0017 -RU) o 08.02.20 COOTBETCTBYET 3KCNEPTHOMY OTUYETY
N2 02 2023 \“_' 20N

[ M "
ry ; g 000
OT VL UL LULS FASLELY

(NOCNEAOBATENBEHOCTL 0001)

HMHCTPYKIIHUA
11O MEJIUITMHCKOMY ITPUMEHEHHWIO JIEKAPCTBEHHOI'O I1IPEITAPATA
Banacra® Ky-ra6®

Zalasta® Q-tab®

PerncrpainioHHbII HOMeEP:
Toprosoe HanMeHoBaHHe: 3atacta® Ky-1a6®
MexkayHapo/HO€e HelIATEeHTOBAHHOE WM TPYIIIIMPOBOYHOe HAUMEHOBAHHUE: OJIAH3AITHH

JlekapcTBeHHas popma: TaOISTKH, TUCTICPTUPYEMbIE B MOJIOCTH PTa

Cocras

1 TabneTka, TUCTIEpTHpYeMas B MOJOCTH pTa, 5 MI/10 MT, CoJTepIKuT:

Heticmeyrowee seujecmeo: onanzamun 5,00 mr/10,00 mr

Benomoecamenvnvie  sewgecmsa: MAHHUTOJ, LEJUIIOJIO3a MHUKpPOKpHCTaIMdeckass Tl 102,
KPOCIIOBH/IOH, THIpOJo3a HHU3KozamemeHHasd L[H-21, acmapraM, KaubIusli CHIMKAT, MarHUs

cTeapar

Omicanue
Kpyribie ciierka JBOSIKOBBIMYKJIbIE TAOJISTKH JKEJITOrO IBETAa ¢ MpaMOpHOCTHIO. Jlomyckaetcst

HaJIM9UC OTACJIBHBIX BKpal'U'IeHHﬁ.

dapmakoTepaneBTHYeCKAS TPYIIIA: AHTUIICUXOTHIECKOE CPECTBO (HEHPOJICTITHK)

Kox ATX: NOSAHO3

dapmakoIoruiecKue cBolicTBa

Dapmaxoounamuxa

OnaH3anuH SIBISCTCS AHTUICUXOTHUYECKHM CpPEJICTBOM  (HEHpOJICNITUKOM) ¢ HIMPOKHUM
(bapMaKOJIOTUUSCKUM CIIEKTPOM BJIMSIHHMSI Ha psJ] PELECNTOPHBIX CHCTEM. B JTOKIMHHYECKHX
HCCIICIOBAHUSIX YCTAHOBJICHO CPOJICTBO oJjlaH3amuHa K cepoToHUHOBBIM SHT2anc, SHT3, SHTs;
noamunoBeIM D1, Dy, D3, D4, Ds; myckapuHoBbIM Mi.s; di-aapeHo- u Hi-rHcTaMHHOBBIM
perenitopaM. B HcceIoBaHUAX HA JKUBOTHBIX, B KOTOPBIX OICHHBAJIOCH BIIHMSIHAC OJIAH3AINMHA
Ha TIOBEJICHHWE, IOCJCAHHHM TIPOSIBJBUI AHTArOHWU3M IO OTHONICHHIO K CEPOTOHHHOBBIM,
n0(aMHHOBBIM W M-XOJHMHOpEINITOpaM, YTO CcoTjlacyeTcss ¢ NpoduiIeM CBS3bIBAHUS C

peIeNTOpaMH.
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B ycnoBusax in vitro W in vivo onaH3alHH oOnajaeT GoJice BBIPaKEHHBIM CPOJCTBOM H

aKTHBHOCTBIO B OTHOIICHHH cepoToHHHOBBIX SHT:2 penentopos mno cpasHeHuro ¢ Do-
nopaMHHOBBIMH ~ penentopaMu. 1lo JaHHBIM  SIEKTPO(PHU3HOIOTHUESCKHX  HCCIICAOBAHHH
OJIaH3AaITHH CEJICKTUBHO CHUXKACT BO30YAHUMOCTh Me3omuMOnyeckux (Al0) nodamMuHepruueckux
HEHPOHOB, H B TO JK€ BPEMS OKa3bIBacT HE3HAYHTCIIBHOS JCHCTBHE Ha cTpHapHbIe (A9) HEpBHBIC
MYTH, YYacTBYIOIIHE B PETYIIHH MOTOPHBIX (yHKuui. OJaH3allHH CHHUXKAET YCIIOBHBIN
3aIUTHBIH pedieke (TeoT, XapaKTePH3YIOIUH aHTHIICHXOTHYCCKYIO AKTHBHOCTB) B JI03aX, HHIKE
TEX, YTO BBI3BIBAIOT KaTaJCNCHIO (paccTPOHCTBO, OTpaskaroliee MOOOYHOE BIIMSHHE Ha
MOTOpPHYIO (QyHKIHIO). B oTnHynHe OT JpYrHX HEHPOJICNTHKOB, OJIAH3aIlHH YCHJIHBAET
IPOTHBOTPEBOKHBIH 3(PPEKT NpH NPOBEACHHH «AHKCHOJHUTHUECCKOTO» TecTa. OJlaH3alMH
00ccIeYHBAET CTATHCTHYCCKH JIOCTOBEPHYIO  PEAYKIHIO KaK IPOJYKTHBHBIX (Open,
TraJUONMHALUYE U JP.), TAaK H HETATHBHBIX PacCTPOUCTB.

DapmaxoxuHemura

TaGmerku onaH3amuHa, JUCTICPTHPYEMBIE B MOJIOCTH PTa, OHOPKBHBAJICHTHBI TaOJIeTKaM
OJIaH3aIlHHA, HMCIOT CXOJHBIE CKOPOCTh H CTEICHb BCACHIBAHUSA H MOTYT IPHMEHATHCS BMECTO
TaOJIETOK OJIaH3aIHHA.

Beacvieanue

Ilocne mepopalbHOTO MpHEMa OJIAH3AalHH XOPOIIO BCACHIBACTCS, M €ro MaKCHMAajbHAas
KOHIICHTpanus B mjasMe KpPoBH (Cmax) AocTHracTes uepes 5—8 u. BeacklBacMOCTh OJlaH3allMHA
HE 3aBHCHT OT IIPUEMA MTHIIIH.

Pacnpeoenenue

Ilpu koHUEHTpaUHH B IU1a3Me KpoBH oT 7 10 1000 Hr/mMi ¢ GenKkaMH IIa3MBbI CBSI3BIBACTCS OKOJIO
93 % omnanzanuHa. OJIaH3allHH CBS3bIBACTCS. B OCHOBHOM C aJbOYMHHOM H  (L1-KHCJIBIM
[JIMKOTIPOTEHHOM.

Memabonuzm

OmnaH3anuH MeTa0OJIM3UPYETCS. B NMECUCHH B PE3YJIbTATE MPONECCOB KOHBIOTAIIHH U OKHCJICHHS.
OCHOBHBIM  IHPKYJUpYIOIMHM  MeTabonutom  sBisiercs  10-N-TIHOKYpOHHJ,  KOTOPBIH
TCOPETHUCCKH HE TMPOHUKAET uepe3 remMatosuiedammucckuit 6apbep. M3opepmentot CYPIA2 u
CYP2D6 cucrembr mmtToxpoma P450 yyactByror B oOpasoBanuu N-Ae3MeTHI W 2-
THIPOKCHMETHJI METa0OTHTOB oaH3anmuHa. O6Ga MeTaboNHTa B HCCIICJOBAHUSIX Ha JKHBOTHBIX
oOnaanyu 3HAYHTCIIBHO MEHEES BBIPAKCHHOH (apMaKOIOTHYECKOH AKTHBHOCTBIO 11 Vivo, UeM
onanzanuH. OcHOBHas (papMakojIOrHUecKas aKTHBHOCTH IIpemapaTa OOYCJIOBIIEHA HCXO/JHBIM
BEIIIECTBOM — OJIAaH3aIHHOM.

Buigeoernue
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Ilocne mpuema BHYIPb cpeiHuMi Inepuoj mnoiyseiBejeHHA (T72) omaH3amuHa y 3J0pPOBBIX

J0GPOBOJIBIICB BAPDHHPOBAJI B 3aBUCHMOCTH OT BO3pacTa H IOJIA.

D apmaKoKuHEMUKA y OMOSTIbHBIX ZPYII RAYHEHIN0E

Hayuenmul nosicunozo eospacma

Y 300pOBHIX JOOpPOBOJBIECB IOXHJIOTO Bospacta (65 meT W crapme) cpeauui 1% Obun
sameicHHBIM (51,8 1), a wmmpeHne Gbul cHiskeH (17,5 /4) MO CpPaBHCHHIO ¢ AHAJIOTHYHBIMH
moKa3aTe/sIMU y U1l Gosee Mosoqoro Bo3pacTta (33,8 4 u 18,2 11/4 COOTBETCTBEHHO).

Ilon

VY SKEHIIHWH, O CPAaBHEHHUIO ¢ MYXUYHHaMH, cpeauuii T Obu1 yBeauueH (36,7 4 0 CpaBHEHHIO ©
32,3 u), a KJIMPEHC OJIaH3aIMKHA B 1a3Me cHuxeH (18,9 /'y mo cpaBHeHuto ¢ 27,3 1m/4).
Hayuenmul ¢ HapyueHuem QyHKyuu nouex

Y manueHTOB ¢ HapymicHHEeM (YHKIUH ToYeK (KIHpeHC KpeaTHHHHa < 10 MUI/MHH), TIO
CPaBHEHHIO CO 3JOPOBBIMH JOOPOBOJIBIIAMH, OTCYTCTBOBAIH 3HAYHUMBIC pa3IHyuus cpeanero T
(37,7 u mo cpasHeHuro ¢ 32,4 u) U xmHpeneca (21,2 w/u no cpapaenuto ¢ 25,0 wu). Oxono 57 %
MEUEHHOTO paJUOM30TONAMH OJIaH3allMHA BBIBOAMJIOCH IIOYKAMH, B OCHOBHOM B BHJE
MeTabOITHTOB.

Hayuenmul ¢ Hapyuienuem QyHKyuu neveru

HeGonpimoe uccneoBaHHE BIIHSHHS HApYIICHHS (QYHKIMH TEUEHH NPH NPHEME OJIaH3aIlHHA
BHYTPb (2,5-7,5 Mr oAHOKpaTHO) y 6 MAI[HEHTOB ¢ KIMHHUYCCKH 3HAYHMBIM IHPPO30OM Kjlacca A
(n=135) u wracca B (n =1) mo knaccudukanuu Yaina-I11pf0 BRISBHIO HE3HAYHTEIIBHOC BIIHSHHE
Ha (apMaKOKHHETHKY: YV TANUEHTOB C HapyIICHHEM (PYHKIHH NCUYCHH JICTKOH H CpEeIHEH
CTENCHH THKECTH OTMCUAJIMCh HE3HAUHTE/BHOE YBCJIMUECHHE CHCTEMHOTO KIIMpPEHca H
ykopoueHue TY2 mo cpaBHEHHIO ¢ TanUeHTaMH O¢3 HapymeHus GyHKuuu neucHu (n = 3). Cpeau
JTUIl ¢ IHPPO3OM INEYEHH ObUTO Ooblle KypHIbIIHKOB (4/6; 67 %), ueM cpemu mun 6es3
Hapymieuus pyukuuy neucHu (0/3; 0 %).

