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UHCTPYKIIUA
[TO MEJJUIITUHCKOMY TTPUMEHEHUWIO JIEKAPCTBEHHOI'O ITPEITAPATA

KBETUAITUH

Perucrpanuonnsriii vomep: JII1-005119

Toprosoe nHaumenoBanue: Kpetuanux

MesxkayHapoaHoe HEMATEHTOBAHHOE HAHMEHOBAHUE: KBECTHAIIUH

JlekapcTBenHas ¢popma: TabiIeTKH, TOKPHITHIE TIEHOYHOH 000J10UKOH

CocraB

Onna Tabnerka, MOKPHITask IUIEHOYHOH 000JI0UKOM, 25 MI' COIEPIKHT:

Jleticmeyrowee sewecmaeo:

kBeTHanuHa ¢pymapat — 28,780 mr B nmepecyere Ha kBeTHanuH — 25,000 mr

Becnomocamenvuoie sewgecmsa (10po):

Hesunono3a Mukpokpucrautrdeckas 101 — 25,500 mr, makto3sr MoHoruapar — 19,000 wr,
noBuJioH K 17 — 7,000 mr, kapbokcumerunkpaxman Hatpus (mpumoreins) — 7,000 mr, xanbuus
ruapodocdara quruapar — 8,720 mr, tansk — 2,000 mr, maraus creapat — 1,000 Mr, kpemHus
JUOKCH KOJuTouaHbIH — 1,000 Mr

IInenoynas obonrouka:

rotoBas cucreMa IieHouHoro mokpuitis VIVACOAT® PA-3P-261 — 2,500 Mr [rumpomeriosa
(I'TIMLY) 6 / E 464 — 0,975 mr, Tutana quokeun / E 171 — 0,746 mr, nonuaexctposza / E 1200 —
0,375 wmr, Tanek / E 553 b — 0,250 mr, makporon 3350 — 0,150 Mr, KpacuTens xene3a OKCHUT
kpacHslii / E 172 — 0,004 mr].

Opnna Tabnerka, NOKpBITas INIEHOYHOH 000510uK0it, 100 MI COepHKHUT:

ﬂeﬁcmewou;ee eeuecmseso.

kBetuanuua ¢pymapar — 115,130 mr B nepecuere Ha kBetuarnut — 100,000 mr

Bcecnomoeamenvuvie sewecmea (10po):

Hesunono3a Mukpokpucrauimdeckas 101 — 65,570 wmr, makto3sr MoHoruapar — 20,700 wr,
nou10H K 17 — 10,000 mr, kapbokcumerunkpaxmain Harpus (mpumoresis) — 18,000 mr, kanbius
ruapodocdara guruapar — 10,000 mr, tansk — 5,000 mr, maraus creapat — 3,100 Mr, KpeMHUS
JIMOKCH KOJUTOUIHBIH — 2,500 Mr

Ilnenounas obonouka:




rOTOBasi CUCTEMA TUIEHOYHOTO MOKPBITHS VIVACOAT®™ PA-3P-261 — 6,300 Mr [rumpomerosa
(I'TIMLI) 6 / E 464 — 2,457 mr, tutana quokcun / E 171 — 1,879 mr, nomzaexcrposa / E 1200 —
0,945 mr, Tanek / E 553 b — 0,630 mr, makporos 3350 — 0,378 Mr, KpacuTenb keje3a OKCHUJL
kpachblii / E 172 — 0,011 mr].

OpHa TabsieTka, MOKphITas TUIEHOYHOH 000/10uKoi, 150 Mr cotepxKuT:

eticmsyrowee seugecmeo:

kBetuanuHa ¢pymapar — 172,700 mr B nepecyere Ha keruanut — 150,000 mr

Bcnomozcamenvuble sewecmesa (10po):

e/UTI0I03a MHKpokpucTaumyeckas 101 — 98,350 wmr, nmakto3sr monoruzapar — 31,050 wr,
noBuoH K 17 — 15,000 mr, kapbokcumeTriikpaxmat Hatpust (mpumorenib) — 27,000 mr, kanpuus
runpodpochara quruapat — 15,000 mr, tanek — 7,500 Mr, maraus creapat — 4,650 Mr, KpeMHuUs
JIMOKCHJ KOJUTOUIHBIN — 3,750 Mr

[lnenounas obonouka:

rOTOBasi CUCTEMA IJICHOYHOTO MOKPBITHS VIVACOAT® PA-3P-261 — 9,400 Mr [rumpomeniosa
(T'TIMII) 6 / E 464 — 3,666 mr, tutana quokcun / E 171 — 2,804 mr, monuaekcrposa / E 1200 —
1,410 mr, Tamek / E 553 b — 0,940 mr, makporos 3350 — 0,564 mr, kpacutenb xkejne3a OKCUT
kpacHblii / E 172 — 0,016 mr].

Onna Tabnerka, MOKpBITas TUIEHOYHOM 00010uK0i, 200 MI COIEPIKHUT:

ﬂeﬁcmewomee sewecmseso.

kBetuanuHa ¢pymapar — 230,260 mr B nepecyere Ha kBetuanut — 200,000 mr

Benomozcamenvuvle sewgecmsa (10po):

HeJUTI0I03a MEKpokpucTautndeckas 101 — 131,140 mr, nakro3sr MmoHoruapat — 41,400 wmr,
noBuoH K 17 — 20,000 Mr, kapOokcumeTrHiIKpaxma HaTpus (mpumorenis) — 36,000 mr, kanbius
ruspodocdara quruapar — 20,000 mr, tanek — 10,000 mr, maraus creapat — 6,200 mr, KpeMHUs
JIHOKCH ] KOJUTOUIHBIH — 5,000 Mr

Ilnenounas obonouxa:

rOTOBasi CUCTEMA IIEHOYHOTO MOKPBITHS VIVACOAT® PA-3P-261 — 12,500 mr [rumpomesniosa
(I'TIMLY) 6 / E 464 — 4,875 mr, tutana quokeun / E 171 — 3,729 mr, nomaaekctposa / E 1200 —
1,875 mr, Tanek / E 553 b — 1,250 mr, makporon 3350 — 0,750 Mr, kpacuTesb *kele3a OKCHJT
kpacublii / E 172 — 0,021 mr].

Opnna Tabierka, MOKphITask IUIEHOYHOM 000109K0#, 300 MI' COJIEPIKHT:

ﬂeﬁcmewomee seuecmeo.

kBetuanuna ¢pymapar — 345,390 mr B nepecyere Ha kBeruanud — 300,000 mr



Bcnomozamenvhvie sewgecmea (10po):

HeyuTroNo3a Mukpokpuctaummyeckas 101 — 196,710 mr, nakro3sl monoruapar — 62,100 wmr,
nouoH K 17 — 30,000 mr, kapOokcumeTrikpaxmain Hatpust (pumoresib) — 54,000 mr, kansuus
rusipodocdara quruapar — 30,000 mr, Tanbk — 15,000 mr, maraus creapat — 9,300 mr, kpeMHuUst
JIMOKCHJT KOJUTOMAHBIH — 7,500 Mr

[lnenounasn obonouxa:

rOTOBasi CUCTEMA IJIEHOYHOTO MOKPBITUS VIVACOAT® PA-3P-261 — 19,000 mr [runmpomertnosa
(I'TIMLY) 6 / E 464 — 7,410 mr, Tutana quokeun / E 171 — 5,668 mr, nomuaekctposa / E 1200 —
2,850 mr, Tanbk / E 553 b — 1,900 mr, makporos 3350 — 1,140 mr, kpacurtesb xee3a OKCHJT
kpacHslit / E 172 — 0,032 wmr].

Onucanme:

Kpyrible 1BOSIKOBBINMYKJIbIE TaOJETKH, MOKPBIThIE TIEHOYHOW 000JI04KOM po3oBoro mperta. Ha
MONIEPEYHOM pa3zpese apo 0eoro WiK noyTH O6enoro uBeta (011 003upogok 25 me, 100 me, 150
me, 200 me2).

KancynoBuausie TabneTku, NOKPBITHIE IUIEHOYHOU 000JI04KO# po30oBoro mnpera. Ha nonepeunom
pazpese spo 0e1oro WM no4tu 6eoro uBeta (011 0o3uposxu 300 me).
dapmakoTepaneBTHYECKAsl IPYNIA: aHTHIICUXOTHYECKOE CPEACTBO (HEHPOJICNITHK).

Kox ATX: NOSAHO04

®apmako0rHyecKne CBOHCTBA

Dapmakoounamuka

Mexanusm oeiicmeusn

KBernanuH sBIsieTCSs ATHIMYHBIM AHTUIICHXOTHYECKHM TpernapaTtoM. KpeTHanmuH u ero
aKTUBHBIA MeTa0oMUT N-/1e3aIKHIKBeTHANNH (HOPKBETHANIUH) B3aUMOJICHCTBYIOT C IHPOKUM
CHEKTPOM HEHPOTPAaHCMHMTTEPHBIX PEHENTOPOB TOJOBHOro Mo3ra. Ksermanmun wu N-
JIC3IKHIIKBETHAITHH MPOSIBIISIIOT BBICOKOE cpoicTBO K SHT2-cepoToHMHOBBIM perentopam u Di-
U D2-10paMHHOBBIM perienTopamM roJIoBHOr0 Mo3ra. AHTaroHH3M K YKa3aHHBIM pelenTopaM B
coyeTaHuHu ¢ Oosiee BBICOKOH celeKTUBHOCTBIO K SHT2-cepoToHHHOBBIM perientopam, yem K Da-
J0(aMHHOBBIM ~ perentopaM, oOycIaBIHBAaeT KIWHUYECKHE AHTHIICHXOTHYECKHE CBOMCTBA
KBETHAIIMHA U HU3KYIO YaCTOTY pa3BUTHS SKCTPAUPAMUIHBIX TOOOUYHBIX 3 dekToB. KBeTHanuu
He 00J1aflaeT CPOJCTBOM K IEPEHOCYHMKY HOpaJpeHaTMHA U 00JaaeT HU3KUM CPOJICTBOM K
SHTia-cepoToHHHOBOMY peLentTopy, B TO BpeMsi Kak N-/Ie3aJKHJIKBETHAMH MPOSIBISCT
BBICOKOE CpPOACTBO K 00ouM. MHruOupoBaHuHe MEepeHOCUHKA HOPAJAPCHATHHA M YaCTHUYHBINA

aronu3sM B oTHomeHUH  SHTiA-CepOTOHHMHOBBIX  penenTopoB,  MposiBisieMble  N-



JIC3AIKHIIKBETHAIIMHOM, MOTYT OOYCJIaB/IMBaTh AHTUJCIIPECCHBHOE JICHCTBHE KBETHAITHHA.
KBetnanuu u N-je3akuiKBeTHANUH 00aJal0T BBICOKUM CPOJICTBOM K I'MCTAMHHOBBIM M (1-
aJIpEHOPELENTOPaM U YMEPEHHBIM CPOJICTBOM 10 OTHOLICHHUIO K 02-aJpeHopenentopaM. Kpome
TOr0 KBETHAIUH He 00J1aaeT WiK 00JajaeT HU3KUM CPOJICTBOM K MYCKapHHOBBIM PEIETITOpaM,
B TO BpeMsi Kak N-J€3aJKHJIKBETHANIMH MpPOSBISET YMEPEHHOE WM BBICOKOE CPOICTBO K
HECKOJIBKUM IIOATHIIAM MYCKapHHOBBIX pPELENTOPOB, C KOTOPHIM MOTIYT OBITh CBSI3aHBI
AHTUXOJIMHEPrHUecKue (MycKapuHOMOoa00HbIe) Y3 PEeKThI.

B cranpapTHBIX TecTaX KBETHAIUH IMPOSBISET AHTUIICUXOTHYECKYIO AKTHBHOCTbB. Y JICJbHBIN
BKJIaJ MeTabosuTa N-/Ie3aIKuIKBeTHAIuHA B (PapMaKOIOrHUecKyl0 aKkTHBHOCTh KBETHAIMHA HE
ycraHoBjeH. Pesynprarhl HM3yueHHs sKkcTpanupaMuJHbIX cuMnToMoB (DIIC) y KMBOTHBIX
BBISIBUJIM, YTO KBETHAIIMH BBI3BIBACT CIA0YIO KATAJIENCUIO B J103aX, 3P(PEKTUBHO OJIOKUPYIOIIUX
D»-penenTopsi. KBernanuH  BBI3BIBAET  CEJIEKTUBHOE  YMEHBIIEHHWE  AKTHBHOCTH
Mmezosiumbuyecknx Al0-modamMuHepruyeckux HEHPOHOB B CpaBHEHHH ¢ A9-HUIPOCTPHATHBIMHU
HEHpOHaMH, BOBJIEYEHHBIMU B MOTOPHYIO (DYHKIIHIO.

Ippexkmusnocmeo

KBetnanun s¢¢pexkTHBeH B OTHOIICHWH KaK IO3MTUBHBIX, TaK W HETaTHBHBIX CHMIITOMOB
30 peHun.

