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HMHCTPYKIIHUA
11O MEJIMITMHCKOMY ITPUMEHEHHUIO JIEKAPCTBEHHOI'O ITPEITAPATA
Bagacra®

Zalasta®

PerucrpainioHHbII HOMeEP:
Toproeoe HauMeHOBaHHUeE: Zamacta®
MexayHapo/HOe HelIaTeHTOBAHHOE WM TPYIIITMPOBOYHOe HAUMEHOBaHUe: OJIAH3aITuH

JlexapcTBeHHas popma: TabIeTKH

CoctaB

1 Tabmetka 5 Mr/10 Mr COCPIKUT:

Heticmeyrouee seujecmeo: onanzanuu 5,00 mr/10,00 mr

Bcenomocamenvhuie geugecmsa: NeakTo3a [ambda-IakTo3bl MOHOTHPAT, IEJUTI003a], KpaxMall
MPeXKESTATUHUZUPOBAHHBIN, Kpaxmall KYKYpPY3HbIH, KpPEMHHUS JHOKCHJ KOJUIOW/HBINM, MarHus

CcTeapar

Omucanie

Tabnemxu 5me. Kpyribie cierka JBOSKOBBINYKIIbIe TaONeTKH CBETJIO-JKEJITOTO IBeTa ¢
IpaBUPOBKOH 5. JlomyckaroTesi BKpAIICHUS KEJITOTO IBETA.

Tabnemxu 10 me. Kpyrible ciierka JBOSIKOBBIMYKIIbIE TaONETKH CBETJIO-JKEJITOTO I[BeTa ¢

rpaBupoBkoi 10. /lomyckaroTcsi BKpAILICHHS JKEITOTO I[BETA.

dapmakoTepaneBTHYECKAS IPYIIIA: AHTUIICUXOTHYECKOE CPEICTBO (HEHUPOJISTITHK)

Kox ATX: NOSAHO3

Pdapmako/IoTHUeCKHe CBOHCTBA

Dapmaxoounamuxa

OnaHzaniuH ~ SIBJISIETCSl  AHTMIICUXOTMYECKHM, AaHTUMAHMAKAIBHBIM M CTaOHJIM3HPYIOIIMM
HACTPOSHHUE CPeJCTBOM, OOJaJAIOMMM IMHUPOKUM (PapMaKOJIOTHYSCKUM CIEKTPOM BJIMSHUS Ha
P peLeNTOPHBIX  CHCTeM. B JOKJIMHHUYECKHMX  MCCIIEC/IOBAHUSX  YCTAHOBJICHO
cpoactBo (Ki < 100 umonn/1) k  ceporoHuHoBbiM  S5-HT2anc, 5-HTs, 5-HTs penentopam;
nogamunoBeiM D1, D2, D3, D4, Ds peneniropam; MyckapuHOBBIM Mi.5 pelieniTopaM; o1-aJipeHo- U

Hi-rucTaMuHOBBEIM peucuropam. B HCCIICJOBAHUAX Ha JKHUBOTHBLIX, B KOTOPBIX OICHHUBAJIOCH
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EPTHOMY OTYHETY

BJIMSHHC OJIaH3allMHA Ha MOBEJCHHE, IMOCJICAHHH TPOSBISAI aHTATOHH3M IO OTHOIICHHIO K
CEPOTOHHHOBBIM, JO(GaMHHOBHIM H M-XOJIHHOPEICITOpAM, YTO COIJIacyeTes ¢ mnpoduieM
CBSI3BIBAHHUS C PECIUCIITOPAMH.

B ycnoBusx inm vitro W in vivo onausanuH oOiamaeT Ooyiee BBIPAXKCHHBIM CPOJCTBOM H
AKTUBHOCTBIO B OTHOHICHHH 5-HT2-cepOTOHHHOBBIX PpELEHTOPOB IO cpaBHEHHIO ¢ Do-
nopaMHHOBBIMH ~ penentopaMu. [lo  JaHHBIM  5IEKTPOPH3HOIOTHUCCKUX  HCCIICTOBaHHH
OJIAH3ANIHH CCIICKTHBHO CHIJKACT aKTHBHOCTH Me30auMOmucckux (AlQ) modaMHHEPTHUCCKHX
HEUPOHOB, H B TO K& BPEMS OKa3bIBacT HE3HAUHTEIIBHOE ACHCTBHE Ha cTpHapHbIE (A9) HEPBHBIE
IYTH, YYACTBYIOIIHE B PETY/BSIHH MOTOPHBIX (ABHTATEIbHBIX) (PYHKIUH. OJaH3alHH CHUXKACT
YCJIOBHBIH 3all[UTHBIH pedreke (TecT, XapaKTepH3YIOIMUH aHTHIICHXOTHYCCKYIO aKTHBHOCTH) B
038X, HHXKE TEX, YTO BBI3BIBAIOT KATANCHCHIO (3(PEKT, CBHIACTEIBCTBYIOIHH O MOTOPHBIX
[IBHTaTENBHBIX| HEKEHIATCNBHBIX  peakuuax). B ommMyue OT HEKOTOPBIX  APYIHX
AHTHIICUXOTHYECCKHX CPEJCTB OJIAH3alMH IOBBIIIAET OTBET B «AHKCHOIHTHUECCKOM» TECTE.

B wuccnemoBaHWH Yy 370pPOBBIX  JOOpPOBOJBLEB © OJHOKpaTHBIM mnpuemoM (10 wmr) o
MOCJICYIOIHM IPOBEJICHHEM IO3HTPOHHO-3MHCCHOHHOW TOMOTpaHH OJIaH3allHH  OOJIbINe
cBasbiBajics ¢ S5-HT2a-ceporonuHOBBIMH, Hexenu Di-nodamuHoBBIMH penenTopamu. Kpome
TOTO, MO pe3ylIbTaTaM HCCIICJOBAaHHS V TMAlHCHTOB ¢ IMH30(pEeHHEH ¢ NpPHMECHEHHEM
0MHO(POTOHHOH SMHCCHOHHOH KOMIBIOTCPHOH ToMOTrpadHH YCTAHOBJIEHO, YTO Yy MAIlHCHTOB,
OTBETHBIIHX Ha OJIAH3aIIHH, OTMEUajach Oosiee HU3Kas CBI3b cO cTpHAapHBIMH D2-penentopamu
IO CPaBHEHHIO C MAIHCHTAMH, OTBCTHBIIMMH Ha JAPYTHE AHTHICHXOTHUYCCKHE IIpemapaTsl U
PHCIICPUIOH, IIPH STOM COMOCTABHMAS C IAIHEHTAMH, OTBETHBIIIMMH Ha KJIO3aIlHH.
Knunuuecxue sghgpexmuot

B aByx u3 AByX miane6o-KOHTPOIHPYEMBIX KIHHHYCCKHX HOCJICJOBAHHIX H B JIBYX H3 TpeX
CPaBHHUTC/IBHBIX KIMHHYCCKHX HCCJICOBAHHAX ¢ YyuyacTHeM Oornee 2900 mamueHTOB ©
mu30(ppeHHEH, ¥ KOTOPBHIX OTMEUajJach Kak MPOJYKTHBHASA, TAK H HETATHBHAS CHMIITOMATHKA,
OpPUMCHECHHE  OJIAH3allHHA IPHBOJWIO K CTATHCTHYECKH 3HAYHMOMY  YMCHBIICHHIO
BBIPAKCHHOCTH OOOHX THIIOB HAPYIICHHH.

B  MexayHapoJHOM JBOHHOM CJICIOM CPaBHHUTEJIBHOM HCCJICJOBAHHH C YYacTHEM
1481 nanmenTta ¢ muszoppeHuci, muzoapHeKTHBHBIMA U CBSI3aHHBIMH ¢ HHMH PaccTPOHCTBaAMH
H aCCOIHHUPOBAHHBIMH ¢ YKa3aHHBIMH COCTOSTHHSIMH CHMIITOMaMH JCTIPECCHH (CpeaHui Gat mo
nkajic MoHnTromepu-AcOepra Ui OlEHKH JenpeccHu — 16,6) IpH NPOBEJACHUH MPOCTEKTHBHOTO
BTOPUYHOTO aHaJIU3a M3MCHEHHH B CUETE IO OLIEHKE HACTPOCHUS B KOHIC HCCJIECJOBAaHHSI, IIO
CPaBHCHHUIO ¢ UCXOJHBIMH 3HAYCHHUSIMH, ObUTO MOKA3aHO CTATHCTHYECKH 3Hauumoe (p = 0,001)
VIYYIICHHE COCTOSIHHS TNMAalHEHTOB Ha (oHe IpuHeMma onanzanuHa (-6,0) Mo cpaBHEHHIO ©

rajgonepugonom (-3,1).
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IlpumeHeHHE ONlaH3allHHA B TEYCHHE 3-X HEJETh y IMANHECHTOB ¢ MAaHHAKAJIbHBIM HIIH
CMCIIAHHBIM SIH30JOM TIpH OHIOIAPHOM paccTpoiicTBe ObUTO Gonee >PPCKTUBHBIM B
YMCHBIICHHH BBIPAXCHHOCTH MAHHAKAJIBHBIX IIPOSIBJICHHH IO CpPaBHCHHIO ¢ IUIanebo H
KOMIUIEKCOM BaJIblIpoaTa HATPHS H BajJbIIPOCBOH KHCJIOTBI B cooTHomeHHH 1:1. Taroke
OJIAH3aIlHH IOKAa3aJl CONMOCTABHMYIO ¢ TaJoNepHAONOM 3(P(EeKTHBHOCTh IO JOJIC IMAIHCHTOB,
JAOCTUTIIMX CHMITOMATHYECKOH PEMHCCHM B OTHOIICHHM MAHHH H JEHPECCHH Ha 6 H
12 Hesenax npuMeHeHud. IIpuMeHeHHe olaH3anMuHa B o3¢ 10 Mr B cocTaBe KOMOHHHPOBaHHOM
TCpalid B KOMOWHAIIMHM C IperapaTaMH JIMTHS HJIH BaJBIPOCBOH KHCJIOTHL B TEUCHHE, IO
MEHBIIEH Mepe, 2-X HeJIe/Ib NPHBOIUIO K OOJIBIIEMY YMEHBIICHHIO BBIPAYKEHHOCTH NPOSIBIICHUH
MaHHH, Y€M MOHOTEpAallud IpenapaTaMH JMTHS HJIH BajbIIPOCBOH KHCJIOTHI Iocjie 6 HeJelb
MPUMEHCHHS MOCJIC THUX.

B 12-MecsMHOM KJIMHHYECKOM HCCJICJOBAHHH IO NPO(HIAKTHKE PESIHJHBOB y INAIHCHTOB ¢
MaHHAKaJbHBIM SIH30J0M, JOCTHIIIMX pPEMHCCHH Ha (oHEe TIIpHeMa oOJaH3alHHA, H
BIIOCJICACTBHH PAHJAOMH3HPOBAHHBIX B TPYINBI OJIAH3allHHA HJM IUIanc6o, OBUIO IOKa3aHO
CTATHCTHYECKH 3HAYMMOE IPSBOCXOACTBO OJIAH3AaIMHA HaJ MJIane0o B OTHONICHHH JOCTHXKCHHS
MEPBHYHOH KOHEYHOH TOUKM — pEIM/HBa OHIIOIPHOTO paccTpodcTBa. BBUIO Takke IOKa3aHO
IPEHMYIICCTBO INPHMCHEHHS OJIaH3allHHA HaJ IUIale60 B OTHOIICHHH TNPOQUIAKTHKH
PELHAHBOB KaK MAHHAKaJIbHBIX, TAK H JCIPECCHBHBIX SITH30/I0B.