Kypenue

Y KypAIMX NMAalHCHTOB ¢ HApYHICHHEM (DYHKIHH TICUCHH JICTKOH CTCICHH cpefuuii 1% Obul
kopoue (39,3u), a xmmpenc Obur Bhime (18,0 W4) MO CpaBHCHHIO ¢ AaHAJOTHYHBIMH
MOKA3aTeIBIMH Y HEKYPSIIHX 30pOBHIX ToOpoBoibleB (48,8 u u 14,1 /4 COOTBETCTBEHHO).

VY HEKypSIIUX MaHEHTOB (MY>KCKOTO H XKEHCKOTO moJia) cpeanuii TV onansanuna Gbu1 JOTBIIE,
YyeM aHaJIOTHYHBIM MoKazaTeinb y Kypamux nanucHToB (38,6 u u 30,4 4), a KIHpEeHC — HHKE
(18,6 w/u u 27,7 w).

Knupenc onaH3anuHa B IUIa3Me KpPOBH ObUI HHJKS: Y TAIHCHTOB IOXHJIOTO BO3pacTa IO
CPABHCHUIO ¢ MOJIOABIMU IMAI[UCHTAMHU; Y SKSHIIUH IO CPABHCHHIO ¢ MY>KUMHAMH H Y HEKYPAIIUX

IO CpPaBHCHHIO C KYpANIHMH. O)IHaKO CTCIICHb BJIMSIHHA BO3pacTa, IIoJla HJIH KYpCHHS Ha
3
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KJIMpCHC OJlIaH3allHHa B IJIasME H TY% oman3anuHA HEBEIHKAa IIO CPaBHCHHIO C 06111617[

MG)KHH,[[HBHI[yaJ'IbHOﬁ BapI/Ia6eJ'[bHOCTI)IO.

Pacosas npuHaaﬂeDfCHOCMb

B HCCJICJOBAHHH ¢ Y4YaCTHCM JIHI] eBpOHGﬁCKOI‘O, SIMTOHCKOTO H KHTaHCKOIO IIPOHCXOKACHH A

pa3nnqm7[ B (l)apMaKOKIrIHCTI/[KC OJIaH3allHHa, CBJA3aHHLIX C paCOBOf[ MIPHHAAJICIKHOCTBIO, HEC

YCTaHOBJICHO.

Iokazanus K NpHMEHeHH IO

Bspocnuvie
o OnaH3anuH MOKa3aH JUIS JICUHCHHS MH30(PCHUH.
o OmnauzanuH >pQPeKTHBEH MPH MOJACPKUBAIOICH H JUIHTCIIFHONW TEPAllHH Y MAIIHCHTOB

¢ H30(ppeHUEH, Y KOTOPBIX Habmoaascs 3(peKT OT JIeUCHHS Ha HayaJIbHOM 3Tallc.

® OJaH3alldH IMOKAa3aH JUBL JICUCHHUSA MaHHaKaJIbHOI'O SIIH30/Ja YMepeHHOf[ WIH TSOKEIIOH

CTCIICHHU TAXKCCTH.

® OaH3aldH TOKa3aH A IPpCAOTBpallCHUA PCIHUHAHBOB YV ITAIlTHCHTOB C 6I/IHOJ15IprIM

paCCTPOﬁCTBOM, ¥ KOTOPBIX OH ITOKasajl Sq)(peKTI/IBHOCTb IIpH JICHCHHH MaHHaKaJIbHOTO

SIIH30/14.
Il poruBonokazanus
° 'unepuyBeTBUTEIBHOCTD K IFOOOMY H3 KOMIIOHEHTOB IpenapaTa.
° ITanHEeHTHI ¢ PUCKOM Pa3BHTHUS 3aKPBITOYTOJIBHOH IT1ayKOMBI.
° HJeTtckuit Bospact 10 18 neT.
° [TanueHTHI ¢ PCHUIKSTOHYPHUCH.

Il pumeHeHHe NpH GepeMEHHOCTH H B NlePHO/I I'PY/HOI0 BCKAPMJINBAHHUS

Bepemernnocmo

HCCJ’IG}IOBaHI/[ﬁ IIPHMCHCHHUS OJIaH3allHHa ¥ 6CpeMGHHI)IX SKCHIIHH HC IIPOBOJHJIOCH. HaHI/IeHTKI/[

JOJKHBI OBITH MPCAYOPCIKACHBIL, UTO B CJIy4ac HACTYIUVICHHA HJIH IUVIAHHPOBaAHHA GCpCMeHHOCTH

B IICpHOA JICUCHH OJIaH3allTHHOM HM H606XOZ[I/IMO COO6H.[I/[TI: 00 3TOM CBOCMY JICHALICMy Bpavy.

Tem He MCHCC, BCJICACTBHC HCAOCTATOYHOTI'O OIbiTa IIPHMCHCHHA OJIaH3allHHa IIpH

6ep6M€HHOCTI/[, mnmpemapar CJaCaAyCcT HasHa4YaTb BO BPCMI 6ep6M6HHOCTH TOJIBKO B TOM dCJIydac,

CCJIH NMOTCHIHAaJIbHaA IIOJIb3a AJII MaTCpH 3HAYHTCJIBHO IIPCBOCXOIHUT BO3MOSKHBIN PHCK AJI

ILJIOJ1A.

HOBOpO)KﬂGHHbIC, YbH MATCPpH IIPpHHHUMAaJIH

HECHPOJICITHKY (BKJIFOYAsl OJIAH3AlHH) B
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III TpumecTpe OepeMEHHOCTH, TIOABEPIKEHbl PHCKY Pa3BATHA HeEKeTaTelbHbIX P eaKIIHH,
BKIIIOHAA HKCTParmdpaMH/HbIe PacCTpOHCTBA H CHMITTOMbI CHHP OMa «OTMEHBI», pasiIH4HbIE 10
TAKECTH H TP OAOKHTENbHOCTH. Coo0Ianoch O Cydasx pasBUTHA BO30YKIEeHHA, MbIIIEYHOH
THIIEPTOHHH, MBIMIEYHOH THIIOTOHHH, TpeMopa, COHIHBOCTH, PECTHPaTOpPHONO JHCTpecc-
CHHpOMa, HapyIleHHA cocaHHA. B CBA3H ¢ 3THM HOBOPOXKAEHHbIE, YbH MaTepH IMPUHHMAIH
OJTaH3aITHH, JOJTKHBI HAX OJTHThCA 0] METHLIHHCKHM HaGMI0ZieHHEM.

HTepuoo 2pyoHo0 eCKAPMAUGUAHIUA

B HccneoBaHUH ObLIO BBIABIIEHO, YTO OJIAH3AITHH BBIZIETAETCS ¢ IMPYAHBIM MOJOKOM. CpeaHas
Jo3a, ToJydaeman peGeHKoM (MIVKT) TPH JOCTHKEHHH PaBHOBECHOH KOHLIEHTPALUH ¥ MaTepH,
coctarisna 1,8 % mo3el onaH3armiHa MaTepH (Mr/kT). He pekoMeHAyeTca KOpMIIEHHE TPYABIO BO
BpeMsA TepPartHH OJIaH3aITHOM.

QepmitIoHOCHb

CBefieHHA 0 BITHAHHH Ha GepTHIBHOCTh OTCYTCTBY IOT.

Croco0 npuMeHeHHsI H J03bI

Tabnerku onaH3armMHa, JHCTIEp IMpyeMble B MOJOCTH pTa, GhICTP O pacTBOPAIOTCA IO AeHC TBHEM
CITFOHBI H JIETKO TIP OTJIaThIBalOTCA. BBIHYTh TabNIeTKY H30 PTa HEPACcTBOP EHHOH 3aTPYAHHTEIBHO.
BpaTth TabneTky u3 GimcTepa clefyeT CyXHMH pyKamH. I3-3a XpyrkocTH TabneTky ciemyer
MPHHUMAaTh Cpasy I[locie H3BNeYeHHA U3 OnucTepa. Kpome TOro, HEMOCPEACTBEHHO Tiepeq
TIPHEMOM TabJIETKY MOZKHO PaCcTBOPHTb B CTaKaHe BOJIBL

M3Bneus TabneTky HeoOX0UMO CIEAVIOMHM 00pasoM:

1. CorHyTh GNHCTEP I10 THHUH pa3jioMa.

2. BCKpBITh GITHCTEP, OCTOPOAKHO TMOTAHY B 3a Kpai Gonbri.

3. OCTOpOKHO H3BJIEYb TAOIETKY.

4. 3arem TabNeTKy cleAy eT HEMEJTIEHHO TONOKHTD Ha A3bIK.

OnaHsarmiH MOHO NPHHHMATbh HE3aBUCHMO OT BpPEMEHH MNpHeMa IHIIH, TaK KakK ITHIla He
BJIHAET HAa BCAChIBAHHE OJIaH3aITHA.

TabnetkH onaH3aruyHa, AHCTIEPTHPYEMble B TIOJOCTH pTa, OHOIKBHBAJIEHTHbI TabJeTKaM
OfTaH3alHa H HMEIOT CXOJHYI0 CKOPOCTh H CTeleHb BcachiBaHHA. TaGneTkd ofaH3armiHa,
M CTIEPTHPY €MBIE B [TOJIOCTH PTa, IIPHMEHAIOTCA B TOM K€ KOJMUYECTBE M ¢ TOH e 4acTOTOH, 4To

H TabneTky onaH3armHa. TaGneTku onaH3arHa, AHCIIeprHpyeMble B ITOJOCTH PTa, MOTYT
5
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CMEPTHOMY OTYETY

MPHMEHSITHCS BMECTO TaOJIETOK OJIaH3aIHHA.