KBetnanun s¢¢ekTuBeH B kKadyecTBE MOHOTEPAITHH MTPU MaHHAKAJIBHBIX 3MH30/1aX OT YMEPEHHOU
JI0 BBIPDOKEHHOH CTENeHW TsDKEeCTH. JlaHHBIE O JUTMTEIbHOM NPUMEHEHHWH KBETHAIMHA IS
NpOPUIAKTUKH MOCIEAYIOMUX MaHHAKAJIBHBIX M JICMPECCHBHBIX O3IH30/I0B OTCYTCTBYIOT.
JlaHHBIE 1O TNPUMEHEHHMIO KBETHAIIMHA B KOMOWHAIIMM C BAJbIIPOATOM CEMHUHATPUS WU
npenapartamMM JIMTHsS MPH MaHUAKAJIBHBIX SMH30/aX OT YMEPEHHOH 10 BBIPAXXEHHOW CTENEHU
TSOKECTH OrpaHWYEHbl, OJHAKO JaHHas KOMOWHHpPOBAHHAs Tepamus, B IEJIOM, XOPOIIO
nepenocwiack. Kpome toro, ketnanus B q03e¢ 300 mr u 600 Mr 3¢ ¢eKkTuBeH y NalHUeHTOB C
OunossipabiM paccTpoicTBOM [ 1 I THITA OT yMepeHHO# 10 BhIpaXKEeHHOM cTeneHu TsokecTu. [lpu
5ToM 3((HeKTUBHOCTH KBEeTHANMHA MpH rpremMe B 103 300 mr u 600 Mr B CyTKH CONTOCTaBUMA.
KBetnanun s3¢pexTHBEeH y MalUeHToB ¢ MU30ppeHHei 1 MaHUEeH TIPU NIpUeMe npenapara 2 pasa
B CYTKH, HECMOTPS Ha TO, UTO MEPHO/I MOJYBBIBECHHS KBETHAITHHA COCTABJISIET OKOJIO 7 YacoB.
BozneiictBue kBetmanuna Ha SHT2- u D2- penenrtopsl nmpoposmkaercs a0 12 yacoB mocie
npuema rpernapara.

Ilpu mnpueme kBeTHManmuHa C THTPOBaHWEM J03bI Tpu mm3oppenun yacrora DIIC u
COIIYTCTBYIOIETO IMPUMEHEHHUs] M-XOJHHOOJOKAaTOpOoB ObUIa COMOCTAaBUMAa C TaKOBOW MpH

npuemMe 1uianedo. [lpu HazHayeHuu kBeTHanuHa B GUKCHPOBAHHBIX J03ax OT 75 mo 750 mr/cyt
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nanueHTam ¢ mu3odpenuei yacrora BosHuKHOBeHUs DI IC 1 He0OX0MMOCTD COMYTCTBYIOIIETO
MPUMEHEHHUS M-XOJMHODJIOKATOPOB HE YBEITHUUBAIUCE.

[Ipu npumeneHuy KBeTHANMHA B 103ax /10 800 Mr/cyT [uist JiedeHHsI MAaHUAKAIbHBIX ITH300B OT
YMEPEHHOH /10 BBIPAXKEHHOH CTENEHH TSHIKECTU KakK B BUJIC MOHOTEpAIHH, TaK H B KOMOMHAIIUH C
npenapataMM JIMTHS WM BaJblipoaToM cemuHartpus, dvactora JIIC wu comyrcrByromero
IIPUMEHEHHs M-XOJIMHOOJIOKAaTOPOB ObLIa COMOCTaBMMa C TAKOBOH MPU MpueMe mianedo.
DapmakoKkunemuka

Ilpu mepopaibHOM NPUMEHEHHUH KBETHAIUH XOPOIIO BCACHIBACTCS M3 JKEIYI0YHO-KUIIEYHOTO
TPAKTa U aKTUBHO META0OIU3UPYETCs B IEYCHH.

[Tprem nuim cyecTBeHHO He BIUsET Ha OM0I0CTYNHOCTh kBeTHanuHa. [Ipudnusurensuo 83 %
KBETHAITMHA CBS3bIBAETCS C OJIKaMH I1JIa3Mbl KPOBH.

PaBHOBecHass MoOJIsIpHAas KOHLIEHTpAlMs AakKTHUBHOro Metabonuta N-Ie3aiKHIKBeTHANMHA
cocraBiser 35 % oT TakoBOd KBeTHanuHa. [lepwoj moyBbIBeJCHHsS KBeTHAaMHA W N-
JIC3JIKMJIKBETHAIIMHA COCTABIISICT OKOJO 7 M 12 yacoB, cooTBETCTBEHHO. PapMaKOKHHETHKA
KBeTHANMHAa M N-Je3aJIKWIKBETHAIMHA JIMHEHHas, pa3auuuil  (papMaKOKMUHETHUYECKHX
noKasaresiei y My)KYMH U J)KEHIIUH He HaOIroAaeTcs.

CpenHuit KIMpeHC KBeTHANTMHA Y MOXUIIBIX NarieHToB Ha 30-50 % MeHble, 4eM y MalueHToB B
BO3pacre oT 18 10 65 ner.

Cpennuit mia3MeHHbIH KIMPEHC KBETHAIIMHA CHIIKAETCSl PUOIU3UTENILHO Ha 25 % y MalueHToB
C TSDKEJIOW MNOYEYHOHW HEJOCTAaTOYHOCThIO (KJIMpeHC KpeaTuHuHa MeHee 30 MII/MUH), HO
WH/IMBU/yaJIbHBIE II0Ka3aTeIM KJIMPEHCAa HAXOJATCS B Ipe/ieax 3HA4YeHUH, BBISABICHHBIX Y
3JI0pPOBBIX  JOOpOBOJBIEB. Y  MAlUEHTOB  C  MEYEHOYHOH  HEJOCTaTOYHOCTBHIO
(KOMIIEHCUPOBAHHBIM aJIKOTOJILHBIA IUPPO3) CPEIHHH IJa3MEHHbIH KJIUPEHC KBETHAIHHA
CHIKeH npubimsutenbHo Ha 25%. IlockoyibKy KBETHANMH WHTEHCHBHO METadOJIM3HpPYyeTCcs B
IICYEHH, Y MALMUEHTOB C NEYEHOYHON HEAOCTATOYHOCTHIO BO3MOXKHO IMOBBIIIEHHE IJIa3MEHHON
KOHIICHTPALIMU KBETHAIIUHA, YTO TpeOyeT KOPPEKTUPOBKH JI03bI.

B cpennem wmenee 5 % MossspHOM J103bI  (QpakuMH CBOOOJHOro KBeTHanmuHa U N-
JIC3IKMIIKBETHANIMHA TUIa3Mbl  BBIBOAATCA ¢ Mouoil. [lpubnusurensHo 73 % kBeTHanuHa
BeIBOAMTCA ¢ Mo4oil u 21 % c ¢exkamusamu. Menee 5 % KBeTHanuHa HE MOJBEPraeTcs
MeTa0O0JIU3MY U BBIBOJMTCS B HEM3MEHEHHOM BH/JIE MTOYKAMH WK C (PeKATUSIMH.

Ycranosiieno, yro CYP3A4 sgBisercs kioueBbIM H30(EpPMEHTOM MeTaboIM3Ma KBETHAIHHA,
OIIOCPEIOBAHHOIO  HUTOXpoMOM  P450. N-zpe3ankuikBeTHanmuH oOpa3yeTcss C y4yacTHEM

u3opepmenra CYP3A4.



KBeTnanuu u HeKoTOpbIE €ro MeTaboIuTh (BKIIOYast N-/1e3aIKHIKBETHAIIMH) 00J1a/IafoT ¢1adoi

MHTHOUPYIOLIeH aKTUBHOCTBIO MO OTHOIIEHHIO K H3odepmeHTaM muToxpoma P450 1A2, 2C9,

2C19, 2D6 u 3A4, HO TOJIBKO NpH KOHLEHTpalUuH, B 5-50 pa3 mpeBblmaromieil KOHIICHTPaIHH,

HaOmoaemMple MpH  OOBIMHO Hcmosib3yeMoit s dextuBHol no3upoBke 300-800 mr/cyr.

OcCHOBBIBasiCh Ha pe3yJibTaTax in Vvilro, He CIEAYeT 0XKHUJIaTh, YTO OJHOBPEMEHHOE HAa3HAUCHHE

KBETHAIMHA C JIPYTMMH [penapaTaMu MpUBeIET K KIHHHYECKH BBIPQ)KEHHOMY HHTHOMPOBAHHUIO

MeTaboIM3Ma Ipyrux JIEKapCTBEHHBIX CPECTB, OMIOCPEIOBAHHOTO IUTOXpOoMOM P450).

Iloka3zanusi K NpUMeEHEHHIO

—JIe4yeHue MmMu30()peHuH;

—JIeYeHUE MaHUAKAJIBHBIX 3IHU30/10B B CTPYKTYpe OUMOJISIPHOTO PacCTPOUCTRA;

—JIEYEHHE JICTIPECCUBHBIX JMU30/10B OT CPEAHEH /10 BHIPAKEHHOU CTENEHHU TSKECTU B CTPYKTYpe
OMMOJISIPHOTO PACCTPOUCTBA.

[Ipenapat He noka3zaH Juis NpOQHIAKTHKA MAHUAKATBHBIX M JIEIIPECCHBHBIX IMH307I0B.

IIporuBOonOKa3aHus

—TUINEPUYBCTBUTEIBHOCTE K JTII0OOOMY KOMIIOHEHTY Mpenapara;

—COBMECTHOE MPUMEHEHHE ¢ MHrHOuTOpaMu nuroxpoma P450, TakuMu Kak mpoTUBOrpHOKOBBIE

npenaparbl IPYNNbl  a30JI0B, JPUTPOMHUIMH, KIAPUTPOMHLIMH U Heda3oqoH, a TaKke

uHruOuTopel mporeazsl BUY (cMm. pasznmen «BzaumopeiicTBue ¢ JpYrUMH JIEKapCTBEHHBIMH

CpEICTBAMHU »);

—nerckuit Bo3pact j10 18 net (3¢ pekTuBHOCTL U 0€30MaCHOCTh HE YCTAHOBJICHBI);

—HEMEPEeHOCUMOCTh  TaJaKTO3bl,  HEJOCTaTOYHOCTh  JIAKTa3bl,  IJIFOKO30-TaJIaKTO3Has

MambabcopOIus.

C 0CTOPOKHOCTHIO

— KapJMOBAaCKYJISIpHbIE W IepeOpoBacKyssipHbie 3a00JieBaHUS WM JIpyTHE COCTOSIHUS,

Ipepacnojararoiiue K apTepuaibHOM TMIIOTEH3UH;

— MOXWJIOH BO3pacT;

— TMEYCHOYHAasl HeJIOCTATOYHOCTh;

— CYJIOpPOXHBIE MPUIIAJIKA B aHAMHE3€;

— PHUCK Pa3BUTHUSI HHCYJIbTA U aCTUPALIMOHHONW THEBMOHHH.

[Ipumenenune npu 6epeMEHHOCTH H B IEPHO/I IPY/AHOI0 BCKAPMJIUBAHHUSL:

bepemennocms

beszonacHocTh 1 3¢¢)CKTHBHOCTB KBETHAIIUHA Y 6CpCMCHHbIX JKCHIIHUH HC YCTAHOBJICHBI.



[TosToMy BO Bpemsi OEpEMEHHOCTH KBETHAIIMH MOYKHO MPUMEHSTH TOJIbKO, €CIIH OXKHJaemast
T0JIb3a JIUIS JKEHIIUHBI OMPAB/ILIBACT MOTEHIIMATIBHBIN PUCK JUTS IJI0/1A.

[Ipy nprUMEHEHWH aHTUIICUXOTHYECKHX IpernaparoB, B TOM YHUCIE KBETHAIIMHA, B TPEThEM
TpuMecTpe OEpeMEHHOCTH Yy HOBOPOXJIECHHBIX MOSBISETCS PHCK Pa3BUTHs HEXKEIATEIbHBIX
peakiMii pa3sHOM CTENEeHH BBIPAXKEHHOCTH M JUIUTENbHOCTH, BKitoyas DIIC w/wnmm cuIpom
«oT™MeHbl». Coobmanock 0 BO30YKICHHM, TMIIEPTOHHHM, THIIOTOHUH, TPEMOpPE, COHJIUBOCTH,
PEeCHUpaTOPHOM JIMCTPECC-CHHAPOME WM HapyIIEeHHsX KOpMmIeHHs. B cBsi3u ¢ 3TUM ciexyer
TIHIATEJILHO HA0JII0IaTh 32 COCTOSIHUEM HOBOPOXK/ICHHBIX.

I pyonoe ecxapmnusanue

Ony6nukoBaHbl cOOOIIEHUs 00 IKCKPELUH KBETHAIMHA C I'PYJHBIM MOJIOKOM, OJIHAKO CTEIEHb
9KCKpeLUu He ycTaHoBiyieHa. JKEHIIMHAM HEOOXOOMMO pPEeKOMEHJ0BaTh u30eraTh TpyIHOrO
BCKapMJIMBaHUSI BO BpeMsi IPHEMa KBETHAITHHA.

Cnocod npuMeHeHHst H 103bI

BHYTpb, HE3aBUCHMO OT IpUEMA MHUIIIH.

Jleuenue wmusogppernuu

KBetnanun HazHayaloT gBa pa3a B cyTkd. CyToyHas J03a /IS MEpBbIX 4 CYTOK Tepanuu
cocraBisieT: 1-e cytku — 50 mr, 2-e cytku — 100 mr, 3-u cytku — 200 mr, 4-e cytku — 300 mr.
Hauunas ¢ 4-x cyTok J103a J0/DKHA TUTPOBAThes 10 3P PeKTUBHOM, 00bIYHO B mpenenax ot 300
710 450 Mr/cyT. B 3aBHCHMOCTH OT KJIHHHYECKOTO 3 (deKTa U HHIHUBH/IYATbHON IEPEHOCUMOCTH
npenapara MalMeHTOM J03a MOXET BapbupoBaTh B mpexenax ot 150 mo 750 wmr/cyrt.
MaxkcumanbHasi peKOMEH/I0BaHHasi CyTOYHast J03a cocTaBiisieT 750 mr.

Jleuenue MaHUAKAIbHBIX INU30006 6 CHIPYKMYPE OUNOJIAPHOZ0 PACCMPOIUCHEA

KBeTtnanuu mnpuMeHsieTcss B KayecTBe MOHOTEpAllUM HJIM B KOMOMHAIIMKM C TpernapaTamH,
001a1al0MUMU HOPMOTHMHYECKHM JICHCTBUEM.

KBertnanuu HasHauyaroT aBa paza B cyTku. CyrodHas Jo3a Uil NMEpBbIX 4-X CYTOK Teparuu
coctapisier: 1-e cytku — 100 mr, 2-e cytku — 200 mr, 3-u cytku — 300 mr, 4-¢ cytku — 400 mr.

