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MUHUCTEPCTBO 3[IPABOOXPAHEHU S POCCUNCKON ®EIEPAIIUN
NHCTPYKLMA
10 MEJJULITMHCKOMY TTPUMEHEHUIO JIEKAPCTBEHHOI'O ITPETIAPATA
KBETHUAIIUH KAHOH ITPOJIOHI'

Peruncrpanmnonnsrii Homep: JII1-004104

Toprosoe nanmenoBanune: Ksernanun Kanon [Iposonr

MexyHapo/Hoe HeMATeHTOBAHHOE HAUMEHOBAHME: KBETHAIIUH

JlekapcrBennasi ¢opma: Ta0JIETKH IPOJOHTUPOBAHHOIO JCHCTBUS, IOKPBLITHIE IUIEHOYHOM
000J1049KOH.

COCTAB

Jlo3upoBka 150 mr

1 TabeTKa IPOJOHTHPOBAHHOTO JICHCTBUS, MOKPHITAS INICHOYHOMH 000I0UKOM, CONEPIKHT:
Jleticmeyowee éewjecmeo. KkBetruanuHa pymapar (KBeTHanuHa remudymapar)

172,69 mr, B nepecuete Ha kBetHanuH 150 mr.

Bcnomozamenvuvie éewyecmea: rurpomeriosa 2208 (THIAPOKCHIIPOIIII- MeTUILeuoa03a 2208)
156,00 mr, nakTo3sl MOHOTHApAT 56,75 mr, maruus creapar 7,80 mr, Hatpus uutpar 70,01 mr,
11eJUTI0JI03a MUKPOKpHCTa/UTHUecKast 56,75 mr.

Cocmae naenounoit obonrouxu: Onaapait 11 cuanii 16,00 Mr, B TOM 4ucIIe: TOJMBUHHIOBBIA CIIUPT
6,400 Mr, MakporoJ (MOJUAITHICHITIHKOIB) 3,232 Mr, Tainbk 2,368 Mmr, THTaHa auokcua 3,280 mr,
KpacuTesb uHaurokapmuH 0,688 Mr, kpacnuTesb KpacHbli oyapoBaTenbHbd 0,032 mr.

Jlozuposka 200 Mr

1 TaGneTKa POJOHTMPOBAHHOIO JICHCTBHS, TOKPHITAs TNICHOUHON 000JI0UKOM, CONEPIKUT:
Jleticmeyioujee 6eujecmeo: KpetHanuHa (ymapar (kBetnanuHa remugymapar) 230,26 mr, B
nepecuere Ha kBetuanuH 200 mr.

Bcnomoeamenvuvie éeujecmsa: runpomesniosa 2208 (MHAPOKCHIIPOIMI- MeTUIeuIono3a 2208)
180,00 Mr, 1akTo3bl MOHOrMapar 52,87 mr, maraus creapar 9,00 mr, Hatpus uutpar 75,00 Mr,
uenmonoﬁza MHUKpOKpHCTaJIHueckast 52,87 mr.

Cocmag paenounou obonouxu: Onaapait 11 cuamii 18,00 Mr, B TOM 4uCIIe: TOJUBUHUIIOBBIA CIIHPT
7,200 Mr) Makporos (MOJM3THIEHTIINKOIB) 3,636 MT, TanbK 2,604 Mr, THTaHa AMokcua 3,690 mr,
kpacuTenb uHaurokapmun 0,774 Mr, KpacHTelIb KpacHbIi ogapoparenbHbli 0,036 mr.

Jlosuposka 300 mr

i
1 TabeTKa NPOJOHIMPOBAHHOTO JICHCTBHSI, TOKPBITAsl IIJIEHOUHOH 000JI0UKOH, COIEPIKUT:
Jleticmsyiowjee eujecmso. KBeTuanuHa pymapar (KBeTuanuaa remudymapar)

345,38 mr, B nepecyete Ha kBeTHanuH 300 mr.

Benomoeamenvhvie geujecmea: runpomeriosa 2208 (rHApOKCHIPONUI- MeThemnnono3a 2208)
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225,00 mr, makto3sl MoHOrHApar 38,06 mr, maruus cteapar 13,50 mr, Hatpus murpar 90,00 mr,
EJUTI0JI03a MUKpOKpUcTasnyeckas 38,06 mr.

Cocmas nnenounou o6onouxu. Onanpait Il cunnii 23,00 Mr, B TOM 4nciie: TOJTUBUHUIIOBBIN CIIUPT
9,200 mr, MmakporoJ (MOJUITUIICHTIIUKOIE) 4,646 mr, Tanbk 3,404 mr, TuTaHa auokcun 4,715 mr,
KpacuTesib uHaurokapMun 0,989 mr, kpacurenpb KpacHblil ouapoBaTesbHbli 0,046 Mr.

Jlozuposka 400 mr

1 TabyeTKa MPOJIOHTUPOBAHHOTO JIEUCTBHUSI, TOKPBITAsL IJICHOYHOU 000I0YKOM, CONEPIKHUT:
Jeticmsyrowee sewjecmso. kBetuanuua Gpymapar (kBetuanuHa remudymapar)

460,51 mr, B nepecuete Ha kBetuanuH 400 mr.

Bcnomozamenvuvie seuyecmesa: runipomesniosa 2208 (rHAPOKCHIIPONUI- MeTHIEIUT0I03a 2208)
270,00 Mr, J1akTO3BI MOHOTHApPAT 26,74 MI', MarHus cTeapar

16,01 mr, Harpus uutpar 100,00 Mr, nemunono3a MUKpoKpUcTauindyeckast 26,74 mr.

Cocmas nuenounotui obonrouxu: Onanpait 11 cunnii 28,00 Mr, B TOM 4uciie: TOJUBUHUIIOBBIA CIIUPT
11,200 Mr, makporoJ1 (MOJUITUIICHIJINKOIIB) 5,656 Mr, Tanbk 4,144 mr, Tutana quokcun 5,740 mr,
KpacuTeslb UHIUrokapMut 1,204 mr, kpacuTelsb KpacHbli oyapoBaTeabHbli 0,056 mr.

ONNCAHHUE

TaGnetku Kpyrible JBOSIKOBBINYKJbIe (J103upoBkH 150 mr u 200 wMr); TaOieTku OBajbHBIC
JBOSKOBBINYKIIbIE (103upoBKH 300 Mr 1 400 M), TOKPBITHIE TJIEHOUYHON 000JI0YKON CHHEro 11BETa.
Ha nonepeynom paspese — siapo nmoutu 0esoro 1sera.

dapmakoTepaneBTHYECKAS] IPYIIA: aHTUIICUXOTHYECKOE CPEICTBO (HEHPOIICIITUK).

Koa ATX: NOSAHO4.

DAPMAKOJOI'MYECKHUE CBOIMCTBA

DapmakoouHamuka

Kgeruanun sBisieTcsi aTUIHUYHBIM aHTUIICUXOTHYECKUM npernapaTom. KBetnamnui u ero akTUBHBIHI
MeTadOJIUT N-He3aJ"IKI/IJIKBCTIrIaHHH (HOpKBeTPIaHI/IH) B3aHMOJleﬁCTByIOT C HIUPOKHUM CIICKTPOM
HeﬁpOTpaHCMHTTeprIX peueuTopoB TrOJIOBHOTO MO3ra. Ksernanua u N-IIe3aJIKI/IHKBeTI/IaHI/IH
IPOSIBIISAIOT BbICOKOE cpoacTBO K SHT2-ceporonnnoBev perenitopam U Di- 1 Da-nodamMuHOBEIM
AeuenTopaM FOJIOBHOI'O MoO3ra. AHTaroHusM K yK%a}JHbIM peuciTopaM B COYCTAHUU C Ooitee
BICOKOM ceJIeKTUBHOCThIO K SHT2-cepoTOHHMHOBBEIM |perienitopaM, ueM K Di-modhaMHHOBBIM
CHeCIrTopam, O6yCHaBHHBaeT KJIIMHUYECKUE aHTUIICUXOTUUYECKHE CBOMCTBA KBETHAIIMHA U HU3KYIO
aCTOTY pasBUTUSA OSKCTpallupaMUIHBIX HEXCIATCIbHbBIX peaKHHﬁ. Ksetnanuu He oGnanaeT
CpOACTBOM K nepeﬁocqwxy HOpaJpCHAJIMHA U o6na11aeT HU3KHUM CpOI[CTBOM K 5HT1A-
CEPOTOHUHOBBIM PELENTOpaM, B TO BpeMsl Kak N-/Ie3aJIKHIKBETHAIIMH MPOSBIIAET K HUM BBICOKOE
CpPOACTBO. I/IHI‘I/I6I/Ip0BaHI/Ie NEPEeHOCUHKa HOpaJApCHAIMHa H YACTUYHBIM aroHU3M B OTHOILICHHUH

SHTIA-CepOTOHHHOBHX PEUCIITOPOB, IIPOABJISIEMBIC N-II€3aJIKHHKB€THaHHHOM, MOTYT
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o0ycnaBiuMBaTh aHTHUJIETIPECCUBHOE JIeHCTBHE Tpernapara kBethanuHa. Keermamun u  N-
Je3aJIKMJIKBETHANIUH 00J1a/1al0T BBICOKUM CPOJICTBOM K THCTAMHHOBBIM M 0L1-aJpE€HOPELeNnTopamM U
YMEpPEHHBIM CPOJICTBOM I10 OTHONIICHHMIO K O2-aJpeHoperentopaM. Kpome Toro, KBeTHanuH He
obnazaer uau 00J1aJaeT HU3KUM CPOJCTBOM K MYCKapHHOBBIM peleNnTopaM, B TO Bpems Kak N-
JI€3aJIKUIIKBETHAIIUH TIPOSIBIISIET YMEPEHHOE HJIM BBICOKOE CPOACTBO K HECKOJBKUM IOATUIIAM
MYCKapMHOBBIX pELENTOPOB, C KOTOPBIM MOTYT OBITh CBsSI3aHBl AHTHUXOJIMHEPTUYECKUE
(MmyckapuHOno100HBIE) 3P HEKTHI.

B cranmapTHBIX TecTaX Yy JKMBOTHBIX KBETHAIMH IMPOSIBISIET aHTHIICUXOTHYECKYIO aKTUBHOCTb.
VnaenbHblt BkiIaa Merabosnuta N-Je3aKHIKBETHAMHA B (HapMaKOJIOTHYECKYI0 aKTHBHOCTB
KBETHAIIMHA HE YCTAHOBJICH.

PesynpraThl u3yueHus skcTpanupaMuAHbiX cuMnToMoB (DIIC) y JKMBOTHBIX BBISBHIIM, YTO
KBETHAIIMH BBI3BIBAET CJIa0yI0 KaTaJIENICUIO B J03aX, 3G pexTuBHO Onokupyromux D2 pernenTopsl.
KBeTnanuH BBI3BIBACT CEJIEKTUBHOE YMEHbBIIEHHE aKTUBHOCTH Me3oaumbOuueckux Al0-
noaMuHepruyecKkux HelpoHOB B CpaBHEHUU ¢ A9-HUTPOCTPUATHBIMU HEHPOHAMU, BOBIICYCHHBIMH
B MOTOPHYIO () YHKIIHIO.

B kparkocpouHoM (9-HeaenbHOM) UCCIIEIOBAaHUHU Y TAMEHTOB 0€3 JIEMEHIIMHU B BO3pacTe oT 66 J10
89 ner (19% mnamuenToB ObumM crapiie 75 5eT) ¢ OOJIBIIMM JETPECCUBHBIM pPacCTPOUCTBOM
kBeTuanuH B j03ax oT 50 mr o 300 Mr B cyTkH (J103y moAOHUpaIu ¢ y4eTOM IEPEHOCHMOCTU U
KJIMHUYECKOTO OTBETa, CPEJHssl CyTOYHas Jo3a Ipernapata cocraBwia 160 Mr) ymeHslai
BBIP@KEHHOCTh CHUMITOMOB jenpeccun 1o mkaie MADRS (Montgomery-Asberg Depression
Rating Scale, [1Ixana onenku nenpeccuu MoHTromepu-Acbepra) (cpelHeKBaIpaTHYHOE H3MEHEHHE
- 7,54) no cpaBHeHuto ¢ mianedo. 3a uckiouenuem yactotsl DIIC, nepeHocuMOCTh KBETHATMHA
IpU [IPHEME OJIMH pa3 B CYTKH Yy IOKMJIBIX MAIIMEHTOB ObUIa COMOCTABUMA C NEPEHOCUMOCTBIO Y
naiueHToB B Bospacte 18-65 ner. Yactora DIIC u yBenwueHuss Macchl Tela Y CTaOMIIBHBIX
NAIMECHTOB C W30 peHueit He BO3pacTaeT MpH JUTUTEIILHOM Tepariy KBETHAITHHOM.

B ucciaenoBanusax OOJBIIOTO JIEMPECCHBHOIO pacctpoiicTBa 1o kputepusm DSM-IV (Diagnostic
and Statistical Manual of Mental Disorders (4th ed.) - CipaBOYHHK 1O JIMArHOCTHUKE U CTATUCTHKE
IICUXUYECKUX PAcCTPONCTB. 4-e H31aHue) He1Ha6mo;:1am/I MOBBILICHUS PHUCKA CYUIUIATHHOTO
MOBEJICHUS ¥ CYUIIUIAIBHOTO MBILUICHUS [TPH IPUEME ITPOJIOHTHPOBAHHON (POPMBI KBETHAIIUHA TIO
CPaBHEHHMIO C TIIaIe0o.

B aByx KpaTKOoCcpoyHBIX (6-TH HEJENbHBIX) HCCIEJOBAaHUSAX KOMOMHHUPOBAHHOW Tepanuu
JENPECCUBHOTO 3MU30/1a IPOJOHTMPOBaHHON (OpMBI Ipenapara KBETHAIYHA B J103€ 150 mr/cyTku
u 300 Mr/cyTkM ¢ aMUTPUNTHIMHOM, OyNpONMOHOM, LHUTAJIONPaMOM, TyJOKCETHHOM,
ACHUTATIONPAMOM, (IYOKCETHHOM, IAPOKCETHHOM, CEPTPATMHOM WM BeHJIa(pakCHHOM Yy
NAUEHTOB C CyOONTHUMaJbHBIM OTBETOM Ha MOHOTEpANUIO AHTHUJICIPECCAHTOM I10Ka3aHO

yIydllleHHe CUMOTOMOB Jenpeccun o mkaie MADRS (cpennekBagpatuynoe usmeHenue 2-3,3
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OaJi1a) Mo CpaBHEHUIO C MOHOTEpANUel aHTHACTIPECCAHTOM.

DapmakoKunemuKxa

KBetnanuH XOpowIO BcachIBaeTCsl W3 IKEJIYJAOYHO-KHIIEYHOrO TpakTa. MakcHmalibHas
KOHLECHTpaLMsl KBeTHanMHa W N-Je3aIKWUIKBETHANMHA B  IJIa3M€ KPOBH  JOCTUTACTCS
npuOIM3UTENRPHO dYepe3 6 4YacoB IIOcjiae IpHeMa IPOJIOHTHMPOBAaHHOW (OpPMBI KBETHAINHHA.
PaBHOBecHass MoJisipHasi KOHLIEHTpalMs akKTUBHOro Mertabonuta N-ae3alKuiIKBeTHANWHA
cocTaBisieT 35% OT TaKOBOM KBETHAIIMHA.