Bapocasie

lluzoghpenus: pekoMeH IyeMas HauaIbHas 1032 oJlaH3anuHa cocTaBasgeT 10 Mr 1 pa3 B cyTKH.
Manuaxanereiti 5muz00: HavajdpHas j03a cocTapisieT 15 mr 1 pas B ¢yTKH IPH MOHOTEpANUHU
uaH 10 Mr B CYTKH B cOcTaBe KOMOMHHPOBAHHON TepalHH (C JINTHEM HIIH BaJIbIIPOATOM).
IIpeoomepaujerue peyuousos OUNONAPHO2O paccmpolicmed: PEeKOMEHAyeMas HavajabHas 103a
onanzanuHa cocrapaier 10 mr 1 pas B cyrku. IlanueHTaM, NOJYYaBIIUM OJIAaH3AaIlHH JUIL
JICUECHUS MAHHAKAJIBHOTO 5SIH30Ja, U NPEAOTBPAIICHHS PELUUIUBOB CIEAYST NMPOAOIDKATH
Tepanuo B TOM ke jose. [lpu pasBHTUH HOBOTO MAHHMAKAJIBHOTO, CMECHIAHHOTO HIIU
JEIPECCUBHOTO 3MH30Ja CJIeyeT MPOJOIDKAaTh TEPAIIHIO OJIAH3aIIHHOM (¢ KOPPEKLUHEH 03B B
cIyyac HEOOXOMUMOCTH) Ha (pOHE MOMOIHHTEIBHOH TEpamuu Uil JICYCHHS CHMIITOMOB
paccTpoHcTBa HACTPOSHUA B COOTBETCTBUH ¢ KIIMHHUECKUMH ITOKa3aHHUSIMU.

Ilpu neueHWH IH3O(PPECHHH, MAHHAKAIBHOTO HSIH30Ja H IPEAOTBPAICHHS pPCUHIHBA
OHUIOJBIPHOTO PAacCTPOUCTBA CYTOUHAS 0332 MOXKET ObITh CKOPPEKTHPOBAHA B JHATIA30HE OT 5 MT
Jo 20 mr. IlopsllicHHE HayaJbHOU O3Bl CIEAYET OCYHIECTBIIITH TOJIBKO IIOCJIE HAJJICHKAIICTO
KIIHHHYECKOTO oOcieaoBaHus. [loBbINIeHHEe MO3bI JODKHO MPOBOJHTHCS ¢ HHTCPBAJIAMH HE
MeHee 24 yacop. OJaH3allMH MOXHO Ha3HA4yaTh BHE 3aBHCHMOCTH OT BPEMEHH IIpHEMa IHIIH,
MOCKOJIBKY YIIOTPEOJICHUE ITUIIM HE OKA3hIBACT BIIHSHHS Ha BCachbIBaHHC MpemapaTa.

Ilpu HEOOXOAMMOCTH TPEKPAIICHHS JICUSHHUS OJaH3aIIHHOM J03y Ipelapara cJleayeT CHUXKATh
MOCTENEHHO.

Ocobsie zpynnst nayuenmos

Hayuenmur nosicunozo eospacma

MunumanbHag HavyaiabHas 703a (5 M B CYTKH) OOBIMHO HE Ha3HAYACTCS, HO €€ MPHMCHCHHE
JOJDKHO OBITH PAaccMOTPEHO y MAIHEHTOB B BO3pacTe 65 JIeT W cTaplle, €ciii TOro Tpedyer
KJIHHHYECKOE COCTOSIHHE KOHKPETHOTO MAI[HEHTA.

Hayuenmuor ¢ noueunoil u (unu) neweHoOUHo HedoCmamouHOCMbIO

IManuenTaMm ¢ moyeyHOH H (WJIH) NEYCHOYHOH HEJOCTATOUYHOCTHIO CJICIyET HAUHHATD JICUCHHE ©
MHHHUMAaJIbHOH 10361 (5 Mr B cyTkH). [lpu neueHOUHOH HEJOCTATOUHOCTH YMEPEHHOH CTCIICHH
TsDKeoTH (IHppo3, kKinace A wian B mo kimaccudukanuu Yaing-I11eio) HauampHas cyToyHas J03a
JOJDKHA COCTABITh 5 MT, IPH HEOOXOJUMOCTH JIO3Y CJICAYET YBSIIHUHBATH C OCTOPOIKHOCTHIO.
Kypenue

HauanpHas Jo3a B AHana3oH J03, KaK IPaBUiIoO, HE HYXXJAAIOTCS B H3MEHEHHUAX B 3aBHCHMOCTH OT
TOTO, KYPHT JIH TMAIHCHT HJIH HeT. MeTabou3M oJlaH3allHHA MOXKET OBITh YOKOPCH KYPCHHEM.
PexomMeHayeTes NPOBOJHTH KIMHHYSCKHH MOHHTOPHHI, B CJlydac HEOOXOJUMOCTH JI03a

OJIaH3aIlHHA MOYKET OBITH YBCJIHYCHA.
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Ilpu wamuuuu QaxTopoB (Gonee OJHOTO), KOTOPBIE MOIYT MPHBECTH K 3aMCUICHHIO
MeTabomu3Ma (MaHEHTHI JKCHCKOIO II0JIa, IMOKHJIOTO BO3pacTa, HEKYPSIUHE) MOXKET OBITh
PSKOMEH/JOBAHO CHUXKCHHE HayajlbHOH J03bl. lloBbINICHHE [O3BI Y TAKHX IAIUCHTOB, IPH

HaJIHUYHuH I[OKa3aHHﬁ, HGO6XOI[I/IMO IIPOBOJUTH KOHCCPBATHBHO.

IloGounoe neiicTBHe

Pezrome npoghunn 6ezonacrocmu

Bspocnvie

HauGonee 4yacThIMH HEIXKE/IATCIBHBIMEH peakmusMu (HabmronapmuMucs y = 1 % MalHEeHTOB),
CBS3aHHBIMH C TPHEMOM OJIaH3aMKWHA BO BPEeMs KIIHHHYECKHX HCCIICTOBAHU M, OBUTH COHIIHBOCTD,
VBEIHUCHHE MAacChl TeJla, HO3HHO(MHIIUSA, TOBBINICHHE CBIBOPOTOUYHBIX KOHICHTPAI[HA
npojakTHHa, XojecTepuHa (XC), rmoko3bl U TpuriauiepuoB (1T°), rmoko3ypus, MOBBIIICHHE
anmeTUTa, TOJOBOKPYIKEHHE, AaKaTHU3Hs, MNapKUHCOHH3M, JICHKOICHHUS, HCHTPOICHHUS,
JUCKUHE3HS, OPTOCTATHYECKAs THIOTCH3HS, AHTUXOJIHHEPTrHYecKHe 5(PdeKThl, mpexosiiee
OCCCHMIITOMHOE TIOBBIIICHHE CBIBOPOTOYHOH AKTHBHOCTH aMHHOTpaHC(epas INEUYECHH, CHIIb,
ACTECHHS, YTOMJBIEMOCTB, JIMXOPaAKa, apTpajCusi, I[OBBIIICHHE CBHIBOPOTOYHOH aKTHBHOCTH
nieaouHod ¢ocedaTasbl, BHICOKAS KOHIICHTPAIHS MOYECBOH KHCIOTHI H AKTHBHOCTH TramMma-
riyramuiTpancdepassl, kpeatuHpochokunaszpl (KOK) B mmazme KpoBH, OTCKH.

Ilepeuens HexcenamerbHbIX pearyii

B mnpuBeneHHO#W HHXKE Ta0aHMIE NPEJCTABICHBI HEXKCJIATEIBHBIE PEAKIHH H J1a00paTOPHBIC
[IOKA3aTE/IH, BBISBJIICHHBIC B KJIMHUYECKUX HCCIICJOBAHHUSX M TOJYYCHHBIE B XOJ€ CIIOHTAHHBIX
coobmieHuil. B mpeaenax kak{oH Tpynmbl YacTOTHI BCTPEUACMOCTH HEIKEIATCIIbHBIC PEaKIHU
NEPESUHCIICHBl B TOPSJAKS YOBIBAHHS CTCICHH HX CEPhE3HOCTH. YacToTa BCTPEUACMOCTH
OTIpE/ICIICHA CJIEIYIOIUM 00pa3oM: o4eHb yacTo (= 1/10), yacto (ot = 1/100 g0 < 1/10), HewacTO
(ot 2 1/1000 mo < 1/100), peako (ot = 1/10000 no < 1/1000), oueHsb peako (< 1/10000), uactoTa

HCHU3BCCTHA (HC MOJKET OBITh OoIpcacicHa Ha OCHOBaAaHHH HUMCIOIHUXCA ,HaHHbIX).

O4eHb YacTo Yacto HeuacTo Peaxo YacrtoTa

HEH3BeCTHa

HapyuieHnsi co cTopoHbl KPOBH H JTUM(pAaTHYECKOH CHCTEMbI

- SosuHOpIITHIS - Tpom6GormTonenusa'! | -
Jletikorenna'®

Hettrponerma'®

HapyuieHus co cTOpoHbI HMMMYHHOIT CHCTEMbI

- - T'unepuypcTBUTENBH | - -

ocTh'!
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Hapymelmﬂ CO CTOPOHBI o0MeHa BelecTB U IUTAHUA

YBemruenne Macchl | [loBbrmenne Pazpurnie wm | Tumorepmug'?
Tena' CBIBOPOTOUHOH obocTpeHue

KOHITeHTparn caxapHoro muabera,

XEH B HEKOTOPBIX

IToBbimrenne CITyHagx

KOHITeHTpaIin COTIPOBOMKIAIOITIEC

TITIOKO3HI B KPOBH*
IToBrimmenue

xoHeHTparmu 11" B

9 KeToalMIo30M U
IMabeTHIecKon

KOMOﬁ, B TOM HHCIIC

asMe Kpopu>’ ¢ JeTalbHBIM
[mroxosypus ucxomom '
IloBriieHne

armIeTHTa

HapyuieHus co cTOpPOHbI HePBHOI CHCTEMbI

CoHnmBocTh Tlonosokpy:xenne Cynoporu y | 3mokadecTBeHHBIN
Axatmzng® MaleHTOB ¢ | metiponenTudeckuit
TTapkuscoHM3M® cyIoporaMu B | cunmpom (SHC) (em.
Juckumesmna® aHaMHese U IIPH | pasgeln «Ocobble
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pucka pasBUTHA
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Sankarue!!
Jmzaprpuga
Cunppom

OecIoKoMHbIX HOT'!

yKasaHua» )2
Cunnpom

«OTMeHBI» 12

HapyumeHust co cTopoHbI cep/ia

- - Bpanukapnuga Kenynoukopag
VY nnuHenvie TaXuKapIu s/ pudprL
nurTepsana QTc I SKeIYJOUKOB,

BHe3aIHasd CMepTh ' !

HapyueHust co cCTOpoHbI COCY/I0B

OpTOCTaTI/I‘IG CKasd

ruroTerzua'’

Tpombosmbomia

(BKITFOUad 3MOOIIHIO
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JIETOUHOM  aprepun
u TpoMbH0O3

rIyOOKUX BEH)

Hapymel-ma CO CTOPOHBI ﬂleﬂWﬂbHOﬁ CHCTEMbI, OpraHoB pr)]HOﬁ KJIETKH H CPEeIOCTCHHUA

Hocopoe -

KpOBOTeeHue’

Hapymemm CO CTOPOHBbI l'll/l]].leBapl/lTe.J'leOﬁ CHCTEMbI

- CrnaboBbIpakeHHbIe
KpaTKOBpEeMeHHEBIe
AHTUXOJMHEPrUdec

opexToI,

BKIIOWad 3allop Hu

Kue

CYXOCTb CIT3UCTOMN
0BONIOYKHA  TTOIOCTH

pTa

Bamyrtue sxusoTa’ TMankpearut!!

