COOTBETCTBYET 3KCMEPTHOMY OTYETY
ot 20.12.2023 N2 26719

HHCTPYKHHH Noch E.l:l.':: BATEINEHOCTL 0004 |

1O MEJUIIMHCKOMY ITPUMEHEHUIO JIEKAPCTBEHHOI'O ITIPEITAPATA

KBernanun Kanon

PerncrpanuoHHblii HOMep:

Toprosoe HanmeHoBanue: Kpetuanvn Kanon

MexayHapoaHoe HeMATEHTOBAHHOE WM I'PYNIIUPOBOYHOE HAUMEHOBAHME: KBETHATNH
JlekapcTBenHas popMa: TaOICTKH, TOKPHITHIE TUICHOYHON 000JI0YKOM

Cocras

Jlo3zupoBka 25 Mr

1 TabneTka, HOKpHITas TNICHOYHOH 000IOYKOM, CONCPIKUT:

Heticmsyrowee eewjecmeo: kBeTHanuHa (ymapar (kBeTuanuHa remudymapar) 28,78 wmr, B
nepecuere Ha kBeTuanud 25,00 mr.

Bcnomocamenvhvie sewecmea. runipoinosa (ruapokcunponuiieniono3a Kinymnen LF) 3,20 wmr,
Kanpusa ruapodocdara quruapat 45,79 mr, kanpuus creapat 1,23 Mr, Kpaxman KyKypy3HBIH
npexenarnHu3upoBanHbiid 6,00 Mr, Mmaraus creapar 1,00 Mr, kapOOKCHMETHIIKpaxMajl HaTpHUs
2,00 mr, nemrono3a Mukpokpuctayeckas (tum 101) 32,00 mr.

Cocmaé nnenounoii obonouxu: Axpallomum® D romy6oit 3,00 Mr, B T.4. [rHIpoMenno3a
(ruppokcunpornuaMerunenionoza) 1,50 wmr, raunepon (rnuuepun) 0,15 mr, nemrtronosa
mukpokpuctaumyeckas 0,30 mr, tampk 0,44 Mr, Kpacutenb KaHIypUH cepeOpsHbI Oieck
0,54 mr, kpacurens nagurokapmud 0,07 mr].

Jlosuposka 100 mr

1 TabyeTka, HOKpPHITas MJIEHOYHOU 000I0YKOM, CONEPIKUT:

Heticmgyrowee eewjecmeo: kBeTnanuHa (ymapaT (kBernanuHa remudymapar) 115,14 mr, B
nepecuere Ha kBetuanud 100,00 mr.

Bcnomocamenvhvie sewecmea: rutiponosa (rumpokcunpormiienionoza Kiymen LF) 5,00 wmr,
Kanpius ruapodocdara guruapar 31,91 mr, kansuus creapat 2,05 Mr, KpaxMan KyKypy3HBIi
npexenaTMHU3UpoBaHHbINA 16,90 mr, Mmaraus creapar 1,50 Mr, kapOOKCUMETHIIKpaxMasl HaTpus
3,50 mr, nemntono3a Mukpokpuctaandeckas (tun 101) 24,00 mr.

Cocmae nnenounoii obonouxu: Axsallomum® D romy6oit 5,00 Mr, B T.4. [rHIpoMenno3a
(TuapoKcunponuiIMeTuiIetono3a) 2,50 wmr, raumnepon (rinunepus) 0,25 Mr, wemmonosa
MuKpokpuctaimnaeckas 0,50 mr, tanpk 0,73 Mr, Kpacutenab KaHAYpUH cepeOpsHBbIA Oieck
0,90 mr, kpacurens nngurokapmut 0,12 mr.

JlosupoBka 200 mr

1 TabGneTKa, MOKPHITAsl TNIEHOYHOM 000JIOUKOM, COICPIKUT:
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nepecuere Ha ksetuanuH 200,00 mr.

Bcnomocamenvhvie sewecmea. runpoinosa (rugpokcunponuinenionoza Kinymen LF) 7,00 mr,
kanbius ruapodocdara guruapar 31,75 mr, kanelus creapar 3,28 Mr, Kpaxmana KyKypy3HbIH
npexenarnHu3upoBanHbiid 17,20 mr, maraus creapar 2,00 Mr, kKapOOKCUMETHUIIKpaxMasl HaTpus
3,50 mr, nemnono3za Mukpokpuctaudeckas (tum 101) 25,00 mr.

Cocmas naenounoti obonouxu: Axsallomum® D rtomy6oit 8,00 mr, B T.4. [rHIpoMemnnosa
(rumpokcunpormaMetuieuionoza) 4,00 mr, raunepon (mmnepun) 0,40 mr, memTroo3a
Mukpokpuctaumaeckas 0,80 mr, tampk 1,17 Mr, Kpacutenb KaHIypUH cepeOpsHBbIN Ojeck
1,44 mr, kpacutenb naaurokapmus 0,19 mr.

Jlosuposka 300 mr

1 TabneTka, MOKpPHITas MIICHOYHOU 000I0UYKOM, CONEPIKUT:

Heticmeyrowee ewgecmeo: ¥BeruanuHa ¢ymapar (kBetmanuHa remudymapar) 345,40 wmr, B
nepecuere Ha kBetuanuH 300,00 mr.

Bcnomocamenvhvie sewgecmea: runposnosa (ruapokcunponuineriono3a Kiymen LF) 11,00 mr,
Kanpius ruapodocdara guruapar 39,28 mr, kaibius creapat 4,72 Mr, KpaxMan KyKypy3HBbIi
npexenarnausupoanHbiid 20,00 mr, maraus creapat 3,00 mMr, KapOOKCUMETHUIIKpaxMayl HaTpus
4,60 mr, nemttonosa Mukpokpucramumyeckas (tum 101) 32,00 mr.

Cocmaé nnenounoii obonouxu: Axsallomum® D romy6oit 12,00 mr, B T.4. [rumpomennosa
(ruapokcunponuiIMeTuienitono3a) 6,00 mr, raumepon (rmumepun) 0,60 wmr, 1emT0I03a
MUKpokpuctaumyeckas 1,20 mr, tampk 1,76 Mr, KpacuTenb KaHIYpUH cepeOpsiHbIi Oneck
2,16 mr, kpacutens nHaurokapmud 0,28 mr].

Onucanue

TabneTku Kpyrible ABOSIKOBBITYKIbIE, MOKPHITHIE TJICHOYHOW O0OOJOYKOM CHHEro IBeTa C
nepaaMyTpoBbIM OiieckoM. Ha momnepedHoM paspese — SApo MoYTH OeNoro 1BeTa.
dapmakoTepaneBTHYeCKAasi TPYNNa: IICUXOTPOIHBIE  CPEJCTBA;  AHTUIICHXOTHYECKHE
CpEe/ICTBa; TMA3EMUHbBI, OKCA3CTIMHBI, THA3CTIMHBI U OKCETTUHBI

Koa ATX: NOSAH04

DapMaKoJIOrHYecKue CBOMCTBA

Dapmakoounamuxa

Mexanuzm deticmeus

KBetnanun sBIseTCS aTUNUYHBIM aQHTUIICUXOTUYECKUM TpermapaToM. KBeTwanmuH u €ro
AKTUBHBIN MeTa0onuT N-Ie3aTKUIKBETHANUH (HOPKBETHAMH) B3aHMMOJCHCTBYIOT C IIUPOKUM
CHEKTPOM  HEHUTPOTPAHCMUTTEPHBIX  PELENTOPOB  TOJOBHOTO Mo3ra. KBeruwanuH U

N-1e3aaKUIKBETHAITMH TMPOSBISIOT BBICOKOE CPOACTBO K perentopam ceporonmHa (SHT2) u
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PELENTOPHOr0 aHTAaroOHU3Ma C OOJIbIlIeH CEJIeKTUBHOCTHIO B oTHOIIeHUH SHT2 o cpaBHEHUIO ¢
D2-penientopamu  00ycIaBIMBAaeT OCHOBHBIE KIMHHYECKHE AHTUIICUXOTHYECKHE CBOWCTBA
KBETHAIMHA U HU3KYI0 YacTOTy Pa3BUTHUS SKCTPAallUPaMUAHBIX HexenarenabHbXx peakuuil (HP)
10 CPaBHEHHIO C TUIIMYHBIMM AHTHIICUXOTHUYECKUMHM CpeacTBaMu. KBeTHanuH U HOpKBETHAIIUH
HE TIPOSIBIISIIOT 3aMETHOTO CpPOACTBA K OEH30/IMa3eNMHOBBIM pEIenTopaM, HO O0JIagaroT
BBICOKMM CPOJACTBOM K TMCTAMHHOBBIM U 01-aIp€HOPELENTOPaM U YMEPEHHBIM CPOJICTBOM IO
OTHOILEHHIO K op-aapeHopenentopam. Kpome Toro, kBermanuH He oOsafaeT wiu obsagaer
HU3KHUM CPOACTBOM K MYCKapMHOBBIM PELIENITOPAM, B TO BPEMs KaK HOPKBETHAIIUH MPOSIBIISET
YMEPEHHOE WUJIM BBICOKOE CPOJCTBO K HECKOJIBKUM IOJTUIIAM MYCKAPUHOBBIX PELENTOPOB, UTO
O0BSICHAET aHTUXOJIMHEprHUecKue (MyckapuHononoOHbe) 3ddekTsl nmpenapara. Ketnanun we
o0ajaeT CpoJCTBOM K IEPEHOCUMKY HOpaJpeHaluHa U o01agaeT HU3KUM cpoactBoM K SHTa-
CEpOTOHMHOBOMY pELENTOpPY, B TO BpeMsl Kak N-Ae3aJKWIKBETHANIUH IPOSBISAET BBICOKOE
cpoacTBo K obonM. MHrnOmpoBaHue NEepeHOCUYHKAa HOPAJpeHATIMHA M YAaCTHYHBIA aroHW3M B
oTHOomeHHH SHT1A-CEpOTOHMHOBBIX PELENTOPOB, NPOABISIEMbIE N-I€3aIKUIKBETHAIIUHOM,
MOTYT 00yciaB/IuBaTh aHTUICTIPECCUBHOE JeicTBUE NpenapaTa. Y AeIbHbIH BKJIaJl METa0OIUTa
N-z1e3anKuikBeTHanuHa B (papMakoJIOrH4eCKy0 aKkTUBHOCTh KBETHAIIMHA HE YCTAHOBIIEH.
Dapmaroounamuyeckue 3¢pgexmol

KBernanuH mnposBIse€T aKkTUBHOCTh B HCIBITAHUAX HA AHTUIICUXOTUYECKYIO JEATEIbHOCTD,
TaKyl0 Kak YycIOBHO-pediekTopHoe u30eranue. Taxke OJOKHpyeT JeficTBHE aroHHCTOB
nodaMuHa, OLIEHMBAEMOE MM B IOBEIEHYECKUX, HWIH B DIEKTPOPU3UOIOTHUECKUX
UCCJIEIOBAHMSIX, W TIOBBIIIAET KOHIIEHTpAaIlMK MeTaboiauTa godamMuHa, HEHPOXMMHUYECKOTO
nokazarenst Onokanpl Do-penientopoB. Pe3ynbraThl U3ydeHHUs! SKCTPaUpaMHUIHBIX CHMIITOMOB
(OIIC) B [OKJIMHUYECKHUX MCCIECIOBAHUAX IOKa3aliM, 4YTO KBETHAMH OTIMYAETCd OT
CTaHJAPTHBIX AHTUIICUXOTUYECKMX CPEICTB M HMeeT aTUNU4YHbli npodunb. KBeTnanuH He
BbI3bIBA€T MOBBIIICHHOW YYyBCTBUTEIBHOCTH NO0(PaMHHOBBIX D2-penentopoB MpH UIUTEIHLHOM
npuMeHeHnd. KBeTranuH BbI3bIBAaeT cladyro KaTalencuio B 103aX, 3PPEKTUBHO OJIOKUPYIOIINX
D2-penienitopel. KBetnanun u3bupaTtenbHO JEHCTBYeT Ha JMMOHWYECKYIO CHCTEMY, BbI3bIBas
JENOIAPU3ALMOHHYIO 6mokany ME30JIMMONYECKHX, HO HE HUTPOCTPUATHBIX
nodaMuHEepruueckux HeupoHoB. [Ipu KpaTKoM U ATUTENHHOM BBEICHHM KBETHANHMH 00Jajal
MUHUMAaJIbHON CIIOCOOHOCTBIO BbI3bIBATh JTUCTOHUIO y 00e3bsIH-KaNylIHHOB,
CEHCHOMIIM3NPOBAHHBIX TAJIONEPUI0IOM HIIM HE OJTYYaBIINX MEIUKAMEHTO3HOTO JICUSHHS.
Knunuyecras sghghexmusnocmo

KBernanuH >¢QQeKTUBEH B OTHOIIEHUM KaK IO3UTUBHBIX, TaK W HETaTUBHBIX CHUMIITOMOB

mu30(peHun.
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JI0 BBIPQ)KEHHOM CTENEHU TSKECTU. JlaHHBIE O JUIMTEIBbHOM IPUMEHEHUM KBETHAIMHA IS
OpOoQMIAKTUKN TIOCIEAYIOINX MaHHUAKAJIbHBIX M JCTPECCUBHBIX SIMU30/I0B OTCYTCTBYIOT.
JlanHple MO NPUMEHEHHUIO KBETHAllMHA B KOMOWHAIMU C BajJbIPOaTOM CEMHHATPHUS WU
npenaparamMy JIMTHS MPU MAaHUAKAIbHBIX 3MH30[1aX OT YMEPEHHOW 10 BBIPAXKEHHOW CTENEHU
TSKECTH OIPaHUYEHbl, OJHAKO JaHHasg KOMOMHUpPOBaHHAas TEpanus, B LEJIOM, XOpPOLIO
nepeHocuiack. Kpome Toro, kBernanun B o3¢ 300 mr u 600 mr s¢pdexktuBeH y manueHToB c
ounosipHbIM paccTpoiicTBoM I u I Tuna oT yMepeHHO# 10 BRIpaXKCHHOM CTeNeHH TsokecTh. [Ipu
3ToM 3P PEeKTUBHOCTh KBeTHANMHA MpHU npueme B 103¢ 300 Mr u 600 Mr B CyTKH COTIOCTaBUMA.
KBernanua 3¢ (eKTHBEH y MAIMEHTOB C MU30(ppEeHNeH 1 MaHUEH IpU IpUeMe rpernapara 2 pasa
B CYTKH, HECMOTpPSI Ha TO, YTO INEpUO] moiyBbiBeAeHUs (T12) KBETHANMHA COCTABIISET OKOJIO
7 yacoB. BozaeiictBue kBetnanuHa Ha SHT2- u Do-peunentopsl mpoaospkaercss a0 12 yacos
1ocJIe MpueMa npenapara.