B naneHeimem k 6-My JHIO TepaluH CyTOYHAs J103a MpernapaTa MOKeT ObITh yBenuueHa 10 800
MI. YBeJIIMYEHUE CYTOYHOH J103bI HE TOJDKHO npeBbimath 200 Mr B CYTKH.

B 3aBucHMMOCTH OT KJIMHHYECKOro 3¢ deKra U MHIUBHIYATHHONH MEPEHOCUMOCTH, 7032 MOXKET
BapbHpoBath B npejesax ot 200 o 800 mr/cyr. O6br4n0 3¢ dexTuBHas no03a cocrasiser ot 400
10 800 mr/cyT. MakcumalibHasi peKOMEHIOBaHHasi CyTo4Hasi 103a cocrapisieT 800 mr.

Jleuenue denpeccusnbvix Inu30006 6 CMPYKMype OUNONAPHO20 PACCHPOUCMEA

KBeTHanun Ha3HAa4aloT OJJMH pa3 B CyTKH Ha HOYb. CyTOYHas 103a JUIs MEPBBIX 4-X CYTOK



Tepanuu cocrabiseT: 1-e cytku — 50 mr, 2-e cytku — 100 mr, 3-u cytku — 200 mr, 4-e CyTKH —
300 mr. Pexkomenmyemas jo3a cocraBiusier 300 mr/cyr. MakcumaibHas peKOMEHIOBaHHAs
cyTouHas Jio3a coctapisieT 600 mr.

AnTuaenpeccuBHbll 3¢ ekt KBeTHanMHA ObUT MOATBEPX/IEH MPU MCIIOIB30BAHUH €0 B JI03€
300 mr/cyt u 600 mr/cyt. [Ipu kpaTkocpouHoi Tepanuu 3)(HEeKTHBHOCTL KBETHANMHA B J103aX
300 mr/cyT u 600 mr/cyT 6bUTa conocTaBUMOI (CM. paszzen «DapMakoIuHAMHKAY).

Hoxcunvie nayuenmei

Y NOXMIIBIX MAlMEHTOB HayajibHas J03a KBETHANMHA cocTaBiser 25 mr/cyt. Jlody ciemyer
YBEJIMUUBATh €XKeIHEBHO Ha 25-50 Mr 10 poctrxeHus 3pEKTHBHOM JI03bI, KOTOPasi, BEPOSTHO,
OyJ1eT MEeHbIIE, YeM y MOJIOJIBIX ITAIIHEHTOB.

ITayuenmoi ¢ noueunoit HedoCcMamMo4HoCMbIO

Koppekuus 10361 He TpeOyeTcs.

ITayuenmot ¢ neweHouHO HEOOCMAMOYHOCMbIO

KBeTtnanvH MHTEHCHBHO MeTabonm3upyeTcss B TmedeHH. [lostomy cieayer coburonarh
OCTOPO’XKHOCTh MPU MPUMEHEHUU KBETHAIMHA Y MAIIMEHTOB C MEYCHOYHOH HEIOCTATOYHOCTHIO,
0COOEHHO B Hayaje Tepanuu. PekomeHIyercss HauMHATh TEparui0 KBETHAMHOM C JIO3BI
25 Mr/cyT M yBEIMYHMBATh JI03Y €XKeJHEBHO Ha 25-50 Mr 10 JocThHxkeHUs 3)HEeKTHBHOM TO35I.
Ilo6ounoe neiicTBue

Haubonee vactbie mobounbie 3¢ ekt kBeTnanuua (>10 %) — COHIMBOCTB, TOJIOBOKPYKEHHE,
CYXOCTb BO PTYy, CHHJIPOM «OTMEHBI», MOBBIIIEHHE KOHIIEHTPAIUH TPUTIHIIEPH/IOB, TIOBBIIICHHE
KOHIIEHTpaluu 001ero xojiectepuHa (rJaBHbIM 00pa3oM, X0JEeCTepUHA JTUIONPOTEUIOB HU3KOH
wiotHocty — JIITHII), cHukeHHe KOHIEHTpalMH XOJECTepUHA JIMIOMPOTEHIOB BBICOKOU
wiotHoctu (JIIIBII), yBenuyenue maccel Tena, CHMIKEHHE KOHIICHTpPAILMM TeMOrjJoOHMHA U
HKCTpANMPAMH/IHbIE CHMITTOMBI.

Yactora BO3HUKHOBEHHsI MMOOOYHBIX 3((deKToB ompenensyiack B  COOTBETCTBHH €
ki1accudukanuein Beemuproit Opranuzanuu 31paBooxpaneHus: oueHb yacto (> 1/10), wacro (>
1/100, < 1/10), wewacro (> 1/1000, < 1/100), peaxko (> 1/10000, < 1/1000), oueHs peako (<

1/10000), yacToTa Heu3BecTHA (HEBO3MOXKHO OLIEHHTH HA OCHOBAaHHH MMEIOIIUXCS IAHHBIX ).

Ouenb yacro (>1/10)

Co CTOpOHBI IIEHTPAILHOM T'onosokpyxenne’ 7, commocts™ !, ronosHas 60ib,
HEPBHOM CUCTEMBI: YKCTpPANUPAMHUJIHBIE CHMIITOMBI "
Co CTOPOHBI KeNyA0YHO- CyxocTb BO pTY




KHIICYHOI'O TPpAaKTa:

OO61mue paccTpoicTBa:

Cunapom «otMenp»'

M3meneHus 1abopaToOpHbIX U

[ToBbIlIeHHE KOHLUCHTpaluu TpurnnuepmmBl‘ ”, 0611161‘0
1,12

UHCTPYMEHTAJIBHBIX XoJiecTepuHa (rjaBHbIM 0Opa3oM, xonectepuna JITTHIT) - ™,
. I
[IOKa3aTeJIen: CHUIKEHHE KOHIICHTPALUU XOJIECTEPHHA JIIBIT" ', yBenmnuenue
MacChI TeJia’, CHIKEHHE KOHICHTPAIHH FeMOTI00HHa™
Yacro (=1/100, <1/10)

Co CTOPOHBI CUCTEMBI

KPOBETBOPEHHSL:

Jleiikonenus %

Co cTOpOHBI LIEHTPAJILHOM

HEPBHOM CHCTEMBI:

I[I/BaprHSI, HEOOBIYHBIE H KOIIMAapHbI€ CHOBUJICHHUSI,

ITOBBIIICHHUE aAIIIICTUTA

Co CTOPOHBI CEPACYHO-

COC}’HPICTOﬁ CUCTCMBI:

Taxmcapm/ml’ 4, CCpI[IIC6I/ICHI/ICw, opToCTaTUYCCKasA

I‘HHOT€H3I/ISII’ et

Co cTopoHBI OpraHa 3peHus:

HeuetkocTh 3peHus

Co cTOpOHBI IbIXaTEeJIbHON

CHCTEMBI:

Onpimka'®

Co CTOpPOHBI KeITyIOUHO-

KUIICYHOI'O TpaKTa:

3anop, AUCHENncHs, pBOTa21

O06mue paccTpoicTsa:

He3nauurtensHo BBIp@XXCHHAA aCTCHHUS, pa3/IpaXXUTCIbHOCTD,

nepupepuyecKre OTEKH, JINXOpaIKa

V3MeHeHust 1ab0opaTOpHBIX U
HHCTPYMEHTATBHBIX

[MOKa3aTeJIen:

[ToBsimenne aktuBHOCTH AJIT?, MOBBIIEHHE AKTHBHOCTH

I'TT?, cHmxenue KomdecTBa HeHTPOQHIOB" 22 [OBBIIICHHE

24 1,7

KOJIMYCCTBA 303I/IHO(1)HJIOB , TATNICPIIIMKEMHS * , IOBBIIICHUEC

KOHIIEHTPAI[UH MPOJIAKTHHA B CBIBOPOTKE KpOBI/I16, CHUKEHHE
KOHIIEHTpAIMU 00IIEro u CBOOOIHOTO T42°, CHIDKEHHUE

KOHIEHTpawuH o6mero Ts”’, MoBbIIIeHHE KOHIIEHTPALUHA TIre

Heuacro (=1/1000, <1/100)

Co CTOpOHBI CepaeYHO-

COCYIIHCTOﬁ CUCTCMBI:

Bpazu/n(apmzlsl26

Co cTopoHBI UMMYHHOM

PeaKum[ THTNICPUYYBCTBUTCIIBHOCTH




CHCTCMBI:

Co CTOpOHBI LIEHTPAILHOMH

Cy,uopom', CHUHJIpOM O€CIMOKONHBIX HOT, ITO3/THSIS

HEPBHOM CHCTEMBI: muckunesns', oomopok” 7| cryranHocTh co3Hanus
Co CcTOPOHBI JIbIXaTEIbHON Punut

CHCTEMBI:

Co CTOpOHBI ey J04YHO- Jlucharus’®

KHIIEYHOTO TPaKTa:

Co cTOpOHBI 1OYEK U 3ajepxKa MOUU

MOYECBBIBO/IAIITHUX HyTCﬁI

W3meHenust 1abopaTOpHBIX U
HHCTPYMEHTAJIBHBIX

[MoKa3aTeJIeu:

INossimenue aktusHoctd ACT? , Tp0M6OIII/ITOHCHI/ISIl4,
yUIMHEHHE UHTepBaJia QT" ", cHimkenue KOHIEHTpAIHH

CBOOOJIHOTO T32°

Penxo (>1/10000, <1/1000)

Co CTOPOHBLI IICYCHHU H

KEJTYCBBIBOISAIIIHX l'Iy’I‘Cf;Il

)I(emyxa6

Co CTOpOHBI pENPOTYKTHBHON

CHCTCMBI:.

[Tpuanu3m, ranakropes

OO6ume paccrpoiicTsa:

3710KaueCTBEHHBIH HEHPONCNTHYECK I CHHIPOM ', THIIOTEPMHS

M3meHeHus 1abopaTopHbIX U
HHCTPYMEHTAJIBHBIX

[MoKa3aTeJIeu:

TToBBIIIEHHE AKTHBHOCTH KpeaTHH(POCHOKHHA3BI,

aI‘paHyJIOI_II/IT0327

Co cTOpOHBI LIEHTPAJIbHOM

HepBHOﬁ CUCTCMBI:

COMHaM6yJII/13M H CBA3aHHBIC C HUM SBJICHHUA

Co CTOpOHBI JKeITyJOUHO-

KHIICYHOTI'O TpaKTa:

HCHpOXOIII/IMOCTb KHIIICUYHUKa/ HIICYC

Ouens peako (<1/10000)

Co cTOpOHBI UMMYHHOM

CHUCTEMbI:

AHaHIAKTHYECKHE PeaKIun’

Merabonuueckue HapyIIeHuUsI:

Caxapusrii quaber’ > ¢
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Co CTOpOHBI MeYEHH U ['enaturt (¢ xentyxoi uim 6e3 >1<enTyx1/1)6

JKCJTYCBBIBOJAIUX l'Iy’TCﬁZ

Co CTOpOHBI KOXKHU H AHruoHeBpoTHYecKHit otek’, cirmpom Crupenca-J[roncona’

IMOJIKOKHBIX TKaHEH:

Co cTOpOHBI CKENIETHO- Pabnomuonus
MBILIEYHON U COCUMHUTEIILHON

TKaHH

Yacrora HeH3BeCTHA

1

Co cTOpOHBI CHCTEMBI Hei#ttponenus

KPOBETBOPEHHS:

OO6mme paccrpoiicTpa: CHHIPOM «OTMEHBI» Y HOBOPOIKIACHHBIX ™

Co cTOpOHBI KOXKH U JlekapcTBeHHast peakus C 503MHOQUINEH U CHCTEMHBIMH
MOJIKOKHBIX TKaHEH cumntomamu (DRESS-cunpom), octpbliii reHepain30BaHHbIH

9K3aHTEMATO3HBIN MyCTYJIe3, MyJIbTH(HOPMHAs 3pHTEMAa,

KOXKHBIA BaCKYJIUT

' Cm. pazzen «OcoGbie ykasaHus».
? COHMBOCTH OGBIYHO BO3HHKAET B TEYCHHE MEPBBIX 2-X HeJEb MOC/e HAYala Tepallui |, KaK
NpaBuilo, pazpeuaercss Ha GoHe MPOI0IDKAIOIIETroCs MPHeMa KBETHAITWHA.

Bo3moxxHO OeccuMnTOMHOE MOBBbINIEHHE (>3 pa3a OT BEpXHEW TIpaHHIbI HOPMBI IPU
U3MEpeHun B moboe  BpeMmsi)  aKTHBHOCTH  acmapratamuHoTpanchepassl  (ACT),
anannHamMuHOTpaHcdepa3sl (AJIT) u ramma-riyramunrpancnentuaassl (ITT) B ceiBopoTke
KPOBH, KaK IpaBHJIO, 00paTuMoe Ha poHE MpoI0DKAIOIIET0Cs TpHeMa KBeTHAITHHA.

* Kak W Jgpyrue aHTHIICHXOTHYECKHE NpENApaThl C 0i-aJpPeHOOIOKHPYIOIMM JeiCTBHEM,
KBETHAIIMH 4YaCTO BBI3BIBAET OPTOCTATHUYECKYIO THIIOTEH3HIO, KOTOpas COIMpPOBOXKIACTCS
TOJIOBOKPY)KEHHEM, TaXUKapAUeH, B HEKOTOPBIX Cllydasix — OOMOpOKOM, 0COOEHHO B Havalie
Tepanui (cM. pazaen «OcoOble yKazaHus»).

> OTMeueHbI OYeHb PEIKHE CITydan IeKOMICHCALMH CaXapHOro auabera.

6 OmeHka YacTOTHI JAHHOTO MOGOYHOTO s¢¢dekTa mMpou3BOANIACE HA OCHOBAHUHU PE3YJILTATOB

MOCTMApPKETUHI'OBOI'O H&6J’IIOI[CHI/I$I.
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7 ToBbimenue KOHIIEHTPALMU TJIFOKO3bl KPOBU Hatomak > 126 mr/mt (> 7,0 MMOIb/1) wiH
[JIFOKO3BI KPOBH 110cjie npueMa nuiy > 200 mr/a (> 11,1 MMoib/m) XoTs Obl IIPH 0JTHOKPATHOM
OIpe/IeICHUH.