Turtepcamuparysa !

Hapymel-mﬂ CO CTOPOHDI IMEYCHH H KeTICBbIBOAAIIMX l'lyTEﬁ

- IIpexongmee
TIOBBIIIEHIE
CBIBOPOTOYHOU
AKTUBHOCTH
«TIEUEHOTHBIX»
amMuHOTpaHchepas
(amaHMHAMIHOTpaH
cpepasa [AJIT],
acrapTaTaMUHOTPaH
cpepasa [ACTY),
0CODEHHO B PaHHII

IIePHUOI JICHEHITA

- Tematur  (BImOUas
TeMaTOIEIUTONAPHbIH,
XONecTaTIeckuii  u

CMeITaHHEIH)! !

Hapymel-mn CO CTOPOHBbI KOKH U MOJKOKHbIX TKaHeil
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un
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JlexapcTBennag
peaxiig e
sosuHOGUIHEN U
CHCTEMHBIMHU
TIPOABIICHIIMH
(DRESS-

CHHIPOM)

Hapymeﬂml CO CTOPOHDbI CKeJIETHO-MbILLI€YHOH U COGHHHHTeﬂbﬂﬂﬁ TKaHH

4 Aprpamrnga’

& Pabmomuomnms!!

Hapymeﬂml CO CTOPOHBI MOYCK H MOYCBbIBOJAILIHX l'lyTerl
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Sanepixka
MOYEHCITY CKaHI A
SatpynHeHHO®
Hagao

MOYEHCITYy CKaHus! !

BepeMeHHOCTb, NnocJiepooBbi¢e U NMepuHaTa/IbHbI€ COCTOAHUA

- - - - CrHapom
«OTMEHBI» y

HOBOPOKIEHHDIX

HapylHEHl/lﬂ CO CTOPOHDI IMOJIOBLIX OpPraHoB H MOJIOYHOI1 sKejie3bl

- DpeKTUIbHAL AmeHopes [Tpuarmzm -
TUCYHKITHA y | YBemiueHue
MYKIHH MOJIOYHEIX JKeJle3
CHmxenne nubuno | Iamaktopesa y

y MYKIIH U | >KeHIMH
FKEHITIH T'vmexomacTng/

yBeIMUeHHe IpPyIu

Y MYKAUH

O6m1e paccTpoiicTBa U HApPYIIEeHHSI B MeCTe BBeIeHHU s

= Acrerna - - _
YeranocTs
OTtex

Jluxopaaxa'®

JlaGopaTopHble H HHCTPYMEHTAJIbHbIE JaHHbIE

IToprrrermie IToprrmieHe IToprrmenne - -
KOHITEHTPAITIN CBIBOPOTOYHOM CBIBOPOTOHHOI
TIpOJIaKTHHA B | GKTUBHOCTH KOHIIEHTPAaIIHI
TuIasMe Kpopu® IITETTOTHON ob1rero
docdarazer'’ GunmupytuHa
ITopmrmierne
CBIBOPOTOYHOH

axTupHOCTH KOK!!
IToBritieHne
CEIBOPOTOYHOMH
AKTUBHOCTHU
raMMariIyTaMIITpa
Heepazer '
IToprrmieHne
KOHI[EHTPAIAN
MOYEBOI KHCIIOTHL B

tasmpe Kpopu '
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CMEPTHOMY OTYETY

I JIng BeexX TPYNN MAalMEHTOB, HE3ABHCHMO OT HCXOJHOTO HMHASKCA Macchl Telia, HabOMaIoch
KJIIHHHYCCKH 3HAYHMOC YBEJIMUCHHE MAcchl Teja. Y BEJIMYCHHE Macchl Teia Ha 7 % u Gonee ot
CPEJHEr0  3HAUCHHS  IOCJE  IPOBCACHHS  KOPOTKOTO  Kypca  JIeUeHHS  (CpejHsA
MPOAOIDKUTEILHOCTE — 47 aHe#) Habmoanoch oueHb yacTo (22,2 %), yBenuucHue Ha 15 % u
Goniee ObuTo uacThiM (4,2 %) u yBenmueHue Ha 25 % u Gonee Gbuto HeyacThiM (0,8 %). YV
MalHEeHTOB, MOJYYaBIINX JUIHTE/IbHOE JcUcHUE (He McHee 48 Heenb), moBbIieHUe Ha = 7 %o,
215 % u 2 25 % 6bu10 OueHb YacThiM (64,4 %o, 31,7 %, 12,3 % cOOTBETCTBEHHO).

Cpeanee MOBBIIIEHHE KOHIEHTpalHd JUNuAoB Hatomak (XC, IUNOTPOTEHHOB HHU3KOH
wiotHoeTH (JIIIHII), TT) 6o Gosee BBIpa’KEHHBIM y MAHEHTOB 03 MCXO/JHBIX NPH3HAKOB
HapYIICHHS JIUITH JHOTO OOMEHa.

3 HaGmoaanoch yBEJIHYECHHE CHIBOPOTOUHOM KOHIEHTpanuH XC OT HOPMAIBHBIX 3HAYCHHH
HaTom@ak (< 5,17 MMOJB/T) 1O MOBBIMCHHBIX (= 6,2 MMonb/im). Usmenenune kounentpamuu XC
OT TOTPAaHHYHBIX NOKazaTeieH Haromak (or 25,17 go < 6,2 MMOJIB/JT) O TOBBIICHHBIX
(= 6,2 MMOJTB/JT) GBIITO OUEHD YACTHIM.

4 Habmopanoch yBeIMUEHHE KOHIEHTPAIMH TJFOKO3Bl B KPOBH OT HOPMAJBHBIX 3HAYCHHH
HaTomak (< 5,56 MMOJB/T) JO TOBBIMICHHBIX (=7 MMob/m). V3MeHeHHE KOHICHTPAIHH
[JIFOKO3bI B KPOBH OT TOTPAaHHYHBIX TOKa3aTesed Hatom@ak (oT = 5,56 mo <7 MMonb/i1) 10
MOBBIMCHHBIX (= 7 MMOJIB/JT) GBIJIO OUCSHB YaCTHIM.

5 Habmonanoch yBenHueHHe KOHIeHTpanuu TI B IUasMe KpOBH OT HOPMAJBHBIX 3HAYCHHH
HaTomak (< 1,69 MMOJIB/TT) IO TOBBIMICHHBIX (= 2,26 MMoib/m). MsmeHenue koHUeHTpanuu T
OT TOTPaHHYHBIX TOKazarejeH Haromak (0T = 1,69 mo < 2,26 MMOJIB/JT) J0 TOBBIMICHHBIX
(2 2,26 MMOJIB/JT) OBLJIO OYCHB Yac THIM.

® B xofe KIHHHYESCKHX MCCIICOBAHHN CIy4aH NAPKHHCOHH3MA H JHCTOHHH Yy TALMEHTOB,
NPUHUMAFOIIHX OJIAH3aMUH, ObUTH 0OJice YaCcTHIMH, HO Pa3JIHYUe ¢ TPynmnoH miamnebo He OBLIO
CTATHCTHUYCCKH 3HAYHMBIM.

Y manueHTOB, NMPUHUMABIIMX OJIAH3alHH, CIYYal pPa3BUTUS TApKHHCOHU3Ma, aKaTH3HH,
JUCTOHHH HaOMIOJAIUCh peXe, 4YeM YV TAIlHCHTOB, TOJNYYaBIIHX THTPOBAHHBIC O3B
rajionepuiona. BBHIY OTCYTCTBHS MOJAPOOHOH HHGOPMANHH O HAJIHYHH Y TANHCHTOB B
aHaMHE3€ OCTPBHIX H TMO3JHHUX SKCTPAlHPAMHIHBIX pPAcCTPOHCTB, B HACTOSAIIEE BpPEMI
HEBO3MOXKHO CJICJIaTh BBIBOJ O TOM, UTO OJIAH3AIIMH B MCHBIICH CTCIICHU BBI3BIBACT Pa3BUTHE
MO3JHUX JUCKHUHE3UH WM JPYIUX MO3JHUX SKCTPAITHPAMH JHBIX CHHIPOMOB.

7 Tlpu pe3kod OTMEHE ONIAH3ANHMHA HAGIIONATHCh TAKHE CHMITOMEI, KAaK IOBBIIICHHOE

IMOTOOTACIICHHUC, 6COCOHHHH3, TpEMOpP, TPEBOTa, TONIHOTA H PBOTA.
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CMEPTHOMY OTUETY

8 B KIMHHYECKHX HCCICAOBAHMSX IIPOJODKHTEIBHOCTHIO A0 12 Heledb KOHIECHTPAIHS
NPOJIAKTHHA B IJIa3ME KPOBH IIPEBHINIAIA BEPXHIOID TPAaHHIY HOPMBI MpuOIH3UTENbHO ¥ 30 %
NAOUCHTOB C HOPMAJIbHBIM HCXOJHBIM IOKA3aTEJICM CHIBOPOTOYHOHW KOHIICHTpAI[HCH
OpoJIaKTHHA. Y OOJIBIIHHCTBA TAKHX MAIUECHTOB TOBBINICHHE CHIBOPOTOYHOH KOHICHTPAIHH
MPOJIAKTHHA GBIJIO YMEPSHHBIM H HE MIPEBBINIAIO0 BEPXHHE IPAHUIIBI HOPMBI GoJice yeM B 2 pasa.
° HeskenmaTeNbHEIC SBJICHHS, 3apETHCTPHPOBAHHBIE BO BpPeMs KIMHHUCCKHX HCCTICOBAHMM
ONaH3aMHHA.

19 HesxenaTtenbHble SIBACHHUS, 3apPEeTHCTPHPOBAHHBIE BO BpeMs KIMHHYECKUX HCCIIEOBAHUM
OJIaH3aMHHA H OTICHEHHBIC MO (PAKTHYESCKOMY 3HAUCHHIO.

1 HesxenartembHble SBICHHS, BBISBJICHHBIC IPH NMOCTPETHCTPAIHOHHOM HaGmojeHuH. YacToTa
YCTAHOBJICHA C UCTIOTBb30BAHUEM WHTETPHPOBAHHOW Oa3bl JJAHHBIX OJIAH3AIMHHA.

12 HesxenmaTenibHble SIBJCHHUS, BHIABICHHBIC NPH IOCTPETHCTPAIIMOHHOM HabmogeHuu. YacToTa
YCTaHOBJIEHA ¢ BepxXHeH rpanuned 95 % MOBEPHTENBHOTO HHTEpPBajJa C HCIOJIB30BAHHEM
HHTCTPUPOBAHHOHN 0a3bl JaHHBIX OJIAH3AMKHA.

