NHCTPYKUMA
no MeAMLMHCKOMY MPUMEHeHWIo npenapara

30J10T°
ToproBoe HasBanue: 30/TOPT®/ ZOLOFT®

MexayHapoaHoe HenateHToBaHHoe Ha3BaHue (INN): CepTtpanun/Sertraline

Xumunyeckoe HasBaHue - Lunc-4-(3,4-gnxnopdenun)-1,2,3,4-tetparnapo-N-metun-1-HadtaneHammH
JlekapcTBeHHana hopma: TabneTKN, MOKPbITbIE 0OONOHKON.

Cocrtas
AKTUBHbI KOMMOHEHT: CepTpanvHa ruapoxsiopua B o3e, cooTBeTcTBytowel 50 mr unu 100 Mr cepTpanuHa.
BcnomoraresnbHbie BelecTBa: Kanbuun hocopHOKMCIbIN, uenntonosa MUKPOKpUCTanMyeckas,

rMAPOKCUMPONUILIENIIONO3a, HATPUMA KpaxMan [IMKONAaT, MarHuA cTeapart, MAPOKCUMPONUIMETUNLENionosa,
NONMATUIEHIMNKONb, Nonucopbartsl, TuTaHa asyokuck (E171).

OnwucaHue: 6enble npogonroBaTble TabneTkn. Ha noBepxHOCcTW TabneTku BblAaBNEHO C OAHOWM CTOPOHbI “Pfizer”,

C [ApYroi CTOpOoHbI AnA Ao3upoBku 50 mr "ZLT-50" (¢ puckon), ana ao3uposku 100 mr - "ZLT-100".
®dapmakoTepanesTuyecKan rpynna: aHtuaenpeccarT; Kog ATX NO6AB06

dapmakoaMHamMmuM4eckKue CBOUCTBa

CepTpanuH — aHTWAEnpPeccaHT, MOLUHbIA cneundunyecknini MHrmbutop obpaTHoro 3axsaTa cepoToHuHa (5-HT) I
B HelpoHax. OH oka3sblBaeT O4eHb crnaboe BnWAHME Ha o06paTHbI 3axBaT HoOpajpeHanuMHa W AonamuHa.
B TepaneBTunyeckux Ao3ax cepTpanuH 6noKMpyeT 3axBaT CepOTOHMHA B TpombounTax Yenoseka. OH He okasbiBaeT
CTUMYNVPYIOLLIEro, ceaaTUBHOTO UM aHTUXONHEPrnyeckoro AencTenA. bnarogapA ceneKTMBHOMY YrHeTeHMIo 3axBaTa
5-HT, cepTpanuH He ycunmsaeT afpeHepruyeckyto akTMBHOCTb. CepTpanuH He obnagaet CPOACTBOM K MyCKapyHOBbLIM
(xonMHepru4eckum), CePOTOHNHIPIMYECKUM, AOMAMUHEPrUYECKUM, aapeHeprniecknmM, ructammHeprudeckum, rAMK-
nnm 6eH304Mas3ennHoBbLIM peLenTopam.

CepTpanuH He BbI3blBAeT NeKapCTBEHHON 3aBUCUMOCTU, HE Bbl3biBaeT yBeNMYeHne Maccbl Tena npu AnuTensHOM
npuéwme.

®dapmakoKUHeTM4ecKue CBoCcTBa

AbcopbumA — BbICOKAA (HO C MEAJIEHHON CKOPOCTbIO). BMOAOCTYMHOCTL NOBLILLIAETCA BO BPEMA npuema nuium Ha 25%.
Muia ysenuynsaeT MakcumasbHyo KoHUeHTpaumio (C ) Ha 25% 1 ykopadnBaeT BpeMA AOCTUKEHNA MakCMasibHOM
KOHUeHTpaumm (T, ). Y yenoseka npu fie4eHnmn cepTpanmHom B fo3e oT 50 Mr 4o 200 Mr 0avH pas B CYTKN B Te4eHne
14 gHeil KOHUEHTpauwA mpenapata B nnasme gocturana nuka (C, ) 4Yepes 4,5 -8,4 yacos nocne npuema. C
M nnowanb noa KpvBoW KoHUeHTpaumA-BpemA (AUC) nponopumoHalnbHbl fose B npegenax 50-200 mr cepTpanunHa
1 pa3 B CyTKV B TedeHune 14 aHen, Npu 9TOM BbIABMNAETCA NIMHEWHbIN XapakTep hapMakoKNHETUYECKON 3aBUCUMOCTH.
DapMakoKMHETUYECKWIA NPohunb Y MNOAPOCTKOB U MOXMIbIX NIOAEN He OT/MYAIOTCA OT TakoBblIX Y MaUMeHToB
B BO3pacTe oT 18 no 65 net. CpeaHuin nepuoa nonyebiseaeHna (T,,) cepTpanyHa y MOMOABIX M MOXWbIX MyX4WH
1 XKeHWuH cocTtasnAeT 22-36 4. COOTBETCTBEHHO KOHeYHOMy T, HabmofaeTcA NpUMepHO ABYXKpaTHaA KyMynAuuA
npenaparta Ao HaCTyNIeHWA PaBHOBECHbIX KOHLIGHTpauuin Yyepes 1 Heaento neveHnA (Npmem Ao3bl OANH pas3 B CYTKM).
CBAsbiBaHMe ¢ 6enkamu nnasmbl paBHO NpumMepHo 98%. MokasaHo, YTO (hapMakOKUHETUKA cepTpanvHa y aetei
¢ OKP (cM. HUXe) cxofiHa C TakOBOW y B3pOCHbIX (XOTA Y AeTel MeTabonmam cepTpanuHa ABMNAETCA HECKONMbKO 6onee
akTuBHbIM). OfHako, yunTbiBaa 6onee HU3KYyKD maccy Tena y geten (ocobeHHO B Bo3pacTe 6-12 net), npenapat
pPeKoMeHAyeTCA MPUMEHATL B MeHbLUel 103e, H4TOObl n36exaTb Ype3MepHbIX YPOBHel ero B nnasme.