B apyrom 12-mMecSYHOM KIMHHYECKOM HMCCIICAOBAHHH IO TNPOQHUIAKTHKE PECUHIHBOB ¥
MAIlHCHTOB ¢ MAaHHAKAJIbHBIM 3IIH30/I0M, JOCTHITIHX PEMHCCHH Ha (OHE NMpHEMA OJaH3aIlHHA B
KOMOMHAIIHH ¢ TMIpelapaTaMH JIMTHS, M BIOCJICACTBHH PAaHJOMH3HPOBAHHBIX B TIPYIIIBI
MOHOTCpAIlHH OJIAH3allHHOM MJIH IpElapaToM JIMTHS, OBUJIO IOKa3aHO, YTO OJIAH3allHH
CTATHCTHYECKH HE YoTymal 1o >(p¢peKTHBHOCTH MpPENapaTy JHTHS B OTHOIICHHH JOCTHIKCHHS
INEPBHYHOH KOHEYHOH TOYKH — PEIMAHBA OHIOJIIPHOTO paccTpoHcTBa (TpyIIa OJaH3allMHA —
30 %, rpynna npenapata dutug — 38,23 %; p = 0,0595).

B 18-MecsuHOM KIMHHYSCKOM HCCJICAOBAHHH KOMOMHHPOBAHHOHW TEpallHM OJIAH3AIIHHOM B
COUYCTAHHH ¢ HOPMOTHMHYECKHM CPEJACTBOM (IIPETapaToM JIMTHS HJIH BaJIbIIPOSBOH KHCJIOTOH) Y
MAIlHCHTOB ¢ MaHHAKaJIbHBIM MJIH CMCEIIAHHBIM SIH3040M HE OBIJIO MOKAa3aHO CTATHCTHYCCKH
3HAYHMOTO IPEBOCKOJCTBA JOJITOCPOYHOH KOMOHHMPDOBAHHOH TEpalmMH HaJ MOHOTEpamueH
IPENapaToM JIMTHA HJIH BaJbIIPOECBOH KHCIOTHL B OTHOIICHUH BPEMEHH HACTYIUICHHUS PEIHIHBA
OHMIIOJIIPHOTO  paccTpOHCTBA, ONPEASIIEMOIO B COOTBSTCTBHH C  JHATHOCTHYCCKHMH
(cHHAPOMAaIBLHBIMHU ) KDUTEPHIMH.

Dapmarxoxuremuxa

Beacwisanue
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Ilocne mpueMa BHYTPH OJIAH3AIHH XOPOIIO BCACHIBACTCS, €TI0 MaKCHMAaJIbHas KOHIEHTPAIUS
(Cmax) B TU1a3Me KpOBH JocTHTaeTes yepes 5—8 vacos. [Ipuem numu He BausCT Ha abcopOIuio.
AGCcOmMOTHYIO OHOJJOCTYITHOCTh NPH MPHEME BHYTPb B CPaBHCHHH ¢ BHYTPHBCHHBIM BBCICHHEM
HE OIPEACIISLIIH.

Pacnpeocenenue

CBs3b oJlaH3aNmKHHa ¢ OEJIKaMH TUIa3Mbl KPOBH cocTaBiisieT 93 % (B auamnasoHe KOHICHTpAluid 7—
1000 ur/mur). OnaH3amdH OPEHMYIICCTBCHHO CBSI3BIBACTCS ¢ AJIBOYMHHOM H C 0f-KHCJIBIM
TJIMKOIIPOTEHHOM.

Memabonuzm

OmnaH3anuH MeTaOOTH3HPYETCS B NMEUCHH MOCPEICTBOM KOHBIOTAUH H OKHCJICHHS. OCHOBHBIM
HUPKYJHPYIOMHEM MeTaboauToM sBisieTes: 10-N-TIroKypOHH], KOTOPHIH HE NMPOHHKACT Yepes
remaTtosHiepamuueckuii Gaprep. Mzodepmentst CYP1A2 u CYP2D6 cucTeMBI HHTOXpOMA
P450 yuacTByroT B 0OpasoBaHuM N-Je3METHI W 2-THAPOKCHMETHJI MeTabonmutoB. B
HCCIICIOBAHUAX HA JKHBOTHBIX 00a MeTabonmuTa 007JaJaid 3HAYMTEILHO MEHEE BBIPaKCHHOH
(apMaKOIOTHUECKOH AKTHBHOCTBIO B YOJOBHAX 11 Vivo, 4YeM oJsaH3anuH. OCHOBHAas
(papmakosOrHUEcKasi AaKTHBHOCTh IIpemapaTa OOYCJIOBICHA HCXOJHBIM COCJHHCHHEM —
OJIAH3aIIHHOM.

Bueigeoenue

ITocne mpueMa BHYIPH CpeJHHHM TepMHMHaIBHBIH nepuox noiayebiBeacHus (T'%) onmaHszanuHa y
3I0POBBIX TOOPOBOJIBIEB 3aBHCHT OT BO3pacTa U MOJIA.

D apMaAKOKUHEMUKA y OMOTTbHbIX ZDYRA HALHEHINOE

Hayuenmur noscunozo eospacma

Y 310pOBBIX JOOPOBOJIBIEB MOKHUIOrO Bo3pacTa (65 JIeT W cTaplic) MO CPABHCHHIO © JIHIAMH
Gonee MoNOAOTO BO3pacTa yBeauuupancs cpeanui 1% (51,8 waca mporue 33,8 uaca) u
cHIKases kaupeHe (17,5 w/yac nportup 18,2 wyac). GapMakOKHHETHUECKAs BapHAOEIBHOCTD Y
JOGPOBOIIBIIEB MOKUJIOTO BO3PacTa COOTBETCTBOBAJIA AHANA30HY JIKI 60OJICe MOJIOOTO BO3pacTa.
Y 44 nanueHToB ¢ MH30(ppeHUEH cTapiie 65 T NMpHMCHEHHE OaH3amuHa B Jo3ax 5—20 mr B
CYTKH HE MPHUBOJIHJIO K OTIHYHSAM B MPO(HUIIEC HEKETATESITLHBIX SIBICHHH.

Ilon

Cpennuii TV, y KEHIIMH, 110 CPABHEHUIO ¢ MYXYHHAMH, HECKOJIBKO yBeHUcH (36,7 yaca IpoTHB
32,3 yaca), a wmmpeHe cHmkeH (18,9 n/uac npotus 27,3 w/yac). Oauako npoduiis 6€30MacHOCTH
onanzanmuHa (B jgo3ax 5-20 Mr/cyr) y HAOUCHTOB JXCHCKOTO mosia (n = 467) comocTaBUM ©
TaKOBBIM Y IIaIlHEHTOB MY>KCKOTo0 IoJja (n = 869).

HHayuenmul ¢ Hapyuienuem yHKyuu nouex



b
= 2015

(MOCNENOBATENLHOCTS 0001)

Y mamHeHTOB ¢ MOYCUHOH HEJOCTAaTOUHOCTHIO (KmupeHe kpeatuHuHa [KK] <10 Mi/muH), 1m0
CPaBHCHHUIO CO 3J0POBBIMH JOOPOBOJBI[AMH, 3HAYHUMBIX pasmuuuil B cpexneM 1Y% (37,7 yaca
npotuB 32,4 yaca) wim xiupence (21,2 n/uac npotus 25,0 /yac) He otMeuanocs. Mecnenopanne
MaTepHAIBHOTO OajaHca MOKAa3ajio, YTO MPHOIU3HTEIBHO 57 % MEUYCHHOTO PaJHOHU30TONAMHU
OJIaH3aNIHHA OOHAPY)KUBAETCS B MOYE, IJIABHBIM 00pa3oM, B BUAC METAOOIHTOB.

Hayuenmul ¢ HapyuieHuem QyHKyuY nedenu

HeGomnpmioe ucciieJOBaHUE BIIHSHHS HApYIICHHS (PYHKIHH NCUYCHH NPH IpPHEME OJIAaH3AIIHHA
BHYTPH (2,5-7,5 Mr oJHOKpaTHO) Y 6 MAIUCHTOB ¢ KIMHHYCCKH 3HAYMMBIM IUPPO3OM Kjlacca A
(n=15) u wracca B (n = 1) no xknaccudukanuu Yaina-11pi0 BHISBHIO HE3HAYHTEIHLHOE BIIHSHUC
Ha (apMaKOKHHETHKY: YV TAIHECHTOB ¢ HapyIIeHHEM (PYHKIHMH INCUYCHH JISTKOH H CpeaHEH
CTENCHH THOKECTH OTMCUAJIMCh HE3HAUHMTE/BHOE YBCJIMUEHHE CHCTEMHOIO KIHMpPEHCa H
ykopouenue T mo cpapHeHHIO ¢ nanueHTaMu 6e3 HapyiieHus GyHKIuu neueHd (n = 3). Cpenu
JHUI[ ¢ ITHPPO30M TIeUeHH ObLI0 Gosbie Kypsuux (4/6; 67 %), yem cpeau aui| 6€3 HapyIICHUS
¢pyukuuu neuenn (0/3; 0 %).

Kypenue

Y  KypAIMX JIMIl ¢ IEYCHOYHOM HEJOCTATOYHOCTBIO JIETKOH oTeneHH (wiace A 1o
knaccupuranuu Yanng-Isto) ysemuuupancs cpennuit T'2 (39,3 yaca) u cHMXKAJICS KITHPEHC
(18 ;m/yac) aHAJOTHYHO HEKYPSIIIHM 370poBbIM JiuiaM (48,8 yaca u 14,1 /'yac COOTBETCTBEHHO).
VY HeKypAIUX NaUECHTOB, [10 CPABHEHHIO ¢ KYpSIIUMH (MY)KUHMHBI U JKECHIIUHBL), cpeanui TY.
ymaases (38,6 yaca mpotus 30,4 yaca), a kiupence cHmxkanes (18,6 mwyac nporus 27,7 n/yac).
IIna3sMeHHBIH KJIHPEHC OJIAH3AIMHA HHJKE Y JIHI[ MOXKHJIOTO BO3pacTa MO CpPaBHEHHIO ¢ Oolce
MOJIOJBIMH, V MYKYHH IO CPABHCHHIO C JKCHIIMHAMH H Y HEKYPSIIHX IIO CPaBHEHHIO ©
Kypamumu. OJHAKO 3aBHCUMOCTD KiHpeHca H TV, onaH3anuHa OT BO3pacTa, II0JIa U KYPEHUS 10
CPaBHEHHIO ¢ OOIICH MEIKHH/IUBH TyaIbHOH BapHaOeTIbHOCTHIO HEOOIbIIA.

Pacosas npunaonescrocme

B wmcenenoBaHum ¢ y4acTHEM JIHI[ €BPONEHCKOTO, SIMMOHCKOTO W KUTAHCKOTO IMPOHCXOMKIACHHUS

pa3anH17[ B (bapMaKOKI/[HeTI/IKe OJlaH3allHHa HC YCTaAaHOBJICHO.

Ilokazanus K NpHMEeHEeHH IO

Bspocnvie
o OnaH3anuH MOKa3aH JUIS JICUCHHS IH30(PCHUH.
o OmnanzanuH 3pPeKTUBEH NPH MOJACPKUBAIOIICH H JUIHTCIFHON TEPAIlHHU Y MAIlHCHTOB

¢ mu3odppeHuci, y KOTOpbIX Habmogancs > QeKT OT JICUCHUS Ha HayaIbHOM STarle.
o OnaH3anuH MOKa3aH JUIS JICYCHHS MaHHAKaJbHOTO SIH30/a YMEPEHHOH HJIH TSDKEJIOH

CTCIICHH TAMKCCTH.
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® OmaH3allHH ITOKa3aH AJBL NPpCSAOTBpAalllCHHA PCIUHAHBOB YV ITAIlTHCHTOB ¢ 6HHOJI${prIM

PacCTPOHCTBOM, Y KOTOPBIX OH IMOKa3aa 3(pQPEKTHBHOCTh NPH JCUCHHH MaHHAKAJIbHOTO

SMHU30/A.
Il poruBonokazanus

o I'unepyyBCTBUTENBHOCTD K IFOOOMY H3 KOMIIOHEHTOB IIpenapaTa.

o ITanHeHTHI ¢ PUCKOM Pa3BHTHA 3aKPBITOYTOJIBHOH IT1ayKOMBI.

