OBIIAS XAPAKTEPUCTHUKA JIEKAPCTBEHHOI'O ITPEITAPATA

1. HAUMEHOBAHME JIEKAPCTBEHHOTI'O IIPEITAPATA
Topenno Ky-tab, 0,5 Mr, TabneTku, qucneprupyemsbie B IMOJIOCTH PTa
Topenno Ky-1a6, 1 mr, TabneTku, nucneprupyemMsie B MOJIOCTH PTa

Topenno Ky-tab, 2 mr, TabiaeTku, AUCTIEPrUPyEMbIe B TIOJIOCTH PTa

2. KAYECTBEHHbBIN U KOJIMYECTBEHHBIN COCTAB
JleiicTByto11I€€ BEIIECTBO: PUCIICPHUIOH.

Topenno Ky-tad, 0.5 mr, TabiaeTKy, AUCIIEPTUPYEMBIE B IOJOCTH PTA

Kaxxnas tabnerka conepxut 0,5 Mr pucnepuaoHa.
BcrnomorarenbHbie BEIIECTBa, HAJMYME KOTOPBIX HAJ0 YYHUTHIBATH B COCTaBE JICKAPCTBEHHOTO
npenapara: copouTo, acmapram (cM. pazaeinsl 4.3., 4.4.).

TODGH[[O KV-Ta6, 1 MT, Ta6JI€TKI/I, AUCTICPIUPYEMBIC B ITOJIOCTH pTa

Kaxxnas tabnerka conepkut 1 Mr pucnepuioHa.
BcnomorarenbHble BeleCTBa, HAJMYME KOTOPBIX HAJ0 YUYMTHIBATH B COCTABE JIEKAPCTBEHHOI'O
npemnapara: copouTo, acnapram (cM. pasaensl 4.3., 4.4.).

Topenao Ky-tab, 2 Mr, TaOJIE€TKH, AUCIIEPTUPYEMBIE B IOJIOCTH PTA

Kaxxnas Tabnerka coiepKuT 2 MI pUCTIepUIOHA.
BcnomorarenbHble BelecTBa, HAJMYME KOTOPBIX HAJ0 YUYHUTHIBATH B COCTABE JIEKAPCTBEHHOIO
npemnapara: copouTo, acnapram (cM. pasaensl 4.3., 4.4.).

[TonHbI# TepeueHb BCIIOMOTATENBHBIX BEIIECTB MTPHUBEIEH B pa3zaeie 6.1.

3. JIEKAPCTBEHHAS ®OPMA
Tabnerku, Iucneprupyemsbie B MOJIOCTH PTa.

Topenno Ky-1a0, 0.5 Mr, TabJIeTKH, TUCIIEPTUPYEMBIE B IOJIOCTH PTA

prrnme, CJICTKa JIBOSKOBBIITYKIIBIC Ta0JIETKHU CBCTJIO-PO30BOI0 1HBE€Ta C€ BUAWUMBIMU
BKpAaIJICHUAMMH.

Topenao KV-Ta6, 1 mr, Ta6J'ICTKI/I, JAUCTICPIrUPYEMBIC B ITOJIOCTH PTa

prrnme, CJICTKa JIBOSKOBBIITYKIIBIC Ta0JIETKHU CBCTJIO-PO30BOI0 HBE€Ta C BUAWUMBIMU
BKpAIJICHUAMMH.

Topenno Ky-1a0, 2 mMr, TabaeTKy, AUCIIEPrUpYEMBIE B IOJOCTH PTA

prrﬂble, CJICTKa JBOSKOBBIITYKJIBIC Ta0JIETKH CBCTJIO-PO30BOI0 1BCTa C€ BUAUMBIMU

BKpAIJICHUAMMU.



4. KNIMHUYECKHUE JAHHBIE
4.1. IToka3aHus1 K IPUMEHEHHUIO

- Jleuenue mm3odpeHUH y B3pOCIBIX U AeTel oT 13 neT.

- JleyeHne MaHMaKaJIbHBIX AMHU30/10B, CBA3aHHBIX C OMIIOISIPHBIM PACCTPOUCTBOM, CpEAHEN
Y TSDKEJIOW CTETEHU Y B3pOCHbIX U JieTeit ot 10 ser.

- Kpartkocpounoe (10 6 Henenb) JeUCHUE HETPEKPALIAONIECHCS arpecCui y MAalUeHTOB C
JIEMEHITNEH, 00yCIIOBICHHON 0O0JIe3HBIO ATbIreiiMepa, CpeIHEN U TSHKEIION CTENeHH, HEe
nojuarwoueiics HeapMakoIOIrHYECKMM METOJaM KOPPEeKLHUM, U NpPU HAJIUYUU PUCKA
NPUYMHEHUS Bpea NAlMeHTOM caMoMy ce0e MM IPYTHM JIHIIAM.

- KpaTtkocpounoe (10 6 Hemenb) CHUMITOMATUYECKOE JIEUEHUE HEMpEKpallaroeics
arpeccuy B CTPYKTYpE pacCTPOMCTBA MOBEAEHUS y JETEH OT 5 JIET C YMCTBEHHON OTCTAIOCTBIO,
JIMarHOCTUPOBAHHOM B COOTBETCTBUM ¢ KpurepusmMu DSM-IV, npu xoTopoil B cuily TsDKECTH
arpeccuu WM HMHOTO JEeCTPYKTUBHOIO IIOBEACHUS TpeOyeTcs MEJUKaMEHTO3HOE JICUueHHeE.
@dapmakoreparnusi AODKHA OBITh YacThl0 KOMIUIEKCHOHM MPOrpaMMbl JICUCHHS, B TOM YHCIIE
IICHXOJIOTHYECKUX H O00pa3oBaTEIbHBIX MEPOINPHUIATHH. PUCTEpHIOH NOKEH Ha3HAYaThCs
CHELMATUCTOM B O0JIACTH JI€TCKOW HEBPOJIOIMM U JIETCKOW NMCUXUATPUHU WM BPauoM, XOPOIIO
3HAKOMBIM C JICUEHHEM PACCTPOICTB NOBEJEHUA Y JIETel U MOJAPOCTKOB.

4.2. Pexxum 103MpoBaHNs U €c1IOCO0 NPUMEHEHUs!

PexxuM 103upoBaHusd

B nauane mo3upoBaHusS W TPH yBEIUYEHUH 03B, a TaKXkKe MPH HEOOXOJUMOCTH IMpHeMa
J03UPOBKH pucnepugona 0,25 Mr ciieyeT NpUMEHATh COOTBETCTBYIOIINE JIEKAPCTBEHHBIE (DOPMBI
pHUCIIepUI0Ha C BO3MOKHOCTBIO J103upoBanus 1o 0,25 mr.

Bspocnvie

Hluzogdpenus

[Tpenapat Topenno Ky-tab MokeT mpUMEHSThCS OJMH WJIH JIBa pa3a B CYTKU.

Havanpnas no3a npemnaparta Topenmo Ky-tab cocrasmsier 2 Mr B cyTku. Ha BTOpO# AeHB 103y
MO’KHO YBEJIHUYHUTH 10 4 MT B CyTKH. C 3TOr0 MOMEHTA J]03y MOKHO JTNOO COXPaHUTh Ha MPEKHEM
yYpOBHE, 100 MHIMBHYaIbHO CKOPPEKTUPOBATH NpU HE0O0X0oauMocTH. OOBIMHO ONMTUMAIIbHOM
n030# sBnsieTcs 4—6 Mr B cyTKU. B psine ciydaeB MOKeT OBITh ONpaBaHo Oojiee MeIJIEHHOE
yBEJIMUYEHHUE J103bl U O0Jiee HU3KME HavaabHas v MOAEP>KUBAIOIIAs 103bI.

Jo3bl Bbiie 10 Mr B CyTKM He MoOKa3ajiu Oojiee BBICOKOH 3()D(PEKTUBHOCTU MO CPAaBHEHUIO C
MEHBILIMMH J103aMH U MOTYT BBI3bIBaTh MOSIBJICHUE HKCTPAIMPAMUIHBIX CUMIITOMOB. B cBsi3u ¢
TEM, 4TO OE€30MacCHOCTh 703 BbIIE 16 MI' B CyTKHM HE H3y4allach, J103bl BBIIIE ATOIO ypPOBHSA

MPUMEHSTh HE PEKOMEHYEeTCSl.



[TaruenTam, y KOTOpBIX HaOIIOJAeTCsl YCTOWYHMBAs COHJIMBOCTb, PEKOMEHIYETCS NMPUHHMATh
MOJIOBUHY CYTOYHOM J103bI JIBa pa3a B CYyTKHU.

Manuakanvhole 37’11/{300bl, CBA3dHHblE C 6I/ll’l0jl}1DHblM paccmpoitcmeww

Pexomenyemas HavanbHas n103a npenapara Topenno Ky-tad coctaBnsier 2 Mr oiuH pa3 B CyTKH.
ITpyr HEOOXOAMMOCTH 3Ta J103a MOKET OBITh MOBBIIIEHA HE MEHee, 4eM uepe3 24 yaca Ha | Mr B
cyTkd. Jlnsg OoNbIIMHCTBA MAIMEHTOB ONTUMANBHOM 1030i siBisercs 1-6Mr B CyTKH.
[TpumeHneHue 103 Bbllle 6 MI' B CYTKH Y AlIMEHTOB C MAHUAKAJIbHBIMU SIIM30aMH HE U3y4ajlocCh.
Kak u ans n1r060i apyroil cMMOTOMAaTHUYECKOW Tepamuu, LesIeco00pa3HOCTh MPOAOIDKEHUS
neuyenus npenaparoM Topenao Ky-1ab 1omkHa peryisipHO OLIEHUBAThCS U MOATBEPXKAAThCA.
[TaruenTam, y KOTOpBIX HaOJMIOJAETCsl YCTOMYMBAs COHJIMBOCTh, PEKOMEHIYETCS MPUHHUMATh
IIOJIOBUHY CyTOYHOM J103BI JiBa pa3a B CyTKHU.

HenDeKDClWClIOWCI}ZC}I azpeccus 'y nayuernioe ¢C 0€M€H1/ﬂl€l/7, 06VC/106JZ€HH012 bo1e31bI0

Anvyeeumepa

Pexomenyemas HauanbHast 103a pucnepuona coctasiser 0,25 Mr Ha IpueM JiBa pa3a B CYTKH.
[Tpu HEOOXOAMMOCTH BO3MOKHO HHIMBUAYAILHOE YBEIUYeHHE /10361 110 0,25 Mr 1Ba pas3a B CyTKH
¢ uHtepBasioM He MeHee | qus. [lyig OONBIIMHCTBA MAllMEHTOB ONTHUMAJbHAS /1032 COCTABIISET
0,5Mr nBa paza B CyTKH. Y HEKOTOPBIX MAallMEHTOB, OAHAKO, 3((EeKTHBHAs /1032 MOXKET
cocTaBysTh 1o 1 Mr 1Ba pasa B cyTku. [Ipenapat Topenno Ky-1ab He qomkeH IpuMeHAThCs 6oliee
6 HeZemb TIPM HENPEKpaIIarolIecss arpecCui y TAIMeHTOB C JEeMEHIHEH, 00yCIIOBICHHON
6ose3Hbi0 Amblreiimepa.

Bo Bpems neuenus npemnaparom Topenno Ky-ta®b HeoOxonuma yactas M peryyisipHas OLIEHKa
COCTOSIHUS MAllMEHTa JJIs PEeIIEeHHUs BOIIPOCca 0 HEOOXOAUMOCTH MPOI0JKEHUS TEpAUu.

[Tocne Toro, kak y nmanueHTa OyeT TOCTUTHYTA LieJeBasi 103a, MOKHO MEPEBECTU €0 Ha PEKUM
IpreMa IpernapaTa OAWH pa3 B CyTKH.

Oco0bIe I'pynnbl DaMCHTOB

Tayuenmul ¢ noyeunol u neueHOYHOU HedOCMAMOYHOCINbIO

VYV nanueHToOB ¢ HapymieHHeM (YHKIMH TMOYEeK CHID)KEHa CIIOCOOHOCTh BBIBEACHHUS AKTHBHOU
AHTUTICUXOTHYECKOH (hpaKIuy 10 CPAaBHEHUIO C IPYTHMH TPYIINaMH MAlUEHTOB. Y MallieHTOB C
HapylieHneM (pyHKIMY NeYeHH HAaOII0AaeTCsl MOBBIIIEHHAS KOHIIEHTpAIUs CBOOOHOHN (pakiuu
pUCIIEpUIOHA B IJIa3ME KPOBH.

Hauanpaas n nmoaacpKuBaromas 103a B COOTBETCTBHUU C ITOKA3aHUAMU JOJKHA OBITH YMCHbBIIICHA
B /IBa pasa; yBEJIMUYEHHUE J03bI y MAIUEHTOB C HApYyLICHHEM (PYHKLUHU MEYEHU M MOYEK TOJIKHO
MPOBOJIUTHCS MEJIJICHHEE.

[Ipenapar Topengo Ky-ta® crmeayer mpUMEHSTh C OCTOPOKHOCTBIO y JaHHOM KaTeropuu

MMAIllEHTOB.



Tlayuenmul nodxxcunoco 6o3pacma

Hluzoppenus

Pexomennyemass HawanmpHas mo3a — 0,5mMr Ha mpuem naBa pasa B CcyTKd. J03y MOXKHO
WHAUBUAYaIbHO YBenuuuBaTh Ha 0,5 Mr JBa pasza B CyTKH 10 1—2 Mr /1Ba pa3a B CyTKH.

Manuakanvhole 91’lu300bl, CBA3AHHblE C 6un0ﬂ}1DHblM pPACCmpoUCmEom

Pexomenayemast HauanbHast 103a cocrapisier 0,5 Mr Ha npueM JBa pa3a B CyTKU. J[03y MOXKHO
WHAUBUAYAIBHO yBenn4uBaTh Ha 0,5 Mr ABa paza B cyTku 0 1-2 Mr nBa pa3a B cyTKu. OmbIT
MPUMEHEHHUS y MalUeHTOB MOXWIOr0 BO3pacTa OrpaHUYEH, B CBSI3U C YEM CJEIyeT COO0IaTh
OCTOPOXKHOCTb.

eTH
Hluzogpenus

JHemu om 13 nem

Pexomennyercs HauanbHas nos3a 0,5 Mr Ha IpueM OJMH pa3 B CyTKH YTpoM WM BeuepoM. [Ipu
HEO0OXOAMMOCTH JIO3UPOBKY MOKHO YBEJIMUUTh HE MEHEe ueM uepe3 24 yaca Ha 0,5—1 mr B cyTkH
JI0 pEeKOMEHAYeMOH a03bl 3 MI B CYTKM Ipu Xopoluei mnepeHocumoctu. HecmoTpsa Ha
3¢ (EeKTUBHOCTD, MPOJIEMOHCTPUPOBAHHYIO IPH JICYEHUH IU30(PPEHUH Y MOAPOCTKOB 103aMH 1—
6 M B cyTKH, HE HA0JII0AaI0Ch TOTIOJIHUTENbHON 3(h(DEKTHBHOCTH MPH J103aX BbILIE 3 MI B CYyTKH,
a Oojee BBICOKME J103bl BBI3BIBAJIM OOJIbIIE HEXENaTeNbHBIX peakuuil. [IpuMmeHeHne 103 Bblllie
6 MT B CyTKH HE M3Yy4aJOCh.

OTCyTCTBYET ONBIT IPUMEHEHHS B Tepanuu mu3odpennn y nereit miuaame 13 mer.
ManuaxanbHble 5nu300bl, C8A3AHHbIE C OUNONAPHBIM PACCMPOUCTBOM

Jlemu om 10 1em

Pexomennyemas HavanbHas no3a 0,5 Mr Ha mpueM OJMH pa3 B CYTKU YTpoM uiu BedepoM. [lpu
HEO0XOIMMOCTH JI03UPOBKY MOKHO YBEJIIMYUTh HE MeHee ueM uepes 24 yaca Ha 0,5-1 mr B cyTku
70 peKoMeHayeMoi 103bl 1-2,5Mr B CyTKM INpH Xopoueil mepeHocumocTH. HecmoTps Ha
3¢ (HEeKTUBHOCTD, MPOJIEMOHCTPUPOBAHHYIO MPU JIECYEHUH MaHUAKAJIbHBIX MTU30/0B, CBA3aHHBIX C
OWITOJIIPHBIM ~ pacCTpoiicTBOM, y nered mo3amu 0,5-6 Mr B CyTKH, He HaOIIOAIOCh
JIOTIOJTHUTENIBHON 3(PPEKTUBHOCTH MpPH 103aX BBIIIE 2,5 M B CyTKH, a 0ojee BBICOKHE J103bI
BBI3BIBAIM OOJIbIIE HEXeNaTeldbHbIX peakiuil. [IpumeHenue m03 Bblle 6 MI B CyTKH He
N3y4aIoCh.

