MHWHUCTEPCTBO 3[JPABOOXPAHEHUS POCCUMCKOM ®ENIEPAIIUA
z COTJACOBAHO
i ——
MHCTPYKLIUA
[10 MEJUIIMHCKOMY ITPUMEHEHMUIO JIEKAPCTBEHHOI'O ITPEIIAPATA
CEPOKBEJIB® ITPOJIOHT

Perucrpanuonnsiii Homep: JICP-006700/10

Toproeoe naumenoBanne: Cepoksens® ITpononr (Seroquel® Prolong)

MexayHapoanoe HemaTeHTOBAHHOE HAMMEHOBAHME: KBETHAIINH (queliapine)
Jlexapcreennas ¢opma: TaGleTKM MPOJOHTMPOBAHHOIO EHCTBHS, IOKPBITBIE TIIEHOYHOM

000109KOH

Cocras

Oona mabnemxa npononzuposannozo Oeilicmeus, noKpsimaa NAEHOUHOU 060104K0l 50 M2
cooepycum:

[eucmsyiowee e6ewpecmeo: 57,56 mr xBermamuHa dymaparta (skBEBaeHTHO 50,00 Mr
KBETHAIIMHA)

Bcnomoeamenvnvie  sewecmea:  nmaxTossl MOHOTHIpaT 125,72 wMr, newmonosa
MHKpOKpUCTaUyYeckas 125,72 mr, Hatpus uutpara auruapat 36,00 mr, runpomerniosa (2208)
150,00 mr, maruus creapar 5,00 Mr; mienounas obonouxa: runpomeriosa (2910) 7,35 wr,
makporon 400 2,21 mr, Tutana auokcua E171 2,72 mr, KpaCHTEIIb JKelle3a OKCU KpacHbii E172
0,11 Mr, KpacuTes xenesa oxcu xearsii E172 0,11 mr.

Oona mabnemxa npononzuposantozo deilicmeus, nokpsimas nAéHouHoi 0bonouxoii 150 m2
cooepycum:

Hevicmeyrowee eewecmeo: 172,69 Mr ksermanuua ¢ymapara (3xBuBaieHTHO 150,00 Mr
KBETHUAIIMHA)

Bcnomozamenvnvie  6ewjecmeéa:  naktossl  MoHormmpar 74,65  Mr,  IeNTON03a
MHUKPOKpHCTa/LTA4ecKast 74,65 Mr, HaTpus nuTpara auruapar 71,88 mr, rumpomeiosa (2208)
172,50 Mr, mMaraus creapar 8,63 Mr; mienounas obonouxa: runipomesio3a (2910) 9,01 wr,
makporoin 400 1,80 mr, Turana quokcun E171 3,60 mr.

Oona mabnemxa npononzuposannozo deiicmeus, noKpsimas nAénounol 06onouxoii 200 m2
cooepacum:

Meticmeyrowee eewecmeo: 230,26 wmr ksermammma ¢ymapara (3xBuBasenTHO 200,00 Mr

KBETHUAIMHA)



Bcnomozamenvuvie  sewjecmea: JaKTO3bl  MoOHOruapar 52,87  Mr, me/uIronosa
MHKpOKpUCTa/IHYecKast 52,87 Mr, HaTpus UUTpata guruapar 75,00 Mr, rumpomerniosa (2208)
180,00 mr, marnus creapar 9,00 Mr; maenounas obonouxa: runpomerniosa (2910) 8,82 wmr,
makporoin 400 2,65 mr, tutana quokcun E171 3,27 wr, KpaCHTENDb Kejle3a OKCH KeaThii E172
0,26 Mr.