CepTpanuH nopBepraeTcA akTUBHOM 6uoTpaHcdopMaumy npu NepBoM MPOXOXAEHUU 4vepe3 neveHb. OCHOBHOWA
MeTabonuT, 06Hapy>XeHHbIN B Nnasme, N-gecMeTucepTpanuH, 3Ha4YUTeIbHo yeTynaeT (MpumepHo B 20 pa3) cepTpasnivHy
10 aKTUBHOCTW N Vitro 1 (hak TU4EeCKU He akTUBEH Ha Mofenax Aenpeccuninvivo. T, , N-aecmeTuncepTpaniHa sapbupyeT
B npeaenax 62 - 104 yaca. CeptpanvH n N-aecmeTtuncepTpanvH akTMBHO 61OTpaHchopMupytoTea; obpasytolmeca
MeTabonuTbl BbIBOAATCA B PaBHbIX KOMYECTBAX C Kanom W MOYOiA. HemaMeHeHHbI cepTpannH BLIBOAUTCA C MOYOiA
B HE3Ha4NTenbHOM KonmyecTse (< 0,2%). Y 60MbHbIX LMPPO3OM NeYeHun ysenndmsaioTca T,, npenapata u AUC no
CPaBHEHWIO C TaKOBbIMM Y 340POBbIX NIOAEN.

Moka3aHuA K npumeHeHuo

- [lenpeccny pa3nnyHoii 3TMONOrnM (neveHne 1 NpodunakTuka),
- O6ceccmBHO-KOMMYNbCKBHbIE paccTpoicTea (OKP)

- MaHnyeckue paccTponcTaa.

- [MocTTpaBmaTuyeckme cTpeccopHble pacctporictea (MTCP).

- CoumanbHana chobus.

MNpoTuBONoOKasaHua

M3BecTHaA MoBbIlEeHHAA YYBCTBUTENbHOCTb K CEPTpanvHy, AETCKUA BO3pacT [0 6 neT, 6epeMeHHOCTb U Nepuos,
rPYAHOro BCKapMnuBaHuA (CM. pasaen bepemeHHOCTb 1 rpyaHoe BCKapMamBaHue).

MpenapaTt Henb3A Ha3HayaTb 6OMbHBIM, OAHOBPEMEHHO MONYYaoOWMM WHIMOMTOPLI MOHOamuHookeuaasel (MAO)
M MMosna,.

C OCTOPOXHOCTbIO: OpraHndeckue 3aboneBaHWA FOMIOBHOTO Mo3ra (B T.4. 3aAepXkKa YMCTBEHHOrO pasBUTUWA)
anunencua, Ne4YeHoYHaA Wunm noveyHas HeAoCTaTOYHOCTb, BbIPAXXEHHOE CHUXEHVE Macchl Tena.

BepemeHHOCTb U rpyaHOEe BCKapM/iMBaHue:

KoHTponupyembix pesynbTaToB NPUMEHEHWA cepTpanvHa y 6epeMeHHbIX >XEHLIMH HeT, MO3TOMy HasHavaTb UM
npenapar CTOWUT TONbKO B TOM Crlyyae, eCcnv oxmaaemas nonb3a Af1IA Matepu npesbillaeT NoTeHUManbHbIA prck
AnA nnoga. >KeHwWwmHaMm penpoayKTUBHOrO BO3pacTa, KOTOPbIM MpeanonaraeTcA HasHauuTb CepTpanvH, cneayet
pekomMeHAoBaTh BOCMONb30BaThCA IPMEKTUBHBIMIU KOHTPaLEeNTUBHbIMK cpeacTBamu. CepTpanuH obHapyxuBaeTcA
B rpyAHOM MOJOKe, B CBA3W C YEM, TeYEHVEe 3TMM NpenapaToM BO BPEMA IPyLHOIO BCKapMMBaHUA HE PEKOMEHAYETCHA.
[locToBEepHbIX AaHHbIX 0 6€30MacHOCTN ero NPUMEHEHUA B 3TOM cryyae HeT. Ecnu e neyeHne Bce »ke Heobxoammo,
TO KOPMJIEHMe rpyablo Nydlle npekpaTtuTb. B cnyyae nprmMeHeHna cepTpanvtHa B nepuos 6epeMeHHOCTN U KOPMAEHNA
rPyAbIO Y HEKOTOPbIX HOBOPOXAEHHbIX, MaTepy KOTOPbIX MPUHUMANV aHTUAEenpeccaHTbl U3 rpynmnbl CENeKTUBHbIX
MHrMbnuTopoB obpaTHoro 3axBata cepoToHuHa (CMO3C), Bkno4aA CEpOTOHWH, MOryT HabnoaaTbCA CUMNTOMbI,
CXOfHble C peakuuen Ha OTMeHy npenapara.

Mpumererne CMO3C Ha No3AHNX CPOKax 6E€PeMEeHHOCTM MOXET NMOBbLICUTb PUCK BO3HUKHOBEHUA CTONKON JIerO4HON
rMNepTeH3nn y HOBOPOXAEHHbIX.

Cnoco6 npumeHeHUA U O03bl
CepTpanuH HasHa4yaloT BHYTPb, OAMH pa3 B CYTKW YTPOM WM BeYepoMm. TabneTku cepTpasimHa MOXHO MpuHUMaThb
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He3aBUCUMO OT Mpvema nuLn.
HayanbHana nosa

Oenpeccua n OKP: neyeHne cepTpasiMHOM cnegyeT HauuHatb ¢ A03bl 50 Mr/cyT.

MNaHunyeckue pacctpoictea, [MTCP u counansHan obuaA: neveHne Ha4mHatT € A03bl 25 MI/CyT, KOTOPYIO yBenuunBaoT
Yepes oaHy Hepento Ao 50 mr/cyT. [MpuMeHeHne npenaparta Mo TakoW CXeMe MO3BOSIAET CHWU3WUTb YacTOTy PaHHUX
HexxenartenbHbIX 9PMEKTOB NleHeHNs, XapaKTepHbIX AA NaHUYEeCKOro paccTpoicTBa.

