MHH3IPAB POCCHH

A-oo3Re g~ 0102121
MUHUCTEPCTBO 3JIPABOOXPAHEHUS POCCUCKOU ®EJIEPALIMA
t COTJACO BA HO

MHCTPYKIIMNA
10O MEJTUIITMHCKOMY ITPUMEHEHUAIO JIEKAPCTBEHHOI O TTPEITAPATA
Keentuaxc® CP

Kventiax® SR

Perucrpannonusblii Homep:

ToproBoe HanmenoBanue: Keentuakc® CP

MexayHapoaHoe HeMaTeHTOBAaHHOe HAMMEHOBaHHe: KBETUAITUH

JlekapcTBeHHass ¢opma: TabJNETKH C MPOJIOHTMPOBAHHBIM BBICBOOOKIECHUEM, TIOKPHITHIE

[JIEHOYHOM 000JI0YKO#

CocraB

| TabneTka ¢ TPOJOHTHPOBAHHBIM BBICBOOOXKIEHUEM, TOKPBITAas TUICHOYHOW 000IIOUKOI,
150 mr/200 mr/300 Mr coiepKuT:

slapo

Meticmeyrowee  sewecmeo:  kBetuanuHa remubymapar 172,70 mr/230,27 mr/345,40 wr,
sKkBUBaJIeHTHO kBeTHanuHy 150,00 mr/200,00 mr/300,00 mMr

Bcnomozamenvnvie eewgecmea: runpomesnioza 4000 mPas, runpomennosza 100 mPas, nakTo3sl
MOHOTHUIpAT, LEJUII0I03a MUKpPOKpUCTalIMUYeckas, HaTpus ruapodocdara auruapar, MarHus
creapar

» O6onoqi<a MJICHOYHAad

Onanpaii 11 HP Genwiii, kpacutenb xene3a okcua kpacHbiit (E172) (s tabnerok 150 mr),
KpacuTellb Xkele3a oKeu 1 xkenTwiid (E172)
Onanpaii 11 HP Genblit coaepKut: MoJMBUHUIOBBINA CIIUPT YaCTUYHO MMAPOJIM30BaHHbBIN, TUTAHA

mokeun (E171), makporoa/TIOI 3000, Tanbk

Onucanue

Tabnremxu 150 me

Kpyriibie JIBOSKOBBINMYKJIbIE TAOIETKH, MOKPBITHIE TIIEHOYHOH 000JI0YKOI OpaH)XeBO-pO30BOT0
LBETA.

Tabremxu 200 me



OBaJIbHBIE JIBOSKOBBIMYKIIbIE TAOJIETKHU, MOKPHITHIE TJIEHOUHOH 000JI0YKOH KOPUIHEBO-XKEIITOTO
1BETA.

Tabnemxu 300 me

KancyioBuaHble JBOSKOBBIMTYKIIbIE TaOJIETKH, TMOKPBITHIE TUIEHOYHOH 0OOJOYKOW CBETIIO-

JKCJITOIoO 1IIBETA.

®dapmakoTepaneBTHYECKas IPYNNa: aHTUIICUXOTUYECKOE CPEICTBO (HEHPOJIENTHK)

Koax ATX: NOSAH04

dapmako/IorHyecKue cBoicTBa

DapmakoounHamuxa

Mexanuzm oeticmeus

KBeTvanuH sBJISETCS AaTUIUYHBIM aHTUIICUXOTUYECKUM mpenaparoM. KseTuanuH W ero
aKTUBHBIA MeTabouT N-Ie3aiKWIKBEeTHANUH (HOPKBETHANMH) B3aUMOAEHWCTBYIOT C IIHPOKHM
CMIEKTPOM  HENUPOTPAHCMUTTEPHBIX PELENTOPOB rojloBHOro Mmo3ra. Kserwanun u  N-
JIE3AIKUITKBETHATTH MTPOSBJISIOT BhICOKOE cpoACcTBO K SHT2-cepoTOHMHOBEIM pelienTopam u

Di-, D2-1oaMUHOBBIM pelenTOpaM roJOBHOTO MO3ra. AHTaroHW3M K yKa3aHHBIM peLEnTOpaM
B coyeTaHuu ¢ Oosee BbICOKOW CeneKTMBHOCTHIO K SHT2-cepOoTOHMHOBBIM peLenTopaM, 4eM K
Ds-nodaMHHOBBIM perientopam, 00yc/IaBIMBaeT OCHOBHBIE KIMHUYECKUE aHTUIICUXOTHYECKUE
CBOMCTBA KBETMAlMHA M HU3KYIO 4YacTOTY pa3BUTUS OSKCTpalMpaMHUIHBIX HEXeIaTeIbHbIX
peakuuii. KBeTHanuu He 00JajaeT CpOJACTBOM K TEPEHOCYMKY HOpaJpeHalvHa W obnanaer
HU3KAM  cpoJcTBOM K SHTs-CepoTOHMHOBBIM penenrtopam, B TO Bpems Kak N-
JIe3aJIKMJIKBETUANMH TIPOSIBJISET K HUM BBICOKOE cpoiacTBO. MHrubupoBaHue mnepeHoCHYHKa
HOpaJpeHaJlMHa M YacTM4YHBIA aroHu3M B OTHOWEHUM SHT|A-CEpOTOHMHOBEIX PELENTOPOB,
nposiBiiseMble N-Ie3aKMJIKBETUATMHOM, MOTYT 00ycCllaBiIMBaTh aHTUAEIIPECCUBHOE JEHCTBUE

® CP. Ksermanun u N-ae3aJKWIKBETHANUH 00TaAaloT BBICOKMM

npenapata KBeHTHakc
CPOJCTBOM K THCTAMWUHOBBIM W aib(aj-aJ[peHOPELEenTOopaM U YMEPEHHBIM CPOACTBOM IO
OTHOWIEHHMIO K albaz-aapeHoperientopam. Kpome Toro, kBetuanuu He obnagaetr uin obnaaaer
HHU3KAM CpPOJICTBOM K MYCKapMHOBBIM peleNnTopaM, B TO BpeMs Kak N-Ae3aIKWIKBETHAIUH
MPOSIBJIIET YMEPEHHOE WIIM BBICOKOE CPOJCTBO K HECKOJBKMM MOATUNAM MYCKapHHOBBIX
PELENTOPOB, C KOTOPHIM MOTYT ObITh CBSI3aHbI aHTUXOJIMHEPrUYECKUe (MYCKapUHOMOA0OHbIE)

3 eKTHI.

Dapmakoounamuueckue 3¢hghexmul



B cTaHAapTHBIX TeCTax Y )KMBOTHBIX KBETHANMH IMPOSBIAET aHTUIICUXOTHYECKYIO aKTHBHOCTb.
VaenbHelil BkIaa metabonuta N-ae3alkuIKBEeTHaNvMHa B (apMakoJOrM4ecKyl akTMBHOCTb
KBETHAIMHA HE YCTAHOBJIEH.

Pe3ynbTaThl U3y4eHUS! SKCTPATUPAMUIHBIX CUMITOMOB Yy JKMBOTHBIX BbISBHIIU, YTO KBETHANUH
BbI3bIBAET Cjlabyl0 KaTajerncuio B J03axX, 3G¢ekTuBHO Onokupyromux Dz-peuentopsl.
KBeTHanuH BHI3LIBAET CEJIEKTUBHOE YMEHBIIEHWE aKTHBHOCTH Me3oaumbuueckux Al0-
nopaMUHEpruYecKuX HEHPOHOB B  CpaBHEHMM C  A9-HUrpOCTpUATHBIMU  HEHpOHaMHU,
BOBJICYEHHBIMH B MOTOPHYIO (QYHKIIMIO.

Knunuueckas s¢hpghexmuenocmo

B kpartkocpouHoM (9-HelelbHOM) MCCIeOBaHWM Y MAalUMEHTOB 0e3 JeMEHUMH B BO3pacTe OT
66 10 89ser (19% mnanuentoB ObutM crapme 75 7eT) ¢ OOJBIMIMM  JIENPECCUBHBIM
paccTpOMCTBOM MpHUEM KBETHAIKMHA C MPOJIOHTMPOBAHHBIM BHICBOOOXIEHHEM B J103aX OT 50 Mr
10 300 Mr B cyTku (103y noaOUpand C Y4€TOM MEPEHOCUMOCTH M KJIMHHYECKOro OTBETa,
CpeaHsis CyTO4Has j03a fpenapara coctaBuia 160 Mr) ymeHbIIal BBIPaXXEHHOCTh CHMITOMOB
nenpeccun no mwkaie MADRS (Montgomery-Asberg Depression Rating Scale, mkana oueHku
nenpeccun  MonTtromepu-Acbepra) (cpeiHeKBaapaTHyHOe W3MeHeHue — 7,54 banna) 1o
CpaBHEHHUIO ¢ Tuianebo. 3a MCKITIOUEHUEM YacTOThl Pa3BUTHUSI SKCTPANMPAMUIHBIX CHMIITOMOB,
MepeHOCUMOCTh KBETHANMWHA C MPOJIOHIMPOBAHHBIM BbICBOOOXKAEHUEM IIPU NIPUEME OJUH pa3 B
CYTKH y MAllMEHTOB MOXWJIOTO BO3pacTa Obljla COMOCTaBUMa C TIEPEHOCUMOCTBIO Y MALIMEHTOB B
BO3pacre 18-65 ner.

YacToTa pa3BUTHs SKCTPAMMUPAMUIHBIX CHMIITMOB M yBEIMYEHWE MAacChl Tela y CTaOMIIBHBIX
MalMEeHTOB C IMM30ppeHHel He BO3pacTaeT MNpU JUIMTENBHON Tepanuu KBETHAIMHOM C
MIPOJIOHTUPOBAHHBIM BBICBOOOXKICHUEM.

B uccneoBaHuaX 0OJIBIIOTO JEMPECCUBHOTO paccTpoiicTBa 1o kpurepusim DSM-IV (Diagnostic
and Statistical Manual of Mental Disorders (4th ed.) — CnpaBo4YHHMK [0 JWAarHOCTUKE M
CTATUCTHKE TCUXMYECKUX PpAcCTPONCTB, 4-¢ M3JaHue) He HalbioJanyu MOBLILIEHUS pHUCKa
CYUIMIATBLHOTO TIOBEICHUS M CYWUMJAIBHOTO MBIIIIEHUS TIpU TMPUEME KBETHAMMHA C
TIPOJIOHTMPOBAHHBIM BLICBOOOXK/IEHUEM TI0 CPABHEHHUIO € M1aLe0o0.

B JBYX KpaTKOCpOYHBIX (6-HEHENBHBIX) MCCIEAOBAHUAX KOMOWHMUPOBAHHOW  Tepanuu
JETIPECCUBHOTO 3IU30/1a KBETHATMHOM C MPOJIOHTUPOBAHHBIM BBICBOOOXK/IEHUEM B J103€ 150 mMr
B cyTkd ¥ 300 MI' B CYyTKM C aMUTPUNTUIMHOM, OYNpPONUOHOM, LIMTAJIONPAMOM, AYJIOKCETUHOM,
3CUMTAIONPaMOM, (IIyOKCETHHOM, TMapOKCETHHOM, CEPTPATHHOM WM BEHJIapaKCUHOM Y
MAalMEHTOB C CYOONTHMAIBHBIM OTBETOM Ha MOHOTEpAIMIO aHTHUENPECCAHTOM IOKa3aHO
yJlydllleHHe CUMNTOMOB jenpeccuu mo mkanre MADRS (cpeaHekBaapaTH4HOE M3MEHEHHE 2-

3,3 Oanna) Mo CpaBHEHUIO C MOHOTEPANUEN aHTUAETIPECCAHTOM.



Dapmakokunemuxa

Bcacwvieanue

KBeTHanMH XOpOLIO BCACHIBAETCS M3 IKETyJIOYHO-KHIIEYHOTO TpakTa. MakcuMalbHbIe
KoHIeHTpauuu B Tia3Me KpoBU (Cmax) KBeTHManuHa M N-Je3alKMJIKBETHAnMHa JOCTUIalOTCs
MPUMEPHO Yepe3 6 4acoB Mocjie npueMa KBETHAMMHa ¢ MPOJOHIMPOBAHHBIM BbICBOOOIKICHUEM.
PaBHOBecHast MoJispHas KOHIEHTpalus akTMBHOTO MeTabonurta N-Je3alKuIKBETHANNHA
cocrariseT 35 % OT TakoBOW KBETHAIUHA.

MdapMakOKWHETHKA KBETHANMMHA ¥ N-Ie3aKUIKBETHANIMHA JIMHEHHAs U HOCHUT JI0303aBUCHMBIH
XapakTep TpHU MpUeMe KBETHANMHA C MPOJOHTHPOBAHHBIM BEICBOOOXKIEHHEM B 03¢ 10 800 Mr
OJIMH pa3 B CYTKH.

[Tpu npueme KBETHAIMHA C TIPOJIOHTHPOBAHHBIM BBICBOOOXKIEHHEM OJIMH pa3 B CYTKM B JI03€,
SKBMBAJICHTHOM CYTOYHOM /03¢ KBETHANMHA C OBICTPBIM BBICBOOOXAEHHEM, TIPUHUMAEMOM 3a
JBa nprema, HabJIoAaiu CXO/HbIe MIOWAAN Mo KpUuBOi «koHUeHTpauus-Bpems» (AUC), Ho
Cmax Obl1a Ha 13 % wmenbe. Bennunna AUC meraGonuta N-ae3aikuiIKBeTHanuHa Oblia Ha
18 % menblue.

WccrenoBanus BIMSHUS MPUEMaA MUIIM HAa OMOJOCTYMHOCTh KBETHAIIMHA TOKa3ajlM, YTO TMPHUEM
MM C BBICOKUM COJIEPIKAHUEM JKUPOB MPUBOJUT K CTATUCTUYECKH 3HAYUMOMY YBEJIMYCHUIO
Cmax 1 AUC 1715 KBETHANMWHA ¢ MMPOJOHTUPOBAHHBIM BbICBOOOXKAEHHEM — pUMeEpHO Ha 50 % u
20 % cooTBeTCTBEHHO. [IpreM MUIM ¢ HU3KUM COAEpXKAHUEM >KMPOB HE OKa3bIBaJl 3HAYUMOTO
BiusiHus Ha Cmax 1 AUC kBeTManuua. Pekomenayercs npunumarh npenapar Ksentuakc® CP
OJIMH pa3 B CYTKH OTJEIBHO OT MpHUeMa MUILH.

Pacnpeoenenue

[TpubausurensHo 83 % KBeTHANMHa CBA3BIBAETCS € OETKaMM T1a3Mbl KPOBH.

Memab6onuzm

Vcranosieno, uto uzodpepmenT CYP3A4 sBisieTcss KIIOYEBBIM W30(epMEHTOM MeTabonu3Ma
KBETHAIMWHA, OTOCPEJ0BAHHOIO chucTeMoit utoxpoma P450. N-ne3ankunkseruanus obpasyercs
¢ yuactuem uzodepmenta CYP3A4.