(QapmakOKMHETHKA KBeTHAnuMHa U N-[e3aJKUIKBETHANIMHA JIMHEWHAss U HOCHT J10303aBHCHUMBII
xapaktep npH npueme B 103e 10 800 Mr oJIMH pa3 B CyTKH.

[Tpu npueme nposoHrupoBaHHON (HOPMBI KBETHANTMHA OJIUH pa3 B CYTKH B J103€, IKBUBAJICHTHOU
CYTOUHOM J103¢ KBETHAIMHA, IPUHUMAEMOM 3a JBa nmpuema, HaOII0Aamu CXOHbIE IIIOMAIH O]
KPUBBLIE 3aBUCUMOCTH KOHUEeHTpauuu oT BpeMeHH (AUC), HO MakcHMalibHash KOHUEHTpAlUs B
wiazme (Cmax) ObuTa Ha 13% Menbire. Benmunna AUC metabonuTta N-J1e3aIKuiIKBeTHannHa Oblia
Ha 18% menble.

WccrenoBanust BIMSIHUS NpUeMa MUINKA HA OMOJOCTYIHOCTHh KBETHAIMHA IOKA3ald, YTO IpPUEM
IIUIIH C BBICOKUM COJIEPIKAHUEM JKMPOB MIPUBOJAUT K CTATUCTHYECKH 3HAUUMOMY YBETUYEHHUIO Cax
1 AUC 11 mpoJIOHTMpOBaHHOM (pOpMBI ITpenapaTa KBeTHaNuHa - mpudau3uTessHo Ha 50% u 20%,
COOTBETCTBEHHO. [IpreM nmuinm ¢ HU3KUM COAepIKaHUEM KUPOB HE OKa3bIBaJl 3HAYUMOTO BIIUSHUS
Ha Cmax 1 AUC kBeTHanusa. PexoMmenayercs npuHUMaTh KBETUANIUH B IPOJOHTUPOBAHHON Gopme
OJIUH pa3 B CYTKH OT/AEJIBHO OT €JIbl.

[TpubGnusurensuo 83% KBeTHANIMHA CBI3bIBACTCS ¢ OCIKaMHM IJIa3Mbl KPOBH.

VYceranosineno, uro CYP3A4 gpisercs Kkiaro4eBbIM u30(epMeHTOM MeTaboM3Ma KBETHAIHHA,
ornocpefoBaHHOro nuroxpomoM P450. N-zpesankuikBeTHanmuH oOpazyeTcss C  y4acTHEM
nzodpepmenta CYP3A4.

KBetnanuu u HeKOTOpbIe ero MeTaboauThl (BKitouas N-Je3alKHIKBETHANUH) o0ajaroT ciaboin
UHTUOHPYIOIIEeH aKTUBHOCTBIO 110 OTHOIIEHHIO K H3odepmenTam nuroxpoma P450 1A2, 2C9, 2C19,
2D6 u 3A4, HO TOJBKO IpH KOHIEHTpauuu, B 5-50 pa3, NpeBbIIAIONEH KOHIECHTpaIWH,
Ha0110/1aeMble IpU OOBIYHO chonb3yel+40ﬁ ¢ dextuBnoi 03¢ 300-800 MI/CyT. |
OcCHOBBIBasICh Ha pe3yJjbTarax in vifro| He CJIeayeT OXKUIaTh, YTO OJHOBPEMEHHOE MpPUMEHEHUE
KBETHAIMHA C JIPYTUMHU IpernapaTamMy [[IpUBeAeT K KIMHUYECKU BBIPAKEHHOMY HHIHOHPOBAHUIO
MeTaldoIM3Ma JIPYrux JeKapCTBEHHBIX dPe/ICTB, ONIOCPEIOBAHHOIO HUTOXpOoMoM P450.

[lepuon noyBbiBeieH s KBeTHANMHA 1 N-/€3aJIKHIIKBETHAIINHA COCTaBJISET OKOIIO 7 u 12 yacos,
COOTBETCTBEHHO. B cpenneM menee 5% mousipHO# 10361 (ppakiiy cBOOOIHOTO KBeTHanuHa U N-
JIe3aJIKMJIKBETHAIIMHA IJ1a3Mbl BBIBOJATCS ¢ MOYOH. [IpnbimsnrensHo 73% KBeTnanuHa BEIBOIUTCS
¢ mouoit u 21% c ¢exanusmu. KBeruanun akTUBHO MeTaboJIu3MpyeTcss B IeueHH, MeHee 5%

KBETHAIIMHA HC MOABCPracTCs MCTa6OJII/I3My 1 BBIBOJIUTCS B HEU3MEHEHHOM BHUJE MOYKAMU WIIH C
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bexanusmMu.

Pazmuumii papMakOKMHETHUECKUX TTOKa3aTelIel Y My)KUHH U JKEHIIUH He HaOIro1aeTcs.

Cpennuii KIMpeHC KBETHAIMHA Yy MOXKMIIBIX HaiueHToB Ha 30-50% MeHbIIe, YeM y MallMeHTOB B
BO3pacte oT 18 10 65 ner.

Cpennuit 1a3MeHHBIH KIMPEHC KBETHAIIMHA CHIIKACTCS IIPHOJIN3UTENLHO Ha 25% Y IallMEeHTOB ¢
TSDKEJION MOYEYHOM HEeIOCTaTOYHOCTBIO (KIMpEeHC KpeaTHHMHa MeHee 30 mu/mun/1,73M%), HO
WUH/IUBUIyaIbHBIC [I0KA3aTe/IM KJIMPEHCa HaxoAATCs B IpeieiaX 3HA4YCHUH, BBIIBICHHBIX Y
3JI0pPOBBIX JIOOPOBOJILIIEB.

Y NalMEHTOB C IEYEHOYHOH HEJ0CTaTOYHOCTHIO (KOMIICHCHPOBAHHBIN aTKOTOJIBHBIN LUPPO3)
CpeJIHUH IJIa3MEHHBIA KJIMPEHC KBETHAIIMHA CHIOKEH NpHOaM3uTensHo Ha 25%. Ilockosbky
KBETHAIIMH MHTEHCHUBHO MeTaOONIM3UpyeTCcss B TEYCHH, Yy TMAIlHEHTOB C II€YEHOYHOMU
HEJI0OCTATOYHOCTHIO BO3MOXKHO MOBBILIEHUE TUIA3MEHHON KOHIICHTPAIlUU KBETHAIIUHA, YTO TpeOyeT

KOPPEKIIUH JIO3BI.

ITOKA3AHMSA K IPUMEHEHUIO
[HInzodpenus, Bkioyas:

—  TIpo(UIAKTHKY PELUIUBOB Y CTAOUJIBHBIX MAIIUEHTOB.

bunosnsipable paccTpoicTBa, BKIIOYAs:

— YMEpEHHBIE U TsDKEJIble MAaHHAKAJIbHBIE SIIM30/1bl B CTPYKTYpe OUIIOJIIPHOTO pacCTPOUCTBA;

—  TSDKEJIBIE DIIU30/1bl JACTPECCUU B CTPYKTYpe OUITOJISIPHOTO pacCTPOUCTBa;

— HpoHIAKTUKY PEIMIUBOB OHUIIOJISIPHBIX PACCTPOUCTB y MAIMEHTOB C IMPE/IIECTBYIOIIEH
3(1)(1)CKTI/IBHOI71 Teparmeﬁ KBETHAIIMHOM MaHHAKaJIbHBIX HJIK JCIIPECCHBHBIX J3IIM30/I10B B
CTPYKTYpe OUIIOJISIPHOTO pacCTPOUCTBA.

JlenpeccuBHBIN 3MHU301;
= KOM6I/IHI/IpOBaHHaH TEepaliusd IIpru Cy601‘ITI/IMaJIBHOM OTBECTEC Ha MOHOTEpAIIHUIO

AHTHACIIPECCAHTOM.

ITPOTUBOINOKA3AHUS

[ToBbIlIEHHAS ‘IyBCTBHTCJ’ILHOCP‘b K JIOOOMY U3 KOMIIOHEHTOB IIpernapara.

Jlepuuur naxTaspl, rIHOK030-TaJaKTO3HAs MaJIbabCOPOLMsI ¥ HEMEPEHOCHMOCTD T'aJIaKTO3bI.

CoBMecTHOE NpUMEHEHHE ¢ HHruOuropamu nutoxpoma P450, TakMMH Kak MPOTHBOIPHOKOBBIE

npenaparsl IPyIIbl a30J0B, SPUTPOMUIIMH, KJIAPUTPOMULIUH U He(a30/I0H, a TaKKe HHIHOUTOPBI

nporeas (cM. pasaen «B3zaumoielicTBHE ¢ IPYTUMHU JICKAPCTBEHHBIMH CPEJACTBAMH U JAPYTHE BH/IBI
|

Béanlwioz[eﬁCTBuﬂ>>). |

Hecmotpst Ha To, 4TO 3¢ (eKTHBHOCTE U 0€30IaCHOCTH MPOJOHTMPOBAHHOW (HOpPMBI Mpernapara

KBETHAIIMHA y JeTed M NOAPOCTKOB B Bo3pacte 10-17 7ner wu3ydyayuch B KIMHHYECKUX

HCCJICIOBAHHUAX, IPUMCHCHHUC HpOHOHFHpOBaHHOﬁ q)OprI Iperiapata KBE€THAIIMHA Y MallTUCHTOB B
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BO3pacTte 10 18 jeT He moka3aHo.

C OCTOPOKHOCTBIO

V NalueHToB ¢ CepIeYHO-COCYUCTBIMHU U 1IepeOpPOBaCKYISIPHBIME 3a00JIEBAHUAME MM JIPYTHMHU
COCTOSIHUSIMM, TIPEAPACIIOjaralolMMH K apTepHajbHOM TI'MIIOTEH3UH, IOXHUIOM BO3pacT,
INe4YC€HO4YHas HEJAO0CTAaTOYHOCTD, CYAOPOXKHBIC IIPUITAIKK B aHAMHE3EC, PUCK pa3sBUTUA HHCYJIbTA U

aCHHpaHI/IOHHOﬁ ITHEBMOHUH.

IIPUMEHEHHUE TP BEPEMEHHOCTH U B ITEPUO/I T'PYIHOIO BCKAPMJIMBAHUSI

besonacnocTh 1 3()(hEeKTHBHOCTH KBeTHANINHA Y OCPEMEHHBIX JKCHIIMH HE YCTaHOBJEHBL [ToaToMy
BO BpeMsi OEPEMEHHOCTH KBETHAIIMH MOYKHO HPUMEHSTh, TOJBKO €CIH OXKHIaeMas I0jb3a JUis
KEHII[MHBI ONIpaB/bIBACT MOTECHIIHAIBHBIN PUCK VIS TIJI0/IA.

Ilpy npuMeHEHMHM AHTUICHUXOTMYECKHX IIPErapaToB, B TOM YHCJIE KBETHAIMHA, B TPEThEM
TpuMmecTpe OCpEeMEHHOCTH Y HOBOPOJKICHHBIX TIOSBISICTCS PHUCK Pa3BUTHS HEXKEIAaTeIbHBIX
peakiMii pa3sHOM CTENEHH BBIPAKEHHOCTH M JUIMTENbHOCTH, Bkimouas OIIC w/umm cungpom
«oT™MeHb. Coo0mmanock 0 BO30YXKIACHMHM, THIIEPTOHHUH, THIOTOHHH, TPEMOpPE, COHJIMBOCTH,
pecrupaTopHoM JIUCTPECC-CHHAPOME WM HApYLIEHUSAX KOpMIJICHHsS. B CBsI3W C 3THM cleayer
TIIATEJIbHO HAOJIOATh 32 COCTOSIHUEM HOBOPOIKICHHBIX.

OnyOnukoBaHbl COOOMIEHHUST 00 AKCKpEIMH KBETHAITMHA C TPYJIHBIM MOJIOKOM, OJHAKO CTEIECHb
SKCKpEIMM He YycraHoBieHa. JKeHIMHaM HEOOXOIMMO pPEeKOMEHJIOBaTh H30erath TIpyIHOTO

BCKapMJIMBaHHWs BO BpEMs ITpUEMa KBCTHAIIMHA.

Crnocobs NPUMEHEHMS U 1O3bI

KBernanun Kanon [IposioHr ciieryer npuHuMaTh OAMH pa3 B ICHb HATOIIAK (KAaK MUHUMYM 3a OJIMH
yac J10 npuema numu). TabmeTkn HeoOXOAMMO MpOIJIaThIBAaTh LEJIMKOM - HE pa3leNsaTh, HE
pa3KeBbIBaTh U HE pa3jlaMbIBaTh.

B3spocavie

Jlewenue wuzogpenuu, yMepeHHbIX U MANCENBIX MAHUAKAIBHBIX INU30008 6 CHIPYKMYype
OUnONAPHO20 paccmpoiicmea

[Tpenapar KBetuanuu KaHOH [IpoJioHT ciie1yeT NpUHUMATh HE MEHEE, YeM 3a 1‘; Y JI0 IpUeMa MUIIH.
CyrouHas j103a /Uil EPBBIX 2-X CYTOK Tepanuu coctasisieT: 1-e cytku - 300 mr, 2-e cytku - 600
Mmr. PexomenoBaHHas1| cyTouHas go3a cocrasiser 600 Mr, 0JlHaKO MpPU HEOPXOJAUMOCTH MOXKET
ObITh yBennueHa 10 800 mr/cyT. B 3aBucumocT oT kiaMHHYECKOro 3¢ dexTa|u HHINBUIYATHHOMI
[IEPEHOCUMOCTH TAILMEHTOM, 1032 MOXKET BaprPOBaTb B npejenax ot 400 go 800 mr/cyt. s
N0/UICP)KUBAIOIIECH Tepanuy MpH MU30QppeHud He TpeOyeTcss KOPPEKIIMH J03bI ITOCIe KyITHPOBAHUS
000CTpeHHsI.

Jleuenue anuz0006 denpeccuu 6 cmpyKkmype OUROJIAPHO20 PACCHPOICMEA

Kgernanun Kanon Ilpononr cienyer npunumars nepen cHom. CyTodHas J103a sl HEPBBIX 4-X



JIT1-004104-151021

CYTOK Te€pamnuu cocTaBiseT: 1-e cyTku - 50 mr, 2-e cytku - 100 mr, 3-u cyTku - 200 Mr, 4-e CyTKH -
300 mr. PexomennoBanHasi cyTo4Has j103a cocrtapisieT 300 Mr. B 3aBHCHMOCTH OT KIMHUYECKOTO
s¢dexTa M MHAMBUAYATIBHON IEPEHOCHMOCTH MAIMEHTOM /1032 MOXKET OBITh yBeauueHa 10 600 Mr.
ITpenmymecTBa npuMenenus npenapara Ksernanun Kanon IIposonr B cyrounoit no3ze 600 Mr 1o
cpaBHenuio ¢ 300 mr He BeisiBiIeHO. KBetnanuu Kanon IIposonr B no3e, npessimarormein 300 mr,
JIOJDKEH Ha3HA4YaThCs BPA4yOM, HMEIOIUM OIIBIT Tepariy OUTIOJISIPHBIX PACCTPOMCTB.
Ilpogpunakmura peyuousoe dUNONAPHBIX PACCMPOICME Y NAUUEHIMOE8 C NPeOulecmeyouei
Iphexkmuenon mepanuei KeéemuanuHoOM MAHUAKAIBHBIX UWIH OEHPECCUBHBIX INU30006 6
cmpyKkmype 0UnoAAPHO20 paAcCmpoiicmeda

Jns npodunIakTHKH PENMIMBOB MaHHAKAIBHBIX, JCIPECCHBHBIX M CMEIIAHHBIX SIH30/0B IPH
OMITOJIAPHBIX PACCTPOMCTBAX MAIMEHTaM C ITOJIOKUTEJIBHBIM OTBETOM Ha JIeYEHHE IpernapaTroM
Keetnanun Kanon IIposoHr, cienyer npoo/pkaTe TEparuio B TaKOH ke CYyTOYHOM J103€, KaKk U B
Havasie repanuu. Ksetnanun Kanon [Ipononr ciexayer npuauMaTh nepest CHoM. B 3aBUCHMOCTH OT
KJIMHNYECKOT0 3G PeKTa U HHIAMBUAYATBHON IIEPEHOCHMOCTH MAIIHEHTOM, /1038 MOYKET BApLHPOBATH
B nipezenax ot 300 o 800 mr/cyt. Jlins mouiepakuBaroIei Tepaniy peKOMEHIYETCsl HCII0JIb30BaTh
MHMHUMaNIbHYIO 3¢ (eKTUBHYIO 103y npenapara Keetuanun Kanon I[posonr.