Non6op no3bi

Denpeccua, OKP, naHnyeckue pacctpoinctsa, MTCP u counanbHaa hobua: npu HeaocTaTouHOM adhcpekTe NnpumMeHeHna
cepTpanMHa y naumeHToB B A03e 50 Mr/CYT, ero CyTOHHYl0 A03Y MOXHO yBenuuutb. [lo3y cnemyeT noBblwaTb
C MHTEPBAJIOM He Yalle, YeM pa3 B Hefesllo A0 MaKCMMasibHOW peKoMeHAyeMol A03bl, cocTaBnatowen 200 Mr/cyT.
HavanbHbIn TepaneBTUYeckuin aheKT MOXET MPOABUTLCA B TeYeHMe 7 OHEel, OQHAKO MOIHbIA 3pdeKT 06bIYHO
pocturaeTcA vepes 2 — 4 Hegenu (Mnu paxe B TedeHwe 6onee anutensHoro Bpemenn npu OKP).

MNonnepxmBatowan Tepanua. MoaaepxuBatowas Ao3a Npu ANUTENIbHOM JleHeHUn A0MmKHa ObiTb MUHUMATbHON
3O (HEKTUBHON — C COOTBETCTBYIOLUMMU €€ U3MEHEHUAMM B 3aBUCUMOCTY OT TepaneBTUYecKoro achdekTa.
MpumeHeHne anA nevyexus neTen.

BesonacHocTb 1 3thheKTUBHOCTb CepTpanuHa ycTaHoBneHbl y aetei ¢ OKP (B Bo3pacTe oT 6 Ao 17 neT). Y noapocTkos
(B Bo3pacTe 13-17 neT), ctpapaowmx OKP, neyeHue cepTpanvHoMm criegyeT HaumHaTb ¢ A03bl 50 mr/cyT. Y aeten
(B Bo3pacTe 6-12 net) Tepanunio OKP HaunHatoT ¢ [03bl 25 MI/CyT, Yepes ofHy Hefenio ee yBenmyvsaroT Ao 50 mr/
cyT. B nocnepytowiem, npy HepocTaTouHOM ahhekTe 403y MOXHO yBennymBaTh CTyneH4arto no 50 mr/cyt go 200 mr/
CYyT Mo Mepe HeobxoauMocTU. B KnuHuyeckmx ncnbitaHmAx y 6onbHbix Aenpeccueit n OKP B Bo3pacTe oT 6 fo 17 net
6b110 NOKa3aHo, 4To hapMakoKMHETUYECKUIA NPOnIb CepTpaninHa CXoAeH C TakoBbIM Yy B3pocsbix. OaHako, YTo6bl
n3bexxaTb Nepefo3npoBKM, Npy yBENUYEeHU [03bl 6onee 50 Mr Heo6X0AMMO NPYHUMATL BO BHAMAHWE MEHbLLYIO Maccy
Tenay AeTen Nno CPaBHEHMIO CO B3POCTbIMU.

Mon6op no3bl y feTen n NoapocTkoB. Meproa nonyebiBeAeHNA cepTpaniHa cocTaBnAeT nNpubnnanTensHo 1 cyTku,
NoaTOMY U3MEHEHME [03bl AOMKHO NPOUCXOAUTb C UHTEPBANoOM He MeHee 1 Heaenu.

MpumeHeHve anA neYeHnA NOXWUNbIX Ntogen. B noxunom Bo3pacte npenapar NPUMEHAIOT B TOM e Ananas3oHe 03,
4TO 1 'y 6onee MonoabIX Noaen.

MpumereHne y 60MbHbIX C HE0CTATO4HOCTbIO dhyHKLMM NeveHn. CepTpanuH cneayeT NPUMEHATb C OCTOPOXHOCTLIO
y 60nbHbIX C 3a60neBaHNAMMN NeveHu. Y NauneHToB C Ne4eHOYHOM HeOCTaTO4HOCTBIO CeayeT UCNONb30BaTh MEeHbLLNe
[03bl UM YBENUYMBATD MHTEPBAN Mexay npuemamu npenapata (CMm. Ocobble yKa3aHUA).

MpumeHeHvie y 60M1bHbIX C HEAOCTATO4YHOCTbIO (hyHKLMM NoYeK. CepTpaniH B 3HaUUTESIbHOW CTeneHy MeTabonuaunpyeTca
B opraHu3me. B HenamMeHeHHOM BUAE C MOYOW BbIBOAUTCA NWLIb HE3HA4MTENbHOE KOnM4ecTBo npenapata. Kak
N 0OXMAANOCh C yHEeTOM He3Ha4YMTENbHOM NOYEHHON IKCKPeLmMn cepTpanmHa, KoppekLmumn ero Ao3bl B 3aBUCUMOCTH OT
BbIPaXXEHHOCTW MOYEYHOWN HeoCTaTOYHOCTU He TpebyeTcA (CM. Ocobble yKa3aHuA).

Mo6ouHoe nencTene

MuwesaputenbHanA cucTema: aucrnencmyeckne paccTpoicTsa (MeTeopmam, TOWHOTa, pBOTa, Anapes, 3anop), 6onb
B )KMBOTE, NaHKpeaTuT, CyXoCTb BO PTY.

CeppeyHo-cocyaucTanA cucTema: yyalleHHoe cepauebuerne, Taxukapava, aptepuanbHan rMnepTeH3nA.
OnopHo-ABUraTesbHbIN annapar: apTpanrua, MbilleYHble CYA0pOri.

LleHTpanbHaa u nepudepuyeckan HepBHaA CUCTEMA: SKCTpanvpammaHble pacCTPoCTBa (ANCKUHE3NN, akaTtusum,
CcKpexeT 3ybamu, HapylleHue MOXOAKW), HEenpOU3BOMbHblE MbilleYHble COKpalleHWA, napecTesnn, O6MOPOK,
COHNIMBOCTb, roNoBHaA 605b, MUTPEHb, FONOBOKPY>KEHUe, TpeMop, 6eCCOoHHWUA, TpeBora, axuTauwdA, rMrnoMaHus,
MaHuA, ranioumHaummn, aNopua, HoYHbIe KOLLIMaPphb!, MCKUX03, CHUXKEHWE NMBWAO, Cyuuma, Koma.

Cuctema AbixaHuA: 6poHXoCcnasM, 3eBoTa.

MoueBblgenuTenbHanA cucTema: aHypes, Heaep>KaHue Unu 3aepxka Mo4u.