° HJetckuit BospacT 10 18 neT.

° Penko BeTpeuaromasics HAacCACTBEHHAs] HENEPCHOCHMOCTh TallaKTO3bI, JC(HUIUT

JIAKTAa3bl WIH TIFOKO30-TaJIAKTO3HAS MaTbaOcopOIHs.

C OCTOPOKHOCTHIO

Ha].[I/[eHTBI C HU3KHM ITOKa3aTCJICM YHCJIa .]'IefIKOI.[I/ITOB H (I/[J'II/I) HeﬁTpO(bHJ'IOB HJIH ITOJIYHarolmiue
nmpemaparbl, KOTOPBIC MOTIYT BbI3bIBaTh Hef[TpOHCHI'II-O', MManHCeHTbl ¢ YIHCTCHHCM CI)YHKI_{I/II/[
KOCTHOI'O MO3ra, OﬂHOBpeMeHHbIﬁ IIpHEM C JICKAapCTBCHHBIMH IIpCIlapaTaMHi LCHTPAJIbHOTO
ﬂeﬁCTBHH, C aJIKOTOJICM, ITallHCHTHI ¢ CYJOPOTraMH B aHAMHC3C HJIH ITIOJABCPIKCHHBIC BOSﬂGﬁCTBI/[IO

(haKTOPOB, CHHMKAFOIHX MOPOT CYAOPOKHOH TOTOBHOCTH.

IIpuveHeHHe NPH GepeMEeHHOCTH H B MEPHO/] IPYAHOr0 BCKAPMJIHBAHNSA

Bepemernnocmu

HccnenopaHus NpUMEHEHHS OJTaH3aIIMHA Y OEPEMEHHBIX SKCHIIUH HE MPOBOAMIIHCH. [lanueHTKH
JOJDKHBI OBITH MPeAYNPEK/ACHBL, YTO B ¢JIy4ac HACTYIICHHS HJIH IUIAHHPOBAHHS OSPEMEHHOCTH
B IIEPHOJI JICUCHHS OJIAH3aIIHHOM HM HEOOXOJHMO COOGIIUTE 00 STOM CBOESMY JICHaIllEMy Bpady.
Tem He MeHee, BCJIEACTBHE HENOCTATOYHOIO OMNBITA IIPUMEHCHHA OJIaH3allMHA IIpU
OCpEMECHHOCTH, Ipemapar cjeyeT Ha3Ha4aTh BO BpeMsI OSPEMEHHOCTH TOJIBKO B TOM ClIyyac,
CCJIH TMOTCHIHAIBHAS IOJIb3a JUII MAaTepPH 3HAYHTEIBHO INPEBOCXOIHT BO3MOJKHBIH PHOK I
j10/a.

HoBopokacHHBIC, MaTepH KOTOPBIX NPHHUMAIH HEHPOJICNTHKH (BKJIIOYas OJIAH3alHH) B
teuenue III TpuMecTpa GepeMeHHOCTH, MTOABEPIKEHBI PHCKY PAa3BHTHS HEXKEIIATEIBHBIX pPEaKIUi,
BKJIFOYAs HKCTPAUPAMHU JHBIC PACCTPOHCTBA H (MJIM) CHMIITOMBI CHHJPOMAa «OTMEHBD», KOTOPBIE
MOTYT BapbHPOBATh IO CTEIECHU TSDKECTH H MPOJIODKUTEIBHOCTH Iociie poaoB. Coobimanocs o
CITy4asx pa3sBHTHS BO3OY)KJICHMS, MBIMICYHOH THIIEPTOHHH, MBIIICYHOH THIOTOHHH, TPEMOpA,
COHJIMBOCTH, PECIHPATOPHOTO JHCTPECC-CHHJPOMA, HApYIICHHS cocaHHS. B cBa3H ¢ »THM
HOBOPOXKICHHBIC, YbH MATEPH MPHHHMAJIH OJIAH3AIMH, JOJDKHBI HAXOTHTHCS O] METHIIHHCKHM

HaOJIIO ICHHEM.
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Ilepuoo epyoHo20 6CKAPMIUSAHUA

B uccneoBaHHH OBIIO BBIIBICHO, YTO OJIAH3AIIHH IPOHHKACT B IPYAHOES MOJIOKO. CpemaHss
no3a, nmoiyyacMmas peOeHKOM (MI/KI) B PaBHOBECHOM COCTOSHHM, cocTaBisuia 1,8 % oT 03B
OJIaH3allHHa, ToJIy4yacMoH Marepbio (Mr/kr). IlanmmeHTKaM IpH NPHMECHEHHH OJIaH3allHHA
PEKOMEHIYETCS OTKA3aThes OT TPYAHOTO BCKapMJIHBaHHUS.

DepmutoHOCHIb

CBe/icHHUS O BIMSHHHU Ha (PEPTHIBHOCTH OTCYTCTBYIOT.

Crnoco6 npuMeHeHHs U 103bl

Bspocitsie

Huzoghpenus: pekoMeH fyeMasi HauyaJIbHasI 103a oJIaH3aluHa cocTaBisieT 10 Mr 1 pa3 B CyTKH.
Manuaxanersiii snuzo0:; HayadbHas Jo3a cocTaBasieT 15 Mr 1 pa3 B CyTKH IpPH MOHOTEpPAIUHU
uiaH 10 MI B CYTKH B cOCTaBE KOMOHHHUPOBAHHOH Tepaluu (C JIHTHEM HJIH BaJIBIIPOATOM).
IIpecomepauerue peyuousoe GUNOAAPHO20 paccmpolicmed: PEeKOMEHAyeMasi HavyallbHas J103a
onaHzanuHa cocTaBaieT 10 Mr 1 pa3 B cyrku. IlamueHTaM, MOIy4arolMM OJIaH3AIlHH IS
JICYCHUS MAaHHMAKaJbHOIO SIH30Ja, I NPeJOTBPAIICHHS PEUUIUBOB CISAYST IPOJOIDKATH
Tepanuo B TOM ke joze. Ilpu pasBUTUH HOBOIO MaHHAKaJIbHOTO, CMCIIAHHOTO HJIU
JEIPECCHBHOTO 3MH30Ja CJIeyeT MPOJOIDKATE TEPAIHIO OJIAaH3alIMHOM (¢ KOPPEKUHUEH JO3HI B
clydyac HEOOXOAMMOCTH) Ha (POHE [JONOJHHTEIBHOH Tepamuu JUIS JICUCHHS CHMIITOMOB
paccTpoicTBa HACTPOCHUS B COOTBETCTBUHU ¢ KIIMHHYECKUMH TTOKAa3aHHSIMH.

Ilpu nedenun mM30(QPEHHH, MAHHAKAJIBHOTO HIH30Ja W NPEJAOTBPAIICHHUS PEIUIHBOB
OHUIOIBIPHOTO PAcCTPOHCTBA CY TOYHAS /1032 MOJKET OBITh CKOPPEKTHPOBAHA B JHANA30HE OT 5 MT
Jo 20 mr B cyTku. llOBBINICHHE HA4aJbHOM JIO3BI CJIEJYET OCYIICCTBIIATH TOJIBKO IIOCTIE
HaJUISIKAIIETO KIHHHYECKOTO oOcienoBaHus. IloBhINIeHHE M03BI JODKHO TPOBOJUTHCS ©
HHTEepBajaMH He MeHee 24 yacoB. OnaH3almuH MOXKHO Ha3HAYaTh BHE 3aBHCHMOCTH OT IpHEMa
MHUIIH, TTOCKOJIBKY YIOTPEOICHHE MUTIH HE OKA3bIBACT BIUSHHUS HA BCACHIBAHHC IpeHapara.

IIpu npexpalicHHH JICUESHUS OJIAH3AIMHHOM JO3Y IIpenapaTa cjIeAyeT CHUKATh IIOCTETIEHHO.
Ocobsie zpynnst nayuenmos

Hayuenmur nosicunoeo gospacma

MuHumanbHas HavaiapHas J103a (5 Mr B CYTKH) OOBIMHO HE HAa3HAYacTCS, HO €€ NMPHMCHCHHC
JOJDKHO OBITH PaccMOTPEHO Y NMAUEHTOB B BO3pacTe 65 JIeT M cTapile, €cH 5TOro Tpedyer
KIHHHYCCKOE COCTOSHHE KOHKPETHOTO TTAI[HCHTA.

Hayuenmul ¢ noueuHoli u (Un) neveHOUHOL HedoCmAamoOUHOCMbIO

ITaruenTaM ¢ MOoYeyHOH M (WJIM) I€YCHOUHOW HEJOCTATOUHOCTHIO CJICyeT HAUUHATh JICUCHHE ©

MHHHMAaJIbHOH 03Bl (5 Mr B cyTkHu). IIpH neuyeHOYHOH HEJOCTATOUHOCTH CPEJHECH CTENEHH
7



b
= 2015

(MOCNENOBATENLHOCTS 0001)

TsoKeoTH (MUPPo3, kinace A win B mo knaccudukanuu Yaina-I1ero) HavanpHas m03a JOJDKHA
COCTABJIATH 5 MT, IPH HEOOXOAUMOCTH J03Y CJIEAYET YBEIHUYHBATE C OCTOPOIKHOCTHIO.

Kypenue

HauanpHas 103a U JHAaNa30H 03, KaK MPaBUJIO, HE HYKJAIOTCS B H3MCHCHHUAX B 3aBUCHMOCTH OT
TOTO, KYPHT MalHEHT WM HeT. MeTaGosiu3M oOaH3almuHa MOXKET OBITh YCKOPEH KYPESHHEM.
PexoMeHayeTeSI TPOBOJHTH KIHMHHYCCKHH MOHUTOPHHI, B CIy4ac HEOOXOJUMOCTH 034
OJIaH3aITHHA MOXKET OBITh YBEIHUCHA.

Ilpu wHamwuuu pakTopoB (6onee OIHOTO), KOTOPBIC MOTYT TPHBECTH K 3aMEUICHHIO
MeTabomu3Ma (MAIMHEHTHI MKEHCKOTO TOJa, TOMKHIIOTO BO3pAacTa, HEKYPSIIUE), MOXKET OBbITh
PEKOMEHJJOBAHO CHHUKCHHEC HavyalbHOH J03bl. llOBBINMICHHE M03BI Y TAaKHX MAIHCHTOB TMPH

HaJIHYHHU [MOKA3aHHH, HCO6X0,Z[HMO IPOBOJUTE KOHCCPBATHBHO.

IloGounoe xeiicTBHE

Pezrome npoghuna 6ezonacnocmu

Bspocnvie

HauGonee wuacTeiMu (oTMeueHHBIE Yy =1 % WAIHCHTOB) HEXKCIATEIBHBIME PEAKIHSIMH,
OOyCTIOBJICHHBIMH TNPHMCHCHHEM OJIaH3allHHA B KIHHHYECKHX HCCJICOBAHHUIX, OBUIH:
COHJIMBOCTD, YBEJIHUCHHE MACCHI TeJa, 303HMHOMUIINS, MOBBIIICHHE KOHICHTPAIHH MPOIaKTHHA,
xonectepuHa (XC), rmoko3sl u TpuranepunoB (1T7) B minazme kpoBu (oM. paszgen «OcoObie
YKa3aHHUS»), TIFOKO3YPHS, MOBBINICHHE ANNCTHTA, TOJIOBOKPYKCHUE, AKATH3HS, MAPKHHCOHH3M,
AcHKoNeHUs, HeHTponeHus (cM. pazjen «OcoOble YKa3aHHS»), JUCKHHE3US, OPTOCTATHUYCCKAS
THIIOTEH3HUS, AHTHXOJIHHEPTHYECKUE 5S(PPEKTHL, TPaH3HTOPHOEC OCCCHMIITOMHOE TIOBBIIICHHE
AKTHBHOCTH <«IICUCHOYHBIX» aMHHOTpaHcdepas B muaszmMe KpoBH (cMm. pasgen «Ocolbble
YKa3aHHUs»), KOXHAs CbIllb, ACTCHHUS, YCTaJOCTh, JIUXOPaJKa, apTpajrus, IOBBINICHHE
AKTHBHOCTH TWICIOYHOH (Qocdatazsl B MiIasMe KpPOBH, MOBBINICHHC AaKTUBHOCTH Y-
rIyTaMuiaTpaHedepasbl B IUIa3ME€  KPOBH, THIICPYPHKCMHS, IIOBBIINICHHE AaKTHBHOCTH
kpeatuHpochokunaspl (KOK) B mmasme KpoBH, OTEKH.