Oona mabnemka npononzuposannozo deiicmeus, ROKpbimaa niénoynou obonouxou 300 mz
cooepxycum:

Hevicmeyiowee eewecmeo: 34538 Mr keermamuua ¢ymapara (sxkBuBanentHo 300,00 mr
KBETHAIIMHA)

Bcnomozamenvuvie  ewecmea:  maxTo3ml MoHoruapar 49,31 MI,  LEJUII0JI03a
MHKpOKpHCTaieckas 49,31 mr, Hatpus nutpara auraapar 100,00 mr, runpomerniosa (2208)
240,00 mr, maraus creapat 16,00 Mr; mienounas obonouxa: runpomerosa (2910) 11,77 wr,
Makporona 400 3,53 mr, Tutana auokcun E171 4,66 wmr, KpacCHUTeJb XKeje3a OKCHI xenTeii E172
0,04 mr.

Oona mabnemxa npononzuposannozo deiicmeus, noKpsiman nAéHouHol 060n0uKoii 400 m2
cooepycum:

Heticmsylowee eewecmeo: 460,50 Mr kBeTHanuHa ¢ymapara (sxBuBanentHo 400,00 mr
KBETHAIIMHA)

Bcnomozamenvnuie gewecmea: JIAKTO3BI MOHOTHUIpaT 15,50 MT, LEJITI0JI03a
MHKpOKpUCTanyeckas 15,60 mr, Hatpust uutpara auruapat 100,00 mr, runpomesniosa (2208)
261,00 mr, Maraus creapar 17,40 Mr; nienounas obonouxa: runpomeriosa (2910) 13,63 wr,

makporoi 400 2,73 mr, tutana guokcug E171 5,45 mr.

Onucanue:

Tabnerka 50 wr: IlponmonroBaras ABosKOBBIMyKIas TableTka pO30OBOrO IBETa, MIOKpHITast
IJIEHOYHOH 0001109KOM; ¢ rpaBHpoBKOif XR 50 Ha 0HOM CTOPOHE;

Tabnerka 150 wr: Ilpomonrosaras HBOSKOBBIMyKTas TablieTKa GENOrO IBETa, MIOKpBITast
TJICHOYHOH 0001104KOM; ¢ rpaBHpoBKoi XR 150 Ha 01HOM CTOPOHE;

Tabnerka 200 wmr: IlpomonroBaras IBOSKOBEITyKIas TableTKa JKEITOro IIBETA, IIOKpBITast
NJICHOYHOH 0001109KOH; ¢ rpaBHpoBKO# XR 200 Ha 01HOH CTOPOHE;

Tabnerka 300 mr: ITpoonroBaras JBOSKOBHITYKIas TablIETKa CBETIO-KEITOrO [BETA, MOKpBITas
TJICHOYHOH 0001109K0#; ¢ rpaBHpoBKo# XR 300 Ha 01HOM CTOPOHE;

Tabnerka 400 wmr: IIpogonropartas JBOSIKOBBIMyKJIasgs TabieTrka Oenoro mBera, MOKpBITas

TJICHOYHO#M 0601104K0#; ¢ rpaBupoBKoi XR 400 Ha oHO#M CTOpOHE.



