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OBIIASI XAPAKTEPUCTHUKA JEKAPCTBEHHOTO TIPEAAPATA "

1. HAMMEHOBAHUE JIEKAPCTBEHHOI'O IIPEITAPATA

Tuopunaszus, 10 Mr, TabGJIETKH, MOKPHITHIC INICHOYHONW 000JI0UKOM.

Tuopunaszun, 25 Mr, TaOJIETKH, TOKPHITHIE TUIEHOYHON 000JI0YKOH.

Tuopunaszus, 50 Mr, TaGJIETKH, MOKPHITHIC INICHOYHONW 000I0UKOM.

2. KAUECTBEHHBIN 1 KOJIUMYECTBEHHBIN COCTAB

JlelicTByro11e€e BEMIECTBO: THOPUJIA3UH.

Tuopumasud, 10 mr, TabJIeTKH, IOKPBITHIE INIEHOYHON 000JI0UYKON

Kaxxnas tabneTka, MOKpbITas IJICHOYHOM 000J0ukoi, comepkut 10 Mr TumopumaswHa (B BUIE
TUAPOXJIOPHIA).

Tuopugasun, 25 mr, Ta6J'IeTKI/I, MOKPBITHIE TNICHOYHOM 000JI0YKOH

Kaxnass Tabnerka, NMOKpBITas IUIEHOYHOM OOOJOYKOH, COAEpKHUT 25 Mr THopuiasuHa (B BUAE
THAPOXJIOPHIA).

Tuopunasun, 50 mMr, TabJeTKH, DOKPHITHIE [JIEHOYHONU 000J0YKOMI

Kaxknas TtabneTka, MOKpbITas IJICHOYHOH 000J04YKOM, comepkut S50 Mr THopuaasuHa (B BUIE
TUAPOXJIOPHIA).

BeimecrBa, Haauune KOTOPHIX HAA0 yYMTHIBATH B COCTaBE JIEKAPCTBEHHOTO Iperapara. JIakTo3a
(cMm. pasgen 4.4).

[TonHbIi TepeYeHs BCIIOMOTATEIBHBIX BEIIECTB MPUBEICH B pasnene 6.1.

3. JEKAPCTBEHHAS ®OPMA

TaOneTku, NOKPHITHIE MJIEHOYHOU 000TI0UYKOM.

Kpyribie 1BOSKOBBITYKIIbIE TAOIETKH, TOKPHITHIE MIEHOYHOM 000JI04KOM 06€JI0T0 MIIH TOUYTH 0e10ro
usera. Ha nonepednom paspese: sapo 06€10ro WM MouTH OesIoro ¢ )KeIToBaThIM OTTEHKOM LIBETa U
IJICHOYHAst 000JI0YKa.

4. KIMHUYECKHUE JAHHBIE

4.1. loka3zaHusi K NPUMeHEHHIO

HpenapaT TI/IODI/IJIaSI/IH INOKa3aH K NIPpUMCHCHHUIO YV B3POCJIbIX B BO3PACTC OT 18 et mo moKa3aHMUsIM:

Iu3odpenust U qpyrue Ncuxo3sl (B Ka4ecTBE Mperapara BTOPOW JIMHUY TepaIiH y MallueHTOB,
KOTOPBIM TIPOTUBOIIOKA3aHbl APYrHe Ipernapartbl Wik B ciydae Hed(D(PEKTHBHOCTH APYTHX
IIPENnapaToB).

IlcuxoTuueckue paCCTpOﬁCTBa, COIIPOBOKAAOIMIUCCA TUTICPPCAKTUBHOCTBIO U B036Y)KJICHI/ICM;
TAXKCJIbIC HAPYUICHUA ITIOBEACHU A, CBA3aHHBIC C arp€CCUBHOCTLIO, HECITOCOOHOCTRIO K ,ZIJ'II/ITGJ'IBHOI\/'I
KOHIOCHTpAall BHUMAHUSA; ICUXOMOTOPHOC B036Y)K,Z[CHI/IC Ppa3JIMIHOTO I'CHE3Aa.

HCBPOBBI, COMMPOBOXKAAKOIINUECCA  CTpaxoM, TpeBOFOﬁ, MCUXOMOTOPHBIM BO36y)K,Z[CHI/ICM,
IMICUXOOMOIIMOHAJIBHBIM  HAINPSAXKCHUEM, HApYIICHUEM CHA, HAaBA3YMBBIMHU COCTOAHHAMU,
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IIpenapar Tuopunasvi Doka3ad K OPUMEHEHHIO Y AeTel B Bo3pacte oT 4 10 18 et 1mo mokasaHusM:

e [uzodpenus u apyrue NCUXo3bl (B Ka4eCTBE Mperapara BTOPOU JIMHUH TePAluy y MalMeHTOB,
KOTOpPBIM TPOTHBOIIOKA3aHbI JIPYrHe Mpenaparbl Wid B ciaydae HEIDPEKTUBHOCTH IPYTHX
MpenaparoB).

e HapymieHnue noBeseHus ¢ NOBBIIEHHONW ICUXOMOTOPHOI aKTUBHOCTBIO.
4.2. Pe:kxuM 103MPOBaHUS U CIOCO0 MPUMeEHEeHHU s

PexxuM no3upoBaHus

Bspocnvie

Hluzopenus u Opyeue ncuxosvl

B3pocnble: Haunnator nedenue ¢ 50-100 mr 3 paza B CyTKM € IOCTENIEHHBIM IMOBBIIIEHUEM [0
MakcuManabHOU 7036l 800 mr/cytku (mpu HeobOxommmocTH). [locne moctmwxkenus >¢dekra mo3a
MOJKET OBITh CHMIKEHA O MUHUMAIBHOHN mojiepkuBaromieil. O0mas cyrouHas ;103a KojeOeTcs B
npenenax 200-800 mr/cyTku B 2-4 npuema.

Icuxomuueckue paccmpoﬁcmea, CO”DOGOJ!C@CZIOWMQCW cuneppeaxknueHoCnibio U 6036V9fca€Hu€M,'
mAsiceible HAPpYUILeHUA noseaeﬂuﬂ, CBA3AHHblE C A2pecCUBHOCmbsHo, HecnocoOHOCmbIO K OUMENbHOU
KOHUYermpauuu 6HUMAHUA, NCUXOMONOPHOEe 6036V9f€()€H1/l€ PA3TIUUYHOCO ceHe3d

B ambynaropubix ycnoBusix - 150-400 mr/cytku; B cramumonape - 250-800 mr/cytku. Jleuenue
OOBIYHO HAYMHAIOT C HU3KHUX 1103, 25-75 Mr B CYTKH, OCTENICHHO yBEIUYMBAsi 10 ONTHMAaJIbHON
TEpareBTUYECKON J103bl, KOTOPAasl TOCTUIAETCsl B TeueHHe 7 JHEW, a aHTUIICUXOTHYECKUH 3PQPeKT
ormeuaercs ciycts 10-14 gueit. Kypc nedenus coctaisieT HECKOJIbKO Heelb. [lonnepxxuBatomas
cyTroyHas go3a: 75-200 Mr 0qHOKpaTHO Mepe] CHOM.

Hesposvl, abcmunenmublil cUHOPOM. (MOKCUKOMAHUSA, AIKO20JIU3M)

ITpu HeBpoO3ax ¢ JErKMMU KOTHUTUBHBIMU U SMOLIMOHAJBHBIMU HapylieHusaMu - 30-75 Mr B cyTkH,
npu HedPPEKTUBHOCTH /103y MocTeneHHO mnoBbimaroT A0 50-200 mr B cytku. Ilpum HeBposax c
COMaTHUYECKUM KOMHOHEHTOM - 10-75 mr B cyTku. HaumHate jedyeHne ¢ HU3KHX /103, TOCTENIEHHO
MOBBIIIAS MX /IO ONTUMAaJIbHOW TepameBTHUecKON mA03bl. [Ipu aOCTUHEHTHOM CHHApOME, B
3aBHCUMOCTH OT CTENEHU TSDKECTH cocTostHUS oT 10-75 mr/cytku 1o 150-400 mr/cyTku.