¥ Bonee BeicOKas wyacToTa aucdaruu Ha (doHe KBeTHanmMHA MO CPAaBHEHHIO ¢ Iuianebo ObLia
OTMEYEHa TOJILKO y MAILHEHTOB C JCTPECCUeii B CTPYKTYpe OUMOJISPHOTO pacCTpOCTBa.

? TToBbIIIEHHE HCXOIHOM MACCH TeNa He MeHee YeM Ha 7 %. B OCHOBHOM, BO3HHKAeT B Hayaje
TEpaIuy y B3pOCIIbIX.

' Tlpm wm3ydeHMH CHHIpPOMAa «OTMEHBI» B KPaTKOCPOUHBIX  I1J1a11e00-KOHTPOIUPYEMBIX
KJIMHUYECKHX HCCIICZIOBAaHUSAX KBETHAllMHA B PEXKUME MOHOTEpANnUd OBUIM  OTMEUYCHBI
CIICNyIOIHE CHUMITOMBI: OECCOHHMIA, TOIIHOTA, TOJIOBHAas Ooib, JHWapes, pBOTa,
FOJIOBOKPYXKEHHE M pa3IpaXUTENIbHOCTh. YacToTta CHHApPOMA «OTMEHBI» CYIIECTBECHHO
CHIDKaJIach yepe3 1 Helelmo nocie npekpauieHus npuema rnpernapara.

" ToBeimenne koHIEHTpAIHE tpuriuuepuaoB > 200 mr/an (> 2,258 MMOJB/1T) y HAlHEHTOB >
18 et wim > 150 mr/mt (> 1,694 mmouns/in) y manuenToB < 18 siet, XoTs ObI IPH OJAHOKPATHOM
OIIpe/IeICHUH.

12 TToBbimenne KOHIIEHTpaluu oodmmero xosiectepuna > 240 mr/mn (> 6,2064 mMmounb/n) y
naiuenToB > 18 net umu > 200 mr/mn (> 5,172 mmoub/n) y nauuentoB < 18 jer, XoTst ObI npH
OJIHOKPATHOM OIPEJICIICHUH.

1> Cm. nmanee o TekeTy MHCTpyKImH.

" Chmxenne KonmuectBa tpoMOouuToB < 100 X 10°/n, xorst Gbl IpH  OJHOKPATHOM
OIpe/IeICHUH.

"> Be3 cBA3M ¢ 3710KAYECTBEHHBIM HEHPOJIENITHYCCKHM CHHAPOMOM. 110 JIaHHBIM KIHHHYECKHX
UCCJICIOBAHHH.

' IToBblmeHHE KOHIEHTpALMH MPONAKTHHA Y mamueHtoB > 18 jer: > 20 mxr/1 (> 869,56
MOJIB/) y MyxkuuH; > 30 Mkr/i (> 1304,34 nMoJIb/11) y KEHIIUH.

' MoskeT NpHBOIUTE K Na/ICHHIO.

' Crmkenne koHIeHTpanuu xosectepuna JINBIT < 40 mr/mr (< 1,03 MMOJIB/JT) y MYXYHH U <
50 mr/mn (< 1,29 MMOJIB/JT) Y KEHIIUH.

"% Jlanubie sBNEHMs YacTo OTMeUANH HA (POHE TAXHKAP/HH, TOTOBOKPYKEHHS, OPTOCTATHICCKOM
TUIIOTEH3UU W/WJIKM COIyTCTBYIOIIEH MAaTOJIOTHH CEePACYHO-COCYUCTON WM JIbIXaTeJbHON
CHCTEMBI.

% Ha OCHOBAaHMH NOTEHIMATBHO KIHHHYECKH 3HAYAMBIX OTKJIOHEHHH OT HOPMAIBHOTO

HUCXOHOI0 YPOBHsA, OTMEYEHHBIX BO BCCX KIIMHUYCCKHX HCCICIOBAHUAX. N3meneHus
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KoHIeHTpanuu odmero T4, ceobomHoro T4, o0mero T3, cBoboanoro T3 o 3Hauenuit < 80 % ot
HWKHEH TIpaHUIbl HOPMBI (IIMOJIB/JT) OpU HM3MEpeHWH B Joboe Bpems. M3meHenue
koHuenrpauuu TTI > 5 MME/n npu u3mepenun B j1000€e BpeMs.

2l Ha OCHOBaHMM MOBBIIICHHONH YACTOTHI BO3HHKHOBCHHS PBOTBHI y MOXMJIBIX TALUEHTOB
(Bo3pact > 65 ner).

2 B KpaTKOCPOYHBIX KITMHAYECKHX HCCIICIOBAHUAX MOHOTEPAITHH KBETHAIMHOM y MalUeHTOB C
KOJIMYECTBOM HEHTpoMIOB 10 Hawana Tepamuu > 1,5 x 10°/m ciydam HeiTpomeHuu
(xommuuecTBo Hedrpoduios < 1,5 x 10°/1) ormeuers y 1,9 % nauueHToB B rpyIe KBeTHANMHA
npotus 1,5 % B rpynne minanedo. CHuxenue konmdecta Heiirpopuios > 0,5, Ho < 1,0 x 10°/n
orMevasock ¢ yactoroit 0,2 % B rpynne kBetHanuHa W 1uiane®o. CHIKEHHE KOJHYECTBA
neiitpoduios < 0,5 x 10°/m xotst 661 1pH OJIHOKpaTHOM ormpezeneHud otmedeno y 0,21 %
[AllMEeHTOB B rpynie kBetuanuua npotus 0 % B rpynme miamedo.

# CHiKeHHe KOHIEHTpAIuH remMornodusa < 13 r/mwr (< 130 r/m) y myxun 1 < 12 v/ (< 120
I/11) y JKEHIIUH, XOTs ObI MPH OJHOKPATHOM OIpe/ieNIeHUH oT™Medaioch y 11 % mnamueHToB Ha
(doHe mpuemMa KBETHAIMHA BO BCEX KIMHHUYECKUX HCCIICHOBAHHSX, BKIIOYAS JUTHTEIBHYIO
Tepanuio. B KpaTKOCpOYHBIX  IUIALE00-KOHTPOJUPYEMBIX — HCCIICAOBAHHSAX  CHH)KEHHE
KOHIIeHTpauuu remoryiobuna < 13 r/m1 (< 130 r/n) y myxuun u < 12 r/mn (< 120 r/n) y )KeHIIuH,
XO0Tst Obl IpPU OJHOKPATHOM OMpEJEICHUH, OTMedasiock y 8,3 % mMaiueHToB B TpyIIIe
KBETHAIIMHA 10 CpaBHEHHIO ¢ 6,2 % B rpymre ranedo.

' Ha oCHOBaHHMH MOTEHIHATBHO KIHHHYECKH 3HAYMMBIX OTKJIOHEHHI OT HCXOIHO HOPMAIBHOTO
YPOBHS, OTMEYEHHBIX BO BCEX KIMHHYECKHX HCCle0BaHUsIX. [lOBBbIICHHE KOJIMYECTBA
s03uHOMMIOB > 1 % 10%/1 [IPH U3MEPEHUH B JIFOOOE BpeMs.

%% Ha 0CHOBaHHMH MOTEHIHATBHO KIMHAYECKH 3HAYHMBIX OTKJIOHEHH OT HCXOIHO HOPMAIBHOTO
YPOBHs, OTMEUEHHBIX BO BCEX KJIMHUYECKUX HccaeoBaHusX. CHIDKEHHE KOJMYEeCTBa
neiikoruToB < 3 x 10%/1 IIPH U3MEPEHUU B JIIO00E BpeMs.

?® MoskeT pa3BHTBCS B MOMEHT WM BCKOpE MOCIE HAYala TePallHH M COINPOBOXKIATHCS
TUIIOTEeH3UeH W/uiu oOMopokoM. YacToTa ycTaHOBJICHA HA OCHOBAaHHM COOOIICHHN O Pa3BHTHH
OpajiuKap/iM¥ U CBSI3aHHBIX HEXXENATeIbHBIX SBICHUH BO BCEX KIMHUYECKHUX HCCIICTOBAHHIX
KBETHAITHHA.

*" Ha OCHOBAHHMH OIEHKH YacTOTHI y MALHEHTOB, IPHHHMABIIAX Y4aCTHE BO BCEX KIMHHYECKHX
MCCIIeIOBAHUAX KBETHANMHA, Yy KOTOPHIX OTMeYanach Tskenas Heirponenus (< 0,5 x 10%/1) B
COYETAHUHU C HHPEKIUAMH.

% Cm. pasgen «[IpuMereHue npu OEepeMEHHOCTH U B IEPUOJI TPYAHOTO BCKAPMIIUBAHHS ).
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Vnnunenue uHTepBasia QT, jkenmysnoukoBasi apuTMUsi, BHE3allHas CMEPTh, OCTAHOBKA cepiaua u
JIByHANpaBJIeHHAss  JKENIYJI0YKOBas —~ TaxWKap/Ms CUYMTAIOTCS  MO0OYHBbIMH  d(deKTamu,
npucyumMu HeliposentukaMm. Yactora DIIC B KpaTKOCPOUYHBIX KIMHHYECKHX HCCIIEIOBAHHAX Y
B3POCJIBIX MMAIMEHTOB C MH30(pPEHUEH U MaHHEH B CTPYKType OMIIOJISIPHOTO pacCTpoMCTBa Oblia
COIOCTaBMMa B TpyIINie KBETHANMHA W TUanedo (manueHTsl ¢ musoppenuei: 7,8 % B rpymnne
kBernanuaa U 8,0 % B rpymnmne miamne6o; MaHHH B CTPYKType OHIIOJISPHOrO pacCTpOMCTBA:
11,2 % B rpynme kBetnanuHa u 11,4 % B rpynne miamnedo).

Yacrorta DIIC B KpaTKOCPOUHBIX KIMHHYECKHUX HCCIEJOBAHUSX Yy B3POCIBIX MAlHEHTOB C
JIETIpeCcCHel B CTPYKTYpe OUIOJISIPHOTO pacCcTpOiCTBA B rPyIiNe KBeTHANKHa cocTaBuia 8,9 %, B
rpymne mianedbo — 3,8 %. Ilpu stom uacrora otnaenbHbIx cumnromMoB JIIC (Takux kax
aKaTH3Hs, SKCTPAIUPaMHJIHbIE PAacCTPOMCTBA, TPEMOp, AUCKUHE3HsI, TUCTOHUS, OECIIOKONCTBO,
HEIPOU3BOJIbHBIE  COKpAIIEHUS MBI, [CHXOMOTOPHOE BO30YXKJIEHHE W  MBbIIICYHAs
PHUTHIHOCTB), KaK MpaBuio, OblIa HU3KOM U He npeBbinana 4 % B KaXJI0W M3 TepaleBTHYECKHX
rpynn. B JI0JArOCpOYHBIX KJIMHHYECKHX HCCICOBAHUSAX KBETHANMHA MNpU [MH30QpPEHUH U
OMITOJIIPHOM PacCTPOUCTBE Y B3poCibIX nmaruenToB yactora JI1C Obuta conocraBuma B rpymmnax
KBETHAIIMHA U I11a1e00.

Ha ¢oHe Tepanuu KBETHAMHOM MOXET OTMEYAThCS J10303aBUCUMOE CHH)KEHHE KOHIICHTPALUU
TOPMOHOB MIMTOBHJIHOW eJe3bl. YacToTa NOTEHIHATBHO KIMHUYECKM 3HAYMMbIX M3MEHEHUH
KOHIICHTPALIMK  TOPMOHOB  IIMTOBHJHOW  JKeJe3bl B KPATKOCPOUYHBIX  KIMHUYECKHX
uccnenoBanusx Juist obmero Ts cocraBuna 3.4 % B rpynne kBernanuHa u 0,6 % B rpymme
miane6o; st ceodoaHoro T4 — 0,7 % B rpynne kBetuanuna npotus 0,1 % B rpynne miane6o;
s obuero T3 - 0,54 % B rpynne kBerwanuua npotuB 0,0 % B rpynme mianebo; Juis
cobomnoro T3 - 0,2 % B rpynne kBetuanuHa npotuB 0,0 % B rpynne rmane6o. M3menenue
koHueHntpauun TTIT ormeueno ¢ wactoroit 3,2 % B rpynne kBetHanuHa u 2,7 % B rpymnmne
wianebo. B KpaTKOCPOYHBIX  KJIMHHYECKHX  HCCIEJIOBAaHMSX MOHOTEpAalHH  4acToTa
MOTEHIMATBHO KIIMHHUYECKU 3HAYUMBIX W3MeHeHud koHieHTpauuu T3 u TTI cocrasumia 0,0 % B
rpynme kBetuanuHa u riane6o; juit T4 u TTI cocraBuna 0,1 % B rpynmne kBeTHanuHa MpOTHB
0,0 % B rpynne mnanebo. /laHHble M3MEHEHHs, KaK MPABHJIO, HE CBSI3aHBI C KIMHUYECKH
BBIDAKEHHBIM THIIOTHPEO30M. MakcumanbHoe CcHUWKeHue oOmero u  cBobomgHoro Ta
3aperUCTPUPOBAHO Ha 6-0if Hejese Tepanuu KBETHANIMHOM, Oe3 JajlbHEHIIero CHUKEHUs
KOHIICHTPALlMH TOPMOHOB T[pH JUIMTEJIBHOM JieyeHHH. [IpakTHueckd BO BceX ciydasx
KOHIIEHTpauusi obmero u cBobogHoro Ts Bo3Bpamajach K HMCXOJHOMY YPOBHIO IOCIE

NpEKpalieHusA TEpaliu KBETUAIIMHOM HE3aBHCHMO OT JJIMTCIBHOCTH JICUCHHS. KOHI_(eHTpaI_II/ISI
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tupokcuHcBs3bBatomero riodymuna (TCI) npu u3mepenun y 8 NalMEHTOB OCTaBaIACh
HEU3MEHHOM.