PenpoayKTuBHaA cuctema M MOJOYHAA XXenesa: HapyLueHWe NonoBot yHKLWK (3aaep>kka 9AKYMALMK, CHUKEHNE
NnoTeHUuK), ranakTopen, FMHEKOMACTUA, HapyLLIEHWEe MEHCTPYanbHOrO LMKna, npuanmam.

OpraHbl 3peHUA: HapyLIeHVe 3peHusa, Muapuas.

OHAOKPUHHAA cucTema: runepnponakTUHeMma, rmnoTepros, CUHAPOM HeafeKBaTHoM cekpeuunn AL
[enatobunuapHan cucTema: renaTuT, XenTyxa, Ne4eHo4HanA HeJOCTaTOYHOCTb.

Annepruyeckue peakuuu: KpanueHuLa, 3ya, aHadpunakTongHasa peakuma.

Mpouune: cnaboCcTb, NOKPACHEHNE KOXM UK “NPUNmBbLI” KPOBM K JIMLLY, 3BOH B yLUAX, anoneuma, aHrMOHeBPOTUYHECKMNIA
oTek, OTeK nnua, nepmopbuTanbHbIi OTeK, peakuma goToceHcebunmaaumum, nypnypa, noBbileHHOe NoTOOTAeNeHe,
CHUXEeHWe anneTuTa (pefko — MOBblleHWe), BMfOTb A0 aHOPEKCWWM, CHUDKEHWE WM yBerMyeHue Maccbl Tena,
KPOBOTEYEHUA (B T.4. HOCOBbIE, XENyAOYHO-KULLIEYHbIE UMW reMaTypuA), nepucepuyeckunii oTek, uspeaka CUHAPOM
CTuBeHa-[>XOHCOHa 1 3annAepMarnbHbIN HEKPOnu3.

OaHHble nabopaTopHbIX aHanu3oB: PeaKo, NpU ANMTENbHOM MPUMEHEHWM — BO3HUKAeT acumnToMaTnveckoe
NoBbIWEHNE aKTWBHOCTU TpaHCamMuMHa3 B CbiBOPOTKe kpoBW. OTMeHa npenapata B 3TOM Clyvae npuBOAUT
K HOpManu3auum akTMBHOCTU (DEPMEHTOB.

BO3MOXHO pa3BuTME NENKOMEHNM N TPOMOOLMTONEHNN, @ TakXe MOBbILEHNe YPOBHA XONEeCTepuHa B CbIBOPOTKE
KPOBMU.

Mpu npekpaLleHnn neveHna cepTpannHOM OnmncaHbl peaKue cryyan cuHapomMa oTMeHbl. MoryT noABNATLCA NapecTesny,
rmnecTesnn, CUMMNTOMbI [enpeccuu, rannoLumMHaumy, arpeccuBHble peakuuu, MCUXOMOTOPHOe BO36y>KAeHue,
6€CnoKONCTBO UM CUMMTOMbI MCUX03a, KOTOPbIE HEBO3MOXHO OTNNYMTL OT CUMMTOMOB OCHOBHOTO 3a60neBaHuA.

Mepenosnposka

TAXenbIX CUMNTOMOB MNPV Nepefo3pPOBKe cepTpanvHa He BbIABMNEHO Aaxe Npu HasHadeHun npenapara B 60MbLIMX
fosax. OaHako npy 0OAHOBPEMEHHOM BBEAEHUM C APYrMMU NpenapaTamm Uin ankoroieM MoXeT BO3HUKaTb TAXenoe
OTpaBsieHne, BMNOTb A0 KOMbI U IeTanbHOro ncxoaa.

Mepeno3npoBka MOXET Bbl3BaTb CEPOTOHWHOBBLIA CUHAPOM C TOLUHOTOW, PBOTOMW, COHMMBOCTBIO, TaxXuKapauew,
aXuTaumen, ronoBOKPY>XEHUEM, MCUXOMOTOPHbIM BO36Y>XAeHWeM, [auapeen, MOBbIWEHHbIM MOTOOTAENEHNEM,
MWOKIOHYCOM ¥ runeppednexkcunen.

JledeHune: crneunduyHecknx aHTMAOTOB HeT. TpebyeTcA WHTEHCMBHaA noadepXusarollad TepanuA U NOCTOAHHOe
HabniogeHne 3a XM3HEHHO BaXKHbIMU (PYHKUMAMM OpraHm3ma. BbidbiBaTb pBOTY He pekomeHayeTcA. Beepenue
aKTWBMPOBAHHOTO YINA MOXET 6bITb 6onee adhtheKTUBHBLIM, YeM NPOMbIBaHMe xenyaka. Heobxoammo noaaepxusatb
NPOXOAWMOCTb [blXaTesNbHblX NyTen. Y cepTpanvHa 6onbluon o6bem pacnpefeneHus, B CBA3W C 3TUM yCuneHue
Anypesa, nposeAeHne ananusa, remonepdysnmn Unmn nepenmBaHne KpoBu MOXeT oKasaTbCA 6e3pesyfbTaTHbIM.

B3aumopeiicTBME C APYrMMU NleKapcTBeHHbIMU CpeacTBamMu
MMumo3ang — Tpn COBMECTHOM NMPUMEHEHUN CepTpasiMHa 1 NMMo3uaa 0TMeYasnoch yBeuyeHne ypoBHen nuMosunaa npu
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€ro 0JHOKPaTHOM Ha3HayeHun B HU3KON Ao3e (2 Mr). YBenuyeHne ypoBHeit numo3maa He 6bifo CBA3AHO C KaKUMu-
160 nameHeHvAmMn B IKT. MOCKOmbKy, MEXaHU3M 3TOr0 B3aMOAENCTBUA HE M3BECTEH, @ MMMO3UA OT/IMYAETCA Y3KUM
TepaneBTUYECKUM MHAEKCOM, OQHOBPEMEHHbIV MPUEM NMMO3naa U cepTpasiuHa NPOTMBOMNOKa3aH.