[Ipu mpueme KBeTHANMHA C TUTPOBAHUEM J103bl NpHU MmK30(ppeHun yactora pasButus JIIC u
COITYTCTBYIOILIETO NPUMEHEHUS M-XOJIMHOOJIOKaTOpOB ObUIa COMOCTaBUMa C TaKOBOM IHpuU
npueme minane6o. I[lpu HazHayeHMM KBeTHanmMHa B (UKCHPOBAHHBIX J03aX OT 75 10
750 mr/cytku manueHTam c mm3odpeHuel yacrora Bo3HUKHOBeHUs OIIC u HE0OXOAUMOCTH
COITYTCTBYIOILIETO TPUMEHEHHUS M-XOJIMHOOJIOKaTOPOB HE YBEIMYUBAIKCH.

[Tpu nprMeHeHuN KBeTHaIMHa B 103ax 10 800 MI/cyTKu JUIsl JIeYeHUs] MaHUAKaIbHBIX 3MHM30/I0B
OT YMEpPEHHOW J0 BBIPA)KCHHON CTENEHU THKECTHM KaKk B BMJE MOHOTEpAaluu, TaKk U B
KOMOUMHAIMY ¢ TpenapaTaMy JUTUs WK BalblIPOATOM CEeMMHATpus, yactora pa3sutus DIIC u
COITYTCTBYIOILIETO NPUMEHEHUS M-XOJIMHOOJIOKAaTOpOB ObUIa COMOCTaBUMa C TaKOBOM MHpu
npuemMe 1ianedo.

DapmakoKkunemuxa

Bcacvieanue

KBernanun xopomo BcackiBaeTcsi U3 skenynouHo-kumiedHoro tpakra (OKKT). Ilpuem numm
CYLIECTBEHHO HE€ BIHAE€T Ha OHOJOCTYIHOCTh KBETHAanWHA. PaBHOBECHas MOJsIpHas
KOHIIGHTpAlLUsl aKTUBHOTO MeTabonuTa N-Je3alKuIKBeTHanHa cocTaBisieT 35 % OT TakoBOH
KBETHAIIMHA.

®apMaKkOKMHETHKA KBETHAIIMHA UMEET JIMHEMHBIN XapakTep.

Pacnpeoenenue

CBs13b ¢ Oenkamu 1ma3mbl KpoBu — 83 %.
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(NOCNEOQCBATENEHOCTE 0004)

Memabonuszm

HccnenoBanus N Vvitro mokasanu, uyro wu3odepment CYP3A4 sBisieTcs KIIHOYEBBIM
n30pepMEHTOM MeTa0oaM3Ma KBETHAIMHA, OMOCPEIOBAHHOTO CHUCTEMOH 1uToxpoma P450.
N-Ie3aIKIKBETUAIMH 00pa3yeTcst U BBIBOAUTCS ¢ yaactueM u3odpepmenta CYP3A4.
KBeTnanun u HEKOTOphIE €ro MeTaboMuThI (BKIIOYast N-Ie3aJIKUIKBETHAIMH) 00J1a1at0T ciaboun
WHTHOUPYIONIEH aKTHBHOCTHIO 110 OTHOIICHHIO K W30()EpPMEHTAM CHCTEMBbI IUTOXpPOMa
P450 1A2, 2C9, 2C19, 2D6 u 3A4, HO TOJNBKO NpH KOHIIEHTpauuu B 5—50 pa3 mpeBbllIaonieit
KOHIIGHTpallud, HaOJoJaeMble TpH  OOBIYHO  HCIOJb3yeMoll 3 dexTuBHOW  1103€
300-800 mr/cytku. OCHOBBIBasCh Ha pe3yabTaTax MCCICIOBaHMIA IN VItro, He CleayeT 0XKHIaTh,
YTO OJIHOBPEMCHHOE TIPUMCHEHHE KBETHANlMHA C JPYIHMH [penapaTtaMd TPUBEIET K
KIIMHUYECKH BBIPAXCHHOMY WHTHOWPOBAHHIO MeTaboyM3Ma JPYTHUX JIEKAPCTBEHHBIX CPEICTB,
OIOCPEOBAHHOIO cUCTeMOM nuToxpoma P450.

Buviseoenue

T12 xBetmanuHa ¥ N-JI€3aJKUIKBETHAlIMHA COCTaBIs€T OKOJO — 7 yacoB M 12 4acoB
COOTBETCTBEHHO.

[TpuGmm3uTensHO 73 % KBeTHANMHA BHIBOAUTCS TToukamMu u 21 % yepe3 kumeyHuk. KBernanux
AKTUBHO METa0O0JIM3UpYyeTCs B MIEYCHH, MeHee 5 % KBeTHalrHa He TI0JIBepraeTcsi MeTaboIn3mMy u
BBIBOJIUTCS B HEM3MECHEHHOM BHJIE MOYKAMH WJIM 4Yepe3 KUIIeUyHWK. B cpemnem mernee 5 %
MOJIIPHOW JT03bI (hpakiMu CBOOOJHOTO KBeTHAnmWHa W N-Je3aJKWIKBETHANIMHA TUTa3MbI
BBIBOJIUTCS TTIOYKAMHU.

DapmakoKuHemuKa y pa3niudHvlx 2pynn nayuenmos

Llon

Paznnunii papMakokMHETHYECKUX MTOKa3aTeIe y My>KUMH U KEHIIWH He HaOIroaaeTcs.
Tayuenmoi noscunozo eospacma

Cpennuii knupeHc y moxmibix nanueHToB Ha 30-50 % MeHblile, 4eM y MalrueHTOB B BO3PacTe OT
18 o 65 ner.

Hapywenue ¢pynkyuu nouex

Cpennuii nua3MeHHBIH KIMPEHC KBETHAMHA CHUKAETCS MPUOIU3UTEIHHO Ha 25 % Yy NMaIleHTOB
C TOYEeYHOM HEJAOCTATOYHOCTHIO TSKENOM cTenmeHW (KIUPEHC KpeaTHHWHA MEHee
30 mor/mus/1,73 M? MIOmAaM MOBEPXHOCTH Tena), HO MHAMBHAYalbHbIE TIOKA3aTeqN KIHpEeHCa
HAXOJATCS B MpejeiaX 3HAYCHUH, BBIABICHHBIX Y 3JTOPOBBIX JIOOPOBOJIBIICB.

Hapywenue ¢pynkyuu nevenu

VY nanmeHToB ¢ MEYEHOYHOW HENO0CTAaTOYHOCTHIO (KOMIIEHCHPOBAHHBIM aIKOTOJBHBIN IHUPPO3)
CpeIHUM TJIa3MEHHBIM KIMPEHC KBETHANMHA CHIKEH NpuOiau3utenbHo Ha 25 %. [lockonbky

KBE€THAIIMH HWHTCHCHBHO MeTa6OJ'II/ISI/IpyeTC$I B IICUYCHH, Y MAaOUCHTOB C IICYCHOYHOM
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OMY OTYETY

TpeOyeT KOPPEKTUPOBKHU JO3BI.
IToxa3anusi K NPUMeHEHHIO

[Ipenapar KBetnanun KaHoH moka3zaH K MPUMEHEHHUIO y B3pOCIBIX B Bo3pacte OT 18 jer mist

JCYCHUS:

. mHU30()peHNN;

. MaHHMAKaJIbHBIX SMH30/I0B B CTPYKTYPE OUITOIAPHOTO PACCTPONCTBA;

. JITIPECCUBHBIX 3MH30/I0B OT CPEIHEH 10 BBIPAKECHHOM CTENEHU TSHKECTH B CTPYKTYpe

OUMOJSPHOTO PACCTPONCTBRA.

HpenapaT HEC IIOKa3aH JJIA HpO(i)I/IJIaKTI/IKI/I MaHHAKaJIbHBIX U ACIIPCCCUBHBIX 3IIU3000B.

IIporuBonoka3zanus
. ['unep4yBCTBUTENBHOCTH K JIFOOOMY 13 KOMIIOHEHTOB Iperapara.
. OpHoBpeMEHHOE NPUMEHEHHWE C HHruouropamu unuroxpoma P450, Takumm Kak

IPOTHBOTPUOKOBEIE MIPENapaThl TPYIIIBI a30J10B, )PUTPOMHIINH, KIAPUTPOMHUIIMH U He(pa30I0H,
a TaKke C MHrUOMTOpamMH MpoTeasbl BUpyca umMmyHoxaeduimra yenoseka (BUY) (cm. pasmen
«B3aumoseiicTBre C IPyrUMHU JIEKAPCTBEHHBIMHU CPEICTBAMUY).

. [leproa rpyHOTO BCKapMITUBaHUSI.

. Jerckuii Bo3pact 10 18 et (3G GeKTHBHOCT U O€30MaCHOCTh HE YCTAHOBJICHBI).

C 0CTOPOKHOCTHIO

VY [anmueHToB € CeplleYHO-COCYAMCTBIMU U 11epeOpOBACKYNIIPHBIMH 3a00JE€BAHUSAMHU  MIIH
JPYTUMHU COCTOSIHUSIMH, TPEAPACIONAralolIMMU K apTepuajIbHON THMIOTEH3UH; MalUEeHTOB
MOKUJIOTO BO3pacTa, C MEUYEHOYHOM HEeAOCTAaTOYHOCTBHIO; CYIOpOraMH B aHaMHE3€, PUCKOM
pPa3BUTHS MHCYJIbTA U ACIUPAIMOHHON THEBMOHHUEH .

IIpumenenne npu 6epeMEHHOCTH M B IIEPHO/L I'PYAHOI0 BCKAPMJIMBAHUA

bepemennocms

bezonacHocth U 3 PeKTUBHOCTH KBETHANMHA Yy OEpPEeMEHHBIX IKEHIIWH HE YCTaHOBJICHBHI.
[ToaTomy, BO BpeMs O€pEeMEHHOCTH KBETHANMH MOXXHO MPUMEHSTHh TOJIBKO B TOM CIly4yae, €ciiu
0XKMJ1aeMas T0JIb3a JIJIs )KEHIIMHBI ONIPABABIBAET MOTEHIMAIBHBIN PUCK AJIS IO/,

[Ipy npuMeHEHHM AHTUIICUXOTHUYECKUX IMpenaparoB, B TOM YKCII€ KBETHANWHA, B TPEThEM
TpUMecTpe OEpEMEHHOCTH Y HOBOPOXKJIEHHBIX MosiBisieTcs puck pa3zsutus HP pasnoil crenenu
BBIPAKEHHOCTH W JUIUTENbHOCTH, BKIodas DIIC u (wnm) cuaapoM «oTMeHbl». Coo0IIanocs o
BO30Y)XJI€HUM, TUINEPTOHUU, THUIOTOHUH, TPEMOpPE, COHJIMBOCTH, PECHHUPATOPHOM JUCTpECcC-
CHHJIpOME WJIM HapyLIeHUSX KOpPMJIEHHs. B CBSI3M ¢ 3TUM cieayeT THIaTelIbHO HaOMI0JaTh 3a

COCTOSAHHUEM HOBOPOXKICHHBIX.
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Ilepuoo epyoroeo eckapmauearus

Ony06nuKoBaHbl COOOIIEHUST 00 SKCKpPEIMH KBETUAIIMHA C TPYAHBIM MOJIOKOM, OJIHAKO CTEIICHb
OKCKpELMH He ycTaHoBJeHA. JKEeHIIMHaM HEOOXOJMMO PEKOMEH0BaTh H30eratb TPYIHOTO
BCKAPMIIMBAaHMs BO BpEMs IIpHE€Ma KBETHAIINHA.

Cnoco0 npuMeHeHMsI U 103bI

BuyTpb, HE3aBHCUMO OT IpUEMA MTUIIH.

Jleuenue wuzogppenuu

[Ipenapar Ketnanun Kanon HazHaudaercs 2 pas3a B CyTKH.

CyrouHas J03a 171 HEepBbIX 4-X CyTOK Tepamuu coctaBisgeT: 1-e cytku — 50 mr, 2-e cyTku —
100 mr, 3-u cytku — 200 mr, 4-e cytku — 300 mr.

Hauunast ¢ 4-x cyToOK, /1032 JOJDKHA MOAOUpPAThCS 10 3P (EKTHBHOW, OOBIYHO B Ipeaeiax OT
300 mo 450 wmr/cyrku. B 3aBucumoctd 0T KiIuHHUYecKoro 3¢G@deKkTa U HHAWBHUIYaTbHOU
IEePEHOCUMOCTH MalMEHTOM 1032 MOKET BapbHpoBaTh B npeaenax oT 150 go 750 mr/cyTku.
MakcumanbpHass pekomMeHAOBaHHas jgo3a npenapara Ksermanmn Kanon — cocraBiser
750 mr/cyTKH.

Jleuenue manuakanvbHwlx INU300068 8 CMPYKMype OUNOJIAPHO20 PACCMPOUCmEa

IIpenapar KsernanuH KaHOH pexkoMeHAyeTCs B KadecTBE MOHOTEpAllMM WM B KadecTBe
aJIbIOBAaHTHOW Tepanuu i CTaOUIN3aluy HACTPOCHHUS.

[Ipenapat Ha3HayaeTcs 2 pa3a B CyTKH.