Jnumensran mepanusn (re menee 48 neoens)

KonuuecTBO TAIMEHTOB, Y KOTOPHIX OTMEUANOCh YBEIHYCHHE MACCHI Teja, MOBBIIICHHE
KOHI[EHTPAIlHH TJIOKO3bI B KpoBH, obmiero XC/JIIIHI/aumonpoTeHHOB BBHICOKOH ILTOTHOCTH
win 1T, ¢ TeUCHHEM BPEMEHH YBEIHUHBAIOCH. Y B3POCIBIX NAHEHTOB, KOTOPHIC 3aKOHUYHIH 9-
12 MeCSIUHBIH Kype TEpalHd, CKOPOCTh TOBBINICHUS KOHIEHTPAIlHH TJIFOKO3BI B KPOBH
3aMeJIISIIach MPUMEPHO Yepes 6 MecsIes.

Ocobsie zpynnot nayuenmos

B KIHHHYCCKHX HCCIICJOBAHUAX Y MAIMCHTOB TOXKHJIOTO BO3pacTa ¢ JEMEHIHCH Teparmus
OJIaH3aMHOM ObLIa cBsi3aHAa ¢ OoJice BBICOKOH YAcTOTOH JICTAJIBHBIX HCXOJOB H
HepeOpOBaCcKY/SIPHBIX HEIKENIATEIBHBIX PEaKIHH, YeM IpH TNpUMEHEHHH Iutanebo. OucHb
YAaCTHIMH HEKEJIATCIIbHBIMH PEAKIHSIMH, CBSI3aHHBIMH C NMPUMECHEHHEM OJIAH3aNHHA Y JAHHOH
TPYNNBI MMAIMHEHTOB, ObUTH HApYIICHUE TOXOJKH W najeHus. YacTo HaOMOMAUCh TTHEBMOHHS,
MOBBIMNICHUE TEMIIEPATYPHI TelA, JICTAPTHS, DPUTEMA, 3PUTCITbHbIC TAJUTFONUHAIIHYN H HEJICpIKaHHE
MOYH.

B KIMHHYECKHX MCCJICJIOBAHHMIX © YYaCTHEM MAIHCHTOB € MCHXO30M, HHIAYIHPOBAHHBIM
npemaparaMu (aroHucToM jgodamuna), Ha doHe Gonesnu [lapkuHCOHA OYCHB YACTO OTMEUATIOCH
yeyryOnenue cumntomMoB OosesHu IlapkuHcoHa M raymonuHanuu. JacToTa pasBUTHS JTAHHBIX
HEIKEJIATCIbHBIX SIBJICHHH ObUTa BHINIE HA (POHC NPUMCHCHHUS OJIAaH3allHHA, YeM B TPYIIIC
mwiane6o.

B oaHOM W3 KIHHHYCCKHX HCCJICJOBAHHH Yy MAUEHTOB ¢ OHWINOJSPHOW MaHHEH

KOMOMHHPOBaHHAsl TCpalMsl BaJbIPOCBOH KHCIOTOH W onansanuHoM B 4,1 % cioydacs
12
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CMEPTHOMY OTUETY

NPHBOJUJIA K PA3BHTHIO HEHTPONCHUHW, MOTCHIHAIBHBIM MPEAPACIONaralouM (HakTopoM
KOTOpO# ObUIa BBHICOKAs KOHIEHTPAIHS BaJbIIpoaTa B IUIa3Me KpPOBH. lIpHMECHECHHE O/TaH3alHHA
OJHOBPEMEHHO ¢ IpETapaTaMH JIUTHS HJIH BaJbIIPOCBOH KHCIOTOH IPHBOJUIO K YBEIHYCHHUIO
yacToTel pa3BuTUs (= 10 %) Tpemopa, CYXOCTH CIH3HCTOH OOOJOYKH MOJIOCTH pTa,
MOBBIIICHHOMY AaNNETUTY ¥ IOBBIIICHHIO Macchl Tema. Tamke 4YacTo coo0IAaIoch o
paccTpoiicTBe peun. [Ipy KOMOHHHPOBAHHOH TEpallUU OJAH3ANMHHOM H JTHTHEM HJIH KOMILICKCOM
BaJIbIIPOaTa HATPUS H BaJBIPOCBOM KHCJIOTHL B COOTHONICHHH 1:1 yBeIMUEHHE Macchl Tela
>7% or wucxogHoW Mmacchl Tena Habmonxamoch y 17,4 % [TanHEeHTOB B pamMKax
HENPOJOJDKHUTEIBHOTO Kypea JjedeHus (o 6 Henxenb). JUIMTeNnbHAs Tepamusl OJIaH3alHHOM
(o 12 mecsneB) B HeIIX MPOQHITAKTHKH PEIHAHBA Y TAHESHTOB ¢ OUTIOISIPHBIM PaccTPOUCTBOM

NPUBOUIIA K TIOBBITIIEHUIO = 7 % OT HCXOAHOM Maccehl Tena y 39,9 % maiuceHToB.

IlepenosnpoBka

Cumnmonmoer: oueHb 4yacTBIMH (= 10 %) cHMITOMaMH IpH IEPEAO3HPOBKE OJIAaH3aNHHA OBUIH
TaXHKapAHs,  IICHXOMOTOPHOE  BO30OY)KJICHHE/aIPECCHBHOCTB,  JM3apIPHS,  Pa3/IHYHBIC
SKCTPAIHPAMHU/IHBIE PAcCTpOHCTBA M HAPYIICHHS CO3HAHHS pPAa3sHOH CTCICHH TSKCCTH
(OT ceaIuu 1O KOMBI ).

Jpyrue KIMHHYCCKH 3HAUMMBIE MOCTICICTBHS NMEPEJO3HPOBKH OJIaH3allHHA BKJIFOUYAJIH JCITUPHH,
cynoporu, 3HC, yrHeTeHHE ABIXaHHS, ACMUPALUIO, MOBBIIICHHE H CHHJKECHHE apTEPHAJILHOIO
JaBJICHHUS, apUTMHH cep/ia (< 2 % ciayyacB NEpeJO3HPOBKH) H OCTAHOBKY CEp/Illa H JBIXAHHS.
MuHuManbHas 1032 NPH OCTPOH INEPESTO3HPOBKE ¢ JIETaJBHBIM HCXOJ0M cocTapuia 450 mr,
MaKCHMaJIbHasl J03a IIPH IIEPSAO3HPOBKE ¢ OJIArONpHATHBIM MCXOAOM (BBDKHBaHHE) — 2T
oJIaH3aIHHA.

Jleuenue: cmenuUUEcKOro aHTHAOTA JUIS OJaH3allMHA He cyilecTByeT. He pexoMeHmyeTes
npopouupoBanue pBoThl. IlokaszaHBl cTaHAApTHBIE HPOUEAYPHl IpPH  IEPEIO3HPOBKE
(mpoMBIBaHHE  JKCJIyJKa, MPHEM AaKTHBHpOBaHHOro yrii). OJHOBPEMEHHBIH IpPHEM
aKTHBHPOBAHHOTO VIJISI M OJIAH3allHHA IIOKa3aJl CHIKCHHE OHOJOCTYNMHOCTH OJIaH3allHHA IIPH
npuemMe BHYTpb g0 50-60 %.

CrnenyeT 00ecleYHTh CHMITOMATHUYECKOE JICUCHHE H KOHTPOIb (DYHKUHH >KM3HCHHO BasKHBIX
OpraHOB B 3aBHCHMOCTH OT KIHHHYCCKOH KApTHHBI, BK/IOYAs JICYCHHE apTEPHAIbHOU
THIOTEH3HH H COCYJHCTOrO KoJUIalica M IOAJCpiKaHHE AbIxaTenbHoH ¢yHkumu. He crmemyer
NPUMCHATh DSOHHE(PHH, JONAMHH H JPYIHE CHMIIATOMHMETHKH, KOTOPBIC SBJIIOTCS
arOHHCTAMH 0€Ta-aJpCHOPEUENTOPOB, MOCKOIBKY CTHMYJISIHUS STHX PEHENTOPOB MOXKET

yoyryOisiTh apTepHaibHylo THIOTeH3HI0. HeoOxomumo oOecneduTh KOHTPOJIb CEPJICUHO-
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CMEPTHOMY OTYETY

COCYAHUCTBIX MmoKasaTeiet JUB BBIABJICHHSA BO3MOMKHBIX apHTMHﬁ. TH_[a’IEJ'IbHOG Ha6J'[[-0)_ICHI/Ie 3a

COCTOSAHHCM ITallHCHTAa H606XOI[I'[MO H0 IIOJIHOT'O €I'0 BBI3JOPOBJICHH.

BzaumopeiicTBue ¢ APYruMH JeKAPCTBEHHBIMH CpeAcTBaAMH

I omennyuanoHsie 63aumodericmenn, OKA3viearouie 6IHAHLE HA OJTAH3ANUH

[TockonbKy OJlaH3amiH MeTabonm3upyeres ¢ yuyactueMm u3opepmenta CYP1A2, meTabomusm
OJIAH3aIIHHA MOJKET H3MEHATHCS MO ACHCTBHEM HHIHOHTOPOB HIIH HHIYKTOPOB H30(EpMEHTOB
CHCTeMBI IHTOXpoMa P450, mposBisromux cnenu(pUYECKYI0O AKTHBHOCTh B OTHOIICHHH
uzodepmenta CYP1A2.

Huoyxyus uzogpepmenma CYP1A2

MeTabou3M oOJlaH3allHHA MOKET OBITh HHAYIHPOBAH KYPEHHEM HJIH INPHMCHCHHEM
KapOaMaszenuHa, YTO MOXKET MPUBOJUTH K CHHIKCHHIO KOHIICHTPAMH OjaH3amuHa. OTME4aaoch
JUINb HEOOJBIIOE HIH YMEPEHHOEC VBEJIMUYCHHE KIHpeHca ojaH3zanuHa. KimHuyeckue
MPOSBJICHHS, CKOpee BCero, OyAYT OrPaHHYCHHBIMH, OJHAKO PEKOMEHJOBAH KIHHHYCCKHH
MOHHTOPHHT, H B ¢JIy4ae HEOOXOJUMOCTH — MOBBIIICHHE JIO3bI OJTAH3alHHA.