KBeTHanuH ¥ HEKOTOpbIE €ro MeTaboauThl (BKIFOYas N-[e3alKUIKBeTHanuH) obaanaror cnaboii
WHIMOMpYIOIel aKTMBHOCTBIO MO OTHOLIEHUIO K W3odepMeHTaM cucTeMbl LuToxpoma P450
1A2, 2C9, 2C19, 2D6 u 3A4, HO TOIBKO MpPU KOHLEHTpauUuH, B 5-50 pa3 mnpeBbIIAIOLIEH
KOHIIEHTpaL1K, HabmogaeMbie npu 00bIYHO npuMeHsemoit 3¢ dexTuBHoi 103€ 300-800 Mr B
cyTku. OCHOBBIBasICh Ha pe3ylbTaTax WCCIENOBaHWH in vifro, HE CIEAYET OXHWAaTh, 4TO
OJJHOBPEMEHHOE NMpPUMEHEHWE KBETHANUHA C JPYTMMU [pernapataMu TPUBEACT K KIMHUYECKH
BbIDOKEHHOMY  WMHrUOMpoBaHMIO  MeTabonu3mMa  APYrMX  JIEKAPCTBEHHBIX  CPEICTB,

OrocpeIoBaHHOTO chucTeMoi uutoxpoma P450.



Buvigeoenue

[Tepuon nonyswiBenenus (T'2) kBernanuna v N-ae3alKWIIKBETHANMHA COCTABIAET OKOJIO 7 W
12 yacoB cooTBeTcTBEHHO. B cpeaHeM MeHee S5 % MoNsipHOM 03Bl (pakiMu cBOOOJHOTO
KBeTHAnHa U N-JIe3aKUIIKBETHANMHA T1J1a3Mbl KPOBH BBIBOJASTCS Moukamu. [TpubnuzurensHo
73 % xBeTuManuHa BBIBOAUTCH MouykaMu U 21 % — dyepe3 kuiieyHUK. KBeTHAnuH aKTUBHO
MeTaboMu3upyeTcs B TEYeHH, MeHee S5 % KBETMANWHAa He TojABepraeTcs Merabonusmy |
BBIBOJIUTCS B HEW3MEHEHHOM BHJI€ OYKaMU UK Yepe3 KMLIEYHUK.

DapmakoKuHemuKa y paziudHslX 2pynn nayueHmos

Ilon

Paznnuunit papmMakoKMHETUUECKHMX MOKa3aTeneil y My>K4MH U XKEHLIUH He HabmoaaeTcs.
Ilayuenmwr noscunozo eo3pacma

CpenHuit KIMpEeHC KBETHANMHA y MAlMEHTOB MOXUI0ro Bozpacta Ha 30-50 % MeHblie, 4eM y
MalMeHToB B Bo3pacte oT 18 10 65 ner.

Hapywenue ¢hynkyuu novex

Cpeanuit nia3MeHHbIN KIMPEHC KBETHANTMHA CHU)KAETCS MPUOIU3UTENLHO Ha 25 % y MauueHToB
C TOYEYHOW HEJOCTATOYHOCTBIO TSKEIOW CTeneHM (KIMpEeHC KpeaTHMHWHA MEHee
30 ma/mun/1,73m% TIOmMAAM MOBEPXHOCTH Tena), HO MHIAMBUIyalbHBIE MOKa3aTeld KIMpEHca
HAaXOJATCs B Mpejiesiax 3Ha4YeHU, BbISBICHHbBIX Y 3/10pOBBIX J00OPOBOJILLEB.

Hapywenue ¢ynxyuu nevenu

VY nauueHToB C MEYEHOYHOW HEAOCTATOYHOCTHIO (KOMIEHCUPOBAHHBIN alKOrOJbHBIA LUPPO3)
CPEIHU TIa3MEHHBIN KIMpPEHC KBETHANMHA CHWKEH npubimsutensHo Ha 25 %. [lockonbky
KBETHANMH MHTEHCUBHO MeETaboNM3MpyeTcs B TEYEHH, Yy TAlUMEHTOB C MEYEHOUHOMH
HEI0CTaTOYHOCTBIO BO3MOXKHO TOBBIIIEHWE TJIa3MEHHOW KOHLEHTPAalUMU KBETHANMHA, YTO

TpeOyeT KOPPEKIUH T03bI.

IMokazaHus K NpUMeEHEHHIO
e [uzodpenus, Briroyas:
—  NpodWIAKTUKY PELIMIMBOB Y CTAOMIbHBIX MALIUEHTOB.
e bunonspHele paccTpoONCTBA, BKIIKOYAS:
— yYMEpeHHble U TsOKelble MaHWaKallbHble O3MU30/bl B CTPYKType OMIOISAPHOrO
paccTpoycTBa;
—  TSOKEJbIE SMU30/bl IENPECCUU B CTPYKTYpE OUMOIAPHOrO paccTpoONCTBa;
—  NpodWIaKTUKY PpEeUUAMBOB  OUNONSAPHBIX  PACCTPONCTB y  MAalLUEHTOB €
npeamecTryomeil  3GpheKTUBHONW Tepanueld KBETMAlIMHOM MaHUAKaJlbHbBIX WM

JIETIPECCUBHBIX 3IU30/10B B CTPYKTYpE OUMOISIPHOTO pacCTPONCTBA.



e JlenpeccuBHBII 3MU304:
—  KOMOWHHMpOBaHHas Tepamusi TNpH CyOONTUMAlbHOM OTBETE HA MOHOTEPAIUIO

AHTUIACTIPECCAHTOM.

IIporuBonOKa3aHus

e [ Wnep4yyBCTBUTEIBLHOCTH K JIIOOOMY U3 KOMITIOHEHTOB Ipernapara.

e Penko BeTpewaromiascs HacleACTBEHHas HEMEPEHOCMMOCTh TanakTo3bl, AeuIuT
JlaKTa3bl WK TIIFOKO30-TallakTO3Has MaibabcopOuus.

e O/HOBpPEMEHHOE TPUMEHEHHE ¢ MHTMOMTOPaMU CUCTEMBI LIuToXpoma P450, TakuMu Kak
NMPOTUBOTPUOKOBBIE TIpenaparbl TPYNIbl a30JI0B, 3PUTPOMHUIMH, KIAPUTPOMULMH U
Heda3zooH, a TakkKe ¢ MHruOuTOopamu npoteas (cM. pasjaen «BsaumoaencrBue ¢
JPYTUMH JIEKapCTBEHHBIMU CPEACTBAMMY).

Hecmotpst Ha 10, 4T0 3¢deKTUBHOCTL U 6€30MacHOCTh KBETHANMWHA y JAETEH W MOAPOCTKOB B
Bo3pacte 10-17 et w3y4aiuch B KIWHUYECKMX MCCIIEAOBAaHMAX, TMPUMEHEHHWE Tpernapara

Keentuakc® CP y nanumenToB B Bo3pacte 10 |8 1eT He mokasaHo.

C 0CTOpPOXKHOCTHIO

ITpyMeHeHNe Y TIAIMEHTOB € CEPACYHO-COCYUCTBHIMU U 11epeOpOBacKyISPHBIMU 3a00/1EBAHUAMU
WU JIPYTUMH COCTOSTHUSIMH, TIpepacrioyiaraloliiMu K apTepuaibHON TMIIOTEH3UH, IPUMEHEHHE
y MalMEeHTOB MOXWJIOTO BO3pacTa, MeueHOYHass HeJOCTaTOYHOCTh, CYJI0POTH B aHAMHE3E, PUCK

pa3BUTUA UHCYJIbTA U aCﬂManMOHHOﬁ IMTHECBMOHUMU.

IIpumenenune npu GepeMeHHOCTH U B IEPHOJ IPYAHOI0 BCKaPMJ/IMBAHUS

bepemennocme

BezonacHocTh 1 3h(heKTUBHOCTE Y GepeMEeHHBIX KEHIMH He ycTaHoBleHa. [foaTomy Bo Bpems
OepeMEHHOCTH KBETHANUH MOXKHO NPUMEHSATh TOJBKO B TOM Clly4ae, €C/IM OXujaemas ToJib3a
JUTSI MaTEPU OTpaBbIBAET MOTEHUMAIBHBIA PUCK [T IO/,

[Ipy NMpUMEHEHUU AHTUIICUMXOTHYECKUX IIPEnapaToB, B TOM 4YHCIIC KBETHANMHA, B TPEThEM
TpUMECTpe OEPEMEHHOCTU Y HOBOPOXAEHHBIX MOSABIAETCA PUCK Pa3BUTHUS HEXKeJIaTeIbHBIX
peakluii pa3HOW CTENeHW BBIPAKEHHOCTU W JUIMTENBHOCTH, BKIIIOYAs SKCTparudpaMUIHbIC
CUMIITOMBI W/WJIA CHHIPOM «O0TMeHbI». Coo0uanocs 0 Bo30Yyk/I€HUH, TMIIEPTOHUH, TMIIOTOHUH,
TpeMope, COHJIMBOCTH, PECMPATOPHOM AWUCTPECC-CHHAPOME WM HAapylIEHUsX KopmieHus. B
CBSI3M C 3TUM CIIEAYET TIIATEIbHO Ha0MI01aTh 3@ COCTOTHUEM HOBOPOXKIECHHBIX.

Ilepuoo epyonozo eckapmaueanus



Ony61MKoBaHbl cO00IIEHUs 00 IKCKPEUNH KBETHANMHA C TPYAHBIM MOJIOKOM, OJJHAKO CTENEHb
SKCKpELUMM HE ycTaHoBjeHa. JKeHIMHaM HeoOXOAMMO pPEKOMEH0BaTh M30erath rpyaHOro

BCKapMJIMBaAaHUSA BO BpEMs TNpUEMa KBETHUAITUHA.

Cnocob npuMeHeHUs U 103bI

BHyTpb, 0/IMH pa3 B CyTKHM, HaTOWaK (He MeHee ueM 3a | Jac 10 mpuema MuIin).

Tabnerku HEOOXOAMMO TMPOrIaThIBaTh LEIWKOM, HE JEJIUTb, HE pa3kKeBbIBaTb W HE
pa3namMbIBaTh.

B3pocnsie

Jleuenue wuzoppenuu, ymepenHvix U MANCENbIX MAHUAKANGHBIX DNUZ0006 6 CMPYKMype
bunonsipno2o paccmpoiucmea

INpenapar Kpentuakc® CP ciieiyet npuHMMarh He MeHee YeM 3a | yac 10 nprema MHIiy.
CyrouHas 103a JUis NepBbIX 2-X CYTOK Tepanuu coctapiseT: 1-e¢ cyTku — 300 mr, 2-e CyTKM —
600 mr. PexomenjoBaHHas CyTouHas j03a coctaBiaser 600 Mr, oJHAaKO MPU HEOOXOAUMOCTH
MoxeT ObITh yBenudeHa 10 800 Mr B cyTku. B 3aBUCMMOCTH OT KiMHMYecKoro sddekra u
WHIMBUIYATbHOM MEPEeHOCUMOCTH TMALMEHTOM JI03a MOXET BapbUpoBaTh B mpezaenax ot 400 mr
no 800 mr B cyrku. Jlis mojdepXKuBarolei Tepanuu TpH mmM3odpeHuH He Tpebyercs
KOPPEKLIMHU J103bI 10CIIE KYIUPOBaHUS 000CTpEeHUS.

Jleuenue snuz0006 denpeccuu 6 cmpykmype OUnoIapHo20 paccmpoucmea

Ipenapar Ksentnakc® CP ciemyer npunumath nepea cHoM. CyTouHas 103a sl TIEPBBIX 4-X
CYTOK Tepanuu coctamiset: 1-e cytku — 50 mr, 2-e cytku — 100 mr, 3-u cytku — 200 mr, 4-¢
cytku — 300 mr. PekomenjgoBaHHas cytodHas jo3a coctaBiaser 300 mr. B 3aBucuMoctd ot
KJIMHWYECKOro s¢dekra U WHIAMBUAYATbHOM MEPEHOCMMOCTH TMaLMEHTOM /1032 MOXET OBITh
yBenmuena 10 600 mr. TIpenmymecTa npumenenus npenapara Ksentnakc® CP B cyTouHoi#
noze 600 mr, mo cpaBHenuto ¢ 300 mr, He BeIsiBIeHO. [Ipenapar Keentuakc® CP B 103e,
npesbiaroiieit 300 Mr, 10KeH Ha3HAYaThCs BPauoM, UMEIOLIMM OMBIT Tepanuu OMMOJISAPHBIX
paccTpoMCTB.

IIpopunakmuxa peyuousos OGUNONAPHBIX PACCMPOUCME Y NAYUEHMOE C NpeouLecmeyouen
ahhexmuenoil  mepanueil K6eMUANUHOM MAHUAKAIbHLIX UIU  OENPEeCCUBHbIX INU30008 6
cmpykmype bunonapHo2o paccmpoicmea

Jlns npodunakTUKU pelMIMBOB MaHMAKalbHBIX, JAENPECCUBHBIX U CMELIAHHBIX SMU30/0B MpH
OMMOJIIPHBIX PacCTPOMCTBAX MALMEHTaM C TMOJOXKHUTEIBHBIM OTBETOM Ha JIEUEHHUE TpenapaToM
Kgentuakc® CP cieayeT nmpojomkaTh Tepanuio B TaKOM e CyTOYHOM J03€, Kak W B Hayaje
tepanuu. Ilpenapar Keentuakc® CP cneayer npuHumarh nepea cHoM. B 3aBucumocT OT

KIMHWYecKoro 3¢ dexTa ¥ WHAMBUAYAIBHON MEPEHOCUMOCTH MALMEHTOM CYyTOYHAS 10338 MOXET



BapbHpoBath B npejesnax ot 300 mr go 800 mr. Jlns mopaepkuBaroiien Teparnui peKOMEHIyeTCs
MPUMEHSATh MUHUMAaIIbHYIO 9pdeKTUBHYIO 103y npenapara Keentuaxc® CP.

Kombunuposannas mepanus 0enpeccusHozo >nu300a npu cybonmumaibHOM omeeme HA
MOHOMEPANUIo aHMUOenpeccaHmom

Ipenapar Ksentnakc® CP  cnemyer mnpunumarh neped cHom. CreayeT NpUMEHATh
MUHUMaTBHYIO 5(@eKkTuBHYIO 103y, HauuHas Ttepanuio ¢ 50 Mr B cytku. CyTtouHas 1032
cocraBnsieT: 1-e u 2-e cyTku — 50 mr, 3-u u 4-¢ cytku — 150 mr. YBenuuenue 103bl co 150 mr B
cytku g0 300 Mr B CYTKM JOJDKHO OCHOBBIBATHCS Ha WHAMBHIYalIbHOW OLICHKE COCTOSHMSA
naiuenTa. [Ipy TNpUMEHEHHWW BBICOKMX J03 Tpernapara MOBHIIIACTCS PUCK BO3HMKHOBEHUS
HeXeNlaTebHBIX peaKUuii.