CyrtouHas 1032 171 NepBbIX 4-X CYTOK Tepanuu coctaiser: 1-e cytku — 100 mr, 2-e cyTku —
200 mr, 3-u cytku — 300 wmr, 4-e cytku — 400 mr. B ganbHelimem k 6-My JHIO T€paruy CyTOYHas
J103a mperapaTa MOXeT ObITh yBenuueHa 10 800 mr. YBennueHue CyTOUYHOW JI03bI B CYTKU HE
noikHO mpesbimath 200 mMr. B 3aBucumocTd OT KIMHMYECKOro 3¢ ¢ekra U MHIUBUIYaTbHOU
NEPEHOCUMOCTH /1032 MOXET BapbupoBaThbcsd B mpeaenax or 200 mo 800 mr/cytku. OObIYHO
sddextuBHas no3a cocraniset oT 400 go 800 mr/cyTku.

MakcumanbHass peKOMeHJOBaHHass no3a npenapara Ksermanmn KanHoH — cocrtaBiser
800 mr/cyTKHu.

Jleuenue denpeccugnvix 3nu30006 6 CMpyKmMype OUNONAPHO20 PACCmMpOUCcmea

[Tpenapar Keetnanun Kanon HazHauaercs 1 pa3/cyTku Ha HOYb.

Cyrounas go3a JJisl MEPBBIX 4-X CYTOK Tepamuu cOCTaBisieT: 1-e cytku - 50 mr, 2-e CyTKu —
100 mr, 3-u cyTtku - 200 mr, 4-¢ cytku - 300 mr. Pekomenayemas n1o3a — 300 Mr/cyTkH.
MakcumaipHasi peKOMeHI0BaHHas J103a npenapata Ksernanun Kanon cocrasisier 600 Mr/cyTku.
AnTHIETIpeccHBHBINA (P deKT KBeTnanuHa ObLT MOATBEP)KACH NMPH MPUMEHEHUH B CYTOUHOH J103€
300 mr u 600 wmr. Ilpm xparkocpouHoil Tepanuu 3((HEKTHBHOCTH KBETHANHMHA B 032X

300 mr/cytku u 600 Mr/cyTKu ObLTIa COTIOCTAaBUMOM.
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HauueHmbl NnO2HCUTIOC0 803pacma

VY manumeHToB MOKWIIOrO0 BO3pacTa HazHadaroT mnpenapatr Keernanua KaHOH ¢ OCTOPOKHOCTBIO,
0COOCHHO B MEPHUO]I HAYAIILHOTO MOI00pa A03bI, HAUWHAS C JJO3BI 25 MI/CYTKH, C TIOCIEAYIOIIIM
€XEIHEBHBIM yBenudeHueM Ha 25-50 mr no pgoctwkeHus 3()PEKTUBHOW J03bI, KOTOpas,
BEPOATHO, OyJIeT HIKE, YeM y MOJIOABIX ManueHToB. I[Ipu HeoOXoaumMocTu A03y KBETHAINMHA
MOKHO TUTPOBATh MEJICHHEE C y4ETOM TepaneBTUYECKOr I((HEKTUBHOCTH M WHANBHUIYAIBHON
MEPEHOCUMOCTH MAIIUEHTOB.

Tayuenmsi ¢ HapyweHuem @yHKyuu novex

Koppekuust 10361 He TpebyeTcs.

THayuenmol ¢ HapywieHuem QYHKYuU neveHu

[Tpemapara Keernanuu KaHOH WHTEHCHBHO MeTabonm3upyeTcs B medeHu. [loatomy ciemyer
coOJroaaTh OCTOPOKHOCTH MpPH NpuUMeHeHHH mnpenapatra Kseruanun KaHoH y manueHTOB ¢
MEYCHOYHON HEeJ0CTaTOYHOCThI0, OCOOGHHO B Hayale Tepanuu. PexkoMmeHayeTcs HauyuHATh
TEPANHI0 C JI03bI 25 MI/CYTKH. ¥ yBEIWYHBATh 03y CKEIHEBHO Ha 25-50 MI 10 JOCTHIKCHUS
3¢ (HeKTHBHON JO3HI.

ITo0ouyHOE nelicTBUE

Hawu6onee yacteie HP kBetnanuua (> 10 %) - COHIMBOCTD, TOJIOBOKPY)KEHHE, CYXOCTh BO PTY,
CHHJIPOM «OTMEHBI», TIOBBIIIEHUE KOHIEHTPAIIUU TPUTIIUIIEPUIOB, TTOBBIIICHHE KOHIICHTPAIIUU
obmrero xojectepuHa (TJIaBHBIM 00pa3oM, XOJIECTEpUHA JIMIIONPOTEHI0B HU3KOW TIJIOTHOCTH —
JITTHIT), cHukeHre KOHIIEHTPALUK XOJIeCTepUHA JIMTIOMPOTEUI0B BbICOKO moTHOocTH (JITIBIT),
YBEJIMUEHUE MACCHI TeJla, CHIKEHUE KOHIIeHTpaluu remornoouna u JI1C.

Yacrtora HP npuBenena B Buje cieayroomiei rpajanun: oueHb yacto (> 1/10), vacto (ot > 1/100
1o < 1/10), mewacto (ot > 1/1000 no < 1/100), peaxo (ot > 1/10000 mo < 1/1000), oueHs peako

(< 1/10000), yactoTa HEU3BECTHA (HE MOXKET OBITh OIlEHEHA Ha OCHOBE UMEIOIINXCS JaHHBIX).

Kuacc cucrembl opranos He:xenarenbHasi peakuusi

Hapywenus co cmoponvl kposu u aumgpamuyeckoii cucmemol

qacTo HeﬁKoneHHHl’zs

JaCcToTa HCU3BCCTHA HeﬁTpOHCHﬂﬂl

Hapywenus co cmoponsl uMMyHHOU cucmembl

HCYacToO pPCaKknuu runepuUyBCTBUTCIILHOCTU

OYCHb PCAKO aHa(I)I/IJ'IaKTI/I‘-ICCKI/IC pCaKI_[I/II/I6

Hapymeyuﬂ CO CMOpPOHbL obmena eewecme u numaHusl

OYEHb PEIKO caxapHbIi nuaber™>°

Hapywenus co cmoponvl nepénoti cucmembl
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FOHOBOpr)KeHI/Ie

4acTo JU3apTpHs, HEOOBIYHBIE U KOIIMApHBIE CHOBHUJICHHUS, TOBHIIICHUE
anmneTuTa

HEYacTo CyHOpOTH!,  CHHAPOM  «OECHOKOMHBIX  HOT»,  TO3IHSAS
nuckunesns’, oomopok Y| criyrannocTh cozHaHus

penKo COMHaMOYJIM3M U CBS3aHHbBIE C HUM SIBIICHUS

Hapywenus co cmoponuvl opeana spenust

qacTo

HCYCTKOCTDb 3pCHUA

Hapywenus co cmoponvl cepoya

qacTo

taxukapausa?, cepaneduenne'®

HEYaCTO

6paz[1/11<apz[1/15126

4aCTOTa HCU3BCCTHA

KapaAuOMHUOIIaTUA U MUOKApAUT

Hapywenus co cmoponwl cocyoos

4qacCTo

OPTOCTATHUYCCKAA l"I/Il'[OTeHSI/ISIl’4’:I'7

Hapywenus co cmoponsl ObixamenbHOU cucmemyl, 0Op2aHos epyOHOU KIemKU U cpedoCmens]

qacTo

onpimkal?

HCYacToO

PUHUT

Hapywenus co cmoponvl d1ceny0ouno-Kumeuno2o mpaxkma

O4YCHBb 4acCTO

CyXOCTb BO PTY

21

4acTo JUCIIETICHSL, 3a110p, PBOTa
18

HEYacTo nucdarus

penKo KHIIeYHast HEPOXOAUMOCTh/UIIEyC

HapymeHuﬂ CO CMOPOHblL ne4deru u DfC€ﬂ’{€8bZGOa}ZM4MX nymezZ

penko

KenTyxa®

OUYCHb PEIIKO

renarut (C JKeNTyXoil umm 6e3 KenTyxu)®

Hapymeyu}z CO CMOPOHbL KOIMHCU U NOOKONCHBIX MKAHel

OUYEHb PEJIKO

6

aHTHOHEeBpOTHUecKHil oTek®, cuaapom CrueHca-/[oncoHa®

JaCcToTa HCU3BCCTHA

TOKCHYECKUI  JMHUIEpPMalbHBIA  HEKpOJIMU3, MHOTrO(opMHAS
SpUTEMA,  OCTPBIM  TIE€HEpPATM30BAHHBIA  AK3aHTEMATO3HBIN
mycTyJne3, JIeKapcTBEHHas peakuusi ¢ Jo03uHOmimerd u
cuctemabiMu  cumntomamu  (DRESS-cungpom),  koxHBIN

BAaCKYJIUT

HapymeHu}z CO CMOpPOHbL CKeNemHO-MbIUEYHOU U COeOUHUMEbHOU MKAHU

OYEHB PEIKO

pabaoMuoIn3
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Hapymenuﬂ CO CMOPOHbL NOYEK U MOUEBbIBOOSWUX LYME

-
|

I'E':'-:._i EQCER

HCYacToO

3ajIep’KKa MOYU

BepeMeﬂnocmb, I’lOCﬂep0006bl€ u nepuHamajlbHovle COCMOAHUA

JacToTa HCU3BCCTHA

CUHAPOM «KOTMCHBI» Yy HOBOpO)KI[eHHbIX28

HapyweHuﬂ CO CMOPOHRbL NOJI0BbLX OP2AHOE U MOJIOYHOU Jicenesnl

peaxo

IIpuarus3M, raJiakrTopes

Obwue paccmpoticmea u HapyuleHusi 8 Mmecme 66e0eHuUs

OYCHb 4acCTO

CUHIAPOM «OTMGHBI))]"]'O

4acTo HE3HAYMTEIIFHO BBIPAKEHHAS acTeHUs, Nepupepruvyeckue OTEKH,
pa3IpakKUTENbHOCTD, TUXOPaaKa
penko 3110KaYECTBEHHBIH HeifponenTuyeckuii cunapom’, runorepmust

Jlabopamopnvie u uncmpymenmanvHule OaHHble

O4YCHBb 4acCTO

IOBEIIICHHE KOHUEHTpaLHi TpI/IFJII/IIIepI/IIIOBl’ll, o01ero

XosectepuHa (IJaBHBIM 00pasoM, xonectepuna JIITHIT)M2,

CHUXECHME KOHIIEHTpAllUM XOJIECTEpUHA HHBHMS, YBEJIUYEHUE

9

MacCcChI TCJia”, CHUKCHUC KOHIUCHTPAalluU 1“6':M01“JIO6I/IH2123

qacTo

TOBBIIEHHE AKTUBHOCTH alaHMHaMHHOTpaHchepassl (AJIT)?,

IOBBIIICHHUC AKTUBHOCTHU raMmMa-riIyTaMuJITpaHCIICIITU AA3bI

(ITT)?, cHmwkenue KomuuecTBa HelTpodumosl??, mopwimeHHE

KOJIMYECTBA 203uHO(HITOB?, runepriukemus’’,

THINEPIPONAKTUHEMHAS 0, CHIKEHHE KOHIIEHTPAIlMH OOIIero |

cBobogHoro TtHpokcuHa (T4)%, cHWKeHMe KOHIEHTpaIUM
o 20

obmero TpuitoaTuponnHa (T3)*, MOBBIMICHHE KOHIEHTPALIUH

tupeotponHoro ropmona (TTI)%

HCYacToO

TpOM60LII/ITOHeHI/I$I]'4, IOBBIIICHHUEC AKTUBHOCTHU

acmapratamuHoTpancdepassl (ACT)3, yanuHenwe uHTepBana

QTl’lg, CHIKEHME KOHIIEHTpAIluU CB060)1H01"0 T320

penKo

TMOBBIIIEHNE  aKTHBHOCTH  KpeatmHpochoxmnaszsr  (KDK)Y,

arpanynonuros?’

1. Cwm. pazagen «Ocobble yka3aHusm».

2. CoHauBOCTHL OOBIYHO BO3HHKAET B TEUCHHE TIEPBBIX 2 HEACIb IMOCJIC HaYajla TEpaIiu 1, KaK ImpaBuiio,

paspeiaercs Ha GOHE MPOOIIKAIOIIETOCS PHeMa KBETHAIIHHA.

3. Bo3moxHO OeccumnToMHOE TOBbIIeHHE (> 3 pa3a OT BepXHEH rpaHUI[bl HOPMBI TIPH OTPEICICHUH B

moboe Bpemsi) aktuBHOCTH ACT, AJIT u I'TT B cBIBOpOTKE KPOBH, KaK MpaBuiIo, oopatnMoe Ha (hoHe

IIPOAOJDKAIOMICTOCA ITpUeMa KBETHAIIMHA.

10
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4. Kak u npyrue aHTHUIICHXOTHYICCKHE IPEmapathl|c al-anﬁg%;mhw&%%ﬁe - Ig}ﬁel";!&AHI/IH

1y OTUETY

YacTO BBI3BIBAET OPTOCTATHYECKYIO TUIOTEH3HIO, KOTOpas COMPOBOXKIAETCS TOJOBOKPYKEHHEM,
TaXWKapIuei, B HEKOTOPBIX CIydasx - OOMOPOKOM, OCOOGHHO B Hayaje Tepamuu (CM. pasien
«Oco0ble yKazaHus»).

5. OTMeueHBI OYCHb PeJKHUe CIydan 000CTPEHHUS caxapHOTo quadeTa.

6. Ouenka yactorel naHHoii HP mpoBoammack Ha OCHOBaHUM PE3yIbTATOB MHOCTPETHCTPALIMOHHOTO
HaOIIOICHHS.

7. TloBbIllIeHME KOHLEHTPALUWH TIIOKO3BI B IUIa3Me KPOBM Haromak > 126 mr/an (> 7,0 MMonb/n) unm
KOHIIGHTPALMX TIIOKO3BI B MJia3Me KpoBU mocie npuema numu > 200 mr/mn (> 11,1 MMoab/m) XoTs
OBl IPH OTHOKPATHOM OIIPEJCIICHHH.

8. bonee Bricokas dactora aucdaruu Ha QoHE KBETHANMHA [0 CPAaBHEHUIO C IuTanebo Obla oTMeueHa
TOJIBKO y MAIIMEHTOB C JETPECCUEH B CTPYKType OUITOJIIPHOTO PacCTpOMCTBa.