Oco0bIe TP VI ITAIMEHTOB

Jluya noxcunozo 6ospacma

[Ipu neyeHny auIl MOKUIIOTO BO3pacTa MPUMEHSIOT 00bIYHO HU3KHUE 10361 30-100 Mr B CyTKH.
eTH

Hluzogpenus u opyaue ncuxoswl

Jletsim Ha3zHauatoT ¢ 0,5 MI/KI/CyTKHM B HECKOJIbKO MpueMoB. [Ipn He0OX0IMMOCTH 103y MOBBIIIAIOT
710 MaKCUMaJIbHOW CyTOYHOM J03bI - 3 MI/KI/CYyTKH.

Hapywenus nogeoenusi ¢ no8blueHHOU NCUXOMOMOPHOU AKMUBHOCHbIO
VY nereii 4-7 net o 10-20 mr B cytku. KpatHocTh nipuema - 2-3 pasa B CyTKH.
VY nereit 8-14 net no 20-30 mr B cytku. KpatHocTs puema - 3 pasa B CyTKH.

V nereit 15-18 ner no 30-50 mr B cytku. KpatHocTs npuema - 3 pa3a B CyTKH.
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BuyTps.

Jlody ¥ BpeMs MpueMa Ipenapara cielyeT MOoAOMpaTh HHAMBUAYAJIBHO B 3aBUCUMOCTH OT
3a00JIeBaHUs U TSOHKECTH CUMOTOMATHKH. HaumHath jedyeHne peKkoOMEeHIyeTCsl C /103, HaXOsIIuXCs
Ha HIDKHEH TIpaHulE YKAa3aHHOIO Juarna3oHa. 3aTeM B IPOLECCE JICYCHMs 103y IOCTEIEHHO
YBEIUYMBAIOT JI0 JOCTH)KEHUS MakKcuManbHOW dH(dexTuBHON 103bl. [lpu  moctmwxkeHun
MaKCHUMaJIbHOI'O TEpaneBTHYeCKoro 3¢d@exra 103y NOCTENEHHO CHUXKAIOT 10 MOJAEp’KUBAIOIIEH
n03bl. CyTO4HYIO 03y AeNAT 00BIYHO Ha 2-4 mpreMa.

B cinyuae oTMeHBl JUIMTENBHON Tepanmuu IpenapaToM €ro 03y PEKOMEHJIyeTcs CHUXKaTb
IIOCTETIEHHO, B TEYEHME HECKOJIbKUX HEJENb, IIOCKOJbKY BHE3alHasi OTMEHA Yy NaIUEHTOB,
MOJTy4aBIIUX MPEnapar JUIMTEIbHO UM B BBICOKUX J03aX, MOXKET IPUBECTH B HEKOTOPBIX CIydasix K
TaKUM SBJICHHUSIM Kak TOIIHOTA, PBOTA, TPEMOP, TOJOBOKPYKEHUE, OCCIIOKOMCTBO, BO30YKIECHHE,
OecCOHHUIa, PEXOAIINe AUCKUHE3UU. DTU SBJIEHUS MOTYT CO3/1aBaTh OUIMOOYHOE BIICUATIIEHUE
BO3HHUKHOBEHHS y MAllMEHTA JICIPECCUBHOIO MIIM IICUXOTUYECKOTO COCTOSHUS.

4.3. IlpoTuBOMOKA3aAHUS

¢ TUIICPUYYBCTBUTCIIBHOCTh K THOPHUAA3UHY U APYI'UM IMPOHU3BOJHBIM (I)GHOTI/IB.?»I/IHB. HUIN K J'IIO6OMy
M3 BCIIOMOI'aTCJIbHBIX BCIICCTB, IICPCUHNCIICHHLIX B Pa3aciic 6. 1,

® AHAMHECTUYECKHE CBEICHHS O pEakUMsaX TIUIEPYYBCTBUTEIBHOCTH, TaKUX KakK TsbKelas
(boToceHCcHOUIM3aIMS WK THIIEPYYBCTBUTEILHOCTD K IPYTUM (DEHOTHA3UHAM;

® KOMATO3HBIC COCTOAHUA UIIN COCTOAHUA TAKCIOr0 YTHECTCHUA HGHTpaHBHOﬁ HGpBHOfI CHUCTCMBI,

¢ AHAMHCCTHUYCCKUC CBCACHHUA O CCPbC3HBIX I'€MATOJIOIMYCCKUX 3a6OHCBaHI/I$IX, B YaCTHOCTH
YTHETCHHE KOCTHO-MO3TOBOI'O KPOBETBOPCHMU S,

® BBIPAXKCHHBIC JCIIPECCUBHBIC COCTOSHUA,
® JICYCHOYHAas HEAOCTATOYHOCTD,

® OJHOBPEMEHHBIM IpUEM C JIEKAPCTBEHHBIMU CpEACTBaMH, yanuHsAommMmu uHTepBan QT,
BpOKJeHHOE y/uinHeHne nurepsana QT;

® apuTMUU (B TOM YHKCJIE€ B aHAMHE3E);

® OJHOBPEMEHHBIH IpUeM MHTUOUTOpPOB MM cyocTparoB u3zodepmenta CYP2D6, BpoxieHHas
HU3Kas akTUBHOCTH n3opepmenta CYP2D6;

e 0OEepeMEeHHOCTh, IEPUOJI TPYIHOTO BCKaPMJIMBAHUS;

® JISTCKUI BO3pacT 10 4 JeT.
4.4. Ocobble yKka3aHHus U MepPbl MPeI0CTOPOKHOCTH NPH NPUMEHEHUH

C 0CTOPOKHOCTBIO

AnkoronusMm  (TIpenpacroio’)KeHHOCTh K TeMaTOTOKCHYECKUM  PEaKLMsAM), TaTOJIOTHYECKUe
W3MEHEHHs KapTUHBI KpPOBH (HapyIIEHHE KPOBETBOPEHHMS), paK MOJIOYHOH kKeJe3bl (B pe3ysbTare
MHAYIMPOBAHHOW (EHOTHA3MHOM CEKPELUH NPOJIAKTHHA BO3PACTAIOT IMOTEHLIUANbHBIH PUCK
IMpOrpeCCUpPOBaAHUSA 0o0JIE3HU U PE3UCTCHTHOCTDL K JICHCHWIO SHAOKPHUHHBIMHU U HUTOTOKCHUYCCKUMU
JICKApCTBEHHBIMH CPE/ICTBAMH), 3aKpPBITOYTOJIbHAs TIJIAyKOMa, THUIEpIUIasus MpeacTaTelbHON
KECJIE3bI C KIMHUYCCKUMU IPOABICHUAMU, ITOYCHHAA HEAOCTATOYHOCTD, A3BCHHAA 0oJe3Hb KeIyaka
1 12-nepcTHOM KUIIKHU (B epHOA 000CTpeHus); 3a00I€BaHUsI, COMPOBOXKIAIOIINECS MTOBBIIIEHHBIM
PUCKOM  TpoMOOAMOOJIMYECKUX  OCJIOKHEeHuH;  Oonesnp  [lapkuHcoHa — (ycHiIMBaKoTCA
SKCTpanmupaMuaHble  3PQEKTh);  SMWIENCHs;  MUKCEIeMa;  XpOHHWYECKHe  3a0oJeBaHus,
3
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pHUCKa pa3BUTUS NeNaTOTOKCUYHOCTH y JETEN M MOAPOCTKOB); KaxeKCcus, pBoTa (IIpOTUBOPBOTHOE
JeiicTBHE MPOU3BOJIHBIX (PEHOTHA3HMHA MOXKET MAaCKHPOBATh PBOTY, CBSA3aHHYIO C MEPEI03UPOBKOM
JPYTMMH JIEKApCTBEHHBIMM cpeiacTBamu). CrneayeT yuuThIBaTh PHUCK Pa3BUTHS  TSKENbBIX
ToKcrndeckux 3¢ (HeKToB u3-3a yanuHeHus uareppana QT.