I epeuens nescenamenbHsIx peaKyuii

B npuBeacHHOW HHIKEe TaOIMIE NEPEUHCICHBI HEKEIATENbHBIE PEAaKIHH W J1abOopaTOpHBIC
JAHHBIEC, BBISBJICHHBIC B KIMHHYECKHX HCCJICJOBAHHUSAX H IOJYYCHHBIE B XOJE€ CIOHTAHHBIX
coolmeHui. B mpejenax KakJoH TPYIIBI YacTOTHI BOTPEUACMOCTH HEXKEJIATE/IbHBIC PEaKIHU
ICPEYHC/ICHBl B IOPSAKES YOBIBaHHS CTCICHH HX CEPbE3HOCTH. YacToTa BOTPEUAEMOCTH
OTpeicIICHa CJIC IYIOUM 00pa3oM: oueHb yacTo (= 1/10), yacto (ot = 1/100 go < 1/10), HeyacTo
(or=1/1000 go <1/100), penko (ot > 1/10000 no < 1/1000), ouens penko (< 1/10000), yactoTa

HCH3BCCTHAa (He MOYKET OBITH OoIpeaciicHa Ha OCHOBaAaHHH HMCIOIIHXCA ,[[aI-[HbIX).
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O4eHb YacTo Yacto HeuyacTto Peaxo YacroTa
HeH3BeCTH
a
HapyuieHus co cTopoHbI KPOBH H JIUMpaTHIYEeCKOI CHCTEMbI
- 503uHOPIITHT - TpomGoruTonerma’ ! -

Jletikomermia'®

Heifrponerma'®

Hapyumenus co ¢

TOPOHBI HMMYHHOH ¢

HCTEMbI

[UIepayB CTBUTENLHOCT ' !

Hapymenuns co ¢

TOPOHbI o0MeHa BeleCTB U NMHTAHHUA

YV pemmiueHme

MaccHl Tena’

ITopprnenne
CEIBOPOTOYHOMN
KoHIeHTparm XC>?
ITopprnenne
KOHITeHTpariu
TJIFOKO3BL B KPOBH'
IToBpimrenne
xoHeHnTparmu TT" B
IuIasMe Kpopu™’
I'moxosypusg
ITopprmenne

armieTruTa

Passutie wmmi  obocTpenrie
caxapHoro paumabera, HHOrIA
COIIPOBOKIAIOIIET OCT
KEeTOaIiI030M I
IMabeTUIecKol KOMOH, B TOM
qHICIe c JIeTaTbHBIM

ucxomom!!  (em.  pasmen

«Ocobble yKa3zaHuI»)

Tunorepmug'?

Hapymenus co ¢

TOPOHbI HepBHOﬁ CHCTEeMbI

COHIMBOCTD

TonoBokpyxeHue
AxaTtusng’
TTapkuHCOHM3M®

JTuckuHesnd®

Cymoporn y MalMeHTOB ¢
CyIoporaMu B aHaMHese WIN
Ipy Hauun GakTOpOB PUCKa
pasBuTHd Cymopor’!
JlrcTonms (BKIHOUAd
OKYJIOTHPHBIH Kpi3)'!
TlosaHgag mIcKuHe3ud |
Amnesng’

Bavkarme!'!

Jusaptpug

Cunmpom GecrioKOMHBIX Hor!!

3noKkauecTBeHHBIH
HeliponenTiecKui
cumppom  (3HC) (cm.
paszmen «Ocobbre
yKazaHua» )2

CHHIPOM « OTMeHBI» 12

Hapyumenus co ¢

TOPOHbI Cepala

Bpaguxapnng
Yomuuenne wHrepBama QTc
«Ocobsre

(M. paszen

YKa3aHIDy )

Kemnynouxkopag
TaxXuKapIusy/
ubprag
eIy JOUKOB,

BHE3allHAd  CMepTh'
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(cm. pasmen «Ocobbie

YKa3aHID» )

HapyuieHHst co cTOPOHbI COCY/10B

Oproctatrdeckad | - Tpomboombomia  (Bxmouaq | - -
rurnorerswsa '’ SMOOIIIO JTerouHON  aprepun
u TpombO3 TIyOOKUX BeH)
(M. pasmen «Ocobpre

YKa3aHIDy )

Hapymeﬂml €O CTOPOHBI JbIXaTe/IbHOI CUCTEeMbI, OpraHoB prﬂHOﬁ KJIETKH H Cpea0CTEeHHA

- - HocoBoe kpoBoTeuenne’ - -

Hapymeﬂml €O CTOPOHBI KEJIYJOYHO-KHII€YHOI0 TpakTa

- Jlerkue, mpexopamnrue | Bamytue sxupoTa’ IMamkpeartut!! -
aHTUXOJMHEeprudeckn | [ unepcanvearms'’
e o¢gdeKTH, BKIOUAI
3amop M CYXOCTh
crmsucTol 060IOUMKH

IIOJIIOCTH pPTa

Hapymeﬂuﬂ €O CTOPOHBI NM€YE€HH H KeJTUCBbIBOJAIINX nyTeﬁ

- [Ipexongmee - T'emarur (Brimouag | -
6eCCHMIITOMHO® TeIIaTONEeIITOIIPHEIA,
[IOBBIIIEHIE XONecTaThieckuii 1
CBIBOPOTOYHOMN cMeInaHHbI) !
AKTUBHOCTH
«TIEUEHOUHBIXY
amMuHOTpaHchepas
(amaHIHAMHIHOTpAHC
epaza [AJIT],
acrapTaTaMUHOTPAHC
tepaza [ACT]),
0CODEeHHO B paHHMI
[Iepuos nedeHus (CM.
pasmen «Ocobere

YKA3ZAHUI» )

HapymeHml CO CTOPOHBbI KOKH H NMOAKOKHBIX TKaHeil

- Kosxnag cpimb Peaxriga - JlexapcTBeH
(hOTOTYBCTBUTEIBHOCTH Hag
Anonerma peakimd,
COIPOBOKIA
IoImagcs
303UHOPUIN
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CHCTEMHBIM
u
IIPOSBICHI
mu (DRESS-
CHHIPOM)
HapymeHmI €O CTOPOHBI CKeJIETHO-MbIIIeYHOH U COEﬂHHHTeﬂbHOﬁ TKaHH
- Aprpamrug’ - Pabmomuoms!! -
Hapymemm €O CTOPOHBI MOYCK U MOY¢BbIBOAAIIIHUX HYTEﬁ
- = Heneprxanue moun = =
Samepikka ModH
Samepixka HaJaga
MOYEHCITy CKaHU S !
BepeMeHHOCTb, Moc/iepoaoBbie U MeprHHaATa/IbHbI€ COCTOAHUA
- - - - CrHnpom
KOTMEHBI» Y
HOBOPOXKIEH
HBIX (cMm.
pasmen
«[Iprmenen
ne npu
OepeMeHHOC
™M H B
TIePHON
TPYAHOTO
BCKapMIIBa
HIL»)
HapymeHMﬂ €O CTOPOHDI ITOJIOBBIX OpPraHoB H MOJIOYHOI sKeJie3bl
- OpeKTUIbHaL AmeHopes IIpmammsm -
IUCHYHKITIA YBemieHue rpyiu

CHukeHne THOUIO ¥

MYHIH 1 KEHITUH

TanaxToped y KeHITHUH
I'mHeKOMacTHI/yB eI e e

TPYOH Y MY>KIHH

OO01 e paccTpoiicTBa M HAPYILIEHUSI B MeCTe BBeJIeHHSI

Actenng
YeranocTh
Orex

JInxopagxa'®

JlaGopaTopHble U HHCTPYMeHTaJIbHbIE JaHHbIe

YBemiueHue

IToBrimienme

Iloprimmenye  CHIBOPOTOHHOM
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KOHITEHTPALTHN CBIBOPOTOUHOM KOHITEHTPAITHN obrrero
TIPONAKTHHA B | akTHBHOCTH OumipyouHa
IuTasMe KpoBu® IIeIoHON

docdarazpr®
ITopprenne
CBEIBOPOTOYHOH
aktusHOCTH KOK!!
IToprrmenue
CBIBOPOTOYHOM
AKTHBHOCTHU
raMMariIyTaMIITPaH
cepaspr'®
IToprrmenne
KOHITEHTpPaIiu
MOYEBOM KHUCIIOTEL B

Iutasme Kpopu'®

1V Beex rpynnm nmamueHTOB, HE3aBHCHMO OT HCXOJHOTO HHAEKCA MAcChl Tesla, HaGIIOanoch
KIMHUYECKH 3HAUYUMOE YBeJIMYEeHHEe Macchl Teja. Ilocie KpaTKOCpPOUHOIO Kypea TepalHu
(cpeaHsIs TPOXOIDKHTEIBHOCT 47 MHEH) YBEIMYCHHE Maccehl Tea Ha 7 % H Gojiee OT HCXOIHOTO
3HAUCHHS HaOOJaIoch oYeHb YacTo (22,2 %), Ha 15 % u Gonee — vacto (4,2 %) u Ha 25 % u
6omee — mewyacto (0,8 %). YV manmeHTOB, NMONYYAIOMIHX JUIHTCIBHOC JIcUcHHE (HE MCHEE
48 Henennb), nMopwinicHue Ha > 7 %, > 15 % u > 25 % 6buto oueHb vacThiM (64,4 %, 31,7 % u
12,3 % COOTBETCTBEHHO).

2 CpenHee TOBBIINICHHE CHIBOPOTOYHOM KOHIEHTPAIMH JHIHAOB Hatomak (o6mero XC,
munonpotenoB Hu3kou mwiotHoeTH [JIITHIT], TT) 6p110 Gosce BhIpaskeHHBIM Y TAIIHCHTOR O¢3
HCXOIHBIX MIPH3HAKOB HAPYIICHHS JIMITHHOTO OOMCHA.

3 YacTo HAGMOAAIOCH YBEIHYECHUE CHIBOPOTOYHOMH KOHIEHTpauK 061mero XC 0T HOpMaIbHbIX
HUsmeHeHue

(or>5,17

HaTomak (< 5,17 MmMoan/in) g0 (= 6,2 MMOTTB/TT).

XC

3HAYCHUH ITOBBIINICHHBIX

KOHIICHTPAIlUH  OOIIETO HATOIIAK OT TOTPAHHYHBIX  ITOKa3aTesieH
J0 < 6,2 MMOJIB/JT) 10 MOBBIIIEHHBIX (> 6,2 MMOJIB/JT) OBIJIO OYEHb YACTHIM.

4 YacTo Ha6MIOa710Ch YBEIHUECHHE KOHICHTPAIHH TJTFOKO3bI B KPOBH HATOIIAK OT HOPMAJIBHBIX
3HaueHUU (< 5,56 MMOJIB/T) O TOBBIMICHHBIX (= 7 MMOJB/T). V3MeHEHHE KOHI[CHTpAIHH
[JTIFOKO3bI HATOIIAK OT MOTPAHUYHBIX MOKazaTencH (0T > 5,56 10 <7 MMOJIB/JT) 0 MOBBIIICHHBIX
(= 7 MMOITB/IT) OBITIO OYEHD YACTBIM.