WHrnbntopsl moHoammHokeuaassl (MMAO). OtmevatoTtcA

TAXeNble OCMNOXHeHMA Npyu oAHOBPEMEeHHOM NpUMeHeHUU

cepTtpanuHa u MMAO (Bkntoyana usbupartesnbHo geiictaytowme (cenernnud) MMAO 1 ¢ obpaTMbIM TUMOM AENCTBUA
(Moknobemua, a Takxe nMHe3onua). Bo3aMoXHO pasBuTME CEPOTOHVMHOBOIO CUHAPOMA (TMNEPTEPMUA, PUTMOHOCTb,
MUWOKJIOHYC, NabwunbHOCTb BereTaTMBHON HEPBHOW cuUCTeMbl (BbiCTpble konebaHusa napameTpoB AblxaTenbHON
N cepAeyHO-COCYANCTON CUCTEMbI), UBMEHEHNA NCUXMYECKOro cTaTyca, BKMoYanA NOBbILEHHYIO pasapaXnuTenbHOCTb,

Bblpa>XeHHOe BO36Yy>KAeHWe, CNyTaHHOCTb CO3HaHWA, KOTO

pO€e B HEKOTOPbIX Cly4YaAx MOXeT nepeﬁm B OennpuosHoe

COCTOAHME WNN KOMY). AHaNorMyHble OCNOXHEHWA, UHOTAA CO CMEPTENbHbIM MCXOA0M, BO3HUKAIOT NP Ha3HayYeHuu
MMAO Ha thoHe neyeHus aHTUAenpeccaHTamm, yrHeTaloWMMN HENPOHaTbHBIN 3aXBaT MOHOAMWHOB MW cpasdy nocne

NX OTMEHbI.

JlekapcTBeHHble CPEACTBA, yrHeTaoLLME LIeHTPAsIbHYI HEPBHYI CUCTEMY U STaHON.

KoMBUHMpOoBaHHOE NpUMEHEHWE CEPTPanMHa U BELLEeCTB, YrHETaLWMX LEHTParnbHyl0 HEPBHYIO cucTemy, TpebyeT
NpUCTanbHOTO BHUMaHWA, @ Takxe 3anpeLleHo ynoTpebrieHne CnypTHbIX HANMWTKOB U MpenapaTtoB, CoAepXallnx
ankoronb BO BPEMA NEYeHUA cepTpasiMHoM. He oTMeyeHo MmoTeHuuMpoBaHWA adhdekTa 3TaHona, kapbamasenuHa,
ranonepuaona unu eHnTonHa Ha KOrHUTUBHYIO U NCUXOMOTOPHYHO (YHKLIMIO Y 340POBbIX NOAEN; OAHAKO COBMECTHOE

NpUMeHEHNEe CepTpanHa v ankoroniA He peKoMeHayeTcA.

AHTMKOArynaHTbl HENPAMOro AencTBusA (BapgapymH) - NP X COBMECTHOM Ha3HAYeHUN C CepTpasiMHOM OTMeYaeTcA
He 3HauMTeNnbHOe, HO CTaTUCTUYECKW [OCTOBEPHOE yBenn4yeHue NpPoTPOMOMHOBOTO BPEMEHW — B 9TWX Cry4anAx
peKoMeHAyeTCA KOHTPONMpoBaTh MPOTPOMEUHOBOE BpEMA B Havane nevyeHnA cepTpanvHoOM 1 Nocne ero OTMeHb.

dapmakOKUHETUYECKoe B3aumogeincreme

CepTpanuH cBA3bIBaeTcA C 6enkamy nnasvbl  KpoBW. [103TOMy HEO6XOAMMO Y4UTbiBaTb BO3MOXHOCTb
ero B3aWMOAENCTBMA C [APYrMMU MpenapataMu, CBA3blBalOWMMUCA ¢ Genkamu (Hanpumep: [Avasenamom

1 TonbyTamMmmaom).

LnmeTnanH: ofHOBPEMEHHOE MPUMEHEHVE B 3HAUYUTENBHOWM CTEMNEHN CHUXKAET KIIMPEHC cepTpanuvHa.
JlekapcTBeHHble cpeacTBa, meTabonmsnpyembie n303H3MMOM 2D6 umToxpoma P450: AnuTenbHoe neveHune
cepTpasiMHoM B 103€e 50 Mr B CyTKM MOBbILIAET KOHLIEHTPaLUMIO B Nnasme 0AHOBPEMEHHO NPUMEHAEMbIX JIeKapCTBEHHbIX
cpencTs, B MeTabonu3me KOTOPbIX MPUHMMAeT y4vacTue 3TOT (PepMeHT (TPULIMKIMYECKWe aHTUAenpeccaHThl,
aHTMapuTMU4ecKne nekapcTBeHHble cpeacTaa Ic knacca - nponadeHoH, dnekanHua).

JlekapcTBeHHbIE CpeacTBa, MeTabonnanpyemele Apyrimm

pepmMeHTHbIMM cucTemamm uutoxpoma P450.

OKCNepMMeHTbI MO U3YYeHMIO B3aMMOAEWCTBUA in vitro nokasanu, 4To ocywecTBnAemoe m3odHsumom CYP 3A3/4
6eTarnapokCMIMpoBaHne SHAOTEHHOro KopTu3ona, a Takxe metabonuam kapbamasenuHa n TepdeHaauHa npu
ONUTENbHOM Ha3HaYeHun cepTpanuHa B 4o3e 200 Mr B CyTKU He n3MeHATCA. KoHUeHTpauua B nnasme Tonbytamvaa
(HO MpW OQHOBPEMEHHOM MpUeMe CHWXaeT KnvpeHc TonbyTammaa — HeoBXoAUM KOHTPOMb FOKO3bl B KPOBUW Mpu
O[JHOBPEMEHHOM NpVYMEHeHU), (heHNToMHa 1 BapdapvHa Npu ANMTeNbHOM Ha3HaYeHun cepTpanvHa B TOW Xe [03e

TakXe He N3MEeHAETCA. Taknm o6pa3omM, MOXHO caenartb
2C9.

3akJr4eHne, 4To cepTpasid He yrHetaeT U303H3UM CYP

CepTpanuH He BNUAET Ha KOHLEHTpaLWIo Auasenama B CbiIBOPOTKE KPOBW, HTO FOBOPUT 06 OTCYTCTBUU MHIMEUPOBaHWA
n3osHsuma CYP 2C19. Mo paHHbIM MccnenoBaHUM in vitro cepTpanuH NPakTUYecKu He BAVMAET MM MUHMMASIbHO

yrHeTaeT usoaHaum CYP 1A2.