Oco0ble yKa3zaHus

B nepruoa JICUCHUA HCO6XOI[I/IMO OCYHIECTBJIATE KOHTPOJIb MOp(l)OJ'IOFI/I‘ICCKOl"O COCTaBa KpOBH.
Hab;ueHMbl nooaicus10co so3pacma c 0€M€H1/ﬂ/l€11

B panaoMu3uMpoBaHHBIX KIMHUYECKUX HCCIEAOBAHUSAX I10 CPABHEHMIO HEKOTOPBIX ATHUIIMYHBIX
HEHPONENTUKOB ¢ IUTalebo, MPOBEICHHBIX Y MAIMEHTOB IOXUIIOIO BO3pacTa C JEMEHIIHEH,
Ha0JI0/1a7I0Ch TPOEKPATHOE YBEIMUYEHUE pPHCKA pPa3BUTHUS LEpeOpPOBACKYISIPHBIX OCIIOKHEHHMH.
MexaHu3M YBEJIWYCHHUS PUCKA PA3BUTHUS 1IepeOPOBACKYIAPHBIX OCIOKHEHUI HE U3BECTEH.

Henp3s UCKITIOUNTE yBEJIIMUEHUE 3TOTO PUCKA MPU MTPUEME APYTUX HEUPOJICIITUKOB WIIK IIPU MPUEME
HEUPOJICTITUKOB TAaI[UEHTaAaMHU JAPYTUX TPYMI, MOITOMY TUOPHAA3UH CJIEAYET C OCTOPOKHOCTHIO
MIPUMEHSTH MallMeHTaM ¢ (JaKTOpaMH pUCKa Pa3BUTHS UHCYNbTA. Y MAIMEHTOB MOXHIOTO BO3pacTa
C TICMXO03aMH, CBSI3aHHBIMU C JEMEHIMEW, MPU JICUCHUH AHTHUICUXOTUYECKUMH TpernapaTaMu
Ha0II0/1a7I0Ch TOBBIIIEHUE pUCKA CMEPTH. B m1ane0o-KOHTPOIUPYEMBIX HCCIEIOBAHUIX OBLIO
MTOKAa3aHO, 9TO OOJIBIIMHCTBO MAIIMCHTOB, IOJYyYaBIINX ATUITHIHBIC AaHTUTICHXOTUYECKHE IPENapaThl,
umenu B 1,6-1,7 pa3 OGonpliuil pUCK CMEpTH, YeM MalUeHThl, MolydaBiine 1ianebo. B mmane6o-
KOHTPOJIUPYEMOM KIIMHHYECKOM MCCIEAOBAaHUH Y TTOJIYHYaBIINX aKTUBHBIN Mpenapat (HeHpoJICNTHK)
MalUEHTOB MO OKOHYaHUU 10-HeAeNbHOro Kypca JieueHUuss CMEPTHOCTh cocTaBiisia 4,5 % mpoTus
2,6 % y ManMeHToB, MOTYYaBIINX TUIANe00. XOTsS NPUYUHBI CMEPTH B KIIMHUYECKHUX MCCIIEIOBAHUIX
C aTUMHUYHBIMH aHTUIICUXOTUYECKUMHU IpernapaTaMi BapbUpOBAIH, OOJBIIMHCTBO MPUYUH CMEPTEil
OBLIO WJIM CEePJICYHO-COCYAUCTHIMU (HAIPUMEp, CepIeUHas HEAOCTaTOYHOCTh, BHE3AIHAs CMEPTh),
Wi UH()EKIMOHHBIMH (HampuMmep, MHeBMOHUs). HalnrogarenbHble MCCIENOBaHUS MOATBEPIUIIH,
YTO MOJO0HO JICUCHUIO ATHUIMUYHBIMUA AHTUIICUXOTHYECKUMU TIpenaparamu, JeUCHUE TUIUIHBIMU
HEUPOJIEITUKAMU TaK)X€ MOXKET YBEJIMYMBAThb CMEPTHOCTh. (CTemneHb, B KOTOPOH YBEIMYECHHE
CMEPTHOCTHU MOXKET OBITh CBSA3aHO C TPUEMOM AaHTHIICUXOTUYECKOTO TIpernapara, a He ¢ HeKOTOPBIMH
0COOCHHOCTSIMU MAIIMEHTOB, HEACHA.

Yonunenue unmepsana QT

VY NOXWUIBIX MAMEHTOB, MPUMEHSIONINX (EHOTHA3UHBI, B TOM UYWCJIE THOPHIA3HH, HAOIIOAAIUCh
M3MeHeHus TepMuHanbHOoro orpeska DKI', Brimovaronue yanmuaenne uatepsana QT, genpeccuro u
unBepcuto 3yona T, mossrnenune U BonH. Ha ceromHsmiHuil neHb MOSBICHHE STUX HU3MEHEHUN
CBSI3BIBAIOT C M3MEHEHHEM pEIOJspU3allid, KOTOpas HE CBSI3aHAa C MOBPEXKJACHUEM MHUOKapaa U
aBisgeTcs obpatumoi. Tem He MeHee, 3HAUUTENbHOE y/uIMHeHne nHTepBana QT MoXkeT BBI3BIBATH
YKEITyT0YKOBBIE apPUTMUH, IPUBOASAIINE K BHE3AITHOM CMEPTH.

To30H55 Ouckunesus

JlmuTenbHOe MCIIONh30BaHNWE aHTUTICUXOTHYECKUX MPENapaToOB MOXKET OBITh CBS3aHO C Pa3BUTHEM
MO3/IHEH NHUCKUHE3UH, CTENEHb BBIPAKEHHOCTH KOTOPOW Yy MAIlMEHTOB 3HAYMTENILHO BapbHpYET.
3noxauecmeerHblll HelPOIeNMUYECKULL CUHOPOM

IIpu npueme THOpUAA3MHA, KaK W JPYIMX AaHTUICHUXOTUYECKUX IpernapatoB  ObuIM
3apETUCTPUPOBAHBI  CIIy4aW Pa3BUTHS  3JI0KAYECTBEHHOTO HEMPOJENTHYECKOrO CHHAPOMA,
KIIMHUYECKUMH TIPOSIBIECHUSAMHU KOTOPOTO, SIBISIFOTCS: TMIIEPIUPEKCHS], MBIIIEYHAs PUTHUIHOCTb,
U3MEHEHHE B I[ICUXMYECKOM CTaTyce, BEreTaTHBHbIE HApYIICHUS (HEpEryJspHBIH NyIbC U
aprepuanbHoe aasieHue (AJl), Taxukapaus, apuTMusi, OTIMBOCTb, OJIbIIIKA), HAPYILIEHHE COZHAHUS
BIUIOTh 10 KOMBIL. [IpM BO3HMKHOBEHHMM 3JI0Ka4€CTBEHHOIO HEHPOJENTUYECKOIO CHHIpOMaA
HE00XO0/IMMO HEMEJUICHHO MPEeKPaTUTh MIPUEM THOPUIA3HUHA U JIPYTUX MPernapaTroB, HEOOXOAMMBIX
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BaXHBIX QyHKIMI. Eciy nanenT Hyk1aeTcsi B aHTUIICUXOTHYECKOM JICUSHHH I1OCIIE IEPEHECEHHOTO
3JI0OKAYECTBEHHOTO HEMPOJIENTUYECKOTO CHHIPOMA, CIEAYET TINATEJbHO OLIEHUTH BO3MOXHOCTh
MOBTOPHOM MEIMKaMEHTO3HOW Tepanuu THOPHAA3MHOM. 3a TaKUMH NaIlMeHTaMH HEOOXOIMMO
YCTAHOBMTH TILATEILHOE MEIUIIMHCKOE HAOII0IEHHE.