* YacTo HAGMOJAIOCH YBETHUEHHE CHIBOPOTOUHON KOHINEHTpanuy TI" HATOIAK OT HOPMATbHBIX

3HaueHUH (< 1,69 MMOJIB/TT) O HOBBINICHHBIX (= 2,26 MMOJB/11). M3MEHEHHE CHIBOPOTOUHOM

12
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koHIeHTpanuu 11" HaTOIAaK OT MOTpPaHHYHBIX MoKaszatencH (or > 1,69 mo < 2,26 MMoaB/m) 10
MOBBIMICHHBIX (> 2,26 MMOJIB/JT) OBITO OUEHDb YaCThIM.

® YacToTa MApKHHCOHHM3MA M HCTOHHH Y MAIMEHTOB, IPHHUMABIIHX OJAH3AITHH B KIIMHHYECKHX
HCCIICIOBAHUAK, ObIa KOJIMYCCTBCHHO BHINIC, HO CTATHCTHYCCKH 3HAYHMO OT IuIanebo He
oTIMYaJiachk. Y MalMCHTOB, IPHHUMABIIHUX OJIAH3AllMH, NMApKHHCOHU3M, aKATHU3HUS, AUCTOHHS
HaOJIFOJaJTUCh PEKE, YEM Y MAI[HCHTOB, MOTYYaBIIHX MOA00paHHBIC 036l rajonepuoia. Beumay
OTCYTCTBHS MOJAPOOHOH HH(POPMALHH O HAJIHYHH Y NMANUCHTOB B AHAMHE3E OCTPBIX H IO3JHHX
SKCTPAlUPAMUHBIX JBHUIATC/IBHBIX HapYIICHUH, B HACTOSIICE BPEeMS HEBO3MOXKHO CJE/IaTh
BBIBOJI O TOM, UTO OJIaH3aIlHH B MCHBIIEH CTCIICHU BHI3BIBACT PA3BUTHE IO3JHEH AUCKHHE3HH U
(unu) APYTHX HO3JHUX HSKCTPAIUPAMUIHBIX CHHJPOMOB.

7 Tlpm peskol OTMEHE OJIaH3aNHHA HAGNIOJAIHCh TAKHE CHMITOMBI, KAK MOBBIIICHHOS
MOTOOT/ACICHHE, OECCOHHUIIA, TPEMOP, TPEBOTA, TOIHOTA H PBOTA.

® B KIHHHYEGCKHX HCC/ICIOBAHHAX TIPOJO/DKHTEIFHOCTEIO 10 12 Heledmh KOHICHTPAIHS
MPOJIAKTHHA B IJIA3ME KPOBH IIPEBHINIANA BEPXHIOI I'PaHHIY HOpMBI NpuOmH3uTenpHo y 30 %
NAlHECHTOB ¢ HOPMAaJIBHBIM HCXOHBIM IIOKa3aTeJIEM CHIBOPOTOYHOH KOHIEHTPAI[HU NIPOJIAKTHHA.
Y GONBIIMHCTBA TAKHX MAallHCHTOB MOBBIMICHHE CHIBOPOTOYHOH KOHICHTPAMH IPOJIAKTHHA
OBIJIO YMEPEHHBIM H HE TPEBHINIANIO BEPXHUE IPAHHUIBI HOPMBI OoJiee YyeM B 2 pasa.

? HexenaTenbHbIE SABICHHS, 3apeTHCTPHPOBAHHBIE BO BpeMs KIHHHUECKHX HCCIIEIOBAHHM
OJIaH3alHHA.

19 HesxenarenbHble ABICHHS, 3apETHCTPHPOBAHHBIE BO BpeMS KIMHHUECKHX HMCCIIEJOBAHHH
OJIaH3aITHHA H OI[CHCHHBIE MO (PaKTHUCCKOMY 3HAUCHHIO.

! HesxenaTenbHble SBICHHS, BHISBJICHHBIE NPH IOCTPETHCTPAIIHOHHOM HaGirojeHHH. YacToTa
YCTaHOBJICHA ¢ HCIIOIb30BAHHEM HHTETPHPOBAHHON 0a3bl JAHHBIX OJTaH3aIHHA.

12 HesxenaTenbHble SBICHHS, BHISBJICHHBIE NPH NMOCTPETHCTPAITHOHHOM HaGirojeHHH. YacToTa
YCTAHOBJIEHA ¢ BepxHEH TpaHuied 95 % JOBEpPHTCHBPHOTO HHTEpBAaja C HCIOIb30BAaHHEM
HHTCTPUPOBAHHON 0a3bl JaHHBIX OJIAH3AIHHA.

Jlnumensrana mepanua (He menee 48 nedein)

KonuyecTBO HAaNMEHTOB, Y KOTOPBIX OTMEUAJIOCh YBCJIMYECHHE MAcChl TeJja, IOBBIIICHUE
KOHIEHTpaHH IMOoKo3bl B kpoBH, oOmero XC/JITHIT/mumonpoTenHOB BBHICOKOHW IIOTHOCTH
(JOIBII) wnmu TI" B mimasMe KpOBH, ¢ TCUECHHEM BPEMEHH YBEIHUHMBAJIOCH. Y B3POCJIBIX
NAallHCHTOB, KOTOpPBIE 3aKOHUMWIM 9-12 MecSUHBIM Kypc TEpalHMH, CKOPOCTh IIOBBIIICHHS
KOHIICHTPALlUY TJIFOKO3BI B KPOBH 3aMEJISIach IPUMEPHO Yepe3 6 MeCSIEB.

Ocobuie zpynner nayuenmos

B KIMHHYECKHX HCCJICJOBAHHMIX Y IALUCHTOB IOXKHUJIOTO BO3pacTa ¢ JCMCHI[MEH Tepalud

OJIaH3aIllHHOM B CpaBHCHHH C rmaueGo IIPpHBOHJIA K MOBBIIICHHON YacTOTE JIETAIbHBIX HCXOJOB
13
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H [epeOpOoBacKy/BIPHBIX HEXKE/IATCIBHBIX peakuui (cM. Takke pasgen «OcoOble YKa3aHHS»).
OyYeHb YacTBIMHM HEXKEJIATEIBHBIMU PEAKIHUSAMH, CBA3AHHBIMH ¢ IIPUMCHCHHEM OJIAaH3AaIlMHA B
S5TOH TIPyIINE MNAlHCHTOB, OBIIH HapyIICHHE IOXOJKH M majcHua. YacTo HaOIOJATHCH
ITHECBMOHHS, TOBBIIICHHE TEMIICPATYpPhI TejIa, BAJIOCTh, SPUTEMA, 3PUTCIIbHBIC TaJUTONHHAIME H
HEACPIKaHUE MOYH.

B K/IMHHYECKHX HCCHICJOBAHMAX ¢ YYacTHEM MANUEHTOB ¢ MCHXO30M, HHIYLHUPOBAHHBIM
JICKapCTBCHHBIMH TpenapaTtaMd (arOHHCTaMH J0(aMHHOBBIX PELENTOpPOB), Ha (oHE GOJIC3HH
ITapkuHCOHA OYEHb YacTO OTMEYaloch ycyryOseHue cumMnToMoB Oonesuu I[lapkuHcoHa H
ra/UoIHHANUE. YacToTa pa3sBUTHS JaHHBIX HEXKC/IATC/IBHBIX SIBJICHHH ObUIa BbIMIE Ha hOHE
IPUMEHEHHS OJIaH3alliHAa, YEM B IpYIIE IIanedo.

B ogHOM M3 KIHHHYECKHX HCCJICJIOBAHMH Yy TAIMCHTOB ¢ OHIONSPHOH MaHHEH
KOMOHWHHPOBaHHAs Tepalllsd BaJbIpPOCBOH KHCIOTOH M omamzamuHoM B 4,1 % ciyyasx
IPHBOJHJIA K HeHTponeHUH. BosMmoskHas NpHYMHA HEHTPONCHHH — BBICOKAas IJIa3MCHHAas
KOHIICHTpallus BaJbIPOCBOH  KHCIOTHL. IIpHMEHEHHE oOJaH3allHHA OJHOBPEMEHHO ©
IpenapaTaMH JIMTHSA HJIH BaJIBIIPOCBOH KHCJIOTOH MPUBOAMIIO K YBETHUYEHHIO YaCTOTHI Pa3BHTHUSA
(=10 %) Tpemopa, CYXOCTH CIIM3HCTOH OOOJOYKH IOJIOCTH PTa, HOBBIMICHHOMY ANICTHTY H
MOBBIMICHUIO Macchl Tena. Kpome Toro, yacto coobmanock o paccTpodcTBe peuu. llpu
KOMOMHHPOBAHHOH TEepallHM OJIAH3aIIHHOM M JIMTHEM MJIM KOMIUIEKCOM BaJIbIipoaTa HATPHUS H
BaJIBIIPOCBOH KHCJIOTHL B COOTHOIICHHH 1:1 yBenuueHune Macchl Tea = 7 % OT HOXOJHOH Macchl
Tenna Habmonanoch y 17,4 % manueHTOB B paMKax HENMPOJO/DKHTEIBHOIO Kypea JICUeHHS (10
6 Henenp). JmrTenbHas Tepamus oJaH3anmuHOM (10 12 MecsAneB) B HEMAX TPOQUIAKTHKH
pelHAHBa y NMAHCHTOB ¢ OMIOJBIPHBIM PaccTPOHCTBOM IPHBOJAWIA K MOBBIMNICHHIO > 7 % OT

HCXOJHOM Macchl Tena y 39,9 % maiueHToB.

IlepenosupoBka

Cumnmonmer: OUE€Hb YaCTBIMH cHMIITOMaMU (= 10 %) npH nepe1o3UPOBKE OJIAH3aNHHA ABJITIOTCS
TaXHKAp/Ms, aXKHTAIHI/aTPECCHBHOCTD, TH3aPTPHS, Pa3IHYHBIE SKCTPAITHPAMHIHBIC CHMIITOMBI
U CHHDKCHHE CO3HAHHUS Pa3HOH CTENEHHU TSKECTH (OT CeIalluU JO KOMBI).

Jpyrue KIMHUYECKH 3HAUYMMBIE MOCIICACTBHS MEPEAO3HPOBKH OJIAH3AaIIHHA BKJIIOYAIH JCTTHPHH,
cymoporu, 3HC, yrHereHue [bIXaHHS, AacHHPALHIO, apTEPHAbHYIO THICPTCH3HIO HIIH
THIIOTEH3HIO, apHTMHH (<2 % ciIy4acs NEPEAO3HPOBKH) H OCTAHOBKY CEpJla H JbIXaHHI.
MunuManbHasg J03a NPH OCTPOH IEPEJO3HPOBKE ¢ JIETAJbHBIM HCXOJOM cocTapHiaa 450 mr,
MaKCHMaJIbHAasl J03a IIPH IIEPSIAO3HPOBKE ¢ OJIArONPHATHBIM HCXOAOM (BBDKHBaHHE) — 2T

OJIaH3allHHa.
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Jlewernue: cneuu(pUUIECKOTO aHTHAOTA JUIS OJaH3alKWHA HE cyliecTBYeT. He pexomenmyeTcs
MPOBONUPOBAHHE PBOTHL 1lokasaHbl cTaHAAPTHHIC NMPH MEPEJO3HPOBKE MPOIEAYPHI, HAIPHMED,
NPOMBIBAHHE  SKEIYJAKa, MNPHEM  AaKTHBHPOBaHHOTO  yrisl. OJHOBpEMEHHBIH  TIpHEM
AKTHBHPOBAHHOTO YIJISl W OJIAH3allHHA MOKAa3aJl CHHUIXKCHHE OHOJOCTYITHOCTH OJIaH3alHHA TPH
npueme BHYTpb A0 50-60 %.