Henpexpawaiowasics azpeccusi ¢ cmpykmype paccmpoucmed nogeoeHus

Jlemu om 5 0o 18 nem

[Taruentam ¢ maccorr Tema 50 kr u Ooyiee pPEeKOMEHJOBaHA HadallbHas J03a Mpemnapara
Topenno Ky-1a6 0,5 mr onun pa3 B cyTku. [Ipr HEOOX0IMMOCTH 3Ta 1032 MOXKET OBITh YBEJIMUCHA

Ha 0,5 Mr oguH pa3 B CyTKM He MeHee ueMm uepe3 24 daca. [lisi OONBIIMHCTBA TMAIMEHTOB



ONTUMAaJIbHAs /1032 COCTaBJIsAeT 1 MI oAMH pa3 B CyTku. OfHAKO A7 HEKOTOPBIX MAllMEHTOB
npennoutuTenbHed npuem no 0,5 Mr B CyTkM, Torja Kak JpyrMM IalMeHTaMm Tpedyercs
YBEJIMUYEHHUE J103bI 10 1,5 MI' B CyTKH.

[Tanmentam ¢ maccoil Tena menee 50 Kr peKOMEHJ0BaHA HaudalbHas jo03a npemnapara 0,25 mr
OJIuH pa3 B cyTKu. [Ipu HeoOXoaMMOCTH 3Ta 1032 MOKeT ObITh yBenuueHa Ha 0,25 Mr oiuH pa3 B
CYTKH He MeHee ueM depe3 24 yaca. /{151 001b1IMHCTBA TALIMEHTOB ONTUMAJIbHAS J103a COCTABIISET
0,5 Mr omun pa3 B cyTku. OgHaKo Al HEKOTOPHIX MAIlMEHTOB MPEANOYTUTEIBHEH MpPHUEM IO
0,25 Mr B cyTKH, TOrJja Kak HEKOTOPbIM TpeOyeTcs yBenuueHue 10361 10 0,75 MI B CyTKH.

Kak u ans n1r060il apyroil cuMOTOMaTHYECKOW Tepamnuu, 1eaeco00pa3HOCTh MPOJOJIKEHUS
nedenus npenapatoM Topenno Ky-1ab nomkHa peryasipHO OLIEHUBATHCS U IOJATBEPKIATHCS.
[TpumeneHue y neteit muaaue 5 JeT He PeKOMEHYeTCs BBUly OTCYTCTBUSI JaHHBIX.

Ilepexoo om mepanuu Opy2umu aHMUNCUXOMUYECKUMU NPEnapamamu

B Hauane npumenenus npenapata Topenno Ky-ta® pexoMeHayeTcs MOCTENEHHO OTMEHSThb
IIPEIIECTBYIOLLYIO TEPAIHIO, ECJIM 3TO KIMHUYECKH OIpaB/iaHo. B ciryuae npeapiayuieit tepanuu
nerno-(opMaMy  aHTUIICUXOTHYECKUX MpenaparoB Tepanuio mpernapatoM Topenpo Ky-tad
pEKOMEH/1yeTcs HauyMHATh BMECTO CIICAYIOUIeH 3aIulaHUpOBaHHOM uHbekuuu. Ilepuonmyecku
ClIeZlyeT OLIEHUBATh HEOOXOIUMOCTh NMPOJODKEHHS TeKYyILeH Tepanuu aHTUIIAPKUHCOHUYECKUMHU
npenapaTami.

[Tpenapat Topenno Ky-tabd cnexyeT oTMeHATh nocteneHHo. [Ipu pe3xkom npekparieHuy npuema
AQHTUIICUXOTHYECKUX IIPENapaToB B BBICOKUX J03aX, B TOM YHCJIE PUCIIEPUIOHA, B OUEHDb PEIKHUX
cilydasx HaONIoand pa3BUTHE CHHIpPOMAa «OTMEHBI» (TOIIHOTa, pPBOTA, IOBBIIIEHHOE
MOTOOT/IEJIEHNE U OECCOHHMIIA), BO3MOKHBI PEIIUANBbBI IICUXOTUUECKUX CUMIITOMOB U MOSIBIICHHE
HENPOU3BOJIbHBIX IBUKEHUH (TaKUX KaK aKaTU3Msl, JUCTOHUS U IUCKUHE3HS).

Crooco0 rmpuMeHeHus

BHyTpb, HE3aBUCUMO OT BPEMEHHM ITpUEMA TTHIIH.

[Tpenapat Topenao Ky-1ab B nekapcTBeHHOH Gopme TablIeTKH, AUCTIEPTUPYEMbIE B IOJIOCTH PTa,
MOJKET MPUMEHSTHCS B KauecTBE ajbTepHATHBBI Mpemnapary TopeHAo B JIEKapCTBEHHOU (opme
TabJIETKH y MalMeHTOB, KOTOPBIE HCIIBITHIBAIOT TPYAHOCTH MPU MPOTJIaThIBAHUHU TaOJICTKH.
Tabnerku, nucneprupyemble B MOJOCTH B IOJIOCTU pTa, XPYIKHE, NMO3TOMY HMX HE CIEeayeT
BbIIaBIIMBaTh 4epe3 (oibry YMakoBKHM, TaK Kak OHM MOTyT ciomarbcs. He ciemyer Opathb
TabJIETKy MOKPBIMH pyKaMH, Tak Kak TabJeTKa MOXET HayaTh paCTBOPATHCS.

TabneTky cienyer NpUHATH cpa3y Mocje BCKPBITUS OaucTepa.

W3Bneus TabNeTKy cienyeT CleayonmmM o0pa3oM:



1. CornyTs OIUCTEp IO JUHUU Pa3phIBa.

2. BCkpbITh O1cTep, OCTOPOKHO MOTSHYB 32 Kpaid (OJIBIH.

3. OcTopOoXHO M3BIEYb TAOIETKY.

4. 3arem Ta6J'IeTKy CJIICAYyCT HCMCIJICHHO IIOJIOXKHTHb Ha A3BIK WM ACPKATh BO PTYy B TCUCHHC

HECKOJIBKHUX CECKYH/ OO0 ITOJIHOT'O paCTBOPCHUA, 3aTCM MOXKHO 3aIllUTh JKUIAKOCTBIO.

He cnenyer cmemmBaTh TabIeTKy BO PTY C IHIICH.

Taxxe MOXHO IOMECTHTh Ta6HeTKy B ITOJTHBIN CTaKaH BOAbI U Cpa3y BBIIIWTD.

4.3. [IpoTuBONOKA3aAHUS

['unepuyBCTBUTENBHOCT K PHUCHEPUIOHY M (WIHM) K JIOOOMY M3 BCHOMOTATEIbHBIX
BEILECTB, IEPEUHCIICHHBIX B pa3jene 6.1.
DEHWIKETOHY PHUSL.

Penxo BCTpCHaromasACcAa HaCJICACTBCHHAA HCIICPECHOCUMOCTD (I)I)YKTO?»I)I.

4.4. OcoOble yKka3aHus M MepPbl NPEJI0CTOPOKHOCTH NPH NPUMEHEHUH

C 0CTOPO’KHOCTBIO

3aboneBaHus CEepJIEYHO-COCYAUCTOMN CHUCTEMBbI (XpoHnueckas cepaeyHas
HEJOCTaTOYHOCTh, TMEPEHECeHHbI WH(ApKT MHOKapAa, HApYIICHUS MPOBOJAUMOCTH
CepJICYHOMN MBILIIIbI);

00€3BOKMBAHUE U THIIOBOJICMUS,

HapyILIEHHUs] MO3rOBOI'0 KPOBOOOpAIlIEHHUS;

6ome3ns [lapkuHcoHa;

CYJOpOTH (B TOM YHUCIIE B aHAMHE3E);

noueyHast v (WJIn) TeYeHOYHas: HeIOCTaTOYHOCTh TSHKENoH creneHu (cM. paznen 4.2.);
31I0yTIOTpeOJIeHNE JIEKApCTBEHHBIMH CPEJICTBAMU WITH JIEKAPCTBEHHAS 3aBUCHMOCTH;
COCTOSIHUS, IPEpAcIIOoararolife K pa3BUTHIO TaXUKapIMU TUTIA «ITUPYIT» (Opaaukapaus,
HapylLIeHUE 3JIEKTPOJUTHOro OajlaHCca, OJHOBPEMEHHOE MPUMEHEHHE JIEKaPCTBEHHBIX
cpenacTs, yunHsomux naTepai QT);

OIyXOJIb MO3Ta, KUIIEYHAsl HEIIPOXOAUMOCTb, CIIy4al OCTPOH NMEepea03UpPOBKU JIEKAPCTB,
curzpom Peite (mpoTuBOopBOTHBIHN 3 (eKT prcrepruoHa MOKET MACKUPOBATh CHUMITOMBI
ATUX COCTOSTHUN);

(bakTOphI prCKa pa3BUTHS TPOMOOIMOOINN BEHO3HBIX COCY/IOB;



e Oone3nb nuddy3ubix Tener Jlepu;
® [pPUMEHEHHE y MAIMEHTOB MOKUIIOTO BO3pacTa ¢ epeOpOoBacKYISPHOM JEMEHITUCH;
e OEpEMEHHOCTb.

Ilpumenenue y nayueHmos noHCUI020 803pacma ¢ 0emeryuerl

Hosvluenue cmepmuocmu y RAYUEHmMoO8 NONCUL020 803PACMA C ()emeﬂuueﬁ

Y mManMeHTOB TOXKWJIOTO BO3pacTa C JEMEHIIMEH, TOJydYaBIIMX TEPaNui0 aTHIHYHBIMU
AHTUTICUXOTHYECKUMH TpernapaTaMu, HaOII0IaT0Ch YBEIHMUYEHUE CMEPTHOCTH MO CPABHEHUIO C
rpynmnoii mianebo B HUCCICNOBAHMSIX ATUIMUYHBIX AHTUICUXOTHYECKHX CPENICTB, BKIIOYas
pucnepusion. CMEpTHOCTh y MAIlMEHTOB, MOJYYaBIIMX PUCIEPUIOH WM IuIanebdo, CocTaBHiia
4,0% u 3,1 % coorBercTBeHHO. CpenHUN BO3pacT yMEpIIMX MNAIMEHTOB COCTaBHJI 86 IeT
(mnamazon 67—100 ner). [lo nmaHHBIM JIBYX OOIIMPHBIX HAOMIOAATENIBHBIX HCCICIOBAHUN Y
MAlMEHTOB MOXKUJIOTO BO3pAcTa C JEMEHIIUEH NPU JICYCHUH THUIUYHBIMUA aHTUIICUXOTHUYECKUMU
npernapaTaMu OTMEUEHO HEOOIbIIOE yBEIWYEHHE PUCKA CMEPTH IO CPABHEHHIO C TAKOBHIM Y
MAIMEHTOB, HE TOMYyYaloluX JieueHue. B HacTosmuii MOMEHT coOpaHO HEJOCTATOYHO JTaHHBIX
JUIs TOYHOM OIIEHKM yKa3aHHOTO pucka. HewsBecTHa W NMpuYMHA MOBBIIICHUS JAHHOTO PHUCKA.
Takoke He orpejiesieHa CTeNeHb, B KOTOPOU MOBBIIIEHUE CMEPTHOCTH MOXKET OBITh MPUMEHHMO K
AHTUTICUXOTHYECKUM TpernapaTam, a He K 0COOGHHOCTSIM JaHHOW IPYMIbl MAI[IEHTOB.

Oonospemennoe npumerenue ¢ hypocemudom

[Ipu omHOBpeMeHHOM mpueMe (pypocemMuaa M pUCIEPUIOHA BHYTPh Yy MAIUEHTOB MOXHIJIOTO
BO3pacTa C JIEMEHIIMeH Ha0Iroqanach noBeieHHas cMmeptHocTh (7,3 %, cpennuii Bo3pact 89 ner,
nuanazoH 75-97 ner) mo CpaBHEHUIO C TPYIIONW, MpUHUMaBILIEH Toiabko pucnepugon (3,1 %,
cpeaHuii Bozpact 84 roja, nuanason 70-96 ner) u rpynmnoi, NpuHUMaBILIEH TOJIbKO (GypoceMu
(4,1 %, cpennuii Bo3pact 80 yet, auamazoH 67-90 jer). VYBenuyeHWe CMEPTHOCTH TIPH
NpUMEHEHUH (¢ypoceMuja OIHOBPEMEHHO C PHUCHEPUIOHOM OTMeYaJoch B 2-X U3 4-x
KIIMHUYECKUX HccieqoBaHui. OJHOBpPEMEHHOE MPUMEHEHHME pPHUCIEPUAOHA C JAPYyTUMU
JUYpETUKaMU (B OCHOBHOM C THA3WJHBIMHU JUYPETUKAMU B MaJbIX [103aX) HE COIIPOBOXKJIAIOCH
MOBBILIEHUEM CMEPTHOCTH.

He ycTanoBneHo maTopu3n0I0rHYecKuX MEXaHU3MOB, OOBICHSIONINX JaHHOE HabmoaeHue. Tem
HE MeHee, ClefyeT coOMoaaTh 0co0yr0 OCTOPOKHOCTh NMPU MPUMEHEHUH IpernapaTra B TaKHX
ciydasix. Ilepen mpuMeHeHHeM HEOOXOIUMO TIIATENIBHO OIIEHWBATh COOTHOIICHHE «II0JIb3a —
puck». He oOHapyxeHO yBETMYEHHS CMEPTHOCTH Yy TMalMEHTOB, NPUHUMAIONIUX ApyTHe
JTUYPETUKN OJHOBPEMEHHO ¢ pucniepuoHoM. He3aBucumo oT Tepanuu, qeruapaTanus sBiseTcs
o0muM (akTOpOM pHCKa CMEPTHOCTH M JOJDKHA TIIATEIbHO KOHTPOJIUPOBATHCS Y MALMECHTOB

MOXXUJIOro BO3pacTa € I[QMGHHHeﬁ.



[Tpu nmpumMeHeHUH pHUCTEpUAOHA MO0 CPABHEHUIO C IUIane00 y MalMeHTOB MOXKUIOro BO3pacTa ¢
JeMEHIMEeH HaOMI0AaIoch YBEIMYCHHE 4YHCIa HEKEJIAaTelIbHbIX pPEaKUUd CO CTOPOHBI
1epeOpOBaCKYIAPHOH  cUCTeMbl  (OCTpble M NPEXOJsIlue  HapyIIeHHs  MO3TOBOTO
KpOBOOOpAIIeHus1), B TOM YKCIIe CMEPTENIbHBIC clly4an (CpemxHHui Bo3pacT 85 yer, auamna3zoH 73—
97 ner).

Llepebposackynsapnvie nedcenramenvhvie peakyuu

B 1urane6o-KOHTPOIMPYEMbIX KIMHHYECKUX HWCCIICIOBAHMSIX Y TMAlUEHTOB C JICMCHIIMCH,
NPUHUMABIINX HEKOTOpbIE AaTUIHMYHBIE AHTUIICUXOTUYECKHE TMpemnapaTrsl, HaOII0Ja10Ch
MOBBILICHHE PHUCKA Pa3BUTHS 1LIepEOPOBACKYISAPHBIX HEXKENATEIbHBIX PEaKUuid MPUMEpPHO B
3 paza. CBogHbIC JaHHBIC 6 T1aIe00-KOHTPOJIUPYEMBIX UCCIICIOBAHI, BKIFOYABIIIUX B OCHOBHOM
MAalMEeHTOB TOXKUJIOTO BO3pacTa ¢ JEeMEHIMel (Bo3pact Oojee 65 JIeT) NEMOHCTPUPYIOT, YTO
1epeOpoBacKyIsIpHbIC HEXKENaTeIbHbIe PEaKINK (Cepbe3HbIe U Hecephe3Hble) BO3HUKANU y 3,3 %
(33/1009) narmeHTOB, IPUHUMABIIUX PUCTIEPUAOH, Uy 1,2 % (8/712) nanueHToB, NpUHUMABIINX
mwiane6o. CooTHomieHue puckoB coctaBimsuio 2,96 (1,34; 7,50) npu  10BepUTENBHOM
uaTepBatie 95 %. MexaHu3M IMOBBIIMICHUS PUCKA HEW3BeCTEH. Henmb3si MCKITIOYNTh yBEIHUCHUE
pHUCKa MPU MPUMEHEHHH JAPYTUX AHTUICHUXOTHUYECKUX IMPENapaToB WIH B JIPYTUX MOIMYJISIHIX
narueHToB. [Ipenapar Topenno Ky-tab ciemyer mpuMeHSTh C OCTOPOKHOCTBIO Y TAI[UEHTOB C
(dakTopaMu prCKa pa3BUTHS WHCYJIbTA.