Kombounuposannasa mepanus oOenpeccugno2o mu3zooa npu cyoonmuMaibHOM oOmeéeme Ha
MOHOMEPANUIO AHMUOENPECCAHMOM

Kpetnanun Kanon IlIpononr crnenyer mnpunumate mnepex cHoMm. ClieyeT HCIOJIB30BaTh
MHHUMAaJIbHYIO 3G (EKTUBHYIO /103y, HauMHas Tepanuio ¢ SO mr/cytku. CyTouyHast 103a COCTABJISIET:
l-e u 2-¢ cyTku - 50 mr, 3-u U 4-¢ cyTku - 150 mr. YBenuuenue 10361 co 150 mr/cytku o 300
MI/CYTKH JOJDKHO OCHOBBIBATBCS Ha HWHAMBHIYaJbHON OLIGHKE COCTOSIHMS mamueHTa. [lpu
UCII0JIb30BAHUH BBICOKHUX /103 IIperapara MOBBIIAETCS PUCK BO3SHUKHOBEHHUS MTOOOYHBIX SIBJICHHIA.
Ilepesoo ¢ npuema npenapama Keemuanun Kanon na npuem npenapama Keemuanun Kanon
Ilponone

Jlns ynobcrBa npHeMa IALMEHThl, B HACTOSIIMH MOMEHT IIOJIy4Yalolie MAPOOHYIO Teparuio
npenapatom Keetnanun Kanon, MmoryT ObITh nepeBeieHbI Ha ipueM rnpenapara Kserunanun Kanon
[Ipononr omdi pa3 B CyTKH B J103€, 9KBUBAICHTHOU 001IeH cyTquoﬁ Jo3e npenapata Kpetnanua
Kanon. B oT1¢apHBIX Citydasix MOKeT OHAI0OUTHCS KOPPEKIIMSI TO3HI.

Hooxcunvie nayuernmet

Taxke Kak JApyrue Heliposientuyeckue cpejactsa, Kperunanud Kanon Ilposonr cnemyer
IPUMCHSATE ¢ OCTOPOXKHOCTBIO y MOKHJIBIX IMAllMEHTOB, OCOOEHHO B Hayaje TepanuH. Hoaﬁop
s dextuBHOM 10361 npenapara Keernanuu Kanon [IposioHT y MOXKHIIBIX MOKET OBITH MEUIEHHEE,
a CyTOYHas TepaleBTHYECKas J103a HUXKE, 4eM Yy MOJIOABIX nanueHToB. CpeaHuil 1mia3MeHHBIH
KJIMPEHC KBETHAIMHA Yy MOXUIbIX nauueHToB Ha 30-50 % HMXKe MO CpaBHEHHIO C MOJIOJIBIMHU

namueHTamMu. Y TOXKHIBIX IAallMeHTOB HadabHas J103a Iipenapara Ksetnanun Kanon HpOHOHF
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cocrapisieT 50 mr/cyT. Jlo3y MOKHO yBenuuuBaTh Ha 50 MI/IeHb 10 JOCTHXKEHUS 3(PPEKTHBHOIM
J103bl, 3aBUCSLICH OT KIMHUYECKOI0 OTBETA U IIEPEHOCHMOCTH TIpenapara OT/eIbHBIM HallHeHTOM.
Y NOXUIIBIX ALKEHTOB C JIETPECCUBHBIM JIIH30/0M CYTOYHAs 103a JUIS EPBBIX 3-X CYTOK TepaIniu
cocrasysiet 50 Mr/cyTKu ¢ yBenudenueM 10 100 mr/cyTku Ha 4-¢ cyTku u 10 150 Mr/cyTku Ha 8-e
cytku. ClielyeT HCIoIIb30BaTh MUHUMAIBHYIO 3G (EKTUBHYIO 103y NpenapaTa, HaulHas JIeUeHHE C
50 mr/cytku. B ciydae HeoOX0MMOCTH 1103y Iperapata MOXHO yBEIUYUTh 10 300 MI/CyTKH, HO
He paHee 22 IHS Teparnuu.

Ilayuenmeol ¢ noueuHo HEOOCMAMOYHOCHIbIO

Jlist natuenToB ¢ MOYeYHOH HE0CTaTOYHOCTBIO KOPPEKIMH 036 He TpebyeTcs.

Ilayuenmol ¢ neyeHOYHO HEOOCMAMOYILOCMbIO

KBeTHanuH MHTEHCHBHO MeTabOIM3MpPYyeTCs B IeYeHH. BeiencTBue 3TOro ciemyer codmmonarh
OCTOPOXKHOCTh MpU TpuMeHeHuH npenapara Ksermanun Kanon IIposioHr y mnanmeHToB ¢
NEeYCHOUHOM HEI0CTATOUYHOCTLIO, OCOOEHHO B Hayajge Tepanud. PekomeHjayeTcs HayuHATh
Tepanuio npenaparom Ksetwanun Kanon Ilpomonr ¢ no3sr 50 Mr/cyt u yBenmuuBaTh 103y

exkeHeBHO Ha 50 Mr 10 1ocTHkeHus 3G (HEKTUBHOM 1035I1.

IIOBOYHOE IENCTBUE

Ha ¢one npuema kBeTHanuua, Kak ¥ IpyruX HEUPOJIEIITUKOB, BO3MOKHO YBETHYEHHE MACChl TeJIa,
BO3HUKHOBEHHE OOMOPOKOB, 3JI0KaYE€CTBCHHOTO HEHPOJICNITHYECKOrO CHHAPOMA, JIEHKONEHHH,
HEUTPOIIEHUH U NepUPEPUICCKHX OTEKOB.

Haubosee yacTebie HeXenaTeIbHbIE Peakii KBeTHannHa (>10%) - COHIMBOCTD, FOJOBOKPYIKEHHE,
roJioBHast 00JIb, CyXOCTh BO PTY, CHHIPOM «OTMEHBI», OBBIIICHHE KOHIEHTPAIIWH TPHIIMIIEPHIOB,
NOBBIIICHHE  KOHIIEHTpalMu  oOliero  xosjecrepuHa (IJIaBHBIM — 00pa3oM,  XOJIECTEpHHA
JUIONPOTEHIOB  HHU3KOH 1utoTHOocTH - JIITHIT), cHMkeHMe KOHIEHTpanuu XoJecTepuHa
JIUIONPOTEHI0B  BbICOKOM 1uiotHoctd  (JIIIBIT), yBenmwuenwe wMacchl Tella M CHHIXKECHHE
KOHIIEHTPAIlMK TeMOIJI00nHa.

Hactora HexenaTelnbHBIX peaklMi IpPHBEJCHA B BHJE CIIEJAYIOUIEH IpajallMu: OYEHb YacTo
(=1/10); gacro (=1/100, <1/10); newacto (>1/1000, <1/100); peaxo (>1/10000, <1/1000); oyeHb

peaxo/(< 1/10000); HeyTOYHEHHOM YacTOTHI. ‘

Co CcTOPOHBI CHCTEMBbI KPOBETBOPEHHSI

Ouenp yacTo CHMIKCHUE KOHIICHTpPAIlUH I‘GMO]‘J’IO6I/IHaZ3

Yacrtd HeﬁKOHCHHHI’ZS, CHUIKCHHUE KOJIMYECTBa HeﬁTpO(i)HHOBl’zz, ITOBBIIICHUE

KOJIM4ECTBa 503uHOpMIOB>

Heuacro TPOMOOLUTOIECHHUS, CHUKEHHE KOJIMYECTBA TpoMOonuToB!*
Penko arpanyJonuTos?’
HeyTtouneHnHoi HelTponenus'
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YaCTOThI

Co cTOpOHBI HMMYHHOMH CHCTEMBI

Heuacto p€aKkluy rurnep4yBCTBUTCIIBHOCTH

Oyenb peako anauIaKTHYECKHEe Peakuu®

Co cTOPOHBI IHTOKPUHHOIT CHCTEMBI

Yacto IMNOBBIIICHUE KOHHOEHTpaWMU IMpPOJIaKTHHAa B CBIBOPOTKE KpOBI/Im,

CHMIXCHUC KOHIICHTpaluu obiero u CBO6OHHOI‘O T420 B KpPOBH,

CHWKeHHMe KoHUeHTparmuu obmero T3%° B kpoBu, mNOBbIIICHHE
xonnentparuu TTI? B kposu
Heuacto CHMKEHHE KOHIICHTpaliu cBoboHoro T3 B kpou-’
Ouenb pesKo CHH/IPOM HeaJ[eKBaTHOM CeKpellH aHTHIMYPETHIECKOT0 FOPMOHA
MeTabondeckne HAPYIIeHHUSsI
Ouyenb 4acTo TOBBIIIEHHE KOHIIEHTPAIMH TPHIJIMIEPUIOB B ChIBOpOTKe Kposu !l

ob1iero xosiecTepuHa (raBHbIM oOpaszoM, xosectepuna JIITHIT)'? B

KPOBH, CHMKGHHE KOHIEeHTpamuu xosectepuna JIIIBITM'® B xposw,

YBEJIHYEHHE MACChl TeNa’

1,7

Yacro TFHNICPrJIMKEMUS *, TIOBBIIICHUE alllICTUTa

Heuacto THIIOHATpUEMHs>’, caxapHblil quabet! >

IIcuxnyeckue pacerpoiicTBa

Yacto HEOOBIYHBIE M KOIIMApPHBIE CHOBMJICHUS, CYHIUJAIbHBIE MBICIU H
nosesenue!
Penxo COMHAMOYJIU3M U CXOKUE SIBJICHUS

Co cTOpOHBI HEPBHOIT CHCTEMBI

OueHpb YacTo ronosokpysxkenne 7 conmisoctr®!’, ronosnas 6o1n
Yacto nmaptpus, oomopok 17, sxeTpanupamutaeie cumnToMbr
Heuacro CYJI0pOTH', CHHAPOM «BeCTIOKOMHBIX HOTY», HO3/IHSAS JMCKMHE3 s
Hapymenusi cepe4noii 1esiTeIbHOCTH |
Yacto Taxukapmus -, omymenne cepaeGuens '
HeuacTo Opaaukapmus’®, yuiaenue narepsana QT
Co CTOPOHbI OPraHa 3peHus
Yacto HEUYETKOCTD 3peHHs
iy
Co CTOPOHbI COCYANUCTOI CHCTEMBI
Yacto oprocTaTuyeckas runotensus’ 4!’
Penxo BeHO3Has TpoMG0sMO0 s

Co CTOPOHBI JAbIXaTEJbHOH CHCTEMBbI
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Yacto

onpika'’, puauT

Co CTOPOHBI KEJIYA0OYHO-KHIIECYHOI'0 TPAKTa

Ouyenp 4acTo

CYXOCTb BO PTY

Yacto 3a110p, JUCHENCHs, pBoTa’!

HeuyacTo nucarus®

Penko KMIIIeYHas HEPOXOMMOCTD /HleyC, TAHKPEaTHT
HeytounenHoit 6e3oap’!

YaCTOTHI

Co cTOpOHBI NIEYEeHH U

7KeJT4eBbIBOASIINX My TeH

3

Yacro noBbIeHHe akTUBHOCTH AJIT B CBIBOPOTKE KpOBH®, IIOBBILICHUE
aktuBHOocTH ACT B CBIBOpOTKE KpOBK®, HOBBIeHUE akTHBHOCTH ['T'T B
CBIBOPOTKE KPOBH®

Pejko sKenTyxa®, renaTHT (¢ KenTyxoi uiu 6e3 xenTyxu)°

HeyrounenHnoi JICKAPCTBEHHAsI PEAKIIHs ¢ 303UHOPMINEH U CUCTEMHBIMH CUMIITOMaMH

YacTOThI (DRESS-cunapom)

Co cTOPOHBI MOYEK H MOYEBBIBOSIIHX IyTeH

Heugacrto

3a7IepIKKa MOYH

Co CTOPOHBI KOKH H IMMOAKO’KHBIX TKaHel

Ouenb peaxko

6 6

QHTHOHEBpOTHYECKHH oTek’, cunapoM CtuBeHca-J[XKoHCOHA

Co CTOPOHBI CKeJIETHO-MbIIEYHON U COeJMHUTEJIbHOI TKAHU

Ouensp peako

pab1oMuOIH3

BepCMeHHOCTb, MoCJIEPOI0OBbIC H NNEPHHATAJIBHBIE COCTOAHHSA

HeyTtounenHoi

HaCTOThI

CUHAPOM «OTMCHBI» Y HOBOpO)KJ_ICHHI:-IX28

Co cTOpPOHBI PENPOAYKTHBHOM CHCTEMBI

Heuacto

CeKcyasibHast TUCQYHKITHS

Penko

MIpHAIU3M, ranaKT(fpeﬂ, paccTpoiicTBa MEHCTPYaIbHOIO IIUKJIA
|

O0mmue paccrpoiicTBa

|
1,10

OueHpb 4acTo

CUHAPOM ((OTMCI{I);}» ’

Yacto HE3HAYUTEIILHO BBIpaKCHHAsI acCTeHMs, pa3ApaXkKUuTeIHLHOCTD,
nepudepuyecKue OTeKH, TMX0pagKa
| |
| o o o |
Penxo 3J10Ka4eCTBEHHbI HEHPOIENTHUECKHH CUHIPOM ', THTIOTEPMHUSL

N3menenus naﬁopaTopm,lx H HHCTPYMEHTAJIbHBIX nokaszareJien

Penxo

ITOBBIIICHUE aKTUBHOCTH KpCaTI/IH(l)OC(l)OKI/IHaBBI B I(pOBI/I15

10
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1. Cwm. pazgen «Ocobble ykazanus».

2. CoHIMBOCTH OOBIYHO BO3HUKAET B TEUEHME MEPBHIX 2 HEJeNb [10C/Ie Hadala Tepanuu U, Kak
IPaBUJIO, pa3penaeTes Ha GoHe MPOoI0IDKAIONIErocs IIpueMa KBeTHaIIuHA.