Ilepe6od ¢ npuema keemuanuna 6 popme mabnemox ¢ ObICMpLIM 6bIC6000NHCOCHUEM HA NPUEM
npenapama Keenmuarc® CP

JIna yao6cTBa mpuMema MalMEHThI, B HACTOSLIMA MOMEHT MOJy4arollMe ApOOHYIO Tepanuio
KBETHAMHOM B (opMe TabJIETOK OBICTPOro BHICBOOOXKICHUS, MOTYT OBITH TEPEBEAECHBI Ha
[IpYEM Ipernapara Kgentuakc® CP onuH pa3 B CyTKH B J103€, SKBUBAJICHTHON 00LIEH CYTO4YHOI
J103¢ KBeTHanuHa B opme TablIeTOK OBICTPOrO BHICBOOOXKAECHUSA. B OTAEIBHBIX CilydasX MOXET
MOHAA00UTHCS KOPPEKLMS 103bI.

Hayuenmor noxcunozo eozpacma

Tak e, KaKk W Jpyrde HEUpPOJIENTUHYECKHE CpPEJICTBa, Mpenapar Keentnakc® CP criemyer
IIPUMEHSATH C OCTOPOIKHOCTBIO y MAMEHTOB MOXUIIOr0 BO3pacTa, 0COOCHHO B Hayaje Teparnuu.
Toxbop >ddexTurHOM 10361 npenapata Keentuakc® CP y NMaumeHToB TOXMWIOrO BO3pacTa
MOXeT OBITh MEJUIEHHEE, a CyTOYHasl TeparneBTUYECKas 033 HWXKE, YEM Y MAllMEHTOB MOJIOA0I0O
Bo3pacta. CpeHuUil M1a3MeHHBI KJIMPEHC KBETHANKHa y NMalMeHTOB MOXKKI0ro Bo3pacra Ha 30-
50 % HWXKe, YeM Yy TAlUMEHTOB MOJOJOr0 BO3pacTa. Y TALMEHTOB IMOXHUIOr0 BO3pacTa

HavaJlbHass /Jo03a I[periaparta KBCHTVIaKC®

CP cocraBnser 50 wmr B cyTtku. J{o3y MOXHO
yBeJIMYuBaTh Ha S0 Mr B CyTKH J0 JOCTHXKEHUS dS((EKTUBHOM 103bl, 3aBUCAIIEH OT
KJIMHUYECKOTO OTBETA U MHAMBHUYalIbHON MEPEHOCUMOCTH Tpernapara naiueHTOM.

V nauMeHToB MOXWJIOro BO3pacta ¢ JCMPECCUBHBIM 3MM30/10M 7103a Ul NEPBBIX 3-X CYTOK
Tepanuu coctasiser S0 Mr B CyTku ¢ yBenudeHuem 10 100 Mr B cyTkH Ha 4-€ cyTKH U 10 150 mr
B CyTKM Ha 8-¢ cyTtku. ClieflyeT NMpUMEHSTh MUHUMAlbHYIO 3(QEKTUBHYIO 103y Ipenapara,
HauuHas JiedeHue ¢ SO Mr B cytku. B ciyuae HeoOXoAMMOCTM 103y Mpenapara MOXHO
yBesm4uTh 10 300 Mr B CyTKH, HO HE paHee 22-r0 JHS Teparnuy.

Iayuenmsi ¢ Hapywenuem pyHKyuu novex

JIis MalMeHTOB ¢ MOYEYHOM HE0CTATOYHOCTBIO KOPPEKLIMU 103kl HE TpebyeTcs.

Ilayuenmvi ¢ napywenuem ynkyuu nevenu



KBeTranuH MHTEHCMBHO MeTaboM3UpyeTcs B MevyeHu. BenecTBie 3Toro cieyer cobmoaaTh

OCTOPOXKHOCTL MPH TpuMeHenun npenapata Keentuakc® CP y nauueHTOB ¢ NE4EHOUHOM

HE/I0CTaTOYHOCTBIO, OCOOEHHO B Hayajge Tepanuu. PekoMeHAyeTcs HayuHaTh TEparuio
®

npenapatoM Kentuakc™ CP ¢ 10361 50 MI B CyTKM ¥ yBETMUUBATH 103y €XeJIHEBHO Ha 50 Mr 10

nocTrxkeHus 3G dekTuBHOM 10351

ITo6ounoe aeiicTBHE

[IpumeHenne KBeTHAnWHa, Kak W JIPYIMX aHTUIICUXOTHYECKUX TIPEnapaToB, MOXET
COTMPOBOXKIAThCS YBEJIMYEHUEM Macchl Tella, OOMOpOKaMM, DPa3BUTHEM 3JI0KAYE€CTBEHHOTO
HEeWpOJIeNTUYECKOr0 CUHAPOMA, JIEHKONIEHUH, HEUTPONIEHUH U NepudepruIecKuX OTEKOB.
HaubGonee wactele HexenatelbHble peakuMd  kBetuanuHa (> 10 %):  coHIMBOCTS,
TOJIOBOKPY)KEHHME, TOJIOBHas 0O0JIb, CYXOCTb CIM3MCTONH O0OOJOYKM MOJOCTH pTa, CHHIAPOM
«OTMEHBI», TMOBBILIEHUE KOHUEHTPALMK TPUTIIMLEPUIOB, MOBBIILIEHUE KOHLEHTpaLMU oOuero
XoJjiecTepuHa (rJIaBHBIM 00pa3oM XoJieCTepuHa JIMNonpoTenaoB HU3Koi ruiotHocTr (JITTHIT)),
CHW)KEHUE KOHUEHTpAaLMMU XOJIECTEpUHA JMUNONpPOTeU0B BbicOKOM r1uiotHocTH  (JITIBII),
YBEJIMUYEHHUE MACCHI TeJla, CHUKEHUE KOHLIEHTpalMU reMoriaobuHa.

YacTtoTa HexenaTelbHbIX peaKklUMid NpUBEAEHAa B BUJE CIEAYIOIIEH Ipajaldu: OYEHb 4acTo
(> 1/10), yacto (ot > 1/100 mo < 1/10), neuacto (ot > 1/1000 mo < 1/100), peako (ot > 1/10000
10 < 1/1000), ovenp peako (< 1/10000), wactota HeuzBecTHa (HE MOXET OBITH OllEHEHa Ha

OCHOBE UMCHOIIIUXCH JlaHHle).

Knacc cucrembl HexenareabHas peakuust

OpraHoB

Hapywenus co cmoponbl Kposu u 1umgamuieckoil cucmembvl

OueHb YacTo CHuxKeHue KOHUCHTpaluu FCMOFIIOGHH323

1,25 22

Yacto Jleiikonenus*, cHIKeHME KOMYeCTBa HEWTpohuIoB' 2, MoBBIIIEHHE

KOJIMYECTBA 303I/IH0(1)1/U]0824

Heuwacro TpomGonuTONEHN s, CHIKEHHWE KOMYECTBA TpoMGoMTOB'*
Penko Arpanynouutos’’

Yacrora Heitrponenus’

HeU3BecTHa

Hapywenus co cmoponbl ummynHou cucmembl

HeuacTto Peakiun FUNEPYYBCTBUTCIIBHOCTH

OueHsb peaxo AHaduIaKTHIECKHE peaKiuu®

Hapywenusi co cmopoHsl 3HOOKPUHHOU cUCmeMbl




Yacro I'unepnponakTuneMus'®, cHIKeHMe KOHIIEHTpaIUK 061Iero 1
cBo6oiHOr0 THpokcuHa (T4)?, cHIKeHue KOHIEHTpaIMK 061IEro
TpuitoaTuponnna (T3)%°, noBkIIeHNHe KOHIIEHTPALIMH THPEOTPOITHOTO
ropmona (TTT)?° B nnasme kpoBu

Heuacto CHMKeHWe KOHIeHTpaimu cBoboHoro T3

Ouenb peako

CHH}IPOM HEaJeKBAaTHOM CCKPCUUN AHTUANYPETUYECCKOTO rOpMOHA

Hapyutenwz CO CMOpPOHbL obmena eewecme U numaHus

OueHb YacTo

TToBBIIIEHYE CHIBOPOTOUHBIX KOHLEHTpauuii Tpurauuepuaos”!!, obmero
xoJjecrepuHa (r1aBHbIM 00pa3oM, XoJlecTepUHa JUMONPOTEHI0B HU3KOM
nnotHoctn  (JITTHIT))''2,  chHukeHme CHIBOPOTOUHOH KOHLEHTpALMUH

XONecTepuHa  NMMONPOTEHIOB  BhicOKo#  minotHoctn  (JITIBIT)M'E,

YBEJIMUEHUE MACChl Tesla’

Yacro

TToBBILIEHME ANTIETUTA, THIEPTINKEMHUS

Heyacto

29 6

I'unonarpuemus®’, caxapHsiii anaber’-

Hapywenus ncuxuxu

YacTo HeoObIuHbIE M KOIIMAPHbIE CHOBUICHMUS, CYHULIMIAbHBIE MBICIH U
noBejieHue !
Penko ComHaMOy/IM3M U CBA3aHHBIE C HUM SIBJICHHS

Hapywenus co cmoponul nepenoii cucmembl

O4eHb 4acTo Tonosoxkpysxenue*!7, ronosnas 601w, connupocts!’
Yacto Juzaptpus, o6mopok'*!7, skcrpanupamuanbie cummromb '
Heuacto Cynoporu', cHHIpOM «OecTOKOHHEBIX HOTY», TIO3IHAS JUCKHHEe3Us

Hapywenus co cmoponwl opzana 3penus

Yacro

HeueTkocThb 3pC€HUA

Hapywenus co cmoponwl cepoya

Yacto Taxuxapaus ', omymenue cepaneuenns '’
Heuacro V nnmnenue untepsana QT3 6paxukapans®®
YacroTa Kapavomuonatus, MUOKapaAUuT

HEW3BECTHA

Hapywenus co cmoponwi cocyoog

Yacto

OptocTtaTtnyeckas runotensus’ -+’

Penko

Beno3suas TpoM603MGonus’

Hapywenusi co cmoponbvl ObixamenvbHou cucmemsl, Opeano8 2pyOHOU KNemKU U cpeodocmenus

Yacto

Onpimka'?, PUHUT
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Hapymeuwl CO CMOPOHBbL olceﬂy()ouno-Kumeunoeo mpaxkma

OyeHb 9acTo

CyXoCTb CIIM3UCTOM 000JI0YKH MOJOCTH pTa

Yacto Jlucnencus, 3anop, ppota’!

Heuacro Jucdarus'S

Pejiko [TaHKpeaTUT, KUlIeYHas HEMPOXOANMOCTh/UIIEYC
YacroTa Bezoap®!

HEU3BECTHA

Hapywenus co cmoponel nevenu u sicenuegvl8o0Auux nymeil

Yacto [ToBbieHue aKTUBHOCTH aJlaHWHaMUHOTpaHcepasbl (AJIT)},
MOBBIIICHHE AaKTUBHOCTH acnapratamuHoTpancoepassl (ACT)?, ramwma-
rayramuntpancnentuaassl (ITT)? B nnasme kposu

Penko Kentyxa®, renatut (c xenTyxoit nim 6e3 xentyxu)®

Hapywenus co cmoponvl K0diCU U NOOKOICHBIX MKAHEU

O4eHb peako

6 6

AHTHOHEBPOTUUECKHIA 0TeK”, cuHapoM CTuBeHca-J/[KoHCcOHaA

Yacrtora

HEU3BECCTHA

Tokcuyeckuii anuaepMaIbHbIA HEKPOIU3, MYIbTU(HOPMHAs SpUTEMA,
OCTpBIN FeHEPAIM30BAHHBINA JK3aHTEMATO3HBIN ITYCTYJIE3, JIEKAPCTBECHHAS
peakius ¢ 303uHOGWINel U cucTeMHBIMU NposiBieHUssMU (DRESS-

CHHPOM), KOXKHBIH BaCKyJIUT

Hapymeuu}z CO CMOpPOHbL CKeNemHO-MbIULEYHOU U COeOUHUMEIbHOU MKAHU

OueHb peako

PabgomMuonus

Hapywenusi co cmoponbl novex u Mo4egvl800auux nymeil

Heuacto

3ajep)KKa MOYHU

Eepefweuuocmb, nowzepodoebte u nepuHamdajlbivle COCMOAHUSA

YacrtoTa

HEU3BCCTHA

CHHIPOM OTMEHBI» Y HOBOPOXKICHHBIX>S

Hapyzaesz CO CMOPOHBL NOJI0BbIX OPcAHO8 U MONIOYHOU Jicelle3bl

Heuacto

CekcyanbHas 1ucHyHKUMA

Penko

[Tpuanusm, rajakropes, MPUITYXJIOCTh MOJTOYHBIX XKEJE3, pacCTPONCTBA

MEHCTPYaJIbHOTO LIMKJIA

Obwue paccmpoiicmsa u HapyuieHusL 6 Mecme 66e0eHUs

OuyeHb yacTo

CHH}IpOM ((OTMCHBI))1’10

Yacro He3HauuTeIbHO  BbIp@KEHHas  acTeHWs, MepudepuvecKkue  OTEKH,
pa3ApaXUTEILHOCTB, JINXOpaaKa
Penko 310Ka4eCTBEHHbIA HEHPOIENTUYECKUH CHHJIPOM!, TUTIOTEpMHS
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Jlabopamopnvie u uncmpymenmanvivie OanHbie

Penko

IToBbimenune aktuBHOCTH KpeatuHpochokunazsl (KOK) B mnazme

kposu'®

10.

11.

12.

CwM. pazzen «Ocolble yKazaHus .

CoHAMBOCTH OOBIYHO BO3HUKAET B TEUEHHUE MEPBBIX 2-X HEAEIb MOCIe Havyana Teparnuu u,
KakK MpaBuJI0, pa3pelaeTcs Ha GoHe MpOoA0IIKAIOLErocs npueMa KBeTHanuHa.

Bo3moxHO GeccuMnTOMHOE TOBBIIEHHE (> 3 pa3a OT BEpXHEHW TpaHUIBI HOPMBI TPH
onpeaenenuu B noboe Bpems) aktuBHocTH ACT, AJIT u I'T'T B chiBOpoTKe KpOBH, Kak
npaBuiio, obpaTuMoe Ha (poHe MPOAOJIKAIOLIETOCS TpreMa KBeTHaIHHa.

Kak ¥ apyrve aHTUIICHXOTHYECKHE TpenapaTsl ¢ 01-aApeHOOIOKUPYIOIUM JAEHCTBUEM,
KBETHAIMH YacTO BbI3bIBAET OPTOCTATMYECKYIO TMIOTEH3UIO, KOTOpas CONPOBOXKAAECTCS
FOJIOBOKPY)KEHUEM, TaXWKapJWei, B HEKOTOPBIX ClydasXx — OOMOpPOKOM, OCOOEHHO B
Hayvase Teparnuu (cM. pazjen «Ocobble yKazaHUs»).