9. IloBeimieHHe UCXOOHOM Macchl Tena Ha 7 % u Oonee. B 0OCHOBHOM, BO3HMKAeT B Hayaje TEPaluH y
B3POCIIBIX.

10.Ilpu m3y4yeHHH CHHAPOMA «OTMEHB» B KPAaTKOCPOUHBIX IUIaLe00-KOHTPOIMPYEMBIX KIMHUYECKUX
UCCIICIOBAHUAX KBETHAIIMHA B PEKUME MOHOTEpanuy OBIIM OTMEUYEHBI CIEAYIOIIHE CHUMITOMBI:
OccCcOHHUIIA, TOIIHOTA, TOJOBHas 0O0Jb, OUapes, PBOTA, T'OJIOBOKPYXKEHUE H Pa3ApaKUTEIbHOCTB.
YacToTa CHHIpPOMa «OTMEHBD» CYIIECTBEHHO CHIDKaJach depe3 | HeAenro Iocie MNpeKpalleHust
nprema mpernapara.

11.TloBbIlIeHUe KOHIGHTpalmu Tpuruinepuao > 200 mr/ma (> 2,258 MMoib/i1) y NalueHTOB
> 18 et v > 150 mr/mn (> 1,694 mMmonb/n) y nanueHToB < 18 ner, XoTs Obl MPH OJHOKPATHOM
OTIpeJICIICHHH.

12.TloBbIllIeHHE KOHIIGHTpALUU oO1iero xojecrepuna > 240 mr/mi (> 6,2064 MMOJIb/i1) y TAlMEHTOB
> 18 ner wiu > 200 mr/mn (> 5,172 mmonb/n) y manueHToB < 18 jieT, X0oTs Obl IPU OJTHOKPATHOM
OTIpeJIeIICHUH.

13.Cwm. nanee o tekcty MHCTpYKITUH.

14.Cuwxkenne xonudecTsa TpoMooruToB < 100 x 10%11, X0Ts GBI IPY OXHOKPATHOM ONPE/IEICHUH.

15.be3 cBS3M CO 37O0KAYECTBEHHBIM HEHPOJIENTHYECKUM CHHIApPOMOM. [lo AaHHBIM KIMHHYECKUX
UCCJIEIOBAHUH.

16.11oBbIlIeHHEe KOHIEHTPALUK MPOJAaKTUHA Y manueHToB > 18 jer: > 20 mkr/n (> 869,56 nMons/in) y
MykuuH; > 30 Mkr/in (> 1304,34 nMouIb/1) y KEHIIIHH.

17.MoxeT NMpUBOJUTH K MAJCHHUIO.

18.Camxenue xoHueHtpauuu xonecrepuna JINBII < 40 mr/mn (< 1,03 mMons/in) y Myxuut u < 50 mr/an
(< 1,29 MMOIIB/I1) Y KEHIIHUH.

19. lannbie HP wacto orMeuanu Ha oHE TaXMKapIuH, TOJIOBOKPYKEHHS, OPTOCTATUIECKON TMIIOTEH3UN
W/WIIM COMYTCTBYIOLIECH MAaTOJIOTUH CEPACUYHO-COCYAUCTON HITH JBIXaTEIIbHOW CHUCTEMBI.

20.Ha ocHOBaHMHM MOTCHIMATHHO KIMHUYECKH 3HAYMMBIX OTKJIOHEHHIH OT HOPMAJIBHOTO HMCXOTHOTO

YPOBHSI, OTMEUEHHBIX BO BCEX KIMHUYECKHUX HCCIAEAOBaHMSIX. MI3MeHEHN KOHIICHTpauy oomiero T4,

11
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(nMone/m) mpu ompeneneHny B Jroboe Bpems. M3meHenue konueHTpaumu TTI > 5 MMEgn/n npu
OTIpeJICIICHUH B JII000€ BpeMsl.

21.Ha OCHOBaHMHW MOBBINIEHHOH YacTOTBHI BO3HWKHOBEHHUS PBOTHI y MAIIEHTOB IOXKWIIOTO BO3pacTa
(> 65 neT).

22.B KpaTKOCPOYHBIX KIMHHYECKHX HCCICAOBAHUAX MOHOTEpANWy KBETHAIIMHOM Yy TAalueHTOB C
KOJIMYECTBOM HEHTPO(UIOB 10 Hayana Teparmuu > 1,5 x 10%n ciyuan meiitponennu (KOJIMYECTBO
neltpopunos < 1,5 x 10%1) otmeuensl y 1,9 % manueHToB B IpyIIE KBeTHAaNUHA MpoTus 1,5 % B
rpynne miane6o. CHwkeHne KomudecTBa Heittpodumos > 0,5, Ho < 1,0 x 10%n ormeuanoch ¢
qactotoii 0,2 % B rpynne KBeTuanuHa u mwiane6o. CHwKeHre KonmudecTBa HeiTpopmnos < 0,5 x 10%n
XOTs1 Obl IpU OJHOKpaTHOM ompenesneHuu otMmedeHo y 0,21 % manueHToB B Ipymne KBETHAIMHA
npotus 0 % B rpynne miane6o.

23.CHmxeHne KoHIeHTparuu remorioornHa < 13 r/mr y myxunH 1 < 12 1/171 y )KeHIIHH, X0Ts Obl mpu
OJITHOKPATHOM OIpeAereHur otMeuyasnoch y 11 % nauueHToB Ha ¢oHE mpuema KBETHAIMHA BO BCEX
KJIMHAYECKUX HCCIEIOBAHUAX, BKIOYAs AJIUTENbHYIO Tepamuioo. B KpaTkocpouHbIX —Iuiane6o-
KOHTPOJIMPYEMBIX HCCIEIOBAaHUIX CHIKEHHE KOHLEHTpaluu remornoduHa < 13 r/am y MyX4uH U
< 12 r/an y XeHILIMH, XO0TA Obl IPU OJHOKPATHOM ONpEAETICHUH, OTMe4alIoch y 8,3 % mauueHToB B
rpymnie KBeTHANMHA IO CPpaBHEHUIO ¢ 6,2 % B rpynme ¢ mianedo.

24.Ha OCHOBaHMH TOTEHIHMAJIbHO KIMHWYECKH 3HAYMMBIX OTKJIOHEHHH OT HCXOIHO HOPMAaJIbHOTO
YPOBHSI, OTMEUYEHHBIX BO BCEX KIMHWYECKUX HcCieqoBaHusX. [I0BhIIEHHE KOMNYeCTBa D03MHOMDUIIOB
> 1 % 10%n npu onpenenenuu B 1060€e BpeMsI.

25.Ha OCHOBaHMH TOTEHIHMAJIbHO KIMHAYECKH 3HAYMMBIX OTKJIOHEHHH OT HCXOIHO HOPMAaJIbHOTO
YPOBHSI, OTMEYEHHBIX BO BCEX KIMHUYECKHUX HcciefoBaHusX. CHIDKEHHE KOJIMYECTBA JICHKOIUTOB
< 3 x 10%n npu onpeneneHuyu B 1H060€ BPEMSI.

26.MoeT pa3BUTHCS B MOMEHT HJIM BCKOpE IMOCIe Hadasia TepPallii U COMPOBOXKAATHCS THIIOTEH3UEH
u/um ooMopokoM. Yactora ycTaHOBIIEHA Ha OCHOBAaHUHM COOOIICHHH O Pa3BUTUU Opagukapivud U
cBsizaHHBIX HP BO Bcex KITMHUYECKHUX HUCCIIEIOBAHUSX KBETHAIMHA.

27.Ha OCHOBaHMHM OLICHKH YacTOTBHl Yy NAalMEHTOB, MPUHUMABLIIMX YYacTHE BO BCEX KIMHUYECKUX
WCCIIEIOBAHMSX KBETHANMHA, Y KOTOPBIX OTMedYasnach Tsbkenas Heirpomenus (< 0,5 x 10%n) B
COYETaHUH C MHPEKLIUSIMH.

28.Cwm. paznen «lIpumenenune npu 6epeMEHHOCTH U B IEPUOJ] TPYAHOTO BCKAPMIIMBAHUS.

Vanunenue unrepBana QT, xenynodukoBas apuTMHsi, BHE3allHas CMEPTh, OCTAaHOBKa cepAlla U
JIBYHAIPaBJIEHHAs JKEIIYJ0UKOBas Taxukapaus cuurarorcss HP, npucymmmu HeliponenTukam.

Yactora OIIC B KpaTKOCPOYHBIX KIMHUYECKUX HCCIEIOBAHUSAX Yy B3POCIBIX MAIMEHTOB C
mu3odpeHnel 1 MaHUEH B CTPYKType OUTIOISIPHOTO pacCTPOMCTBA OblJIa COMTOCTAaBUMA B TPYIIIE

KBETHANWHA U Tutanebo (mamueHTtsl ¢ musodppenueii: 7,8 % B rpynmne kBetnanuHa u 8,0 % B
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kBernanuHa u 11,4 % B rpymnre miamne6o).

Yactora DIIC B KpaTKOCPOUHBIX KIMHUYECKUX HCCIIEIOBAHUIX Y B3POCIBIX MAIIMEHTOB C
Jenpeccueil B CTpYKType OUIOJIIPHOTO pacCTpOiiCTBa B IpyIie KBeTuanuHa coctaBuia 8,9 %, B
rpynne miane6o — 3,8 %. [Ipu atom yactora otnenbHbIx cumnToMoB DIIC (Takux Kak akaTusus,
OKCTpAaNUpaMUJIHBIE  PACCTPOMCTBA, TPEMOp, [IUCKHHE3Ws, JHUCTOHHS, OECIOKOWCTBO,
HENIPOU3BOJIbHBIC COKDAIICHHSI MBI, TICHXOMOTOPHOE BO3OYXKIEHHE U  MBIIICYHAS
PUTUIHOCTD), KaK MpaBUiIo, Obljla HU3KOW U He mpeBbiana 4 % B Kaxa0W 13 Tpymm tepanuu. B
JOJITOCPOYHBIX KIMHUYECKUX HCCIICIOBAHMSX KBETHANUHA MPH MU30PPEHUU U OUIOISIPHOM
paccTpoiicTBe y B3pocibix narueHToB yactora JIIC Obpuia cormoctaBuMa B rpyIinax KBeTUAMMHA
¥ 1areoo.

Ha ¢one Tepanuu KBETHAMMHOM MOXET OTMEYaThCs J0303aBUCHUMOE CHIDKEHHUE KOHIEHTPAIIUU
TOPMOHOB IIUTOBUHON Kene3bl. YacToTa MOTEHUUATbHO KIMHUYECKH 3HAUYMMBIX W3MEHEHUH
KOHIIGHTPAllMd  TOPMOHOB  IIUTOBUAHOW  JKEJIE€3bl B  KPATKOCPOUHBIX  KIMHUYECKHX
uccienoBanusx st obmero T4 cocraBuna 3,4 % B rpynne kBeruanuHa u 0,6 % B rpymnmne
wiane6o; s ceodoanoro T4 — 0,7 % B rpynne kBetuanura npotus 0,1 % B rpynne miame6o;
st obmero T3 — 0,54 % B rpynne kBetmanuHa npotuB 0,0 % B rpymnmne rianebo; ams
coboanoro T3 — 0,2 % B rpynne kBernanuna npotus 0,0 % B rpymnmne mnanedo. M3menenue
koHueHTpauuu TTI ormeueHo c¢ wacrotoit 3,2 % B rpymme kBeThHanuHa u 2,7 % B Tpymnme
miane6o. B KpaTKOCPOYHBIX  KIMHUYECKUX  HCCIEOBAHUSX  MOHOTEpAlMM  4acToTa
NOTEHIMAIBHO KIMHUYECKU 3HAaUUMbIX U3MeHeHui koHueHTpauuu T3 u TTT cocraBuna 0,0 % B
rpynne kBetuanuHa u mianedo; st T4 u TTI cocraBuna 0,1 % B rpymnmne kBeTHanuHa MpOTUB
0,0 % B rpynme mnane6o. J[aHHBIE M3MEHEHMs, KaK IMPaBUJIO, HE CBSI3aHbI C KIMHUYECKHU
BBIPQXEHHBIM THIOTUPEO30M. MakcuManbHOE CHIDKEHHE ofmero u  cBobogHoro T4
3aperucTpUPOBaHO Ha O6-H HeJene Tepanuu KBETHANMHOM, 0e3 albHEWIIero CHIKEHUs
KOHIIGHTpAIlMd TOPMOHOB TIPH UIMTEILHOM JiedeHUHW. [IpakTHYecKH BO BCEX Ciydasx
KOHIIEHTpalus oOmero u cBoOoaHoro T4 Bo3Bpamanach K HMCXOAHOMY YPOBHIO TIOCIE
MpEKpaIIeHUs] Tepanuy KBETUAIIMHOM, HE3aBUCUMO OT JJIUTENbHOCTH JeueHus. KoHueHnTpanus
TupokcuHceBs3biBaroniero rnodymuna (TCI) mpu ompeneneHuu y 8 MAalMEHTOB OCTaBalach
HEU3MEHHOI.

Ilepeno3upoBka

Coobmanocr 0 JeTaIbHOM HcXoJe npu mpueMe 13,6 T KBeTHaNuMHA Yy MAalUEHTa,
Y4acTBOBABILIETO B KJIMHUYECKOM HCCIEAOBAaHUU, a TAKXKE O JIETAIBHOM MCXOJE MOocie MpuemMa
6 r KBeTHAaNHMHA MPU MOCTPETUCTPAMOHHOM H3Y4YeHHMM Tpemnapara. B To ke Bpems, omucan

Cily4ai mpremMa KBeTHarnuHa B 03¢, npepbimaromieii 30 , 6e3 1eTaJbHOT0 UCX0/1a.

13



MY OTUETY

COOTEBETCTEYET . .
ot 2012 y M2 2ET7
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yBenuueHuto QTc uHTepBana, CMEPTU UM KOME.

VY ManMeHToB C TSHKENBIMH CepACYHO-COCYIUCTHIMH 3a00JIEBaHUSIMH B aHAMHE3€ PUCK Pa3BUTHSA
HP npu nepeno3upoBke MOXeT yBenuuuBaTbes (M. paznen «Ocolble yKazaHHs»).