Ilepenosuposka

Coo0mayioch 0 JIeTAJIbHOM HcXoJe mnpu mnpueme 13,6 r© KBeTHanMHA Yy MAIMEHTAa,
y4aCTBOBABIIECTO B KJIMHUYECKOM HMCCJICIOBAHUHU, a TAKXKe O JICTAIIbHOM HCXOJE Iocie MpHeMa
6 I KBETHAIMHA MIPU TOCTMAPKETUHIOBOM H3YyUEHHH Ipenapara. B To xe Bpems, onucaH cirydai
npueMa KBeTHanuHa B J103e, npebiiarormiei 30 r, 6e3 ieTaJbHOro Ucxo/a.

MmeroTes cooliienust 0 KpaitHe pefKuX ciiydasix nepeo3MpOoBKH KBETHAMHA, TPUBOJAMBIINX K
yBenuyeHnuto QTc uaTepBaia, CMEpPTH HIIH KOME.

VY NainMeHTOB C TSHKEIBIMH CEPICYHO-COCYAMCTHIMU 3a00JIEBAaHUSIMUA B aHAMHE3€ PUCK Pa3BUTHS
no00YHBIX 3P(HEKTOB MpH MEPETO3UPOBKE MOXKET YyBEJIWYMBATHCA (cM. pazgen «OcobOble
YKa3aHHUs»).

CUMIOTOMBI, OTMEYEHHBIE NpPU TNEpe03UPOBKE, B OCHOBHOM, OBUIM CIIEJACTBHEM YCHIICHHUS
M3BECTHBIX (papmakosiorndeckux 3(¢ekToB mpenapara, TaKUX Kak COHJIMBOCTh U CeHallus,
TaXUKap/us, CHHKCHHE apTEPUAIIBHOTO JIABJIEHUS! U aHTHUXOJHMHEpruyeckue 3G exrol.

Jleyenue

Crenuduyeckux aHTHJIOTOB K KBETHANUHY HET. B ciaydasx TsDKEJIOW WHTOKCHUKAIMH CIIETyeT
MOMHHUTh O BO3MOXHOCTH [€PEJO3HMPOBKH HECKOJIBKHUMH JIEKAPCTBEHHBIMH IperapaTaMu.
PexomeHryeTcst MpOBOIUTH MEPOIIPUSTHS, HAIPABJICHHBIE HA MOIEpXKAaHUE QYHKIUH JIbIXaHUS
M CepJICYHO-COCY/IUCTON CHCTEMbI, oOecreueHHe aJIeKBaTHOW OKCHICHALMH M BEHTUJISALMH.
OnyOauKoBaHbl COOOIIEHHSI O pa3pelICHUH TSOKEIBIX HeXeNaTeTbHBIX 3)(HEKTOB CO CTOPOHBI
LEHTPAJIbHOW HEPBHOM CUCTEMBI, B TOM YHCJIE KOMBI, JICJTHPHUS U SIBHOTO aHTHXOJIMHEPTHYECKOTO
CHH/IpOMa, 1OCJIe BHYTPUBEHHOIO BBeICHUs (puzocTurmuHa (B 103e 1-2 Mr) moJ NOCTOSIHHBIM
koHTpoJsiem DKI'.

B ciydae BO3HHKHOBEHUS pe)paKTepHON THIIOTEH3UH TPH TePEeI03UPOBKE KBETHAIIMHA JICYCHUE
ClelyeT  OCYIIECTBJIATH  IMyT€M  BHYTPHBEHHOTO  BBEJCHUS  JKHJIKOCTH  HW/WIH
CUMIIATOMMMETHYECKUX MPEraparoB (He clie/lyeT Ha3HavyaTh SMUHEPPUH U T0)aMUH, MOCKOIBKY
CTUMYJISIIUS [-aIpeHOPELENTOPOB MOXKET BbI3BATh YCHUJICHHE THIIOTEH3UH Ha (oHe OJIOKaIbI O-
aJIpEHOPELIENITOPOB KBETHATTHHOM ).

[IpombiBanue »xemynaka (mociae HMHTYOAIMH, €CIM MAlMEHT Oe3 CO3HAaHWs) W Ha3HAYCHHUE
AKTUBUPOBAHHOIO YIVIsI M CJIAOMTENBHBIX CPEJCTB MOXET CIOCOOCTBOBATH BBIBEICHHUIO

HeabCOpOUpPOBAHHOIO KBETHAIMHA, OJTHAKO 3()(PEKTUBHOCTL ITUX MEpP HE M3YyYeHA.
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[IpucraibHOE METUIIMHCKOE HAOJIOJIGHUE JOJDKHO MPOJIOJDKATHCS 10 YJIYULIEHHUS COCTOSHHS
MalMeHTa.

B3zaumopeiicTBue ¢ APYrHMH JIEKAPCTBEHHBIMH CPEACTBAMH

Crnenyer cobmoaTh OCTOPOKHOCTD MTPU KOMOUHHPOBAHHOM IMPHUMEHEHHH KBETHAITMHA C
JIDYTUMH TIperapataMy, BO3/ICHCTBYIONIMMU Ha [EHTPAJIbHYIO HEPBHYIO CHCTEMY, a TaKXe C
AJIKOTOJIEM.

Crnenyer coOnoaTh OCTOPOXKHOCTH MPU COBMECTHOM IPUMEHEHHH KBETHANMHA C JIPYTUMHU
npernaparamMu, OOJIAAIONIMMU AHTUXOJMHEPTHYECKHUMHU (MYCKapHHOMOA00HbIME) 3 dexramu
(cm. paznen «Ocobble yKazaHus»).

Nzodepment nutoxpoma P450 (CYP) 3A4 sBisiercst OCHOBHBIM H30()epPMEHTOM, OTBEYAIOIIUM
3a MeTaboIM3M KBETHANIMHA, OCYUIECTBIISIOMIMICS dYepe3 cuctemy mutoxpoma P450. VYV
3JIOPOBBIX JOOPOBOJIBIIEB COBMECTHOE MpPUMEHEHHE KBeTHanuHa (B Ji03e 25 Mr) ¢
KeTOKOHa30JIoM, HHrHOuTOpoM u3odepmenta CYP3A4, npuBOaHIO K YBETHUCHHIO TUIOLIAJTH
1101 KpuBOi «xkoHeHTpauus-BpeMs» (AUC) kBetuanuua B 5-8 pas.

[ToaToMy coBMECTHOe NpUMEHEHHE KBeTHAnmMHa W WHruburopoB wusodepmenta CYP3A4
npoTuBonoka3ano. [lpy  Tepamuu  KBETHAMMHOM HE  PEKOMEHIYETCS  YIOTpeOJsATh
rpeingpyToBbIi COK.

B ¢dapmMakoKHHETHYECKOM HCCIEIOBAHHH C MHOTOKPATHBIM MPHEMOM KBETHANMHA JO HJIH
OJIHOBPEMEHHO C IpHEMOM KapOamazenuHa MpPUBOJAMIO K 3HAYUTEIILHOMY MOBBIIICHHUIO
KJIMPEHCAa KBETHAllMHa M, COOTBETCTBeHHO, ymeHbmenuio AUC, B cpennem, Ha 13 %, mo
CPaBHEHHIO C IIPHEMOM KBeTHanuHa Oe3 kapOamaszenuHa. Y HEKOTOPHIX MAIMEHTOB CHHXKCHHE
AUC 6pu10 emie Oosiee BbIpaX€HHBIM. Takoe B3aMMOJCHCTBHE COMPOBOXKIACTCS CHUKCHHEM
KOHIICHTPAllMKH KBETHAllMHA B IUIa3M€ M MOXET CHWXaTh 3((EKTUBHOCTH Teparuu
KkBeTHalMMHOM. COBMECTHOE NPUMEHEHHUE KBETHAMMHA C (EHUTOHMHOM, JIPYTHM HHIYKTOPOM
MHMKPOCOMAJIbHBIX (DEPMEHTOB MEYEHH, COMPOBOKIATIOCH ele 0ojiee BBIPAKECHHBIM (IIPHMEPHO
Ha 450 %) noBbllIeHHEM KIMpEeHCa KBeTHanuHa. [IpiMeHeHHe KBeTHAIMHA MalHEHTAMH,
TOJIyYarOIMMH HHIAYKTOPbI MHKPOCOMAJIBbHBIX (JEPMEHTOB IEYEHH, BO3MOXHO JIMIIL B TOM
cilydae, €ClId OXKMJaeMasl Mojb3a OT Tepalnuud KBETHAMWHOM IMPEBOCXOIMT PHCK, CBSA3AHHBINA C
OTMEHOM Ipenapara-uHIyKTOpa MHKPOCOMAIbHBIX (EPMEHTOB IMeveHH. M3MmeHeHue 03Bl
[penapaToB-uHAYKTOPOB MHUKPOCOMATIBHBIX (DEPMEHTOB MEYEHHU JIOJDKHO OBITH MOCTEMEHHBIM.
IIpy HeEOOXOAMMOCTH BO3MOXHO HX 3aMElICHHE MpernapaTaMH, He HHIAYIHPYIOIHMU

MHKpPOCOMaJIbHbIE ()EPMEHTHI ICYCHHU (HAIIPHUMED, MperapaTtaMu BaJbIIPOEBOU KUCIOTHI).
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dapmakoKMHETHKAa KBETHAllMHA CYHIECTBEHHO HE M3MEHsUIaCh IMpPH  OJHOBPEMEHHOM
MPUMEHEHUH aHTHJIENpeccanTa WMunpamMuHa (uHrubutop wuszopepmerta CYP2D6) wum
¢dyokceruna (uarudurop uzodpepmernroB CYP3A4 u CYP2D6).

(dapmakOKMHETHKAa KBETHAllMHA CYHUIECTBEHHO HE W3MEHSETCs [PH  OJHOBPEMEHHOM
NPUMEHEHUH C AHTUICHXOTHYECKHMMH JIEKAPDCTBEHHBIMH CPEJICTBAMH PHUCIICPHIOHOM HJIH
rajonepuoiaoM. OJHAKO OJHOBPEMEHHbBIH MpHEM KBETHANMHA W THOPUIA3HHA TPUBOJUI K
MOBBIIIEHHUIO KJIMPEHca KBeTHaHa mpumepHo Ha 70 %.

QapMakOKHMHETHKAa KBETHAllMHA CYLIECTBEHHO HE HM3MEHSETCS [pH  OJHOBPEMEHHOM
MPUMEHEHHUHU ITAMETHIMHA.

[Ipu osHOKpaTHOM IpueMe 2 Mr jopaszenaMa Ha (oHe npuema KBeTuanusa B 103e 250 mr 2 pasa
B CYTKH KJIMPEHC Jlopa3enama cHuxaetcsi npumepHo Ha 20 %.

(DapMakOKHHETHKA IIPENApaToB JIMTUS HE H3MEHSETCS IpPU OJHOBPEMEHHOM IPHMEHCHHH
KBeTHaNnMHa. He 0TMEUeHO KIMHUYECKH 3HAYMMBIX U3MEHEHUH (papMaKOKHHETHKH BaJbIIPOECBOM
KHCJIOTBI M KBETHAIIMHA [P COBMECTHOM NMPUMEHEHHHU BaJIbIIpOaTa CEMHUHATPHS U KBETHAIHHA.
DapMaKOKHHETHYECKHE MCCIIEIOBAHUS [0 HM3YYCHHMIO B3aUMOJICHCTBUS KBETHAllMHA C
npenapaTamu, IPUMEHSIEMbIMH [IPH CEPAEUYHO-COCYTUCTHIX 3a00JIEBaHUSX, HE TPOBOJIUITHCH.
Crnenyer cobmonarte OCTOPOXKHOCTH TP KOMOMHMPOBAHHOM IIPHMEHEHHH KBETHAIIMHA |
IpernaparoB, CIOCOOHBIX BBI3BIBATH HApPYLICHHE OJJIEKTPOJIMTHOrO OajiaHca ¥ YIUIMHEHHE
uatepana QTc. KBernanun He BBI3BIBAI MHIYKIHH MHKPOCOMAIBHBIX (DEPMEHTOB IIE€YEHH,
y4acTBYIOLIMX B MeTaboHM3Me (heHa3zoHa.

Y NauueHToB, NPMHUMABIINX KBETHAIMH, ObLUTH OTMEUYEHBI JIOKHOIOJIOKHTEILHBIE PE3YIIbTAThI
CKPMHUHI-TECTOB Ha BBIABJICHME METAJOHA U TPULIUKIMYECKUX AHTHCIPECCAHTOB METOIOM
MMMYHO(EPMEHTHOro aHaiu3a. JlIsi MOATBEpIKACHUS Pe3yJIbTaTOB CKPUHHUHIA PEKOMEHIYETCS
IPOBEJIECHUE XPOMATOrpahUUECKOro UCCIIETIOBAHHUS.

Ocobblie ykazanus

Jemu u noopocmku (6 eo3pacme om 10 0o 17 nem)

[IpenapaT KkBeTHANMH He TOKa3aH UL IPUMEHEHHUs y JIeTel | MOIPOCTKOB B Bo3pacte 10 18 ner
B CBSI3M C HEIOCTAaTOYHOCTBIO JAHHBIX 10 MPUMEHEHHIO B 3TOW BO3pacTHOM rpymme. Ilo
pe3yjabTaTaM KIMHHYECKMX MCCIECOBaHUH KBETHANMHA HEKOTOpble MO00YHBIE 3()PEKTHI
(MOBBILIEHHE aIIETUTa, TOBBINCHHE KOHIEHTPALMH MPOJIAKTHHA B CHIBOPOTKE KPOBH, PBOTA,
HaCMOpPK M OOMOpOKH) y JeTed M MOJAPOCTKOB HaONomaiu ¢ OOJIbIICH YacTOTOM, 4YeM y
B3pOCIIbIX manueHToB. Hekotopeie mobounsie 3¢dextsr (DIIC) y aereld U moJpoCcTKOB MOTYT

HMCTb pPa3HBIC ITOCJICACTBUSA IO CPABHCHHUIO CO B3POCJIBIMH IAllMCHTaMHU. Taxxxe oTMedeHO
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TMIOBBIICHHE apTEPUAIIBHOTO JIaBJICHUS, HE HAOIOAaBIeecs y B3pOC/IbIX MAIllMEHTOB. Y JeTel U
IIOIPOCTKOB TAKXKe HAOJIIONAIN M3MEHEeHHe (QYHKIHMM IUTOBUIHOMN JKele3bl. BiusHue Ha pocT,
II0JIOBOE CO3PEBAHUE, YMCTBEHHOE Da3BHUTHE H IOBEJICHYECKHUE pEAKIUH [PH JUIHTEIHHOM
npumeHeHnH (Oosee 26 Helellb) KBETHAIIMHA HE H3Y4alloCh.