OTmeueHbl OYEeHb pelIKhe cllyyan 000CTpeHUs caxapHoro auabera.

OueHka 4YacTOThl JaHHOW HEXeNaTelbHOW peaklUMH T[POBOAMIACE HAa OCHOBaHUM
pe3yJIbTaToOB MOCTPErUCTPALIMOHHOTO HAOIIOIEHUS TIPUMEHEHUS KBETHAIIMHA.
[ToBbIllIEHHE KOHIEHTpAllMM TJIFOKO3Bl B TUIa3Me€ KPOBM Haromak > 126 mr/an
(> 7,0 MMONIB/TT) MM KOHUEHTPALMKM TJIOKO3bl B TJIa3M€ KPOBU TMOCJIE NpHUeMa IMULIH
>200 mr/an (> 11,1 MmMob/m) XOTs ObI TPU OJTHOKPATHOM OIPEACICHUHU.

Bonee BricoKas wactora aucharuu Ha (GoHE KBETHANMWHA 10 CPaBHEHMIO ¢ Miauedo Obuta
OTMEYEHA TOJILKO Y MalUEHTOB C JETIPECCUEN B CTPYKTYpe OUITOISPHOrO paccTpoicTBa.
[ToBbItieHne ucxoaHoi Maccel Tena Ha 7 % w Gonee. B OCHOBHOM BO3HMKaeT B Hauale
TEparuu y B3pOCIIbIX.

[lpn wu3yueHMM CHHApPOMA «OTMEHBI» B KPAaTKOCPOYHBIX MJ1a1e00-KOHTPOIUPYEMBIX
KJIMHUYECKUX WCCIIEJOBAaHUSX KBETHANMHA B PEXMME MOHOTEpanvu ObUIM OTMEYEHBI
CIIE/IyIOIIME CHUMNTOMBI: OECCOHHMIA, TOIIHOTAa, TOJOBHas O0oab, Juapes, pBOTa,
rOJIOBOKPY)KEHUE U pPa3paKUTEeNbHOCTh. YacToTa CHMHApPOMA «OTMEHBI» CYLIECTBEHHO
CHMKasIach yepe3 | Hezento rnociie npekpaiieHus npuemMa KBeTHarnuHa.

[ToBbilleHWE  KOHUEHTpauuu Tpuramuepuao > 200 mr/mn (> 2,258 mmone/n)  y
nmauueHToB > 18 et wim > 150 mr/an (> 1,694 mmone/n) y nanuenToB < 18 net, xots 66
MIPY OJTHOKPATHOM OIIpE/IE/IEHUH.

[ToBbillIeHHE KOHLEHTpALMK 00Ilero xonectepuHa > 240 mr/an (> 6,2064 mmons/n) y
nmaueHToB > 18 et wau > 200 mr/mt (> 5,172 mmonb/n) y maureHToB < 18 ner, xots Obl
Mpyd OJHOKpPAaTHOM onpeaeneHuH. OueHb YacTO OTMEYEHO IMOBBILIEHUE XOJIECTEPHHA

JITTHIT > 30 mr/an (> 0,769 mmonb/n), B cpeasem — 41,7 mr/mn (= 1,07 mMonb/n).
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13.
14.

15.

16.

17.

18.

19,

20.

21

22,

23

CM. 1anee no TeKCTy HHCTPYKIMH.

CHwkeHHe KonuyectBa TpoMbouutoB < 100 x 10%/n, xors O6bl NpU  OJAHOKPATHOM
OTpEeAEICHUHU.

be3 cBA3M €O 3710KAYECTBEHHBIM HEHPONENTUYECKUM CHHApOMOM. [lo JaHHBIM
KJIMHUYECKMX UCCIIEI0BAHUM.

[ToBbIieHne KOHIEHTpalu1 MpOoJaKTUHA y nagueHToB > 18 ner:
> 20 mkr/n (= 869,56 nmoune/n) y MmyxuuH, > 30 mxr/n (> 1304,34 nMob/1) y KEHIIUH.
MoskeT NpUBOAMTE K MaJCHUIO.

CHmxenne konueHtpauuu xonectepuna JITIBIT <40 mr/an (< 1,03 Mmone/n) y MyX4uH U
<50 mr/an (< 1,29 MMOnIb/1T) y KEHIUIMH.

JlanHble  HeXenaTelbHBIE peakMM YacTo OTMeYald Ha (oHe TaxXWKapIuH,
FOJIOBOKPYKEHHS, OPTOCTATUYECKOW TUMOTEH3MM W/MIM COMYTCTBYIOUIEH MaTOJIOTUU
CEp/IEYHO-COCYAUCTOM WIIN JIbIXATEIbHOW CUCTEMBI.

Ha ocHOBaHMM NOTEHUMANBHO KIWHUYECKHM 3HAYMMBIX OTKIOHEHWH OT HOPMAlbHOTO
MCXOJHOIO COAEp)KaHMUs, OTMEYEHHBIX BO BCEX KJIWHUYECKUX HUCCIIEJOBaHUSIX.
N3menenuss koHueHtpauuu obmero TupokcuHa (T4), cBobGoanoro T4, obmero
tpuioaruponuHa (T13), ceoboanoro T3 go 3navenuit < 80 % oT HUKHEH IPaHULIBI HOPMBI
(mMonw/n) mpu onpexaeneHun B aob0oe Bpems. M3menenue konuentpauuu TTI >S5
MMEn/n npu onpeaeneHnu B mo6oe Bpems.

Ha ocHOBaHMM TMOBBIIIEHHOW YacTOTHl BO3HMKHOBEHMS PBOTHI Y MAllMEHTOB MOXHJIOIO
BO3pacra (> 65 ner).

B KpaTKOCpOUHBIX KIMHUYECKHX MCCIEJIOBAHUSAX MOHOTEpANUM KBETUAMIMHOM Y
NMAalMEHTOB € KOJMYECTBOM HEHTpoduioB 10 Hayana tepanuu > 1,5 x 10%/1 cnyuam
HeiTponenun (koiuuectBo HelTpodumos < 1,5 x 10%/1) otmeuenst y 1,9 % narmeHTos B
rpynmne kBetuanuHa npotuB 1,5% B rpynne muane6o. CHMXKEHUE KOJIMYECTBA
Heiitpopunos > 0,5, no <1,0x 10°/n ormeyanocs ¢ wactotoii 0,2% B rpynmne
KBeTHanuHa u riane6o. CHukeHne KoudecTna HeiTpoduios < 0,5 x 10%/1 xots 66l nipu
OJIHOKpaTHOM orpeaeneHun otmeueHo y 0,21 % mnauueHToB B rpynre KBETHANUHA
npotus 0 % B rpymnne riane6o.

CHumxenue remoryioduHa < 13 r/an y Myx4uuH ¥ < 12 /a1 y >KEHIIMH, XOTs OBI TNpH
OJIHOKPAaTHOM oOrmpeJeneHun, otMedaiock y 11 % nauventoB Ha ¢oHe npuema
KBETHAlMHA BO BCEX KJIMHWUYECKHUX MCCIIEJOBAaHUAX, BKIIOUAs UTMTENIBHYIO Teparnuio. B
KPaTKOCPOYHBIX TUIae00-KOHTPOIUPYEMBIX HCCIIEAOBAaHUAX CHU)KEHWE KOHIIEHTpalUuu

remornobuHa < 13 r/an y Myx4uH U < 12 /a1 y JKEHIIUH, XOTs Obl MPU OJHOKPATHOM
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OMpeJIeIeHnn, oT™Meqallock y 8,3 % nauueHToB B rpyrnine KBETHANWHA M0 CPAaBHEHHIO C
6,2 % B rpynne niaaue6o.

24.Ha OCHOBaHWUM TMOTEHUUATBHO KIMHUYECKM 3HAYMMBIX OTKIOHEHWH OT HWCXOIHO
HOPMaJILHOTO YPOBHS, OTMEYEHHBIX BO BCEX KIMHUYECKUX HccieaoBaHusX. [ToBbieHue
KoJIMuecTBa 503uHO(GUI0oB > 1 X 10°/1 npu onpeseneHnu B moboe BpeMms.

25.Ha ocCHOBaHMM TOTEHUMAIBHO KIMHMYECKM 3HAYMMBIX OTKJIOHEHHH OT MCXOIHO
HOPMaJIbHOTO YpPOBHSI, OTMEUEHHBIX BO BCEX KJIMHMYECKMX HccieoBaHUsX. CHUKEHUE
KOJIM4eCcTBa JieikounToR < 3 x 10%/1 npu onpeieneHnn B moboe BpeMms.

26. MoxxeT pa3BUTBCS B MOMEHT WJIM BCKOpE MOC/I€ Hayaia Teparmud W COMpPOBOXKIATHCS
apTepualbHON TUNoTeH3ue u/unm obMopokom. Yactora ycraHOBIEHAa Ha OCHOBaHUU
cooOIEHnit 0 pa3BUTHM OpaJMKapAuU W CBSI3aHHBIX HEXENATEILHBIX peakKlHii BO BCEX
KJIMHUYECKUX UCCIIEIOBAHUSIX KBETHAITMHA.

27.Ha OCHOBaHMM OLEHKH 4YacTOThl Yy TMalUMEHTOB, MPUHUMABLUIMX YYacTHE€ BO BCEX
KIWHUYECKUX  UCCIICAOBAHUAX KBETHANMHA, Yy KOTOPBIX OTMeYalach  TshKenas
Heiitponenus (< 0,5 x 10%/11) B coueTanuu ¢ UHGEKUUAMH.

28. Cwm. pazzen «lIpumenenune npu 6epeMEeHHOCTH U B IEPHOA TPYAHOTO BCKAPMITUBAHHSY.

29. UsmeHeHne KoHUEHTpauud OT > 132 Mmone/n o < 132 MMosib/1 XoTs OBl TIpH
OJHOKPATHOM ONpE/EICHUHU.

30. Yacrora uamenenus untepaia QTc ot <450 mc 10 > 450 Mc ¢ yBenuueHuem Ha > 30 Mc.
B mi1anebo-KOHTpOIMpYEeMbIX MCCIIEOBAHUAX KOJMUYECTBO TMAIMEHTOB, Y KOTOPBIX
OTMEUYEHO KJIMHUYECKH 3HayMMoe yBenuuyeHue uHTepBaia QTc, OBIIO HMCXOAHBIM B
rpynmnax KBeTHanuHa u miane6o.

31. OTmeueHO TONBKO MpH niepe1o3upoBke (cM pazaen «llepero3upoBkay).

Vanvnenue untepsana QT, xenynoukoBas apuTMHs, BHE3alHas CMEpPTh, OCTAHOBKA Cepjla
JABYHAIIpaBJI€HHAs O KETYJAOYKOBas TaXWUKapAus CYUTAIOTCS HEXKEIaTeIbHBIMU PpEeaKIUsIMHU,
NPUCYLIMMHU HEUPOJIENTUKAM.

Jemu u noopocmxu (6 éozpacme om 10 0o 17 nem)

V nereli M MOAPOCTKOB BO3MOXKHO pa3BUTHE TeX )K€ HEXKENAaTebHbIX peaklUuid, 4To U Y
B3pOCIIBIX TMAlMEHTOB. B Tabnuue npuBedeHbI HeXelnaTelbHbIE peaklUd, KOTOpbie HE ObUM
OTMEYEHBI Yy B3POCI/IbIX MMALMEHTOB, WM K€ 4Yalle OTMEYaluch Yy JeTed W MOAPOCTKOB (B
Bo3pacte 10-17 ner) no cpaBHEHUIO CO B3POCIBIMU MallUEHTAMHU.

YacTtoTa HexenaTelbHbIX peaklUMi NpUBEJEHa B BHJE CIEAYIOUIeH IpaJalMu: OYeHb YacTo
(= 1/10), gacro (ot > 1/100 mo < 1/10), Heuacto (ot > 1/1000 mo < 1/100), peako (ot > 1/10000
10 < 1/1000), ouenp peako (< 1/10000), yacrora Heu3BecTHa (HE MOXET ObITh OllCHEHA Ha

OCHOBE UMCHOIIIUXCH HaHHBIX).
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Hapywenus co cmoponsl 5H00Kpuntoi cucmemol

OueHnsb yacTo TToBbIEHUE KOHIEHTPALMK NPOTaKTHHA' B M1a3Me KpoBH

Hapymeuuﬂ CO CMOpPOHbL obmena sewecme u NUMAaHus

OueHb YacTo [ToBeIlIEHWE ATMETHUTA

Hapywenus ncuxuxu

Penko CoMHamOyI13M U CBSI3aHHBIE C HUM SIBJICHUS

Hapywenus co cmoponel nepsHoi cucmembi

Yacto O6Mmopok

Hapywenus co cmoponwl cocyoos

OueHb yacTo TToBbIlIEHHE apTEPHATLHOTO J1aB/ICHHS

Hapywenus co cmoponul Obixamenvioi cucmemvl, Op2anos 2pyoHotl K1emku U cpedocmeHus

Yacto Punur

Hapywenus co cmoponul siceny0ouHo-kuuieyHo2o mpakma

OueHb 4acTo PBoTa

1. TloBbllleHWE KOHUEHTpAaUMM TMpOJIaKTUHA y mnaugueHToB < 18 ner: > 20 mkr/n
(> 869,56 nMonB/) y MaUMEHTOB MYXCKOro mosa, > 26 wmkr/n (> 1130,43 nMons/n) y
MAalMEeHTOB JXEHCKOro mona. Menee yem y | % naiMeHTOB OTMEHYaloCh MOBBIMIEHHUE
KOHLIEHTpauuu nponaktuHa > 100 mkr/n (4347,8 nMounb/n).

2. TloBbllleHHWE apTepualbHOTO JaBJICHWS BBIIE KJIWHWUYECKH 3HAYUMOTO Mopora
(apantupoBano 1o kputepusM HauumonansHoro Muctutyra 3poposbs, CIIA — National
Health Institute) unu noeimenue 6osee yem Ha 20 MM pT. CT. AJSE CUCTOJTMYECKOTO, WU
Oosnee yem Ha 10 MM pT.cT. JUIS JMACTOJIMYECKOTO [aBJICHHS IO JaHHBIM JBYX
KpPaTKOCpOUHbIX (3-6 Henenb) miauebo-KOHTPOIMPYEMBIX HCCIEIOBaHUA y JeTeid u

MOAPOCTKOB.

