecTe.
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Cpok roaHoctn

3 roja. He ucrnoss30BaTh nociie HCTEYEHUS CpOKa rogHOCTH, YKa3aHHOI'O Ha YITAKOBKE.

YcaoBusi OTITYCKA

OTITyCcKaroT 1Mo perenty.

B.rlaz[e.ueu PErucTpalfiOHHOIO YI10CTOBEPECHHUSA

Can @apmacesrotukan Wupactpus JItn., Canm Xays, Ilmor Ne 201 b/1, Bectepn
Oxkcnpece Xaiioi, I operaon (Mct), Mym6an — 400063, Maxapamrpa, Muaus.

Sun Pharmaceutical Industries Ltd., Sun House, Plot No. 201 B/1, Western
Express Highway,Goregaon (East), Mumbai — 400063, Maharashtra, India.

IlpousBoaurenn

Can ®apmacsrotukan Mugactpus JIta., Mugactpuan Dpea Ne 3, A.B. Poyx, Jleac 455
001, ManxsslIpanem, Unus.

Sun Pharmaceutical Industries Ltd., Industrial Area No. 3, A.B. Road, Dewas 455
001, MadhyaPradesh, India.

HpeTemml n0Tpe6nTenei‘l HanpaBJiAiTb B MNMPEACTABUTEJIbCTBO KOMIIAaHHH Can

®apmacsrotukaj Uaaacrpus Jta. no aapecy:
Poccus, 107023, r. Mocksa, yi1. Dnekrpo3aBojckas, 1. 27, ctp. 8, oducsr 29, 30.
Tem.: +7 (495) 771-74-27.

PykoBoautens otaena perucrpanuu JIC
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