DapmMaKo/I0rHYecKHe CBOHCTBA

DapmakoTepaneBTHYECKAs TPYIINA: AHTHIICHXOTHIECKOE CPEACTBO (HEHPOIIENTHK)
Kox ATX: NOSAH04

PapMakoIMHAMHKA

Mexanuszm oeticmeun

KBeTnanus sBisieTcs aTHIHYHBIM aHTHIICHXOTHYECKHM npenaparoM. KBeTHanuH 1 ero akTUBHBIH
MeTabouT N-JIe3aIKuIKBeTHATMH (HOpKBETHANKMH) B3aHMOJEHCTBYIOT C IMTHPOKHM CIIEKTPOM
HEHPOTPAHCMUTTEPHBIX PELENTOPOB TOJOBHOrO Mo3ra. KBeTHanuu u N-Je3anKuIKBe THaMH
TIPOABIIAIOT BBICOKOE CpOACTBO K SHT2-cepoToHHHOBEIM penenrtopaM u Di- u D>-nodhaMuHOBEIM
PCLEITOpaM TrOJIOBHOTO MO3ra. AHTAarOHM3M K yKa3aHHBIM PEIENTOpaM B COYETAHMH C 6ojee
BBICOKOH CeIeKTUBHOCTBIO K SHT2-CepoTOHHHOBBIM peuenropam, 4yeM k D;-modamMuHOBEIM
peuenTopaM, 00yCIaBIMBaeT KIMHHYECKHE AHTHIICHXOTHYECKHE CBONCTBA npenapara
Cepoxksens® IIponoHr u HH3KYIO 4YaCTOTY pa3sBHTHsA 3KCTPAlMPAMHUIHBIX HEXKEIATETbHBIX
peakiuii. KseTnanun He o6nagaeT cpoicTBoMm K NEPEHOCYHMKY HOpaJpeHaTHHa M o0Jajgaer
HH3KHM  CpoACTBOM K 5SHTiA-CepOTOHHMHOBBIM pemenTopamM, B TO BpeMs Kak N-
AC3AJIKWIKBETHAINH TIPOSBIACT K HHM BBICOKOE CPOACTBO. MHIrMGMpOBaHHE NEpeHOCUHKa
HOpaJIpCHalliHa ¥ YaCTHYHBIH aroHusM B OTHoOmeEHHH SHT|A-CEepOTOHHHOBBIX pELEnTopoB,
IposiB/sieMble N-1e3aIKHIKBETHAIIMHOM, MOTYT OGYCIIaBIMBATE aHTHJIETIPECCUBHOE JIEHCTBHE
npenapara Cepoksens® Ilpononr. Keetnanun u N-ze3ankunkBeTnanis 061aal0T BBICOKHM
CPOZCTBOM K THCTAMHHOBBIM H O.1-aIPEHOPELENITOPAM H YMEPEHHBIM CPOICTBOM I10 OTHOIIEHHIO
K 0z-azipenopenentopaM. Kpome Toro, kBetuanus He o61aaeT wim 06/1a1aeT HU3KAM CPOACTBOM
K MyCKapvHOBBIM PELICIITOPAM, B TO BpeMsl Kak N-/Ie3a/TKHIIKBETHAIIHH NIPOSBIIAET YMEPEHHOE HIIH
BBICOKOE CPO/ICTBO K HECKOJILKMM MOJTHIIAM MYCKapPHHOBBIX PELIENITOPOB, ¢ KOTOPHIM MOTYT OBITh
CBA3AHBI aHTUXOJIMHEPrUYECKHE (MY CKapHHONOJOOHBIE) () (PEeKTHL.

B cTranmapTHBIX TeCTax y )HBOTHBIX KBETHAMH NPOSIBIISAET aHTHIICUXOTUYECKYIO aKTUBHOCTb.
YnenvHeid BKIan MeraGomuTa N-[e3aKWIKBETHAIIHHA B (bapMaKoIOrH4ecKyr0 aKTHBHOCTD
KBETHAIIMHA HE YCTAHOBJIEH.

Pe3ynbTaTel M3ydeHHs SKCTpalmMpaMHIHBIX CHMITOMOB (OIIC) y XHUBOTHBIX BBISIBHIM, YTO
KBCTHAIIMH BbI3BIBAET CA0YIO KATANENCHIO B 032X, 3p)eKTUBHO 610KMpyOmHX D2-penenTopsr.
KBeTHanuH BEI3BIBAET CeNEKTMBHOE yMEHBINEHHE AKTHBHOCTH Me301uMOMueckux Al0-
N0baMHUHEPrHYeCKHX HEHPOHOB B CpAaBHEHHH ¢ A9-HUTPOCTPHATHBIMH  HEHPOHAMH,
BOBJICYCHHBIMH B MOTOPHYIO (hyHKIIHIO.