B maned0-KoHTpOIHpYeMbIX HCCIIEI0BAHUSX Y A€TeH U MOAPOCTKOB C MIM30(QpEeHHEN U MaHUEH
B CTPYKType OMIIOJIIPHOrO paccTpoiicTBa yactoTa pa3Butas JI1C ObuIa BbIlie U IPUMEHEHHH
KBETHAIKHA IO CPAaBHEHHIO C ru1anedo.

Cyuyuo/cyuyuoanvroie Moiciu uiu K1UHUYECKOE YXyOuieHUe

Jlenpeccust mpu OUNOJISAPHOM PAaCCTPOUCTBE CBSI3aHA C MOBBIIICHHBIM PUCKOM BO3HHKHOBEHHS
CYMIMJAILHBIX MBICJIEH, CAMONOBPEKACHUS U CyuUuaa (COOBITHH, CBSI3aHHBIX C CYMIIHIOM).
JlaHHBIN PUCK COXpAHSETCS 10 MOMEHTA HACTYIUICHHS BHIPQKEHHOM peMHCCHH. BBHIY TOrO, 4TO
JIO YJIYYIIEHHUsI COCTOSIHUS MAllMeHTa C HAayajla JICUCHUS MOXKET IMPONTH HECKOJIBKO HEENb WK
OoJblIe, MAIMEeHTHl JOJDKHBI HAXOJUTHCS O] MPUCTATHHBIM MEIUIUMHCKHM HaOJIOJCHHEM JI0
HacTyIUIeHHs yiy4dieHus. [lo 1aHHBIM OOHIEIPUHSATOrO0 KJIMHHYECKOIrO OIBITAa, PUCK CYHIIHJA
MOJKET IOBBICHTBCS HA PAaHHUX CTAIUSAX HACTyIUICHHs peMuccuu. Clenyer mpemaynpexaaTh
NAlMEeHTOB (OCOOEHHO OTHOCSIIMXCS K TpyIe IMOBBIIIEHHONO0 pHCKA CYHMIHIA) W HX
MOMEeUUTeIed O HEOOXOJUMOCTH KOHTPOJIS KJIMHUYECKOTO YXYIIICHHUS, CYHIUAATILHOTO
MIOBEJICHUSI WJIM MBICTIeH, HEOOBIYHOTO U3MEHEHHsI B TOBEJICHUH M HEOOXOIMMOCTH HEMEIJICHHO
0o0paTUThCs K Bpady B CIIy4yae UX MMOSIBICHUSI.

[To naHHBIM KJIMHHUYECKUX MCCIECOBAHUN Yy NAllMEHTOB C JICNPECCHEH IMpU OHIOJISIPHOM
paccTpoicTBE PUCK PAa3BUTHS COOBITHM, CBS3aHHBIX C CyHUIUIoM, coctaBui 3,0 % (7/233) ms
kBetuanuaa u 0 % (0/120) s miane6o y manueHToB B Bo3pacte 18-24 rona; 1,8 % (19/1616)
Juist kBetuanuHa 1 1,8 % (11/622) nns miane6o /i naiueHToB crapiie 25 JeT.

Jlpyrue ncuxuuecKkue paccTpoMcTBa, JJIS TE€palMM KOTOPBIX Ha3HA4YaeTCsl KBETHAIIWH, TaKXe
CBs3aHbl C IOBBIIICHHBIM PUCKOM COOBITHH, CBsA3aHHBIX ¢ cyunuaoM. Kpome Toro, Takue
COCTOSIHMSI MOTYT OBITH KOMOPOM/IHBIMH C JENPECCUBHBIM 3MHU300M. TakuM oOpazom, Mepbl
IIPEIOCTOPOKHOCTH, MPHUMEHSEMbIE MPU TEPANUH MALUEHTOB C JCNPECCHBHBIM 3IH30]I0M,
JIOJDKHBI IPUHUMATBCSL U TIPU JICYCHUH MAIUEHTOB C APYTUMH MCHXUYECKHUMHU PACCTPOUCTBAMH.
IIpu pe3kom mpekpalieHUH Tepanud KBETHANMHOM CIIEAyeT MPHHUMATh BO BHUMaHHE
NOTCHIMAJILHBIA PUCK PA3BUTHS COOBITHH, CBSI3aHHBIX C CYHIIHJIOM.

[TanuenTel ¢ CyMUMJAIbHBIMU COOBITUSIMM B aHaMHe3e, a TaKXe MalUeHThl, OTUYETIIMBO

BBICKA3bIBAOMINE CYUIHUAAIBHBIE MBICIIH MEPEA HaA4aJlOM TEparruh, OTHOCATCI K TIPYIIIC

18



MOBBIMEHHOTO PUCKA CYHMIMJAJIbHBIX HAMEPEHUH M CYHUUJAIbHBIX IONBITOK M JOJDKHBI
THIATEJILHO HAOIIOAAThCS B MPOLIECCE JICYEHUSI.

[TpoBenennsiii FDA (AaMuHHUCTpauuei 1o NUIEBbIM MPOJIYKTaM M JIEKAPCTBEHHBIM CPEACTBAM,
CIIIA)  wmeraananu3  Iane0O-KOHTPOJIMPYEMBIX — HCCIEIOBAaHMH  AHTHJICIIPECCAHTOB,
oboOmaromuit tanupie npumepro 4400 gereit u moapoctkoB u 7700 B3pOCHBIX MALKMEHTOB €
NICUXHYECKUMHU PACCTPOMCTBAMH, BBISIBHJI MMOBBIIIEHHBIH PUCK CYHIUAAIBLHOTO MOBEJICHHUS Ha
(doHE aHTHIEMPECCAHTOB IO CPAaBHEHHIO € IUanedo y JAeTeid, MOJPOCTKOB U B3POCIBIX
NAalUEeHTOB B Bo3pacte A0 25 jer. JlaHHbI MeTaaHanu3 HE BKJIIOYACT HCCIICJIOBAHMS, IJIE
UCIOJIL30BAJICS KBETHANKH (CM. pasjien PapmakoiMHaAMHUKA).

[To maHHBIM KPAaTKOCPOUHBIX MJIAe00-KOHTPOJIUPYEMBIX UCCIIEIOBAaHUM 0 BCEM MMOKA3aHUSIM U
BO BCEX BO3PACTHBIX IPYyIMIAax 4acTOTa COOBITHMA, CBA3aHHBIX ¢ cynuuaoM, coctaBmia 0,8 % kak
1t kBetuanuna (76/9327), tak u s miamebo (37/4845).

B 3TuX uccnenoBaHUsAX y MAllMEHTOB ¢ MU30(peHUeil pUCK pa3BUTUS COOBITHH, CBA3AHHBIX C
cyunuaom, cocraBui 1,4 % (3/212) nis kBernanuna u 1,6 % (1/62) ans mianebo y naiueHToB B
Bo3pacre 18-24 roma; 0,8 % (13/1663) nns kBermanuna u 1,1 % (5/463) nns rranebo y
nareHToB crapme 25 net; 1,4 % (2/147) nna kBernanuaa u 1,3 % (1/75) mnis nnanedo y
NAlMEeHTOB B Bo3pacte 10 18 ner.

Y nmanueHToB ¢ MaHUEH MpU OUMOJIIPHOM PACCTPONCTBE PUCK Pa3BUTHUS COOBITHH, CBSI3aHHBIX C
cyunuiom, coctaBui 0 % (0/60) mans kBernanuaa u 0 % (0/58) mns nnamnebo y mamueHTOB B
Bo3pacte 18-24 roxa; 1,2 % (6/496) nns kBetnanuna u 1,2 % (6/503) muis mianebo y maueHToB
crapuie 25 ner; 1,0 % (2/193) nns xBernanuna u 0 % (0/90) mnst miane6o y manueHTOB B
BO3pacte 10 18 ner.

Connueocmp

Bo Bpemsi TepanmuM KBETHAIMHOM MOJXET OTMEYAaThCS COHJIMBOCTh M CBSI3aHHBIE C HEH
CUMIITOMBI, Hanpumep, cemauus (cm. paszgen «lloGounoe pelictBue»). B KIMHHYECKHX
HCCIIEIOBAHUAX C YYACTUEM MAIlMEHTOB C JICTIPECCUEH B CTPYKTYpE OUIIOJISIPHOTO PacCTpOiCTBa,
COHJIMBOCTB, KaK IIPaBUJIO, Pa3BHBAJIaCh B TEUCHHE MEPBBIX TPEX JHEU Tepanuu. BoIpaKeHHOCTH
5TOro mobo4yHoro 3¢dexra, B OCHOBHOM, OblIa HE3HAUYUTEILHOM WM yMepeHHOM. [Ipu passuTiu
BBIDOKEHHOW COHJIMBOCTHU MAIlMEHTaM C JIEIPECCHE B CTPYKType OUIOJISIPHOTO paccTpoicTBa
MOryT mnoTpeboBaThcs Oojiee dYacTbhle BH3MTBI K Bpady B TeUCHHE 2 HEAEIb C MOMEHTa
BO3HUKHOBEHHUSI COHJIMBOCTH WJIM JI0 YMEHBIICHUS BBIPAKCHHOCTH CHMIITOMOB. B HEKOTOpPBIX
ClIydasiX MOXKET MOTPeOOBAThCS MPEeKpaIleHUe TePAuu KBETHATMHOM.

Hayuenmei ¢ cepoeuno-cocyoucmoimu 3a601e6aHUAMU
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Crnenyer coOmoaTh OCTOPOXKHOCTH NPU HAa3HAYEHHWH KBETHAlMHA IIAMEHTaM C CEpJe4HO-
COCYJIUCTBIMH W 11epeOpOBACKYJIIPHBIMU ~ 3a00JIEBAHUSMU, M JIDYTUMH  COCTOSIHUSIMH,
npeapacnojiaralolMMi K TurnoTeH3ud. Ha ¢one Tepanmuu KBETHAIMHOM MOXET BO3HHKATh
OpTOCTaTHYECKasi THUIMOTEH3Usl, OCOOEHHO BO BpeMs TUTPOBaHHMs J03bl B Hayajie TEpPaIlUu.
Oprocraruyeckasi TUIOTEH3UsI U CBSI3aHHOE C HEH TOJIOBOKPYXKEHHE MOTYT IOBBIIATH PUCK
Cly4ailHOW TpaBMbl (TMa/ieHus1), OCOOEHHO Yy MAlMEHTOB MOXKUIOro Bo3pacta. llanmenram
cienyeT cobiiio/laTh OCTOPOXKHOCTh JO0 TeX MOp, MOKA OHH HE aJalTUPYIOTCS K JaHHBIM
MOTEHIHAIBHBIM TT000YHBIM 3¢ dektam. [Ipy BO3ZHHKHOBEHHH OPTOCTATHYECKOH TMIIOTEH3HMU
MOJKET MOTPeOOBATHCSI CHUKEHHUE JI03bI WK D0JIee MEUIEHHOE €€ TUTPOBAHHUE.

Cunopom anno3s 6o cne

VY nanuMeHToB, NMPUHUMABIIUX KBETHANUH, ObUT OTMEYEH CHHIPOM amHod Bo cHe. Cuexyer
co0JII0/1aTh OCTOPOXKHOCTH MPU HA3HAYCHUM KBETHANTMHA MALMEHTaM, IMOJIyYaloUM [IPEenaparsl,
OKa3bIBAIOIIIUE YTHETAIOIIEe JIHCTBUE HA IEHTPAIbHYIO HEPBHYIO CHCTEMY, a TaKXKe MallHeHTaM
¢ (axTopamMu pucka amHO’ BO CHE (Hampumep, U30BITOYHAS Macca Tella/0KUPEHHUE, MYIKCKOU
T10J1) HJIM C alTHO? BO CHE B aHAMHE3e.

Cyoopoiicrble npunaoku

He BbIsiBIIEHO pa3nuuuii B 4aCTOTE pa3BUTUS CYJOPOT Y MALMEHTOB, IPHHUMAIOIIUX KBETHAIIUH
win 1wianedo. OHaKo, Kak ¥ NpU Tepanud JPYTMMH aHTHIICUXOTHYECKUMHU JIEKapCTBEHHBIMHU
CPEICTBAMH, PEKOMEH/IyeTCs COOII0/IaTh OCTOPOIKHOCTD MIPHU JICUCHHH KBETHATHHOM MAIlMEHTOB
C HAJIMYMEM CYJIOPOXKHBIX IPUCTYINOB B aHamHe3e (cM. paszaen «IlobouyHoe nercTBuey).
IKempanupamudHnsvie CUMRMOMDbI

OtmeueHo yBenuueHHe 4acToThl BO3HHKHOBEHHUS! DIIC y B3pOCHbIX MAalHEHTOB ¢ JIENIPECCHEl B
CTPYKTYpe OMIIOJISIPHOTO pacCTpOMCTBA MpU MpPUEME KBETHAIMHA [0 MOBOIY JIEMPECCHBHBIX
SIHM30/10B 10 CPaBHEHHUIO ¢ anedo (cM. paszaen «[lobounoe nercTBHEY).