3. Bo3mMoxHO OeccMMIITOMHOE IMOBBbIIIEHHE (>3 pa3za OT BEpPXHEH IpaHHIBl HOPMBI I[PH
ornpenesieHMH B 000e BpeMs) aAKTHBHOCTH acnapratamuHoTpachepazsr (ACT),
amanuHamuHOTpaHcdepaswl (AJIT) u ramma-rioyramunrpancrnentuaassl (ITT) B ceiBopoTke
KpPOBH, KaK MpaBuiIo, 0OpatuMoe Ha HOHE MPOIODKAOIIEr0Cs pUeMa KBETHAINIMHA.

4. Kak u apyrue aHTHICUXOTHYECKHE Mpernaparbl ¢ 0-aJApeHOOIOKUPYIOUUM JeHCTBUEM,
KBETHAIIMH YacTO BBI3bIBAET OPTOCTATUYECKYIO THIIOTEH3HIO, KOTOpas COIPOBOXKIACTCS
TOJIOBOKPYIKEHUEM, TaXUKap/aAuel, B HEKOTOPBIX caydasX - 0OMOpPOKOM, 0COOEHHO B Havaje
Tepanuu (cM. pazzen «OcoOble yKazaHus»).

5. OTMmeueHbI OUYEHb PEJIKHE Cllydan 00OCTPEeHHUsI caxapHOro auadera.

6. OuneHka 4YacTOThl JAHHOM HEXelaTeJIbHOH peaklUUH MPOU3BOAMIACE HA OCHOBAHUHU
pe3yJIbTaTOB MOCTPErUCTPALMOHHOIO HAOIIOICHUS TIPUMEHEHHUS TPOJIOHTMPOBAHHOMN (OpPMBI
npenapara KBeTHAlHH.

7. TloBbllleHHE KOHIIEHTPAIMK INIIOKO3bI KPOBH HaTowak > 126 mr/min (> 7,0 MMoiw/i1) uiu
TJFOKO3bI KpoBH Tmociie mpueMa mumu > 200 mr/mn (> 11,1 mmons/n) xots Obl npH
OJIHOKPATHOM OIIPEJICIICHUN.

8. bousee BbicOKas yactora aucdaruu Ha GoHe KBETHANMHA 10 CPAaBHEHUIO ¢ Iutanebo Obuia
OTMEUEHa TOJIBKO Yy MAIlMEHTOB C JIEIPECCUEH B CTPYKType OUIIOJISIPHOTO pacCTpOiCTBa.

9. TloBplieHHE HMCXOMAHOH Macchl Tena Ha 7% u Oosiee. B OCHOBHOM, BO3HHUKAeT B Haualle
TEparuM y B3pOCIbIX.

10. Tlpu wu3ydyeHUH CHHIpOMA «OTMEHBD» B KPAaTKOCPOYHBIX IUIALEO0-KOHTPOIUPYEMbIX
KJIMHUYECKUX HCCIEIOBAHUAX KBETHANIMHA B PEKUME MOHOTEpanud OBUIM OTMEUYEHBI
CJIEIyIOIIME CHUMITOMBI: OECCOHHMIIA, TOIIHOTA, TIOJOBHas OO0Jb, Juapes, pBOTa,
TOJIOBOKPYKEHUE U pPa3/IpaXUTE]bHOCTh. YacToTa CHHAPOMA «OTMEHBD» CYIIECTBEHHO
CHIOKAJIach uepe3 | HeJelo mociie mpeKpanieHus mpruema rnpenapara.

11. TloBblIeHHEe KOHUEHTPALIMU Tpi(xrnnuepmmB > 200 mr/pn (= 2,258 MMOmB/1) Y nauneﬂlme >
18 et v > 150 mr/m (> 1,694 MMoutb/i1) y manieHToB < 18 j1eT, XoTs Obl U OJTHOKPATHOM
ONpeICTICHUH.

12. IloBbIlIeHHE KOHLEHTpPALMM OPIIero xoJsiectepuHa > 240 mr/mn (= 6,2064 mmonw/in) y
napueHToB > 18 yet wiu > 200 mr/ut (= 5,172 Mmmoiis/i) Y, MAMEHTOB < 18 net, xotst ObI IpH
OJIHOKpaTHOM ompeaeneHn. OueHb 4yacTo oTMedyeHo noBelenue xonecrepuna JIITHIT > 30
mr/m (>0,769 mmounb/in), B cpeanem - 41,7 mr/min (>1,07 mmoins/n).

13. Cm. nanee no tekcry MHCTpyKumu.

14. Cumxenue xonmuectBa TtpombommtoB < 100 x 10%/n, Xors Obl IpM OJHOKPAaTHOM

11
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OTIPEICIICHUH.

be3 ¢Bs3M ¢ 3JI0KaYeCTBEHHBIM HEHPOJIENTUUECKUM CHHAPOMOM. 10 TaHHBIM KIMHHYECKHX
UCCJIEZIOBAaHUM.

[ToBbIlIEHHE KOHIIEHTPAIMH MPOJIAKTHHA Yy marueHtoB > 18 mer: > 20 mxr/n (= 869,56
IMOJIB/JT) Y MY»4HH; > 30 Mkr/i (> 1304,34 nMoI1b/i1) y JKEHIIHUH.

MoskeT TpUBOIUTH K 1a/ICHHUIO.

Cumxkenne konunentpanuu xonecrepuna JINBIT < 40 mr/mt (< 1,03 MMOIB/11) y My»KYUH H <
50 mr/m (< 1,29 MMOJIB/T) Y JKEHIIUH.

JlaHHBIE ABJIEHUS YaCTO OTMEYaJId Ha (JOHE TaXUKaP/IUU, TOJIOBOKPYIKEHHSI, OPTOCTATUYECKOU
TMIIOTEH3UH W/WJIM COMYTCTBYIOIICH MAaTOJIOIMHM CEepPAEUHO-COCYIUCTON HIIM JbIXaTeIbHOU
CHCTEMBI.

Ha ocCHOBaHHMM TMOTEHIHAIBHO KIMHUYECKH 3HAYMMBIX OTKJIOHEHUH OT HOPMaJIbHOIO
MCXOIHOTO COJIEPIKaHUs, OTMEYEHHBIX BO BCEX KIMHUYECKHX MCCIeJ0BaHUsAX. M3MeneHus
KoHnenTpauu obiero tupokcuna (T4), ceoboanoro T4, obmero tpuitonruponuna (13),
cBobosiHoro T3 10 3HAYeHuin

< 80% OT HHKHEW TPaHUIIBI HOPMBI (TIMOJIB/JT) TIPH OTIpe/IeIeHUH B J11000€e BpeMs. Msmenenue
KoHIeHTpauu TupeotpornHoro ropmona (TTI) > 5 MMEn/n npu ompenenenun B modoe
BpeMms.

Ha OCHOBaHHMH ITOBBIIIEHHOW YacTOThl BO3HUKHOBEHHMS DPBOTBI Y IIOKHJIBIX IAlMEHTOB
(Bo3pact > 65 ner).

B KpaTKOCPOUYHBIX KIIMHUYECKUX UCCIIC0OBAaHUAX MOHOTEPAIIMH KBETHAIIMHOM Y MTAI[HEHTOB C
KOJIMYECTBOM HEHTpO(HIOB 10 Havama Tepamuu > 1,5 x 107 /n ciyyau HelTponeHun
(xosmdecTBO HefiTpoduion <1,5 x 10° /1) ormeuensl y 1,9% naiueHToB B rpyIiie KBETHAIMHA
npotus 1,5% B rpyme riane6o. CHrkeHue Koaudyectsa HelTpodunos > 0,5, no < 1,0 X 10°
/1 orMeuanock ¢ yactotoi 0,2% B rpymnme kBeTuanuHa u raanedo. CHUKEHUE KOJIMYECTBA
neiirpopuios < 0,5 x 10° /1 X0Ts GbI IPU OJHOKPATHOM OIpejeleHH: orMedeHo y 0,21%
NalMEHTOB B TpyIe kBeTHanuHa npotus 0% B rpynie mnianedo.

CHmxenue KOHI_IeHTpa#_II/II/I remoryiobuna < 13 r/ury MmyxxunH u < 12 r/nny )KCEPIHI/IH, X0Ts OBl
OpUd  OJTHOKPATHOM OMpeJeseHHH, oTMedanock y 11% mnanuenTtoB Ha (poHe mnpuema
KBETHAIIMHA BO BCEX |KJIMHUYECKUX HCCIIEJOBAHMAX, BKIIOYAs JUIMTEIbH Tepanuio. B
KPaTKOCPOUHBIX I1alle00-KOHTPOJIUPYEMBIX HCCIICIOBAHUAX CHH)KEHHE KOHIEHTpAIUU
remorioduna < 13 r/m1 y myxuuH u < 12 F/IPI y JKEHIIMH, XOTs OBl NP OJAHOKPATHOM
onpeJelIeHuH, 0TMEYaIoch y 8,3% MaleHToB B IPyIIe KBETHAlMHA 110 CPAaBHEHHMIO ¢ 6,2% B
rpyrmre miaiedo.

Ha ocHOBaHMHM MOTEHIIMAIBHO KJIMHUYECKH 3HAYUMBIX OTKJIOHEHHH OT HCXOAHO HOPMAIBHOTO

YPOBHsI, OTMEYEHHBIX BO BCEX KIMHUYCCKHUX MCCIICAOBAHHIX. IloBBIIEHHE KOJIWYECTBA
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303uHOGMIOB > 1 X 10° /11 Ipy n3MepeHuu B 1H060€ BpeMs.

25. Ha 0CHOBaHMH IOTEHIHAILHO KIIMHUYECKU 3HAYMMbIX OTKJIOHEHHH OT HCXOTHO HOPMATIBHOTO
YPOBHSI, OTMEYEHHBIX BO BCEX KIMHMYECKHMX HCcieoBanusX. CHIKCHHE KOIMYECTBA
neiikoruToB < 3 X 10° /11 mpu u3MepeHuu B J11060€ BpeMs.

26. MoxeT pa3sBUTHCS B MOMEHT WJIM BCKOpE IIOCJIE€ Hayaja TEeparmdd H COIPOBOXKAATHCH
apTepHabHOM THIOTeH3Hell W/ oOMopokom. YacTora yCTaHOBICHa Ha OCHOBAHMH
COOOIIEHNH O pa3BUTHM OpaJMKapIU{ U CBSI3AHHBIX HEXKEJIATENbHBIX SBJICHHH BO BCEX
KJIMHHYECKHUX UCCIIEI0BAaHUsAX KBETHAIIMHA.

27. Ha ocHOBaHMH OILIEHKH YaCTOTHI Y MAllUEHTOB, IPHHUMABIIHMX YYaCTHE BO BCEX KIIMHUYECKHUX
FICCIIEI0BAaHUSAX KBETHAIIMHA, Y KOTOPBIX OTMedasach Tshkenas Heirponenus (<0,5 X 10° /n) B
COYETaHUU C UHPEKIUSAMHU.

28. Cwm. pasnen «[IpumeneHue npu O€pPeMEHHOCTH U B IIEPHOJI TPY/THOTO BCKAPMIUBAHUS».

29. M3meHenue KOHueHTpéuHH o> 132 MMouIB/11 10 <132 MMOJIB/JT XOTSI ObI IPU OJHOKPATHOM
OIpe/ICTICHUH.

30. Yacrora u3menenus untepana QTc ot <450 mcex 10 > 450 Mcek ¢ yBenudeHueM Ha > 30
MceK. B miane6o-KOHTPOIUPYEMBIX HCCIEI0BAHHUAX KOJHYECTBO ITAIIUEHTOB, y KOTOPBIX
OTMEYEHO KIMHMYECKH 3HauuMoe yBejudenue untepBasa QTc, ObIIO CXOAHBIM B IpyIax
KBETHAIMHA U I11a1edo.

31. OtMeueHo ToJbKO IpH Tepeno3upoBke. CM. pasznen «llepenosuposkay.

V umnenue unrepaia QT, skelry10uKoBasi apuTMHs, BHE3aMHask CMEPTh, OCTAHOBKA CEpALa U
JIBYHAIpaBJIeHHas JKeIYJ0YKOBas TAaXMKAPJAMA CUMTAIOTCS HEXEIaTeIbHBIMU PEaKIUAMH,
IPUCYLTUMH HEHPOJICIITUKAM.

Jletu u noapocTkH (B Bozpacte ot 10 1o 17 sier)

V nereii ¥ MOAPOCTKOB BO3MOKHO Pa3BUTHE TEX JKe HEXKEJIATEILHBIX PEAKIIHii, YTO U Y B3POCIIBIX
MannHeHToB. B Tabiuie npuBeeHbl HeXKelaTe bHbIe PEakuu, KOTOpPhIe HE ObLIM OTMEYCHBI Yy
B3POCJIBIX MAIMEHTOB, WIIM XKe Yallle OTMEeUalInch y aeTeil 1 moapocTKoB (B Bospacte 10-17 JIeT)
10 CPAaBHEHHUIO CO r#:;pocann MalUeHTAMH. ‘

YacToTa HEXKeJaTeILHBIX peakifii MpUBeJeHa B BHJE CJIEAYIONICH Ipalallii: OYeHb 4acTo
(>1/10); wacto (>1/100, <1/10); neyacro (>1/1000, <1/100); peaxo (=1/10000, <1/1000); ouenb

penko (< 1/10000)] HeyTOYHEHHOR YaCTOTHI.

MeTaboJinyecKue HApymeHust

OueHb 4acTo IOBBILICHHEC alllICTUTa

N3menenus HﬁﬁOpﬂTOprlX U HHCTPYMCHTAJIbHBIX nmokasareJiei

OueHb 9acTo [OBBIIIEHUE KOHICHTpAalMM IPOJIaKTHHA B CBIBOPOTKE KpOBI/Il, IIOBBIIICHHUE
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apTepHaTLHOTO JIaBICHUS”

Penko COMHaMGyHI/BM H CXOXHC SABJICHUS

Co cTOPOHBI HEPBHOM CHCTEMBI

Yacto O6Mopok

Co CTOPOHBI JbIXaTeJbHON CHCTEMbI

Yacto Punur

Co CTOPOHBI KEJTYAOIYHO-KHIIECYHOI'0 TPAaKTa

OuyeHpb 4acTo PBora

1. TloBhIIEHHE KOHIIEHTpAIIMM IpOJIAKTHHA y manueHToB <18 mer:> 20 Mmkr/n (= 869,56
IIMOJIB/JI) Y TALMEHTOB MY’KCKOro mona;> 26 Mxr/a (= 1130,43 nMouw/i) y mnanueHToB
’KeHckoro mosia. Menee 4yeMm y 1% NalMeHTOB OTMEYaJOCh IOBBIIIECHHE KOHIIEHTPALUU
nponaktiuHa> 100 Mxr/n (4347,8 nmous/i).

2. ToBbllIEeHHE apTEPHATIBHOTO J1aBJICHUS BBIIIE KJIMHUYECKH 3HAYMMOT0 110pora (a1anTupoBaHo
o kpurepusm Hanmonansnoro Mucturyra 3nopossst, CILA - National Health Institute) uiu
noseleHne 6osee yem Ha 20 MM PT. CT. ISl CHCTOIMUECKOTo Hiu Oosiee 4yeM Ha 10 MM pT. CT.
JUISL IMACTOJIMYECKOrO JaBJIEHHUS 10 JaHHBIM JIByX KpaTKOCPOYHBIX (3-6 Henensb) mianedo-

KOHTPOJIMPYEMBIX UCCIIEI0BAaHUN Yy A€Tel U MOJPOCTKOB.