Hreubuposarue uzogpepmenma CYP1A2

OaypokcamuH, cnenupuuecckuii wHrHOuTOp H3odepmenta CYPIA2, 3HaUMMO TOHAaBISECT
MeTabomu3M onaH3anuHa. Cmax OJAH3aIHHA IOCJIE NPUMCEHCHHS (DIYBOKCAMHHA B CpPEIHEM
yBenauuuBaigach Ha 54 % y HEKYpAIMHX MAHCHTOK 3KCHCKOTO Tojia W Ha 77 % y Kypsmux
HallHCHTOB MYJKCKOTO Toja, a mokasareinb AUC (twiomajap IO KpHBOH «KOHICHTpaILUs-
BpeMs») OJlaH3alHHa B cpeaHeM ypesmuupaics Ha 52 % u 108 % coorsetcTBenHO. Creayer
pPaccMOTPETh BO3MOXKHOCTh Ha3HAUCHHSI OOJice HHU3KOH HAayaJdbHOH O3Bl OJIAH3AIIHHA Y
MAlHEHTOB, MPHMCHIIONHUX (IyBOKCAMHH HJIM JApyrue HHruOuTOopsl miodepmenta CYP1A2,
HampuMep, UUIpodIoKcalWH. B Hayaje NPHMCHEHHS IPENapaToB, OTHOCSINHXCS K
uHru6uTOopaM m3opepmernta CYPIA2, Ha ¢oHEe IpHeMa OJIaH3aIlHHA CJIEAYST PacCMOTPEThH
BO3MOJKHOCTh CHHIKCHHUS JTO3bI TIOCJIETHETO.

CHruoicerue 61000CMynHOCmU

AKTHBHPOBaHHBIH YroJIb CHHYKACT OHOJOCTYIMHOCTh OJIAaH3alMHHA MOC/E NMpHeMa BHYTpb Ha 50-
60 % U JOIDKEH MPUMEHSITHCS KaK MUHHMYM 3a 2 yaca JIo WM IOCJIE IIPHeMa OJIaH3allHHA.
O®nyokcetuH (MHTHOUTOP H30depMenTa CYP2D6), otHOKpaTHBIC HO3BI AaHTAIH OB (A TFOMUHH H-,
MaTrHHHCOJICPIKAIIHE) H HMETHIHH HE OKa3BIBAIOT 3HAYHMOIO BIIHSHHS Ha (apMaKOKHHETHKY
OJIaH3allHHA.

Cnocobnocme O0NGH3ANUHAG 6/IHANML HA (QADMAKOKUHEMUKY Opy2UX JIeKapcieéeHHbIX

npenapamos
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OnaH3amuH MOXET NMOJABJIATH BO3JACHCTBHE MPSIMBIX H HENPSAMBIX arOHHCTOB JO(haMHHOBBIX
pPEUEnTOpPOB.

OmnanzanuH He moaaBisieT ocHOBHBIE H3ohepmMeHTH CYP450 B yonoBusx in vitro (HampuMmep,
CYP1A2, CYP2D6, CYP2C9, CYP2C19, CYP3A4). CornacHo pe3yiabTaTaM HCCJICOBAHUH i1
Vivo HE OXHJAcTesi 0coOOro B3aHMOJCHCTBUSL C OJIAH3AaIIHHOM CJICAYIONHUX IPETapaToB:
TPHIUKIHYCCKUX  AHTHJACIPECCAHTOB (METa0OTH3HPYEMBIX B  OCHOBHOM C  YYacTHEM
uzopepmenra CYP2D6), Bapdapuna (CYP2C19), teopunmuua (CYPIA2) u nuasemama
(CYP3A4 u CYP2C19).

OnaH3anuH HE BCTYMAET BO B3aHMO/ICHCTBHE C JIHTHEM H OHIICPHICHOM.

MOHHTOPHHT KOHIICHTPAI[MH BajblipoaTa B INIA3ME€ KPOBH HE BBISBHJI HEOOXOJIUMOCTH
KOPPEKIHH JT03bI BaJIBIIPOATa MOC/IE HAYyaJla €ro MPHMCHEHHS ¢ OJIaH3aIIHHOM.

Obwas axmusHocmv yeHmpanvHotli Heperoii cucmemvl (I[HC)

Crnenyer co0moOfaTh OCTOPOKHOCTh y  TAIMCHTOB, VIOTPEOJSIIONMX — aJKOTOJb  HIIH
NPHHHMAIONINX JICKapCTBECHHBIE Mpetnapathl, yraeraromue 1 [HC.

OJHOBpEMEHHOES IPHUMCHECHHE OJIAH3AallHHA ¢ MPOTUBONAPKHHCOHMYCCKHMH JICKAPCTBCHHBIMU
npernapaTaMHy y HAlHEHTOB ¢ 6oe3Hbio [lapkuHcoHa U IeMEHITHEH HE PEKOMEHIYETOS.
Humepean QT'c

Crnegyer coOMIOJaTh OCTOPOXKHOCTH TPH OJHOBPEMEHHOM IIPHMCHEHHH OJIaH3allHHA ©

JICKapCTBECHHBIMH IIpeTiapaTaMH, CIIOCOOHBIMH VTHHATH HHTepBai QTec.

Oco0ble yrazaHus

Knunuyeckoe yiaydlieHHE IIPH JICUCHUH aHTHIICHXOTHUYECKHUMH CPEJCTBAMH MOKET HACTYNIATh B
MEPHOJ OT HECKOJIbKHX JHEH JO HECKOJBKHX HeJelb. B 3TOT mepHoJ TpeOyeTes TIATeIBHOE
Ha0FOICHUE 3a MAlHECHTaMH.

Icuxo3 u (unu) HapyuteHus nogederus, 0byCioeneHHbvie OeMeryuet

OmnaH3anuH HE MOKa3aH IAlUEeHTaM ¢ TICHXO030M H (WJIH) TOBEJACHUECCKHMH HAPYIICHUSIMH,
O0OYCIIOBIICHHBIMH JICMCHIUCH, BBHJY MOBBINICHHUS YPOBHS CMEPTHOCTH H PHCKA PA3BHTHS
HapyHOICHHH MO3rOBOT0 KPOBOOOpANICHHUS y JAaHHBIX MAaHEHTOB. B 11ane60-KOH TPOIUPYEMBbIX
HCCIIEJOBAHUAX (IIPOJIOJDKUTENBHOCTRIO 6-12 Hellenb) y  HAIMEHTOB IOXKUIIOTO BO3pacTa
(cpenuuit BozpacT 78 JIeT) ¢ MCHX030M U (HJIH) TOBEJACHYCCKUM HApPYIICHUEM, O0YCIIOBICHHBIM
JEMEHIMEH, OTMEYAIOCh ABYKPATHOS IOBBIMIEHHE YacTOTHI JIETAJIBHBIX HUCXOJOB Y MAllHCHTOB,
MOJIYYaBIIHX OJAH3alHH, IO CPABHEHHUIO ¢ ManueHTaMu U3 rpymmsl mianedo (3,5 % u 1,5 %
COOTBETCTBECHHO). [loBBITIICHHAS YacTOTa Pa3BUTHS JICTATIBHBIX HCXOJOB HE 3aBHCENA OT JIO3BI
oJaH3alMHa (CpeiHss CyTOYHas ao3a cocrapisiia 4,4 M) U NOPOJOJDKUTCIBHOCTH JICUCHUSL.

(I)aKTOpI)I PHCKa, KOTOPBIC MOI'YT BJIHATH Ha IPCAPACIIOIIONKCHHOCTD 3TOU IPYIIIBI TAITHCHTOB K
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CMEPTHOMY OTUETY

0oJice BBHICOKOH CMEPTHOCTH NPH JICUCHHH OJIAH3AIMMHOM, BKIIFOUAIOT BO3pacT ctapiie 65 neT,
nucaruio, celanuio, HeJJOCTATOYHOE MUTAHUE U OOC3BOKUBAHUE, HAJTHUHC MATOJIOTHH JICTKHX
(HampuMep, THEBMOHHS C acHHpauuedl wWIM 0e3 Hee) HIM COYCTAHHOC NPUMEHCHHE ©
OCH30HAa3CTTHHAMH, OJHAKO YacTOTa JICTAJIbHBIX HCXOJOB Oblla BBIIIC Y TAIIHCHTOB,
MOJTYYaBIIHX TCPAIHIO OJAH3AalMHHOM, II0 CPABHCHHIO ¢ MAIIHCHTAMH, IOJYYaBIIMMH IIane6o,
HE3aBHCHMO OT 3THX (PaKTOPOB PHCKA.

B Tex ke KIMHHYECKHX HCCJICHAOBAHHIX OTMEYAHCH LEepeOpPOBACKYIBIPHBIC HEIKEIATEIIbHBIC
SABJICHUS (HAlpUMEp, MHCYIBT, TPAaH3UTOpHAas HINEMHYCCKas aTaka), BK/IOYas CJIy4yaH ¢
JACTaMBHBIM ~ HeXoJoM.  OTMeyanoch  TPEXKpAaTHOE — YBEIHYECHHE  YacTOTHI  Pa3BHTHSA
1epeOPOBaCKY/IPHBIX HEXKCIIATE/IbHBIX SBJICHHH V MAIMHCHTOB, IOJIYYaBIIHX OJIAH3AIIHH, IIO
CpPaBHEHHUIO ¢ TAI[UEHTaMU, Toaydapumu mianedo (1,3 % nportus 0,4 % cooTBeTcTBeHHO). Bee
MAIHCHTHI ¢ I[epeOpOBACKY/IPHBIMH HAPYIICHHUSIMH, MOTYYaBIIHE OJaH3AIHH H IIane60, HMEIIH
(dakTOpbl pHCKAa HX pa3BHTHA. Bospact crapmie 75 €T W JIEMCHIHS COCYAHCTOTO HIIH
CMEIIAHHOTO THIIA ONPEAC/BIINCh Kak (aKTOPhl PHCKA pa3BUTHI LEPeOpPOBACKYIIPHBIX
HE)KEIATE/IbHBIX SBJICHHH Ha (POHE JICUCHHS OJIAH3AaNMHHOM. B XOJe JaHHBIX HCCJICJOBaHHH
5 (PEeKTHBHOCTH OJTaH3aNHHa He OblIa YCTaHOBJICHA.

Bonesns Hapxuncona

IlpuMeHeHHe oOaH3almHHA [UII JICYCHHS IICHXO030B, OOYCIIOBJICHHBIX IPHEMOM AaroHHCTOB
no(aMHHOBBIX pELENTOPOB NpH OosesHH llapkuHcoHa, HE peKoMeHAyeTcs. B KIMHHUECKHX
HCCIICIOBAHUAX YCYIryOJICHHE CHMOTOMATHKH Oone3ndn IlapkuHCOHA ¥ Ta/UIONHHAIIHH
OTMEUAJHCh OYCHb YacTO M ¢ OoJice BBICOKOH 4YacTOTOH, 4YeM B rpymnme miancdo, a
5((PEKTHBHOCTh TIPH JICUCHHH IICHXOTHUYECKHX CHMIITOMOB OJIAH3aIHHOM HE IPCBBIMIAIA
TAaKOBYIO IIPH NpHeMe ianeto. B JaHHBIX KIHHHYSCKUX HCCIICTOBAHHAX COCTOSHHE IMAIIHEHTOB
NEPBOHAYATIBHO JOJDKHO OBUTO OBITH CTAOMIIM3HPOBAHO HA MHHHMAJIbHOH 3(dekTuBHON 103€
npenapatoB sl JieueHus OoinesHd [lapkuHcoHa (aroHHCTHI JO(AMHHOBBHIX PEIEITOPOB), a
TakKe HEOOXOTUMO OBLIO MPOJOJDKATH IPHEM TEX K& INPEHapaToB B TOHW JKE€ JO3¢ Ha
HNPOTSKEHUH Beero mecisieqoBanus. HauampbHast 103a oflaH3allHHA COCTaBUIA 2,5 MI' B CYTKH H
MOTJIa OBITh YBEITHYCHA IO MAKCHMAJIBHOH — 15 MTI' B CYTKH 110 PEIICHHIO HCCIICAOBATEIS.