Ilepenomvl, mpasémol

TI/IOpI/II[a?)I/IH MOXET BbI3bIBATh COHJIMBOCTD, IIOCTYPAJIbHYIO THIIOTCH3HUIO, MOTOPHYIO 1 CCHCOPHYIO
HeCTaGI/IJIBHOCTL, 4YTO MOXCT HNPUBOAWUTH K MAACHUAM, U, KaK CICACTBUC, IICPCIIOMaM U APYTUM
TpaBMaM.

Ilayuenmui ¢ snunencueti

BcenenctBue criocoOHOCTH THOpHIA3WHA CHIKATh TOPOT CYAOPOKHOW aKTHBHOCTH, MPH JICYCHUU
MAIMEHTOB C AMIJICTICHEH CIeayeT TIIATeIbHO HAOII0AATh 32 X COCTOSHUEM H, TI0 BO3MOXKHOCTH,
MIPOBOJIUTH AJIEKTpO3HIIEaorpaduro.

Iayuenmwi ¢ 6onesnvio Ilapxuncona

3a MCKIIIOYEHHEM OCOOBIX CIIydaeB, THOPUAA3UH HE CIEAYeT IPUMEHSTh y MallUeHTOB C OOJIE3HbIO
[TapxunCOHA.

Benosnuie mp0M609M60Jlult€CKu€ OCJIOJCHEHUA

[Ipy mnpuUMEHEHWHM  aHTUIICUXOTHUYECKHX TpPEnaparoB  HAOMIOJAIMCh  CIIy4ald BEHO3HBIX
TPOMOOIMOOIMYECKUX OCIOKHEHUH, MHOTJAa — C JICTAIBHBIM HCXO0A0M. [lo3TOMYy THOpUIAa3UH
ClIelyeT TPUMEHSATh C OCTOPOXHOCTHIO y TAIMCHTOB C (DaKTOpamMu pricKa Pa3BUTHS BEHO3HBIX
TPOMOOIMOOIMUECKUX OCIIOKHEHUM.

Yenemarowee oeticmeue Ha yenmpanbHy0 HEPEHYIO CUCEMY

Kaxk u npyrue ¢eHoTnasmHbl, THOPUAA3HH CIIOCOOEH YCHIMBATH YIHETAIONIEE JCHCTBHE Pa3IMIHBIX
JETIPECCaHTOB  (AJKOTONb, AHECTETHKH, O0apOWUTypaTbl, HApKOTHKH, JPYrHe TICHXOAKTUBHBIC
Ipernaparhl, MHCEKTULXB! aTponMuHa U (ocdopa U Ipyrue) Ha LEHTPATbHYIO HEPBHYIO CHCTEMY.
Bbut 3aperucTpupoBan cirydail OCTAHOBKH JBIXaHUS IPU COBMECTHOM MPUMEHEHHH (PEHOTHA3MHA U
60b1I0M 10361 GapOUTYPATOB.

Cunopom ommeHbl

B CBsA3M ¢ BO3MOXKHOCTBIO pa3BuUTHA CUHAPOMA OTMCHBI IIPU PE3KOM IPCKPAIICHHUU JICYCHUA
BBICOKMMH J03aMH TUOPUZA3WHA, OTMCHY ITperiapara CJICAYCT MPOBOANUTE ITOCTCIICHHO.

Domocencubunuzayus

B cBs131 ¢ BO3MOKHOCTBIO pPa3sBUTHA (1)0TOCGHCI/I6I/IJII/133HI/II/I, manucHTaM, nojJay4aroumm THOpruaa3nuH,
CJICAYCT pCKOMECHI0BATDH n3oeraTh Hpe6BIBaHI/I$I o nNpsAMbIMHU COJTHCUHBIMU JIYIaAMHU.

Omanoncodepicawjue seujecmaa
B niepuon nedenust THOpUIA3UHOM 3ampeniaeTcs MPUeM dTaHOJICOIEPKAINX BEIIECTB.

BcnoMorarensHble BEIECTBA

IIpenmapat TuopupazuH COOEpKUT JIaKTO3y. JlaHHBIM J€KapCTBEHHBIM IpenapaT HeE CleayeT
MPUHUMATD MAllMEHTaM C PEAIKO BCTpedarollencs HacaeCTBEHHON HENEePEeHOCUMOCThIO TalaKTO3bl,
JIAKTa3HOW HEOCTATOYHOCTHIO MJIM TIFOKO30-TAJIAKTO3HON MaiibabcopOuueit.

4.5. BzaumojeiictBue ¢ JPYrMMH JIeKAPCTBEHHbIMH TMpenapaTtamMi © Jpyrue BHJbI
B3aUMOJIEeHCTBUA

Memabonusm, onocpedyemviti  uzogpepmenmam CYP2D6: THOpHIA3UH METabOIH3UPYETCs
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STUM NpenapaThl, UHIHOMPYIONUIUE TaHHBIM M30(QepMEeHT (Hampumep, HMUMETHANH, (PIyOoKCeTHH,
MapOKCETHUH, MOKJIOOEMHUT), MOTYT YCHJIUBATh U yIIUHATH 3(PPEeKThl THOpUIA3UHA.

Tpuuumuqecmte aHmqunpeccaHmbl N OOIHOBPCMCHHOC IMPUMCHCHUC TPUIHUKIINICCKHUX
AHTUACTIPECCAHTOB U ITPOU3BOAHBIX (beHOTI/Ia?)I/IHa MOXET ITPUBOJUTH K IMOBBIIICHUIO KOHOCHTpAIUH
B IJIa3MC 3TUX JICKAPCTBCHHBIX CPCACTB W/ VI IMPOU3BOAHOTO (1)6HOTH3,3I/IH21, YTO MOKCT MMPHUBCCTHU K
BO3HHMKHOBCHHIO apHTMHﬁ.

IIpomusocyodopodicusie cpedcmaa.; TAOPUA3UH, KaK U IpyTrue (peHOTHa3uHbI, MOKET CHIKATh OPOT
CYIOpOXXKHOI roToBHOCTH. [Ipy OJHOBpEMEHHOM MPUMEHEHUH C THOPUAAZUHOM BO3MOXKHO
MOBBIIIICHUE WJIH CHIDKEHUE KOHIICHTPAIMU B CHIBOPOTKE (DEHUTOWHA, B CBS3H C YEM MOXKET
noTpedboBaTbcs KOppekiuss ero Ao3bl. Ilpu CcoBMECTHOM MNPUMEHEHMHM THUOpPUIA3WHA U
KapOaMa3zenuHa KOHIEHTpAI[UU 3TUX MPEnapaToB B CHIBOPOTKE HE U3MEHSIOTCA.