B kpatkocpounoM (9-HeaeNEHOM) HCCIeI0BAHMM y MalHMeHToB 6e3 JEMEHIH B BO3pacTe oT 66

7m0 89 ner (19% nanuentos 6bimu crapme 75 7neT) ¢ GOJBIIUM JENPECCHBHBIM PacCTPOHCTBOM



Cepoxsens” TTpononr B no3ax or 50 wmr no 300 Mr B cyTkm (Zo3y moabupamH ¢ yd4eToMm
TICPEHOCHMOCTH M KIIMHAYECKOTO OTBETA, CPeIHsA CyTOYHas 103a Ipemapara cocrapuia 160 MI)
YMCHBINIAT BBIDAXKEHHOCTH CHMIITOMOB JENpeccHH mo mkaise MADRS (Montgomery-Asberg
Depression ~ Rating ~ Scale, Illkata omenku Aenpeccud  MonTromepu-Actepra)
(CpeHEeKBaipaTHIHOE H3MEHEHHE -7,54) 10 cpaBHEHHIO ¢ Mane60. 3a UCKIFOYEHHEM YaCTOThI
OIIC, nepeHocHMOCTE mpemapara Cepoxsens® TTposoHr IpH NpHEME OJWH pa3 B CYTKH Y
TIOXKHIIBIX TAMEHTOB OBLIA CONOCTABMMA C IEPEHOCHMOCTHIO Y [TALHEHTOB B Bo3pacre 18-65 ner.
Yactora DIIC u yBenuueHus Macchl Tena Y CTabHIIbHBIX TAllHEHTOB C MHU30(peHHEH He
BO3paCTaeT IpH JUINTENbHOH Tepanuu npenapaToM Cepoksens”® ITposomr.

B uccnenopanmsax Gonpmoro menpeccuBHOro paccrporcTsa 110 kputepusiMm DSM-IV (Diagnostic
and Statistical Manual of Mental Disorders (4th ed.) — CripaBOYHHK 110 IMarHOCTHKE U CTATHCTHKE
ICHXMYECKUX PACCTPOHCTB, 4-¢ W3/aHMe) He HAOIIOJATM TOBBIIEHHUS PHUCKA CYHUIIHJAJTBHOTO
TIOBCACHUS W CYMIMIAIBHOTO MBIIUICHAs Npu npueMe npemapata Cepoksens® IIponoHr mo
CPaBHEHHUIO ¢ IIane6o.

B 1Byx kpaTkocpouHBIX (6-TH HEJICIBHBIX) HCCIIEI0BAHUAX KOMOMHMPOBAHHON TepaInuu
ACTIPECCHBHOTO 311302 npenaparoM Cepoksens” IIpostonr B nose 150 Mr/cyTku U 300 Mr/cyTkm
C AaMUTPUNITHIMHOM, OyNpONMOHOM, ILMTATONPAaMOM, IYJIOKCETHHOM, 3CLIUTAIONPAMOM,
(IryoKCEeTHHOM, TAPOKCETHHOM, CEPTPATMHOM MM BeHTa)aKCHHOM y IIalMEHTOB C
CyOONTMMANBHBIM OTBETOM HA4 MOHOTEDAIHIO AHTHJETIPECCAHTOM II0Ka3aHO yIIy4YIEHHE
CMMITOMOB fenpeccuu no mkane MADRS (cpennexpanpartnynoe usmenenue 2-3,3 6awia) no

CPaBHEHHUIO C MOHOTepaHHCﬁ AHTHOCIIPECCAHTOM.

DapMaKOKHHETHKA

KBetnanuu xopomo BcackBaetcs u3 KEITyTIOYHO-KHIIIEYHOI0 TpakTa. MakcuMallbHas
KOHICHTpAlKs KBETHAMHA M N-Je3aIKMIKBETHAIMHA B IUIa3M€ KPOBH JOCTHIAETCS
NPHOIM3ATENBHO Yepe3 6 YacoB Mocie mpHeMa npenapara Cepoksens”® ITpononr. PaBHosecHas
MOJIsIpHasi KOHUEHTpAIMs aKTUBHOIo MeTabosuTta N-Ie3aKUIKBETHAIIMHA COCTaBIsSeT 35% OT
TaKOBOW KBETHAITMHA.