IlokazaHO CHMIITOMATHYECKOE JICUEHHE B COOTBCTCTBHH ¢ KJIMHHYCCKUM COCTOSHHEM H
KOHTPOJIb JKH3HCHHO Ba)KHBIX (DYHKIUH OpraHH3Ma, BKIFOYAs KOPPEKUHIO apTEPHAIBHON
THIIOTCH3HH, HAPYIICHHS KpOBOOOpallCHHS M MOJJCpXKaHHE JbIXxaTedbHOH ¢QyHKumH. He
CIICYyET NMPHUMEHATH SHHHE(PPHH, JOTAMHH H JAPYIHE aJpPCHOMHMETHKH, KOTOPBIE SIBIISIOTCS
arOHHCTAMH O€Ta-aJIpeHOPEUECNITOPOB, ITOCKOJIBKY CTHMYJISIIHS STHX PELHEHTOPOB MOXKET
yoyryousTh apTepHaibHyl0 THIOTeH3HIO. HeoOxoaumo o00ecneuuTh KOHTPOIb CEP/CYHO-
COCYMHCTHIX TOKa3aTeIeH Ui BBISIBICHHS BO3MOXHBIX apuTMHi. TmiatenpHoe HaGmoOACHHE 3a

COCTOAHHUCM ITallTHCHTAa HCO6X0,Z[HMO A0 IMOJIHOT'O €I'0 BBI3JJOPOBJICHHA.

BsanmopeiicTBae ¢ ApYruMH JleKapCTBeHHBIMH CpeAcTBAMH

Ilomenyuanorsie 63aumoodeiicmeus, OKA3bIGAIOUHE 6/IUAHNE HA OJIAH3ANUH

ITockompky osiaH3anmuH MeTaboym3upyercs ¢ ydactuem usodepmenta CYP1A2, merabonusm
OJIaH3aIIHHA MOXKET H3MCHITHCS MO JCHCTBHEM HHTHOHTOPOB HIIH HHAYKTOPOB H30(PESPMEHTOB
cHcTeMBbl IHTOXpoMa P450, nposgpisromux cnerupHUYCCKyl0 AaKTHBHOCTH B OTHOIICHHH
usopepmenta CYPIA2.

Hnoyxyus uzogpepmenma CYP1A2

MeTabonmH3M oOJIaH3alHHA MOJKET OBITh HHAYINHPOBAH KYPEHHEM HJIH NPUMCHCHHEM
KapOaMa3eluHa, YTO MOXKET NMPHBOJIUTH K CHHKCHHIO KOHIICHTPAIUH OJaH3anuHa. OTMEUaaoch
JUINb HEOOIBIIOE HIH YMEPEHHOEC VBEJIHYCHHE KIHpeHca oJaH3anuHa. KimHHyeckue
HPOSIBJIICHUS, CKOpee Beero, OYyAYT OrpaHHYCHHBIMH, OJHAKO PEKOMCHIOBAH KIHHHYCCKHU
MOHHTOPHHT, H B CJIy4ae HEOOXOJUMOCTH — MOBHIIICHUE JTO3BI OJIAH3AIIHHA.

Hreubuposanue uzogpepmernma CYPI1A2

O®nyBokcamuH, crneuuduueckuii HHrHOHTOp uH30odepmeHTa CYP1A2, 3HauuMO NOAABIAET
MeTabom3M onaH3anmuHa. Cmax OJAH3aNHHA TOCJEC NMPUMEHEHHS (IYBOKCAMHHA B CPEIHEM
yBeauuuBaigach Ha 54 % y HEKypAIHX MAHEHTOK >KCHCKOTO Mmoja W Ha 77 % y KypsIux
HAIllHEHTOB MYXKCKOTO TOJla, a IUIOIaJb TIOJ KpHBOH «KOHUEHTpanug-speMa» (AUC)
OoNlaH3almMHa B cpefHeM yBeiauuuBaidack Ha 52 % u 108 % coorBeTcTBeHHO. CrienyeT
paccMOTPETh BO3MOXKHOCTh HA3HAUCHHS OOJice HHU3KOH HayaJdbHOH O3Bl OJIAH3AHHA Y
NaIHECHTOB, MPUMEHSIOMUX (BIYBOKCAMUH WM JApYyrue WHrHOHTOpH H3odepmerHTta CYP1A2,

HalpHuMep, IIP[HpO(bJ'IOKC&I_[HH. B wnaugame IIPHMCHCHHUS  IIpCIIapaToB, OTHOCAIHUXCA K
15
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uHruO6uTOopam m3opepmerta CYP1A2, Ha ¢oHe mpHeMa OJIaH3aIHHA CJICAYET PacCMOTPETH
BO3MOJKHOCTD CHHIKCHHUS JIO3bI TIOCIJICTHETO.

CHrudcenHas OUOOOCMYNHOCHb

AKTHBHPOBaHHBIH YroJIb CHH)KACT OHOJOCTYIMHOCTH OJIAH3AIMHA, NMPUHATOTO BHYTPb, Ha 50—
60 %, IO3TOMY €TI0 ¢JIcIyeT MPUMEHITH 3a 2 yaca JO HJIM II0c/Ie IPUEMA OJIaH3allHHA.
O®nyokcetu (MHrHOGHTOP H30depMerTa CYP2D6), oHOKpaTHBIE O3B AHTAIHIOB (A TFOMUHHH-,
MaTHHHCOJICpIKAIME) H IUMETHIHH HE OKa3BIBAIOT 3HAYMMOTO BIIHSHHS Ha (PapMaKOKHHETHKY
OJIaH3allMHA.

Cnocobnocme o0nGH3GRUHA  6HAML HA (APMAKOKUHEMHUKY OpYyZUX JIeKAPCHIECHHBIX
npenapanios

OnaH3allHH MOXET NOMABIATH S(PPEKTH NPIMBIX H HENPIMBIX AroOHHCTOB JO(aMHHOBBIX
PELENTOPOB.

OnaH3anuH He mojaaBisieT ocHOBHbIe H3odepmMeHT CYP450 B yenoBusX in vitro (HampuMep,
CYP1A2, CYP2D6, CYP2C9, CYP2C19, CYP3A4). CornacHo pe3yabTrataM HCCJICAOBaHUH i1
Vivo HE OXHAAETesT 0coOOro B3aHMOJCHCTBHS C OJIAH3AIIHHOM CJICIVIOIIMX IIPENapaToB:
TPHIHKIMYSCKUX  AHTHACTIPECCAHTOB  (METa0OMU3HPYEMBIX B OCHOBHOM C  YYacTHEM
uzodpepmenra CYP2D6), Bapdapuna (CYP2C19), teopmwmmmna (CYPIA2) uw pguaszemama
(CYP3A4 u CYP2C19).

OnaH3anuH HE BCTYNAET BO B3aUMO/ICHCTBHE C JIMTHEM H OUIICPHICHOM.

MOHHTOPHHT KOHIICHTPAI[HH BajblipoaTa B IUIa3ME€ KpPOBH HE BBBIBHJI HEOOXOJIUMOCTH
KOPPEKIHH J03BI BaJIbIIPOAaTa MOC/Ie Hayasla €ro MPUMEHEHHUS ¢ OJIAH3aIIHHOM.

Obujas axmusHocms YeHmpanvHoi Heperoli cucmemst (LLHC)

Crnegyer coO/moJaTh OCTOPOKHOCTh V TMANHEHTOB, TNOTPEOISIONMHUX  aJIKOTONb  HIIH
IPUHUMAIONIUX JIEKapPCTBEHHBIE Npenapathl, yrHeTaronue [THC.

OMHOBpEMEHHOE TPHMCHEHUE OJIAH3AIHHA ¢ MPOTHBONAPKHHCOHHUYCCKUMH JIEKApCTBCHHBIMH
npernapataMi y TAaIHEHTOB ¢ Oosesnbio I[lapkuHCOHA W JEMCHIHEH HE PEKOMEHIYETCS
(oM. paszzgent «Ocolble yKazaHUsS»).

Humepsan Q1c

Crnegyer co0mIOJaTh OCTOPOXKHOCTh MPH OJHOBPEMECHHOM TPHMEHECHHH OJIAH3allHHA ©
JICKApCTBCHHBIMH  IIpelapaTaMu, yumHstomuMu uHTepBan QTc (oM. pasgen «Ocolwie

YKa3aHUI»).
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Oco0ble ykazaHus

Knunuyeckoe yaydllleHHE IIPH JICUCHUH aHTHUIICHXOTHUYECKUMH CPeJICTBAMH MOKET HACcTYNaTh B
MEPUHOA OT HECKOJIBKHX JHEH /IO HECKOJIBKUX HeNeb. B 3TOT mepuoj TpeGyeTesl THIATEIBLHOES
HaOJTIOICHUE 32 MAIHCHTaMHU.

Ieuxos u (unu) HapyueHua nosedeHus, obyciosneHHvle OeMeHyuell

OsnaH3allHH HE TOKa3aH IAlHEHTaM ¢ IICHXO030M H (MJIM) TOBEJCHUCCKUMH HAPYIICHUIMH,
OOYCIIOBICHHBIMH JI€MCHI[HECH, BBU/Y IOBBIIICHHS YPOBHS CMEPTHOCTH H PHCKA Pa3BHTHSA
HapyIICHHH MO3rOBOr0 KPOBOOOpAIICHHS Y JAaHHBIX MAallHEHTOB. B 1m1ane60-KOH TPOIHPYEMBIX
HCCJICJOBAHUAX (MPOJOJKUTEIIBHOCTEIO 6—12 Helenb) y MAlMEHTOB IIOKHIIOTO BO3pacTa
(cpeauuit Bo3pacT 78 neT) ¢ MCHX030M U (HJIH) TOBEJCHYSCKHM HAPYIIICHHEM, 00YCIIOBICHHBIM
JEMEHIMECH, OTMEYaIOCh ABYKPATHOE IIOBBIMIEHHE YAcTOTHI JICTAJIbHBIX HCXOJOB Yy IAIlUCHTOB,
MOJIYYaBIIHX OJIAH3AIHH, II0 CPABHEHMIO ¢ MAI[HCHTaMH W3 rpynnsl miainebo (3,5 % mportus
1,5 % cooTBeTcTBeHHO). [loBBIMIEHHAsS YacTOTa Pa3BUTHS JICTAIBHBIX HCXOJOB HE 3aBHCENA OT
JIO3BI OJIaH3aNuHA (CPEHAS CYTOUHAs Jo3a cocTapsiia 4,4 MI) H MIPOJAODKUTEIIBHOCTH JICUCHHSL.
@aKTOphI pUCKA, KOTOPBIC MOTYT BJIMSTH Ha IPEAPACIOIOKEHHOCTD STOH TPYIIBI MAlHECHTOB K
OoJice BBICOKOH CMEPTHOCTH NPH JICUCHHH OJIAH3AIIHHOM, BKJIOYAIOT BO3pacT cTaplie 65 merT,
nucdaruro, ceanuo, HEJOCTATOYHOE MUTAHHE H OOC3BOKUBAHUE, HAJIMYHE MATOJIOTHH JICSTKHX
(HampuMep, THEBMOHHS C acmHpanmueii WM 0e3 Hee) HIH COUYCTAHHOC TPUMCEHCHHE ©
OcH30/Ma3cIHHAMH; OJHAKO YacToTa JICTAJBHBIX MCXOJ0B OblJIa BBIIIC Y MaIlHCHTOB,
MOJIYYaBIIUX TEPAIHIO OJAH3AMHHOM, MO CPABHCHHIO ¢ MAIHCHTAMH, MOJIYYABIIHMH IIane6o,
HE3aBHCHMO OT 3THX (paKTOpOB pHCKA.