Cumnmonmbi

CuMNTOMBI, OTMEUEHHBIE IIPU IEPEAO3UPOBKE, B OCHOBHOM, OBUIM CIIEICTBUEM YCUIICHUS
U3BECTHBIX (hapMaKoJIOTHYeCKUX 3(()EKTOB KBETHANMHA, TAKUX KaK COHJIMBOCTh MU CEIallHs,
TaXUKap/us, CHUKEHHUE apTepUAIbHOTO JaBJICHUS U aHTUXOJMHEPruyeckue d3PPeKTsl.

Jleuenue

Crienuduueckux aHTUJOTOB K KBETHANMHY HET. B cilydasx TspKenoil MHTOKCHUKAIMH CIIETyeT
IIOMHUTb O BO3MOYKHOCTU MEpPEAO3UPOBKH HECKOJbKMMHM JIEKAPCTBEHHBIMU IIperapaTaMu.
PexomeHyeTcst IpOBOUTh MEPONPUATHS, HAIIPABJICHHbIE HA MOJepKaHue (PYHKIUH JbIXaHUSL
U CeplIeYHO-COCYIUCTON CHCTEMBbl, OOecreueHHe aJeKBaTHOM OKCUI€HAllMd M BEHTHJISALMH.
OnyOnuKoBaHBI COOOIIEHUS O pa3peuieHnu Tsokenbix HP co cTopoHBI IeHTpaibHONM HEpBHOU
cucremsbl (LIHC), B ToM uMcie KOMBI, A€TUPUS U SBHOTO aHTHXOJIMHEPTUYECKOTO CHHIPOMA,
10cjae BHYTPUBEHHOTO BBeJICHUs (PU30CTUIrMHUHA (B J03€ 1—2 MI) MOJ MOCTOSHHBIM KOHTPOJIEM
anexkTpokapauorpammsl (OKT).

B cinydae BO3HMKHOBEHHS pe(pakTepHOW apTepHaTbHOM TUIIOTEH3UH IpPU TMEpPeaO3HpPOBKE
KBETHAIMHA JICUEHUE CIIEIYeT OCYLIECTBIISTh IyTEM BHYTPUBEHHOI'O BBEJICHUS JKUJIKOCTH W/WIIH
CHUMITATOMUMETHUYECKUX MPEenapaToB (He cieayeT Ha3HayaTh SIUHEYPHH U 10(aMUH, TOCKOIbKY
CTUMYJISALUS  [-aApEHOPELEeNTOPOB MOXKET BBI3BATH YCHUJIEHHE CHIDKEHHUS apTepHallbHOTO
JaBjieHus Ha (poHe OJI0Ka bl 0-aIpEHOPEIENTOPOB KBETHAIMHOM).

[TIpombiBaHue xenyaka (mocie HMHTYOalMM, €ciIM MaluMeHT Oe3 CO3HaHMs) M Ha3HaueHue
aKTUBUPOBAaHHOTO YIWIA U CIaOUTENbHBIX CPEACTB MOXKET CHOCOOCTBOBATH BBIBEIEHUIO
HeaOcopOMpPOBAaHHOIO KBETHANNHA, OHAKO 3()()EKTUBHOCT 3TUX MEpP HE U3YyYEHA.

[TpucranbHOE MEIULMHCKOE HAOIO/IEHUE JTOJKHO MPOJOJIKATHCS 0 YIYUYIIEHHUS] COCTOSHUS
nanueHTa.

B3anmopneiicTBHe ¢ APYTMMH J1eKAPCTBEHHBIMH CPeACTBAMU

Crnenyer coOmoaTh OCTOPOXKHOCTh MNP KOMOMHMPOBAHHOM IpPHMEHEHHH Ipernapara
Ksetnanmn KanoH ¢ gpyrumm npenapatamu, BoszaeuctByrommmu Ha [IHC, a Takxke ¢
AJKOTOJIEM.

Crnenyer coOmoaTh OCTOPOXKHOCTh y TAIMEHTOB, NPUHUMAIOLIMX JPYTHe aHTAarOHUCTHI
XOJIMHEPTUYECKUX (MYCKapHHOBBIX) PeLenTOPOB (cM. pasaen «Ocolble yKa3aHUs»).
N3odepment cucremspl nuroxpoma P450 3A4  sgBuseTcss OCHOBHBIM — HM30()EpPMEHTOM,

OTBEYAIONTUM 3a METa0OJU3M KBETHANHMHA, OCYIICCTBIISIFONIUICSA Yepe3 CHUCTEMY ITMTOXpoMa
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KeTOKOHa3050M, uHruouropom m3opepmenta CYP3A4, npuBoamiio K yBETHUEHHUIO IUIOIIAAN
noja KpuBoi «xoHueHTpanus-Bpems» (AUC) kBetuanuna B 5-8 pa3. [loatoMy onHOBpeMeHHOE
pUMEHeHUe KBeThanuHa U MHruoutopoB m3odepmenta CYP3A4 (keTokoHa30J1, HHTHOUTOPHI
BUY-niporeas, 3pUTpOMUIIMH, KIAPUTPOMUILMH U JIp.) NPOTHBONOKa3aHO. Takxke He
PEKOMEH/I0BAaHO MPUHUMATh KBETHAIIMH BMECTE C IPEeHNI(pPYTOBBIM COKOM.

B ¢dapmakoknHETHYECKOM HCCIEIOBAHUM MHOTOKPATHOE INPHUMEHEHHE KBETHANMHA 10 WIIH
OJIHOBPEMEHHO C TMpueMOM KapOama3enuHa MPUBOAMIO K 3HAYUTEILHOMY IOBBIIICHUIO
KJIMpEHCa KBETHAllMHa W, COOTBETCTBeHHO, yMeHblieHuro AUC, B cpennem, Ha 13 %, 1o
CpaBHEHHIO C IPUEMOM KBETHANHMHA 0e3 kapOamasenuHa. Y HEKOTOPHIX MAIMEHTOB CHUKECHUE
AUC 06pi0 emie Oosiee BbIpaXEHHBIM. Takoe B3aMMOACHCTBHE COMPOBOXKAAETCS CHIDKEHHEM
KOHIIEHTpAllMd KBETHAllMHA B IJJa3ME€ U MOXET CHIKaTh J((EKTUBHOCTh Tepanuu
KBETHAIIUHOM.

OnHOBpeMEHHOE  IPHMEHEHHE KBETHAnmMHA ¢  (EHUTOMHOM, JPYIHM  HHIYKTOPOM
MHUKPOCOMAIBHBIX (DEPMEHTOB IEYECHHU, COMPOBOKIAIOCH €IIe 0ojiee BHIPAKEHHBIM (IIPHMEPHO
Ha 450 %) mnoBblIeHWEM KIWpeHca KBeTuanuHa. lIpuMeHeHue KBeTHAnmWHa MAIlMEHTAMU,
MOJYYAIOUUMU UHAYKTOPHl MHUKPOCOMAIIbHBIX (DEPMEHTOB TMEU€HHU, BO3MOXKHO JIMIIL B TOM
cllydae, eciii OXHjaeMas Mojb3a OT TepaluH KBETHAIIMHOM IPEBOCXOJIUT PHUCK, CBSI3AHHBIN C
OTMEHOH IpenapaTa-MHIYKTOpa MHKPOCOMaJIbHBIX (epMeHTOB mneueHu. l3MeHeHue m03bl
IpenapaToB-UHAYKTOPOB MHUKPOCOMAIbHBIX ()EPMEHTOB MEUEHHU JIOJKHO OBITh MOCTETIEHHBIM.
[Ipy HeoOXoAMMOCTH, BO3MOXHO HX 3aMEIIeHUE TpenapaTaMy, HE HHIYHUPYIOIIUMHU
MHUKpOCOMaJIbHbIE (PEPMEHTHl MEYeHH (HampuMep, IpenapaTaMy BaJbIIPOEBOW KHUCIIOTHI).
KBernanuH He BbI3bIBAT HMHIYKIMM MHUKPOCOMAJbHBIX (PEPMEHTOB IE€YEHH, YYaCTBYIOIIUX B
MmeTaboau3me peHazoHa.

@dapMaKOKMHETHKA KBETHAIIMHA CYIIECTBEHHO HE M3MEHsAJIach IpU  OJHOBPEMEHHOM
IPUMEHEHUN aHTHJAENpeccaHTa uMurnpamuHa (uHruOutop wusodpepmenta CYP2D6) wumm
¢dnyokceruna (naruoutop msopepmentoB CYP3A4 u CYP2D6).

@apMaKOKMHETHKA KBETHAllMHA CYLIECTBEHHO HE H3MEHSETCS IpU  OJAHOBPEMEHHOM
IPUMEHEHUN C AHTUICUXOTHMYECKUMHU JIEKAPCTBEHHBIMH CPEICTBAMU PHUCIEPUIOHOM WU
rasionepuoioM. OJHAKO OJHOBPEMEHHBIM MpPHEM KBETHANMHA W THOPUAA3UHA MPUBOAMUI K
MOBBINICHHUIO KIIMPEHCa KBeTHannHa npuMmepHo Ha 70 %.

@®apMaKOKMHETHKA KBETHAllMHA CYHIECTBEHHO HE W3MEHSAETCS INpU  OJHOBPEMEHHOM
IIPUMEHEHNN UMETHINHA.

[Ipu omHOKpaTHOM TIpHeMe 2 MT Jlopa3enama Ha (poHe mpuemMa KBeThanuHa B 03¢ 250 mr 2 pasza

B CYTKHU KJIMPEHC Jiopasenama CHikaetcsi mpuMmepHo Ha 20 %.
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dapMaKOKMHETHKA TIPEMapaToB JIUTHS HE I/IsMeHﬂeTéE| I%HE%%EJ%E%;I' -lr_lf)'mlvre"['{%'lmn

KBETHAIMHA.
He oTmMeueHO KIMHHYECKH 3HAYUMBIX W3MEHEHUH (DapMaKOKWHETHKH BaJbIIPOSBOW KUCIOTHI U
KBETHAIMHA IIPU COBMECTHOM IIPUMEHEHHUH BaJblIpOaTa CEMUHATPHUS U KBETUANIMHA.
DapMaKOKMHETUYECKUE HCCIIEOBAaHUS [0 HW3YYCHHMIO B3aUMOJCHCTBHUS KBETHAMHA C
npenapaTamu, IpUMEHIEMbIMH IIPU CEPACYHO-COCYTUCTHIX 3a00JICBaHUAX, HE IPOBOIMUIIHCE.
Crnenyer coOm0gaTb OCTOPOXKHOCTh TNPH KOMOMHUPOBAHHOM TPUMEHEHHHM KBETHANIMHA U
[pernapaToB, CHOCOOHBIX BbI3BATh HAPYIICHHE OJJIEKTPOJUTHOTO OanaHca W Y/UIMHEHUE
unrepnana QTc.

VY nanueHToB, NIPUHUMABIINX KBETHUAIWH, OBLJIM OTMEUYEHBI JIOKHOIOJIOKUTEIBHBIE PE3YIIbTaTh
CKpUHMHT-TECTOB Ha BBISBICHUE METAJOHA U TPUIMUKIMYECKHX AHTUICIPECCAHTOB METOJOM
UMMYHO(EPMEHTHOTO aHanu3a. [ moATBepk AeHUS Pe3yIbTaTOB CKPUHUHTA PEKOMEHIYeTCs
MIPOBEJICHUE XPOMATOrpaPprUIeCKOro UCCICJOBAHMUS.

Oco0ble ykazanus

Jlemu u noopocmku (6 6ozpacme om 10 oo 17 nem)

[Tpenapat KBetnanun KaHoH He moka3aH Al IpUMEHEHUs y JETeH U MOJAPOCTKOB B BO3PACTE JI0
18 5eT B CBSI3M C HEOCTATOUHOCTHIO JaHHBIX MO MPUMEHEHHUIO B 3TOW Bo3pacTHOi rpymme. [1o
pe3yabpTaTaM KJIMHUYECKUX HCCIIeIOBAaHUN KBeTHanmuHa, HekoTopelie HP (moBwiienue anmerura,
MOBBIIICHHE KOHIIEHTPAIIUU MPOJIAKTHHA B CHIBOPOTKE KPOBH, PBOTA, HACMOPK U OOMOPOKH) y
JeTei U MOAPOCTKOB HAOI0aIH ¢ OOJBIIEH YaCTOTOM, YeM Y B3pOCIBIX MalMeHToB. HekoTopsie
HP (OIIC) y pmereit M MOAPOCTKOB MOTYT UMETh pa3HbIe MOCIEJICTBUS MO CPaBHEHHUIO CO
B3pOCJIBIMM TMallM€HTaMH. Takke OTMEYEHO TOBBIIIEHUE apTEepUaIbHOTO JaBJICHUS, HE
HaOJIOIaBIIIEECs] Y B3POCIBIX MAIIUEHTOB. Y JETEH U MOJAPOCTKOB TakKe HAOJI01alii U3MEHEHNE
(GYHKIIMY IIUTOBUIHOM JKENE3Bl.

BnusHue Ha pocT, MOJIOBOE CO3PEBAHKME, YMCTBEHHOE PAa3BUTHE U MOBEICHUYECKHE PEAKLIMH MIPU
JUIUTETLHOM NpUMeHeHuu (Oosiee 26 Hesenb) KBeTHAIMHA HE N3Yy4ajloch.

B mrane60-KoOHTpOIUPYEMBIX HCCIICIOBAHUAX Y IETEH M TOAPOCTKOB C MU30(PpEeHUEH 1 MaHUEH
B CTPYKTYpe OUIOISIPHOTO paccTpoicTBa 4acToTa pa3Butus DIIC Oblna Beilie MPH MIPUMEHEHUN
KBETHAIMHA TI0 CPABHEHHIO C I1are6o.