Ilepeno3upoBka

Cumnmomvl

Coofumanoce 0 JeTaJbHOM MCXoJe Tpu mnpuemMe 13,6 KBeTHanuHa Yy MAalMEHTa,
Y4YacTBOBABILIETO B KJIMHUYECKOM HCCIICIOBAHUM, @ TAKXKE O JIETAILHOM MCXOJ€ Tocie rnpreMa
6 r KBeTManuHa MPH TMOCTPETUCTPAMOHHOM H3Yy4YEHWM TMpenaparta. B To ke BpeMs omnucaH
clly4aii npuemMa KBeTHanuHa B 103e, npessiuatouieid 30 r, 6e3 1eTalbHOro KCXoa.

Wmerotest coobiienus 0 KpaiHe peIkuX cliydasx Mepeo3UpoBKU KBETHAINTMHA, TPUBOIUBIINX K

yutMHeHuto unTepBasa QTc, cmMepTi U KoMme.
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VY NaluMeHTOB C TSKETBIMU CEPICYHO-COCYMCTHIMU 3a00JIEBAHUSMU B aHAMHE3E PUCK PA3BUTHS
noOouHbIX 3¢ deKToB Mpu Nepeao3upoBKE MOXKET yBeluuuBathbes (cM. pazgen «OcoOble
YKazaHus»).

CHUMNTOMBI, OTMEYEHHBIE TPU TNEPEJO3UPOBKE, B OCHOBHOM ObUIM CIIEACTBMEM YCUIIEHUS
M3BECTHBIX (hapMakoIoruyeckux 3(GekToB KBETHANWHA, TAKMX KaK COHJIMBOCTb M CeAaLus,
Taxukapaus, cHikenue AJl v antuxonuHepruyeckue sddekrer. Takxke umerorcs coobmeHus o
eIMHUYHBIX CTydasX MepeJo3UMpOBKU KBETHANUHA, MPUBOAUBLIMX K pabaoOMHOIN3Y, YTHETEHUIO
JBIXaHWsl, 33/1epPXKKE MOUH, CTYTAaHHOCTH CO3HAHUS, Opely U aXUTaL1H.

Jleuenue

Cneuuduueckux aHTUAOTOB K KBETHANWHY HET. B cnyvasx TsKelOd MHTOKCUKALMMU CIEAYeT
MOMHHUTE O BO3MOXHOCTH TEPEI03UPOBKM HECKOJIBKUMM JIEKApCTBEHHBIMM TIperapaTaMu.
PexoMeHyeTcst NpOBOAUTL MEPOTIPUATHUS, HAMPAaBIEHHbIE HA MOAEpKaHUE QYHKIHMU IbIXaHUS
1 CEpAECYHO-COCYIMCTOM CUCTEMBI, OOECTeYeHUE aIeKBATHOW OKCUT€HALIMU U BEHTUIISALIMH.
BeiM onucaHbl ciiyyau NpUMeHeHUs (GU30CTUIMUHA B 03€¢ 1-2 M Ha (OHE HENpepbIBHOTO
MOHHUTOpUHTra 3nekTpokapauorpammbsl (DKI') y mauueHToB € AenupueM, BO30YKAEHUEM U
SIBHBIM @aHTUXOJIMHEPTHUECKUM CHHIPOMOM.

B ciyyae BO3HUKHOBEHHs pedpakTepHON apTepuaTbHOW TMIOTEH3UM TPHU TEPeA03UPOBKE
KBETHAINMWHA JIeYEHHUE CIIeIyeT OCYLIECTBIIATh MyTeM BHYTPUBEHHOIO BBEACHUS KUAKOCTH H/UIU
CUMIAaTOMUMETUYECKUX TpenapaToB (He clielyeT Ha3HayaTh SMMHEPPUH U IOMTAMUH, TTOCKOJIBKY
CTUMYJISILIMS  [-aJpeHOPELENTOPOB MOXET BBI3BIBATH YCHJICHHE CHW)KEHHS apTepUalbHOro
NaBleHus Ha GoHe O10Kabl (-aiPEeHOPELETITOPOB KBETHAITUHOM).

B cnyyae nepefo3UpoBKH KBETHATMHOM MPOJOHTMPOBAHHOTO AEHCTBUS MOXET HalitoJaThes
OTCPOYEHHBIN MUK CeJalllu, MUKOBBIA MYJIbC U JJIUTEIbHOE BOCCTAHOBIEHUE MO CPABHEHUIO C
nepe03upPOBKOI KBETHANWHA HEMEJIEHHOTO BHICBOOOXKACHUS.

[TpoMbiBanue xenyaka (rmociae WHTYOAalMM, €clM MauueHT 0Oe3 CO3HaHWs) U NPUMEHEHUE
aKTMBUPOBAHHOTO yris M claOUTENbHBIX CPEACTB MOXET CrocoOCTBOBAaTh BbIBEAECHUIO
HeabcopOMPOBAaHHOTO KBETHAINWHA, OJJHAKO () (HEKTUBHOCTH 3TUX MEp HE MU3yYeHa.

[TpucranbHoe MeAMUMHCKOE HAONFOJEHUE JOKHO MPOJOJIKATHCA [0 YIy4IIEHUsS COCTOSHUS
MalMeHTa.

[Tepeno3upoBka  KBETHANIWHOM  TPOJIOHTHPOBAHHOTO  JEMCTBUS  MOXET NPUBECTH K
dopmupoBaHuto Oe3zoapa JKenyjaka; Ul JalbHe#lneid TaKTUKM  BEAEHUS NalMeHTa
PEKOMEHJIyeTCsl COOTBETCTBYIOUIAas AWarHocTHdeckas BU3yanu3auus. PyTMHHOE NpoMbIBaHHE
XKenyJaKa /Ui yaaieHus 6e3oapa MoxeT ObITh HedhheKTHBHO BBUIAY KaMeAenoAoOHOM TUNKOMA
KOHCUCTEHLIMM Macchl. DHJOCKOMMYEcKoe yjaieHue ¢apmakobe3oapa ObLIO  yCHEWIHO

BBITIOJTHEHO BO MHOTHX Clly4asx.
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B3aumojeiicTBHE ¢ APYrHMH JIeKapCTBEHHBIMH CpPeICTBAMH

Crneayet cobmroaaTh OCTOPOKHOCT TPH OJJHOBPEMEHHOM NIPUMEHEHUHM TIpenapara KBeTHaIlnHa
C JPYrMMH TIpernapaTtaMi, BO3JIECHCTBYIOIIMMH Ha LEHTpalbHyt HepBHY cuctemy (LIHC), a
TaKXe C aJIKOroJIeM.

CnenyeTt coboaTh OCTOPOXKHOCTE MPU OJIHOBPEMEHHOM NPUMEHEHUU KBETHATNIMHA C JIPYTUMH
npenaparamu, 00JaJaloMMKU AHTUXOJIMHEPTUYECKUMHU (MYCKapUHOMOAOOHBIMU) dddexTamu
(cMm. pazaen «Ocobble yKazaHus»).

Uzodepment cuctemsl uutoxpoma P450 CYP3A4 sBusercs OCHOBHBIM HM30(hepMEHTOM,
OTBEYAIOIIMM 3a MeTabO0/IM3M KBETHANMWHA, OCYLLECTBJISIOLMACA Yepe3 CUCTEMY LIMTOXpoMma
P450. V 310poBBIX 100pOBOJIBIIEB OJHOBPEMEHHOE MPUMEHEHWE KBETHANMHA B 03¢ 25 MI ¢
KETOKOHa30sioM, uHruOuTOpoM wu3odpepmenta CYP3A4, npusoauno k yseauuenuro AUC
KBeTHanuHa B 5-8 pa3. [1o3TOMy OJHOBpeMEHHOE NMpPUMEHEHHWE KBETHANMHAa U WHTMOMTOPOB
modepmerra CYP3A4 nporuBornokaszaHo. [lpu Tepanuum KBETHANIMHOM HE PEKOMEHIYETCS
ynotpebiATh B ULy rpeindpyToBbIi COK.

B dapmakoknHETHUECKOM HCCIEIOBAHUU IPUMEHEHUE KBETUANIMHA B Pa3IMYHON J0O3UPOBKE JI0
WM OJHOBPEMEHHO C TMpHUEMOM KapOamasernuHa NMPUBOJWIO K 3HAYMTEIBHOMY IOBBIIEHUIO
KJIIMpEeHCca KBETHAnMHa MW, COOTBETCTBEHHO, yMeHblieHHto AUC B cpeanem Ha 13 % mno
CPaBHEHHUIO C MPUEMOM KBeTHanuHa Oe3 kapOamazenuHa. Y HEKOTOPBIX MAalUEHTOB CHUXKEHHUE
AUC O6b110 eme 6osee BblpaKeHHbIM. Takoe B3aUMOJCHCTBHE CONPOBOXKAAETCS CHUKECHUEM
KOHILEHTPALMK KBETHANMHA B TJIa3Me€ KPOBH M MOXET CHWXaTh 3(PGEeKTUBHOCTH Tepanuu
KBeTHAanmMHOM. OJTHOBPEMEHHOE TPUMEHEHHWE KBETHANMHA ¢ GEHUTOMHOM, APYTMM UHAYKTOPOM
MHUKPOCOMaJIbHBIX (DEPMEHTOB TEYEHH, CONPOBONKAANOCH elle Oosiee BbIPAKEHHBIM (IIPUMEPHO
Ha 450 %) moBBIIIEHHEM KIMpeHca KBeTHanuHa. [IpuMeHeHMe KBeTHanuHa TNalUeHTaMH,
MOJTYYaOIUMKU  MHAYKTOPBI MHUKPOCOMAIBHBIX (DEPMEHTOB TEYEHH, BO3MOXHO JIMIIE B TOM
cllyyae, eciid O)XKMJaemas Mojib3a OT Teparnuu KBETHANMHOM IMPEBOCXOJUT PUCK, CBA3aHHBIA C
OTMEHOW TpenapaTa-uHIYKTOpa MHMKpPOCOMAIBLHBIX (EepMEHTOB TedeHu. H3MeHeHue a03bI
npenapaToB-UHAYKTOPOB MUKPOCOMAIbHBIX (EPMEHTOB MEYEHU AOKHO OBITH MOCTENEHHBIM.
[Ipy HEoOXOIUMOCTH BO3MOXHO WX 3aMEIIEHUE TpernaparaMy, HE MHAYUUPYIOIHUMU
MHUKpOCOMaJIbHbIE epMEHTHI TIEYeHU (HanpuMep, NpenapaTaMmy BalblIPOEBON KUCIIOTHI).
®dapMaKkOKMHETHKA KBETHANMHa CYIIECTBEHHO HE M3MEHsJIachb [pU  OAHOBPEMEHHOM
NPUMEHEHUM aHTHJeNpeccaHTa wuMunpamuHa (MHrubutop wusodepmenta CYP2D6) wnm
¢dnyokceruna (uuruouTop uzopepmentoB CYP3A4 u CYP2D6).

®dapMakOKWHETHKAa KBETHAalKMHa CYIIECTBEHHO HE W3MEHAETCs INpU  OJAHOBPEMEHHOM

INPUMEHEHUU C AHTUIICUXOTUYCCKMMHU JICKAPCTBEHHBIMU CpPEACTBAMH PUCIEPUAOHOM HITH
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ranonepuaoioM. OJHAKO OJHOBPEMEHHBIH TPUEM KBETHAllMHA M TUOpHMIa3WHa TPUBOIWI K
MOBBILIEHHUIO KIIMPEHca KBeTUanuHa npuMepHo Ha 70 %.

dapMaKkOKWHETHKAa KBETHAlMHA CYIIECTBEHHO HE M3MEHSETCS TMpPU  OJHOBPEMEHHOM
NPUMEHEHUH IUMETUINHA.

[Tpu onHOKpaTHOM npueme 2 Mr jopa3enaMa Ha ¢oHe npueMa KBeTuanuHa B Jo3e 250 Mr jBa
pa3a B CyTKM KIIUPEHC Jopa3ernama cHukaeTcs npumepHo Ha 20 %.

dapMakOKMHETUKA TIPENapaTtoB JUTUS HE W3MEHSETCS TpPU OAHOBPEMEHHOM IPUMEHEHUH
KBeTHanuHa. He oTMeYeHO KIMHWUYECKH 3HAYMMBIX U3MEHEHMH (hapMaKOKMHETHKHU BaJILITPOEBOM
KUCIIOTHI M KBETHAlMHA T[PU OJHOBPEMEHHOM TPUMEHEHUU BaJbIpoaTa CEMUHATPHUS U
KBETHAIWUHA.

[Tpu oiHOBpEeMEHHOM TIPUMEHEHWH KBETHATIMHA C TIperapaTtaMy JIMTHS Y B3POCIIBIX MALMEHTOB C
OCTPbIM MaHHMAKaJTLHBIM 3MU30/10M OTMeuYeHa 0o0Jiee BLICOKAs YacTOTa pa3BUTHUS HEXeETaTEIbHbIX
peaklui, CBS3aHHBIX C OKCTPANUPaMHUIHBIMK CUMNTOMaMH (B OCOOEHHOCTH, Tpemopa),
COHJIMBOCTH W YBEJIMYEHHUS MacChl Tela MO CPAaBHEHWIO C TMalUWeHTaMHW, MPUHUMABILIUMHU
KBETHAIMH C 1aiedo B 6-HeebHOM paHI0MU3UPOBAHHOM UCCIIE0BaHUM.
dapMaKOKWHETHYECKHE HCCICIOBaHUS 0 M3Y4YEHHIO B3aUMOJCHCTBHMS KBETHAlMHA C
npenapaTamMmu, MPUMEHSIEMBIMH TPH CEPACYHO-COCYAUCTHIX 3a00IEBaHUSAX, HE TIPOBOAMIIUCE.
Cnenyer cobmoaaTb OCTOPOXKHOCTH TMPU  OJAHOBPEMEHHOM [PUMEHEHUM KBETHANMHA U
npenapaToB, CMOCOOHBIX BBI3BIBATH HAPYUIEHWE JJIEKTPOJIMTHOTO OanaHca W yUIMHEHUE
unrepsana QTec.

KBeTnanuH He BBI3bIBAl MHAYKIMH MHKPOCOMAJIBHBIX (DEPMEHTOB IE€YEHH, Y4aCTBYIOUIMX B
metabonu3me eHnazoHa.

VY nauueHToB, NPUHUMABLIMX KBETHANMUH, ObLIIM OTMEYEHBI JIOKHOIOIOKUTEIbHBIE PE3yIbTaThl
CKPUHUHT-TECTOB Ha BBISABIECHUE METAJOHA U TPUUMUKINYECKUX AHTUAETPECCAHTOB METOA0M
UMMYyHO(hepMeHTHOTO aHanu3a. Jis moATBepXkIEHUS pe3ybTaTOB CKPUHUHTA PEKOMEHIYETCS

MpOBe/IEHUE XpoMaTorpaduyeckoro UccaeJ0BaHus.