B Tex ke KIHHHYECKHX HCCIICTOBAHUSIX OTMEYAIHCH HEPeOpPOBACKYISIPHBIE HEIKEIATCIIbHBIC
peakiuu (HaIpHUMEp, HHCYIBT, TPAH3UTOpPHAs HIIECMHYECCKas aTaka), BKIFOYas CJIy4ad o©
JAeTaJbHBIM ~ HexoAoM.  OTMeyanoch  TPEXKpaTHOE — YBEJIMUEHHE  YacTOTHI  Pa3sBUTHSA
1epeOpPOBaCKYSIPHBIX HEXKECIATEIbHBIX PCaKIHH Yy TMAIHCHTOB, MOJIYYABIIHX OJAH3AIHH, IO
CPaBHCHUIO ¢ MAUCHTaMH, oTydaBiuMu miane6o (1,3 % npotus 0,4 % cooTBeTeTBeHHO). Bee
HAIHEHTHI ¢ HEePeOPOBACKYIPHBIMH HAPYIICHUSIMH, TIOIYYABIIHE OJAH3alHH U II1ane00, HMEIH
(akTOpBI pHCKa WX pa3BUTHA. BospacT crapme 75 €T W JEMCHIHS COCYJHCTOTO HIIH
CMEIIAHHOTO THIA ONPEJC/BUIHCh KakK (aKTOpBl PHCKA pa3BUTHI IEPeOPOBACKYIISIPHBIX
HEXKETIATENIPHBIX PCakiUi Ha (POHE JICUCHHS OJIAH3AaNMHHOM. B XOJe JMaHHBIX HCCIICJOBaHUH
3¢ (PEKTHBHOCTD OJIAaH3AIIHHA HE ObLIa YOTaHOBJICHA.

Bonesns Hapxurcona

[IpuMeHeHHE OJaH3aNMUHA JUIS JICUCHHS TICHXO030B, OOYCIIOBJICHHBIX IIPHEMOM AaroHHCTOB
A0(paMHHOBBIX PEIENTOPOB NpH Oose3HU llapkuHcoHA, He peKOMEHJyeTcs. B KIHHHYECCKHX

HCCJIC JOBAHHUAX ycyry6neHHe CHMIITOMATHKH OOJIC3HH HapKHHCOHa H TralJIrOnquHalHuu
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(oM. pasgen «I[loGouHoe AEHCTBHE») OTMEHAIHCH OYEHb 4acTO U ¢ 0oJiee BHICOKOH YacTOTOM,
yeM B rpynne miaanebo, a 5PQPEKTHBHOCTh NPH JICUCHHH IICHXOTHUYECKHX CHMITOMOB
OJIAH3aIIHHOM HE MpPEBBIIIAJa TAKOBYIO NpH TpuHeMe mmiancbo. B JaHHBIX KIMHHYESCKHX
HCCIICIOBAHUAX COCTOSHHE MAIHCHTOB MEPBOHAYAIBHO JODKHO ObUIO OBITH CTaOHIIM3HPOBAHO
HAa MHHHMAaJIbHOH 5(QekTHBHOH 03¢ mnpemapaTtoB Juig JjeucHus Ooinesnu [lapkuHcona
(aroHHCTHI ToaMHHOBBIX PELENTOPOB), @ TAKKE HEOOXOUMO OBUIO MPOJOIDKATE IPHEM TEX JKE
IpenapaToB B TOH K€ J03¢ Ha MPOTSHKCHHUM BCEro Hecieaopanud. HavanbHas fo3a onaH3anuHa
cocTaBIsIa 2,5 MI' B CYTKH H MOIJIa OBITH YBEJIHYEHA IO MAaKCHMaJbHOH — 15 Mr B CyTKH 1o
PELICHHIO HCCIIEIOBATEIISL.

3noxauecmeernbiil Hetiponenmudeckuti cunopom (3HC)

3HC — mOTeHIHAIBbHO YIPOXKAIONIEE JKH3HH COCTOSHHE, BO3HHKAIOIIee Ha (POHE NMPHMCHECHHUS
HeliponenTukoB. Penkue cmydan 3HC Taroke OBUIM 3apeTHCTPUPOBAHBI H IIPH IPUMCHEHHH
onansanuHa. Kimauueckue mpossicHus 3HC: runmepTepMus, MbIIICYHAs PHIHIHOCTD,
H3MCHCHHE INCHXHYECKOTO CTATyca W BEICTATHBHBIC HAapYIICHHS (HECTAOWIBHBIH ITYIbC HITH
apTepHajibHOE  JAaBJICHHE, TaxXHKap/jus, IOBBIIICHHOEC IIOTOOTJCIICHHE H  apHUTMHH).
JOonmoTHUTETPHBIE MPU3HAKH MOTYT BKJIIOYATh: YBEIHUCHHE CHIBOPOTOUHOH akTHBHOCTH KOK,
MHOTJIOOHHYpHIO (pabJOMHOIH3) H OCTPYIO IOYCUHYIO HEJOCTATOUYHOCTh. ECIH y mManHeHTa
pasBuBatoTces npusHakd H cuMnToMel 3HC wmiaM BO3HHKaeT HEOOBSICHHMOE IOBBIIICHHE
TeMIepaTypsl Teida Oe3 JONOJHHUTEIBHBIX TnposeicHud 3HC, Bce aHTHINCHXOTHUYSCKHE
HperapaThl, BKIIOYAs OJaH3aMUH, CJICTyET OTMCHHTH.

l"unepanuxemus u caxaprwiii ouabem

Heuacto coolmiamoch 0 THIEPIIHKEMHH H (WJIH) Pa3sBHTHH WIH JCKOMIICHCAIHH CaXapHOTO
auabera, HHOTa COMPOBOMKAABIIETOCS KESTOAIHJO30M HITH JHAOCTHUECKOH KOMOMH, BKIFOUas
HECKOJIBKO JICTAJIbHBIX ciyyacB (oM. paszmen «lloGounoe aeficTBHE»). B HEKOTOPHIX ciaydasx
OTMEYAJIOCh TMOBBINICHUE MAacchl TEa, KOTOPOE MOTJIO TOCHY)XHTh TIPEAPAcoIararoium
(pakTopoMm. PekomMeHayeTCsl THIATSIBHBIAH KIWMHHYECKHI MOHHTOPHHI TAIIHEHTOB C CaXapHBIM
auabeToM W TANUCHTOB ¢ (aKTOpaMH pPHCKAa PAa3BHTHS CaxapHOTo JuabeTa: H3MEpEeHHE
HCXONHOM KOHIICHTPAaMH TJIOKO3bI B KpPOBH, 4epe3 12 Hemenp mociae Havyajga IIpHEMA
OJIaH3aIIHHA M BIOCJICACTBUH €KeToAHO. [[arueHTOB, MOoMyyaronux To0bIe aH THIICHXOTHYCCKHE
CpeJCcTBa, BKIIKOYASl OJIAH3AIMH, CJIETyeT HaOOJaTh Ha NMPESAMET IPH3HAKOB H CHMITOMOB
THIEPTIHKEMHH (TAaKHX KaK MOTHAWUINCHS, MOMHYpHs, nonudarus U ciaboers). IlanuenTtam ¢
caxapHbIM JHa0eTOM HIH (haKTOpaMH pPHCKAa BO3HHKHOBEHHS caxXapHOIoO JaHabeTa HEOOXOMHM
PETYISIPHBIH MOHHTOPHHI KOHICHTPAaIlHH TIJIOKO3bI B KpoBH. HeoOXoaumo mNpOBOJHTH
PETYISIPHBIH KOHTPOJIb Macchl Teja: Mepe] HayvajoM JieucHus, uyepes 4, 8 u 12 Hegens mocre

HaydajJla IIpucMa OoJlaH3allHHa H BIIOCJICACTBHH KaXbIC 3 MecCsIa.
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Hapyuenue nunuonozo oomena

B xoae mnaneGo-KOHTPOIUPYEMBIX HCCJICTOBAHHH Y MAIUCHTOB, MOJYYABIIHX OJIaH3aIHH,
HaOJIOJaTHCh HE)KENIATCIbHBIC H3MEHCHHS JMOUAHOTO oOmena (oM. pasgen «lloGounoe
ncicTBHE» ). MI3BMEHEHHUS TUITHAHOTO MPOdHIIL HEOOXOUMO KOPPEKTUPOBATh B COOTBETCTBHH ©
KIIHHUYECCKOH HEOOXOMUMOCTBIO, OCOOCHHO Y MAIHCHTOB ¢ JHCIHITHIACMUCH U V MAIHEHTOB C©
(pakTOpaMH pPHCKA Pa3BUTHS HAPYHNICHUH JTHIHJIHOTO OOMEHa. Y TAIlHEHTOB, MPUHUMAIOIIUX
AHTHICUXOTHUYECKHUE MpPeNapaThl, B TOM YHCJIC OJaH3alUH, CJIEAYET OCYIIECTBIATh PETYIAPHBIH
KOHTPOJIb JHIHJAHOTO OOMCHA B COOTBETCTBHH C JCHCTBYION[UMH PCKOMEHIAIUSIMH: HEPE]
HayaJoM JicyeHHs, yepe3 12 Heaenp Tocie Hayaja MpHeMa OJIaH3alHHA W BIIOCJICCTBHH
KasKaple S5 JIeT.

Anmuxonunepeuieckas akmueHoOCH b

HecmoTps Ha TO, 4TO OJIAaH3AIIWH TPOSBISII AHTHXOJUHEPTHUESCKYIO AKTHBHOCTH B YCJIOBHSX
invitro, TpH TPOBEJCHUH KIMHHYCCKUX HCCIICJOBAHUN Tepamus OJIaH3alHHOM PEAKO
CONPOBOKATIACH AHTHXOJIHHEPTHYCCKUMH NOOOYHBIMH HddekramMu. OJHAKO KIHMHHYCCKHH
OTBIT MPHMCHCHHUS OJIAH3aMHHA Y TMAIIHCHTOB ¢ COMYTCTBYIOMHMHE 3a00JCBAHUSAMHU OTPAHHYCH,
MOATOMY PEKOMEHJIYETCS COOMOAAaTh OCTOPOIKHOCTh NMPH HA3HAUCHHH IIPENapaTa MalHeHTaM ¢
runepTpodueci NpeAcTATETLHON JKENE3bl, MAPATHTHUYCCKOW KHUIICUHOW HENPOXOJHMOCTHIO H
MO JJOOHBIMH COCTOSHHU SIMH.

Hapyuwenue gpynxyuu neveru

Ilpuem onaH3amuHA 4YacTO, OCOOCHHO HAa pPaHHHX »HTamax TEPallHH, COIPOBOXKIAIICS
TPAH3UTOPHBIM, OCCCHMIITOMHBIM YBEJIHUCHHEM aKTHBHOCTH «ICUCHOYHBIX» aMHHOTpaHcdepas
(ACT u AJIT) B nnmasme KpoBH. Y ManucHTOB ¢ noBbimicHHeM akTuBHOCTH AJIT u (wm) ACT B
IJla3Me KPOBH, CHMIITOMAMH II€UEHOUHOM HEJOCTATOUHOCTH, COCTOSHHSIMH, BBI3BIBAIOIIUMHU
CHHJKCHHEC (DYHKIHOHAJIBHOTO pe3cpBa MEYCHH, HIH V MNAMUCHTOB, IPHMEHSIIONHX
MOTCHIIHAJILHO TENAaTOTOKCHYHBIE MPETapaThl, CJICYET COOMOIaTh OCTOPOIKHOCTD U TIPOBOJAUTH
nocjeayromee HaOmoJeHHe. Y MAalHEeHTOB ¢ TEMATHTOM (BKIIFOYAs MEUCHOYHO-KICTOUHOS,
XOJICCTATHYCCKOE U CMEMIaHHOE MOPaKCHHUE IICUCHH ) JICUCHHE OJIaH3aIHHOM CJIEyeT OTMEHHTh.
Hetimponenus

OmnaH3aIHH CJICYET ¢ OCTOPOIKHOCTHIO MIPUMEHSTh Y MalHCHTOB ¢ HH3KHM IIOKAa3aTeJIeM YHCIa
JACHKOMUTOB U (HMJH) HEHTPO(HUIOB B KPOBH (BHE 3aBHCHMOCTH OT NPUYHHBI), Y TMAIIHCHTOB,
NOJMIYYAIOIIMX MpEmapaThl, KOTOPBIE MOTYT BBI3bIBATH HCHTPONCHHIO, VY MAIHEHTOB ¢©
JICKapCTBCHHBIM YTHETCHHEM (PYHKI[HH KOCTHOTO MO3ra B aHAMHE3C, a4 TAaKKE ¢ YIHETCHHEM
KOCTHOTO  MO3ra, OOYCJIOBJICHHBIM  CONYTCTBYIOIIHM  3a0OJICBaHHEM, JIYYCBOH  HWJIH
XHMHOTEpANHEeHd; Yy  MAaHEHTOB ¢  THOCPIO3HHODHIBHBIMH  COCTOSHHUSMH  HJIH

MHEIONPONH(PEPATHBHBIM  3a0oncBaHueM. HeEHTpPONEHHSI YacTO pPETHCTPHPOBAIach IpH
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OJHOBPEMCHHOM IPHMCHCHHH OJIAH3allHHA M BaJBIIPOCBOH KHCIIOTHL (oM. pasnen «lloGounoe
JICHCTBHUEY ).