Puck pasButus 1epeOpOBACKYIISPHBIX HEXENATEIbHBIX pPEaKIUi y IMalMeHTOB C JICMCHIIMCH
CMEIIAHHOTO WM COCYAUCTOrO TUMA ObUT 3HAYUTENHHO BBIIIE, YeM Yy MAllMEHTOB C JEMEHIINEH,
00ycIrioBiIeHHON Oone3Hbl0 AJbireiiMepa. CrenoBaTenbHO, PUCIIEPUIOH HE CIeyeT IPUMEHSTh
y TalMeHTOB C JeMEHIMeW JI00ro THIa, KPOME JIEMEHIIHMH, OOYCIOBJIECHHON OO0JIE3HBIO
Anprreiimepa.

HeobxomuMo oOIleHUBaTh COOTHOIIEHHE «IOJb3a — PHUCK» IMepel MpUMEHEHHWEM Iperapara
Topenno Ky-1a0 y manmueHTOB MOXKHUIIOTO BO3pacTa ¢ JEMEHIIMEH, yuuThiBas (PakTOphl pUCKa
Pa3BUTHS MHCYJIBTA Y KaKJIOTO KOHKPETHOTO ManueHTa. [[alineHToB W JIUI, YXa)KHBAIOIINX 32
HUMH, ClieAyeT HHHOPMUPOBATH O HEOOXOMMOCTH HEMEJICHHO COOONIMTH Bpady O BO3MOXKHBIX
MPOSIBICHUSX 1EpeOPOBACKYIISPHBIX HApyIIeHWH (TakuxX Kak BHe3amHas caabocTh WU
HEMOJIBYKHOCTH/HEUYBCTBUTEILHOCTh B 00JACTH JIMIIA, HOT, PYK, a TAKKe 3aTpyJHEHUE PeUd U
HapymeHne 3peHust). Cienyer HeMeUIEHHO MPUHATh HEOOXOIUMbIe JiedeOHbIe MEphI, BKITIOYAs
OTMEHY PHCIIEPUIOHA.

[Tpenapatr Topenno Ky-1ad MokeT HPUMEHSATHCA TOJBKO JJsi KPAaTKOBPEMEHHOH Tepamnuu
HENPEKpalaroIeiicss arpeccui y TAaIleHTOB ¢ JEeMEHIUeH, OOYCIOBICHHOW OO0JIe3HBIO

AnprirefimMepa, CpelHe W TSDKEJION CTENeHH, B Ka4eCTBE JOMOJHEHUS K HeapMaKOJIOTHIECKUM



METO/JaM KOPPEKIMHU, B cliydae X Hed(P(HEKTUBHOCTH WM OTpaHWYEHHOW 3(P(HEKTUBHOCTH U
KOTJ]a €CTh PUCK MPUYMHEHHS Bpeia MallMEHTOM CaMOMY ce0e UM JPYTUM JIMIAM.

Heo0xoauMo MOCTOSHHO OLIEHWBATh COCTOSIHUE MALMEHTa U HEOOXOAWMOCTH MPOJOIDKCHHS
Tepanuu pUCIEPUIOHOM.

Opmocmamuyeckas 2unomeH3us

B cBs3u ¢ anbda-agpeHOONOKUPYIOMIMM JICHCTBHEM DPUCHEPUAOHA Y HEKOTOPHIX MAIEHTOB
BO3MOXKHO Pa3BUTHE OPTOCTATHMYECKOW T'MIIOTEH3MH, OCOOEHHO B MEPHUOJ HAYaJIBHOIO moadopa
n03bl. OnKcaHbl CIy4au KIMHUYECKH 3HAYUMON apTepHalibHOM TMIIOTEH3UU NIPU OTHOBPEMEHHOM
MPUMEHEHUU PUCTIEPUJIOHA C TUTIOTEH3UBHBIMU MperapaTaMu B MOCTPETUCTPALIMOHHOM EPUOJIE.
[Tpenapat Topenno Ky-Tab HeoOX0AMMO IPUMEHSTH C OCTOPOKHOCTBIO Y TMTAIMEHTOB C CEPCUHO-
COCYJIMCTHIMU 3a00JIeBaHUSAMH (HAIpUMEp, CeplAeYHash HEIOCTAaTOYHOCTh, MH(MAPKT MHOKapIa,
HapyLIeHUs TMPOBOJMMOCTH  CEPACYHOM  MBIIIIBI, JETUApaTalus, TUIOBOJIEMHUS WU
nepedpoBackyisipHble 3a0oneBanus). Takke He0OX0IMMa COOTBETCTBYIOIIAS KOPPEKIUS O3B
Pexomennyercss OLEHUTh BO3MOKHOCTb CHMIKEHHUS JIO3bl B Cllydae pa3BUTUS apTepuaibHOU
THITOTCH3HH.

Jletikonenus, Helimponenus u a2paHyioyumo3s

Cnyuan JeMKONEHUU, HEUTPONEHHH M arpaHyjioluTo3a OBLIM ONUCAaHBl MPU MPUMEHEHUU
AQHTHUIICUXOTHYECKUX CPEACTB, B TOM YHCJIE TpU NPUMEHEHHH TNpenapara pUCHEpUIOHA.
ArpaHyso1uTo3 otMedasics oueHb peako (< 1/10000 marueHTOB) B X0/1€ OCTPErHCTPAIIMOHHOTO
HaOmoieHus1. [alleHThl ¢ KIMHUYECKH 3HAYMMBIM CHIDKEHUEM KOIUYECTBa JICHKOIIMTOB WU
JIEKapCTBEHHO-MHAYIIUPOBAHHON JIEHKONEHNEH/HEUTPOTIeHnEel B aHaMHe3€ JT0JKHBI HaXOIUThCS
1o/l HaOJIIOJIEHUEM B IEpPBbIE HECKOJIBKO MECAIIEB I1OCIIE Hayaja Tepamuu, a MpH IMOSBICHUU
NEPBBIX MPHU3HAKOB KIMHUYECKH 3HAYMMOTO CHIDKCHHS KOJHMYECTBA JICHKOIUTOB W TIPH
OTCYTCTBUH JPYTUX NPUYMHHBIX (AKTOPOB, HEOOXOAUMO PACCMOTPETh BOMPOC O MPEKPALICHUN
TEpanuy pUCTIEPUIOHOM.

[TanmeHThl ¢ KIMHWUYECKH 3HAYUMOW HEUTPONEHUEH IOJKHBI HAXOAUTHCS MO TINATEIbHBIM
HAOJTIOJICHUEM Ha MPEJMET MOBBIINICHUS TeMITepaTyphl WA IPYTUX CUMITOMOB WHpekmun. [Ipn
BO3HUKHOBEHHWU TAaKWX CHMIITOMOB ClIelyeT HEME/UICHHO HauuWHaTh jedeHue. [lanmmueHtam c
TsKeNOH  (opMoi  HelfTpomeHun  (abCONIOTHOE KONMMYECTBO —HelTpodumo < 1x10%m)
HeoOxoauMo oTMeHuTh mnpemnapar Topengo Ky-tab u mpoBOAMTH KOHTPOJb KOJIHYECTBA
JICKOIIMTOB B KPOBH JI0 BO3BPALLEHUS UX KOJIMYECTBA K HOPMAJIbHBIM MOKA3aTEISIM.

T1o30H55 Ouckumesus u SIKCMpPAnupamuoublie CUMNIMOMbI

Tepamnus aHTaroHucTaMu 10(PaMUHOBBIX PEIIETITOPOB MOXKET BBI3BIBATH MO3THIOI AUCKUHE3UIO,
KOTOpasi XapaKTepU3yeTcs pUTMUUYECKIMH HEPOU3BOJIbHBIMU JBM)KEHUSMU, TPEUMYIIECTBEHHO

A3bIKa M (MJIM) MUMHYECKOM MYCKyJaTypbl. BO3HHKHOBEHHE SKCTpamuMpaMUIHBIX CHMITOMOB



ABIIseTCS (PAKTOPOM pHUCKA pa3BUTHS MO3AHEHW NUCKUHE3WH. B CBs3W ¢ Tem, 4TO MOTEHIHUal
CTUMYJISIIIUU AKCTPANIMPAMUIHBIX PACCTPOMCTB Yy PHUCHEPUAOHA HIKE, YEM Yy KIACCUYECKUX
HEHPOJICTITUKOB, PUCK PA3BUTHS MO3THEN TUCKUHE3UH TIPH €r0 MPUMEHEHHH JOJHKECH OBITh HITDKE,
YeM IMpU NPUMEHEHUHM KIIAaCCHYEeCKHX HeiponenTtukoB. [IpyM BO3HMKHOBEHMHM Yy MalueHTa
O00BEKTHUBHBIX WM CYObEKTUBHBIX CHMIITOMOB, YKa3bIBAIOIIUX Ha IMO3HIO JUCKUHE3UIO, HYKHO
pPaccMOTpPETh IEIeCO00Pa3HOCTh OTMEHBI BCEX AHTUIICMXOTHYECKHUX IPEnapaToB, BKIIIOUast
npemapat Topenno Ky-tab.

Dxcmpanupamuonvie CUMNMOMbL U NCUXOCMUMYAMOPbL

Cnenyer co0momaTh OCTOPOKHOCTh Yy  MAI[MEHTOB, OJHOBPEMEHHO MPUHUMAIOIINX
MICUXOCTUMYJISITOPBI (HAIpUMeEp, METHI(EHUIAT) W PHUCICPUIOH, B CBS3U C BO3MOKHOCTHIO
BO3HUKHOBEHHUSI DKCTPATUPAMHUIHBIX CUMIITOMOB. B 3THX ciTydasiX peKOMEH1yeTCsl MOCTeNeHHas
OTMEHAa NICUXOCTUMYJISITOPOB.

3noxkauecmsennwiii Hetiponenmuyeckuti cunopom (3HC)

[Ipu Tepanuu aHTUTICUXOTUYECKUMHU TperapaTaMu, BKIIIOUYas pPUCTIEPUIOH, BO3MOXKHO Pa3BUTHE
3HC, xapakTepu3yOmEerocsi TUIEPTEPMUEH, PUTHIHOCTHIO MBIIII, HECTAOMITBPHOCTBIO (DYHKITUU
BEreTaTUBHONM HEPBHOM CHCTEMbI, YTHETEHMEM CO3HAHUS U TIOBBIIIEHHEM CHIBOPOTOYHOMN
aKTUBHOCTH KpeaTuH(pochokunazpl. Y manueHtoB ¢ 3HC Moryr BO3HHKaTh Takke
MHUOTIIOONHYpHs (pabIoMuO0IIN3) U OCTpas ToueyHasi HeJJ0OCTaTOYHOCTh. [IpM BOBHUKHOBEHUU Y
ManyeHTa OOBEKTUBHBIX WM CyOBeKTHBHBIX cuMnToMoB 3HC HeoO0XoaumMo HEMEICHHO
OTMEHHUTH BCE aHTUIICUXOTUYECKHUE TMPEnapaThl, BKIIOYas PUCTIEPUIOH.

bonesnwv Ilapxuncona u demenyus ¢ menvyamu Jlesu

[IpumMeHeHrne aHTUIICMXOTHYECKUX TIpemnaparoB, Bkimrodas mpemnapatr Topengo Ky-tal, y
MalKUeHToB ¢ 060se3HbI0 [lapkMHCOHA WM IEMEHIINEH ¢ TeabllaMu JIeBH TOKHO MPOBOAUTHCS C
OCTOPOKHOCTBIO, TaK KaK y 00€UX TPYIII MAlMeHTOB MOBkIIIeH puck pazsutus 3HC u yBennueHa
YyBCTBUTEIHHOCTh K AQHTHUIICUXOTHYECKUM IMpemnapataM (BKJIIOYas TPUTYIUIEHHE OO0IeBOU
YyBCTBUTEIBLHOCTH, CIYTAHHOCTh CO3HAHUS, MOCTYpPaJbHYIO HECTaOWIBHOCTh C YaCTBIMH
NAJCHUSIMH W OKCTpalMpaMUJIHBIE CHMITOMBI). [Ipm TipueMe puCIepUOoHa BO3MOXKHO
yXyAuieHue TeueHus o6one3nu [lapkuHcona.

T'unepenuxemus u caxapHulii ouabem

Onucanbl ciay4yau pa3BUTHS TUIEPIIMKEMHUHU, caxXxapHOro auabera, Takke HabI0/1a10ch
obocTpeHue y)Xe UMEIOIIerocsi caxapHoro nuadera. OneHKa B3auMOCBS3U MEXKy TPUMEHEHUEM
ATUMUYHBIX AaHTHIICUXOTUYECKUX MPEMapaToB U OTKIOHEHUSMHU B MOKA3aTeNsX KOHICHTpAIUi
TJIFOKO3bI 3aTpyJHEHA M3-32 BO3MOXXHOCTH TIOBBIMICHUS (DOHOBOTO PHCKA PAa3BUTHUSL CaXapHOTO
nuabera y MalMEHTOB ¢ MIM30(peHHEed, a TakkKe HM3-3a MOBBILICHUS YacTOThl BCTPEUAEMOCTHU

caxapHoro nuabera B MOMyJSAIuy B 1esioM. C y4eTOM JIOTOTHUTENBHBIX BIUSIOMUX (DAKTOPOB
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B3aMMOCBSA3b MEXKIY NPUMEHEHHEM AaTUIHWYHBIX AHTUIICUXOTHYECKHX IMpernaparoB U
HE)KEJIaTEJIbHBIX SIBJICHUM, OTHOCAIIMXCS K TUIIEPTIMKEMHUHU, 0 KOHIIAa HE siCHAa. B HEKOTOphIX
Clly4asiX OTMEUEHO NpPEALIECTBYIOIIEE TEpPAaluU YBEIMYEHHE MAacChl Tejla, KOTOPOE MOKHO
paclieHMBaTh Kak mpepacroiaraouuii pakrop. B oueHnps penkux ciydasx HaOIt01anu pa3BUTHE
KeToalum03a u peako — auaderuyeckoid kombl. Kak mpu mpueme Jt00bIX aHTUIICUXOTHYECKHX
CPEACTB MAlMEHTH! JTOJHKHBI HAXOAWUTHCS IO HAOJIOJCHUEM Bpaya, CIelyeT KOHTPOJIUPOBAThH
CHUMIITOMBI THIIEPIIIMKEMUHN (TaKHe KakK MOJMIUICHSA, MOIUYpHs, moinudarus u cinabocTts). Y
MAIMEHTOB C CaXapHbIM AHMa0ETOM CIeAyeT PEryJIIpHO KOHTPOJIUPOBATH KOHLIEHTPAIIUIO TITFOKO3bI
B KPOBH.

Yeenuuenue maccol mena

Ha ¢one Tepanum pucnepumoHOM HaOIIOAAIOCh 3HAYMTEIBHOE YBEIMYEHHWE MAacChl Telna.
Heo0xoaumo poBOAUTH PEryIsIpHBIN KOHTPOJIb MAacChl TeJla MallueHTOB.

T'unepnponraxmunemust

Ha ocHOBaHMM pe3yJbTaToB HCCICIOBAaHMN IN VItr0 caeilaHo NpeanoiokeHHe, 4TO POCT
OITYXOJIEBBIX KJIETOK MOJIOYHBIX JK€JI€3 MOXKET CTUMYJIMPOBAThCS MposlakTuHOM. HecmoTps Ha To,
YTO B KJIMHUYECKUX M SIUIEMHOJOTHYECKHX HCCIEAOBAHUSX HE BBISBICHO YETKOW CBS3U
TUMNEPIPOTAKTUHEMUN C TPHEMOM AaHTUIICUXOTHYECKHX TMpenaparoB, CIeIyeT COoONI0aaTh
OCTOPOXHOCTh TNpPU NPUMEHEHUH PHUCIEPUAOHA Y MALHUEHTOB C OTATOUICHHBIM AHAMHE30M.
[Ipenapatr Topenno Ky-tab crnenyer NpUMEHSTH C OCTOPOKHOCTBIO y TMAllMEHTOB C
CYILIECTBYIOIIEH THIEPIPOIAKTUHEMUEH U Y TALIMEHTOB C BO3MOKHBIMH ITPOJAKTUH-3aBUCUMBIMU
OMYXOJISIMH.