Ha ¢oHe mnpuema KBeTHanmWHAa MOXKET BO3HHMKATh aKaTH3Ms, KOTOpas XapaKTeph3yeTcs
HEIPUATHBIM YYBCTBOM JIBUTaTEIbHOrO OECHOKOWCTBA M MOTPEOHOCTHIO JIBUTaThCs, U
IPOSBIISIETCS  HECMOCOOHOCTBIO MAIlMEHTa CHJIETh MM CTOATh Oe3 jaBwxkeHus. [lpu
BO3HUKHOBEHHUH IOJOOHBIX CUMIITOMOB HE CJIEJYET YBEIUYMBATH 03y KBETHAITHHA.

ITo30HnA5 Ouckunesua

B cnyyae pa3BUTHS CHMIITOMOB MO3/IHEH JUCKHHE3HH PEKOMEHIYETCS CHH3HMTH JI03Y Mpernapara
HJIH TIOCTENEHHO €ro OTMeHuTh (cM. paszaen «llobounoe neiictBue»). CUMNOTOMBI MO3/IHEN
JMCKHHE3UH MOTYT YCHUJIMBATHCS HIIK JIaXKe BO3HUKATh MOCIIE MPEKPAIICHHUS IIPUEMa Ipernapara.

3nokauecmeennolii Helipoienmu4ecKuii CUHOPOM
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Ha ¢one npHema aHTHIICHXOTHYECKHX [MpENaparoB, B TOM YHCIE, KBETHANMHA, MOXET
pa3BHBAThCA  3JIOKAYECTBEHHBIH HeWposenTuueckuid cuugpom (cM. pasgen  «IloGounoe
neicTBue»). KiMHMuYecKME NPOSBICHHS CHHAPOMA BKIIOYAIOT B ce0s  THIIEPTEPMHIO,
U3MEHCHHbIM MEHTAJIbHBIA CTaTyC, MBILIIEYHYIO PUTHIHOCTB, JAOMJILHOCTH BEreTATHBHOMN
HEPBHOH CHCTEMBI, YBEJIMYEHHE AaKTHBHOCTH KpeaTHH(pochokuHa3bl. B  Takux ciydasx
HEOOXO0JIMMO OTMEHUTh KBETHAIIMH U IPOBECTH COOTBETCTBYIOIIEE JICUCHHE.

Taxcenaa neiumponenusa u azpanyiouumos

B kpaTkocpo4HbIX 11a11e€60-KOHTPOIUPYEMBIX KIMHUYECKUX HCCIIE0BAHUSIX MOHOTEPAITHHU
KBCTHAITMHOM HEYaCTO OTMEYAIIMCh CIIy4aH TsKEJIOH HEHTpONeHHH (KOJIHYECTBO HEHTPOQHIOB
< 0,5 x 10°/m) 6e3 uHpeknuu. CooOmanoch O pa3BUTHH arpaHyJoOLMTO3a (TSHKEIOH
HEUTPOIICHHH, aCCOLMMPOBABLICHCA ¢ MHPEKIUSIMHU) Y MAUEHTOB, IIOJy4aBIINX KBETHAMH B
pamMKax KIHHHYECKHX HMCCIICTOBAHUHM (PEIKO), a TakXkKe MPH MOCTMAPKETHHIOBOM MPUMEHEHHH
(B TOM 4HCIle, C JIETAIbHBIM HCXOIOM). BONBIIHHCTBO 3THX CllyyaeB TsKeIOH HeHTponeHHH
BO3HHUKAJIO Yepe3 HECKOJILKO MECALEB I10C/Ie Havasa Teparuu KBeTHAmuHOM. He ObLI0 BBIABIEHO
710303aBUCHUMOTr0 3 dekra. Jlelikonenus 1/ um HeHTPONEeHUs pa3peliaiach nocie MpeKpaleHus
Teparnuu KBETHAMHOM. Bo03MOXHBIM (akTopoM pHCKa JUls BO3HHKHOBEHHS HEHTPOICHHH
SIBJISICTCSL MPEIIECTBYIONIEE MOHMKEHHOE KOJIMYECTBO JICHKOLMTOB M CIIyYad JIEKAPCTBEHHO
WHJIyIUPOBAHHOW HEHTPONEHWH B aHamHe3e. Pa3BuTHe arpaHyJionuTO3a OTMEYAd H Y
nauueHToB  0e3  ¢aktopoB pucka. HeoOX0aMMO y4YMTBIBATE BO3MOXHOCTH — Pa3BHTHS
HCUTPONEHHH Yy MAlMEHTOB C HH(peKuueH, oCoOEHHO B ciiydyae OTCYTCTBHUS OYEBHJIHBIX
peapacnojaraoiuX (akTopoB, WIH Yy TMAHEHTOB C HEOOBSICHUMOMN JIMXOPAIKOW; JAHHBIE
CJTy4au JIOJDKHBI BECTUCh B COOTBETCTBHHU € KIIMHUYECKUMHU PEKOMEHTAIHsSIMHU.

Y naumeHtoB ¢ KojiuyecTBoM HeiirpodmioB < 1,0 x 10°/1 mpmem KBerHanmHa cienyer
npekparuTh. Ilanmenta HeoOXOAMMO HaOMIOMATh JUIS BBISBICHHS BO3MOMKHBIX CHMIITOMOB
MH(EKIHE 1 KOHTPOJIMPOBATH YPOBEHb HEHTPODUIOB (10 mpeBbIIeHus ypoBHs 1,5 x 10%/1).
B3anmopeiicTBHe ¢ APYTHMH JIEKAPCTBEHHBIMH CPEICTBAMH

Taxxe cMm. pasnen «B3aumozneicTBie ¢ APYrUMHE JIEKAPCTBEHHBIMH CPEICTBAMHU .

[lpumenenne KBeTHaNMHA B KOMOMHAIMH C MOIIHBIMH HMHIYKTOPAMH MHKPOCOMAJIBHBIX
(epMeHTOB nedeHH, TaKUMH Kak KapOamasenuH W (EHHTOMH, CIOCOOCTBYET CHMIKEHHIO
KOHLIEHTPALIMK KBETHANlMHA B IUIAa3M€ M MOXET yMeHbIIaTh dS(QPEKTHBHOCTh Teparuu
npenapaTtoM KseTHanuH. Hasnauenume KBeTHAnMHA NAlMEHTaM, [OJYYAIOMIUM HHIYKTOPBI
MHKPOCOMAJIbHBIX ()EPMEHTOB IE€YCHHU, BO3MOXKHO JIHIIIb B TOM CJIydae, €ClIM O)KHMAaeMas MoJib3a

OT TCpallud KBETHAIIKMHOM IPEBOCXOJUT PHUCK, CBSI3aHHBIA C OTMEHOM [npenapara-uHAYKTOpa
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MHKPOCOMAJIbHBIX ~ (DepMEHTOB  mMeyeHH. V3MeHeHHe 1036l  MpenaparoB-HHIYKTOPOB
MHKPOCOMAJIbHBIX (DEPMEHTOB MEYEHH JIOJDKHO OBITH MmocTeneHHbM. [IpH HE0OXOAMMOCTH
BO3MOXKHO MX 3aMEIICHHE IlpernaparaMM, HE MHAYLHPYIOIMUMH MHKPOCOMAIbHBIE (hepMEHTEI
NeyeHy (Hanmpumep, mpenaparbl BaIbIIPOEBOM KHCIIOTHI).

l'unepenuxkemusn

Ha ¢one npuema KBeTHanMHa BO3MOXHO Pa3BUTHE THIICPIIIMKEMHH HJIH 0OOCTPEHHE CaXapHOIo
Jauabeta (B psijie CIydaeB — ¢ Pa3BUTHEM KETOAIUI03a WJIM KOMBI, B TOM YHCJIE, C JIETATbHBIM
MCXOJ/IOM) y MAalMEHTOB C CaxapHbIM JuabeToM B aHamHese. Pekomenjyercs HaOIroIeHHE 3a
NAlMEHTaMH, ITOTy4arOUMMH KBETHAIIUH U JIPYTUE HEHPOJICNITHKH, JUIS BBISBICHHS BO3MOMKHBIX
CHMIITOMOB THIIEPITIMKEMHH, TAKHUX Kak MOJIUypUs (YBEJIMUYEHHE KOJIMYECTBA BBIICISEMOM
MOYH), HOJUAUIICUS (ITATOJIOTHYECKU YCHIICHHAs JKaXaa), Mmoudarus (MOBBIIECHHBIA aIllIeTHT)
v cinabocth. Taroke pekoMeHayercss HaONIOJEHHE 3a MAlMEHTaMH C CaXapHbIM JHabeToM H
NalMeHTaMH ¢ (PaKTOpaMH pHCKA PA3BUTHS CaXxapHOro juabera Juis BBIABIECHHS BO3MOXHOIO
yXYAIIEHUss KOHTpouisi riMkemMuu (cM. pasgen «[loGounoe neiictBuey). Cremayer peryispHoO
KOHTPOJIMPOBATH Maccy Tela.

Cooeprcanue nunuooe

Ha ¢one npuema kBeTHamuHa BO3MOXKHO MOBBIIICHHE KOHIEHTPALMH TPUTIIHIIEPHIOB,
xonecrepuna u JIIHII, a taxxe cHuxenue konuentpauuu JIIIBIT (cMm. pasmen «IloGounoe
JICUCTBHUEY).

Memaéonuueckue napyuwiernua

VBeJIMYEHHE Macchl Tejla, MOBBIEHHE KOHIIGHTPALMU TJIIOKO3bl M JIMIHJOB B KPOBH Y
HEKOTOPBIX MAallMeHTOB MOTYT HpnBecrﬁ K YXYJAUICHHIO MeTaboJIM4ecKoro npoQuis, dTO
TpeOyeT COOTBETCTBYIOLIETO HAOFOICHHS.

Yonunenue unmepeana QT

He BBISABIIEHO B3aMMOCBSI3U MEXKY IPUEMOM KBETHAIUHA U CTOWKUM TOBBIIIEHHEM a0COFOTHON
BesmunHbl uHTepBaia QT. Oxnako ymmHenune uHTepBasia QT oTMevanock mpu nepeao3upoBKe
npenapara (cMm. pasgen «llepemozupoBkay). Cremyer coOmogaTh OCTOPOXHOCTH —IPH
Ha3HAYCHUH KBETHAIIMHA, KaK W JIDYTMX AHTUIICHXOTHYECKHX IIpPEraparoB, MAllMEHTaM ¢
CEPAEYHO-COCYIUCTHIMHU 3aD0JIEBAaHUSMHM U paHee OTMeuYaBHIMMCS y/uinHeHHeM uHTepBayia QT.
Taxxe HE0OX0IMMO COOIIOIATH OCTOPOXKHOCTD IPH HA3HAYCHUH KBETHAIIMHA OJJHOBPEMEHHO C
npenaparamu, yumuHsitommmMu uHTepBan QTc, aApyrumu HeiposienTUKaMu, O0COOEHHO Y JIHIT

ITOJKHJIOI'O BO3pacTa, y MalMCHTOB C CHHIAPOMOM BPOXJICHHOI'O YIJIMHCHHUS HHTEpBalia QT,
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XPOHHYECKON CEp/ICYHON HENOCTATOUYHOCTBIO, TUNEepTpodHeld MHOKap/a, THIOKATHEMHUEH WK
rUIOMarHueMuen (cm. paszen «BzauMoelicTBrE ¢ IpyTrHMU JICKAPCTBEHHBIMU CPEICTBAMK ).
Kapouomuonamus u muoxkapoum

B Xome KIMHHYECKMX HCCIICIOBAHMH M MOCTMAapKETHHIOBOTO IPHMEHEHMs OBUIM OTMEYEHBI
Cllyd4ad pa3sBUTHS KapJAMOMHMONATHH M MHOKapJuTa, OJHAKO MPHUYMHHAS CBS3b C MPHEMOM
npemnapara He ycraHoBjeHa. CielyeT OLEHHTH [eIecO0Opa3sHOCTh TEeparud KBETHATHHOM Y
NAIlMEHTOB C IM0J03PEHUEM HA Kap/IMOMUOIATUIO WK MHUOKAP/IUT.

Tasicenvie KodcHble HedcelamelbHble PeaKyuu

Ilpu npumeHeHWH KBeTHAnmWHA COOOMIATOCH O PA3BUTHH TSKENIBIX KOXKHBIX HEXeJIaTeIbHBIX
peakiui, Bkirodas cuHApoM CtuBeHca-/[PKOHCOHA, TOKCHYECKHH SMHIePMATbHbIH HEKPOJH3 H
JIEKapCTBEHHYIO PEaKLHMIO ¢ 303uHOGumeil u cucteMusiMu cumnrtomMamu (DRESS-cunmpom),
KOTOPBIE SBJIIOTCS NOTEHUUAIBHO YTPOKAIOMIMMHU JKU3HH HEXeJaTeJIbHbIMU JICKAPCTBEHHBIMH
peakuusaMu. Tspkenble KOXKHbIE HEXelaTeNbHble pPeaKUUd OOBIYHO TPOSBISIOTCS B BHJIE
KOMOMHAIMHK CIIEYIOUIMX CUMIITOMOB: OOIIMPHAs KOXKHAs ChIIb, KOTOpPast MOXET OBITh 3YASIICH
WIH CONPOBOXKIATHCS IOSBIICHHEM MYCTYJ, O3KC(HOJMATHUBHBIA JICpMATHT, JIMXOPAIKa,
nuManeHonaTis ¥ NMOTEHUMAIbHAs 303WHOGWIHMS Win HedTpodwmms. [Ipu BO3HHKHOBEHUH
TSKEJIBIX KOJKHBIX HeXeJaTeIbHbIX PeaKluil IpHeM KBETHANIHA CIICAYET MPEKPATHTh.