3HC

3HC — NmOTEeHIHAIBHO YIPOXKAIONEE JKH3HH COCTOSHHE, BO3HHKAIoOIee Ha (OHE NMPHMCHECHHUS
HeliponentukoB. Penkue cmydanm 3HC Taroke OBUIM 3apeTHCTPHPOBAHBI H IPH IPUMCHEHHH
onansanuHa. Kimauueckue mnpossiacuus 3HC: runmeprepmus, MBIIICUHAS PHIHIHOCTE,
HU3MCHCHHE INCHXHYECCKOTO CTATYCa W BETCTATHBHBIC HApYIICHHS (HECTAOHIIBHBIH IYIbC HIIH
apTepHaJIbHOE  JABJICHHE, TaxXHKapJus, IOBBIIICHHOEC IIOTOOTJCIICHHE W  apHTMHH).

HOHOJ’IHHTGJ'II)HI)IC IIPpH3HAKH MOI'YT BK/IFOYaTh: YBCJIHYCHHC CbIBOpOTO‘IHOfI AKTHBHOCTH KCDK,
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CMEPTHOMY OTUETY

MHOTJIOOHHYPHIO (pabJOMHOIU3) H OCTPYIO IOYCHHYIO HEJOCTATOUHOCTh. ECiIH y mamueHTa
pasBuBaroTcs npusHakd H cuMnToMbl 3HC WM BO3HHKAacT HEOOBICHHMOE IOBBINICHHE
TeMmepaTypsl Teiaa Oe3 JONOMHHUTEIBHBIX mposeiacHud 3HC, Bce aHTHICHXOTHYECKHE
IperapaThl, BKIIOYAs OJAH3aNUH, CJICTYET OTMCHHTh.

lunepanuxemus u caxaprwiii ouabem

HewacTo oTMeUaMCh COJTyYaW THIOEPIIHKEMHH H (MJIHM) Pa3BHTHS HJIH OOOCTPEHHH CaXapHOTO
auabeTa, B HEKOTOPBIX CIIYYasX COMPOBOXK/IAIOIUECS KETOAIHTIO30M H THA0C THUCCKOH KOMOH, B
TOM YHCJIC © JIETAIBHBIM HoxotoM (oM. pasgen «IloGouHnoe neficTBHE»). B HEKOTOPBIX cirydasx
OTMEUAJIOCh IIOBBIMICHHE MAacchl Teja, KOTOPOES MOTJIO TOCIY)XHTH IPEJpaciioararoIiuM
(pakTopoMm. PexomMeHayeTCS TIMATEIbHBIH KIHHHYCCKHH MOHHUTOPHHI MAI[HEHTOB ¢ CaxapHBIM
JHabeTOM W TAIHCHTOB ¢ (paKTOpaMH pHCKAa pPAa3sBHTHS CaxXapHOTO auabeTa: H3MEPECHHE
HCXOJHOW KOHIEHTPAI[MH TJIIOKO3BI B KpOBH, uepe3 12 Hejenp mocjie Hayajla IpHEMa
OJIaH3aIIUHA H BIIOCJICACTBHH €)KETOHO. [TallHEeHTOR, MOTyYarOIHX JTIO0BIC AHTHIICHXOTHUCCKUE
CpeAcTBa, BKIFOYAsl OJIAH3ANHH, CJICYET HAOMOJaTh Ha MpPEJMET MPU3HAKOB H CHMIITOMOB
THIIEPTIIHKEMHH (TaKUX Kak IOJHIHICHS, MONHYpHs, moiudarus u ciaboets). [lanmentam o
caxapHbIM JAHAa0eTOM HIIH (PaKTOpPaMH PHCKAa BO3HHKHOBECHHS caxapHOTO JuHadeTa HEOOXOIHM
PETY/SIPHBIH MOHHMTOPHHI KOHIICHTPAI[HH TIJIOKO3BI B KpoBH. HeoO0XoaumMo mNpOBOJHTH
PETYJSIPHBIH KOHTPOJIb Macchl Teja: Mepej HavaioM JieucHus, uyepes 4, 8 u 12 Henenp mocie

HavaJla IpyucMa OJIaH3alliHa H BIIOCJICACTBHH KaX{IbIC 3 MecAana.

Hapyuenue nunuonozo obmena

B xoae miane6o-KOHTPOIHPYEMBIX HCCJICAOBAHHH, Y HAIHCHTOB, MOJIYYABIIHX OJIAH3aIlHH,
HaOJOJaJTHCh HEJKEJIATEIIbHBIC M3MEHEHHS JIHIMHJIHOTO TNpodmii. M3MeHeHHS JIMIHIHOTO
npoduIsi HEOOXOJUMO KOPPEKTHPOBATh B COOTBETCTBHM ¢ KJIHHHYECKOH HEOOXOJHMOCTHIO,
0COOCHHO y MAHECHTOB C JHC/IHIHJACMHEH H Yy HAIMEHTOB ¢ (PaKTOpaMH pHCKa pPa3BHTHUS
HapyIIeHUH JMOHAHOTO oOMeHa. Y MAalNUEHTOB, IPHHHUMAIOIMUX AaHTHICHXOTHYCCKHE
IpenapaThl, B TOM YHCJIE OJIAH3aIIHH, CIICAYET OCYIICCTBIIITh PETYIPHBIH KOHTPOJIb JTHITHHOTO
NpOo(QHIS B COOTBETCTBHH ¢ JCHCTBYIOIMMHE PEKOMECHIAIMSIMHE: IIEpe] HAa4ajIoM JICUCHHS, Yepes
12 Heienp MoOcTIe Havasla IPHEMa OJIaH3allHHA M BIIOCJICACTBHH KaXKIble 5 JICT.
Anmuxonurepeuieckas akmusHOCHMb

HecmoTps Ha TO, YTO OJIAaH3alHH MPOSBISUI  AHTHXOJMHEPTHYECKYIO AaKTHBHOCTH B
HCCJICJJOBAHUSAX i1 Vitro, IPUMECHEHHE OJIAaH3aIlHHA B KIHHHYCCKHX HMCCJICHAOBAHHIX BBIIBHIIO
HU3KYIO 4YacTOTY CBSI3aHHBIX ¢ HeH ocJioskHeHHH. OJHAKO IIOCKOJIBKY KIHHHYCCKUH OIBIT
IMPHMEHEHHUSI OJIAH3alHHA Yy MAI[HCHTOB ¢ CONYTCTBYIOIIUMH 3a00JICBaHHSMH OIPaHHYCH,

CIICAYCT CO6J']I-0,Z[3TB OCTOPOKHOCTD IIPH HaA3HAYCHHUH OJIaH3allHHa IallHCHTaM ¢ KJIHHHYCCKH
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3HAYUMOH  THNEpTpOHEH  NpeAcTATEIBHOW  JKEJe3bl,  NapaIHTHYECCKOH  KHUIIECYHOH
HENPOXOAUMOCTBIO H MOJOOHBIMH COCTOSHHUSIMH.

Hapyuenue gpynxyuu neveru

YacTo, 0COOCHHO HAa PaHHUX »STalax TEPallHH, OTMEYaJIOCh TPAaH3HTOPHOE OECCHMIITOMHOE
MOBBINICHHE CHIBOPOTOUYHOH AKTHBHOCTH «II€UYCHOUHBIX» amuHOTpaHchepas (ACT u AJIT).
Ocobas ocTopoxkHOCTh HeoOxoauma npu yBeauueHuu akTtuBHocTH ACT u (wmm) AJIT B
CHIBOPOTKE KpPOBH Y IAIIHCHTOB ¢ CHMITOMAMH HApyHICHHS (YHKIHH IICUCHH, C paHee
JHATHOCTHPOBAHHBIMH COCTOSIHHSIMH, CBSI3AHHBIMH ¢ OTpaHHYCHUEM (PYHKITHOHATIBHOTO pe3epBa
IEYCHU MJIM Y [AalHCHTOB, MOJIYYAIONUX JICUCHHE MOTCHIMAJIBHO TeIaTOTOKCHUSCKUMU
npenapatamy. llpu JuUarHOCTHpOBaHHHM TremaTHTa (B TOM 4YHCJIE TENaTOLE/UIOISPHOTO,
XOJICCTATUYESCKOTO MJIH CMEIIAaHHOTO) IPUMCHEHHUE OJIAH3allHHA CIICYET IPEKPATUTD.
Heitimponernus

OmnaH3aluH cIeJyeT ¢ OCTOPOKHOCTBIO NPHMEHSITh V MAIHCHTOB ¢ HU3KUM IIOKa3aTeJIEM YHCTIa
JACHKONHUTOB H (MJIH) HEHTPO(HUIOB B KPOBH (BHE 3aBHCHMOCTH OT NPHYHHBI), Y TAIIHCHTOB,
HOJIYYaAIOIMX IIpelapaTsl, KOTOpPbIE MOIYT BBI3BIBATH HEHTPOIICHHIO, Yy IALUEHTOB ¢
JICKApCTBECHHBIM YTHETCHHEM KOCTHOTO MO3Ta B aHAMHE3€, a TaKXKE ¢ YTHETCHHUEM KOCTHOTO
MO3ra, OOYCJIOBJIEHHBIM CONYTCTBYIOIHM 3a00JIEBAHHEM, JIYUYCBOH HIIH XHMHOTCpaNmHEH; Y
HAlHEHTOB ¢  THIOCPI03HHO(DHIIBHBIMH  COCTOSHHSMH  MJIH  MHEJIONPOIH(PEPATHBHBIM
3aboneBanueM. HeHTponeHHS 4YacTO pPETHCTPHpPOBAjach IPH OJHOBPEMEHHOM IPHMCHECHHUH
OJIaH3aIIHHA M BaJIBIIPOESBOH KHCJIOTH (oM. pazjen «lloGounoe nercTBHEY).

Ipexpawerue mepanuu

B peakux ciayuaax (= 0,01 % u <0,1 %) npu peskoM NpeKpalllcHHH IIPHMEHEHHUS OJIaH3aIlluHa
OTMEUAIHCh CJCAYIOIIHES OCTPHIE CHMIITOMBI: IOBBIIIEHHOE IOTOOT/C/ICHHE, OCCCOHHHIIA,
TPEMOP, TPEBOTa, TOIHOTA UJIH PBOTA.