Aumueunepmensuenvie  cpedcmeéa u  6ema-a0peHoOI0Kamopbl:  BCIEJICTBUE  INOJABJICHUS
MeTa0oIM3Ma COBMECTHOE NPHUMEHEHHE JAaHHBIX CPEICTB C THOPUIAA3MHOM MOXKET NPHUBECTU K
MOBBIIIEHUIO KOHIIEHTPALUi B IU1a3Me KaX/10r0 U3 IpenapaToB, YTO, BEPOSITHO, MOXKET IPUBECTH K
BBIpQ)KEHHOMY CHIDKEeHHIO AJl, HapyIIeHUsIM puTMa cep/iia Wik mMoO0YHbIM 3¢ (HeKTam co CTOPOHBI
LIEHTPAJIbHOW HEPBHON CHCTEMBI.

Henpsamvie anmuxoazynsinmel: COBMECTHOE IIPUMEHEHHUE C THOPHUIA3MHOM MOKET BBI3BATh YCUIICHNE
THIONIPOTPOMOMHEMHUYECKOTO JICHCTBHS, YTO CBS3aHO, TJIABHBIM O0pa3oM, C KOHKYPEHTHBIM
B3aUMOJICHICTBMEM Ha YypoBHE H30(epMeHTOB muToxpoma P450. B stoM cnydae HeoOxoaum
TIIATEIBHBIH KOHTPOJIb KOHIIEHTPAIIMKA TPOTPOMOHHA B TIIa3ME.

Cpeocmea ¢ yenemarowum 8030eUcCmeuem Ha YeHmpaibHylo HEPEHYIO cucmemy. THOPUJIa3UH MOKET
ycunuBaTh 3(PPEeKThl AIKOrOIs U APYTrUX CPEIACTB, 00JAAAIOIIUX YTHETAIOUIUM BO3JICHCTBHEM Ha
[IEHTPATBHYIO HEPBHYIO CHCTEMY, OCH30/IMa3eITMHOB, HAPKOTHUSCKUX aHAITBIETUKOB, 0apOUTYpaToB,
AHTUJEIIPECCAHTOB U CPEACTB AJI1 HAPKO3a.

Uneubumopor monoamunoxcuoasvt (MAQ): omHoBpeMeHHOE TpuUMeHeHne MHruoutopoB MAO u
TUOpUJIA3MHA MOKET Y/UIMHSTh W YCUJIMBATh CENaTUBHOE M M-XOJIWHOOJIOKHpYIOIIee AeicTBHE
KaXX/I0TO M3 MPETapaToB.

Ilpenapamor aumusi: BO3MOXKHO BO3HMKHOBEHHUE TSDKEIIBIX HEHPOTOKCHUYECKUX OCJIOKHEHUH,
SKCTpanupaMUAHBIX HApyIIEHUH M coMHaMOyln3Ma y NAalUeHTOB, MOJYYaBIIUX OJHOBPEMEHHO
Ipernapar JIMTHS ¥ IPOU3BOIHOE (PEHOTHA3MHA, BKIIOYask THOPUIA3UH.

Cpeocmea ¢ M-XOnUHOOIOKUpYIOWUM — Oelicmuem: TIpU OJHOBPEMEHHOM TMPUMEHEHUU C
TUOPUJIA3UHOM BO3MOXXHO YCHIIEHHE M-XOJUHOOIOKHPYIOMHUX 3(H(HEKTOB M-XOIMHOOIOKATOPOB
(aTponmMHONOTOOHBIX ~ CPEJCTB),  AHTUTHCTAMUHHBIX  IPEMapaToB W TPHUIMKIHYECKHAX
AHTHUJICTIPECCAHTOB, BIUIOTh /0 TAaKUX MPOSBIECHUN KaK «aTPOMMHOBBIM ICHUX03», BBIPAKEHHBIN
3armop, MapaTuTHYECKas KHUIICYHAas HEMPOXOIMMOCTh, THIEPIUPEKCHS C BO3MOXHBIM TEIIJIOBBIM
ynapoM. B aTux ciydasx moka3aHo TIIaTeTbHOE HAONIOJICHHE 32 MAIMEHTOM U KOPPEKLHUs 103
MpEeraparoB.

IIpomusonapkunconuueckue cpeocmea: TPU OJHOBPEMEHHOM HPUMEHEHMM THOpPHUIA3UHA U
JIEBOJIONBI BO3MOXKHO ociabieHue 3(hPexToB KaxkJoro U3 npenaparos.

Cocyoocyscusarowue  cpeocmea: Onarojaps CBOMM  (-aJpE€HOOJIOKMPYIOIIMM  CBOICTBaM,
THOPHUAA3UH MOXET OCJIA0JATh MPEeCCOPHBIA dYPPEKT COCyAOCYKHBAIOMUX CPeACTB (dnuHEedpUHa,
nonamuHa, 3¢enpuna, penumnppuna).

Xunuoun. npu OJHOBPEMEHHOM INPHUMCHCHHU XWHHUIAWHA W THOPHJa3WHA BO3MOXHO YCHJIICHUC
YIrHETArOIICTO BOSHCﬁCTBHﬂ XWHUJUHA HA MUOKapA.

Aumuapummuyueckue cpedcmea/ yonunenue unmepeana QT yduTbiBas, 4YTo (PEHOTHA3UHBI, B TOM
YyuCIlie THOPUIA3UH, MOTYT BbI3bIBaTh Takue u3Menenus JKI' kak yninunenue unrepsana QT, cnenqyer
6
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aHAJIOTMYHBIM CBOMCTBOM.

Tuazuonvie Ouypemuxu: OJIHOBPEMEHHOE NPUMEHEHUE THOPUAA3MHA U THA3UIHOIO JUYypETHKa
MOXET IIPUBECTH K BBIPAKEHHOM apTepHUAIbHON rMNoTeH3uu. KpoMe Toro, BeI3BaHHAsl JUYPETHKOM
TMIIOKAIMEMUS MOXKET YCHIJIMBATh KapJUOTOKCHUYECKHE 3 (EeKThl THOPUIA3UHA.

T'unoznukemuueckue cpedcmea.‘ TUOPUAA3UH BJIMACT HaA YI‘JIGBOI[HBII;'I 06M€H, B CBA3U C UCM IIpHU €TO
INPUMEHCHUN MOXXCT HApyIIaTbCsda TOJCPAHTHOCTH IMAalMCHTA K TJIFOKO3€, NJOCTUIHYTas Ha (bOHe
JICYCHH A TUIIOTJIMKEMHUYCCKUMU CPCACTBAMMU.

Aumayuonvie u  npomugoouapetinvie  cpedcmeéa  MOTYT  yMEHbUIaTh  BCAacblBaHUE U3
xenynoyHo-kumeuHoro tpakra (OKKT) tnopunasuna.

4.6. ®epTUIBHOCTH, 0EPEMEHHOCTD U JIAKTALMS

bepemeHHOCTD

[Ipumenenue mpemnapara 3ampenieHO BO BpeMs OEpeMEHHOCTH, TaK KaK aJeKBaTHbIE M XOPOIIO
KOHTPOJMPYEMBIE UCCIIEAOBAHMS O€30IIaCHOCTH Tpernapara npu 0epeMEeHHOCTH HE TPOBOIMIIUCH.

JlakTanus

HpI/I HCO6XOIII/IMOCTI/I Ha3sHa4YCHUA IIpliapara B IMCpHUOA JIAKTAlUKW TI'PyJHOC BCKapMJIIMBAaHUC
H606XOI[I/IMO IIPCKPATUTD.

4.7. BiusiHue Ha CHOCOOHOCTH YHOpaBJjsATh TPAHCHOPTHBIMHU Cpe€aACTBAMHU U paﬁoTaTb C
MeEXaHU3MaMHu

B mepuopn yedeHWs THOPHIA3MHOM 3allpemiacTcsl BOXKICHHE TPAHCIIOPTHBIX CPEICTB, pabora ¢
MEXaHU3MaMH U IPYTHe BUJBI JESTEIbHOCTH, TPEOYIOIINE OBICTPOTHI PEAKIUH.