Ipexpawenue mepanuu

Ilpu peskoit ormeHe onaHzanmuHa pegko (=0,01 % um <0,1 %) oTMeyaauch CJICAYIOLIHE
CHMIITOMBI: IOBBIIIEHHOE OTOOT/IC/ICHHE, OSCCOHHHUIIA, TPEMOP, TPEBOT'a, TOIIHOTA H PBOTA.
Humepean QT

B KIMHHYECKUX HCCIICJOBAHHAX KIMHHYECKH 3HAYMMOE yuTHHEeHHE HHTepBata QTc¢ (koppekuus
QT mo dopmyne @penepuxa [QTcF] > 500 mc B moGOH MOMEHT BpEeMEHH IOCIE Hayaja
aeyenust npu uexogoMm QTcF < 500 mc) Berpeuanmocs newacto (0,1 % — 1 %) y mamueHToOB,
IOJIYYaBIIHX OJIAH3AIIUH, ¢ OTCYTCTBHEM 3HAYHMBIX Pa3IHYHH B CONMYTCTBYIOIHX OCJIOKHEHHIAX
CO CTOPOHBI CEPALa IO CPAaBHEHHIO ¢ IIane6o. OAHAKO ¢ yeT cOOMOAaTh OCTOPOXKHOCTD IPH
Ha3HAUYCHHH OJIAaH3allHHA OJHOBPEMEHHO ¢ IIpelapaTaMH, YyUIMHsAromuMH HHTepBan QTc,
0COOCHHO Yy MAIMEHTOB IIOJKHJIOTO BO3pacTa ¢ BPOKACHHBIM CHHIPOMOM Y/UIHHEHHOTO
uHTepBasia QT, XpoHHuYeckoH cepJeUHOH HEJOCTATOUHOCTBIO, THIEpPTpodHEH MHOKap/a,
THIIOKaJIMEMHEH HJIH THIIOMATHHEMHCH.

Tpombosmbonusn

Ha ¢one tepanuu onanzanuHoM HeyacTo (= 0,1 % u < 1 %) c000manocs 0 pa3sBUTHH BCHO3HOH
tpomGosmbomuu (BTD). IlpuunHHO-ClIeJICTBEHHAS OBSI3b MEKAY MPHMCHEHHEM OJIaH3allHHA H
BTD He ycranoBiaeHa. OJHAKO YUHTHIBAS, YTO y HMAIlHEHTOB ¢ NIM30(PEHHCH YacTO HMEIOTCS
npuoOpeTeHHBIC (pakTOpBl pHeka pa3puTHA BTD, Heo0XOAMMO BBIIBUTH BCE BO3MOKHBIC
¢dakToper pucka BTD (mampumep, HMMOOWIM3AaIHs NAUCHTA), IPHHATH HEOOXOJUMBIC
IPEBEHTUBHBIC MEPHI.

Obwas axmusHocms 6 omuouernuu ILHC

C y4eToM OCHOBHOTO JcicTBHS onaH3anuHa Ha [{HC, creqyer coGmoaaTh OCTOPOKHOCTD IIPH
IPHUMCHCHHH OJIaH3allHHA B COYECTAHHH ¢ JIPYTHMH JICKADCTBEHHBIMH IIpelapaTaMu
HEHTPAILHOTO JACHCTBHS H ajikoroseM. IockobKy ojIaH3allMH MOJKET MPOSIBJIATE AaHTaTOHU3M B
OTHOIICHUH J0(aMHHOBBIX PELEHTOPOB B YCJIOBHAX i Vitro, OH MOMET OBITb aHTATOHHCTOM
3¢ PeKTOB MPAMBIX H HENPSAMBIX aTOHHCTOB A0(PaMHHOBBIX PEIEITOPOB.

Cyoopoeu

OmnaH3anuH CJIEAYET ¢ OCTOPOKHOCTBIO IIPUMEHSATD Y MAIHEHTOB ¢ CYJOPOTaMH B aHAMHE3€ HJIH
IIO/JBEPIKECHHBIX BO3JCHCTBHIO (PAKTOPOB, CHHKAIOIUX MOPOT CYAOPOKHOH ToToBHOCTH. CiIyyau
CYJOpOT HEYACcTO BCTPEYAIHCh Y IAIIHEHTOB, NPUHHUMAIOIIMX OJIAH3AIHH, H B OOJIbIIHHCTBE
STHX CJIY4aeB cOOOMIANIOCh O HAJTHYHH CYAOPOT B aHAMHE3€ HJIH O (PaKTopax pHCKa pa3BHTHS
CYAOpOr.

THo30Ha5 ouckuHesuUs
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B cpaBHHUTEIBHBIX HCCIICAOBAHHUSIX MPOJOKHUTEILHOCTRIO [0 ToAa JICUCHHE OJaH3alHHOM
JOCTOBEPHO PEIKE COMPOBOKJIATIOCH PAa3BUTHEM JUCKHHE3HH, TPEOYIOHICH MeIHKaMEHTO3HOU
Koppekiuu. OJHAKO CJICAYET YYHUTHIBATH YBEJIIHUCHUC PHCOKA PA3BUTHS MO3THCH THCKUHC3HU
IPH JUTHTSIIBHOH Tepaluu HEHpOJICNTHKAMH. 1IpH pa3sBUTHH NPH3HAKOB TMO3JHEH THCKUHE3HU
PEKOMEHIyeTCs CHHKEHHE J03bI WM OTMEHa oJlaH3amuHa. CHMITOMBI MO3JHEH JUCKHHE3HH
MOTYT HapacTaTh HIH MaHH(PECTHPOBATH IIOCTIE OTMCHBI IIPEIapaTa.

Hocmypaneras 2unomensus

ITocTypanpHas THIIOTCH3HS HEYACTO HAO/IOJa/Iach B KIIMHHYECKUX HCCIICAOBAHUIX OJIAaH3AIIHHA
Yy TalHEHTOB IOXKHIIOr0 BoO3pacTa. PeKOMEHJyeTcsl NMEPHOAMYESCKH H3MEPATh apTEpHAIbHOC
JlaBJICHUE Y MAIIMCHTOB cTapIie 65 JeT.

Breszannas cmepmbv om cepoeuno-cocyoucmori HeooCmamodHoCmu

Cory1acHO MOCTPETHCTPAIHOHHOMY OIIBITY IIPHMCHCHHUS OJJaH3alIHHA 3apETHCTPUPOBAHBI CIIyYau
BHE3aIIHOH CMEPTH OT CEPACYHO-COCYAUCTOH HEJOCTATOUHOCTH. B peTpOCIEKTHBHOM
Ha0FOJaTETbHOM KOTOPTHOM HCCJICAOBAHHH PHCK IIPE/IOJNATaéMOH BHE3aIlHOH OMEpPTH OT
CEPJCUHO-COCYAHCTOH HEJOCTATOYHOCTH Y MANHEHTOB, MOJYYAaBIIHX OJIAH3AaNHH, ObLI
NpHOIH3UTEILHO B J[BA pa3a BhINIEC, YeM Yy MAUCHTOB, HEC MOJIYYABIIHX aHTHICHXOTHUYCCKHE
cpefeTBa. PHOK NpHMEHEHHS OJaH3allMHA B HMCCJICJOBAHHH OBUI COIOCTaBHM C PHCKOM
ATHIHYHBIX AaHTHIICHXOTHYECKUX CPE/ICTB, BKIIOUCHHBIX B 00BC THHCHHBIH aHaIIH3.

Jlemu

OmnaH3anuH HE PEKOMEHJYETCS NMPUMEHATh Y JCTeH H MOJPOCTKOB. B HecneqoBaHUSIX Y
noapocTKoB 13—17 et oTMeyaaHeh pa3IHuHbIC HE)KEATEIbHBIC PEAKIHH, BKIIFOYAs MTOBHIIIICHHE
Macchl Tejla, HApYIICHUE JIHITHIHOTO OOMEHA H THIIEPIPOIAKTHHEMHIO.

BcnoMorarenpHbIS BCHICCTBAa

Jlaxmosa
IlanuenTamM © peAKO BOTPECHAIOMICHCS HACJCACTBEHHOH HENEPECHOCHMOCTBIO TaJaKTO3BL,
AeUIUTOM JIAKTA3bl HJIH TIFOKO30-TAJIAKTO3HOH MasibaGcopOIueii He clieyeT MPHHUMATh STOT

npemnapar.

Buusinue HA ¢coco0HOCTH YHOpaBJafaTh TPAHCHOPTHBLIMH CpeJcTBaMH, MeXaHH3MaMH

HOOJ’ICI{OBaHHH BIHSHHSL Ha CIOOCOOHOCTH YIOpapJIATh TPaAHCIOPTHBIMH CPCACTBAMH H
MCXaHH3MaMH HC ITPOBOJHJIIHCD. HaIIHCHTaM, IIPHHUMAaIONHM OJIaH3allhH, CJICAYCT IIPOABJIATH
OCTOPOIKHOCTD IIPH VIIPAaBJICHHH TPaAHCIOPTHBIMH CPCACTBAMH H MCXaHHU3MaMH, ITOCKOJIbBKY
OJIaH3allHH MOJKCT BbBI3BIBATH COHJIHBOCTL H TOJIOBOKPYIKCHHC (0Ka3bIBaeT BJIMSIHHC Ha

NCHXO(PH3UUCCKHE CTIOCOOHOCTH).
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PdopmMa BbINYCKA

Tabmetku, 5 mr, 10 mr.

I[Io 7 TaGnetok B Omuctepe u3 kKomOuHHpoBaHHoro Matepuana OIIA/ANTIBX u dosmbru
aJFOMHHHEBOH.

ITo 4 unu 8 ONHCTEpOB BMECTC ¢ MHCTPYKIHCH IO NPHMCHCHHIO IOMEIIAIOT B IAYKY
KapTOHHYIO.

YcaoBus xpaHeHus

Ilpu Temnepatype He Bbime 25 °C, B OpHTHHAIBHOM OJIHCTEPE.

XpaHHTH B HEJAOCTYITHOM JUTSI JISTEH MECTE.

Cpoxk roaHocTH
5 ner.

He IIPpHMCHATD IIpeIiapaT 1o HCTCUCHHH CpOKa I'oJHOCTH.

Yciaopus OoTInmyCcka

OTnycKaroT o peUenTy.
HanmeHoBanHe 0OpHAHYECKOr0 JIHIA, HA HMHA KOTOPOr0 BbIAAHO perucTpalHoOHHOE
YAocToBepeHHe, ajpec

AO «KPKA, a.1., Hoso mecTo», [lImapsenika necta 6, 8501 Hoso mecTo, CnoBeHus

Il pousBoauTean

AO «KPKA, 1.1., Hoso mecTo», [IImaprenika necta 6, 8501 Hoeo mecTo, CioBeHus

HaumenoBanue u aJpec OpraHu3aniy, NPUHAMAIOIIE NpeTeH3HH MOTpeduTeieii
000 «KPKA-PYCx», 143500, Poccus, MockoBckas o0, 1. Mctpa, yiu. MockoBekasi, a. 50
Tem.: +7 (495) 994-70-70; daxc: +7 (495) 994-70-78

IIpencTaBuTenb pupMbI Tamkopuu T. B.
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