Cyuyuod/cyuyudanvHole MblCIU UTU KIUHUYECKOE YXYOUlEeHUE

Henpeccust mpu OUMOIAPHOM PACCTPOUCTBE CBsI3aHA C MOBBIIMIEHHBIM PUCKOM BO3HUKHOBEHUS
CYHUIIUJANBHBIX MBICIEH, CAaMOTOBPEKACHUS M CyUIUuAa (COOBITUH, CBS3aHHBIX C CYUIIUIOM).
JlaHHBII pUCK COXpaHsAETCs 1O MOMEHTA HACTYIUJIEHUS BhIpaXKeHHOM peMuccun. BBuay Toro, 4to
JI0 YIIYYILIEHHUS] COCTOSIHMSI MallMeHTa ¢ Hayajia JICYeHHUs] MOXKET MPOUTH HECKOJIBKO HEZelb WIH

OoJibIle, MAMEHThl JOJKHBI HAXOAUTHCS IO MPUCTATBLHBIM MEIUIIMHCKAM HAOJIOACHUEM 10
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MOJKET IOBBICUTHCS HA PaHHUX CTAgUsAX HAcTymieHus pemuccuu. Crenyer npeaynpexiarhb
NAlMEeHTOB (OCOOCHHO OTHOCSIIMXCS K TPYIIE MOBBIIIEHHOIO pHCKA CYHIHIA) U HX
norneyuTesied 0 HEOOXOIUMOCTH KOHTPOJISI KIMHUYECKOTO YXYALICHUS, CYUIUAAIBLHOTO
MOBEJICHUS WJIM MbICIIEH, HEOOBIYHOTO U3MEHEHHUS B MMOBEACHUU M HEOOXOIUMOCTH HEMEIJIEHHO
00paTUThCS K Bpady B CIIy4ae UX MOSBICHUS.

[To ngaHHBIM KJIMHUYECKUX HCCIICOBAHWA Yy TAIlMEHTOB C JACMPECCHEH MpH OHIOIIPHOM
paccTpoiicTBE PUCK Pa3BUTHs COOBITUMN, CBA3aHHBIX C cyuuuaom, coctaBui 3,0 % (7/233) ans
kBetranuaa u 0 % (0/120) mist nmae6o y nanueHToB B Bo3pacte 18-24 roma; 1,8 % (19/1616)
it kBetuanuHa u 1,8 % (11/622) ninst nnane60 COOTBETCTBEHHO Y AIIMEHTOB CTapIie 25 JeT.
Jpyrue mncuxuyeckue paccTpoWCTBa, JUIS TEpalMM KOTOPBIX HA3HAYaeTCsl KBETHUAIIMH, TAKKe
CBS3aHBl C TIOBBIIICHHBIM PHUCKOM COOBITHI, CBA3aHHBIX C cyunujaoMm. Kpome Toro, Takue
COCTOSTHUSI MOTYT OBITh KOMOPOUJHBIMU C JIETIPECCUBHBIM 3MH30/I0M. TakuM 00pazoM, Mepsl
IPEIOCTOPOKHOCTH, MPUMEHSEMbIE IPU TEpanud NALUEHTOB C JIENPECCUBHBIM AIHU30/0M,
JIOJIKHBI IPUHUMATBCS U IPU JICUEHUH MTALIUEHTOB C JPYTUMHU [ICUXUUYECKUMHU PacCTPONCTBAMHU.
[Ipu pe3koM mpeKpalieHud Tepanuu KBETHAMHOM CcIeAyeT NpPUHHMATh BO BHHUMaHUE
MOTEHLMATBHBIA PUCK PA3BUTUSA COOBITHIA, CBA3AHHBIX C CYULIUIOM.

[TarueHTsl € CyMUUAQIBHBIMM COOBITUSIMH B aHaMHe3€, a TaKKe NAlUEHTbl, OTYETIMBO
BBICKA3bIBAIOUINE CYUIUJAIbHBIE MBICIM [Epe] HayaloM Tepanuu, OTHOCATCS K TpyIIe
MOBBIIIEHHOTO PUCKA CYMIMJAIBHBIX HAaMEPEHUH M CYMIMJAIbHBIX IONBITOK U JIOJIKHBI
TIIATeNbHO HabmoaaThes B npouecce jeueHus. [Iposeaennsiiit FDA (YnpasieHue no KOHTpOIIO
3a MUILEBBIMM NPOAYKTaMU U JieKapcTBeHHbIMU cpenctBamu, CIIIA) meraananus muiane6o-
KOHTPOJIMPYEMBIX HCCIIEIOBAaHUIM aHTUAENPECCAHTOB, OO0OOLIAlOMMNA JaHHbIE MPUMEPHO
4400 nmerert m nmoxpoctkoB U 7700 B3pOCIHBIX MAlMEHTOB C ICUXUYECKUMHU PACCTPONCTBAMU,
BBISIBUJI TIOBBILIEHHBIM PHUCK CYWIUAAIBHOTO TIOBEAECHUS Ha (OHE AaHTUACTIPECCAHTOB IIO
CpaBHEHHUIO C TuTanebo y JeTei, MOAPOCTKOB M B3POCIBIX IMAIIMEHTOB B BO3pacTe A0 25 JeT.
JlanHblit MeTaaHau3 HE BKJIIOYAET MCCIEIOBaHUS, TJ€ MCIOIb30BaICS KBETHANMH (CM. pa3zien
«®Papmakosiornyeckue cBoricTBa. @apMaKkoANHAMUKAY).

[To maHHBIM KPAaTKOBPEMEHHBIX I1J1a11€00-KOHTPOIMPYEMBIX HCCIIEIOBAaHUN MO BCEM MOKa3aHHIM
U BO BCEX BO3PACTHBIX TPYIIAX 4acTOTa COOBITUM, CBA3AHHBIX C CyuuuaoM, coctasuia 0,8 %
Kak 1 kBetuanuna (76/9327), tak u s manebo (37/4845).

B sTux muccnenoBaHusAX y MalUMEHTOB ¢ MH30(peHHEN PUCK Pa3BUTHUS COOBITUMH, CBS3aHHBIX C
cyunuaom, coctaBui 1,4 % (3/212) ansa kBetnanuna u 1,6 % (1/62) mist mnane6o y naiyueHToB B

Bo3pacre 18-24 roma; 0,8 % (13/1663) nns kBeruanuua u 1,1 % (5/463) nns mmaune6o y
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nanuenToB crapuie 25 ner; 1,4 % (2/147) nis KBCTI/I'I '1;'1{-315‘:{':35%]_?%';15; :1&3:[';15'616"0 \%

MalKeHToB B Bo3pacte 10 18 ser.

VY nmanyeHToB ¢ MaHHEW MPHU OUITOJIIPHOM PACCTPOICTBE PUCK PA3BUTHSI COOBITHIA, CBI3aHHBIX C
cyuruaom, coctaBmit 0 % (0/60) mns xkBernanmaa U 0 % (0/58) mis mane6o y manueHToB B
Bo3pacte 18-24 roxa; 1,2 % (6/496) musa keetnanuna u 1,2 % (6/503) nns mnane6o y naueHToB
crapme 25 ner; 1,0 % (2/193) nns xBetnanuHa u 0 % (0/90) mns 1urane6o y manMeHTOB B
Bo3pacre 10 18 ner.

Connusocms

Bo Bpems Ttepanum mnpenaparoM KaetmanuH KaHOH MOXET OTMeuYaTbCs COHJIMBOCTh U
CBsA3aHHbIE C HEW CUMITOMBI, Hampumep, cemanus (cMm. pasnen «llobounoe neiicrBue»). B
KJIIMHUYECKHUX MCCIIEJ0BAaHUAX C y4aCTHEM NAIMEHTOB C JENpPEeccUueil B CTPYKType OUIIONISIPHOTO
paccTpoiCTBa, COHIMBOCTD, KaK MPaBUJIO, PA3BUBAIACh B TEUECHUE MEPBBIX TPEX JHEH TEpaIuH.
Bripaxxennocts 310t HP, B ocHOBHOM, Obliia HE3HAUUTENbHON WK ymepeHHou. [Ipu pazButuun
BBIPQKCHHOW COHJIMBOCTHU IALIMEHTaM C JIEIpeccuell B CTPYKType OMIIOJIIPHOIO paccTpoicTBa
MOTyT moTpeboBaTbcsi Oojiee YacThle BH3HTHI K Bpady B TEUCHHE 2-X HENEIb C MOMEHTa
BO3HUKHOBEHHUSI COHJIMBOCTH WJIM O YMEHBLIEHUS BBIPAXKEHHOCTH CHUMIITOMOB. B HEKOTOpBIX
CIIy4asix MOKeT oTpeOoBaThCs MpeKpalieHue Tepanuu npenaparom Ksernanun KanoH.
Iayuenmul ¢ cepoeurno-cocyoucmuimu 3a001e8aHUAMU

Cnenyer coOnrofaTh OCTOPOXKHOCTh IPHM HA3HAUYEHUWM KBETHANMHA IAllMEHTaM C CEeplIeYHO-
COCYIUCTBIMM M  11epeOpOBacCKyJISpPHBIMU  3a00JI€BaHUSIMU, U  JPYTUMH  COCTOSHUSIMH,
MpepacroiaralouMMi K apTepraibHoil runoteH3uu. Ha ¢one Tepanuu KBeTHATMHOM MOKET
BO3HUKATh OPTOCTaTHYECKas TUIOTEH3Ms,, OCOOEHHO BO BpeMs TUTPOBAHUS J103bl B Hadaje
tepanuu. OprocTaTnyeckasl TMIOTEH3Us U CBSI3aHHOE C HEll FOJIOBOKPYKEHHE MOTYT MOBBIIIATh
PHUCK CIy4ailHOW TpaBMbl (NaJ€HUS), OCOOCHHO y MAallMeHTOB MOXKUJIOro Bo3pacTa. [lanmuentam
cienyer coOJIoaTh OCTOPOKHOCTH 1O TeX IOp, MOKa OHU HE aJanTHUPYIOTCS K JaHHBIM
noteHuuanbHeiM ~ HP.  Ilpm  BO3HMKHOBEHMM  OpPTOCTATHYECKOW THIOTEH3UH  MOXET
noTpeboBaThCsl CHUKEHUE J03bl WIIM 00Jiee MeJIJIEHHOE €€ TUTPOBAHHUE.

Cunopom annos 6o cHe

VYV mnauMeHToB, NPUHUMABIIMX KBETHANUH, OTMEYAJICS CHUHAPOM amHo? Bo cHe. Crnemyer
co0roaaTh OCTOPOKHOCTD MPY Ha3HAYEHUH KBETHANIMHA MallMeHTaM, MOJIy4aloluM IIpenaparsl,
okasbIBaronue yraeraromiee aericreue Ha [{THC, a Takke nmarmentam ¢ (pakTopamMu prcKa armrHOd
BO CHE (HampuMmep, U30BITOYHAS Macca TeJa/0OXUpPEeHHe, MY>KCKOW T0JI) UM C allHOd BO CHE B

aHaMHC3C.
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Cyoopooicnbie npucmynol

He BBIsSIBICHO pa3inuumii B 4acTOTE Pa3BUTHUS CYAOPOT y MAIlMEHTOB, NPUHUMABIINX KBETHAITHH
win miane6o. OgHaKo, Kak ¥ NMPU TEeparuu JPYTUMHU aHTUIICUXOTHYECKHMMHU JIEKapCTBEHHBIMHU
CpeICTBAaMH, PEKOMEHYeTCsl COOI0aTh OCTOPOKHOCTh MPH JICYCHUH MAllUEHTOB C HAIUYUEM
CYJIOPOKHBIX MIPUCTYIOB B aHaMHe3e (cM. paznen «[lobounoe nefictBue»).

IKxempanupamuousvle CUMNMOMbL

OtmeudeHo yBenuueHUe 4acToThl BOSHUKHOBEHMS DIIC y nmanueHToB ¢ fAenpeccuei B CTpyKType
OMMOJISIPHOTO paccTPOWCTBA MPHU NMpHUEME KBETHANMHA 10 MOBOAY JACTPECCUBHBIX SMU30/0B IO
cpaBHEHHIO ¢ marebo (cM. pazaen «[lobounoe necTBreY).

Ha ¢one mnpuema kBeTHanmuHa MOXKET BO3HHMKATH aKaTU3Us, KOTOpas XapaKTepH3yeTcs
HETPUSTHBIM ~ YyBCTBOM  JIBUTATEJIbHOTO OECHOKOHCTBAa, MOTPEOHOCTBIO ABHraThCsi, W
MPOSIBIISICTCS. HECMOCOOHOCTHIO MAallMeHTa CUIETh WM CToATh Oe3 jaBwmkeHus. [lpu
BO3HUKHOBEHUU MOJJOOHBIX CUMITOMOB HE CIIEAYyeT YBEIUUYUBATh 03y KBETHAIMHA.

Tlo30mns5 ouckunesus

B ciyyae pa3BuTHs CHMITOMOB NO3/IHEH AMCKMHE3WN PEKOMEHAYETCsl CHU3HUTH 03y Iperapara
WJIN TOCTEINEHHO €ro OTMEHUTh. CUMIITOMBI MO3JHEH AUCKMHE3UU MOTYT YCHIJIMBATbCS WM JlaKe
BO3HUKATH IOCIIE IPeKpalleHus npruema npemnapara (cM. pazaen «[lobounoe nerictBue»).
3noxauecmeenHbll HEUPOIenMUYECKUL CUHOPOM

Ha ¢oHe mpuemMa aHTHUIICMXOTHYECKHX MPENapaToB, B TOM YHUCIIE, KBETHAIMHA, MOXET
pasBUBaTbCA 3JI0KAYECTBEHHBIH HeWposentuueckud cuuapoMm (cMm. pasgen «llo6ounoe
neiicrBuey). KiuHMueckue MpPOSBICHUS CHHAPOMA BKJIIOYAIOT B ce0sl THIEPTEPMHUIO,
U3MEHEHHBI MEHTaJbHBI CTAaTyC, MBIIICYHYI0 PUTUIHOCTD, JIAOMIBLHOCTh BEreTaTHBHOMN
HEpPBHOM cuCTeMbl, yBennueHne akTuBHocTH KOK B mmasme kpoBu. B Takux ciydasx
HE00X0/IMMO OTMEHUTh ITPUEM KBETHAIMHA U TPOBECTH COOTBETCTBYIOILEE JICUEHHE.