Jntuii. dapmMakoKMHETUKa NUTUA HE U3MEHAETCA MPU COMyTCTBYIOLWEM BBeAeHUM cepTpanuHa. OgHako Tpemop
HabntofaeTcaA Yalle npyu X COBMECTHOM MPUMEHEHNUN. TaKXKe Kak 1 HasHavyeHue Apyrux n3bmparenbHbiX HTM6UTopoB
06paTHOro HepoHaNbHOro 3axBaTa CepOTOHWMHA, COBMECTHOE MPUMEHeHUe cepTpanvHa C feKapCTBEeHHbIMU

cpencrteamMu, BAUAKOWWMU Ha CEPOTOHUHEPrnyeckyro n
OCTOPOXXHOCTH.

epepady (Hanpumep, ¢ nUTMeM), TpebyeT MOBbILLEHHOM

lNpenapartbl, BMAIOLLME Ha CEPOTOHUHEPTNYECKYIO nepeaayy.lpy 3ameHe 0AHOro MHrMBUTOpa HePOHabHOro 3axBaTa
CEepOTOHMHA Ha ApYro HeT HeobxoauMOCTH B “nepuope oTMbiBaHMA” OfgHako TpebyeTcAa cobnoaaTtb OCTOPOXKHOCTb
npu “3MeHeHUAX Kypca nedenna. CnenyeT usberatb COBMECTHOrO HasHaveHuA TpuntodaHa unu derHdnypammHa

C cepTpasnvHom.

UHAYyKuMA MuKpocomasibHbiX (hepMeHToB nedeHn. CepTpanvH Bbi3biIBAET MUHUMATbHYIO WHAYKLUMIO (hepMeHTOB

neyeHu. O,ﬂHOBpeMeHHoe HasHa4eHune cepTpaninHa B A03
AOCTOBEPHOMY YMEHbLUEeHUO nepuoaa nonysbiBegeHUN aH

e 200 Mr 1 aHTUNMpUHa NPMBOANT K Hebonblomy (5%), HO
TUNMpUHA.

ATeHoMoN: Npy COBMECTHOM BBEAEHWUM CEPTPAIMH HEe U3MEHAET ero B-aApeHo6NnoKupyoLLee AENCTBYE.

[MnbeHknamua 1 AUrOKCHH: NPU BBEAEHUN CepTpanuHa B
C 9TUMU Npernapartamu He BbIABJIEHO.

cyTo4HoM Ao3e 200 Mr NeKapCTBEHHOrO B3auUMOAENCTBUA

DeHNTOMH: ANUTENbHOE NPUMEHeHNe cepTpanuHa B o3e 200 Mr/cyT okasbiBaeT KIIMHUYECKW 3Ha4MMOro BO3AeiCTBIA
1 He nogasnAeT meTabonuam eHnTonHa. HecMoTpA Ha 3To, pekoMeHayeTcA TwartenbHoe HabniogeHe 3a ypoBHeM

deHnToMHa B nnasme KPOBM C MOMEHTa Ha3HayeHuA
ceHnTomnHa.

CymatpuntaH: OTMEYaloTCA KpalHe peakue cry4vau
pedneKcos, CNyTaHHOCTW CO3HAHWA, TPEBOMY 1 BO36y>Ae

cepTpasiMHa C COOTBETCTBYIOLIEN KOPPEKTUPOBKOW [03

BO3HWKHOBEHWA CnabocTW, MOBBIWEHNA CyXOXMITbHbIX
HUA Y NaLUMEeHTOB OAHOBPEMEHHO MPUHUMABLLMX CEPTPanuH

n cymaTpunTaH. PeKOMeH,ClyeTCH HabnoaeHne 3a naumeHTamu, Y KOTOPbIX MMEKTCA COOTBETCTBYHOLWME KITMHNYECKUE
OCHOBaHWA AnA OAHOBPEeMEeHHOro npuema cepTpasnvHa n cymatTpuntaHa.

Ocobble yKkasaHuUA

CepTpanuH He cnegyeT HasHayaTb coBMecTHO ¢ MIMAO, a Takxe B TedeHue 14 gHeit nocne npekpalleHus neyeHus
MMAO. AHanorn4yHo nocne oTMeHbl cepTpanuHa B TedeHne 14 gHen He HasHavaoT IMAO.

CepOoTOHNHOBBIV CUHAPOM M 3N0Ka4Y€CTBEHHbIN HENPONEeNnTUYECKNA CUHOPOM

Mpy NpUMEHeHUN cenekTUBHbIX MHIMBUMTOPOB obpaTHOro 3axsarta cepoToHnHa (CMIO3C) onucaHbl cnyyYan pasButua
cepoToHMHOBOro cuHapoma (CC) M 3nokayecTBEHHOro HewponenTuyeckoro cuHapoma (3HC), puck KoTopbix
nosblwaeTcA npu kombuHuposaHum CUO3C ¢ apyrMm CepOTOHMHEPTNYECKUMI CPEACTBaMM (B TOM YUCNE TPUNTaHaAMW),
a TakXe npenapartam, BMAIOLMMU HA MeTabonn3M CEPOTOHMHA (B TOM YUCE MHIMBMTOpamMM MOHOaMUHOKCUAA3bI),
aHTUMNCUXOTUHECKUMM CPeACTBaMM U APYrMU aHTaroHMcTamMmn fogammHoBbIx peuenTtopos. MpoasneHuamMu CC moryT
6bITb U3MEHEHUNA NCUXMYECKOTO cTaTyca (B YaCTHOCTU, aXuUTaLuuA, raniounHaumm, KoMa), BeretatueHas nabunbHOCTb

(TaxvkapauwA, konebaHnA apTepuasibHOro AaBfieHUs,

rmnepTepMnA), M3MEHEHWA HEeNWpO-MbILLEYHOW nepejayn

(runeppecnekcnA, HapylweHve KoopAMHALUMM [OBWXKEHUN) WM HapyLEHWA CO CTOPOHbI >KEeNyAo4HO-KULLEYHOTO