Humepean QT

B kIHHHYCCKUX HCCIICTOBAHHUIX KIHHHYCCKH 3HAUUMOeE yuTHHeHHe nHTepBana QT e (koppekius
QT mo dopmyne @peaecpuka [QTcF] =500 mc B mobGoii MOMEHT BpPEeMECHH IIOCJIC Hayaia
neyeHus: npu uexogHoM QTcF < 500 mc) BeTpeuanocs Heuacto (0,1 % — 1 %) y manueHTOB,
MOJIYYABIINX OJIAH3AIIHH, ¢ OTCYTCTBHEM 3HAYHMBIX Pa3/IMUUU B COMYTCTBYIOIMHX OCIIOKHEHHUSIX
CO CTOPOHBI cep/lla MO CPABHEHHIO ¢ TUIane6o. OHAKO CIeIyeT COOIONaTh OCTOPOXKHOCTH IIPH
Ha3HAUCHUH OJIAH3allHHA OJHOBPEMEHHO ¢ IpelapaTamu, yAIMHAonuMH HHTepBan QTec,
0COOCHHO Yy MAaNUEHTOB IIOJKHJIOTO BO3pacTa ¢ BPOKACHHBIM CHHJIPOMOM Y/UIHHCHHOTO
uHTepBada QT, XpoHHUECKOH CcepAeYHOW HEJOCTATOUHOCTHIO, THNEepTpoducH MHOKapia,
THIIOKAJIUEMHUEH UM THIIOMarHHEMHEH.

Tpombosmbonusn
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Hewacto (20,1 % u <1 %) coobmanocs O ciIydasx BPEMEHHOH CBS3H MEKAY Pa3sBHTHEM
BEHO3HOH TPOMOOSMOOIIHH H Tepanuel oaH3anuHOM. Hamuune npHyHHHO-CJIeICTBEHHOH CBSI3H
MEK/JIY IPHEMOM OJIaH3allHHa M BEHO3HOH TpoMOosMmOomuel He ycoTaHOBICHO. OJHAKO
VUHTBHIBASs, YTO Y MAIHECHTOB ¢ MHU30(PESHUEH YacTO HMEIOTCS NPUOOPETEHHbIE (PAKTOPHI PHCKA
pa3BHTHSL TPOMOOSMOOIHH, CJCTYET BBIIBISITH BCE BO3MOJXKHBIE (DaKTOPHI pHCKA JaHHOTO
OCJIOJKHCHHS, B TOM YHCJIE HMMOOHIH3AIHIO MAHCHTOB, H IIPHHHMATh HEOOXOIUMBIE MEPHI IO
ero npouIakTHKE.

Obwas axmusrocms 6 omuoueruu IIHC

C y4eToM OCHOBHOTO acicTBHS onaH3anuHa Ha [[HC, ciaexyer coGmonaTh OCTOPOKHOCTD TPH
IPUMECHEHHH OJIAaH3allHHAa B COYCTAHHH ¢ JPYTUMH JICKAPCTBEHHBIMHM  IpeIiapaTaMu
HEHTPAJILHOTO JACHCTBHA H alKorojaeM. [IockonbKy onmaH3aluH MOSKET IPOSBISTh AHTATOHHU3M B
OTHOIICHUH J0(aMHHOBBIX PELEHTOPOB B YCJIOBHSX i Vitro, OH MOXET OBITh AHTATOHHCTOM
5 (PEeKTOB MPSAMBIX H HENMPSIMBIX aTOHHCTOB JO(PaMHHOBBIX PEI[EITOPOB.

Cyoopoeu

OaH3alHH CJIEAYET ¢ OCTOPOKHOCTBIO MIPUMEHATH Y IIALUEHTOB ¢ CYJAOPOTaMH B aHAMHE3C HIIH
MOJBEPKEHHBIX BO3/ICHCTBHIO (PaKTOPOB, CHHMKAIOMIUX MTOPOT CYAOPOKHOM roToBHOCTH. Ciiyyau
CYJOpPOT HEYAcTO BCTPEYAIHCh Y IMAIHCHTOB, MPHHHMAIONIMX OJAH3allHH, H B OOJBIIHHCTBE
STHX CIIYYacB COOOIIANIOCh O HATUYHH CYJOPOT B aHAMHE3¢ HJIH O (pakTOpax pHCKa pPa3BHTHS
CYI0pOT.

1lo30Ha5 ouckunesus

B cpaBHUTCIBHBIX HCCIICAOBAHHUAX MPOJO/KUTEIBHOCTRIO [0 TOJa JICUCHHE OJIAH3alHHOM
JOCTOBEPHO PEKE COMPOBOIKIATIOCH PAa3BUTHEM JUCKHHE3HH, TPEOYIOHICH MeIHKaMEHTO3HOH
Koppekuuu. OJHAKO CJEAYET YYHUTHIBATH YBEIMUCHHE pPHCKAa MO3JHEH JUCKHUHE3MHM IIPU
JUIMTEIBHOH Tepalluu HeHpojenTukaMmu. IIpu pasBHTUM IpHU3HAKOB MO3AHEH JAUCKHHE3UU
PEKOMECHYETCS CHHKEHHE JIO3bl MM OTMEHA oJlaH3amuHa. CHMITOMBI MO3JHEH JUCKHHEC3HU
MOTYT HapacTaTh HJIH MaHH(ECTHPOBATH MOCIIE OTMECHBI IIPeTapara.

Hloecmypanenas eunomensus

ITocTypanpHas THIIOTCH3HS HEYACTO HAOJIIOAIACH B KIHHHYCCKUX HCCIICOBAHUAX OJIAH3AIIHHA
Yy IAIHECHTOB IOXKHUJIOTO BO3pacTa. PEKOMEHAyeTCS NEPHOJHUYECCKH H3MEPATH apTepHAIBHOE
JABJICHHE Y IALIHEHTOB cTapie 65 JieT.

Breszannas cmepms om cepoedno-cocyoucmori Heooc mamouHocmu

Ilo pesympraTaM MOCTPErHCTPANUOHHBIX HAOIIONCHUH OJIaH3allHHa OBbLT 3apUKCHPOBAH CIIydai
BHE3allHOH CMepTH. B  peTpOCIEKTHBHOM  HAOIIOATEIBHOM  HCCICAOBAHHH  PHCK
IpeIoiaracMod BHE3alIHOH CMEPTH OT CEPACHYHO-COCYAUCTOH HEAOCTATOYHOCTH Y IMAI[UCHTOB,

MOJyHYaBIIHX OJIaH3alluH, OB HpHGHHSHTGIIbHO BABOC BBIIIC TaKOBOTO Y IMallHCHTOB, HC
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INPHHUMABIINX HEHPOJICHTHKYH. B JaHHOM HcCIeI0OBAHHH PHCK IIPH IPUMCHCHHH OJIaH3allHHA
OBIJT CONMOCTABHM C PHCKOM IIPH IPHMEHCHHH ATHITHYHBIX HEHPOJICTITHKOB, BKIFOYEHHBIX B
oOBbeATMHCHHBIH aHAIIH3.

Ipumenenue onanzanuna y oemeil

OnaH3allUH HE PEKOMEHJyeTCs INPHMEHATh Yy JeTeH H MOJAPOCTKOB. B HccleqOBaHUSX Y
noApocTKOB 13—17 jeT oTMEUaIMCh Pa3IMYHbIC HEXKEIATEIbHBIC PEAKIHH, BKJIFOYAs MOBBIILICHHE
Macchl Tejla, HapyIICHHE JIHITH/HOTO 0OMEHa U THIICPIIPOIaKTH HEMHIO.

BcenomorarenabHbIe BEMIECTBA

Acnapmanm
Coaep:KUT HCTOYHHK (eHHIamaHuHa. MOXKET oKa3aTbes BPEAHBIM JUIS  JHOJEH ¢©

(beHU TKETOHYPHUEH.

BiansiHue Ha crioCOOHOCTD YHIPpaBJATH TPAHCIIOPTHBIMH CpeAcTBaMi, MeXaHH3MaMH

HCCJ’IG,Z[OBaHI/If;I BJIMAHHA IIpCIlapaTa Ha CIIOCOOHOCTH YHpaB/BITh TPAHCIIOPTHBIMH CPCACTBAMH H
MCXaHH3MaMH HC IIPOBOJHJIOCH. HaHHCHTaM, IIPHHUMAaIOIIHM OJIaH3allHH, CJIICAYCT IIPOABILITH
OCTOPOKHOCTD IIPH VIIPABJICHHH TPAaHCIIOPTHBIMH CPCACTBAMH H MCXaHH3MaMH, ITOCKOJIBKY
OJIaH3allHH MOJKCT BbBI3bIBaTh COHJIHBOCTL H TOJIOBOKPYKCHHC (OKaSbIBaeT BJIHAHHC Ha

NCHX O(PH3UUESCKHE CTIOCOOHOCTH ).

dopma BbINYCKA

TabGneTkn, qucneprupyeMsie B MOJIOCTH pTa, 5 Mr, 10 Mr.

Ilo 7 tabnetok B Ommerepe w3 kKoMOuHHpoBaHHoro MatepHana OIIA/ANTIBX u IIDT/An
¢domwru (peel-off foil).

Ilo 4 wmu 8 GaHCTEepOB BMecTe ¢ HHCTPYKIHEH IO NPUMEHEHHIO IOMEIAIOT B IIayKy

KapTOHHYIO.

Y caoBus XpaHeHH
IIpu Temuepatype He Bbimie 25 °C, B OpHTHHAIIBHOM OJIHCTEPE.

XPpaHHTh B HEJOCTYITHOM JUISL A€ TEH MecTe.
Cpoxk roxHocTH

5 ner.

He IIPHMCHATSD IIperiapaT [0 HCTCUYCHUH CpOKa rOJHOCTH.
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YcaoBus OTIyCKa

OTIycKaroT Mo peUenTy.
HaumeHoBaHHe IOpHIAHYECKOT0 JIHIA, HA HMH KOTOPOr0 BbIIAHO perucTpalnuoHHOe
YAOcTOBepeHHe, ajpec

AO «KPKA, a.1., Hoso mecTo», [lImapsenika necta 6, 8501 Hoeo mecto, CnoeHus

IIponsBoauTtein

AO «KPKA, a.1., HoBo MecTo», [lImapbenika necta 6, 8501 Hoso mecto, CroBenus

HaumeHoBaHue U aJipec OPraHu3aAHN, NPHHHMAOIIeli MpeTeH3HN NMOTpeduTe/Iei
000 «KPKA-PYCx», 143500, Poccus, Mockosckas o0, T. Metpa, yiu. Mockosexkas, a. 50
Tem.: +7 (495) 994-70-70; daxe: +7 (495) 994-70-78

IIpeacTaBuTENNb HPUPMBI Tamkosuu T. B.
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