4.8. HexkesaTeibHbIE peaKkuu

Pesrome npoduiist 0e300acHOCTH

HexenartenbHble peakluyd TUOpUIAa3uHA, KaK M MPOYUX (DEHOTHA3UHOB, 3aBHCST OT O3Bl U, Kak
MPaBUJIO, OOYCIIOBJIEHBI BbIpAXXEHHBIMU (papmakoioruueckumu s¢dexramu mnpenapara. [lpu
MPUMEHEHUH TIpernapara B PEKOMEH/IOBAaHHOM HWHTEpBaJe J03 HEXKelaTelbHble pEaKIUH B
OOJIBIIMHCTBE CIIyyaeB C€1a00 BBIPAXKEHbI M HOCAT NPEXOMALIMi xapakTep. Tspkenble sBIEHUS
OTMEYAIOTCs MPU UCIOJIB30BaHUHU BBICOKUX /103 THOPUAA3HHA.

Pe3roMe HexenaTeabHbIX PeAKIIU

HexxenaTenbHble peakiiuy CrpynmupoBaHbl B COOTBETCTBUU ¢ Kiaccudukamueit opranoB MedDRA,
B MIpeieiax KaXJA0W IpymIbl NEPEUUCIIEHBI B TOPSAAKE YMEHBIIEHNS 3HAUUMOCTH.

YacToTa HexkenaTeIbHbIX PEAKIUi IPUBEACHA B BUJE CICAYIONIEH Tpalalluu:

ouensv yacmo (> 1/10);

yacmo (= 1/100, vHo < 1/10);

neuacmo (> 1/1000, Ho < 1/100);

peoxo (= 1/10000, o < 1/1000);

ouens peoxo (< 1/10000);

yacmoma Heuszsecmuna (Ha OCHOBAHUHM UMEIOIIMXCS JaHHBIX OLIEHUTh HEBO3MOXKHO).

HapymeHuﬂ CO CMOPOHbL KpoBU U JZUM¢CIWZZ¢’{€CKOIZ cucmembl. pEIaKo - HeﬁKOHCHHH, arpaHyJIOuTO3,

7
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TPOMOOILIUTOIIEHHUS; OYEHB PEIIKO - AaHEMUS, JICHKOITUTP3,

OHOOKpuHHbIEe HApYWeHUs  4acTo - TIPU JUINTEIbHOM MPUEME - TUIEPIPOJAKTUHEMUS, TATTAKTOPES;
HEYacTo - aMEHOpes, HapyIIeHUs MEHCTPYaJbHOIO LIMKJA, U3MEHEHHE MacChl Teljla, HapylleHue
SPEKLIMU U ISKYJSAIUM;, PEIKO - NPUANU3M; OYCHb PEAKO - HarpyOaHue MOJIOYHBIX JKenes,
TMHEKOMAacTus, epuQepruuecKue OTeKH.

Hapywenus co cmoponvl HepeHou cucmembl: 4YaCTO - CENATUBHOE JICHCTBUE, COHJIMBOCTD,
TOJIOBOKPYKEHHUE, CYXOCTh BO PTY, HEUETKOCTb 3PEHMSI, IIape3 aKKOMOJALMH, 3aJI0’)KEHHOCTh HOCA;
HEYacTO - HApYUICHHWE CO3HAHMs, ICUXOMOTOPHOE BO30YXKIACHHE, TaJUTIOIMHAINH, MOBBIIICHHAS
pa3ApaKUTEIbHOCTh, TOJIOBHAsI 00JIb, TOLIHOTA, PBOTA, AUApes, 3aIop, MOTeps alIeTuTa, 3a1epKKa
WIM HEeAEepKaHUE MOUM; PEIKO - CYJOPOIH, 3KCTpalMpaMHIHbIE CUMITOMBI (TPEMOp, MbIIIEUHAs
PUTHUAHOCTD, aKaTU3Us, TUCKUHE3Us, AUCTOHUSA), TIO3IHASA TUCKUHE3Hs!, OJIeAHOCTh, TPEMOD; OUECHb
penko - aenpeccus, 0ECCOHHUIIA, 37I0KAYECTBEHHBIH HEUPOJIEITUIECKUN CHHIPOM, TTapaTuTHYECKast
KHILIEYHAs] HETPOXOIUMOCTb.

Hapywenus co cmoponwvi cepoya: uedacto - usmeHenus OKI' (ymmnenme untepBanma QT),
TaxUKapaus; PeIKO - apUTMHH;, OYEHb PEIKO - TpeleTaHue-MeplaHue >KEITyJAOYKOB, BHE3amHas
CMEpTb.

Hapywenus co cmopoHul cocyoos: 4acTo - OpTocTaTH4ECKasi THIIOTEH3HSL.

HapymeHuﬂ CO CMmMOpPOHblL nevyeHu u chefl'{€6bl6’00/‘lu4ux nymeﬁ: HEYAaCTO - OTKIIOHCHHA O HOPMBI
AKTHBHOCTH IICYCHOYHBIX @GPMCHTOB; PCIAKO - I'CIIaTUT.

Hapywenus co cmoponvl kKodrcu u nOOKONMCHbIX mMKaHell: PEAKO - JEePMaTUT, KOXKHas ChIllb (B TOM
qyclie alljiepruueckasi), KpanuBHUIA, MTOBBIIIEHHAS ()OTOUYBCTBUTEIBHOCTh, AHTHOHEBPOTHUECKUN
OTEK.

Obwue HapyweHus u peakyuu 6 mecme 88e0eHUs. PEAKO - OTEK B 00JACTH OKOJIOYIITHOM KeJe3bl,
TUTICPTEPMHUSI, YTHETCHHE JIbIXaHUSI.

COO6H_IGHI/IG 0 TOA03PEBACMBIX HEXKCIATCIIbHBIX PCAKIIHAX

BaxHo coo0mars O NOJO3PEBAaCMbIX HEKEJIATEIbHBIX PEAKIMAX IMOCIE€ PErucTpanuu
JIEKapCTBEHHOT'0 Ipernapara ¢ ILeJbl0 00ecrneueHUs] HEMpPepbIBHOTO MOHMTOPUHIA COOTHOLICHHUS
«IoNb3a — PHUCK» JIEKAPCTBEHHOrO IHpernapara. MeIUIUMHCKUM pabOOTHUKAM pPEKOMEHAYETCs
coo0mIaTh O JHOOBIX MM0I03PEBAEMBIX HEXKENIATEIbHBIX PEAKIMAX JEKapCTBEHHOrO MpenapaTa yepes
HalmMOHAJIbHBIE CHUCTEMBI COO6H1€HI/I$I 0 HCXKCIIATCIIBHBIX pPEeaKOUiAX TOCydapCTB — YJICHOB
EBpasuiickoro 5KOHOMUYECKOTO COH03a.