Ocmpule peakyuu, c6A3aHHbIE C OMMEHOU npenapama

IIpu pe3koii oTMeHe KBETHANUHA MOTYT HAOJIOAATHCS CIEAYIOUIHE OCTPhIE peakuu (CHHAPOM
«OTMEHBI») — TOHIHOTA, pPBOTa, OECCOHHUIA, TOJOBHAs OO0JIb, TOJIOBOKPYXXEHHE U
pazapaxuTenbHoCcTh. [03TOMY OTMEHY mpenapata peKOMEHIYETCsl MPOBOIMTH MOCTENEHHO B
TeYeHHUE, KaK MUHUMYM, OJTHOM WJIH JIBYX HEJIEIb.

Henpasunvnoe npumenenue u 310ynompedieHue npenapamom

bbuM OTMEdYeHBI cllydau HENpaBHJIBHOTO MPUMEHEHHUsT U 3JI0yNOoTpeOJIeHUs MpernapaToM.
Crnenyer co0moaaTe OCTOPOXKHOCTh MPHU HA3HAYCHUU KBETHANIMHA MAMEHTaM MPH HATHYHH B
aHamHe3e 3JI0ynoTpeOIeHUs aJIKOTOJIEM WJTH JIEKAPCTBEHHBIMU MperapaTaMi.

Hoxcunvie nayuenmeol c 0emeHyueil

IIpenapar kBeTHaNMH He MOKa3aH JJIs JICUECHUS IICUX030B, CBSI3aHHBIX C IEMCHITHEH.

Hekotopble aTunuyHble HEHpOJENTHKA B PAHAOMH3UPOBAHHBIX ILUIAIE00-KOHTPOIHPYEMBIX
HCCIIC/IOBAHHUSX IPHUMEPHO B 3 pa3a YBEJMYHBATH PHUCK PA3BUTHS IepeOPOBACKYJISIPHBIX
OCJIO)KHEHHH Yy MALMEHTOB C JeMeHUUeH. MeXaHH3M JTaHHOTO YBEJIIMYCHHs PUCKA HE H3YUCH.
AHaJIOTUYHBIN PUCK YBEJIMYEHHUs] YaCTOTHI EpeOPOBACKYJIISIPHBIX OCJIIOXKHEHHI HE MOXKET OBITh

HCKIIIOYCH [JI1 JAPYIrHX QAQHTUICUXOTHYECCKHX JICKAPCTBCHHBIX CPEJACTB HJIM JAPYrHX TI'PYIIII
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nanuenToB. [Ipenapar kBeTHANUH JIOJDKEH UCHOJIB30BATHCS C OCTOPOIKHOCTHIO Y MALUEHTOB C
PUCKOM pa3BUTHS MHCYJIBTA.

AHamu3 HUCNOJIb30BAHUS ATHIMYHBIX HEUPOJIENTHKOB JUIS JICYEHUs ICHUXO30B, CBS3aHHBIX C
JIEMEHLIMEH Yy TMOXUJIBIX MAlUEHTOB, BBIBHJI MOBBIIIEHHE YPOBHS CMEPTHOCTH B TIpyIIIe
MalMEHTOB, MOJTYYaBIIUX [Ipenaparhl TON TPYIIIbL, 0 CpaBHEHHUIO ¢ rpynnoi mianedo. Kpome
TOro, ABa 10-HeIenbHBIX M1aLEe00-KOHTPOIMPYEMBIX UCCIIEJOBAHUS KBETHAIIMHA Y aHAJIOTHYHOU
rpynnel nanueHtoB (n=710; cpenuuii Bo3pact: 83 rojaa; Bo3pacTHO# auana3zoH: 56-99 ner)
MOKAa3aJli, YTO YPOBEHb CMEPTHOCTH B TPYIIIE MAIIMEHTOB, IPUHUMABIIUX KBETHAIIUH, COCTABHJI
55 % wn 3,2 % B rpynne miuane6o. [IpHuuHBI Ne€TaIbHBIX HCXOJOB, OTMEUEHHBIX Y ITHX
MAlMEHTOB, COOTBETCTBOBAIM OKUIAEMBIM JUIsSl JJAaHHOW momnyJisiiuu. He BBISBICHO MPHYUHHO-
CJIEICTBEHHOMW CBSA3H MEXIY JICUCHHEM KBETHAIMHOM M PHCKOM MOBBIIICHHS CMEPTHOCTH Y
MOXKHJIBIX MALMEHTOB C ICMEHIUCH.

Anmuxonunepzuueckue (MycKkapuHonoooousie) 3¢hghpexmeot

HopkBeTnanuH, akTUBHBIH MeTabOJIUT KBETHANWHA, O0JATaeT CpPOJACTBOM (OT YMEpPEHHOU
CTEIIEHH 10 BBIPAXECHHON) K HECKOJIBKUM IMOATHUIIAM MYCKApUHOBBIX perentopoB. C 3Tum
CBA3aHbl HEXKEJIaTEJIbHBIC JICKAPCTBEHHBIE PEAKIMU, OOYCIOBJICHHBIC AHTHXOJIMHEPTHYCCKUM
JIEHCTBUEM KBETHAIIMHA IIPH €r0 NPUMEHEHHUU B PEKOMEHIOBAHHBIX JI03aX HJIH B COYETAHUHU C
JpYTHMH IIpenaparamMH, OKa3blBAIOIIMMH AaHTHXOJIHMHEprudeckue 3¢@dexTsl, a Takke Ipu
nepenosuposke. Crienyer cobmoaaTh OCTOPOKHOCTD MPH MPUMEHEHHH KBETHAITMHA COBMECTHO
c JIEKapCTBEHHBIMH CpeICTBaMH, OKa3bIBAIOLUMH AQHTHXOJIMHEPTUYECKUE
(MyckapuHonono0ubeie) 3ddekte. Cremyer coOmoaaTh OCTOPOXKHOCTH [PH HA3HAYECHHU
KBETHAIIMHA IMAlMEHTaM C 3aJEPXKKOH MOYU WM C 3aJIePXKKOM MOYM B aHAMHeE3e, KIIMHUYCCKH
3HaYMMOM THIIEpIUIa3ueil MpeJCTaTeNbHON JKeNie3bl, KHUIIeYHOH HEeMPOXOJAUMOCTRIO HIIU
POJICTBEHHBIMH COCTOSIHUSIMH, HOBBIIICHHBIM BHYTPHUIJIA3HBIM JaBJICHUEM WJIH Y3KOYTOJBHOM
riuaykoMoi (cm. pasuensl «@apmakonuHamukay, «I[lobounoe neiictBuey, «llepemro3upoBka» u
«B3aumojeiicTBHE C JPYTUMHU JIEKAPCTBEHHBIMHU CPEJICTBAMHE ).

Hapywenus co cmoponst nevenu

B ciyuae pa3BUTHS KENTYyXH NPHEM Mpenapara KBeTHAIMH CIIeyeT MPEKPATHTh.

Jucepazua

HMucoarus (cm. pazgen «lloGounoe neiicTBHe») W acnupanus HaOMIONANKCH [PH TEPANMH
KBETHAMHOM. [IpHUMHHO-CIIE/ICTBEHHAs CBSI3b BO3HUKHOBEHHS ACMUPAIMOHHOM MTHEBMOHHUH C
MPUEMOM KBETHAllMHA HE YCTaHOBJIEHA, OJHAKO ClieAyeT cOOMI0aTh OCTOPOKHOCTH IPH

Ha3HA4YCHHUH IIperiapara rnamueHTaM ¢ puCKOM BO3HUKHOBCHUS aCHHpaHHOHHOﬁ ITHCBMOHHH.
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Benosnaa mpomooimoonusn

Ha d¢one npuema HEHPOJENTHKOB OTMEUYEHBI CllydyaH BO3HHUKHOBEHHS  BEHO3HOM
TpoMO03MO0IHH. [10CKOJIBKY y MAlMEHTOB, MPUHUMAIOIIUX HEHPOJICITUKH, YaCTO BCTPEUAOTCS
¢dakToppl pHCcKa BEHO3HOH TpoM0OSMOONHMHM, 1O Hayala W BO BpeMs Teparuu
AHTHIICUXOTHYECKUMH IIpernaparaMi, B TOM YHCIIE, KBETHAIIMHOM, CJICAYET OLEHUTH (PaKTOPBI
PUCKa U MIPHHSATH NPOPHIAKTHIESCKUE MEPBI.

3anop u nenpoxooumocms Kunieunuka

3anop sBisieTcss (PaKTOpPOM pHCKAa HEMPOXOJAUMOCTH KuieyHuHka. Ha ¢one npumeHeHus
KBETHAIIMHA OTMEYAJId pa3BUTHE 3allopa M HENPOXOJMMOCTH KHUIEYHHKA (CM. paszen
«ITobounoe neiicTBHE»), BKIIOYAas CIydad C JIETAJIBHBIM KCXOJOM Y MAIMEHTOB TPYIIIbI
BBICOKOI'0 PHCKA HENPOXOJMMOCTH KHUIIEUYHUKA, B TOM YHCJIE TMOJIYYAIOIUX MHOXKECTBECHHBIC
COITYTCTBYIOIIME IIPEnapaThl, KOTOPbIE CHUXKAIOT MOTOPHKY KHIIEYHHKA, JIaXKe MPU OTCYTCTBHH
*anob Ha 3arop.

Ilankpeamum

B XoJe KIMHMYECKHX HCCIEIOBAaHMH M MOCTMApPKETHHTOBOTO MPUMEHEHHs OBLIH OTMEYEHBI
Cllyyau pa3BUTHs [IaHKpEaTWTa, OJHAKO IIPUYMHHAsA CBsA3b C [PHEMOM I[Iperapara He
yCTaHoBJIeHa. B I1OCTMapKEeTHHIOBBIX COOOINEHHSX YKa3aHO, YTO y MHOTHX MAIlMEHTOB
IPHCYTCTBOBAIN (PAaKTOPBI PHCKA PA3BUTHUS TAHKPEATHTA, TAKHE KaK MOBBIIIEHHE KOHIEHTPALAH
TpUrauuepuaos  (cM. mnoxapaszaen Cooepowcanue nunudog), XoJNeIUTHA3 U YNOTpeOJeHHe
AJKOTOJISL.

Jononnumensnaa ungpopmayusn

JlaHHBIE O COBMECTHOM NPHMEHEHHM KBETHAIIMHA C JUBAIBIIPOATOM HJIM JIATHEM MPU OCTPHIX
MaHHaKaJIbHBIX SMHM30JaX JIETKOM WM CpEIHEH CTENeHH TSIKECTH OrpaHu4eHbl. OTMEUeHBI
Xopouras NEPEHOCUMOCTh 3TOW KOMOMHHPOBAHHOW TepanmvHM W aJUIMTUBHBIA 3(dektT Ha 3-i
HeJlelie TeparuH.

Biusinue Ha ¢cnocoOHOCTH YNPABJISITH TPAHCIOPTHBIMH CPEACTBAMH, MEXaHH3MAMH
Bcenencreue Bo3eHCTBUS HA IEHTPAIBHYIO HEPBHYIO CHCTEMY, KBETHAIIMH MOXET BJIMSATH HA
CKOPOCTh IICHXOMOTOPHBIX PEaKLMH M BBI3bIBATH COHJIMBOCTH. [l0o3TOMY B mepuHoj JieyeHHs
NalMeHTaM He  peKoMeHayeTcs padoTaTh € MeXaHH3MaMH, TPEOYIOIIMMH MOBBIIIEHHON
KOHIICHTPAllMH BHHUMAaHHUS, B TOM YHCJIE€ HE PEKOMEH/IYETCs YIpPaBJICHHE TPAHCIIOPTHBIMU
CpPEJICTBaMH, 10Ka He Oy/IeT yCTaHOBJICHA MHAWBH/IyalIbHAs IEPEHOCUMOCTD TEPAIIHH.

®opma BbIIycKa

TabneTku, NOKPBITHIE UIEHOYHOU 0001049K0M, 25 Mr, 100 Mmr, 150 mr, 200 mr, 300 mr.
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[To 10 TabneTok B KOHTYPHYIO SUEHKOBYIO ynakoBKy. [lo 3, 6 win 9 KOHTYpHBIX SYEHKOBBIX
YIaKOBOK BMECTE C HHCTPYKIHEH MO MPUMEHEHHIO MOMEIIAIOT B Ma4YKy U3 KapTOHA.

YeaoBusi XxpaHeHust

B 3amuineHHOM OT cBeTa MecTe Mpu Temreparype He Boie 25 °C.

XpaHUTh B HEJOCTYITHOM /IS JIETeH MecTe.

Cpok roanoctu

3 rona.

He npuMeHsTh Mocie HCTEYEeHHUs! CpoKa FOJTHOCTH, YKa3aHHOTO Ha YIaKOBKE.

YcaoBust oTmycka

OTmyckaroT 1o peuenry.

IIponsBoauTein:

®eniepalibHOE TOCYAPCTBEHHOE YHUTapHOE NMpeAnpustue « MoCKOBCKUH 3HIOKPHUHHBIN 3aBOI»
FOpumuueckuii agpec: 109052, r. Mocksa, yi1. HoBoxoxioBckas, 1. 25

IIpouseoocmeo 20moeoil 1ekapcmeenHol hopmbi:

r. Mockga, yin. HoBoxoxioBckas, 1. 25, ctp. 2

Buinyckarowuii konmpoae kavecmea:

r. Mockga, yin. HoBoxoxiosckas, 1. 25, ctp. |

Baajgesen perHcTpanHOHHOrO y/JIOCTOBEpEHHs/HAHMEHOBAHHe, ajJpec OpraHH3alHUH,
NPHHUMAIOIIEH NpeTeH3HH MoTpeduTeIsi:

®enepalibHOE TOCYJAPCTBEHHOE YHUTApHOE MpeArnpustue « MOCKOBCKUH HTOKPUHHBIA 3aBOJI»
Poccust, 109052, r. Mockga, yi. HoBoxoxioBckas, 1. 25

Ten./paxc: (495) 678-00-50/911-42-10

http://www.endopharm.ru

HauvanpHuk yrnpaBieHus 10 BHEAPEHUIO
U PErHCTpaIUH JIEKAPCTBEHHBIX MPENapaToB

OI'VII «MOCKOBCKMIA 3HTOKPUHHBIH 3aBOJ» . E.IL Cawmoitnosa