IIEPE/IO3MPOBKA

Coo06uraiocs 0 JIeTaJIbHOM UCXO0/1e Tpu mpueme 13,6 I kBeTHalnHa y alyuenTa, y4acTBOBaBIICTO
B KJIMHMYECKOM MCCJIEI0OBAHMH, & TAK)KE O JIETAJIbHOM MCXO/Ie I0CIe IpueMa 6 I KBeTHAIMHA [IPH
[OCTPETHCTPAIIMOHHOM H3Y4YeHHH IIpenapara. B To ke Bpems, OIHMCaH Cily4ad MpHema
KBETHAIIMHA B J103¢€, npeBbimatomeit 30 r, 6e3 JieTalbHOro UCX0/1a.

HmeroTes cooOLIeHust 0 KpaiiHe peJIKUX CIydasiX Nepel03UPOBKM KBETHAIIMHA, IPHBOUBIINX K
yuinHeHuto uHTepBaia QTc, cMepTH WM KoMe.

V NalMeHTOB ¢ TSKEIBIMH CepPIeUHO-COCYAUCTHIMU 3a00JIEBAaHUSIMU B aHAMHE3€ PUCK Pa3BUTHs
HemenaTenﬁ)bex peakuui MpHu Mepe03UPOBKE MOKET yBeannanbc;I (em. pasgen «OcoOble
yKa3zaHUs»).

CHUMIITOMB], OTMEUYEHHBIE IIPH IE€PEJI03UPOBKE, B OCHOBHOM, OBLIM CJIEICTBHEM YCHIICHHUS
W3BECTHBIX| (hapMakosornyeckux 3¢QQeKToB Ipenapara, TaKUX Kak COHJIMBOCTh M CeJalus,
TAXHKAP/Us, CHHKCHHE apTEPHATBHOTO JIABICHHS H aHTHXOJMHEPrHICCKHe 3¢ deKThI. Talfxce
MMEIOTCS COOOILIEHHS O EIMHMYHBIX Clydasx IepeI03UPOBKH POJOHIMPOBAHHON (OpMBI
KBETHAIIMHA, IPHBOJUBIINX K pabJOMHOIN3Y, YTHETCHHMIO JbIXaHHs, 33JCPKKE MOYH,
CITYTaHHOCTH CO3HAHUS, Ope/ly U aKUTALUH.

Jleuenue
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CreunduyeckuX aHTUIOTOB K KBETHANMHY HET. B ciydasx TsDKeJIOM MHTOKCHKAIMH CIIETyeT
IOMHUTE O BO3MOXHOCTH TIEPEJO3UPOBKH HECKOJIbKUMH JIEKAPCTBEHHBIMM IIperapaTamMu.
PekoMeH/IyeTcsl TIPOBOIUTH MEPONIPUSTHSI, HAIIPABJICHHBIE HA M0/yIlep)KaHue QYHKIMHU JbIXaHUSA U
CEepJIEYHO-COCYAUCTOM CUCTEMBI, OOECIIeUeHHE aIeKBATHOH OKCUI€HAIIMM U BEHTUJISLIUH.

Bpun ommcaHbl Cioyd4ad TpUMeHeHHs (U30CTHIMHHA B g03¢ 1-2 Mr Ha (oHE HEIpPEepLIBHOIO
mouuropunra DKI' y manueHToB ¢ JelupueM, BO30YKICHHEM M ABHBIM AHTHXOJHHEPIHYCCKUM
CHHJIPOMOM.

B cinyyae BO3HMKHOBEHHs pe(pakTepHOH apTepHaIbHOM THMIIOTEH3WH IIPH IEPEI03UPOBKE
KBETHAIIMHA JICUEHHUE CJIEAYET OCYLIECTBISTh IIyTeM BHYTPHUBEHHOI'O BBEICHHUS JKHUJIKOCTH H/HIIHA
CHMIIATOMHUMETHYECKUX IpEernapaToB (He clielyeT Ha3HadaTh SIMHHEQPHH U JONAaMMH, TOCKOJIBKY
CTUMYJIALHS B-aAPESHOPELETITOPOB MOXKET BbI3BATh YCUJICHUE CHUIKECHHS apTEPHATbHOTO JaBJICHHS
Ha (hoHe OJIOKA/IBI 0-aIJPEHOPELENTOPOB KBETHAIIMHOM).

[IpombiBanue keiyaka (mocie HHTYOAlMH, €CJIM HalUeHT Oe3 CO3HaHWs) W IIPUMEHEHHE
AKTUBUPOBAHHOIO YISl M CIA0MTEIBHBIX CPEACTB MOXET CIIOCOOCTBOBATH  BBIBEICHHUIO
HeabcopOUpPOBAHHOTO KBETHAIIMHA, OJIHAKO 3G (YEKTUBHOCTL STHX MEP HE U3y4eHA.

[IpucTanbHOe MEIMIMHCKOE HAOMIOJCHHE JIOJDKHO IPOMOJDKATHCSA O YIIy4YIICHHS COCTOSHHUS
nalueHTa.

[lepeno3uposka npenapara Ksernanuu Kanon IIposoHr MokeT mpuBecTH K (OPMHPOBAHHIO
6e30apa xKeJy iKa, Ui JabHeHIeld TaKTUKY BEJICHH S TalMEHTa PEKOMEH Iy eTCsl COOTBETCTBYIOIIAsI
JIMarHOCTHYECKas BU3yayln3alus. PyTHHHOE IpOMBIBaHHE JKEJyIKa Ul yJaleHHs 6e30apa MOXKET
ObITh HEd(PPEKTUBHO BBHLY KaMeIero00HOMH JIUIKOH KOHCUCTEHIIMH MacChl. DHIOCKOIIMYECKOEe

ynanenue papmaxoOe30apa ObUIO YCIIEIIHO BBIIOJHEHO BO MHOTHX CITydasiX.

B3AUMOJENCTBUE C JIPYITMMM JIEKAPCTBEHHBIMHU CPEACTBAMHM UM JAPYIHME BH/JbI
B3AUMOJIEMCTBUS

Cuientyet cob/110/1aTh OCTOPOIKHOCTD P KOMOMHMPOBAaHHOM IIPUMEHEHUH KBETHAIKMHA C APYTUMHU
npenaparaMu, BO3JICHCTBYIOIIMMHI Ha LIEHTPAILHYIO HEPBHYIO CHCTEMY, @ TAKXKE C aIKOT0JIEM.
Cuenyer coOoaTh OCTOPOXKHOCTH IIPM COBMECTHOM IIPUMEHEHHMH KBETHANMHA C JIPYTUMH
npernaparamMy, 00JaJal0IIMMH aHTUXOJIMHEPIUYECKHUMH (I\LIyCKapI/IHOHOIIOGHBIMI/I) s pexramu (cM.
papnen «OcoOble yKazaHus»).

N3opepment muroxpoma P450 (CYP)3A4 sBisieTcss OCHOBHBIM M30(EPMEHTOM, OTBEYAIOLIUM 32
MeTaboJIM3M KBETHAIIMHA, OCYINECTBIIIOIHNICS uepe3 chucreMy nutoxpoma P450. V' 310poBbIX
N00POBOJIBIIEB COBMECTHOE MPUMEHEHHE KBETHAluHa (B J03¢ 25 MI) C KETOKOHA30JIOM,
unruburopom uzopepmenta CYP3A4, npuBOAMIO K YBEIMYEHHIO IUIOINAIM IO KPHUBOU
«xouuentpaus - Bpemsi» (AUC) kBetnanuna B 5-8 pas. IlooTomy coBMeCTHOE NpPHMCHEHHE

KBeTHanuHa u  uHrudutopoB u3opepmenra CYP3A4 mnporusonokasano. Ilpu Tepanun
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KBETHAITUHOM HE PEKOMEHIYETCs YIIOTpeOIATh B MUIILY rpednhpyTOBbIH COK.

B hbapmMakokMHETHUECKOM HUCCIIeI0BaHUH [TPUMEHEHNE KBETHAIIMHA B PA3JINYHON JO3MPOBKE 10 WU
OJIHOBPEMEHHO C MpUEeMOM KapOaMaszernuHa IMPUBOIUIIO K 3HAUUTEILHOMY IOBBIIICHUIO KIIMPEHCA
KBEeTHAIlMHAa W, COOTBETCTBeHHO, ymeHbleHHto AUC, B cpemaHem, Ha 13%, mo CpaBHEHHUIO C
IpUeMOM KBeTHanuHa Oe3 kapOamaszernuHa. Y HEKOTOpbIX marueHToB cHkeHne AUC Obuio erme
Oosiee BBIpaKEHHBIM. Takoe B3aMMOJIEHCTBHE CONPOBOXKIACTCS CHUIKEHHEM KOHIIEHTpAIlUU
KBETHAIIMHA B IJITa3M€ U MOXKET CHMXaTh 3(Q(EeKTHBHOCTH Tepanuu KBeTHanuHoM. CoBMECTHOE
IpUMEHEHHE KBETHANuWHA C (HEHUTOMHOM, JIPYrMM HHIYKTOPOM MHKPOCOMAJIbHBIX (DEPMEHTOB
MIeYeHH, COMIPOBOXKIATIOCH elile OoJiee BhIpaKeHHBIM (puMepHO Ha 450%) MOBBILIEHHEM KIMPEHCa
KBeTHanuHa.  [IpuMeHeHMe  KBeTHanMHA  MALMEHTAMM,  IOJIYYalOIllMMH  HHIAYKTODBI
MHUKPOCOMATIBHBIX (PEPMEHTOB IIEUEHH, BOZMOIKHO JIMIIbL B TOM CJIy4ae, €CJIM 0KH1aeMas 110J1b3a OT
TEpanuy KBETHATMHOM IPEBOCXOAUT PHUCK, CBA3aHHBIM C OTMEHOW IpenapaTa-uHIyKTOpa
MHUKPOCOMAJIBHBIX  (pepmeHTOB  meueHu.  Vizmenenme — 103bl  IpemapaToB-HHIAYKTOPOB
MHKPOCOMAJIbHBIX (PEpPMEHTOB TMEUeHH [JO/DKHO OBITh mocteneHHbIM. [Ipu HeobOXxoaumocTH,
BO3MOXKHO HX 3aMEIleHHe IperapaTaMi, He HHIYUUPYIOIIUMH MHKPOCOMaJIbHbIE (DEPMEHTHI
nevyeHu (Harmpumep, mpernapataMu BaJIbIIPOEBOM KUCIIOTHI).

dapMakOKMHETHKA KBETUAIMHA CYUIECTBEHHO HE M3MEHsUIACh IIPH OJIHOBPEMEHHOM IIPUMEHEHUHU
aHTHJenpeccanTa uMHNpamuHa (MHrHOUTOp M3opepmenta CYP2D6) wumm  duryokceTnHa
(uaru6uTop nzodepmentoB CYP3A4 u CYP2D6).

dapmakOKHHETHKA KBETHAITHHA CYLIECTBEHHO HE U3MEHSIETCs IIPH OJHOBPEMEHHOM IIPUMEHEHHUH C
AQHTUIICUXOTHYECKUMH JIEKAPCTBEHHBIMH CPEJCTBAMHM PHUCIEPUIOHOM HIIM TaJONEPUI0TIOM.
OpaHaKo OJTHOBPEMEHHBIN MMPHEeM KBETHANIMHA U THOPUIAa3MHA IPHUBOIMII K ITOBBIIICHHIO KJIIMpEHCa
KBeTHAINMUHa npuMepHo Ha 70%.

dapMakOKHHETHKA KBETHAITMHA CYIIECTBEHHO HE U3MEHSCTCS IIPH OJTHOBPEMEHHOM IPUMEHEHUU
HUMETHIMHA.

[Tpu oiHOKpaTHOM IpreMe 2 MT Jiopa3ernaMa Ha (poHe npueMa KBeTHanusa B 103e 250 Mr 2 pasa B
CYTKH KJIMPEHC JIopa3ernama CHUKaeTcs npuMepHo Ha 20%.

dapMakOKMHETHKA IpPErnapaTroB JUTUS HE meeH;IeTc;I IPH  OJHOBPEMEHHOM IPUMEHEHHUH
KBeTHAMHa. He OTMEYeHO KIMHWYECKH 3HAYMMbIX M3MEHEHHMH (apMaKOKHHETHKH BaJIbIIPOEBOH
KHCJIOTHI M KBETHAIIMHA TIPH COBMECTHOM MPHUMEHEHUHU BaJbIIpOATa CEMUHATPHUS U KBETHAIIMHA.
[Tpu OJHOBpEeMEHHOM INPUMEHEHWH IpernapaTta [KBETHAllMHA C I[IpEnapaToM JHUTHS y B3pPOCIBIX
NALUCHTOB C OCTPbIM MaHHAKAIIbHBIM IIH30/10M OTMEUCHa D0JIee BHICOKAs 43CTOTa HEMKeETATebHBIX
peakuui, cBsizaHHbIX ¢ DI1C (B ocoOeHHOCTH, TpeMOpa), COHJIMBOCTU U YBEJIMYEHHUS MAcChl TeJia 110
CPAaBHCHHIO C [MallMEHTaMM, TNPUHUMABIIMMH KBETHANMH C IUlanedo B 6-HEIEIBHOM
PaHI0MU3UPOBAHHOM HMCCIIEIOBAHUH.

dapMaKOKMHETHYECKUE UCCIIEIOBAHUS 10 H3YUCHUIO B3aUMO/ICHCTBHSI IIPOJIOHTUPOBAHHOH (OPMBI
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Tpenapara KBeTHAI|H C IIpernapaTaMy, IPHMEHSEMBIMHI IPU CEPIEYHO-COCYIMCTBIX 3a00JICBaHUSIX,
HE MTPOBOIHIIUCH.

Cnenyer coOmofaTh OCTOPOKHOCTb IIPH KOMOMHMPOBAHHOM IPHUMCHCHHH KBETHAllMHA M
TpernaparoB, ClIOCOOHBIX BBI3BATH HAPYIICHUE 3JIEKTPOJIMTHOTO OajlaHca U yITMHEHHE HHTEpBala
QT..

KBeTHanuH He BBI3BIBAI HHAYKIHH MHKPOCOMAIbHBIX (EPMEHTOB IICUEHH, YYaCTBYIOLIMX B
MeTabou3Me (heHazoHa.

V nanMeHTOB, NPUHUMABIIHX KBETHANMH, ObUIM OTMEUYEHBI JIOXKHOIIOJIOKUTEIbHBIC PEe3yJIbTaThl
CKPMHMHI-TECTOB HA BBISBICHHE METaJOHa M TPUIMKIMYECKHX AHTUICTIPECCAHTOB METOJIOM
MMMYyHO(pEPMEHTHOrO aHaiamu3a. Jis MOJATBEpIKIEHUS DPE3yJIbTaTOB CKPHHHUHIA PEKOMEHIYETCs

IPOBEJICHUE XPOMATOrpahUUECKOro UCCIIeI0BAHMUS.