Yonunenue unmepsana QT

B ouenp penkmx ciydasx OTMeuYeHO y/uiMHeHHe HWHTepBasa QT B MOCTperucTpanmoHHOM
nepuoze. Kak u mpu mpuMeHEHUH IPYTHX aHTUIICUXOTUYECKUX CPEICTB, CIEAyeT COOMI0IaTh
OCTOpPOXKHOCTh MpU TNpHMeHeHuH mnpenapata Topenao Ky-tad y mnamueHTOB ¢ cepaedHo-
COCYIUCTBIMH 3a00JIeBaHUSIMH, yAIMHeHHWeM wuHTepBama QT B ceMmeiiHOM aHamHe3se,
Opanukapauel, HapyIICHUSIMHU dJIEKTPOJIUTHOTO OanaHca (TUIMOKAIMEeMHUs, THTIOMarHUEeMHsI ), TaK
KaK 3TO MOXET IMOBBICUTh PUCK aPUTMOT€HHOTO JEHCTBUS WIH IIPU OJHOBPEMEHHOM TPUMEHEHUHU
C IpernaparaMu, yUTHHSIOIMUMA nHTepBan QT.

Cyoopoeu

[Ipenapar Topenmo Ky-tab crneayer npuMeHATh ¢ OCTOPOKHOCTHIO Y TAIIMEHTOB C CyJI0pOraMH B
aHaAMHE3€ WM IpPU COCTOSIHUSX, COINPOBOXKAAIOIIMXCS CHUKEHHEM IIOpOra CyJIOpOKHOMN
AKTHUBHOCTH.

Ilpuanuzm
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Tak kak pucnepusioH obnanaer anbdha-aapeHOOTOKUPYIIMM (P PeKToM, TpHu ero NpUMEHEHUN
BO3MO>KHO pa3BUTHE ITpHANHU3Ma.

Hapywenue pecynayuu memnepamypel mena

[Ipy mpUMEHEHMM AHTUIICUXOTHMYECKHX IIPENapaToB ONMCHIBAETCA TaKOM HexelaTeabHbIN
s¢¢exT, Kak HapyuieHue TtepMmoperymauuud. HeoOxoaumo coOaroaaTe OCTOPOXKHOCTb IPU
npuMeHenuu npenapara Topenao Ky-tal y manueHToB, KOTOpbIEe MOTYT MOABEPTaThHCS JEHCTBUIO
(axTOpOB, BBHI3BIBAIONINX IOBBIIICHHE TEMIEPATYPHI TEJIa, TAKUX KaK MHTEHCUBHAs (PH3UUECKas
Harpyska, Jerujparaius, BbICOKas TemIeparypa OKpyXaroleld cpelbl, OIHOBPEMEHHOE
IpUMEHEHHE C NpenaparamMu, 001alaloMMU aHTUXOJIMHEPTrUHUYeCKOH aKTHBHOCTBIO.
Ilpomueopsommnulii 3¢hghexm

B nokIMHMYECKUX WCCIENOBAaHHUIX MPUMEHEHHUS PUCIIEPUAOHA HAOIIOACS MPOTUBOPBOTHBIN
s¢p¢exr. [anubii 3¢¢dexkT npu BOZHUKHOBEHHM Yy JIOAECH MOXET MAacKUpOBaTbh NMPHU3HAKU U
CHUMIITOMBI NEPe03UPOBKM HEKOTOPBIX IMPENapaTroB MM TakUX 3a00J€BaHMUU, KaK KHILEYHas
HEIPOXOAUMOCTb, CHHIpOoM Peiie u oryxomas Mo3ra.

Hapywenue ¢ynkyuu novex u nevenu

VY nanueHToB ¢ HapylleHHeM (YHKIMM [OYEeK CIIOCOOHOCTh K BBIBEIECHUIO aKTHBHOMN
AQHTUIICUXOTUYECKON (DpaKIMKU HUXKE, YeM Y B3pOCIbIX MAIMEHTOB C HOPMalbHON (yHKUMEH
noyeK. Y MalueHTOB ¢ HapylleHWeM (YHKIMH [€YEHU MOBBIIIAETCS KOHLUEHTpaLus CBOOOIHON
(bpakuy pucnepuIoHa B riaa3Me KpoBH.

Benoznas mpombosmbonus

[Tpu mpyMeHEeHNH aHTUTIICHXOTHYECKUX MPEenapaToB ONMKUCAHBI CIIy4anu BEHO3HON TpPOMO03MOOIHH.
HeoOxonuMo BBISIBISTH BCE BO3MOXKHBIE (DAKTOPHI PHCKA PAa3BUTUS TPOMOOIMOOIMYECKHX
OCJIO’)KHEHUH J10 HayaJsla U BO BpeMs Tepanuu npenaparom Topenao Ky-tal, Takke 10JKHBI ObITh
HPEANPUHATH TPO(PUIAKTUUECKHE MEPBI.

Humpaonepayuonnsiii cunopom «0psabnouy padyscku (MC/[P)

HNCJP ormedancsa BO BpeMsl ONEpallM¥ IO ITOBOAY KaTapakTbl y IAMEHTOB, MOJY4YaBIIUX
npemnaparsl, 001aJJalole aHTarOHU3MOM K alib(ai-aipeHoperenTopam, BKI0Yas pUCIEPUIIOH.
NC/IP MOXeT MOBBILIATh PUCK OCJIOKHEHUH CO CTOPOHBI OpraHa 3peHus BO BpEMs U IOCIe
IIPOBEACHUS XUPYpPru4ecKoro BMEIIATENbCTBA. Heo6xoaumo 3a0J1arOBPeMEHHO
npouH(pOpMUPOBaTh XHpypra-opraibmMojora O MPUMEHEHUH [penaparoB, 00JaJar0NINX
AQHTaroHW3MOM K anb(ai-aipeHOpelenTopaM B HACTOAILIEE BpeMs WM B  IPOILUIOM.
[TorennuanbHas TMOJNb3a OTMEHBI TepaluM IpernapaTaMu, OOJAJaOIMMH AHTarOHU3MOM K
anb(dar-agpeHopenentopam, mepel XupypruueckuM BMEIIaTeIbCTBOM MO TIOBO/Y KaTapaKThl HE
YCTAQHOBJICHA, B CBSI3M C Y€M HEOOXOAMMO OLIEHUTh COOTHOIIEHHE «I10JIb3a — PHCK» OTMEHBI

AHTHUIICUXOTHYECKOM TEpaIiunu.
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[lepen mpumenenuem mnpenapata Topenmo Ky-tab y gereid wim mOIPOCTKOB C YMCTBEHHOU
OTCTaJIOCTHI0 HEOOXOUMO MPOBECTH TIIATEIBHYIO OIICHKY WX COCTOSHUS Ha MPEAMET HATUYUS
bu3NYeCKUX WM COLMAIbHBIX NPUYMH AarpecCUBHOIO IMOBEACHHUSA, TaKUX Kak Oo0Jb WM
HeaJ/IeKBaTHbIE TPeOOBAHUS COLUANBHOMN CpeIbl.
CenatuBHBI 3QPEKT pUCTIEpUIOHA TOJKECH TIIATEIIEHO OTCIC)KUBATHCS B TAHHOW IMTOMYJISIIUHN U3-
3a BO3MOXXHOTO BIIMSIHHS Ha CIOCOOHOCTh K o0OyuyeHHio. M3MeHEHHe BpPEMEHH IprueMa
pUCHIEPUAOHA MOXKET CHU3UTh BIIMSHHUE CEJallud HAa BHUMAaHUE MOJIPOCTKOB U JIETEH.
[IpumeHneHue pucnepuioHa ObUIO CBSI3aHO C YBEIMYEHHEM CPEJHUX TOoKa3aTellel Macchl Tena U
MHJIEKCa Macchl Tena. Mi3ameHneHnns pocta B X04€ JOJITOBPEMEHHBIX UCCIECIOBAHUN HAXOIUIIUCh B
paMKax 0KHJaeMbIX BO3PACTHBIX HOPM. BiusiHME JUIMTENBHOTO IPUEMA PUCTIEPHUIOHA HA ITOJIOBOE
pPa3BUTHE U POCT MOJHOCTBIO HE U3YUYEHO.
B cBsA3u ¢ BO3MOXXHBIM BIMSHUEM MPOAOKUTENIBHON TUIIEPIPOJAKTUHEMUHN HA POCT U MOJIOBOE
pa3BUTHE Yy JAETEH M MOAPOCTKOB, IOJDKHA MPOBOAUTHCS PEryJisipHas KIMHUYECKAs OLECHKA
TOPMOHAJILHOTO CTaTyca, B TOM YHUCIIE U3MEPEHUE POCTa, MacChl Tela, HAOII0AEHHE 3a T0JIOBbIM
pa3BUTHEM, MEHCTPyaJbHbIM LHMKIOM W JAPYIMMH BO3MOXXHBIMU IPOJAKTHH-3aBUCUMBIMU
s dexramu.
Bo Bpems Tepanuu pucnepuiOHOM JOJIKHO NMPOBOJUTHCS PETYJISIPHOE 00CIEI0BaHUE C LENbIO
BBIBJIEHUS SKCTPATUPAMHUIHBIX CHMITOMOB U JIPYTUX JIBUTATEIIbHBIX PACCTPONCTB.

BcnoMorarenbHEIE BEIIECTBA

Copoumon

[TaiuenTamM ¢ peaKo BCTpEYAIOUIEHCsT HACJIEACTBEHHON HEMEPEHOCUMOCThI0  (PPYKTO3BI
MPOTUBOMNOKAa3aHO IPUHUMATh ITOT IIpenapar.

Acnapmam

[Ipenapat coaep HUT HMCTOYHHUK (heHWIanaHuHa. MOKET oKa3aTbCcs BpPEAHBIM IS JIIOJEH ¢
(beHuIKeToOHypureH.

4.5. B3aumMogelcTBME C JAPYIHMH JIEKAPCTBEHHBbIMH IIpenaparaMd M JApyrue BH/bI
B3aMMO/EHCTBHA

B3zaumooeiicmsus, céazannvie ¢ papmaxoOuHamuxol npenapama

Ipenapamul, yonunaowue unmepsan QT

Kak u B cimydae ¢ JpyruMHM aHTHIICUXOTHUYECKMMH IpenaparaMu, CcJleayeT coOIoaaTh
OCTOPOXKHOCTh IPH OJTHOBPEMEHHOM NpuMeHeHuu npenapara Topenao Ky-tabd ¢ npenapatamu,
yaauHsAomumy  uHTepBan QT, Hampumep, ¢ aHTHAPUTMUYECKUMHU CPEACTBAMHU (XUHHUIMH,
JTU30MMpPAMU], MPOKauHAMUJ, Npona(eHoH, aMMOAAPOH, COTAJIO0N U JIp.), TPULUKIMYECKUMHU

aHTHJETIPECCAHTaMU  (AaMUTPUNTUIMH U Jp.), TETPAUUKINYECKUMH aHTHAEIPECCAHTaMU
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(ManmpoTWAMH M JAp.), HEKOTOPbIMM  AQHTUTUCTAMMHHBIMH  Tpernaparamy, [OpPOYUMHU
AHTUIICUXOTHYECKUMU CPEJCTBAMU, HEKOTOPHIMHU MIPOTUBOMAIISIPUIMHBIMY TIpenapaTaMu (XUHHH,
MeQIIOXUH U [p.), IpenapaTaMy, BbI3BIBAIOLIIMMHE AJICKTPOJUTHBINA qucOaiaHC (TMUIOKATUEMHUS,
TUIIOMarHuemusi), OpajuKapauio Uil HHIHOUPYIOIUME [TeYEeHOYHBIA METa00IN3M PUCTIEPUIOHA.
JlaHHBII1 IepeYeHb HE SABIISIETCS NCUEPIBIBAIOLLINM.

Ilpenapamui uermpaibHo20 oelicmsus U aiKo2o/b

[Tpemapar Toperno Ky-tab ciemyeT MpUMEHSATh ¢ OCTOPOXKHOCTHIO B COUYETAHUHM C JAPYTUMHU
npernapaTaMi U BELIECTBAMH LIEHTPAJIBHOTO JEHCTBHS, OCOOCHHO C alIkOrojem, OIlHhaTaMu,
AHTUTUCTAMUHHBIMU TIpernapaTaMu U OEH30/1Ma3eMHaMU U3-3a MOBBIIIEHHOTO PUCKA CEIalIUU.

Jlesoodona u aconucmeol aOd)ClMMHOGblx peuenmopoe

Pucriepuion Moxer cHWXaTh 3(()EKTUBHOCTH JICBOJONBI U JIPYTHX aroHUCTOB J0()aMHHOBBIX
penentopoB. B cimydae, ecnu HeoOXoAMM TMpUEM JaHHOW KOMOHWHAIIMM, OCOOEHHO Ha
TePMHUHAIBHOU cTaauu 6ose3Hu [lapkuHcoHa, cienyer Ha3HAYaTh HAUMEHBITYI0 3G (HEeKTUBHYIO
JI03y Ka)X0T0 U3 pernapaTos.

Tcuxocmumynsamopbwi

[Ipy OAHOBPEMEHHOM TMPUMEHEHUH ICUXOCTUMYIATOPOB (Hampumep, MeTwideHuaaTa) u
pHUCTepuOHa U3MEHEHHE TopsAKa IpUeMa OJHOTO MM 000MX IMpernapaToB MOXKET MPUBECTH K
MOSIBJIEHUIO SKCTPAMMMPAMUJIHBIX CHMIITOMOB.

T'unomensusnvie npenapambl

[Ipy npumMeHEeHMM pUCHEPUIOHA OJHOBPEMEHHO C THUIIOTEH3UBHBIMU IIpemnapaTaMu B
MOCTPErHCTPALIMOHHOM ~ TepHoAe Habmofanach KJIMHUYECKHM 3HauMMas — apTepuaibHas
TUIIOTEH3HSL.

Ianunepuoon

He pexomenmyercst onHOBpeMEHHO NpUMeHATh npenapaT Topenno Ky-tab u manumepuioH,
MOCKOJIbKY TMAaJMIEPHIOH SBJISIETCS aKTUBHBIM METa0O0JIMTOM pHcnepuaoHa. OJHOBPEMEHHOE
IIPUMEHEHHE KOMOHMHAIMKM PUCHEPUJIOHA M MaUNEPUIOHA MOXKET MPUBOAUTH K MOBBILICHUIO
KOHIEHTPAllUU aKTUBHOM aHTUIICUXOTHYECKON (hpaKuu.

B3zaumooeiicmsus, céazannvie ¢ papmMaKoKuHemukou npenapama

[Tpuem nuIM He OKa3bIBACT BIMSHUS HA a0COPOLUIO pUCTIEpUIOHA.