Taoicenas nelimponerus u azpasyioyumos

B KkpaTkocpouHBIX TUIANEe00-KOHTPOIUPYEMBIX KIMHUYECKUX MCCISIOBAHUAX MOHOTEPAITHU
KBETHAITMHOM HEYACTO OTMEYATNCh CITy4ad TsDKEJIOW HEWTpONeHHH (KOJMYECTBO HEUTPO(PHIOB
< 0,5 x 10%1) 6e3 unpexmuu. Coob6mAnOCch O pasBUTHH AarpaHyloNuTo3a (TAXKeNoil
HEUTPOIIEHNH, aCCOLMUPOBABIIEHCS ¢ MH(PEKIMAMHU) y MAlMEHTOB, MOJYYaBIIUX KBETHANIMH B
paMKax KJIMHUYECKHUX MCCIIEOBAHUH (PENKO), a TAKKE MPH TOCTPETUCTPAIIMOHHOM PUMEHEHUH
(B TOM 4mcCIe, C JICTAIbHBIM HCXOAOM). BONBIIMHCTBO 3THX CIy4aeB TsDKEIOW HEHTPOTICHUH
BO3HHUKAJIO Yepe3 HECKOJIbKO MECAIEB MOC/IE Hauaia Tepanuy KBeTuanuHoM. He Obu10 BBISIBICHO
n10303aBUCUMOTrO0 3¢ dexTa. JlelkoneHus: u/ua HEUTPONEHUs pa3peIiaTich Mocie MpeKpaleHHs

Tepanuu KBETHANMHOM. BO3MOXXHBIMU (akTopaMu puCKa IJii BO3HUKHOBEHUS HEUTPOIECHUU
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SIBJISIFOTCS TIPEIIECTBYIOIICE MOHMKEHHOE KOJ] HYECTBO @%&%BE‘%T%M&:JT&R&TH%HO-

WHYyLIMPOBAHHON HEUTPOIICHUH B aHAMHE3E.

PasButue arpanynouuTo3a OTMEYaTd M Yy ManMeHTOB 0Oe3 QaxkTopoB pucka. Heobxomumo
YUUTBHIBaTh BO3MOXKHOCTb Pa3BUTHsSI HEUTPOIEHUWU Yy IMAlMEHTOB C HH(EKIUeH, 0COOCHHO B
Cllydae OTCYTCTBHSI OYEBHJHBIX IMpeapacroyiaraloimux (akTopoB, WIHM Y MAIUEHTOB C
HEOOBSICHUMOW JIMXOpAJAKOW; JaHHbIE Cilydaul JOJDKHBI BECTUCh B COOTBETCTBUU C
KIIMHUYECKMMU PEKOMEHIALIUSMHU.

YV mHanpeHToB ¢ KoiamdecTBoM HeiitpodmiaoB < 1,0 x 10%1 mpueM KBeTHammHa clemyeT
npekpatuth. [lanmuenTta HeoOXxoauMO HAOMIONATh Ui BBIABICHUS BO3MOXKHBIX CHMIITOMOB
MHGEKIMH U KOHTPOIUPOBATH KOIMUECTBO HEHTPO(IIOB (10 mpeBbImeHus yposas 1,5 x 10%/m).
Bzaumooeticmeue ¢ oOpyeumu nekapcmeeHHbiMU CPeOCmMEaAMU

Taxxe cM. pazaen «B3aumoneiicTBre ¢ IpyruMu JIEKapCTBEHHBIMU CPEJICTBAMU.

[IpumeHeHre KBeTHANMHA B KOMOHWHAIIMM C MOUIHBIMU HMHAYKTOpPAMHU MHKPOCOMAIIbHBIX
(GEepMEHTOB TICUYCHU, TAaKUMHU Kak KapOama3enuH W (PCHHTOWH, CIIOCOOCTBYET CHH)KCHHIO
KOHIICHTPAallMM KBETHAIMHA B IUIa3Me€ KPOBH M MOXKET yMEHbIIaTh 3(PPEKTHBHOCTH Tepanuu
npenaparoM Keernanun KaHoH.

[Ipumenenue mnpenapara Kseruanun KaHOH y DalUEHTOB, NOMYYAONIMX HHAYKTOPHI
MHUKpPOCOMAJIbHBIX (PEPMEHTOB NEYEHH, BOZMOXKHO JIMILIb B TOM CIIy4ae, €C OXKuAaeMas 1ojib3a
oT Tepanuu mnpenapatoM KaetmannH KaHOH NpPEBOCXOAMT PHCK, CBSI3aHHBIA C OTMEHOU
IpenapaToB-HHAYKTOPOB MUKPOCOMAJIbHBIX (PepMEHTOB IeueHu. M3MeHeHne 10361 IpenapaToB-
UHIYKTOPOB MHKPOCOMAJIBHBIX ()EPMEHTOB TEYEHM JIOJDKHO OBITh MOCTeneHHbIM. [lpu
HEOOXOJUMOCTH, BO3MOXXKHO KX  3aMElIeHHe [penaparaMu, HE  UHAYLHUPYIOLIUMHU
MUKpOCOMaJIbHbIE (PEPMEHTHI EYEHH (HaIlpUMep, MpenapaThbl BAJIbIIPOEBON KHUCIIOTHI).
T'unepenukemus

Ha ¢one npuéma kBeTHanruHa BO3MOXHO pa3BUTHE TMIIEPIIIMKEMUN WIM 00OCTPEHUS CaXxapHOIro
nuabera (B psje clydyaeB — C pa3BUTHUEM KETOAlU103a UM KOMBI, B TOM YHCJIE, C JIETaIbHBIM
HCXOJIOM), Yy TMAallMEeHTOB C caxapHbIM Aua0eToM B aHamHe3e. PexomeHnyercs HabOiro/ieHUE 3a
NAUEHTaMH, MOJIYYaroIIMMH KBETHAIIMH U IPYrUe HEUPOJIENTUKH, IS BBISBIECHUS BO3MOXKHBIX
CUMITOMOB THIEPIVIMKEMHMH, TAaKUX KaK NOIUYpHUs (YBEIMYEHHE KOJMYECTBA BBIAEIAEMOU
MOUYH), MOJMUAUIICUS (TTATOJIOTHYECKH YCHIIEHHAs kKak[]a), Mmojaudarus (MOBBIIICHHBIA allEeTHT)
u crnabocth. Takke pexkoMeHIyeTcs HaOJIoJIeHHE 3a MallMeHTaMU C CaxapHbIM JIuabeToM U
nalyveHTaMu ¢ (GakTOpaMu pUCKa Pa3BUTHUS CaxapHOro jauabera /sl BBISIBICHUS BO3MOXKHOTO
YXyIIIeHUs KOHTpoJs riukemun (cM. pasnen «lloGouynoe neiictBue»). Crenyer peryisipHO

KOHTPOJIMPOBATh Maccy Tefa.
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Konyenmpayus nunuoos

Ha ¢one mnpuema KBeTHanmuHa BO3MOXKHO TIOBBIIICHHE KOHIEHTPAIMU TPHUIIIULEPUIIOB,
xonecrepuna u JIITHIIL, a taxke cHmxkenue konuentpanuu JITIBII B muia3me kpoBu (cM. pasaen
«[TobouHOE AeiicTBHEY).

Memabonuueckue napyuienus

VYBennueHue Macchl Tena, MOBBIIEHNE KOHIICHTPALUK TJIIOKO3bl U JIMIIKJIOB B IIJIa3M€ KPOBH Y
HEKOTOPBIX MAI[IEHTOB MOTYT MPHBECTH K YXYIIICHUIO METa0OIUYecKOro mnpoduis, 4To
TpeOyeT COOTBETCTBYIOIIETO HAOTIOACHHUS.

Yonunenue unmepsana QT

He BbIsIBIIEHO B3aUMOCBS3M MEXAY IPUEMOM KBETHAIIMHA U CTOMKUM MOBBIIIEHUEM a0CONIOTHON
BennuuHbl nHTEepBana QT. Ognako ymmHenue unreppaia QT oTmedanock mpu nepeao3upoBKe
npernapata (cMm. pazgen «llepemosupoBkay). Cremyer coOnOAaTh OCTOPOKHOCTh IPHU
Ha3HAYCHUM KBETHUANMHA, KaK M JIPYTUX AHTUIICUXOTUYECKUX MPENnapaToB, NAlUEHTaM C
CEpJICYHO-COCYIUCTHIMU 3a00JI€BaHUSIMU U paHEEe OTMEYaBIIMMCS yaauHeHueM uHrepBana QT.
Taxoke HE0OX0IMMO COOIIOIATh OCTOPOXKHOCTh TPU Ha3HAYCHWH KBETHAITMHA OJJHOBPEMEHHO C
npenapaTamu, yaauHsSomuMu uHTepBan QTc, Ipyrumu HeWpoienTHKaMu, OCOOCHHO Y JIUIL
MOKWJIOTO BO3pAcTa, y MHAlMEHTOB C CHUHAPOMOM BPOXKIAEHHOTO yiiauHeHus uHrepBana QT,
XPOHUYECKON CEepJICYHON HEIO0CTaTOYHOCTHIO, TUnepTpodueil Muokapa, TUNOKaINEeMUen WiIn
runoMarauemueii (cM. paszaen «B3auMoeiicTBUE ¢ IpyTUMH JIEKapCTBEHHBIMU CPEIICTBAMUY).
Kapouomuonamus u muoxapoum

B Xone KIMHMYECKUX HCCIEIOBAHUN U MOCTPETUCTPALMOHHOTO MPUMEHEHUS OBbLIM OTMEYEHBI
ClIy4au pa3BUTHs KapJWOMHONATUM M MMOKAapJWTa, OJHAKO IPUYMHHAS CBS3b C IPUEMOM
npenapara He ycraHoBieHa. CieayeT OLEHUTh 11eJIeCO00pa3HOCTh TEepaluu KBETHAIMHOM Y
NAUEHTOB € IIOJJO3PEHUEM Ha KapIMOMHOIIATUIO WIA MUOKApIUT.

Tsoicenvie koorcnvie HP

[Ipy mpuMeHeHMM KBETHAllMHA COOOIIATIOCh O Pa3BUTUU TsDKENbIX KOXHbIX HP, Bkiouas
cuapoMm  CruBeHca-/[PKOHCOHA,  TOKCHMYECKMH  HSNUACPMAIBHBIA  HEKPOJU3,  OCTpPBIN
TeHepaTM30BaHHbIM HK3aHTEMATO3HBIA MYCTYNE3, MHOTO(DOPMHYIO 3pUTEMY U JIEKaPCTBEHHYIO
peakuuio ¢ 303uHoduInel u cucteMubiMu cumnromamu (DRESS-cunapom), kotopsie sBistoTcs
MOTEHUUAIBHO YIPOXKAIOIMMH JKU3HU HEXENATEIbHBIMU JIEKAPCTBEHHBIMUA  PEAKIUSAMU.
Tsokenvie koxHble HP 00BIYHO NpOSIBISIOTCS OAHMM WJIM HECKOJBKUMH M3 CIEIYIOIIMX
CHUMIITOMOB: OOIIMpHAsi KOXHas ChIlb, KOTOPas MOXET ObITh 3YyASIICH MM CONPOBOXKAATHCS
NOSABICHUEM TMYCTYJd, OKC(HOIMATUBHBIM JepMaTUT, JUXOpajKa, JauMdaaeHonaTus u
MOTEHITMAIbHAs 203UHOGUINSA Wik HeuTpodumus. [Ipn BOSHUKHOBEHHH TSKENBIX KOXHBIX HP

IIpUEM KBETHAIHMHA CIIEyeT MPEKPATUTb.
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OCmpble peaxkyuu, CceA3aHHble C OMMEHOU npendpama

[Tpu pe3koii oTMEHEe KBETHAlIMHA MOTYT HAOJIIOAATHCS CIEAYIOIIME OCTPHIE PEakuu (CHHIPOM
«OTMEHBI»).  TOIIHOTA, pPBOTA, OECCOHHHWIA, TOJOBHAs OO0Jb, TOJIOBOKPYXEHHE U
pazzpaxuTenbHOCTh. [loaTOMy OTMEHY mpemnapata peKOMEHAYETCS MPOBOAUTH ITOCTENEHHO B
TE€YEHUE, KAK MUHUMYM, OJJTHOM WJIK IBYX HEJIETIb.

Henpasunvroe npumenenue u 310ynompebnenue npenapamom

bbuin oTMedeHBl ciay4au HENpPaBWIBHOTO NPUMEHEHHUS M 3JI0yNOTPEOJIeHUS KBETHAITMHOM.
Cnenyet coOmroaTh OCTOPOKHOCTH MPH HA3HAYEHUM KBETHUAINMHA MAlMEHTaM IpHU HAJMYUH B
aHaMHe3e 3J10ynoTpeOIeHHS aIKOroJeM UITH JIEKAPCTBEHHBIMU IIperapaTaMH.

Tlayuenmui nodxxcunozo 6ospacma c oemenyuet

[Ipenapar KBetnanun KaHoH He moka3zaH JJisl JIEUEHUS TICUXO030B, CBA3AHHBIX C JIEMEHLHEH.
HekoTtoppie aTunuuHbie HEHPOJENTUKA B PaHIOMU3HPOBAHHBIX ILIAIE00-KOHTPOIUPYEMBIX
WCCIICIOBAHMSIX MPUMEPHO B 3 pasza yYBEIWYMBAIM PHUCK PA3BUTHUS LEPEOPOBACKYISAPHBIX
OCJIO)KHEHUH Yy MallMeHTOB C JeMeHIuel. MexaHu3M JaHHOrO yBEJIMYEHUS pUCKA HE H3y4eH.
AHAJIOTUYHBIA PUCK YBEIMYEHHS YacCTOTHI IepeOpPOBACKYIISPHBIX OCIOXHEHUN HE MOXKET OBITH
UCKIIFOUEH JUIsl JIPYrUX AHTUIICUXOTHMYECKUX JIEKAPCTBEHHBIX CPEACTB WIM JPYrHMX IpyIIl
nauueHToB. [Ipenapar Ksernanua KaHoH 101KeH NPUMEHSTHCS C OCTOPOKHOCTBIO Y TALIMEHTOB
C PHUCKOM Pa3BUTHS UHCYIIBTA.