OCOBBIE YKA3AHUSI

Jemu u noopocmku (6 éo3pacme om 10 oo 17 rem)

IIpenapar Ksernanun Kanon IIposioHr He mokasaH Ui NPUMEHEHHUs Y JIETeH U IOJPOCTKOB B
Bo3pacTe 70 18 JieT B CBA3HM C HEJOCTATOYHOCTBIO JAHHBIX MO NMPUMEHEHHUIO B 3TOH BO3PacTHOMU
rpynme. ITo pesyipratamM KIMHMYECKHX HCCJIECIOBAHWM HEKOTOPHIC HEXeJIaTeJIbHbIe PEaKIuu
(IIOBBIIIEHHE ANNETUTa, MOBBIIICHAE KOHICHTPAIUU MPOJAKTHHA B ChiBOpoTKe KpoBu U DOIIC) y
jeTell ¥ MOAPOCTKOB HAOMIOHaid ¢ OOJbIIeil YacTOTOM, YeM y B3pOCIIBIX MAlMEHTOB. Takxke
OTMEUEHO IOBBIIIEHUE APTEPHAIBHOIO JaBJICHHs, He HAaOIIOIaBIIeecs Y B3POC/IbIX IAlMEHTOB. Y
JieTel ¥ MOJAPOCTKOB TAKXKe HAOIIO Al H3MeHeHHe (DYHKIUH [IIUTOBUTHOM HKETIe3bI.

BimsiHue Ha pocT, MOJIOBOE CO3PEBAHUE, YMCTBEHHOE PA3BUTHE U IMOBEJICHYCCKUE pEaKIHUH IpH
JUIMTEJILHOM TIpuMeHeHuu (Oosee 26 Hezeb) KBETHANIMHA HE H3YYalloCh.

B m1ane60-KOHTPOIMPYEMBIX MCCIIEI0BAHUAX Y JIeTeH U MOAPOCTKOB ¢ MU30PPEHUEN U MAaHUEH B
CTPYKTYpe OHMIIOJsIpHOro paccTpoiictBa uactota pasputus DIIC Obuta BbIe MPH IPUMCHEHUH
KBETHAITMHA 110 CPABHEHHUIO ¢ TUIAe0o0.

Cyuuuod/cyuyuoanphble MbICu UNU KIUHUYECKOE YXYOuleHue

Jlenpeccusi CBsi3aHa C  [OBBIIICHHBIM PUCKOM BO3HMKHOBEHMs CYMIMIAIBHBIX MBICIICH,
CaMOTIOBPEXKICHHUS U CyUIIHa (co6mmﬁl CBSI3aHHBIX C CYHIIUJIOM). JIaHHBIN PUCK COXpaHSAETCs J]o
MOMEHTA HACTYIUIEHHS BBIPQXEHHOW peMUcCHM. BBHIYy TOro, 4ro Jo yJIydlICHUS COCTOSHHS
MalMeHTA ¢ Hadaja JIEUeHHUs] MOYKET IMPOUTH HECKOJIBKO HeJleb WM OOJbIIE, MalMeHThl T0JDKHBI
HAXOJMTHCSA TIOJ MPUCTATHHBIM MEIUIIMHCKUM HAOIIOJEHUEM 10 HacTymieHus ynydmeHus. llo
JIAHHBIM OOIIEIPUHITOr0 KIMHUYECKOTO OIBITA, PUCK CYHMIIMIA MOXET IMOBBICHUTHCS Ha PaHHMX
CTa/IMsIX HACTYIUICHUS] PEMUCCHH.

[To JaHHBIM KPaTKOCPOUHBIX I1TAI[e00-KOHTPOIUPYEMBIX KIIMHUYECKUX MCCIIC/IOBAHUH Y MAIIHCHTOB

C JIenpeccueii pu OUITOJIIPHOM PaccTPOHCTBE PUCK PA3BUTHs COOBITHH, CBA3AHHBIX C CYHIIUIOM,
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coctaBui 3,0% (7/233) nus xBetranuna u 0% (0/120) mis miane6o y nanueHToB B Bozpacte 18-24
rona; 1,8% (19/1616) mist kBetnanuHa u 1,8% (11/622) nns nnanebo 171 NallMEHTOB B BO3PAcTe >
25 ner.

Jlpyrue IICHXWYECKHe pacCTPOWCTBa, /Ul TEpalMM KOTOPBIX HA3HAYaeTCs KBETHAIMH, TaKXKe
CBS3aHbI C MOBBIIIEHHBIM PUCKOM COOBITHI, CBI3aHHBIX C CyHIIMI0M. Kpome Toro, Takue COCTOSHUS
MOryT OBITH KOMOPOMIHBIMH C JICIPECCHBHBIM  3IH3040M. Takum o0pasoMm, Mepsl
IPEJI0CTOPOIKHOCTH, IPUMEHSIEMBIE IIPU TEPAIIUU ITAllUEHTOB C JEIPECCUBHBIM SIM300M, TOJDKHBI
IPUHUMATBLCS ¥ [IPH JICYCHHH MAlIUEHTOB C JIPYTHMMH ICUXUYECKHMH paccTpoiicTBamu. [Ipu peskom
IPEKpAICHUH TEeParui KBETHAIIMHOM CJICYeT NPUHMMaThb BO BHUMaHHE NOTCHIHAIbHBIA PHCK
pa3BUTHsI COOBITUH, CBSI3aHHBIX C CYHIIUIOM.

[TanuMeHThl ¢ CYMIMJAIBHBIME COOBITHSIMM B aHAMHE3€, a TakKe IAlUEHTBI, OTYETIMBO
BBICKA3bIBAIOIIAE CYHIUIAIbHBIE MBICIH MEpeJ HavyajJoM Tepalud, OTHOCATCS K TIpymme
MOBBILIEHHOTO PUCKA CYHITHIATbHBIX HAMEPEHUH U CYHIIUAATIBHBIX IIOIBITOK U JIOJDKHBI THIATEIEHO
HaOJII0aThCs B IpOIIecce JIeUEHUsI.

V nanueHToB ¢ MaHWEH MpH OMITOISAPHOM PACCTPONUCTBE PUCK PA3BUTHUSL COOBITHIH, CBA3aHHBIX C
cyunuioM, coctasut 0% (0/60) st kBernanuua u 0% (0/58) as nnanebo y maiuenToB B BO3pacTe
18-24 rona; 1,2% (6/496) nns ketranuna u 1,2% (6/503) juist ruanedo y NalueHToB B BO3pacTe >
25 nert; 1,0% (2/193) s kBetnanunaa u 0% (0/90) ms mranebo y manueHToB B Bo3pacTe 10 18 ser.
V nanuedToB ¢ mm30(ppeHHel pUCK pa3BUTHS COOBITHI, CBS3aHHBIX € CYHIIMIOM, cocTaBui 1,4%
(3/212) s xBernanuna u 1,6% (1/62) mis mianedo y manueHToB B Bo3pacte 18-24 roma; 0,8%
(13/1663) nns kBetnanuHa u 1,1% (5/463) s nnanebo y manueHToB B Bo3pacte > 25 sert; 1,4%
(2/147) nns xBetuanuua u 1,3% (1/75) nnst mnane6o y mameHToB B Bo3pacte 10 18 jer.

V nanueHToB ¢ JIENPECCHBHBIM 3MHM30J0M PUCK Pa3BUTUS COOBITHIH, CBA3aHHBIX C CYUIMIOM,
cocrasun 2,1% (3/144) s xBernanuna u 1,3% (1/75) nns nnane®o y naiueHToB B Bo3pacrte 18-
24 rona; 0,6% (11/1798) mis kBerranuna u 0,7% (7/1054) nns nutanedo A1 DalMEHTOB B BO3pacTe
> 25 gner. IlanweHtsl B Bo3pacTe 10 18 JIeT B HCCIEIOBAaHUAX IO JaHHOMY IIOKA3aHHMIO HE
y4acTBOBAJIH.

B 1mesnoM, 1no JaHHBIM KpaTKOE}peMeHme 1a1e00-KOHTPOJIUPYEMBIX HccneHOBaHnﬁ 0 BCEM
[OKA3aHMUsIM U BO BCEX BO3PACTHBIX TPYIINAX YaCTOTA COOBITUM, CBA3aHHBIX C CYHIIMJIOM, COCTaBHIIA
0,8% kax juisg kBetnanuHa (76/9327), tak u s mianedo (37/4845).

[TpoBenennpnii FDA (AamunHucTpanueil no MUIIEBBIM IPOJAYKTaM M JIEKAPCTBEHHBIM CPEJICTBAM,
CIIA) meTaananu3 mianedo-KOHTPOIMPYEMBIX HCCHeﬂOBaFHﬁ AQHTHUJICTIPECCAHTOB, 00001aI0IUH
nanHble mpuMepHo 4400 nereit m moapoctkoB M 7700 B3pOCIBIX NMAIMEHTOB C NCHXHYECKUMH
paccTpoicTBAMHM, BBISIBHJI  MOBBIICHHBIH  PUCK  CYWMIMJAJIBHOTO IOBeleHHMs Ha  (oHe
AHTHJICIIPECCAHTOB TI0 CPAaBHEHMIO C IUIanedo y AeTel, MOAPOCTKOB M B3POCIBIX IAIMEHTOB B

BO3pacTe 110 25 nerT. HaHHLIﬁ MCTaaHaJIu3 HE BKIIKOYACT HCCICAOBAHMsA, I'IC HCIIOJIB30BAJICA
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KBETHANHMH (cM. pa3aen «DapMakoIuHAMHUKA).

IKkecmpanupamuonsvle CUMRMOMDbI

OtmedeHo yBenMYeHHE 4acTOThl BO3HMKHOBeHUs DIIC mpu npuémMe KBETHANMHA Y B3POCIBIX
NAIlMEHTOB C OOJBIINM JEIPECCUBHBIM JITH30JI0M B CTPYKTYpe OMIIOJSIPHOTO PACCTPOMCTBA HITH
O0JIBIIOrO JIETIPECCUBHOTO pPAacCTPONCTBA MO CpaBHeHHMIO ¢ Iutanedo (cm. pasnen «lloGounoe
neiicteue»). OmHAKO, IpH TepalmuM KBETHAIMHOM ITallMEHTOB C MU30ppeHHed u MaHHeld B
CTPYKTYype OMIIOISPHOTO paccTpOMCTBA HE BBISIBICHO YBEJIMUEHHUS YaCTOTHI BOSHHUKHOBeHUs DIIC
10 CPAaBHEHHIO € 11aiedo.

Ilo30nas Ouckunesus

Ha ¢one mpuema HeHpOJENTHKOB, B TOM 4YHCIE, KBETHAllMHA, MOYXET BO3HHKATh ITO3JIHSS
JVICKHHE3US, KOTOPast IPOSIBIISIETCS HACUILCTBEHHBIMU HETIPOU3BOJIBHBIMH JBHKEHUSIMU H MOXKET
HOCUTH HeoOpaTUMbIA XapakTep. B ciayuyae pa3BUTHS CUMITOMOB TO3JHEH JIUCKUHE3UH
PEKOMEHYETCSl CHU3UTH 103y Ipernapara WiIH MOCTENEHHO ero OTMEHHThb. CHMIITOMBI MO3IHEH
JUCKUHE3UH MOTYT YCHJIMBAThCS WIH Jake BOZHUKATH I1OCJIe IIPEKpalleHUs ITpreMa nperapata (Cm.
pazzaen «IloGounoe nelcTBUEY).

Ha ¢one npuema KkBeTHanuHa MOXKET BOSHUKATh aKaTU3UsI, KOTOPasi XapaKTePU3yeTCs HEPUATHBIM
YyBCTBOM [JIBUTaTE€JILHOIO OEClOKOHCTBA M MOTPEOHOCTBIO JIBUTaThCsl M IPOSIBIISIETCS
HECIIOCOOHOCTBIO MallMeHTa CUAETh WJIM CTOSTHh Oe3 JABMKeHHUs. [Ipu BOSHHKHOBEHHH MOJOOHBIX
CHUMIITOMOB HE CJIe1yeT YBEINYUBATh /103y KBETHAIIHHA.

Connueocms u 201060KpyceHUe

Bo BpeMmst Tepanuy KBETHAIIMHOM MOJKET OTMEUAThCSl COHJIMBOCTh U CBSI3aHHBIC C HEH CHMIITOMBI,
Hanpumep, cemanust (cMm. pasgen «lloGounoe pgeiicTBue»). B KIMHHYECKHUX HCCIEIOBAHHAX C
y4acCTHEM IIallUEHTOB C JICNIPECCUEH B CTPYKTYpe OUIOJISPHOTO pacCTPOMCTBA U C ICMPECCHBHBIM
SMM30/I0M COHJIMBOCTB, KaK IIPAaBUJIO, Pa3BUBAJIACh B TEUEHHE IEPBBIX TpPeX IHEH TeparivH.
BelpakeHHOCTB 3TOH HeXenaTelbHOH peakllMd, B OCHOBHOM, ObLIa HE3HAYMTEIBHON WM
yMepeHHOH. Ilpy pa3BUTHHM BBIpa)KEHHOI COHJIMBOCTH MMAalMEHTaM C JICTIPECCHEH B CTPYKType
OMITIOJIIPHOTO PACCTPOMCTBA M MAIIMEHTaM C JACTPECCHBHBIM 3IH300M MOTYT IMOTpedoBaThes 6ojiee
4yacThle BU3HUTHI K Bpaqy B TE€UCHHUE 2 HEJelIb ¢ MOMEHTAa BO3HUKHOBEHHS C(}HJ’II/IBOCTI/I WIA J10
YMEHBIIEHHsS BBIPDAXKEHHOCTH CHUMITOMOB. B HEKOTOpBIX ciay4dasX MOXET MOTpeOOBATHCS
IpeKpalleHrue Tepanuu KBETHATMHOM.

Ha ¢one tepanmum KBEeTHANMHOM MOXET BO3HHKATh OPTOCTATHYECK TUIIOTeH3US. U
roJoBOKpyxeHue (cm. pazaen «llobounoe JIeHCTBHE), 0OBIYHO BO BpeMsl 10100pa /1036l B HAvaJle
tepanuu. [lanneHTsI, 0COOEHHO MOXKHUIIbIE, JOJKHBI COOJIOAATh OCTOPOKHOCTD, YTOOBI H30€KAThH
CIIy4alHbIX TpaBM (MaJCHUM).

IHayuenmot ¢ cepoeuno-cocyoucmsimu 3a0601€6aHUAMU
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Cnenyer coOoaTh OCTOPOYKHOCTH INPH HA3HAYEHUM KBETHANMHA MAIMEHTaM C CepIedHO--
COCYIMCTBIMH M LepeOpoBacKyJSIpHBIMU  3a00JIeBaHUSMH, ¥  APYTHMH  COCTOSIHHUSMH,
NpeapacnoaraloliuMy K apTepUualbHON THIIOTEH3UH. Y TaKHX MAIllHEeHTOB MOJ00pP J03bI CIeayeT
OCYIIECTBIIATh MeuleHHee. Ha (oHe Tepanuu KBETHATMHOM MOXXET BO3HHKATh OPTOCTATHYeCKas
TMIIOTEH3Hs, 0COOEHHO BO BpeMsi moadopa 103kl B Hauyajge Tepamnud. [Ipy BO3SHUKHOBEHUH
OPTOCTAaTHYECKOH TUIIOTEH3UU MOXKET NOTPeOOBATHCS CHUIKEHHUE JI03bI HITH 00Jiee IIOCTEeIIeHHBIH ee
noadop.