Pucniepuion B ocHoBHOM MeTabonusupyetcs uzopepmentom CYP2D6 u, B MeHbIIIEH CTENEHH,
nzopepmenrom CYP3A4. PucriepuoH u €ro akTUBHBIA METa0ONUT 9-TUIAPOKCHPHUCTIEPHIOH
ABIAIOTCS cyOcTparamu P-rmukomnporenna (P-gp). Ilpemapatbl, Biausiomue Ha aKTHBHOCTD
mzopepmenta CYP2D6, um mpemaparbl, B 3HAUUTEIBHOW CTENEHW HMHTHOMPYIOUIME WIN
UHIyHUpytomue akTuBHOCTh n3oepmenta CYP3A4 u (wm) P-gp, MoryT oka3siBaTh BIMSIHUE HA

(bapMaKOKMHETHKY aKTHUBHON aHTUIICUXOTUYECKON (hpakLuu pUCIIEpHIOHA.
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Mownwvie uncubumopul uzsogepmenma CYP2D6

[Ipy oxHOBpPEMEHHOM NPUMEHEHHH PHUCIIEPHIOHA W MOIIHBIX HHTUOMTOPOB H30(epMEeHTa
CYP2D6 moxeT noBbILIaThCA M1a3MEHHAs KOHIIEHTPALUs PUCIIEPUIOHA U, B MEHbILIEH CTETIEHH,
AKTUBHOM aHTUICHUXOTHYecKOl ¢pakuuu. bonee BbpICOKHE 10361 MOIIHOTO HHTHOUTOpA
nzopepmernra CYP2D6 MOryT mMOBBIIATH KOHIICHTPAIMIO AKTUBHOW AaHTHIICUXOTHYECKON
¢pakuun pucnepunoHa (Hampumep, MapokceTHH (cM. Huxke)). Oxumaercs, 4To Jpyrue
uHruourops! nzopepmenta CYP2D6, Takue Kak XUHUIUH, MOTYT OKa3bIBaTh M0JI00HOE BIMSIHUE
Ha KOHIEHTPALMIO PUCHEPU]IOHA B IIa3Me KpoBHU. [lpu MHMIMALMK WM OTMEHE Tepamnuu
KOMOHMHAIMEW pUCTIEPUIOHA U TMApPOKCETHHA, XWHUAMHA I JIPYroro MOIIHOTO WHTHOWUTOpa
uzopepmerra CYP2D6, ocoGeHHO B 00siee BBICOKMX 033X, CIEAYET CKOPPEKTHPOBATH J03Y
npenapara Topenno Ky-tab.

Hneubumopwl uzogpepmenma CYP3A4 u (unu) P-gp

OpnHoBpeMeHHOe mpuMeHeHue mnpenapara Topengo Ky-taO M MOHIHBIX HMHTHOMTOPOB
nzodepmenta CYP3A4 u (unm) P-gp MokeT CylIeCTBEHHO MOBBICUTh KOHIIEHTPAIIUIO aKTUBHOM
AQHTUIICUXOTHYECKON (pakuuu pHuclepuaoHa B Iuia3Me KpoBU. [Ipym MHUIMANMM WIM OTMEHE
Tepanuy KOMOMHALMEH pucnepuaoHa M HUTPAKOHA30Jla WIM APYroro MOIIHOTO HMHIMOUTOpPA
uzopepmenta CYP3A4 u (wm) P-gp crnenyer ckoppekTHpoBath 103y npemnapara Topenao Ky-
Tab.

Unoykmopot usopepmenma CYP3A4 u (uwu) P-gp

OnHoBpeMeHHOe mpuMeHeHue npenapara Toperno Ky-tab ¢ MOIIHBIM  HHAYKTOPOM
uzopepmenta CYP3A4 wu (wnmm) P-gp MOXET CHU3HTH KOHIIGHTPAIMIO aKTHBHOMU
AHTUIICUXOTHYECKON (pakuuu pHclepuaoHa B mia3Me KpoBU. [Ipu MHHMLIMANUK WM OTMEHE
Tepanuu KOMOMHAIMeW pucnepugoHa W KapOamazenuHa WM JPYyroro MOIIHOTO HHAYKTOpa
uzopepmenta CYP3A4 u (wm) P-gp crnenyer ckoppekTupoBath 103y npemnapara Topenao Ky-
tab. JletfictBue unaykTopoB uzopepmentra CYP3 A4 nposBusieTcs ¢ TeYEHUEM BPEMEHH, TOITOMY
MOJKET MOTpedoBaThcs 10 2 HeAeNnb ISl JOCTHXKEHMsSI MaKCUMalbHOro 3(ddexTa mociae Havana
npuema. COOTBETCTBEHHO, TP 0OTMeHe HHAYKTOopa n3odepmenta CYP3 A4 moxeT norpeboBaThes
710 2-X HeZeTb JUIs nCUe3HOBeHMs 3 deKTa.

Ipenapamul, npouno cesazvléarowuecs ¢ beaKamu niasmol Kposu

[Tpu ogHOBpeMeHHOM npuMeHeHUH npenapara Topenno Ky-tab ¢ npenaparamu, o0iaaiaommmMu
BBICOKOM CBSI3pI0 C OelKkamMH IUIa3Mbl KpOBH, He HaOIIOJaeTcss KIMHUYECKH 3HAYUMOTo
BBITECHEHHUS IIpernapaTa U3 KOMIUIEKca ¢ OeTkaMu I1a3Mbl KPOBH.

[Ipy mnpUMEHEHUH COIYTCTBYIOIIETO JICYCHHUS CIEAYyeT OOpaTUTbCd K MHCTPYKIHH TIO
IPUMEHEHHIO COOTBETCTBYIOIIErO JIEKAPCTBEHHOIO Ipernapara M MNpH  HEOOXOAMMOCTH

CKOPPEKTHUPOBAThH O3l IPUHUMAEMBIX IIPETIapaToB.
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Bausnue opyaux npenapamos na gpapmaxoxkuremuxy pucnepuooua

AHmu6aKmepuaJ1be1e npenapamsl

OpuTpoMUIIH, yMepeHHbIH uHrnourop wuszopepmenta CYP3A4 u P-gp, He Bimser Ha
(bapMaKOKUHETHUKY PUCTICPHIOHA U AKTHBHOM aHTHIICUXOTHYECKOU (hPAKIIHH.

Pudamnunun, mommubii uHAykTOp H30odepmenta CYP3A4 u P-gp, BBI3BIBACT CHIKCHHE
KOHIICHTPALUU aKTUBHOM aHTHIICUXOTHYECKOW ()PAKIMHU B TJIA3ME KPOBH.

AHmuXOJZuHSCmel?CBHble npenapamol

JloHene3un u rajaHTaMuH, sBistomuecs cyoctparamu uzodpepmentos CYP2D6 u CYP3A4, ne
OKa3bIBAIOT KIMHUYECKH 3HAYUMOTO BJIHMSIHUS Ha ()ApMAKOKHMHETUKY PUCIICPHIIOHA U aKTHBHOMN
AHTUTICUXOTHYECKOHN (PpaKIIH.

IIpomusosnunenmuueckue npenapamol

Kap6amazenun, momnubiii uaayktop usodepmenta CYP3A4 u P-gp, cHukaeT KOHUEHTpAIUIO
AKTUBHOW aHTHIICUXOTHYECKOW (PpakKlMu PHUCIIEPUIOHA B TUia3Me KpoBH. [1omoOHbIe 3deKTh
HaOIOMaMMCh TMpU MpUMEHEeHHH (GeHuTonHa U (QeHobapOuTana, KOTOPHIE TAKKE SBIISIOTCS
unaykropamu uzodpepmenra CYP3A4 u P-gp.

TonmupamaT yMEpEeHHO yMEHbIIAeT OHOJOCTYIMHOCTh PHUCIEPUIOHA, HO HE aKTUBHOU
aHTUIICUXOTHYEeCKOU ppakuuu. /JlaHHOE B3aMOAEHCTBIE HE CUNTAETCS KIMHUYECKH 3HAUUMBIM.

HDOmMGOZDuéKOGble npenapamol

Wtpakonazon, mouHbii uHrHOuTOop m3odpepmentra CYP3A4 u P-gp, B mose 200 mr/cyTku
YBEJIMYMBAET KOHLIEHTPALMIO aKTUBHOM aHTUIICUXOTHYECKOH (pakluy B IUIa3Me NPUMEPHO Ha
70 % mpu mpUMEHEHUH PUCHIEPUAOHA B J103€ OT 2 JI0 8 MI/CYTKH.

Kerokonazon, mommusni uaruoutop msopepmenta CYP3A4 u P-gp, B moze 200 mr/cyTku
YBEJIMYMBAET KOHLEHTPALMIO PUCIEPUJIOHA B IUIa3ME€ KPOBM M CHMKACT KOHIIEHTpaluio 9-
TUAPOKCUPUCIIEPHUIOHA B IIJIa3M€E KPOBH.

Heuponenmuxu

@DeHOTHA3UHBl MOTYT YBEIMYMBATH KOHIIEHTPAIMIO PHUCHEPUIOHA B IUIa3ME€ KPOBH, HO HE
AKTHBHOM aHTUIICUXOTUYECKON (hpaKIIHH.

IIpomusosupycHule npenapamaoi

WMHruburopsl nporeassl: JaHHbIE O(QUITHATBHBIX HCCIIEJOBAHUN OTCYTCTBYIOT. Tak Kak pUTOHABHP
SIBIISIETCS MOIITHBIM HHTHONTOpOM n3odepmenTa CYP3A4 u ciiabbiM HHTHOUTOPOM H30(epMeHTa
CYP2D6, putoHaBup M MHTHOUTOPHI MPOTEa3bl, YCHICHHBIE PUTOHABUPOM, MOTYT TPUBECTH K
MOBBIIIEHUIO KOHLIEHTPAIMH aKTUBHON aHTUTICUXOTUYECKON (PpaKLMU pUCTIEPHIOHA.

Eema-a()peH06ﬂ0Kamopbl

HexoTopsie 6eTa-aapeHo010KaTOPhl MOTYT YBEIMYMBATH KOHIICHTPAIUIO PUCIIEPHUIOHA B IJIa3Me

KpOBH, HO HE aKTUBHON aHTUIICUXOTUYECKON (DpaKIIiH.
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bnoxamopul kanvyuesvix kananos

Bepamamun, ymepennsnii uHruOurop wusodpepmenta CYP3A4 wu P-gp, yBenuuuBaer
KOHIICHTPALIMIO PUCTIEPUI0OHA U aKTUBHON aHTUTICUXOTUYECKOH (PpaKkIuy B I1a3Me KPOBH.

Ipenapamui 015 1evernus 3a001e8anull ofcefzy()ouﬂo-lcumetmoeo mpaxkma

AnTaronuctsl Hz-penentopoB: MMETHIMH U PAaHUTHINH, SBIISIOMIKECS CIa0bIMU HHTHOUTOpaMH
uzopepmentoB CYP2D6 u CYP3A4, yBennuuBaroT OHMOJOCTYNHOCTH PHUCIEPUIOHA, HO B
MUHHMAaJIbHON CTENEHH BIUSIOT Ha KOHIEHTPAIMIO aKTUBHOM aHTUIICMXOTUYECKOH (paKkuuu B
IU1a3Me KpOBH.

HH2M6um0Dbl 06pamH020 3axeama CepomoHurRa u mpuyuKiudeckKue aHmudenpeccaHmbl

OnyokceTnH, MomHBINA uHrHOUTOp u30dpepmenta CYP2D6, moBbimaeTr KOHICHTPALUIO
pHUCTIEpHIOHA B IIa3Me KPOBH, HO B MEHBIICH CTENEHH BJIHMSIET Ha KOHIICHTPAIIUIO aKTHBHOMN
AHTUIICUXOTHYECKON (PpaKIIiH.

[Tapokcetun, momHb wuHruOUTOp uU30hepmenta CYP2D6, yBenuyuBaeT KOHIEHTPALUIO
pHUCTIEpHIOHA B TUIa3M€ KPOBH, HO B J03ax 10 20 MI/CYyTKHM B MEHBLICH CTEIIEHW BIMSACT Ha
KOHIICHTPALIMIO aKTUBHOW AaHTUIICHUXOTHYECKOH ¢pakumu. OpHako 0oiee BBICOKHE JIO3BI
MapoOKCeTHHA MOTYT TIOBBIIIATh KOHIEHTPALMI0 AKTUBHOM AaHTUIICUXOTHYECKOW (pakiuuu
pHCIIEpUIOHA.

TpunukIMyecKre aHTUICTIPECCAHTHI MOTYT YBEITMYMBATH KOHIIEHTPAIMIO PUCTIEPUIIOHA B TUIa3Me
KPOBH, HO HE BIHUSIIOT HAa KOHIICHTPAIMIO aKTUBHOW AaHTUIICMXOTUYECKOH (paKium.
AMUTPUNTUIUH He BIHMSeT Ha (ApMAKOKWHETHKY pHUCHEPUIOHA WU  aKTHBHOU
AQHTUIICUXOTUYECKON (PpaKLny.

CeptpanuH siBisiercst cmadbiM nHrHOUTOpOM H3odepmenta CYP2D6, a prmyBokcamuH — cnaObiM
uarunouTopom m3odepmenta CYP3A4. B no3zax 1o 100 Mr/cyTku cepTpaiiH U QUIyBOKCAMUH HE
OKa3bIBAIOT KIMHUYECKH 3HAUUMOTO BIMSHHUS HAa KOHIIEHTPALIUIO aKTUBHON aHTUIICUXOTUYECKOM
¢pakuuu pucnepugona. OAHAKO NMPUMEHEHHE CepTpalvHa WM (QIIyBOKCAMUHA B J03aX BBIIIE
100 Mr/cyTKH MOXET MPUBOJIUTH K MOBBIIICHUIO KOHIIEHTPAIIMHA aKTHBHON aHTHUIICHXOTHYECKOH
dbpakuuu pucrepuaoHa.

Brusanue pucnepuoona na gpapmakoxunemuxy opyeux npenapamos

IIpomusosnunenmuyueckue npenapambol

PI/ICHepI/I)IOH HE OKa3bIBA€T KIHMHHUYCCKHW 3HA4YHUMOI'O )IGfICTBI/ISI Ha q)apMaKOKI/IHCTI/IKy
BaHBHpOGBOfI KHCJIOTBI WJIKM TOIIUpaMaTta.

Hetponrenmuxu

Apununpason, cyocrpar uzodepmenro CYP2D6 u CYP3A4: pucnepusoH HE OKa3bIBaeT
BIMSHUS HAa  (PAapMAKOKMHETHKY  AapUIMIpa3ojla M €ro  akTUBHOTO  MeTaboNHTa,

JETUAPOAPHITAIIPA30IIA.
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Cepoeunbvie 2iuko3uobl

PI/ICHepI/II[OH HC OKa3bIBACT KIIMHUYCCKH 3HAYUMMOI'O BJIMAHUA HaA q)apMaKOKI/IHeTI/IKy JUTOKCHHA.

Ipenapamol 1umus

Pucnepuion He oka3pIBaeT KIMHUYECKU 3HAYUMOTO BIMSHUS Ha (papMaKOKHHETHKY MpPEenapaToB
JIUTUSL.
Oonospemennoe npumenerue ¢ Qypocemuoom
CM. nH}pOpMaLIKIO O TOBBIIIEHHONH CMEPTHOCTH Y MAIlMEHTOB IOKHUIIOTO BO3pacTa ¢ AeMEHIUEH,
OJIHOBPEMEHHO MpUHUMaroImx Gypocemus, B paszaene 4.4.

eTH
HccenenoBanus JIEKapCTBEHHBIX B3aUMOJEHCTBHNA IIPOBOJUIUCH TOJIBKO Y B3POCIIBIX ITALEHTOB.
PeneBaHTHOCTB pe3ynbTaTOB JaHHBIX UCCIEIOBAHUN Y IE€TE HEU3BECTHA.
OnHoBpeMeHHOE MPUMEHEHHE MCUXOCTUMYIISITOPOB (Hampumep, MeTuideHuaTa) u npemnapara
Topenno Ky-tab y nereit He usmeHsieT hapmMakoKuHETHUECKHE HapaMeTpbl U 3¢ (HEeKTUBHOCTh
pHUcIepUIOHA.
4.6. ®epTHIBHOCTD, 0€PEMEHHOCTD U JIAKTALMS
bepemeHHOCTD
JlaHHBIE O TPUMEHEHUU PUCTIEPUAOHA Y OEpEMEHHBIX KEHIIIUH OTCYTCTBYIOT WJIM OTPAHHUEHBI.
B uccnenoBaHusX Ha >KMBOTHBIX HE OBLJIO BBISBICHO TEPATOT€HHOrO JEMCTBHS pUCIEPUIOHA.
IToTeHuManbHBIN PUCK IPUMEHEHUS PUCIIEPUIOHA Y YEJIOBEKA HEU3BECTEH.
[Tpu mprMeHEHUN aHTUIICUXOTUYECKUX CPEJICTB (B TOM YHCIIE PUCTIEPHUIOHA) B TEUEHUE TPETHETO
TpuMecTpa OEpEeMEHHOCTH HOBOPOXKJIEHHBIE TOJBEPKEHBI PHUCKY pa3BUTHUA OOpPaTUMBIX
SKCTPAITUPAMHUIHBIX CHUMITOMOB M (HJIM) CHHIPOMa «OTMEHBI», KOTOPBIE BaphbHPOBAIUCH IO
CTENEHM TSKECTH U ANMTEeNIbHOCTH. Co00IIaIoch 0 cilydasx aXUTallUy, MBIIIEYHON TUIIEPTOHNUN
WJIM TUTIOTOHUH, TPEMOPA, COHIIMBOCTH, PACCTPOICTBA JbIXaHUS U 3aTPYAHEHUSIX IPU KOPMIICHUH.
[ToaToMy HOBOpOXKEHHBIC, MAaTePU KOTOPBIX IPUHUMAIH PUCTIEPUIOH BO BpeMsi OEpEMEHHOCTH,
JOJIKHBI HAXOAUTHCS MOJT THIATEIbHBIM HA0JI0IEHUEM.
[Tpumenenue npenapata Topenno Ky-tab Bo BpeMs GepeMEHHOCTH BO3MOXKHO TOJBKO B TOM
ciyvae, eclid OKuaaeMasi 1oJib3a JJisi MaTepu MPEBBIIIAET NOTEHIIMANbHBIA pUCK Ui mioaa. [Ipu
HEOOXOJIUMOCTH TPEKPAIICHUsI Teparuy BO BpeMs OEpPEeMEHHOCTH CIIEAYeT MPOBOJIUTH OTMEHY
npenapara MmocTeNneHHoO.
JlakTanus
B uccnenoBanusx Ha )KUBOTHBIX PUCHEPHUIOH U 9-THAPOKCUPUCTIEPUAOH MPOHUKAIH B TPYIHOE
MOJIOKO. BbIIO Takxke MpoJeMOHCTPUPOBAHO, YTO PHUCIEPUIOH U 9-TUIPOKCUPHUCIICPUIIOH B

HEOOJIBIINX KOIUYECTBAX IMPOHUKAIOT B I'PyAHOC MOJIOKO YCJIOBCKaA. Her JaHHBIX O MOOOYHBIX
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s¢dexTax y MIaAeHLEB MNpU TPyAHOM BcKapmiuBaHuu. [loaTomy Bompoc o TpyAaHOM
BCKapMJIMBaHUM JIOJKEH PEIIATHCS C YUETOM BO3MOXKHOI'O PHCKa JIJIsl peOCHKa.