Oco0ble ykazanus

Jemu u noopocmku (¢ eéospacme om 10 0o 17 nem)

Ipenapar Keentnakc® CP He mokasaH [isi NPUMEHEHHUS Y J€Tel U MOAPOCTKOB B BO3pACTE JI0
18 neT B CBA3M € HEAOCTATOYHOCTHIO JAHHBIX MO MPUMEHEHUIO B 3TOM Bo3pacTHOM rpymnme. [To
pe3yibTaTaM KIMHUYECKMX MCCIEeI0BaHUNA HEKOTOpPBIE HEXKENaTelbHbIE peaklUuu (MOBBIICHUE
anreTuTa, MOBBIIIEHHE KOHIEHTPALMM MPOJIAKTHHA B CBIBOPOTKE KPOBH, PBOTA, PUHHUT U
0o0OMOpOK) y JaeTeil W MnoJApOoCTKOB Habmoganuch ¢ OOJbllIed 4YacTOTOH, 4YeM Yy B3pOCIBIX

MalMEHTOB, WJIK HUMCIIU WHBIC KIIMHUYCCKHUEC IIPOSABICHUSA (SKCTpaHHpaMHHHbIC CUMIITOMBI H
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pa3paXUTENbHOCTh). Takke OTMEYEHO TMOBBIMICHWE apTEpUAIbHOTO  JaBJICHHWs, HE
Ha0JII0/1aBIIeecs y B3pOC/IbIX MALMEHTOB. Y JIeTell U MOAPOCTKOB Takxke HabItoalu U3MEHEHHE
(GYHKUMM UTOBUIHOM HKeEe3bl.

BiusiHUe Ha poCT, MOJOBOE CO3pEBaHKE, YMCTBEHHOE Pa3BUTHE U MOBEAECHYECKHUE PEaKIUU MIPH
JUIMTEJILHOM MpUMeHeHuH (Oosiee 26 Heaenb) KBETHANWHA HE U3y4YalloCh.

B nane60-KOHTPOIUPYEMBIX MCCIIEIOBAHUAX Y JETEH U MOJAPOCTKOB ¢ N30 peHneH u MaHueH
B CTPYKType OMIMOJISPHOrO paccTpOMCTBAa 4acTOTa Pa3BUTUS IKCTpaNMpaMHUIHBIX CUMITOMOB
Obl1a BBINIE TPU MPUMEHEHUH KBETHAITWHA 110 CPABHEHUIO ¢ Tu1anedo.

Cyuyuo/cyuyuoanstsie MolC1U Uld K1UHUYECKOE YXYOUeHUe

Jlenpeccust cBsi3aHa C MOBBIIIEHHBIM PUCKOM BO3HMKHOBEHUS CYMUMAAIBHBIX MBbICIIEH,
CaMOTIOBPEXKICHUS U cyulmaa (COOBITHH, CBA3aHHBIX ¢ CyUIMI0oM). JaHHBII pUCK coXpaHseTcs
JI0 MOMEHTa HACTYIJICHUs BbIPAXKEHHOW peMHcCUU. BBUIY TOrO, 4TO A0 YIy4lIEHUS COCTOSHUS
MagueHTa ¢ Havyasa JIeYeHHUs MOXKET MPOUTH HECKOJIBKO HeAedb WK Ooble, MauueHThl J0DKHBI
HaXOAMTHCA MO/ MPUCTATBHBIM MEIUIIMHCKUM HaOIIOEHHEM 10 HAacTyruieHus ynyqmeHus. [To
JAHHBIM OOLLENPUHATOrO KIMHUYECKOTO OMbITa, PUCK CYMLIMA MOXET MOBBICUTHCS HA paHHUX
CTaJIMSIX HACTYTUICHUS PEMUCCHH.

[To gaHHBIM KpaTKOCPOYHBIX IU1ale00-KOHTPOIUPYEMBIX KIMHUYECKMX HCCIEIOBaHUMN, Yy
MauMeHTOB C Jenpeccueit npu OUMONPHOM paccTPOCTBE PUCK pa3BUTHs COOBITUM, CBA3aHHBIX
¢ cyuuuaom, coctasui 3,0 % (7/233) nns kBetuanuua u 0 % (0/120) qns niuauedo y nauueHToB
B Bo3pacte 18-24 rona, 1,8 % (19/1616) nns keetuanuua u 1,8 % (11/622) nns nnauebo y
MalMEeHTOBR B BO3pacTe > 25 JerT.

Jlpyrue nCUXWYeCKHe pacCTpOMCTBa, IS Tepanuu KOTOPBIX MPUMEHSETCS KBETHAIMH, TaKXe
CBSI3aHbl C TIOBBIMIEHHBIM PUCKOM COOBITMH, CBA3aHHBIX ¢ cyuuuaoM. Kpome Toro, takue
COCTOSSHMSE MOTYT OBITH KOMOPOWAHBIMH C JETIPECCUBHBIM 3MM3040M. TakuM 0Opa3zoM, Mepsbl
NPEAOCTOPOKHOCTH, TPUMEHSEMbIE TPH TEepanuu TMAlUEHTOB C JEMPECCHBHBIM 3MU30/0M,
JIOJDKHBI IPUHUMATBLCS M TIPU JICUEHUH NTALUEHTOB C APYTUMU MICUXUYECKUMU pacCTPOHCTBAMM.
[Ipy pe3koM TpeKpalmieHUH Teparnuud KBETHANTMHOM CIIEAYeT TMPUHUMATh BO BHUMAaHHE
NOTEHLMANBHBIA PUCK PA3BUTUS COOBITUM, CBA3aHHBIX C CYMLIMIOM.

[TauMeHTsl ¢ CyWUMAATBHBIMU COOBITUSIMM B aHaMHeE3e, a TaKKe MalLMEHTHl, OTYETIMBO
BBICKA3bIBAIOLIME CYMIMJAIbHBIE MBICIU TEpe]l HayalloM Tepanuu, OTHOCATCS K TIpyIie
MOBBILIEHHOTO pUCKA CYWUUAATbHBIX HAMEPEHUH M CYMUMAATBHBIX [MOMBITOK W JIOJIKHBI
TIIATEILHO Ha0I01aThCs B MPOLIECCE JIEHEHMUS.

VY nauuMeHToB ¢ MaHUEH NMpu OUMONSPHOM pacCTPOMCTBE PUCK pa3BUTHUS COOBITHI, CBS3aHHBIX C
cyuuuaom, coctaBun 0 % (0/60) nns kBeruanuHa u 0 % (0/58) ang ruiauedo y maumeHToB B

Bo3pacte 18-24 rona, 1,2 % (6/496) nns xetuanuua u 1,2 % (6/503) ans nnauedo y nauMeHToB
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B Bo3pacte > 25 net, 1,0 % (2/193) ans kBetnanuua u 0 % (0/90) ans nianebo y MalueHToB B
Bo3pacre a0 18 ner.

V nauueHTOB ¢ mu3odpeHueir puck pa3BUTUS COOBITHM, CBS3aHHBIX C CYWIMIOM, COCTaBHII
1,4 % (3/212) nnst kBetuanuua u 1,6 % (1/62) ans nnaunebo y maiueHToB B Bo3pacte 18-24 roja,
0,8% (13/1663) nns xBernanuua u 1,1 % (5/463) mis nnauebo y nauMeHTOB B BO3pacte
> 25 ner, 1,4 % (2/147) nns xBetnanuua u 1,3 % (1/75) nns miane6o y maMeHTOB B BO3pacTe
1o 18 ner.

V NauueHToB ¢ JAETPECCUBHBIM JIMU300M PUCK Pa3BUTHUS COOBITHM, CBS3aHHBIX C CYWIIHIOM,
cocraBuia 2,1 % (3/144) nns kBetuanuna v 1,3 % (1/75) ans nnane6o y nauMeHToB B BO3pacTe
18-24 rona, 0,6 % (11/1798) ans kBernanuua u 0,7 % (7/1054) ans nnauebo y nauueHToB B
Bo3pacte > 25 siet. [Taunentsr B Bo3pacte 10 18 net B Mccie0BaHUAX MO JAHHOMY TTOKa3aHUIO
HE y4acTBOBAIIH.

B uenom, no AaHHbIM KpaTKOBPEMEHHBIX M1alle00-KOHTPOIUPYEMBIX HCCIEIOBAHUM MO BCEM
MOKa3aHUAM M BO BCEX BO3PACTHBIX TPYIMINaxX 4acToTa COOBITHI, CBS3aHHBIX C CYMLHAOM,
cocraBuiia 0,8 % kak g kBetuanuna (76/9327), tak v ans ruiauedo (37/4845).

[Tpoeenennsiit FDA (YnpaBieHue no KOHTPOIIO 33 MUIEBBIMUA MPOTYKTAMH U JIEKAPCTBEHHBIMH
cpeacrBamu, CIIIA) metaananu3 nnane6o-KOHTPOJIUPYEMBIX MCCIEIOBaHUM aHTHAETIPECCAHTOB,
oboOwatommii naHHble npumepHo 4400 nereit 1 noapoctkoB U 7700 B3pOCHBIX MALKEHTOB C
TICUXWYECKUMHU pacCTPOCTBAMM, BBISBUI TOBBIIEHHBIH PUCK CYMUMAATBHOTO TMOBEACHUS Ha
(oHE aHTHIETIPECCAaHTOB MO CPaBHEHWIO C IMuianebo y JeTeld, MOAPOCTKOB M B3POCIBIX
MalMEHTOB B Bo3pacTe a0 25 ser. J[aHHBIA MeTaaHanu3 HE BKIIIOYAET MCCIIENOBaHUS, TIe
MIPUMEHSIICS KBETHATTHH.

Ixcmpanupamuonsvie cumnmomeol

OTMeueHO yBeIMYEHUE HAaCTOThl BOZHUKHOBEHHS SKCTpAnMpaMUIHBIX CUMITOMOB TP TpHEME
KBETHAllMHa Yy B3POCIBIX MALUMEHTOB € OONBLUIMM JENPECCUBHBIM 3IMU30JI0M B CTPYKTYype
OMMNOJNIAPHOrO paccTpoicTBA MM OOJBIIOrO JENPECCHBHONO PACCTPONCTBA MO CPABHEHUIO €
mauebo (cMm. paszzen «ITobouHoe neiicTBre»). OmHAKO NMPH Teparnui KBETHATHHOM y MAallMEHTOB
¢ wu3odpeHureil 1 MaHUeH B CTPYKTYype OMIOJISPHOro pacCTPONCTBA HE BBISBICHO YBEIUYEHUS
4aCTOThl BO3HUKHOBEHUS IKCTPANMPAMUIHBIX CUHMITTOMOB 110 CPaBHEHHIO € T11a1e6o.

ITo3onana ouckunesun

Ha ¢one npuema HeiposenTMKOB, B TOM 4YuClie KBETHANMHA, MOXET BO3HMKATh [MO3IHSIS
JUCKUHE3US, KOTOpas TMpOSIBJISETCS HACWIBCTBEHHBIMU HEMPOU3BOJILHBIMU JIBUXKEHUSIMU W
MOXET HOCUTh HeoOpaTuMbIii xapakTtep. B ciyuae pa3BUTHS CUMITOMOB TMO3/IHEN JTUCKMHE3UU

PEKOMEHAYETCA CHU3UTL 03y Npernapara Ui MOCTENCHHO €ro OTMCHUTh. CHUMIITOMBI NO3/HEH
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JUCKUHE3UU MOTYT YCHJIMBATBCS WM JlakKe BO3HUKATH IOCIIE MPEKPALeHUs IIpUeMa mpemnapara
(cM. paszen «ITobouHoe aeiicTBUEY).

Ha ¢one mnpuema KkBeTHManMHa MOXET BO3HWUKATh aKaTU3Wsi, KOTOpas XapaKTepuzyercs
HEMPUATHBIM YYBCTBOM JIBHTaTeJIbHOTO OECrOKOWCTBAa W  TMOTPEOHOCTBIO JABUTaThCs U
MpOSIBISETCS HECMOCOOHOCTHIO MallMeHTa CUACTb WM  CTOATh ©Oe3 jBuxkenus. [lpu
BO3HUKHOBEHUHU MOAOOHBIX CUMIITOMOB HE CJIEIYET YBEIMYMBATH 103y KBETHAINUHA.
Connueocms u 201060KpyHceHue

Bo Bpems Tepanuu KBETHAITMHOM MOXKET OTMEYAThCS COHJIMBOCTH U CBA3aHHBIE C HEW CUMITTOMBI
(Harmpumep, cepauus) (cM. pasgen «llobGounoe aeiicTBUe»). B KIMHUYECKUX MCCIIEIOBAHUAX C
y4yacTMEM MAalUMEHTOB C JeNpeccueil B CTPYKType OHIOJISPHOrO paccTpodcTBA M €
JETIPECCUBHBIM 3IMU30/10M COHJIMBOCTb, KaK MMPaBUIIO, pa3BUBAIach B TEUEHHE MEPBBIX TPEX JHEH
Tepanuu. BeIpaKeHHOCTh 3TOM HeXelaTeIbHOW peakiMu B OCHOBHOM Oblila HE3HAYMTEIbHOMN
Ui ymepeHHoi. [lpu pa3BUTUM BBIpaXKEHHOW COHJIMBOCTH MALUMEHTaM C Jerpeccuer B
CTPYKTYpe OMIOJISPHOTO paccTpOWCTBA W MMalLMEHTaM C JAETPECCUBHBIM 3MU300M MOTYT
notpeboBarbcst 60JIee YacThie BU3UTHI K Bpauy B T€UEHHUE 2-X HEJellb C MOMEHTA BO3HUKHOBEHUS
COHJIMBOCTH WJIM JI0 YMEHBIIECHUS BBIPAXKEHHOCTH CUMIMTOMOB. B HEKOTOPBIX CilydasiX MOXET
noTpeboBaThCs NMpeKpalieHe Teparnui KBETHaMHOM.

Ha d¢one Tepanuu KBETHANMHOM MOXET BO3HUKAThb OPTOCTATUYECKAs TUIOTEH3US U
rojloBokpyxkeHue (cMm. paszuen «llobouHoe aeitcTBHE»), OOBIMHO BO BpeMs moadopa 103bl B
Hayase Tepanuu. [lanuMeHTbl, OCOOEHHO TMOXMIOro BO3pacTa, AOKHBI  COOMIOAATH
OCTOPOXKHOCTb, UTOOBI U30€XKATh CTy4alHBIX TPaBM (MaieHui).

Iayuenme! ¢ cepoeuno-cocyoucmoimu 3a60/1€6aAHUAMU

Cnenyer cobioaaTh OCTOPOXKHOCTh NMPU MPUMEHEHUM KBETHANMHA Yy MalUEHTOB C CEpAECYHO-
COCYAMCTBIMH,  LepeOpOBacKYJIIPHBIMU  3a00N€BaHUAMM M JAPYTMMH  COCTOSIHUSIMHU,
MpepacnoaraloliMMU K apTepualbHON TUIMOTEH3WH. Y TakuWX MalMEeHTOB MoA00p J03bI
ClIelyeT OCYILECTBJIATL MeajeHHee. Ha ¢oHe Tepanuum KBETHANMHOM MOXET BO3HUKATh
OopTOCTaTHYeCcKasi TUMOTEH3Us, 0COOEHHO BO BpeMs moabopa a03bl B Haudaine Tepanuu. [lpm
BO3HUKHOBEHUM OPTOCTATUYECKOW TI'MIIOTEH3UM MOXET MOTpedOoBaTbCS CHUKEHUE J103bl WIIH
Oosiee nocTeneHHbIi ee moadop.