Cunopom anno3s 6o cne

Y nauMeHTOB, NPUHUMABIIMX KBETHANWH, OBLI OTMEUYEH CHHAPOM amHod Bo cHe. Cremxyer
co0u110/1aTh OCTOPOKHOCTH NPH Ha3HAYEHWM KBETHANMHA MAlMeHTaM, IMOJIYYarolluM IpernapaTsl,
OKa3bIBAIOIIME YIHETAIOIIEE ACHCTBUE HA LICHTPAJIbHYIO HEPBHYIO CUCTEMY, a TAK)XKe MallHeHTaM C
(dakTopamMu pHcKa altHO? BO CHE (Hampumep, U30BITOUHAs Macca TeJla/0KHpPEeHUue, MYKCKOH I10J1)
WJIM C allHOD BO CHE B aHAMHeE3e.

Cyooposicrvie npunaoku

He BbISIBIIEHO pa3iuyMii B 4acTOTE pa3BUTHsI CYIOPOT Y MAIUEHTOB, IPHHUMABIINX KBETHAITUH HJTH
mwiane6o. OpHako, Kak M TNpH Tepanud JAPYTHMH aHTHUIICUXOTHYECKHUMH JIEKapCTBCHHBIMH
CpeICTBaMHU, PEKOMEHIYyeTCs cOOJII0IaTh OCTOPOIKHOCTH IPH JICUCHHUH IMAIUECHTOB ¢ HATHYHEM
CYJIOPO’KHBIX IIPUCTYIIOB B aHamHe3e (cM. pazzaen «lloGouHoe neficTBreY).

3nokauecmeennwlit HellpoaenMUYECKUI CUHOPOM

Ha done npuema aHTUIICHXOTHYECKUX MIPENIAPATOB, B TOM YHCJIC, KBETHAIIMHA, MOYKET Pa3BUBATHCS
3JJOKaUeCTBEHHBIH  HeHposenTuueckuit cuHiapoMm (cM. paszpen «lloGounoe meiicTBHEY).
Knuauueckue nposiBIeHUs: CHHAPOMA BKJIIOYAIOT B ce0sl THIIEPTEPMHIO, H3MEHEHHBIA MEHTATbHBIN
CTaTyC, MBILIECYHYIO PUTHUIHOCTH, JIAOMIBHOCTh BEreTaTUBHOM HEPBHOW CHUCTEMBI, YBEJIHYCHHE
aKTMBHOCTHU kpeaTHH(ochOoKnHa3bl. B Takux ciydasx HEOOXOJAUMO OTMEHHTE IIPHEM KBETHAIIMHA
U IIPOBECTU COOTBETCTBYIOIIIEE JICYEHHE.

Tascenaa neiimponenus U azpanyioyumos

B kpaTkocpouyHBIX IUIANE00-KOHTPOIUPYEMBIX KJIMHUYECKUX HCCIICIOBAHUSX MOHOTEpAIuu
KBETHAITUHOM QeqaCTo OTMEUYAJIUCh CIIy4Yau TsDKEJIOW HEUTPOIICHUU qxonnqecmo HeUTpoduIoB
<0,5 x 107 /1) 63 uupexunu. CoobmAaaoch 0 pa3sBUTHH anaHYJ'IOHI/ITO‘ a (TsDKEeJIOU HEeUTPOTICHUH,
accouMMpoBaBLICHCs ¢ HMHQEKUMsIMH) Yy MalMeHTOB, IOJIyYaBIIl KBETHAllUH B paMKax
KJIMHUYECKUX HCCIIEN0BaHUH (pelKo), a TakKe MPU MOCTPETUCTPANUOHHOM MPHUMEHEHHH (B TOM
YHClIe, C JIETATbHBIM HCXOJOM). BOHLUJI/II;{CTBO 9THX CJIy4yaeB TSIKEIOH HEHTPONEHUH BOSHHKAI
4yepe3 HECKOJbKO MECSlEeB II0cae Hayajla Tepanud KBEeTHAmMHOM. He OBUIO  BBISBICHO
no303aBucuMoro s¢dexra. Jleiikonenus u/mim HEHTPONEHUS pa3pelnaiach Mocie MpeKpaieHus
Tepanuy KBETHATMHOM. BO3MOKHBIM (akTOpOM pHcKa JiUIsi BO3HUKHOBEHHUS HEHTPOIIEHHH SBIISETCS

npeAIICCTBYROIICE CHHXKCHHOC COZICPIKAHUC JICUKOIIUTOB u cIydyau JICKApCTBECHHO
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UHYLIUPOBAHHON HEUTPOIIEHUH B aHAMHE3E.

Pa3puTHe arpanyionuTo3a OTMEUalM U y naiueHToB 6e3 pakTopoB pucka. HeobX01uMo yIuTHIBATE
BO3MOXKHOCTb Pa3BUTHS HEUTPOIICHUH y NAIIMEHTOB ¢ HHEKIMEH, 0COOEHHO B CiIydae OTCYTCTBHS
OYEBM/IHBIX IPEAPACIOaralolux (akTOpoB, WK y MAUEHTOB C HEOOBSICHUMOMN JIMXOPAIKOIL;
JIaHHBIE CJTy4Yau JOJDKHBI BECTUCh B COOTBETCTBUU C KIIMHUYECKHMHU PEKOMEHIAIHUIMH.

V naiueHToB ¢ cofepikannem Helfrpoduiios <1,0 x 107 /i1 npreM KBeTHANMHA ClIeIyeT PEKPATHT.
[Tannenta HeoOXOAMMO HAOMIONATh JUIs BBISBICHHS BO3MOKHBIX CHMITOMOB HH(EKIUH H
KOHTPOJIMUPOBATH YHCIIO HEUTPODUIIOB (10 MOBBIIEHUs UX coepkanus 10 1,5 x 107 /).
Bszaumooeicmeue ¢ opyzumu n1ekapcmeennpiMu cpeocmeamu

Taxxke cm. pasnen «B3aumoneicTBue ¢ IPYrUMH JEKapCTBEHHBIMU CPEICTBAMH U JPYTHE BHBI
B3aUMOJICHCTBUS».

[Ipumenenye KBeTHAIIMHA B KOMOMHALIMY C MOIIIHBIMHM HHAYKTOPaMH MHUKPOCOMAIbHBIX (DEPMEHTOB
IeYEHH, TAKUMH Kak KapOamasenuH M (EHUTOMH, CIIOCOOCTBYET CHIDKEHHIO KOHIIEHTPAIMH
KBETHAIIMHA B IJIa3M€ W MOXET yMEHbLIaTh 3((EKTUBHOCTh Tepamuu IpernaparoM Kperuanux
Kaunon IIpomonr.

Hasnauenue mnpemapara Ksetnanun Kanon IIposoHr mnammeHTaM, MOMYYarolmMM HHIYKTOPBI
MHKPOCOMAaJIbHBIX (DEPMEHTOB IEUEHH, BO3MOYKHO JIMIIb B TOM CITydae, €CJIH OXKHIaeMas 1101533 OT
tepanuu npenaparom Ksetnanun Kanon IIposioHr nmpeBOCXOTUT PHCK, CBA3aHHBIA C OTMEHOM
MHIYKTOPOB MHKPOCOMAJIBHBIX (DepMEHTOB neveHH. V3MeHeHHe 103bI MpenapaToB-HHIYKTOPOB
MHUKPOCOMaJIbHBIX (DEPMEHTOB I€YEeHH JOJDKHO OBITh MOCTENEHHBIM. IIpH HE0OXOIMMOCTH,
BO3MOYKHO HX 3aMEIIEHHE IIperapaTaMi, He HHIYUUPYIOIIMMH MHKPOCOMAlIbHBIE (hepMEHTHI
NeYeHH (HapuMep, IpenapaTsl BaIbIIPOSBOM KHCIOTHI).

Macca mena

Ha ¢one npuema KkBeTHanuHa OTMEYEHO yBEIHYEHHE MAcChl Teja. PeKoMeHIyeTcsl KIMHHYECKOe
HaOJIIO/ICHNE MMAlMEHTOB B COOTBETCTBMU C INPHUHSTBIMH CTaHIapTaMH Tepanud (CM. pasjen
«[Tobounoe nelicTBUEY).

T'unepenuxemusn

Ha (pode npuéma KBeTHAIIMHA BO3MOYKHO Pa3BUTHE mneprnHK#MI/m U/WIH pa3BUTHE U 000CTPEHHE
caxapHOro auadeTa, MHOTa COMPOBOKIAIOMIETOCs KETOAIMI030M HIIH KOMOM.

Pexomenyercst perysspHbli KOHTPOJIb MacChl Teja M CHMIITOMOB TMIIEPIIMKEMHMH, TAKUX Kak
OJIM/THIICHS, TIOJIMYpHUsl, noaudarus 1 c1adocTh, y NAlUSHTOB, IPUHUMAIOIIUX HEHPONIEITHKHY, B
TOM YHCJI€ KBETHAIUH. PeKOMeHgyeTCﬂ KJIMHAYECKOe HaOJIIOJCHUE 3a MallMeHTaMH C CaxapHbIM
nuabeToM, NalkMeHTaMu ¢ pakTOpaMH pUCKa Pa3BUTHUS caxapHOTro auabera (cM. pasaen «IloGounoe
JECHCTBUEY).

Konuenmpayusn nunuoos

Ha ¢one npuema KkBeTHanuMHa BO3MOXKHO MOBBIIIEHHE KOHIEHTPALMH TPHUIIMIEPHIOB, OOIIEro
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xosiecrepuna U xosectepuna JIIIHII, a takxke cHmxenune xonuentpanuu JIIIBIT B xpoBu (cM.
paznen «Tobounoe neicTBue»). YKa3aHHbIE H3MEHEHHSI CIEIyeT KOPPEKTHPOBATH B COOTBETCTBHH
C ICHCTBYIOLIMMH PEKOMEHIallUsIMU.

Memabonuueckue HapyuieHus

VBeauueHHe Macchl Tela, MOBBIIICHUE KOHIIEHTPALMH TIFOKO3bI U JIUITH/IOB B KPOBH Y HEKOTOPBIX
NAlMEHTOB MOTYT IIPUBECTH K YXYIIIEHHIO METa0OJMYecKOoro mpoduis, dYro TpedyeT
COOTBETCTBYIOLIETO HAOJIOICHUSI.

Yonunenue unmepeana QT

He BbIsBIEHO B3aMMOCBSI3U MEX/y NIPHEMOM KBETHAIIMHA U CTOHKUM MOBBIIICHHEM abCOIOTHOR
BesinurHbl UHTepBaia QT. Oxnako yanuHenue uHTepBaia QT oTMedanoch NpH HEepeao3UpPOBKE
npenapara (cM. paszen «llepenosuposka»). CrnemayeT cod0IaTh OCTOPOIKHOCTD IPH HAa3HAYECHUH
KBETHAIIMHA, KaK M JIPYIMX aHTHIICHXOTHYECKHX IIperapaTroB, MaIllMeHTaM C CepaedHo--
COCYIMCTBIMU 3a00JIEBaHUSMH U ¢ yaauHeHueM uHTepBasia QT B anamuese. Takke He0OX0aUMO
co0MOAaTh OCTOPOKHOCTH HpPHU HA3HAUEHUHM KBETHAIIMHA OJHOBPEMEHHO C IpernapaTaM,
yuaHstomuMu uatepBai QTe, ApyrumMu HeHposenTuKaMu, 0COOSHHO Y JIHII TIOXKUIIOTO BO3pacTa,
y MAllMEHTOB C CHHAPOMOM BPOXJAEHHOIO yUIMHeHUs uHTepBaia QT, XpOHUYECKOH cepedHOiM
HEJIOCTaTOYHOCTBIO, THIIEPTpO(dUeit MUOKap/a, THIIOKATHEMHUEH WITH THIIOMarHHeMueit (M. pasjiesn
«B3aumozelcTBHE ¢ APYTUMH JIEKAPCTBEHHBIMU CPEJICTBAMH U JIPYTHE BHUJIBI B3AUMOJICHCTBHS).
Ocmpele peakyuu, céA3aHHbIE C OMMEHOIL RPEnapama

IIpy pe3koil oTMeHe KBeTHalMHA MOTYT HaOJIOAAThCs CIIEAYIOIIHE OCTPhle PeakiMu (CHHIPOM
«OTMEHBI») - TOWIHOTA, pPBOTA, OCECCOHHMIA, TOJIOBHAas O0JIb, TOJOBOKPYXEHHE H
pasnpakuTenbHOCTh. [loaToMy OTMeHY mpenapara peKOMEHIYeTCs IMPOBOJUTH IIOCTENEHHO B
TeUeHHEe, KAk MUHUMYM, OJIHOM HJIN JBYX HEJEJb.

Henpasunvnoe npumenenue u 310ynompeonenue npenapamom

bpun oTMeUeHbl cirydan HEenpaBHIIBHOIO MPUMEHEHHUs U 3710ynoTpedienus npenaparoM. Ciemyer
co0m01aTh OCTOPOKHOCTH IIPH HA3HAUEHUW KBETHAIIMHA IMMAllMEHTaM IIPH HAJM4YHM B aHaAMHE3e
3JI0yTIOTPEOJIEHUSI AJIKOTOJIEM HJIU JIEKApCTBEHHBIMHU NperapaTam.

Hoostcunvie nayuenmol c oemeHuell i

[Ipenapar Ksetnanun Kanon I[IposioHr He mokasaH i JiedeHUs IICHXO030B, CBSA3aHHBIX C
JIEMEHLHEN.

Hekoropele aTunuyHble HEHPOJENTHKH B PAHJAOMU3MPOBAHHBIX IUIANE00-KOHTPOIMPYEMBIX
MCCIIEJIOBAHUAX TIPUMEPHO B 3 pa3a YBEIMYMBAIA PHUCK PaA3BUTHS uepeTGpOBacxynﬂpme
OCJIOKHEHMH y ITallMEHTOB C JEeMEHIMel. MexaHu3M JaHHOTrO YBEJIWYEHHs PHCKa HE H3Y4YeH.
AHAJIOTMYHBIH PUCK YBEJIMYCHMs 4acTOTHI 11epeOpOBACKYJISIPHBIX OCIOKHEHHH HE MOYKET OBIThH
MCKITIOYEH JUIs JAPYIMX aHTHUIICMXOTHYECKUX JIEKApPCTBEHHBIX CPEJACTB HWJIH JIPYTHX TPYIII

nauueHToB. IIpenapar Kernanun Kanon IlposioHr 10/DKeH NMPUMEHSTHCS ¢ OCTOPOKHOCTBIO Y
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MAIMEHTOB C PUCKOM Pa3BUTHUS UHCYIIbTA.