DdepTUabHOCTD

Kak u npyrue nekapcTBeHHbIE MpernapaThl, KOTOPbIE SBJISIOTCS aHTAarOHUCTaMU J10(aMUHOBBIX
D2-peuienitopoB, pHUCIEPUAOH MOBBIIACT KOHIEHTPALMIO MPOJIAKTHHA B IUIa3Me KPOBH.
['uneprnpoiaakTUHEMHUsT MOXKET IMOJABIATh CEKPEIHI0 TUIOTATaAMHUYECKOTO TOHAJOTPOIUH-
PHJIN3UHT-TOPMOHA, YTO MPUBOJHUT K CHIPKEHHUIO CEKPELUHU THITO(PH3apPHOT0 TOHAJOTPONHHA. DTO,
B CBOIO OYEpE/b, MOKET BBI3bIBATH 10/IaBJICHUE PENPOAYKTUBHON (DYHKLUU 3a CUET HAPYLICHUS
CTEpOMIOTeHE3a B MOJIOBBIX XKelle3aX Y MalUeHTOB MY>KCKOTO U )KEHCKOT0 IMOJIa.

B noknuHMueckux ucciaeaoBaHUsAX 3HAYMMBIX 3 ()EKTOB HE HAOIIOAAIOCH.

4.7. Bausinue Ha CHOCOOHOCTH YNPABJATH TPAHCHOPTHHIMHM CPeJICTBAMHM M PadoTaTh €
MeXaHU3MaMH

[Ipenapatr Topenmo Ky-tab oxaspiBaeT crmaboe WM yMEpEHHOE BIUSHUE HAa CIOCOOHOCTH
YIPaBIATh TPAHCHOPTHBIMH CpEACTBaMH W paboraTh ¢ MexaHm3Mamu. [lammenTtam ciemyer
PEKOMEHIOBAaTh OTKA3aThCSl OT YINPaBIICHUS TPAHCIOPTHBIMH CpPEACTBAMH M OT paboThI C
MEXaHHU3MaMH JI0 BBISICHEHUS UX WHAUBUAYAIbHON UyBCTBUTEILHOCTH K Mpenapary.

4.8. He:xesnaTesbHbIEC peaKIMU

Hambonee wacto HaOMIOJaeMBIMH HEXKENATEIBHBIMA pPEAKIUSAMH (4acTOTa BO3HUKHOBEHHS
> 10 %) SBISTUCH MTAPKUHCOHM3M, CEIAIs, TOJIOBHAsI 00JIb U OECCOHHMUIIA.

[TapkMHCOHM3M U aKaTU3UA ABJSIOTCS JJ0303aBUCUMBIMH HEXeJaTeIbHBIMU PEAKIIMSAMU.

HexxenaTenbHble peakiMM  pUCIEPHUIOHA B  TEPaleBTUYECKUX J103aX TMPUBEIEHBI C
pacmpefieieHueM M0 YacToTaM M cucTeMaM opraHoB. YactoTry moOouHbBIX 3¢ (deKToB
KJIaccu(QUIMPOBAIN CIIEAYIONMM oOpa3om: odeHb yacto (> 1/10 ciyuaes), wacto (> 1/100 u
< 1/10 cnyuaeB), Hedacto (> 1/1000 u < 1/100 ciyuaes), penko (> 1/10000 u < 1/1000 ciyuaes),
oueHb penko (< 1/10000 ciyuaeB) U 4actoTa Heu3BecTHa (HE MOXKET OBITh OIIEHEHA Ha OCHOBE
UMEIOIINXCS JaHHBIX ).

HexenartenpHble peakIiuy CrpYyNIHUPOBAHBI B COOTBETCTBUU C MOPSIKOM Ha OCHOBAaHUHU CUCTEMHO-
opraabix knaccoB (COK). B  kaxmoil dYacTOTHOW Tpymme HeXelaTelbHble peaKiuu
MIPEJICTABJICHBI B TIOPSAKE YMEHBIICHUS HX CEPhE3HOCTH.

Hngpexyuu u uneasuu:

4acTO — MTHEBMOHMUS, OPOHXUT, UHPEKINN BEPXHHUX JbIXATENbHBIX MyTeH, CUHYCUT, HHPEKINUU
MOUEBBIBOJIALINX MyTeH, HH(PEKINUN yXa, TPUIIIL,

HEYaCcTO — WH(MEKIMH JBIXaTeIbHBIX MyTeH, IIUCTUT, NHPEKIUU TJIa3, TOH3WUINT, OHUXOMHKO3,

¢iermoHa, MecTHasi HH(EKIHsI, BUPYCHbIEC MH(EKLINH, aKapOJePMaTHT;
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penko — nHQeKIus.

Hapywenus co cmoponul Kpo6u u tumgpamuueckou cucmembl.

HEYaCTO — HEUTPOIEHUS, CHUKEHHUE KOJUYECTBA JICMKOIMTOB, TPOMOOILIMTOIICHUS, AHEMMS,
CHIDKEHHE TeMaTOKpUTA, CHIDKEHUE KOJIMYECTBA Y03MHO(HIIOB,

PENIKO — arpaHyIOIUTO3 .

Hapywenus co cmopoHvl uMMYHHOUL cucmembi:

HCYACTO — I'MIICPUYBCTBUTCIILHOCTD,
penKo — aHaduIaKTHUeCKas PeaKIus .
DHOOKpUHHBLE HAPYULEHUL!

YaCcTO — TUIEPIPOTAKTHHEMHS |
peAKOo — HapyIlIeHUE BIPAOOTKU aHTUANYPETUYECKOTO TOPMOHA, TIIFOKO3YpHSI.

HapymeHuﬂ memaboausmMa u nUMAaHUsL:

YaCTO — MOBBIIICHUE MACCHI TEJIA, TOBBIIIICHUE alIIETUTA, CHIDKCHHUE aIlleTUTa;

HEYaCToO — CﬁX&pHBIfI I[I/Ia6eT2, THIICPIIIMKEMUS, ITOJIUAUIICH S, CHUKCHHUEC MACCHI TCJIa, aHOPCKCH,
IMOBBIIICHHUEC KOHICHTPALNMH XOJICCTCPHHA B IJIa3MC KPOBH;

penKo — BOAHAS MHTOKCHKAIMAS, THIOTIMKEMHs, THIEPUHCYITHHEMHUSS, IIOBBIIICHHE
KOHIEHTPAIlUU TPUTIIUIEPHUIOB B TUIa3Me KPOBU;

OYEHBb PEJIKO — TUAOETUYCCKUI KEeTOAINI03.

Icuxuueckue Hapyuienus:

OueHb 4acTo — GeccoHHMna®;

4acTo — HApyIICHUs CHA, BO30YK/IeHHUe, IeTpeccus, TPEBOra,

HEYAaCTO — MaHWH, CITYTAHHOCTb CO3HAHUS, CHUKCHUC J'II/I6I/IJIO, HEPBO3HOCTH, HOYHBIC KOIIMApPhI;
penko — yronienue addexra, anoprazmusi, KaTaTOHHS, COMHaMOYJTH3M;

OUYEHb PEJIKO — PACCTPOMCTBO MUIIIEBOTO TIOBEICHUS, CBI3aHHOE CO CHOM.

Hapywenus co cmoponul nepeHoU cucmembl:

OYEHb YACTO — CEJIAINS, COHIIMBOCTD, TAPKHHCOHM3M”, TOJIOBHAS GOIb;

qacTo — aKaTI/I3I/I$I4, )II/ICTOHI/ISIA, TOJIOBOKPYKCHHUC, }II/ICKI/IHG3I/I$I4, TPEMOP,

HEYaCTO — MO3IHAS JUCKUHE3MsI, UIIIEMHUS TOJIOBHOTO MO3Ta, OTCYTCTBHE OTBETA HA CTUMYJISIIUIO,

noTepsd CO3HAHUA, CHIDKEHHBIN YPOBCHb CO3HaHUA, CyHOpOFI/I4

, OOMOpOK, MCHUXOMOTOpHAas
TUIICPAaKTHBHOCTh, HApyIICHWE pPABHOBECHs, HApYIICHHE KOOPJWHAIMH, TOCTypaIbHOE
TOJIOBOKPY>KCHHE, HapyIIICHUe BHUMAHUS, TU3aPTPHS, TUCTEB3Us, TUTICCTE3U, ITAPECTE3U;
penko — 3HC, niepeOpoBacKysipHbIE HAPYIIEHUS, THa0eTHUECKas KOMa, TPEMOP TOJIOBHI.
Hapywenusa co cmoponul opeana 3penus:

YaCTO — HCYETKOC 3pCHNUEC, KOHBIOHKTUBUT,

HEYacToO — CBGTO60513HI>, CYXOCTH I'J1a3, YCUJICHHOC CJIIC30TCUYCHUC, THIICPEMHU I'J1a3a,

20



penKo — riaaykoMa, HeMpOU3BOJIbHBIE BPALICHUS IJ1a3HBIX S0JIOK, HapyllIeHue ABM)KEHUH Tiaza,
06pa3zoBaHUe KOPOK Ha KPAIo BeKa, HHTPAOIEPALIMOHHBINA CHHIPOM «APIOIO0H» paLyKKI .
Hapywenus co cmoponul opeana ciyxa u aabupunma:

HEYacTo — IIyM B ylIaX, BEpTUTO, OOJIb B YXE€;

Hapywenus co cmoponwl cepoya:

94acTO — TaXUKAPIHS;

HEYacTo — (GUOPHIUTSIIIHSI IPECEPIUH, AaTPUOBEHTPUKYJIISIPHAS OJIOKaIa, HAPYIICHUE IPOBEICHUS,
ymmnaenue narepsaia QT na OKI', Opagukapaus, oTkioHeHus rokaszateneit Ha OKI, omrymeHue
cepaneOueHus;

PEAKO — CHHYCOBAasi apUTMHUSL.

Hapywenus co cmoponwl cocyoos:

4acTo — apTepHalibHasl THIEPTEH3US;

HEYacTO — apTepHabHasi TUIIOTEH3Us, OPTOCTATHUECKAast TUTIOTEH3Hs, TPUINBEI KPOBHU K JIUILY;
penKo — 5MO0JIHs JIETOYHOM apTepuu, TPOMOO03 ITyOOKHX BEH.

Hapywenus co cmoponsl ObixamenbHOU cucmemyl, 0Op2aHos epyOHOU KIemKU U CPeO0O0CmeHUsL:
4acTo — OAbIIIKA, O0Nb B 0ONAacTH TOPTAaHM M TJIOTKH, Kalllesb, HOCOBOE KPOBOTEYEHUE,
3aJI05)KEHHOCTh HOCA;

HEYACTO — AaCNHpAIMOHHAS TTHEBMOHHUS, 3aCTOH B JIETKUX, HAPYIICHUE JBIXaHUS, XPHIIbI,
CBUCTSIIIIEE JIBIXaHHE, 3AI0KCHHOCTD JIBIXaTSIIBHBIX My TEH, TUCHOHHUS, PACCTPOHCTBO CO CTOPOHBI
JIBIXATEIIEHON CHCTEMBI,

PENKO — CHHIIPOM aItHO? BO CHE, TUIIEPBEHTHIIALINS.

Kenyoouno-kuuieunvie HapyueHus:

4acTo — 00Jib B 00JaCTH XKUBOTa, NUCKOMGOPT B KEIyAKEe, PBOTA, AUapes, 3arop, TOUIHOTA,
JUCITIETICHSI, CyXOCTh CIU3UCTON 000JI0UYKHU MOJIOCTU PTa, 3yOHAas 00JIb;

HEYacTo — Helep KaHue Kana, (pekaroma, raCTpOIHTEPUT, TUC(harus, METEOPU3M;

PENKO — MMAHKPEATUT, HEITPOXOIUMOCTh KHIIIEYHHKA, OTCYHOCTh SI3bIKa, XCHIINT;

OUYEHb PEIIKO — UIIEYC.

Hapywenus co cmoponvl neuenu u xenueaul8o0auux nymeti:

HEYaCTO — TOBBIIICHHE aKTMBHOCTH TPAaHCAMUHA3 B IIa3Me€ KPOBH, TMOBBLINICHHWE aKTHBHOCTHU
raMma-riIyTaMumiITpaicgepasbl B I1a3Me KpOBH, MOBHIIICHUE aKTUBHOCTH ()EPMEHTOB MEUCHHU;
PENKO — JKeNTyXa.

Hapywenus co cmoponbl Kodtcu 1 n0OOKONCHBIX MKAHEIL:

9acTO — ChIIlb, IJPUTEMA;

HCYACTO — KpallMBHUIIA, 3y, AJIOTICIIUA, TUIICPKEPATO3, 3K3EMaA, CYXOCThb KOXKH, UBMCHCHUC IIBCTA
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KOXH, aKHE, CEOOPEHHBII 1epMaTUT, BOCTIaJICHHE KOXKHU, HAPYIIEHUE KOKHBIX TTOKPOBOB;

PEAKO — TOKCUKOJIEPMHUSL, TIEPXOTh;

oueHb penko — orek KsuHke, cuHapoM CTHBeHca-/[>KOHCOHA/TOKCUYECKHUH SMUIepMaTbHBINA
HEKPOJIU3.

Hapywenus co cmoponvl mbluieunotl, CKeiemHotl U cOeOUHUMeNbHOU MKAHU:

9aCcTO — MBIIIEYHBIE CIIa3Mbl, 00JIE3HEHHOCTh CKEJICTHBIX MBIIII, O0JIb B CIIUHE, apTPAIITHS;
HEYACTO — TMOBBIINICHUEC AKTUBHOCTU KpeaTHH(OCHOKHMHA3BI B IJIa3Me KPOBH, BBIHYKICHHOE
MOJIO’KEHHUE Tella, TYTOMOIBHKHOCTh CyCTaBa, OTEK CyCTaBa, MbIIIeUHas c1abocTh, 00JIb B IIEE;
penKo — pabIOMHOIH3.

Hapywenus co cmopoHuvl nouex u Mo4esbl800AUuUX nymeli:

4acTo — DHYpE3;

HEYacCTO — NOJUIAaKUYPHS, 3aJI€PKKa MOUEBBIIEICHUS, TU3YPUS.

bepemennocmo, nocnepoooswiii nepuoo u nepuHamanbHvle COCMOAHUA!

PEIKO — CHHIPOM «OTMEHED) Y HOBOPOKICHHBIX .