Cunopom annos 6o cne

VYV nauMeHTOB, NMPUHUMABIIMX KBETHANWH, OTMEYAJCH CUHAPOM anHo3 Bo cHe. Cnenyer
co0JI01aTh OCTOPOXKHOCTH TPU Ha3HA4YEHWH KBETHAIMHA MalMeHTaM, MOTy4arolluM Npenaparsl,
oka3zbiBarolue yruerarouiee aecrteue Ha [{HC, a Takke nauueHTaMm ¢ ¢pakropamu puUcka arHod
BO CHe (Hampumep, U30bITOUHAS Macca Teja/OMKUpPEHUE, MYKCKOW 1M0J1) WIM C allHO? BO CHE B

aHaMHE3E.
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Cyoopozu

He BbIsiBIIEHO pa3invuuii B 4acTOTe pa3BUTHUS CyJOpOr y MalMEHTOB, MIPUHUMABIIMX KBETHANMH
i manebo. OfHaKo, Kak M MpU Teparnuu APYrUMHU aHTUIICUXOTUUECKUMHU JIEKapCTBEHHBIMU
Cpe/ICTBAMU, PEKOMEHAYETCS COOMI01aTh OCTOPOIKHOCTh MPH JIEYEHUH MALUEHTOB C HAJIUYUEM
CYZIOpOXKHBIX MPUCTYMOB B aHamHe3e (cM. pazjen «ITobouHoe aeiicTBrEY).

3noxkauecmeennslii HelUpoIenMUYECKUT CUHOPOM

Ha ¢oHe npuema aHTUNCUXOTHYECKMX TMpenaparoB, B TOM 4YMCJIE KBETHANHWHA, MOXKET
pa3BMBAaTBbCA 3JI0OKAYECTBEHHBIH He#posienTuueckuid cuHapom (cm. paszgen «llobouHoe
aeuctBue»). KiaumHudeckue TMposIBICHUS CHHIpPOMa BKIIOYAOT B ce0S  TUNEPTEPMHUIO,
M3MEHEHHBbIH MEHTaJbHbI CTaTyC, MBbIILIEYHYIO PUTMAHOCTb, JaOMIBLHOCTH BEreTaTMBHOM
HEpBHOW cucTeMbl, yBenndeHue aktuBHOcTM KOK B mimazme kpoBu. B Takux ciyyasx
HEe0OXOMMO OTMEHHTH NPUEM KBETHAIWHA U ITPOBECTH COOTBETCTBYIOIIEE JICYEHHE.

Tancenasa neumponenua u azpanyioyumos

B KpaTKOoCpouHBIX M1ae00-KOHTPOIMPYEMBIX KIMHUYECKHUX HCCIEA0BAaHUIX MOHOTEpanuu
KBETMANIMHOM HEYacTO OTMEYaJIMCh CIydau TSKEJIOM HEUTpONneHUun (KOJMYECTBO HEUTPOGDUIIOB
<0,5x10%n) 6e3 wundpexuuu. CoobWwanock o pa3BUTMM arpaHyjlouuTo3a  (TSKENOH
HEUTPONEHUH, acCOLMUPOBaBLICHCS ¢ UHPEKUUIMHU) y MAllMEHTOB, MOTYYaBIIMX KBETHAIIUH B
paMKax KJIMHUYECKUX UCCIIEI0BaHU (PEAKO), a TAKXKE MPU MOCTPErHCTPALLMOHHOM IIPUMEHEHUH
(B TOM 4HClie € JIETaJbHBIM HMCXOJ0M). BOJIBIIMHCTBO 3THX CIy4aeB TSHKEIONW HEHUTPONIEHUM
BO3HHUKAJIO Yepe3 HECKOJILKO MECSIIEB MOCIIe Havyalla Tepanuu KBeTuaniHoM. He OblI0 BBISBIEHO
J0303aBUcUMOTro 3¢ dexra. JIeHkoneHus: WM HEUTPOTIEHUS pa3pelianach nocie npeKpameHus
Teparnuu KBETHANMMHOM. BO3MOXHBIMU (aKTopaMH pHUCKa Ul BO3HUKHOBEHMS HEHUTPONICHUU
SABJISIFOTCS  TIPEALIECTBYIOLIEE CHUKEHHOE KOJIMYECTBO JIEWKOLUMTOB U Cllyyau JIEKapCTBEHHO
UHAYLUUPOBAHHOW HEUTPOTIEHUN B aHAMHE3E.

Pa3zBuTtue arpanyinonuro3a oTMedand My mnauueHToB 0Oe3 ¢akropoB pucka. Heobxoaumo
YUYUTHIBATE BO3MOXKHOCTH Pa3BUTHsS HEUTPONEHUM Y MAaUMEHTOB ¢ MH(peKuuei, ocobeHHO B
cllyqae OTCYTCTBUS OYEBMIHBIX TMpeJpacroiaralomux ¢GakTopoB, HWIM Yy TalUMUEHTOB C
HEOOBACHUMOW JIMXOPAAKOW, JaHHbIE Cily4ah JOJDKHbI BECTUCh B COOTBETCTBUM C
KJIMHUYECKUMH PEKOMEHIALIUAMMU.

V naumeHToB C KoiudecTBoM HeiftpodumoB < 1,0 x 10%n npuem kBeTHanmHa crexyer
npekpatuth. [lanuenta HeoOXxoaMmMo HabmOAaTh Ul BBISBICHUS BO3MOXKHBIX CHMITOMOB
MHPEKIIMM ¥ KOHTPOJIMPOBATH KOJIWYECTBO HEHUTPO(DWIOB (IO MOBBIIEHUS HMX KOJUUYECTBA
10 1,5 x 10%/m).

Bzaumooeiicmeue ¢ Opyzumu 1eKapcmeeHHbIMU CPeOCmeamu

Taxoke cMm. pazaen «B3aumopeiicTBre ¢ APYrUMU JIEKapCTBEHHBIMU CPEACTBAMUY.
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OnHOBpeMEHHOE TPUMEHEHHE KBETHAlMHA C MOIIHBIMM HMHIYKTOPaMH MHMKPOCOMAJIBHBIX
(bepMEHTOB MeYeHW, TaKUMHU Kak KapOaMazenuH W (PEHUTOMH, CINOCOOCTBYET CHWIKEHHIO
KOHIIEHTPALMK KBETHANIMHA B TIJIa3Me KPOBM M MOXET YMEHbIIaTh 3p(EeKTHBHOCTH Tepanuu
npenaparom Keentuakc® CP.

[pumenenue mnpenapata Kpentnakc® CP y [auMeHTOB, MONYYarOWMUX MHIAYKTOPHI
MHUKpPOCOMAJIBHBIX ()ePMEHTOB MEUEHH, BO3MOXKHO JUIIL B TOM CIIydae, ecild OXKujaaeMas nojb3a

oT Tepanuu mpenapatom Ksentnakc®

CP npeBOCXOAUT pHUCK, CBSI3aHHBIA C OTMEHOM
WHIYKTOPOB MUKPOCOMAJIBHBIX (hepMeHTOB neueHu. M3MeHeHne 1036l mpenapaTtoB-uHIYKTOPOB
MHUKpPOCOMAJIBHBIX (EPMEHTOB TEYEeHH JODKHO OBITh mocTerneHHbIM. [lpu HeoOXxoaumocTu
BO3MOXKHO MX 3aMelIeHHE Mpenaparamu, HE WHAYUUPYIOLIUMHU MHUKPOCOMAallbHbIE (EPMEHTHI
neyeHu (HanmpuMmep, NpenapaThl BaJIbIIPOEBOH KUCIOTHI).

Macca mena

Ha ¢oHe npuema kBeTHanuHa OTMEYEHO yBEIMUEHUE MACChI Tesla. PEKOMEHyeTCsl KIMHUYECKOE
HaOJIfOJICHHE TAlMEHTOB B COOTBETCTBUM C TPUHATHIMU CTaHAapTaMM Tepanuu (CM. pasjeln
«ITobovHoe aeicTBUEY).

T'unepznuxkemusn

Ha ¢oHe mnpuemMa KBeTHAaNIMHa BO3MOXHO pa3BUTUE THUMEPIIMKEMUH W/WIKM pa3BUTHE U
obocTpeHue caxapHoro avabera, WHOTAA COMPOBOXKIAIOUIErocs KETOaUMI030M MU KOMOM.
PexoMeHayeTcst peryisipHblii KOHTPOJIb Macchl Tejla U CUMITOMOB TUIEPTIIMKEMUH, TAKUX KaK
TOJTMAMIICHS, TIOJIMYpHs, Toudarus U cinadbocTb, y MalMEeHTOB, MPUHUMAIOIIUX HEHPOIENITUKH,
B TOM 4Hcle KBETHanuH. PexoMmeHnayercs KiIWHMYeckoe HaOmoJeHWe 3a TMalUEeHTaMU C
caxapHbIM JauabeToM, mManuMeHTaMH C (akTopaMHM pHUCKa pa3BUTUS caxapHoro auabera
(cMm. pazaen «ITobouHoe aeicTBUEY).

Konuenmpayua nunuooe

Ha ¢one npuema KBeTHarnuHa BO3MOXKHO TMOBBIIIEHUE KOHUEHTPALWH TPUTIHLEPUAOB, 00IIero
xosecrepuHa u xonectepuna JIITHIL, a takxke cumxenune konuentpauuu JITIBII B nnazme kposu
(M. pazgen «IloGounoe peiicTBUE»). YKa3zaHHBIE W3MEHEHHUS CIEAYET KOPpPEKTHpOBAaTh B
COOTBETCTBUHU C JCHCTBYIOLIMMU PEKOMEHIALUSAMMU.

Memabonuueckue napyuwienus

VBenuyeHue Macchl Tella, MOBBIIIEHHE KOHLUEHTPALUK TIIOKO3bl U JIMIUAOB B IUIa3Me KPOBH Y
HEKOTOPBIX MAallMEHTOB MOXKET TMPUBECTH K YXYALICHUIO MeTaboIM4ecKkoro npoduis, yTo
TpebyeT COOTBETCTBYIOIIETO HAOIIOEHUS.

Yonunenue unmepeana QT

He BbISBJICHO B3aMMOCBS3M MEX/1Y TPUEMOM KBETHANIUHA U CTOWKUM MOBBIILIEHUEM a0COIOTHOM

BenimurHbl uHTepBana QT. Ognako yuiMHeHue uHTepBana QT oTmedanock NMpu NMPUMEHEHUH
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KBETHAlMHA B TEpaneBTHMUYECKUX J03aX WM TpPH TEepeJo3UpOBKE KBETHANMHA (CM. paszaen
«ITepenosuposka»). Cneayer cobaoaare OCTOPOKHOCTb MPU MPUMEHEHUM KBETHANMHA, KaK W
JpPYrUX  aHTUNICMXOTMYECKMX  MpEernaparoB,  MalMEHTaM €  CEPAEHHO-COCYAUCTBIMHU
3abosieBaHUSAMU U ¢ yanuHeHueM uHTepBata QT B aHamHese. Taxxke HeoOXoauMo cobmroaaTh
OCTOPOXKHOCTb MPH NMPUMEHEHUM KBETHANMHA OJHOBPEMEHHO C Ipenaparamu, yAJIUHSAIOLUMUA
nuntepsan QTc, Apyrumu HelposienTUKaMH, 0COOEHHO Y JIUI MOXKHUIIOTO BO3pacTa, y MalUeHTOB
C CHHIPOMOM BpOXIEHHOro yuiuHeHus wuHTepBaia QT, XpoHUYECKON cepAeyHOM
HEJIOCTaTOYHOCTBIO, TUMepTpoduei MUOKapaa, TUMOKATIWEeMHEH WIM TUIOMarHueMHuen
(cM. pazgen «B3aumoaeicTBre ¢ JpYrUMU JIEKAPCTBEHHBIMU CPEACTBAMUY).

Ocmpole peakyuu, c6:A3aHHbIE C OMMEHOU hpenapama

[Tpu pe3koii OTMEHe KBETHANWHA MOTYT HaOIIOAAThCS CIEAYIOUIME OCTPBIE PEaKUMU (CHHIPOM
«OTMEHBI»):  TOIIHOTAa, pBOTa, OECCOHHWIA, TOJOBHAs Oo0Jib, TOJOBOKPYKEHHE U
pasapaxkuTenbHocTh. [ToaToMy oTMeny mpenapata Keentnakc® CP pekoMeHayeTcs NpOBOAMTE
MOCTENEHHO B T€YEHUE, KAK MUHUMYM, OJTHOW WJIM JIBYX HE/ENb.

Henpasunbvnoe npumenenue u 310ynompedienue npenapamom

BelIM  OTMEUEHBI Cily4ad HENMpPaBUILHOTO TPUMEHEHHWs W 3JI0YNOTpeOIeHUs TpenapaToMm.
Cnenyet cobmoaaTh OCTOPOXKHOCTH NMPU Ha3HAYEHWM KBETHAlMHA MAlMEHTaM IPU HAJIUYUHU B
aHaMHe3e 3710ynoTpebsIeHUs aJIKOroJIeM WM JIEKAPCTBEHHBIMM TTpenapaTtaMu.

Iayuenmot nodxcunozo eo3pacma c oemeHyuen

Ipenapar Keentuakc® CP He mokaszaH s JleueHHs TICHXO030B, CBA3aHHBIX C JEMEHIUMEH.
HekoTopble aTUNMUYHBIE HEWPOJIENTUKM B PaHJIOMHU3MPOBAHHBIX IUIALEO0-KOHTPOIUPYEMBIX
WCCIIE/IOBAHUAX TPUMEPHO B 3 pa3a YBEJIIMYMBAIM PUCK pa3BUTHS 11epeOpOBACKYIAPHBIX
OCJIOKHEHHWH y TMAalMeHTOB C JieMeHUUed. MeXxaHu3M JJaHHOrO YBEJIMYEHUs PUCKA HE U3YYEH.
AHAJIOTMYHBIA PUCK YBEJIMYEHHs YacTOTHI LIEPeOPOBACKYIIIPHBIX OCIOKHEHUH HE MOXET OBITh
UCKIIFOYEH IS JIPYTMX aAHTUIICUXOTHYECKUX JIEKAPCTBEHHBIX CPEACTB WM APYTrHMX TPyl
nauuentos. [Ipenapar Keentnakc® CP 10/KeH NPUMEHATLCS ¢ OCTOPOKHOCTBIO Y MALMEHTOB C
PUCKOM pa3zBUTHS MHCYJIBTA.