TpakTa (ToWwHoTa, pBoTa U Avapen). HekoTopble NpofABn

eHua CC, B TOM uyucne, rmnepTepMnA, pUrMaHOCTb MbILUL,

BereTatMBHaA nabubHOCTb C BO3MOXHOCTbIO ObICTPbIX KonebaHWi napameTpoB >XWU3HEHHO BadKHbIX OYHKLWIA,
a TaK>XXe N3MEeHeHUA NCMXNYECKOro cTatyca, MOryT HanoMmMHaTb CUMITOMAaTUKY, passusatoLlytoca npu 3HC. Heobxoanm
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MOHWUTOPWHI NauMeHTOB Ha NpeaMeT pa3BUTUA KIUHNYeCKUX npoAasneHuin CC n 3HC.
[pyrve cepoTOHUHEPruYeckue CpeacTBa - Heo6XoaMMO CobnoAaTb OCTOPOXHOCTb NPV OLHOBPEMEHHOM Ha3HaYeHWUN

cepTpanuHa ¢ ApyrvMu mpenaparamu, YCUIMBAIOLMMU CePOTOHVMHEPrMYECKY HeWpOTPaHCMUCCUIO, TaKUMK Kak,
TpunTodhaH, deHdmopammH unu 5-HT-aroHncTol. MNMoaobHoe COBMECTHOE Ha3HayYeHue Mpyu BO3MOXHOCTU AOMKHO
6bITb UCKITIOYEHO, YYUTbIBAA BEPOATHOCTL (hapMaKoaNHaMUYECKOro B3auMOAENCTBIA.

Mepexon ¢ ApyrMx CEeneKkTMBHbIX MHIMEMTOPOB obpaTHoro 3axBaTa cepoToHnHa (CUO3C), aHTUAenpeccaHToB wnm

aHTMo6CcecCcmBHbIX NpenapaTos.

OnbIT KNWHAYECKUX UCCNIEA0BAHUIA, LIEMbIo KOTOPbIX BbIN0 ONpeAeneHue onTUManbHOrO BpeMeHu, Heo6XoAMMOro AsA
nepesofa 6oMbHbIX C MpreMa APYrMX aHTUAENPEeCcCUBHbLIX U aHTMOBCECCHUBHBIX CPEACTB Ha CepTPanuH, OrpaHnyeH.

Heobxoanmo cobnoaaTb OCTOPOXHOCTb MPY TakoM Nepexoae, 0COBEeHHO C ANUTENbHOAEWCTBYIOLMX Mpenaparos,
Hanpumep, ¢ dnyokceTnHa. HeobxoaMmbIn HTEpBan MeXAy OTMEHOW OAHOro CeNEeKTUBHOIO MHrmbuTopa obpaTHOro
3axBaTa CepOTOHMHA U HaYanoMm npuema Apyroro noAo6HOro npenapara He yCTaHOBIEH.

HeobxoaMMo OTMETUTb, YTO y 6OMbHbIX, MOABEPraloLUMXCA 3NEeKTPOCYAOPOXKHOW Tepanun, AO0CTATOYHbIA OMbIT
NPYMEHEeHNA cepTpannHa OoTCyTCTBYeT. BO3MOXHbIA ycnex unu puck nopo6HOro KOMOGMHUPOBAHHOTO NeYeHUA He

N3yYeH.

HeT onbita npumeHeHnA cepTpanuHa y 6OMbHbIX C CYAOPOXHBIM CUHAPOMOM, MOSTOMY creayeT usberatb ero
NpUMeHEHNA Yy 6OMbHBIX C HecTabunbHOW anunencuen, a 6oMbHLIX C KOHTPONMPYEMOW anunencuennt Heo6XoanMo
TlwarenbHo HabnoaaTb BO BPeMA neyeHns. MNpy NoABEHWM Cynopor npenapar cneayeT OTMEHUTb.

BonbHble, cTpagatolme Aenpeccueit, ABNATCA rpynmnoii pUcka B OTHOLIEHWM CyUUMAANbHbIX MOMbLITOK. OTa ONacHOCTb
COXpaHAEeTCA [0 PasBUTUA pemuccun. Mo3ToMy OT Havana nevyeHna u A0 AOCTUXKEHWA ONTUMAaNbLHOTO KIIMHUYECKOro
acpbchekTa 3a 6onbHBIMY CrIeayeT YCTAHOBUTL MOCTOAHHOE MEAULIMHCKOE HabnioaeHve.

AKTuBauva MaHuw/rMnomanu. Bo BpemAa KNMHUYECKUX WCCNenoBaHUn [0 BHEAPEHUA CEepTpanvuHa Ha PbIHOK,
TMNOMaHWA 1 MaHuA Habnoganmcb NpUMepHo y 0,4 % GoMbHbIX, MONyYaBLUMX cepTpanuH. Cnyyan akTuBaumm MaHum/
rYNOMaHWM OMUCaHbl TakxXe Yy HeBOoMbLON YacTy GONbHBIX MaHWakKasbHO-AEMPECCUMBHBIM MCUXO30M, MOMYy4aBLUMX
Lpyr1e aHTUAENPECCUBHBIE MW @aHTUOBCECCUBHBIE CPEeaCTBa.

[MpuMeHeHne Npn HepJoCTaTOYHOCTY PYHKLUMMN NEYEHN.

CepTpanuH akTMBHO 6uoTpaHcopmmupyeTcA B nedeHu. Mo AaHHbIM (hapMakOKMHETUYECKOro UCCNefoBaHuA, npu
MHOTOKpaTHOM Mpueme cepTpanvHa y 60MbHbIX CTabUNbHbIM LIMPPO30M MEeYeHW Nerkoro TedeHua Habnioaanoch
yBenmyeHne nepvoaa nonyBbiBEAEHWA npenapata U no4Tn TpoekpatHoe ysenuudeHve AUC (nnowanb nop Kpvsown
KOHLIEHTPaLUMA/BPeMA) 1 MaKCUMarnbHON KOHLEHTpaumy npenapara no CPaBHEHUIO C TAKOBbIMU Y 3[0POBbIX NIOAEA.
CylLecTBEHHbIX pasnnymii B CBA3bIBaHUM C 6enkamu nnasmbl B ABYX rpynnax He 6bio. MNpUMEeHATb cepTpanvH y
60nbHbIX ¢ 3ab6oneBaHVAMN NeYeHn cneayeT ¢ 0OCTOPOXKHOCTbLIO. Mpun HasHaveHun npenapara 60M1bHOMY C HapyLIEHHON
hyHKLMeR neyeHn, Heobxoanmo obCyanTb LienecoobpasHOCTb CHUXXEHWA A03bl UMK yBENIMYEHNA MHTepBana mexay