Hapywenus co cmopoHwvl penpodykmusHot cucmemsl U MOJIOYHBIX HCeles:

HEYAaCTO — OPEKTHIbHAs AUCPYHKIHS, HapylIeHHe OdIKYJSAIUH, aMeHopes, HapylleHue
MEHCTPYaIbHOTO IUMKJIA*, THHeKOMacTHs, raTakTopes, CeKcyanbHas TUCHYHKIHS, 6OIe3HEHHOCTh
MOJIOUHOM *kele3bl, JTUCKOM(POPTHBIE OIIYIICHHUS B MOJIOYHOH KeJe3€, BhIICICHHS U3 BIarainila;
PeNKo — MPHANU3MS, 3a/epiKKa MEHCTPYaIbHOTO [UKIIA, HECOCOOHOCTh JSKYIIAINHI, HATpyOaHue
MOJIOYHBIX KeJIe3, YBEINUEHNE MOJIOYHBIX JKeJIe3, BbIICTICHUS U3 MOJIOYHOH JKeNe3bl.

Obwue HapyweHus u peakyuu 6 mecme 68e0eHUsL:

4acTo — OTeK*, MMXOpajKa, aCTeHHs, yTOMISIEMOCTh, OOIb;

HEYAaCTO — OTEK JIHMIlA, TOBBIIICHHE TEMIEPaTypbl Tela, HapyIIeHHE MOXOJKH, IUI0X0e
CaMOYyBCTBHE, XaXda, AUCKOMGOPT B OOJACTH TPyAHOM KIETKH, 03HOO, HEJOMOTaHHe,
JTUCKOMQOPT;

pPEeIKO — TUIOTEPMHUs, TMOXOJI0/laHue KOHEUHOCTEW, CHU)KEHHE TeMIIepaTypbl Teja, CHUHIPOM
«OTMEHBI», YIJIOTHEHHE OPIaHOB U TKaHeit",

. ['unepnponakTHHEMHUsT B HEKOTOPBIX CIy4asX MOXET OBbITh NPUYHMHON TOSIBICHUS
TMHEKOMAaCTHUH, HapyUIEHUM MEHCTPyaJbHOTO IMKJIa, aMEHOPEH, AaHOBYJIALIUU, TaJIaKTOPEH,
HapymeHust PepTUIILHOCTH, CHIKSHUS JIMOUT0, SPEKTHIIBHON JUCHYHKITHH.

2 B xoxme mane0o-KOHTPOJIMPYEMBIX — HMCCICIOBAaHMN  caxapHbld — auaber  ObLI
3apeructpupoBad y 0,18 % y4aCTHUKOB, MOJIy4aBIIMX PUCHEPHUAOH, IO CPABHEHUIO C YACTOTOU

0,11 % B rpynme mnare6o. OO0mass yacToTa BO BCEX KIMHHMYECKUX HCCICIOBAHMSIX COCTaBUIIA

0,43 % y Bcex maIMeHToB, MOJyYaBIIUX PUCTIEPUIOH.
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3 He nabmronanoch B KIIMHUYECKUX MCCIIEIOBAHUSIX PUCIIEPUIIOHA, HO HAOJIOIAI0Ch B X0/1€

[OCTPETUCTPALIMOHHOTO IPUMEHEHMS PUCIIEPUJIOHA.
4 OKcTpanupaMuJHble  HAapyIIEHUS  MOTYT  OBITh  CIEAYIONIMMHU:  MapKHHCOHHU3M
(runepcekpenuss CIIOHBL, PUTHIHOCTh CKEJIETHBIX MBI, MapKUHCOHU3M, CIIOHOTEUEHUE,
PUTUIHOCTh MO THUILY «IIECTEPEHKHU», OpajMKUHE3Us, TUIIOKWHE3Us, MacKooOpa3HOE JUIIO,
MBILLIEYHOE HANPSKEHUE, AKUHE3Us, PUTMIAHOCTh 3aTBUIOYHBIX MBI, PUTHAHOCTH MBIIIII,
NapKUHCOHMWYECKas TOXOJAKa W HapylleHHe TIiabesipHoro peduekca, NapKUHCOHUYECKHN
TPEMOD B [IOKOE), aKaTU3UA (aKaTU3Us, OECIIOKOICTBO, TUIIEPKUHE3NS U CUHIPOM «OECTIOKOMHBIX
HOT»), TPEMOp, IUCKHUHE3Ms (IMCKUHE3Ws, MBbIIIeYHas CyJI0pora, XOpeoareTo3, areTro3 u
MHUOKJIOHYCBI), AMCTOHMS. K JAMCTOHMM OTHOCSTCS: JUCTOHHUS, TUIEPTOHUS, KPHUBOILES,
HETPOM3BOJIbHBIE COKpAIICHUS MBI, MBIIIEYHass KOHTpPakKTypa, OnedapocmasM, IBHKECHUS
[JIa3HBIX SI0JIOK, Mapanuy s3bIKa, CHa3M JIMIEBBIX MBI, JIAPUHIOCIAa3M, MHOTOHHS,
OMKCTOTOHYC, CMa3M POTOTJIOTKU, U3TUO TYJIOBHILA B CTOPOHY OOJIBIIETO COKPAILIECHHUS MBIIIIII,
crasM MbIII sA3bIKa U Tpu3M. ClieyeT OTMETUTh, YTO B IIE€PEUEHb BKJIKOYEH OOsiee IMIMPOKUI
CHEKTP CHUMITOMOB, KOTOPble HEOOs3aTe€IbHO MMEIOT 3KCTpanupaMuIHOE MpoucxoxiaeHue. K
OCCCOHHUIIE OTHOCSTCS HHHIIMAIbHAs WHCOMHHUS, HWHTPAacOMHHYEcCKoe paccTpoictBo. K
CyJI0pOraM OTHOCSITCSI O0JIBIINE CYA0POKHBIE MpUMaaKu. K HapyleHnssM MEHCTPYaibHOTO IIUKIIA
OTHOCSITCSl HEperyJsipHble MEHCTpyaluu, ojuromeHopes. K oTexkaM OTHOCATCS aHacapka,
nepudeprudeckue OTeKU U «MATKUIA» OTEK.

Omnucanyre OTACNbHBIX HeXKENaTSAbHBIX PEaKIIUN

Heoicenamenvhvie peakyuu, ommedeHnvle npu npUMeHeHUU NaiunepuooHa

[TanmunepuaoH  sBISETCS AaKTUBHBIM  METAaOOJMTOM  PHUCIEPHIOHA, IO3TOMY MHPOGMIN
HE)KEJMATeNBbHBIX PEAKIUH /IS 9TUX COSTMHEHNH (BKIIIOYas KaK OpaJIbHbIE, TaK U MHBEKIIMOHHBIC
JIeKapCTBeHHbIE ()OPMBI) aKTyallbHBI APYT Ui Apyra. [IoMUMO BhIlI€yKa3aHHBIX HEeXeIaTeIbHbIX
peakuuii TNpH TPUMEHEHUH MpernaparoB NaluMNepupoHa ObUTM OTMEYEHBl CIEAyIOIIHe
HEXKEeJIaTeNbHBIC PEaKINH, KOTOPBIE, KaK MOKHO OXXHIaTh, OyJIyT Pa3BUBATHCSA W MPH TEPaIUu
PHCTIEPHIOHOM.

Hapywenus co cmoponwl cepoya

CuHApPOM NOCTYpalIbHOW OPTOCTATUYECKON TaXUKapAUH.

Knacc-agpgpexmoi

Kak w B ciaywae C JpyrdMH  aHTUIICHXOTHYECKMMH  TIperapaTamd, B  TEPUOJ
MOCTPErHCTPALMOHHOTO IPUMEHEHHUS PUCTIEPHUIOHA OUEHB PEJIKO OTMEUAINCH CIy4an yATUHEHUS
untepBasia QT. Cpenu npyrux 3¢ (dekToB, XapaKTEpHBIX A Kilacca aHTUIICUXOTHUYECKUX
IpernaparoB, HAOIIOAATIHUCH KTy JOYKOBAs apUTMHS, PUOPHILISLINS KETyI0UKOB, KETyT0UKOBas

TaXUKapausa, BHE3allHass CMEPTh, OCTAHOBKaA CEpALa U XKECITyAJ0UYKOBAA TaXUKApAUA TUIIA KITUPYITH.
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Benosnas mpombosmbonus

[lpy TpUMEHEHWH AHTUIICUXOTHYECKUX MpenapaToB HaOMOAaNMCh CIydyad BEHO3HOM
TPOMOOIMOOINH, BKIIOYAs JICTOYHYIO AIMOOJIHMIO M Ciiydad TpoMOo3a TiyOOKMX BeH (YacTora
HEW3BECTHA).

Yeenuuenue maccor mena

B psanme mmane6o-KOHTPONMPYEMBIX HCCIENIOBAaHMNA JUIMTENBHOCTBIO OT 6 10 8 Henmenb
IPOBOJIMIIOCH COTIOCTABIICHUE J0JICH MAlIMEHTOB C MH30(peHNEH, MOTyYaBIINX PUCTICPUIOH UITH
ianefo, y KOTOPBIX HaOII0JaNoCh yBeNIMYeHHe Macchl Tena Ha 7 % u Oosee, MpH 3TOM ObLIO
BBISIBJICHO CTATHCTUYECKU 3HAYMMOE YBEIHUEHHUE YaCTOTHI CIydaeB M30BITOUHOTO Habopa Beca B
rpyIIe MalueHTOB, Moay4yaBmMx pucrnepuaon (18 %), mo cpaBHEHHIO C TAlMCHTaMH,
noay4yaBmumu  miane6o (9 %). B psme  1mwiane0o-KOHTPOJMPYEMBIX — HCCIIEIOBAHHIMA
JUIUTETILHOCTBIO 3 HEJENU, MPOBEACHHBIX y B3POCIBIX MAIMEHTOB C OCTPHIM MaHHaKaIbHBIM
COCTOSTHUEM, YacTOTa CJIy4aeB YBEIMUEHUS Macchl Tena Ha 7 % u 6oJiee Mpu OlleHKEe B KOHEYHOU
TOYKEe OblJIa COMOCTAaBUMOM B IPyIIax, MOJy4YaBIIuX pucnepuaoH (2,5 %) u mianedo (2,4 %), u
HEMHOT0 0oJiee BLICOKOH B IpyIIIe, MOTydaBIleil akTHBHBIH mpenapat kKoutpois (3,5 %).

B AnuTenbHBIX UCCIEIOBAHUSAX, IPOBEIEHHBIX B TMOMYJSIUH JeTed M MOAPOCTKOB C
KOHIYKTHUBHBIMH M JPYTHMH pacCTpPOCTBaMHU IOBEAEHUS, YBEIUYEHHUE Macchl Tejla Iociie
12 mecsimieB Tepamuu cOCTaBIsUIO B cperaHeM 7,3 kr. OkupaeMoe yBEIWYEHHE MacChl Tella y
3JIOPOBBIX JeTel B Bo3pacTe 5—12 mer cocrtamiser 3-5 kr B roa. B Bospacte ¢ 12 go 16 ner
BEJIMYMHA MPUOABKHU COCTaBIAET 3—5 KI' B roJl y JI€BOUYEK, B TO BpeMs KaK MaJbUUKHU HaOUpPaAIOT
OKOJIO 5 KT B roJ.

Oco0ble TPVIIILI TAIUEHTOB

Tayuenmoi nosxcunozo 6o3pacma ¢ oemenyuetl

B xo/1e KIMHUYECKUX HMCCIIE0BaHUI HEKelaTebHbIE JIEKapCTBEHHBbIE PeaKiuu (TpaH3UTOPHAS
WIIEMUYecKass aTaka W HWHCYJIBT) Yy TMAIMEHTOB IMOKHAJIOrO BO3pacTa C JEMEHIUCH
peructpupoBanuck ¢ dacroroil 1,4 % u 1,5 % coorBerctBeHHO. Kpome TOro, y mamnueHTOB
MOKUJIOTO BO3pacTa ¢ JIEMEHIIUe ¢ yacToToit 5 % u Gornee, u, o KpaiiHel Mepe, BABOE OOIbIIen
YaCTOTOM, YEM B IPYTHX MOIYJISAIUAX B3POCIBIX, PETUCTPHUPOBAIHCH CIIETYIONINE HEKETIaTEIbHBIC
JIEKapCTBEHHBIC PEAKITNHU: HHPEKIIMS MOYEBBIX ITyTeH, mepudepudeckre OTeKH, araThs U KaIleb.

eTH

B menom mpenmonaraercs, 4TO THIBI HEXENATEIbHBIX PEaKIMi y aeTed OynyT aHaTIOTUYHBI
HAOII0TAEMBIM Y B3POCIBIX.

VY nereit (B Bo3pacte oT 5 no 17 nmet) ¢ yactoroit 5 % u Oonee, u, Mo kpaiiHel Mepe, BABOE
0oJbIIeH YaCTOTOM, YeM B KIIMHUYECKUX UCCIIEOBAHUIX Y B3POCIIbIX, HAOIIOJAIUCh CIIEIYIOIINe

HCIKCJIATCIIbHBIC JICKAPCTBCHHBIC PCAKIIUU: COMHO.HGHI_II/ISI/CGIIHLII/IH, YTOMIIICMOCTDB, T'OJIOBHAA
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00J1b, TIOBBIIIICHHUE AIIETHTa, PBOTA, WHPEKIUS BEPXHUX JbIXaTCIbHBIX IMYTEH, 3a70)KEHHOCTh
HOCa, 00JIb B JKMBOTE, TOJIOBOKPYKEHHE, KallIelb, JINXOPAJIKa, TPEMOP, Hapes U SHyPe3.

COOGH.ICHI/IC 0 ITOA03PEBACMBIX HCXKCIIATCIbHBIX PCAKIINAX

Baxxno coo0miate 0 MOA03peBaeMbIX HEXKENATeNIbHBIX pPEaKIUsSX I[OClie pPerucTpanuu
JIEKapCTBEHHOT'O Tperapara ¢ 1ebio 00ecrnedeHrs HeNPEephIBHOIO MOHUTOPUHTA COOTHOILICHUS
«TOJbh3a — PHUCK» JIEKAPCTBEHHOTO mpernapara. MeauIuHCKUM pa0OTHUKAM PEKOMEHYeTCs
co00IaTh O JIFOOBIX TOI03PEBACMBIX HEXKEIATEIBHBIX PEAKIUAX JCKAPCTBEHHOTO IMpernapara
yepe3 HallMOHAJIbHBIE CUCTEMBI COOOIICHHS O HEXKEIATeNbHBIX PEaKIMSIX rOCyIapCTB — YICHOB
EBpa3uiickoro 3KOHOMHYECKOT0 CO03a.

Poccuiickasa ®@eoepayus

109012, r. Mocksa, CnaBsinckas 1., a. 4, ctp. 1

OenepanibHas ciryx0a 1o Ha30py B chepe 3ApaBOOXpaHeHUs

Temn.: +7 (800) 550 99 03

Anpec s11. moutsl: pharm@roszdravnadzor.gov.ru

Be6-caiit: https://roszdravnadzor.gov.ru

Pecnybnuxa benapyco

220037, r. Munck, ToBapunieckuii niep., 1. 2a

PecriyOnukanckoe  yHurapHoe —npennpustae «lIeHTp dIKcmepTH3 WM WCOBITAHUKA B
3paBOOXpPaHEHUN

Ten.: +375 (17) 242 00 29

Anpec s11. moutsr: repl@rceth.by

Be6-caiiT: www.rceth.by

4.9. Ilepeno3upoBka

CuMOTOMBI

ConnMBOCTh, cemaiusi, TaxuKapaus, apTephalbHas TUIOTEH3US, JOKCTpamupaMUIHbIC
paccrpoiictBa. HaOmomanoce ymnuHenwe wuHTepBasia QT w cymoporu. JIByHampaBiieHHas
KEITyTOUKOBasl TaxXWUKapJHs OTMedYajgach MPU OJHOBPEMEHHOM IIpHEME TOBBIICHHON 03B
pHUCTIEpUIOHA U TTAPOKCETHHA.

B cinydae octpoil mepemo3upoBKH HEOOXOAMMO YYHUTHIBATH BO3MOXKHOCTH MEPEIO3UPOBKH OT
MpreMa HECKOJIBKUX JICKAPCTBEHHBIX MPETIapaToB.