AHanu3 TPUMEHEHWsS AaTUNMYHBIX HEHUPOJIENITUKOB /ISl JIEYEHUS TICUXO030B, CBA3aHHBIX C
JIEMEHIUEN y TAIMEeHTOB TMOXMWJIOrO BO3pPACTa, BHISIBUJ TMOBBILIEHUWE YPOBHS CMEPTHOCTH B
rpyrie MaiueHToB, MOJyYaBIIMX TpenapaThl 3TOM rPYIILL, 0 CPABHEHUIO C TPYNOH miauebo.
JlBa 10-HenenbHBIX M1alie00-KOHTPOJIUPYEMbIX MCCIIEOBAHUA KBETHANWMHA Yy AaHaJOrMYHOM
rpynmnbl nauueHToB (n =710, cpeanuii Bo3pact: 83 roma, Bo3pacTHOM auamnasoH: 56-99 ner)
MOKa3aJid, YTO CMEPTHOCTH B IPYIITE MAllMEHTOB, IPMHAMABIINX KBETUANMH, cocTaBuia 5,5 %, u
3,2 % B rpynmne miauebo. [TpyuunHbl NETalbHBIX HWCXOJ0B, OTMEYEHHBIX y OTHX MAlMEHTOB,

COOTBETCTBOBAIIM 0XXUJAAEMBIM JIJIS1 ITaHHOM MOMmyJIAUAH. He BwIsiIBIEHO HpH‘IHHHO-CHC}ICTBCHHOﬁ
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CBSA3M MEXIY JICYEHHEM KBETHAllUHOM M PHUCKOM TIOBBIIIEHUS CMEPTHOCTH Y TMalUEHTOB
MOXUJIOrO BO3pacTa ¢ JEMEHLIUEH.

Anmuxonunepzuueckue (Myckapunonooobnsie) I hghexmol

HopkBeTnanun, akTUBHBIA MeTabOMMT KBeTHAmnMHa, o0JafaeT CcpoACTBOM (OT YMEpEHHOMH
CTENEHU 0 BBIPAKEHHON) K HECKOJIBKMM MOJATUNAM MYCKapuHOBBIX peuentopoB. C 3TUM
CBfI3aHbl HEXENATEIbHBIE peaKUUH, OOYCIOBICHHbIE AHTUXOJIWHEPTMYECKUM CHCTBUEM
KBETHANMHA TIPU €ro NPUMEHEHUWU B PEKOMEHAOBAaHHBIX [03aX WM TpU OAHOBPEMEHHOM
NPUMEHEHUM C JPYTMMU TpernapaTamMH, OKa3blBAOIIUMM aHTUXOIWHEpruyeckue 3¢ ¢eKTsl, a
TaKxKe npu nepeaosuposke. Creayer cobmoaate 0OCTOPOXKHOCTh MPH MPUMEHEHHH KBETHAITMHA
OJTHOBPEMEHHO C JIEKAPCTBEHHBIMU CPEACTBAMHU, OKa3bIBAlOIIMMU AHTUXOJIMHEPTrUUYECKUE
(myckapuHonogoOHsie) 3ddekTor. Creayer colmogaTh OCTOPOXHOCTH TPH  Ha3HAUYCHHH
MalyeHTaM ¢ 3aJ€pXKKOM MOYU WM C 3aJEpXKKOW MOYM B aHaMHe3e, KIMHUYECKU 3HAUYUMOM
TUTIEPIUIa3UEN TPEACTATEIbHON JKesle3bl, KUIIEYHON HENpPOXOAUMOCTBIO MM POJACTBEHHBIMHU
COCTOSIHUSIMH, TIPU TOBBIIIEHUU BHYTPUIIJIA3HOTO AABIEHUS WM 3aKPBITOYrOJBHON Tiaykome
(cMm. paszensl «@apmakosioruueckue cBoiicTBa», «llobounoe aeiictBuey, «llepeno3zupoBkay,
«B3aumozencTBE ¢ JpYrUMH JIEKAPCTBEHHBIMU CPEACTBAMMY).

Hapywenua co cmopomnst neuenu

B ciyyae pa3BuTHs XKENTyXH IPUEM KBETHANMHA CIIEYET MPEKPaTUTh.

Hucghazua

Hucoarus (cm. pasnen «IloGouHoe aeiicTBHE») M acmupauus HaOIOJATMCh TPU TEpanuu
KBETHANWHOM. [IpUYMHHO-ClIEICTBEHHAs CBA3b BO3HUKHOBEHWS aclUpPallMOHHON MHEBMOHHUU C
NIPUEMOM KBETHANMHA He YycraHoBieHa. OjHako cieayer coOMIOAaTh OCTOPOXKHOCTH TpH
npuMeHenun npenapata Ksentnakc® CP y nauueHTOB ¢ PUCKOM  BO3HMKHOBEHHS
acrMpalMOHHON MTHEBMOHUH.

Benosnaa mpomboimbonus

Ha <¢one npuema HEHpONENTMKOB OTMEYEHBbI Cllydad BO3HUKHOBEHUS  BEHO3HOM
Tpomb0o3Mboauu. Jlo Havana ¥ BO BpeMs Teparuu aHTHUIICHXOTHYECKUMHM TperapaTtamMmu, B TOM
YHUCIIE KBETUAIIMHOM, CJIEAYET OLUEHUTh (aKTOphl PUCKA U MPUHATH NPOPUIAKTUYECKUE MEPHDI.
Ilankpeamum

Bo BpeMsi KIIMHUYECKUX UCCIEIOBAHUI U MOCTPETUCTPALIMOHHOTO MPUMEHEHUS OBLITH OTMEYEHBI
cllyyad pa3BUTHS TNaHKpeaTWTa, OJHAKO NpPUYMHHAs CBA3b C TMPUEMOM [Ipernapara He
ycTaHOBJIeHa. B MOCTperucTpalMoHHBIX COOOIIEHUSX YKa3aHO, YTO y MHOTMX TMalMeHTOB
MPUCYTCTBOBAJIM (AKTOPBI pUCKA PAa3BUTHUS MMaHKPEAaTUTa, TaKWe KaK MOBBIIIEHUE KOHIIEHTPALIUH
TPUrIMUEPUIOB (cM. mozpasaen «KoHueHTpauus JIUMMIOB»), XOJIENUTHA3 U ynorpedieHue

AJIKOT'OJId.
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3anop u nenpoxooumocms KumeuHuKa

3anop sBasercs (pakTopoM pucKka HENpPOXOAUMOCTH kuuieyHuka. Ha ¢one npumenenus
KBETHANMHAa OTMEYald pa3BUTHE 3aropa M HEMPOXOAMMOCTH KHMIIEYHMKAa (CM. pasjen
«[TobovyHoe peicTBHE»), BKIIOYAs CIy4ad C JIETAIbHBIM HCXOJOM Yy TMALUEHTOB TIPYIIbI
BBICOKOTO PHUCKa HEMPOXOJAUMOCTH KHUIIEYHHUKA, B TOM YKCIE MOJNYYarOIIUX MHOKECTBEHHBIE
COIYTCTBYIOLIME IpenapaThbl, KOTOPbIE CHUXKAIOT MOTOPUKY KUIIEYHUKA, AaXKE NIPU OTCYTCTBUH
*kanob Ha 3amnop.

Kapouomuonamusa u muoxapoum

Bo BpeMsi KIMHUYECKUX UCCIIEOBAHUM U MOCTPETUCTPALMOHHOTO TIPUMEHEHHS ObLIIM OTMEYEHBI
cllyyau pa3BUTUS KapJAMOMMONATHM M MHUOKapAuTa. VY MaLMUEHTOB C TMOJ03PEHHEM Ha
KapAMOMHUOTIATUIO WJIM MUOKAPJHUT CIEAYET PACCMOTPETH BO3MOXKHOCTh OTMEHBI KBETHAIMHA.
Cepbesnbie HedcelamenbHble PeaKyuu O COPOHbI KOJCU U NOOKONCHBIX mMKaHeu

[Ipu neyeHun KBETHMAMUHOM OYEHb PEIKO COOOIIANOCH O CEPbE3HBIX HEXKENATENbHBIX peaKLUsaX
CO CTOPOHBI KOXHM M TIOAKOXHBIX TKaHei, Bkmouas cunapoMm CrtuBeHca-/[xoHcoHa,
TOKCUYECKUN SNUAEpMalibHbId HEKPOJIM3, OCTPbI TIE€HEpaJIM30BAHHBIA DK3aHTEMATO3HBIN
mycTysie3, MyIbTHGOPMHYIO SpUTEMY M JIEKapCTBEHHYIO peakUuio ¢ 303uHOpUiInEl U
cucteMHbIMU TiposiBiieHUssMU (DRESS-cuHapoM), KOTOpble MOTYT MpPEACTaBIATh Yrpo3y s
KM3HU WM TIPUBOAUTH K CMEPTEILHOMY MCXOAY. YKa3aHHbIE CEPbE3HbIE HEXelaTelbHbIE
peakiu oOBIYHO MPOSIBISIOTCS B BUJAE OJAHOTO WK Oojee CAeIyIOUMX CUMITTOMOB: OOIIUpPHAas
KOXKHasl ChINb C 00pa30BaHUEM TTYCTYJ, BOBHUKHOBEHUEM 3Yy/la WK SKC(OIMATUBHBIN 1I€PMATHUT,
aUXopaaka, TumdaaeHonaTus U BO3MOXKHAs 303WHOQWINS WIW HEUTPONEHHUs. BoabIIMHCTBO
9TUX peaKkuWii BO3HMKAJIO B Te4eHWE 4-X Helelb M0CIe Hayala Tepalnud KBETHAIMHOM,
HekoTopble peakuuu DRESS-cunipoma Bo3HMKalIM B TeueHUe 6 HEeb TIOCE Havajla Tepanuu
KkBeTHanuHOM. [Ipu MosIBJIEHUM NMPU3HAKOB M CHUMIITOMOB, YKa3bIBAaIOIIMX HA ITH CEPHE3HBIE
HEXXENaTEeNbHbIE pPEaKIWHu, CleAyeT HEMEAJIEHHO OTMEHUTh KBETHAIlMH W pPacCMOTPETh
BO3MOXXHOCTb aJIbTEPHATUBHOTO JIEYEHUSI.

IMayuenmot noxcunozo sozpacma c 6onesnsvio Ilapkuncona/napKunconusmom
[TonynsUMOHHOE PETPOCNEKTUBHOE HCCIIEOBAHUE TPUMEHEHUsS KBETHAllMHA Y TALMEHTOB C
OOJIBIIUM JETIPECCUBHBIM PAcCTPOMCTBOM BBISIBUIIO TMOBBILIEHUE PUCKA CMEPTEIBHOIO MUCX0/a Y
NalnMveHToB B Bo3pacte > 65 ner. [IoBBIIEHHBIH PUCK HE ONpENeNsics MPU UCKIIOYEHUH W3
aHaim3a nauueHToB ¢ Oone3nbto [lapkuHcona. Crneayer MNposBIsATb OCTOPOXKHOCTL IPH
Ha3HaYeHUU KBETHAlMHA MalMeHTaM MOXUIOro Bo3pacTa ¢ 6one3nbto IlapkuHcona.

Jononnumensnan ungpopmayua
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® CP B KkauecTBe

Jlonrocpounass Ge3omacHocTh W 3¢ dexkTuBHOCTL npenapara KBeHTHakc
JOTMOJHUTENLHON Tepanuu Mpu JeYeHUU OONbIIOro AEMPEecCMBHOINO pPacCTpOMCTBA HE
U3y4ajuch, OJIHAKO Mpoduas 6¢30macHOCTH U 3P PEKTUBHOCTH U3yHEH TIPU MOHOTEPAITUH.
Cneyuansnas uHghopmauus 0 6CROMOZAMENbHBIX 6EULECIMEAX

INpenapar Keentnakc® CP coiepXHT 1aKkTO3y, MOITOMY €r0 MPUMEHEHHUE NPOTHUBOMOKA3aHO Y

MagueHToB C€ peaAKO BCTpeanOlHeﬁCﬂ HaclIeACTBEHHOM HEMEPEHOCUMOCTBIO  T'aJIAKTO3BI,

AeGUUIUTOM JaKTa3bl WK TIIOKO30-TrajlakTO3HOM ManbabcopOumei.

Bausinue Ha crocoOHOCTH yHupap/JaTh TPAHCNOPTHBIMHU CpeACTBaAMH, MEXaHU3MaMH

Tpenapar Ksentnakc®

CP MoOXeT BbI3bIBaTh COHJIMBOCTH, I03TOMY B [E€PUOJ JIEYEHHUS
NaiUueHTaM He PEeKOMEHyeTCs YIpaBlI€HUE TPAHCTIOPTHBIMU CPEICTBAMU U MEXaHU3MaMH,

Tpe6y}oumMu MOBBIIICHHOM KOHLCHTpAllUu BHUMAHUSA.

®opma BbINTyCKa

TabneTku ¢ MpOJOHrUPOBAHHBIM BBICBOOOXKICHUEM, TIOKPBITHIE MJIEHOYHON 00010uKOit, 150 M,
200 mr, 300 mr.

[To 10 Tabnerok B Onucrepe w3 komOuHMpoBanHoro wmarepuana OITA/An/IIBX u donbru
ATFOMUHUEBOM.

[To 2, 3, 6, 9 wim 10 GnucTepoB MOMEUIAIOT B MayKy KapTOHHYKO BMECTE C WHCTPYKLMEH T10

INPUMEHCHHUIO.

YciioBust XpaHeHUst
[Tpu Temnieparype He Bbilie 25 °C, B OpUrMHaJIbHOM YIIaKOBKE.

XpaHI/lTb B HEAOCTYITHOM JJIsA JIETe MecTe.

Cpok rogHocTu
3 rona.

He npuMeHsTH npenapar 1no UCTEYEHUH CpoKa rOJHOCTH.

YciaoBus OTIyCKa

OTnyckatoT no peuenty.

HaumeHoBanue OPUAUYECKOro JiMlla, HA HMH KOTOpPOro BbIJaHO PpPErucTpaiuoHHOE
YAOCTOBEPEHUE, aApeC

AO «KPKA, n.1., HoBo mecToy, [lImapbemka uecra 6, 8501 Hoso mecto, CnoBeHus
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IIpousBoauTen

AO «KPKA, n.1., HoBo mectoy, llImapremika uecra 6, 8501 Hoso mecto, CiioBenus

HaumMeHoBaHue U aJipec OpraHu3aluu, NPUHUMAaONIeil NpeTeH3un norTpeduTeliei
000 «KPKA-PYCy», 125212, r. Mockga, ["ooBHHCKOE 1110CCE, 10M 5, KOpryc |
Ten.: (495) 981-10-95, daxc: (495) 981-10-91

/PyKOBozmTenb Ortpnena peructpauuu Tamkosuu T. B.
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