npuemom npenapara.
[MpumMeHeHne Npu NOYeYHOW HeAOCTATOYHOCTMN

CepTpanuH noaBepraeTcA akTUBHON GuoTpaHcopmaLmm, No3TOMY B HEU3MEHEHHOM BUAE C MOYOW OH BbIBOAWUTCA
B HE3HAYUTENbHOM KonnyecTBe. Y 60MbHbIX C NErkon 1 YMepPEHHO BbIPaXXEHHON NOYEYHOW HEA0CTATOYHOCTbIO (KNMPEHC
kpeatuHuHa 30-60 M/MUH) 1 6OSIbHBIX C YMEPEHHOW UNK TAXENON CTENEHBIO NOYEYHOW HEAOCTAaTOYHOCTM (KIIMPEHC

kpeaTuHuHa 10-29 Mn/MuH) hapmakokmHeTuyeckve napametpbl (AUC

n C__) cepTpanvHa npu MHOTOKPaTHOM ero

0-24 max)

npremMe CylecTBEHHO He OTNMYanvcb OT rpynnbl KOHTponA. Bo Bcex rpynnax nepuoa noryBbiBeAEHWA npenaparta
6bl1 OAMHAKOB, PABHO Kak He BbIfio pasnuunii B CBA3bIBaHWM ¢ 6efikaMu nnasmbl. PedynbTaTbl 3TOro uccnenoBaHua
CBUAETENbCTBYIOT O TOM, YTO, Kak M OXWUAANOCh C YHETOM HEe3HAYMTESbHOW MOYEYHOM 3IKCKPeuun cepTpasiuHa,
KOPPEKLMK ero A03bl B 3aBUCUMOCTH OT BbIPAXXEHHOCTM MOYEYHOWM HEJOCTATOMHOCTU He TpebyeTcA.

MaTonornyeckune KQOBOTG‘-IGHVIH/KQOBOVIS}'IVIHHVIH.

PekomeHayeTca cobntoaatb 0CTOPOXHOCTb NMPU HA3HAYEHUM CENIEKTUBHBIX MHTMOUTOPOB 06paTHOro 3axBaTa CePOTOHMHA
B cOYeTaHuu ¢ npenaparamu, obnagarolymm YyCTaHOBNEHHOW CMOCOBHOCTBLIO K M3MEHEHWNIO (DYHKLUMIA TPOMOOLMUTOB,
a Tak>XXe y NauvMeHTOoB C remopparvyeckumm 3aboneBaHMAMU B aHaMHese.

MnoHatpuemuA.

Bo BpemA neyeHnA cepTpanMHOM MOXET BO3HWKaTb TPaH3WTOpHaA runoHaTpuemuA. OTO Yalle pas3BuBaeTcA
y NOXWUNbIX 60MbHbIX, & TAKXKE NPV NPUEMe ANYPETUKOB MK pAda Apyrux npenapatos. [MoaobHbI No604HbI 3hdexkT
CBA3bIBAIOT C CMHAPOMOM HEa[EKBATHOW CEKPELIMM aHTUANYPETNHECKOrO ropMoHa. MNpu pasBuTn CUMTOMAaTUYECKON
rMnoHaTpueMnn cepTpaniH creayeT OTMEeHUTb W Ha3Ha4YMTb afeKBaTHYIO Tepanuio, HanpaBfiEHHYIO Ha KOpPeKLUmio
YPOBHA HATPWA B KPOBW. [PU3HAKM 11 CUMITOMbI TMMOHATPUEMUI BKITIOHAIOT FONTIOBHYO 6011b, HapyLLEHNe KOHLIEHTpaLum
BHMMaHWA, HapyLleHne NamMmATH, cnabocTb U HEYCTOWYMBOCTb, HTO MOXET MPUBOAUTL K NaAeHnAM. B 6onee TAXenbix
Cry4anAxX MOryT BO3HWKHYTb rantoumHaumm, 06MOpoK, CyA0POr, KOMa, OCTAaHOBKa AbIXaHWA U CMepTb.

Bnusnne Ha criocobHOCTb K BOXAEHMIO aBTOTPaHCIopTa 1 yrpaBieHNo MexaHN3Mamm:

HasHadeHue, cepTpanuHa, Kak NpaBuio, He COMPOBOXAAETCA HapyLEeHWeM NCUXOMOTOPHbIX hyHKUMA. OaHako ero
NpYMeHeHne OfHOBPEMEHHO C APYrMMK npenapatamv MOXeT MPUBECTU K HapyLIEeHWIO BHUMAaHWA W KOOpAWUHALMK
ABvkeHun. MosToMy BO BpemA Jle4YeHUA CepTpaMHOM YMpaBiATb TPAHCMOPTHbIMW CPeACTBaMM, CreuvanbHOu
TEXHUKOW NN 3aHUMATbCA AEATENbHOCTbIO, CBA3AHHOW C NOBbILEHHbLIM PUCKOM HE PeKOMeHayeTcA.

®dopma Bbinycka

Brnnctepbl N3 HenMpo3payHOro NONMMPONMIEeHa 1 antoMuHMeBon onbrn No 14 TabneTok, NOKPbITLIX 060/104KoN No 50
mr unn 100 mr; no 1 nnm 2 6nmuctepa B KAPTOHHOW Nayke BMECTe C UHCTPYKLMEN MO MPUMEHEHWIO.

Cpok rogHoOCTH

5 neT. He ncnonb3oBaTtb Nocne MCTE4EHNA CPOKa roagHOCTM, YKa3aHHOrO Ha ynakoBKe.

Ycnosua xpaHeHusA
Cnwcok B.

Mpu Temnepatype He Bbiwe 30 °C, B HEAOCTYMHOM AN1A AeTen MecTe.

YcnosuA oTnycka U3 antek
Mo peuenTy.

MponssoanTens

Mdparizep Ay Cu Mu KopnopainwH, CLUA, npousseaeHo «XaynTt ®apma JlatuHa C.p.n.», Utanua.

CDS 186 July 2, 2009
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