Jleuenue

ObecreunTh CBOOOJHYIO MPOXOJUMOCTD JIBIXATEIBHBIX MyTEeH NI aJIeKBAaTHOW OKCUTCHALUU U
BeHTWISIIMK. [IpueM akTUBUPOBAHHOTO YISl M CIAOUTEIBHBIX CpPeACTB A(P(EKTHBEH B TOM

ciIyvae, €CJId PUCTICPUIOH ObLI MPUHSAT He Oojee 1 yaca Haza.
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Jl71st CBOEBPEMEHHOTO TMarHOCTUPOBAHUS BO3MOKHOTO HAPYILIEHUSI pUTMa cep/lia He00X0a1MMO
KaKk MOXHO ObIcTpee HauaTh MoHuTopupoBanue DKI'. Crnenuduyueckuii aHTUIOT OTCYTCTBYET,
JIOJDKHA IPOBOAMTBCSA COOTBETCTBYIOLIAs CHUMITOMAarhudeckas Ttepanus. [Ipu cHuxeHHH
apTEepUATILHOTO JIaBJICHHUSI M COCYJHMCTOM KOJUIANCE PEKOMEHJIOBAHO BHYTPMBEHHOE BBEJCHUE
MH(Y3UOHHBIX PAcTBOPOB U (WJIM) CHMIIATOMMMETHYECKUX IpernapaToB. B ciydae pa3Butus
OCTPBIX DKCTpalMpaMUIHBIX CUMIITOMOB CJIENyeT HA3HAYUTh AHTUXOJIMHEPIUYECKUE CPEICTBA.
TurarenpbHOE METUIIMHCKOE HabOmoneHue W MouuTopupoBanue DKIT mpoBOAST A0 MOTHOTO

HCYC3HOBCHUS CUMIITOMOB HHTOKCHKAIIHNH.

5. ®APMAKOJIOITMYECKHE CBOMCTBA
5.1. ®apmakoauHaMHYecKHe CBOIiCTBA
®dapMakoTepaneBTUYECKas TpyNmna: MCUXOJENTUKU; AHTHUICUXOTHYECKHUE CpPEICTBa; ApYyrue
AHTUIICUXOTHYECKHE CPECTBA
Kox ATX: NO5SAX08

Mexanusm nenicteus U dapMakoarnHamMudeckue 3O heKTh

Pucnepuion — cenekTUBHbII MOHOAMUHEPTUYECKUI aHTATOHUCT, 00J1a1a€T BEICOKUM CPOJICTBOM
K CEpOTOHMHOBBIM 5-HT2 n nopamunoBsiM D2-perientopam. Pucnepuion takxke CBsI3bIBaeTCs €
anb(ai-aApeHopernenTopaMi ¥ B MeHbIIeH creneHn ¢ Hi-ructamuHoBBIMEH U anb(dapr-
aapeHopenenTopamu. Pucriepuion He 06saaeT TPOMTHOCTHIO K XOJIMHOPELENTOPaM.
Pucnepusion yMmeHbIIaeT NPOAYKTHUBHYIO CHUMITOMATHKY IIM30(PEHHM, BHI3bIBAET MEHbIlIEE
[OJaBJICHUE MOTOPHOM aKTHUBHOCTH M B MEHbLIEH CTENEHM HHAYLHUPYET KaTaJlelCHio, YeM
KJlaccuueckue Herponentuku. COasaHCUPOBaHHbBIN IIEHTPAIbHBINA aHTarOHW3M K CEPOTOHUHY U
noaMuHy CHMKAeT BEPOSITHOCTH PAa3BUTHSI SKCTPANMUPAMUIHBIX HAPYIICHHH W PaCHIUPSET
TepaneBTHUECKOe JIeHCTBHE Mpernapara ¢ OXBAaTOM HETaTUBHBIX U a((PEeKTHBHBIX CHMITOMOB
MmU30(pEeHNH.

5.2. ®DapmakoKMHeTHYECKHE CBOMCTBA

AOGcopOnus

Pucnepunon mocine mpuema BHYTPb IOJHOCTBIO abCOpOMpYeTcsi, NOCTUTas MaKCHUMAaJbHBIX
KOHIIEHTpaluil B Tia3Me KpoBH depe3 1—2 yaca. AGconoTHas OMOJOCTYIHOCTh PUCIIEPHIOHA
nocie npuema BHyTpb coctanisieT 70 %. OTHocuTenbHast OMOAOCTYITHOCTH IOCTIE TpUeMa BHYTPb
pucnepusiona B ¢popme TabiaeTok coctanisier 94 % npu cpaBHEHUU C PHUCIIEPUIOHOM B (opMme
pactBopa. [Ipuem numm He oka3bIBaeT BIMSHUA Ha a0COpOLMIO MpenapaTa, Io3TOMY PUCIIEPHIOH
MOYKHO TPHMEHATh HE3aBHCHMO OT BpPEMEHHM Ipuema Nuiu. PaBHOBecHass KOHLEHTpAIHS
pucCliepUIOHa B OpraHu3Me y OOJBIIMHCTBA MAIMEHTOB JOCTUrAeTcs B TedyeHue | JHs.

PaBHOBeCHast KOHIIEHTpAIUs 9-TUIPOKCUPHUCTIEPUIOHA TOCTUTACTCS B TeUCHUE 4—5 THEH.
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Pacnopenenenue

Pucnepunon 6sicTpo pactpenensercs B opranusme. O0beM pacnpeaeseHus COCTaBisieT 1—2 J/kr.
B miazme KpoBH pUCIIEpHIOH CBSI3BIBAETCS C aIbOYMHHOM U aib(]ai-KUCIBIM TITHUKOIPOTESHHOM.
Pucnepunon na 90 % cBs3biBaeTcst 6eIKaMu I1a3Mbl KPOBH, 9-Tuapokcuprcnepuson — Ha 77 %.

BI/IOTDaHC(bODMaHI/IH " 3JIMMHUHAILINA

Pucnepunon merabonmusupyercs B medeHu ¢ ydactueM uzodepmenta CYP2D6. OcHoBHOIA
MeTaboMuT — 9-THAPOKCHPUCTIEPUIIOH, KOTOPBIA 00JIagaeT CXOAHOW (apMaKoIOrHIecKon
AKTUBHOCTBIO C PUCIEPUIOHOM. PUCepuioH 1 9-rUIpOKCUPUCTIEPUIOH COCTABIISIIOT aKTUBHYIO
aHTuncuxoTuyeckyro  ¢pakmuto.  M3odpepment CYP2D6  mnoaBepkeH  I'€HETHYECKOMY
noauMopdu3My. Y MalMEeHTOB ¢ WHTCHCHBHBIM MeTabonmuzMoM 1o uzodepmenty CYP2D6
pUCIEpUIOH OBICTPO MpeBpaIlaeTCs B 9-TUAPOKCUPUCIIEPUIOH, B TO BPEMs KaK Yy MalUEHTOB CO
ciabbiM MeTtabonuaMoM 1o uzodpepmenty CYP2D6 3ToT mponecc NpoucXOAUT 3HAYMTEIBHO
Me/IeHHee. XO0Ts y NAallMeHTOB ¢ MHTEHCHBHBIM METa0OJM3MOM KOHIIEHTpPALUsl PUCIIEPHIOHA
HUKE, a KOHLIEHTpauus 9-rHApOKCHUpUCIIEPHIOHA BBILLIE, YEM Y IallUEHTOB CO CJAa0bIM
MeTa0oaM3MOM, (papMaKOKMHETHKA AaKTUBHOW AHTUIICHXOTHYECKOW (pakmuu Iocie IMpueMa
OJTHOM WJIM HECKOJIBKHX J103 CXOJHasi B 00€uX IpymIax ManieHToB.

Hpyrum nytem meraboiu3ma pHuclepuioHa siBisercs: N-aesankuiaupoBaHue. VccienoBaHus B
yCIOBUSX IN VItr0 Ha MUKpPOCOMAax MEUSHH YesIOBEKa MOKA3aJIi, YTO PUCICPUIOH B KJIMHUYCCKH
3HAQUMMBIX KOHILEHTpPALUsAX CYLIECTBEHHO HE HWHIHMOMpYyeT MeTaboiu3M JIeKapCTBEHHBIX
npenapaToB, OMOTpaHCHOPMUPYIOLIMXCS MO JEHCTBHEM H30(EPMEHTOB CHUCTEMBI IUTOXpOMA
P450, B Tom unciie CYP1A2, CYP2A6, CYP2C8/9/10, CYP2D6, CYP2EL, CYP3A4 u CYP3AS.
OIUMUHAINS

Uepes Henemnto nociie Havasna npueMa puctnepusiona 70 % 10361 BBIBOJUTCS MOYKaMH (TIPH TOM
BBIBEJICHHE pUCHEPUIOHA U 9-TUIAPOKCHPUCIIEPHJIOHA TOYKaMH cocTaBiseT 35-45% ot
IOPUHATON J103bl, OCTABIIASICS YaCTh — HEAKTUBHBIE META00NUTHI) U 14 % — yepe3 KUIIEUHHUK.
[Tocne mpuemMa BHYTph y MAMEHTOB ¢ Icuxo3amu nepuoa nonyssiBenenus (T'2) pucnepuaona
COCTaBJISIET OKOJIO 3-X 4acoB, 1’2 9-rHIpOKCUPHUCHEPHUIOHA U AaKTHBHOW AHTUICUXOTUYECKON
¢dpakuun — 24 yaca.

JIn"elHoCTh (HEIUHENHOCTS)

KoHueHnTpanus pucnepuaoHa B miiasMe KpoBU MPSAMO MPOMOPLMOHAIIBHA TPUHUMAEMOM J103€ B
TE€pPaneBTUYECKOM JUAIa30He J03.

DdapMaKOKMHETHKA Y Pa3IUYHBIX TPYIII MAIIMCHTOB

Tloueunas neoocmamounocms
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VY panuMeHToB € IIOYEYHOM HEOOCTATOYHOCTHIO HAOIIOIAJI0Ch IOBBIIIEHUE IUIA3MEHHOMN

KOHIIEHTPAIlMU U TOHWKCHHUE KIMPEHCAa aKTUBHON aHTUIICMXOTHYECKOH (pakiuu B CpeaHEM

Ha 60 %.

Tleuenounas nedocmamouHocms

VY NaIueHToB ¢ IeYCHOYHOH HEI0CTaATOYHOCTHIO KOHIICHTPAIIMU PUCIIEPU/IOHA B IIa3Me KPOBH HE

W3MEHSITUCH, OJTHAKO CPEJIHSSI KOHIICHTpAIHs CBOOOIHON (paKIIUK PUCTICPUIOHA YBETUIHBATIACH

Ha 35 %.

Tayuenmor nodxcunoeo eospacma

[Tocie oqHOKpPATHOTO MpHEMa PHUCIEPHIOHA Y MAIUCHTOB MOXKHUJIOTO BO3pacTa KOHIEHTPAIIHS

AKTHUBHOM aHTUTICUXOTUUYECKON (PPAKIIMH B IJIa3M€ KPOBU yBEIUYHBaIach B cpeaueM Ha 43 %, TYa

—Ha 38 %, a xkiupenc ymenbmaics Ha 30 %.

Ilon, pacoseast npunaoaes’cHocmy, KypeHue

[MomynsauoHHBIA (hapMaKOKUHETUYECKUN aHAJIN3 HE BBISIBUJ OYECBHUHOTO BIIMSHUS I10JIa, Pachl

WM KypeHHs Ha (PapMaKOKWHETHKY PUCTICPUIOHA U aKTUBHOW aHTUIICUXOTHYCCKOU (ppakiuy.
eTH

dapMaKOKHHETUKA PUCIICPHIOHA, 9-TUAPOKCHPHUCIICPUIOHA M AKTHBHON AHTHIICUXOTHYECKOU

¢bpakuuu y gereil conocTaBUMa ¢ TAKOBOH Y B3pOCIIBIX MAIUEHTOB.

6. ®PAPMAIIEBTHUYECKHWE CBOWCTBA
6.1. IlepeyeHp BCIOMOraTeJIbHBIX BeIIECTB
MaunHuTON
byTtunmMerakpunara, AMMETUIAMUHOITHIIMETAKpUIIaTa U METUIIMETaKpuiiaTa conoyuumep [1:2:1]
[ToBunon K25
[enmrono3a MUKpOKpUCTaJIMueckas, Tun 102
['unpono3a Hu3ko3zameniennas LH-21
Acmnaptam
Kpocnosunon
Kpacutens xene3za okcup kpacHslil (E172)
ApomaTu3aTop MATHBII:

- MaJbTOJEKCTPUH

- aKaluu KameJb

- copOuTon

- MATHI I0JIEBOX MacCIIO

- JIEeBOMEHTOII

ApoMaTtu3aTop MEHTOJOBBIN:
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- MaJbTOJEKCTPUH KYKYpYy3HBIN
- apOMAaTU3MPYIOIINE KOMIIOHEHTHI
Kanbuus cunukar
Maruus creapat
6.2. HecoBmecTUMOCTH
Henpumenumo.
6.3. Cpok rogHocTu (CpOK XpaHeHus1)
3 roxa.
6.4. OcoOble MepbI NPEAOCTOPOKHOCTH NPH XPAHECHHUH
XpaHuTh 1pu Temieparype He Boiie 25 °C, B OpUrMHaIbHOMN YIIaKOBKE.
6.5. XapakTep u coepxkaHue NePBUYHON YIAKOBKHU
[To 10 Tabnetok B Onucrep u3 komObunupoBannoro matepuana OIA/An/IIBX, [19T/An donbru
(OPA/AI/PVC, PET/AI peel off foil).
ITo 3 GnucTepa B Mayky KapTOHHYIO BMECTE C JIMCTKOM-BKJIA/IBIIIIEM.
6.6. OcoOble Mepbl MPEIOCTOPOKHOCTH MNPH  YHUUYTOXKEHHH  HMCIOJb30BAHHOIO
JIEKAPCTBEHHOT0 Mpenapara WM OTX0A0B, TMOJYYeHHbIX TOcjJde NPHUMEHEeHUs
JIEKApPCTBEHHOT0 Mpenapara, u pyrue MaHUNyJsiMU ¢ penapaTomM
Her oco0bix TpeOoBaHUil K yTUIM3ALUH.
CM. MHCTPYKIMIO TIO M3BJIEUEHUIO U3 OsncTepa TalleTOK, JUCIEPrUpyeMbIX B MOJIOCTH pTa, B

paznene 4.2.

7. JEPKATEJIb PETUCTPAIIMOHHOI'O YAOCTOBEPEHMUSI
CrnoBeHus
AO «KPKA, n.1., HoBo mectoy», llImapwemnika necra 6, 8501 HoBo mecto
Ten.: +386 73312111
dakc: +386 7 332 15 37
Anpec a1. moutsl: info@krka.biz
7.1. IlpeacTaBUTENb A€PsKATE/ISI PETHCTPALMOHHOTO Y10CTOBEPEHUsI

[Iperen3un HOTDC6I/ITCJICI71 HalnpasJATH 110 aApECy:

Poccuiickaa ®@eoepayus

000 «KPKA-PYC»

143500, MockoBckast 06011., r. Mctpa, yin. MockoBckasi, 1. 50
Ten.: +7 (495) 994 70 70

®axc: +7 (495) 994 70 78

Anpec 351. moutsl: Krka-rus@krka.biz
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Be06-caiit: www.krka.biz

Pecnybnuxa Benapyco

[MpencraButenscTBO Akuuonepuoro obmecrBa «KRKA, tovarna zdravil, d.d., Novo mestoy»
(Pecnybnuka Cnoenust) B Pecriyonuke benapych

220114, r. Munck, yn. ®unumoHoBa, 1. 251, odpuc 315

Ten.: 8 740 740 9230

®axc: 8 740 740 9230

8. HOMEP PETMCTPALIMOHHOI'O YIOCTOBEPEHHUA
JITT-Ne(000894)-(PT-RU)
9. JATA IEPBUYHOWM PETMCTPALIMY (IOATBEPKIEHUS PETUCTPALIAH,
MEPEPETMCTPALAN)

Jara nepBoii peructpanun: 9 urons 2022 r.

10. JATA IEPECMOTPA TEKCTA
28 cents6ps 2023 1.

OOmast  xapakTepUCTHKa JieKapcTBeHHoro rmpenapara TopeHno Ky-tab poctynmHa Ha

nH(pOpMallMOHHOM TmopTaje EBpa3suiickoro SKOHOMHMYECKOTO COr03a B HH(OPMAaLMOHHO-

KOMMYHUKaIIMOHHOM cetn «HTepHeT»: https://eec.eaeunion.org.
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