AHanu3 TpPUMEHEHUs aTUNUYHBIX HEHUPOJENTHUKOB JUIsl JIEYEHHUS IICUXO030B, CBS3aHHBIX C
JEMEHLHUEW Yy MalMeHTOB IMOXHWJIOIO BO3pacTa, BBIIBUJ IOBBIIIEHUE YPOBHS CMEPTHOCTH B
rpynne NaueHToB, MOJIYYaBIInX MpernapaTsl TOW TPYIIILL, 0 CPABHEHUIO ¢ TPYIION mianeoo.
Kpome Ttoro, nBa 10-HenenbHBIX MIAne00-KOHTPOJIUPYEMBIX HCCIEIOBAaHUS KBETHAMHA Y
aHAJIOTMYHOM rpynmsl nanueHToB (n = 710; cpeanuii Bo3pacT: 83 rona; BO3pacTHOM 1Mana3oH:
56-99 ner) mokazanu, 4YTO YPOBEHb CMEPTHOCTH B TpYIe MAIMEHTOB, NPUHUMABIIUX
KBeTHanuH, coctaBun 5,5 % u 3,2 % B rpynmne tuane6o. [IpuduHBI JNeTadbHBIX HCXOOB,
OTMEUYEHHBIX y ATUX MalMEHTOB, COOTBETCTBOBAIM OXHJIA€MBbIM JUIsl JaHHOM momynsuuu. He
BBISIBJIEHO TPUYMHHO-CJIEJICTBEHHON CBSI3M MEXAY JIEYEHHEM KBETUAllMHOM M PHUCKOM
MOBBILIEHNS] CMEPTHOCTH Y TAI[UEHTOB MOKUIIOTO BO3pACTa ¢ AEMEHIIUEH.
Aumuxonunepauyeckue (MyckapuHonooooHvle) 3¢hghexmol

HopkBeTnanwH, akTHUBHBI MeTaOONMUT KBETHANMHA, O00JIAaeT CPOACTBOM (OT yMEpPEHHOMH
CTENEeHH A0 BBIPAKEHHON) K HECKOJIbKHM IMOJATUIIAM MYCKapHUHOBBIX peuentopoB. C 3TUM
cBs3anbl HP, 00ycioBneHHBIE aHTUXOIMHEPTHMUECKUM JEHCTBHEM KBETHAlMHA TIPU €ro
NPUMEHEHUH B PEKOMEHJOBAaHHBIX [103aX WJIM B COYETAaHUU C JPYTMMU I[penapaTami,
OKa3bIBAIOUIMMH aHTHXOJNMHeprudeckue »¢¢eKTbl, a Takke MNpu Mepenozuposke. Cremyer

CO6J'IIO,I[3TI) OCTOPOXHOCTE IIpHU IMPUMCHCHHUHU KBCTHAIIMHA COBMCCTHO C JICKAPCTBCHHBIMU
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CpeICTBaMH, OKa3bIBAIOIIMMH  aHTHXOJIHMHE] FI/I‘ICCKI/I‘Q a (ﬁ%&;ﬁﬁ“o%gm;fe)-r - 35)&)'%}'(%1

CrnenyeTr coOmo1aTh OCTOPOXKHOCTh TPU HA3HAYCHWM KBETHAIMHA TAIlMEHTaM C 3aJCpPKKOM
MOYM WM C 3aJEpKKOAW MOYM B aHAMHE3€, KIMHUYECKA 3HAYMMOW THIEPILIa3ueh
MIPEACTATENIbHON JKE€JIE€3bl, KHUIIEYHOM HENPOXOJUMOCTHIO WM POJCTBEHHBIMU COCTOSHUSMM,
MOBBIIICHHBIM BHYTPHUIJIA3HBIM JABJICHUEM WM 3aKPBITOYTOJIBHOM TJIayKOMOM (CM. pa3felibl
«DapmMaKoJIOrHYECKHE CBOMCTBA. dapMakoIMHAMUKAY, «ITobGounoe JIefiCTBHEY,
«Ilepeno3upoBkay», «B3aumMoaeiicTBIE ¢ APYTUMHU JIEKAPCTBEHHBIMU CPEACTBAMUY).

Hapywenus co cmoponul neuenu

B cnyuae pa3zButus xentyxu npueM npenapara Ksernanun KanoH ciienyet npekpaTutsb.
Jucghacusn

Hucdarus (cm. pazgen «llobouyHoe neiicTBUE») M acmupanus HaAOMIONATUCh TPH TEparuu
KBeTHANMHOM. [IpHYMHHO-CIIECTBEHHAs CBSI3b BOBHUKHOBEHHUS aCIUPAlMOHHOW IMHEBMOHHH C
MpUEeMOM KBETHAllMHA HE ycTaHoBieHa. OpHaKo, cleayeT coOJI0aTh OCTOPOKHOCTH IPH
HasHauyeHun 1npenapata KeermanmuH KaHOH manweHTaM C  PUCKOM  BO3HUKHOBEHHS
acMHUPALIMOHHON THEBMOHUU.

Benosnas mpombosmbonus

Ha d¢one mnpuema HEHpoONENTUKOB OTMEYEHBI CIy4al BO3HHKHOBEHHS  BEHO3HOU
TpoMO0dIMO0MU. [T0CKONIBKY y MAIMEHTOB, TPUHUMAIOIIUX HEUPOJICTITUKH, YACTO BCTPEUAOTCS
dakTOppl pHCKa BEHO3HOW TpoMOOSMOONMM, JO Hadaja HM BO BpeMs Tepamnuu
AHTUTICUXOTHYECKUMHU TIperaparaMy, B TOM YHWCJE, KBETUAIMHOM, CIEIyeT OIEHHUTH (haKTOPbI
pHUCKa ¥ MPUHATH TPOPUITAKTHUECKUE MEPHI.

3anop u nenpoxooumocms KuuleuHuKa

3anop sBiseTcss (AaKTOPOM PHCKAa HEMPOXOAUMOCTH KuiiedyHuka. Ha ¢one npumeHeHus
KBETHAlMHA OTMEYajdd pa3BUTHE 3amopa M HENPOXOAMMOCTH KHIIEYHHKA (CM. pasjen
«IToboyHOe pelicTBHE»), BKIOYAs CIy4yad C JIETATbHBIM HMCXOJOM Y TMAalMEHTOB TPYIIIIbI
BBICOKOTO PHCKa HEMPOXOAUMOCTH KHIIEYHHKA, B TOM YHCII€ MOJYYalOUIUX MHOKECTBEHHbBIC
CONYTCTBYIOIIME MPENapaThl, KOTOPbIE CHHKAIOT MOTOPUKY KHIIIEUHUKA, JAXKEe MPU OTCYTCTBUU
XKayoo Ha 3arop.

lankpeamum

Bo BpeMst KIMHUYECKUX UCCIIETOBAHUM M TIOCTPETUCTPAITMOHHOTO MPUMEHEHHS OBLTH OTMEYCHBI
ClydyaW pa3BUTHS MaHKpEaTUuTa, OJHAKO TPUYMHHASA CBSI3b C NPUEMOM IIpermapara He
YCTaHOBJIEHAa. B TOCTpErucTpalMoHHBIX COOONIICHUSX YyKa3aHO, YTO Y MHOTHUX TMaIMeHTOB
MPHUCYTCTBOBANU (DaKTOPHI PUCKA Pa3BUTHS MAaHKPEATHUTA, TAKUE KaK MOBBIIICHHE KOHIIEHTPALIUN
TpurauiepuaoB (cMm. moapazaen «KoHIEHTpanus JTUNUAOB»), XOJIETUTHAa3 U yIoTpedlieHue

AJIKOI'OJI4.
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(NOCNEOQCBATENEHOCTE 0004)

Hononnumenvnas ungopmayus

Jlanapie 00 OJHOBPEMEHHOM NPUMEHEHHWH KBETHANMHA C JAMBAJIBIIPOATOM WM JIUTHEM IpU
OCTPBIX MaHHUAKAJIbHBIX JMM30/aX JIETKOM WIM CpEeOHEM CTENEHU TSKECTH OrPAHUYECHBI.
OTMmeudeHbl Xopollas NEPEeHOCUMOCTh 3TON KOMOMHUPOBAHHOM Tepanuu U aJjauTHUBHBINA YPQPeKT
Ha 3-i1 HeJese Tepanuu.

Cneyuanvhas ungopmayusi 0 6CHOMOAMENLHBIX BEUYECNEAX

[Ipenapar Keernanuun KanoH comepkuT rmimiepos (TIULUEPUH), KOTOPHIM MOXET BbI3bIBATH
TOJIOBHYIO 00JIb, PACCTPOMCTBO KEITYAKA U JUapero (IIOHOC).

Biausinme Ha cnoco0HOCTHL YNPABJAATHL TPAHCHOPTHBIMH CPeICTBAMH M HMHBIMH
MeXaHHU3MaMH

Benencrue BosaeiictBust Ha [THC kBeTmanuH MOXKET BIIMATH Ha CKOPOCTb ICHUXOMOTOPHBIX
peakiuil ¥ BBI3bIBATH COHJIMBOCTH. [l03TOMY B mepuoj jedeHus ManueHTaM He PEeKOMEHIyeTcs
paboTaTh ¢ MEXaHU3MaMH, TPEOYIOUTMMH MOBBIIICHHONW KOHIIEHTPALMM BHUMAHUSA, B TOM YHUCIIE,
HE PEKOMEHJYETCsl YIpaBJIEHUE TPAHCHOPTHBIMU CPEACTBAMHU, IOKa HE OyAET yCTaHOBJIEHA
MHAMBHUAyaJIbHAsl IEPEHOCUMOCTh TEPAIUU.

®opMa BBIIIYCKA

ITo 10 wmm 30 Tabnmerok (mo3upoBku 25 mr u 100 mr), mo 10 umu 15 Tabierok (mO3UPOBKHU
200 mr u 300 Mr) B KOHTYPHYIO SYEHKOBYIO YIAaKOBKY W3 IUIEHKH MOJUBUHWIXJIOPUIHON U
(boJIbru aMOMHUHNEBOM NEYaTHON JTAKUPOBAHHOM.

[To 60 TabneToxk B OaHKy MOJMUMEPHYIO AJS JIEKAPCTBEHHBIX CPEACTB U3 MOJIMATHIEHA WU
noauaTUIIeHTepedTanaTa. Kpbliika U3 Noau3TUIeHa WIN MOJUIPOIHIICHA.

[To 3, 6 KOHTYpPHBIX SYEHKOBBIX YMAKOBOK 1O 10 TabmeTok wiu 1o 2, 4 KOHTYPHBIX SYEHMKOBBIX
ynakoBKHU 1o 15 TabneTok, nim no 1, 2 KOHTYpHBIX SYEHKOBBIX yMakoBKH 1o 30 TabiaeTok, win
no 1 GaHKe MOJUMEpPHON JUIsl JIEKAPCTBEHHBIX CPEJCTB BMECTE C MHCTPYKLMEH MO MPUMEHEHUIO
B [IaYKy U3 KapTOHA.

YciaoBust XxpaHeHust

ITpu Temneparype He Boime 25 °C.

XpaHUTh B HEAOCTYITHOM JIJIS JIETEN MECTE.

Cpoxk rognocTu

4 rona.

He npuMeHATH 110 HCTEYEHUH CPOKa TOHOCTH.

YcaoBust ormycka

OTmycKaroT Mo pelenTy.

Baanenen permcrpanmoHHOro yaocrosepeHusi/Opranusanusi, NPUHUMAIOIIAS NPeTEeH3UH

norpeoduTesen
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3A0 «Kanondapma npogakirny», Poccuiickas @

COOTBETCTBYET 3KCNEPTHOMY OTUYETY
ot 20.12.2023 N= 26713

eaepaup{y OCNEOOBATENEHOCTE 0004)

141100, MockoBckast 0011., r.0. [I{&nxoBo, T. [l{énkoBo, yu. 3apeunas, a. 105.

Tem.: + 7 (495) 797-99-54.

DnexTponHas nmoura: safety@canonpharma.ru

HOJZy'-IMWlb oononHumenvhvie OaHHble O npenapame, Hanpaeunmv NpemeH3uro Ha eco Kaiecmeo,

6630naCHOCH1b, 6’0061/1/;1/0711) O HeofcelameslbHblx 1eKapCmMeEEeHHblX peaKyUusix MOMNCHO no meﬂed)OHy.'

+ 7 (800) 700-59-99 (GecmnatHas nuHus 24 yaca) WK Ha caiiTe www.canonpharma.ru B paszene

«ITonuTuka B 00acTH KadecTBay» - «be3omacHocTh ImperapaToB».

IIpousBoauTen

3A0 «Kanondapma mponaknia», Poccuiickas @eneparus

IIpou3BoaCTBO roTOBOI JTIeKAPCTBEHHOM (POPMBI:

MockoBckas o01., T.0. ll{énkoBo, r. IllénkoBo, yn
MockoBckas 001., T.0. LlénkoBo, r. IllénkoBo, yn
IlepBuuHas ynakoBka:

MockoBckas 00:1., T.0. lLlénkoBo, r. [llénkoBo, yiu
MockoBckas o0., T.0. lLlénkoBo, r. [ll€nkoBo, yn
Bropuunasi (morpeduTebcKas) yIaKOBKa:
MockoBckas 0611, r.0. lllgnkoso, r. l1{é1koBo, yn
MockoBckas 0611, r.0. lllgnkoso, r. l1{é1koBo, yn
MockoBckas o01., T.0. lllénkoBo, r. Ill€nkoBo, yn
Boinyckaooumuii KOHTPOJIbL Ka4yecTBa:
MockoBckas 0611, r.0. lllgnkoso, r. l1{é1koBo, yn
Ten.: + 7 (495) 797-99-54.

WWW.canonpharma.ru

. 3apeunas, ctp. 1055, k.
. 3apeunas, ctp. 1055, k.

. 3apeunas, ctp. 1055, k.
. 3apeuHas, ctp. 1055, k.

. 3apeunas, ctp. 1055, k.
. 3apeunas, ctp. 1055, k.

. 3apeunas, ctp. 1055, k.

. 3apeunas, ctp. 1055, k.
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