Poccuiickas @enepanns

denepanbHas ciyx0a 1o Haa30py B cepe 3ApaBOOXpaHEHHUs
109012, r. MockBa, CinaBsitHcKast TUIoIiaab, 1. 4, ctp. 1
Tenedon: +7 (800) 550-99-03

DnexkrponHas moura: pharm@roszdravnadzor.gov.ru mau npr@roszdravnadzor.gov.ru

CaﬁT B I/IH(I)OpMaI_II/IOHHO-TCHGKOMMYHHKaHHOHHOﬁ CCTHU ((I/IHTepHeT»I
https://www.roszdravnadzor.gov.ru/

4.9. llepeno3upoBka

CHUMITTOMBI

Hapywenus co cmoponwsi cepoya: aputmun, cHikenne AJl, moxk, n3menenus Ha OKI, yuinnenue
untepBasioB QT u PR, nHecnenuduyeckue nsmenenust cermenra ST u 3yOua T, Opaguxapnaus,


mailto:pharm@roszdravnadzor.gov.ru
mailto:npr@roszdravnadzor.gov.ru
https://www.roszdravnadzor.gov.ru/

—.- T 0 Ia— || ‘|'

L S

CUHYCOBasi  CTEHOKApIHWs, AaTPUOBEHTPHUKYISIPHAS 6J10Ké£]a: :'ﬁ%qI@hH :re-ul_m(ammﬂ

COOTBETCTBYET SKCTIEPTHOMY OTHETY

GUOPMILIALNA KETYTOUKOB, «ITUPYITHAS» TaXUKAPAUS, yTHETeHHE (DYHKIIMA MHUOKap/a.

Hapywenus co cmopoHvl  yenmpanvHol — HepeHOU — cucmemvl.  CeJAaTUBHBIA  3(Ddexr,
AKCTpaNUpaMUIHbIE PACCTPONCTBA, CIYTAHHOCTb CO3HAHUS, QXKUTAIIUS, TUTIOTEPMUSL, TULIEPTEPMUSI,
cynoporu, apediaekcusi, Koma.

Hapywele CO CmMOpPOHbL gecemamusHoU Hepeyoﬁ cucmemsl: MUApHUA3, MHO3, CYXOCTb KOXHU U
CIIM3UCTON 000JIOUKH ITOJIOCTH pTa, 3aJI0)KEHHOCTh HOCA, 3aI€PIKKAa MOYH, HEYCTKOCTL 3pCHUA.

Hapywele CO CmMOpPOHbL ObIXAMENbHOL CUCTEMbL: YTHCTCHUC AbIXaHH, allTHO3, OTCK JICTKHUX.

Hapymenuﬂ CO CNMOPOHbL cheﬂy00’{HO'KuW€llH020 mpaxma. CHUKECHUE MOTOPHKH, 3aI10p, KMIIICYHasd
HCIIPOXOAUMOCTD.

Hapywenus co cmoponbl nouek u Mouesbi800AWUX nymeti.: OIUTYPUS, YPEMUSL.

TokCHYHOCTD HAYMHACT MPOSBIATHCS MTPU KOHIEHTPAIMK THOPHIa3KHa B 1u1a3me Oosnee 10 mr/m, mpu
koHUeHTpauuu 20-80 Mr/a HacTymaeT CMepThb.

Jleuenue

HeoOxomuMo oOecneduTh MNPOXOIUMOCTh JbIXaTENbHBIX MYTEH W HaJlaJuTh aJeKBATHYIO
OKCHUT€HAIMIO U JIETOYHYIO0 BEHTWISIIMIO. HeMenyieHHO HayaTh JUINTENbHbBIA MOHUTOPUHT CEPJIEYHO-
cocyaucroii gestensHoctu (OKI'). Jleuenue 3akinrovaercs B KOPPEKIUH IIEKTPOITUTHBIX HAPYILICHUH
Y KHCIIOTHO-IIEJIOYHOTO OajlaHca, BBeICHUH JIMJOKanHa (PEKOMEH IyeTCsl COOII0AaTh OCTOPOKHOCTD
BCJIC/ICTBHE MOBBIIIEHHOTO PHCKA BOZHUKHOBEHUS Cy0pOr), (eHUTOMHA, U30MPOTEPEHOIa, BIIOTh
70 YCTaHOBKM HWCKYCCTBEHHBIX BOIUTENCH putMa Hu JepuOpmwuiauuu. BBuUAy BO3MOXKHOTO
JOTONHUTENbHOTO yauHeHus: untepBasna QT crnenyer m3berarb NpPUMEHEHUS IU3OMHPAMUAA,
MIPOKaMHAMMU/IA U XUHUINHA.

Koppeknus cHumxenHoro AJl MoxxeT mnoTpeOoBaTh BBEIEHUS HMH(DY3MOHHBIX PpAacTBOPOB U
Bazonpeccopos. [Ipu ycroitunBo Hu3koM A/l mokazano BBeneHue GeHMIIPpUHA, HOpINMHUHEPPUHA
WIM METapaMUHOJIA. 0-aApEeHOOIOKUPYIOIee CBOMCTBA MPOU3BOAHBIX ()EHOTHA3MHA HE MO3BOJISIOT
MPUMEHSTh HECEJIIEKTUBHBIE (- W [-aJpCHOMUMETHKH (SIUHEPpPUH, JOMaMHH) — PpHUCK
napaoKCalbHON Ba30AMIaTalUH.

g ynaneHuss HeaOCOpOMpPOBAaHHOM 1103kl Npemnapara pPeKOMEHIYETCs MPOBOJAUTH MPOMBIBAHUE
XKeJly/lKa C IPUMEHEHUEM aKTUBUPOBAHHOIO yIud. IHIyKIMs pBOTHI MEHEE ITPEANIOUYTUTEIbHA BBULY
pHUCKa AMCTOHUM U MOTEHIIMAIbHONW acCIUpPallii PBOTHBIX Macc.

Octpsie JKCTpanupaMuaHbIE paccTpoiicTBa KYIUPYIOT JTU(EHTUAPaMUHOM WIH
TPUTEKCUPEHUTUITIOM.

IIpu kynupoBaHMM CynOpoOr cieqyeT u30eraTb BBeAEHUs 0apOUTypaToB (PHUCK YCYryOyieHUs
YTHETEHUS JAbIXaHUS).

3a cyeT BBICOKOTO 00beMa pacmpeleleHHuss U CUIBHOTO CBSI3bIBAHUS C O€lKaMH IUIa3Mbl
dbopcupoBaHHBIN aUype3, remorepdy3us, TeMoIuanu3 1 u3MeHenne pH mouu, ckopee Bcero, He
BIIUSIIOT HA BBIBEJICHUE MPON3BOAHBIX (DEHOTHA3WHA U3 OPTaHU3MA.

5. PAPMAKOJIOTMYECKUE CBOMCTBA

5.1. ®apmakoauHaMHuYecKue CBOiicTBa

(DapMaKOTepaHeBTI/I‘—IeCKaSI rpyimma: TICUXOJICIITUKH, AHTHUIICUXOTUYCCKUC Cpe€aAcCTBa;
MUIICPUIAUHOBBIC ITIPONU3BOAHBIC (pCHOTI/IaSI/IHa.

Kox ATX: NOSACO02
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MexaHusM aeiicTtBus U hapMakoauHaMudeckue 3O GHeKThI

COOTBETCTBYET ZKCNEPTHOMY OTUETY

Tuopuz[asnﬂ ABJICTCS MUANICPUAWMHOBBIM ITPOU3BOAHBIM (beHOTI/Ia3I/IHa, OKa3bIBAKOIIIUM BJIUIHHEC HA
LHEHTpaIbHyI0 U Tnepudepudeckyro HepBHYIO cuctemy. OKkas3blBaeT aHTUIICUXOTUYECKOE,
TPAaHKBWIM3UPYIOLIEE, AHTUACIPECCUBHOE, IMPOTUBO3YJHOE M NPOTUBOPBOTHOE JICWCTBUE.
MexaHu3M  aHTUICHUXOTHYECKOTO  JIEHCTBUSL  OOYCJIOBJIEH OJIOKagoil  MOCTCHHANTHUYECKHX
n0(haMHHOBBIX PELENTOPOB B ME30JMMOMYECKHX CTPYKTypax TOJIOBHOTO Mo3ra. lleHTpanbpHOE
MIPOTUBOPBOTHOE JIEHCTBHE 00YCIIOBIECHO YTHETEHUEM UiTU 0J10Ka10i 1odaMuHOBBIX D2-penentopos
B XEMOPELENTOPHONH TPUITEPHOH 30HE CTBOJIA TOJIOBHOTO MO3ra, nepudepuueckoe - OI0Kamoi
omyxxnatoniero Hepsa B JKKT. Takke obnagaet a-aqpeHoOIOKUPYIOLUIUM U M-XOJIMHOOIOKUPYIOIIUM
neiicrBueM. brnokamga Hi-rucTaMUHOBBIX U M-XOJIMHOPEIIETITOPOB HanboJiee BBIPAXKEHA CPEIU BCEX
HEWpOJIEITUKOB. B MaslbIX [103aX OKa3blBa€T AHKCHOJUTUYECKOE JIEWCTBHE, CHUYKAET YYBCTBO
HAIIpsPKCHHOCTU W TPCBOTH, B 60H€6 BBICOKHMX  HO03ax IIPOABACT AHTHICUXOTHYCCKUC
(HeiiposienTUUECKHE) CBOMCTBA. Y BEIMUMBAET BblIeJICHHE TUIIO(PHU30M MTPOJAKTHUHA.