AHai3 IPUMEHEHUSI aTUITUYHBIX HEHPOJIENTHKOB JUIs JICYEHUS IICHX030B, CBA3aHHBIX C IEMEHIIMEN

y TMOKWJIBIX IalMEHTOB, BBIIBHJI IOBBIIIEHUE CMEPTHOCTH B TPYIIE IAIMEHTOB, IMOJYYaBIIMX
npenaparsl 3TOM TPYIIbL, 110 CpaBHEHHIO ¢ rpymmoi rwiane6o. J[Ba 10-HemenpHBIX muIane6o-
KOHTPOJIMPYEMBIX UCCIIEIOBAHUS KBETHAIIMHA Y aHAJOTUYHOM I'PYIIBI MaliMeHToB (n=710; cpeHui
Bo3pacT: 83 roma; BO3pacTHOM auama3oH: 56-99 5er) mokasajd, 4rO CMEPTHOCTh B TpyIIe
NalUEeHTOB, IPUHUMABIIMX KBETHANWH, coctaBuia 5,5%, u 3,2% B rpynne mianedo. IIpuynnsl
JIeTAJILHBIX MCXOJI0B, OTMEUYEHHBIX Y 3THUX MMAlMEHTOB, COOTBETCTBOBAIHM OYKHIAEMBIM JUIS JIaHHOU
nonyaanui. He BBISBICHO NPUYMHHO-CIEJACTBEHHON CBS3UM MEX/y JICYCHHEM KBETHAIIMHOM H
PHCKOM IMOBBIIIEHUSI CMEPTHOCTH Y MOKUJIBIX MAIIMEHTOB C JIEMEHIIMEM.

Anmuxonunepzuueckue (MyckapuHonoooouwie) rphexmaol

HopkBeTHaruH, ak THBHBIA METa0OJIUT KBETHAIIMHA, 001aJaeT CPOJACTBOM (OT YMEPEHHOMU CTEICHU

710 BBLIP@KEHHOM) K HECKOJIBKHM IOJATHIIAM MYCKapHHOBBIX penentopoB. C 3THM CBA3aHBI
HeKeslaTesIbHbIe JICKAPCTBEHHBIC PEAKIMH, OOYCIIOBICHHBIE AaHTHUXOJIMHEPIUYECKUM JIEHCTBHEM
KBETHIIAIIMHA NP €ro NPUMEHEHUM B PEKOMEHJIOBAHHBIX J03aX WM B COYCTAHHH C JIPYTUMHU
nperaparamMy, OKa3bIBAIOIIMMU AaHTHXOJMHeprudeckue 3(G@eKTsl, a TakkKe IpHU NEPeI03UPOBKE.
Crnenyet coOI0/1aTh OCTOPOKHOCTD IPU IPUMEHEHUH KBETHAIIMHA COBMECTHO C JIEKAPCTBEHHBIMHU
CpeICTBaMH, OKa3bIBAIOIIMMH aHTHXOJMHEpPruyeckue (MyckapuHonono0Hsle) s¢dektsr. Cremyer
co0JII0/IaTh OCTOPOYKHOCTH NMPU HAa3HAYEHMM KBETHAIIMHA IAlMEHTaM C 3a/JE€pPXKKOH MOYHM HIIM C
3aJIepP)KKOM MOYM B aHaMHe3e, KIMHMYECKM 3HAYMMOW TIHIIEpIUIa3sHeH NpeCTaTeIbHOM IKelle3bl,
KHUIIEYHOH HENPOXOJAUMOCTBIO HJIM POJACTBEHHBIMU COCTOSHUSIMHU, ITOBBIIIEHHBIM BHYTPHIJIa3HBIM
JIaBJICHHEM WIIM Y3KOYTOJIbHOM riaykomoit (cM. pazzensl «@PapmakonuHamuka», «[loGounoe
nerctBue», «llepenozupoBka» u «B3auMonencTBue ¢ IpyrUMH JICKAPCTBEHHBIMU CPEICTBAMHU U
JIPYrue BHJIbl B3aUMOJICHCTBUS»).

Hapywenusa co cmoponst newenu

B ciyuae pa3BuTHS KEJNTyXH IPUEM KBETHAIMHA CIIEAYET IPEKPATUTD.

Jucgazua

Jucoarus (cm. pazgen «lloGounoe neﬁcﬂ%ue») W acrmupanus HaOJMIoZaIUCh TPH Teparuu ”
KBETHANMUHOM. [IpuumHHO-c/Ie/ICTBEHHAsT CBSI3b BO3HUKHOBEHHs ACHMUPALIMOHHOM ITHEBMOHHMH C |
NpUEMOM KBETHAIMHA He YycTaHoBlIeHa. ()HaKo cleqyeT coOMoAaTh OCTOPOKHOCTH IIpU
Ha3HAYEHUH Tpernapara nalueHTaM ¢ PUCKOM BO3HUKHOBEHUS aClIMPAllMOHHON ITHEBMOHMH.
Benosnan mpom?oamﬁofum |
Ha ¢one mprema HEHPOJENTHKOB OTMEYEHBI CJIydyald BOSHUKHOBEHHSI BEHO3HOH TPOoMO0OIMOOIHH.
Jlo Havyasia 1 BO BpeMsl T€pariuv aHTUIICUXOTUYECKUMHU TIperaparaMmu, B TOM YUCIIE, KBETHAIIMHOM,
CJIeIyeT OLEHUTH (haKTOPhl PUCKA U MPUHSATH MPOPHIAKTUUECKUE MEPHI.

Ilankpeamum
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Bo BpeMsl KIMHMYECKHX HCCIICJOBAHUM M MOCTPETHCTPAMOHHOIO MPUMEHEHUS OBUIM OTMEYEHEI
cllyyad pa3BUTH MTAHKpeaTHTa, OJJHAKO MIPUUMHHASA CBA3b C IPUEMOM IIpernapaTa He yCTaHOBJICHA.
B mocTperucTpalliOHHBIX COOOIIEHUSX YKa3aHO, YTO y MHOTHMX IAlUEHTOB IPUCYTCTBOBAJIH
(baxTopbl prcka pa3BUTHs MAHKPEATHUTA, TAKUE KaK I[TOBBIIIEHUE KOHUEHTPAIMH TPUIJIMLIEPUIOB
(cm. mozpasient KoHneHTpanus JIMIKJIOB), XOJIEINTHA3 U YIOTPEOIEHUE alKoroJIs.

3anop u nenpoxooumocms KuieHHUKa

Banop sBiseTcs (AKTOPOM pHCKAa HENpPOXOAMMOCTH KuineuHuka. Ha ¢done npumeneHus
KBETHAIIMHA OTMEYaJIM pa3BUTHE 3aropa U HEMPOXOIMMOCTH KUIIeYHHKa (cM. pasaen «Ilobounoe
JIEUCTBHEY»), BKJIIOYAs CIy4ad C JIETAIbHBIM HCXOJOM Yy IAlHEHTOB I'PYIIbI BBICOKOTO PHCKa
HEMPOXOJMMOCTH KHIIEYHHKA, B TOM YHUCIIE MOIy4YarolUX MHOKECTBEHHBIE COIYTCTBYIOIIHE
npenaparbl, KOTOPbIE CHIKAIOT MOTOPUKY KHIICYHHKA, JJaXKe MPH OTCYTCTBUH Xajlo0 Ha 3arop.
Kapouomuonamusa u muokapoum

B X0/1e KIMHUYECKMX MCCJIEJOBAHMH M MOCTPEIHCTPAMOHHOTO MPUMEHEHHs OBUIM OTMEYEHBI
cllyyad pPa3BUTHs KapJMOMMOIATUHM M MMOKapJAuTa, OJHAKO IPHUYMHHAS CBS3b C IMPHEMOM
npernapata He ycraHoBieHa. ClelyeT OLEHHTh IeJecO00pa3sHOCTh Tepalud KBETHAIIHHOM Y
MAIMEeHTOB C MOJA03PEHUEM Ha KapJIUOMHONATUIO HIM MUOKAP/IHUT.

Tasicenvie KodcHble HedceamenbHble peaKkyuu

[Ilpn npuMeHEHWH KBETHANIMHA COOOLIAIIOCh O PAa3BUTHH TSKENBIX KOXHBIX HEXeIATEeIbHBIX
peakiuii, Brmodas cuapoMm CruBeHca-/[PKOHCOHA, TOKCHYECKHH SNMACPMaAIbHBIA HEKPOJIU3 U
JIEKapCTBEHHYIO peaKkiuio ¢ 303uHO(uINed u cucreMHbMH cumnromamu (DRESS-cunapom),
KOTOpPBIE SIBJISIFOTCSI MOTCHIIHAILHO YTPOXKAIOUIMMH JKU3HU HE)KeJIaTeNIbHBIMHU JIEKapCTBEHHBIMHU
peakuusiMi. TspKenble KOJKHbIE HE)KeIaTelIbHbIe peakUHMHd OOBIYHO IPOSBIAIOTCA B BHJE
KOMOWHAIMH CJISIYIOIIUX CHMIITOMOB: OOIIHMpHAsi KOJKHAsl ChIITb WIIM 3KC(OIHATUBHBIN IEPMATHUT,
auxopajka, JuMdaneHonaTis U MOTeHUMaTbHas 303MHOGUINSA. [Ipy BOSHUKHOBEHMH TSIKEJIBIX
KOYKHBIX HEXKeJIaTeJbHBIX PeaKIui MPHEM KBeTHAITMHA CJIEIyeT IPEKPATUTD.

Jlononnumenvnaa ungpopmayun

Jlonrocpounast Ge3omacHOCTh U 3(P(HEKTHBHOCTH IMPOJOHTMPOBAHHOW (OpPMBI KBETHAIMHA B
KauyeCcTBE JOMOJHUTEBHON Tepanuu iUpI/I Je4eHUH OO0JIBIIOro JICTPECCUBHOTO paCCTpoﬁCTl%a HE

U3yYaIMCh, 0JIHAKO NTpodub 6Ge30macHOCTH U AP HEKTUBHOCTH U3yUEH IIPU MOHOTEPAIIUH.

BJIUSHUE HA CIOCOBHOCTD YIOPABJIEHUIO TPAHCIHOPTHBIMU CPEACTBAM "
MEXAHU3MAMMU

Ksernanuua Kanon HpOJ’IOHF MOJKET BBI3BIBATH COHJIUBOCTD, IIOTOMY B IIEPHUOJ JICUCHHS ITAIITHCHTaM
HE PCKOMCHIAYCTCA pa6OTaTB C MEXaHu3MaMH, MPEACTABIAIOIIUMHA OIMaCHOCTb, B TOM YHUCJIE HE

PEKOMCHAYCTCA YIIPABJICHHUEC TPAHCIIOPTHBIMHA CPCJACTBAMHU.
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DOPMA BBINTYCKA
TaG1eTKH TPOJOHTHPOBAHHOTO JEHCTBHS, MOKPHITHIE IICHOYHOH 000I04KOM 150 mr, 200 wmr,
300 mr wmm 400 mr.

Tabnetku 103upoBKOi 150 mr 1 200 Mmr:

[To 10 win 15 TaGIeTOK B KOHTYPHYIO SYEHKOBYIO YIIAaKOBKY M3 IIJIEHKH IOJMBUHUIIXJIOPH/IHOH U
(oNIBrH ATIOMUHHEBOM NEYaTHOH JTAKHPOBAHHOM.

ITo 30, 60 miu 90 TabneTok B OaHKY IMOTMMEPHYIO JUIS JEKApCTBEHHBIX CPEICTB M3 IOIHMITHIICHA
WM NIOJIMATHIICHTepedTatara.

KpblIka 13 MOJIMIIPONUIIEHA WK TIOJTMITHIICHA.

[lo 3, 6 KOHTYPHBIX SYEHKOBBIX yHakoBOK 1o 10 TabaeTok mimu 1o 2, 4 KOHTYPHBIX SYCHKOBBIX
YIIakoBKH 10 15 TabieTok, Wiy no 1 Ganke moJMMEpHOMN ULl JI€KapCTBEHHBIX CPEICTB BMECTE C
MHCTPYKIHEH 10 MPUMEHEHHUIO [IOMEIIAIOT B MUKy M3 KapToHa.

Ta6netku 103upoBKON 300 mr 1 400 Mmr:

[To 10 TabIeToOK B KOHTYPHYIO SUeHKOBYIO YIIAKOBKY M3 IUICHKH IOJHBHHUIIXJIOPUIHON U (GONIbru
AJFOMHUHHEBOM MEYaTHOH JIAKUPOBAHHOM.

ITo 30, 60 wim 90 TabieTok B GaHKY MOJIUMEPHYIO JUIS JIEKAPCTBEHHBIX CPE/ICTB U3 MOJIMITHIICHA
WK TTOJIUATUIICHTepedTaara.

Kpsiiika 13 TOJUIPONUIIEHA MU TIOJUITHIICHA.

[To 3, 6 KOHTYPHBIX SYEHKOBBIX yIMakoBOK 1o 10 Tabnerok, wim mo 1 GaHke MOJMMEPHOH UL

JICKAapCTBCHHBIX CPEIACTB BMECTE C HHCTpYKI_Il/Ieﬁ 110 IPUMCHECHUIO ITIOMEIIAIOT B ITA4YKy U3 KapTOHa.

CPOK IrOJJHOCTH
2 rona.

He NPUMEHATDH 110 HCTEUYCHUU CPOKa IrOTHOCTH.

YciaoBust XPAHEHMS
[Ipu Temneparype He Bbiie 25 °C BO BTOPHYHOH yNakoBKe (IaYKe KapTOHHO).

XpaHHUTh HEJOCTYITHOM JUIS IETEH MeCTe.

YcCiaoBUs OTIIYCKA U3 4HTEK |

OTycKaroT 10 pelenTy.

BJUIAJEJIEL] PETUCTPALIMOHHOI'O YJIOCTOBEPEHUSI/OPTAHU3ALINSA, IIPUHUMAIQIIASL TIPETEH3UU
MOTPEBUTEJIEN

3A0 «Kanondapma nmpojakiun», Poccus i
141100, MockoBckas 061., I1[énkoBckuii paiion, r. lI{gnkoso, yi. 3apednas, a. 103.
Ten.: (495) 797-99-54, daxc: (495) 797-96-63.

ek TpOHHBIH anapec: safety(@canonpharma.ru

25



JII1-004104-151021

ITonyuums Oononnumenvhvie OAHHble O nNpenapame, HANPAGUMb NPEMEH3UI0 HA e20 Kayecmeo,
Ge30nachocmp, coobUUMb O HeCENAMENbHBIX IeKAPCIMBEHHBIX PEAKYUSX MOICHO NO Mmenedony:

8 (800) 700-59-99 (GecruiatHas nuHUsS 24 Yaca) WIM Ha caiite www.canonpharma.ru B pasjese
«[TonutHka B 0011acTH KadecTBa» - «be30macHoCTh penapaToBy.

IIponsBoaurennb

3A0 «Kanondapma nponakiun», Poccus.

IIpou3s00cmeo 20mogoil 1eKxapcmeeHHo hopmol

MockoBckas 00:1., 1.0. IIénxoBo, r. I1{éakoBo, yi. 3apeunast, a. 105;

Ilepsuunas ynakoska

MockoBckas 0011, r.0. II[énkoso, r. I1lénkoBo, yi. 3apeunas, a. 105;
Bmopuunas/nompebumenvcras ynakoska

MockoBckast 0011, 1.0. I1]énkoBo, r. ILlénkoBo, yi1. 3apeunas, a. 105;

Buinyckarowuii konmpoie kavecmea

MockoBckas 0011, r.0. IIlénkoso, r. I1lénkoBo, yi. 3apeunas, ctp. 105b, k. 11.

Ten.: (495) 797-99-54, daxc: (495) 797-96-63.

www.canonpharma.ru

JIMpeKTop JenapTaMeHTa 110 peryJisiTOPHbIM
BOIIPOCAM, KIIMHUYECKUM UCCIIEI0BAaHUAM
u paszpabotkam HOBBIX JIC

3A0 «KanoHpapma npoaakiis» HCAaKOBUY
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