Tuopunasud 10303aBUCUMO yiuIuHseT uHTEepBal QTc, YTO MOXKET MPUBECTH K TSXKEIBIM
YKA3HEYTPOKAIOIIUM KETYTOYKOBBIM apUTMUSIM, BKIIKOYAs «IIUPYITHYIO» TaXUKAPAUIO.

5.2. dapmaKkoKHHEeTHYEeCKHUeE CBOIiCTBA

AOGcopOrus

AGcopO1Hst — BBICOKAs, BpeMs TOCTIKEHHSI MaKcUManbHOH KOHIEHTPAHH (TCmax) B TIIa3Me KPOBH
1-4 4 nocne npueMa BHYTPb.

Pacnopenenenne

Oxkomo 90 % THopuIa3rHa CBA3BIBACTCS ¢ OEIKAMM TIa3MBbl.

Buorpanchopmarus

Mertabonu3upyercss B TEYEHH C OOpa30BaHMEM AaKTHUBHBIX METa0OJUTOB (ME30pUAA3MH U
cynbdopuagasun).

OIUMUHALIMSA

[Mepuon monyseiBeaenus (T12) 6-40 yacoB. Me3opuaasun hapMakoJIOTHIECKH 00Jice aKTUBEH, YeM
MCXOJHOE BEIIECTBO, UMeeT OombIuii T1/2, MEHBIIE CBI3bIBAETCS C OETKaMU IJIa3Mbl, CBOOOIHAS
(1)paKIII/I$[ BBIIIC, YEM Y THOPUJA3UHA. BI)IBOI[I/ITCSI B HCU3MCHCHHOM BHUJI€C U B BHUJIC META00JIUTOB —
noukamu (35 %), kuieyHuKoM. Boigensercs: ¢ rpyAHbIM MOJIOKOM.

6. PAPMAIIEBTUYECKHE CBOMCTBA
6.1. [lepeuyeHb BcioMOraTeJbHbIX BelIeCTB

JlakTO3BI MOHOTHIPAT (Caxap MOJOYHBIN)
[ennron03a MUKPOKPUCTAIIIIMYECKAS
Kapb6okcumernnkpaxmai HaTpHs
[ToBunon-K25

Maruus creapat

CocraB 000JI0UYKH:

I'mnpomennosa

Maxkporos-4000
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Turana quokcuna

6.2. HecoBMeCTUMOCTH

He npumenumo.

6.3. Cpok roaHocTu (CpOK XpaHeHHsl)

3 roza.

6.4. Oco0ble Mepbl NPEAOCTOPOKHOCTH NPH XPAHEHUH

XpaHUTh B 3alMIIEHHOM OT CBETa MECTE MpHU TemmepaType He Boiie 25 °C.
6.5. XapakTep u coiep:kaHne YNAKOBKHU

I[To 10, 25, 30 wm 50 Tabierok B KOHTYPHYIO SYEHKOBYIO YHNAKOBKY W3 IUICHKU
MOJINBUHUJIXJIOPUAHON U (OJIBIYM aTFOMUHUEBOM M€YaTHOM JIAKMPOBAaHHOM.

ITo 10, 20, 25, 30, 50, 60 v 100 TabieTok B 0aHKH U3 MOJUATHIICHTepedTamaTa /1 JeKapCTBEHHBIX
CPEIICTB WJIU TOJUIPONUICHOBBIE ISl JIGKAPCTBEHHBIX CPEJCTB, YKYNOPEHHBIC KPBIIIKAMH U3
MOJIMATHIICHA BBICOKOTO JIaBJICHUS C KOHTPOJEM TIEPBOTO BCKPBITHS, WM  KPBIIIKAMH
MOJIUIPONUIICHOBBIMH C CUCTEMOM «HAXKaTh-TIOBEPHYTH) WJIU KPBIIIIKAMU U3 MOJUITHUIICHA HU3KOTO
JABJICHUS C KOHTPOJIEM IIEPBOTO BCKPHITHSI.

Opny Oanky wiu 1, 2, 3,4, 5, 6 wnn 10 KOHTYpHBIX SYEHKOBBIX YIIAKOBOK BMECTE ¢ HHCTPYKLMEH 110
IPUMEHEHMIO [TOMELIAI0T B KAPTOHHYIO YIAKOBKY (MAUKy).

6.6. Ocodble MepbI MPEIOCTOPOKHOCTH NMPH YTHIM3ALUUH MCNOJIb30BAHHOIO JeKAPCTBEHHOI 0
npenapara Wi OTXO0J0B, MOJYYEHHBIX MOcC/e NMPUMEeHEeHHs JIEKAPCTBEHHOr0 Mpenapara, u
Apyrue MaHMIYJISILMU € pernapaTomM

Oco06ble TpeOoBaHUs OTCYTCTBYIOT.

7. AEP)KATEJIb PETUCTPAIHIMOHHOI'O YAOCTOBEPEHMUSA

Poccus
000 «ATomm»

445351, Camapckast 00:1., . XKurynesck, yi. I'mapocrpoutenei, 1. 6.
7.1. llpencraBuTtenb AepkaTesisi perucTPALMOHHOIO YA0CTOBEpPEeHHA

[Iperen3uu noTpeduTenel HAMPaBISTH MO ATPECY:

Poccus

000 «O30H»

445351, Camapckast 00:1., T.0. XKurynesck, r. )Kurynesck, yi. ['uapoctponrernei, 1. 6.
Ten.: +79874599991, +79874599992

E-mail: ozon@ozon-pharm.ru

8. HOMEP (HOMEPA) PETUCTPALIMOHHOI'O YAOCTOBEPEHUASA
11




COOTBETCTBYET SKCTNEPTHOMY OTHETY

oT 26.02 2026 Nz 3621

(NMOCNEOOBATENEHOCTE 0003)

9. KATEI'OPHUs OTITYCKA JIEKAPCTBEHHOI'O ITPEITAPATA

JlexkapcTBEHHBIH Mpenapat OTHOCUTCS K KATETOPUU OTITYCKa IO PELenTy.

OO0mas xapakTepuCTUKa JIEKApCTBEHHOIO mpemnapara THOpHIa3uH JOCTYIIHA B €IMHOM peecTpe
3apETUCTPUPOBAHHBIX JIEKAPCTBEHHBIX CPEACTB EBpa3uiickoro 3KOHOMHYECKOTO C€O03a M Ha

oduIaILHOM caire YIOJIHOMOYEHHOI'O oprasHa (3xcriepTHOM OpraHU3aIIHH )
https://Ik.regmed.ru/Register/EAEU SmPC.
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