DapMaKoKMHETHKA KBETHANMHA M N-/Ie3a/IKHIKBETHANTAHA TUHEHHAS H HOCHT J10303aBUCHUMBIH
XapakTep npu npueMe npenapara Cepoksens” [TposoHr B 103e 10 800 Mr oIuH pa3 B CyTKH.
Ilpu npueme mpenapara Cepoxsems® ITposoHr ouH pa3 B CyTKM B J03€, 3KBHBAJEHTHOM
CYTO4YHOH s03e mpenapara CepokBenb”, IPHHUMAEMOl 3a JBa IpHeMa, HaOMIOald CXO/IHEIE
TJIOIMAaaX MOJA KPUBOH 3aBHCHMMOCTHM KOHIEHTpauuu oT BpeMeHH (AUC), HO MakcHMaibHAs
KOHHCHTpauus B minasMe (Cmax) Obuta Ha 13% wmensme. Benwumna AUC merabommura N-

JC3AJIKUIIKBETHANTMHA ObUI1a Ha 18% MeHbIIE.



Hccnenosanus BiusHuSA npreMa nHmM Ha OMOOCTYITHOCTD KBETHAIHHA ITOKA3AIH, 9TO IIpUEM
TTHIIH C BRICOKUM COLEPKAHUEM XHPOB MPUBOJUT K CTATHCTHYECKH 3HAYHMOMY yBETHYEHHIO
Cmax m AUC s mpenapara Cepoxsens® ITpomonr — npubnusuTensHo Ha 50% u 20%,
COOTBETCTBEHHO. IIpHeM MUIIHM ¢ HU3KUM COZIEpKaHHEM KHPOB HE OKA3hIBAT 3HAYMMOTO BIHSHHS
Ha Cmax u AUC kBeTnanusa. Pexomennyercs npurumars Cepokses” IIponoHr ouH pas B ieHb
OTAEIBHO OT €IbL.

IIpubausurensro 83% KkBeTHanuua CBI3BIBAETCS C GeIKAMHE ILIA3MEL KPOBH.

Ycranosnero, uto CYP3A4 sBrsiercst KIIIOYEBBIM 130()epMEHTOM MeTaboM3Ma KBETHAMHA,
omocpeliobaHHOro  muToxpomoM P450.  N-nesankmikBernanun o6pasyercs ¢ y4acTHEM
n3opepmenta CYP3A4.

KBetnanun u HexoTopsie ero MeTaGoIHTH (BKIOYAs N-ze3ankunkBernanun) o6magaror ciaboi
MHIHOUPYIONIEH aKTHBHOCTBIO 1O OTHOIIEHHIO K u3opepMeHTam muroxpoma P450 1A2, 2C9,
2C19, 2D6 u 3A4, HO TONBKO IpH KOHIIEHTpalKH, B 5-50 pa3 NmpeBBIMAOEN KOHIEHTPAIHH,
HalIio1aeMble IPH OGBIYHO HCTIONB3YEMOM s dextuBHOM n03e 300-800 MI/CyT.

OCHOBBIBAsACH Ha pe3yNbTATax in Vitro, He CIEAYET OKUAATH, YTO OJTHOBPEMEHHOE NIPUMEHEHHE
KBCTHAIHHA C IPYTUMHU NPENapaTaMU PUBEAET K KITMHUYECKH BBIPAKEHHOMY HHTHOMPOBAHUIO
MeTaboJIM3Ma IPYTHX JIEKapPCTBEHHBIX CPEACTB, OIMOCPET0BaHHOIO UTOXpOoMOM P450.

Ileproa nomyseiBenenns kBeTHanuna u N-Ie3aIKHIIKBETHAITMHA COCTARIISET OKOJIO 7 1 12 4acoB,
COOTBETCTBEHHO. B cpenem Menee 5% MounspHO#M 10361 GpaKIuK CBOGOIHOTO KBETHANHHA i N-
AC3AIIKUIIKBETHATMHA IIa3Mbl BBIBOAATCA ¢ MouoH. [IpubnmsurensHo 73% KBeTHAmHHA
BBIBOZUTCS C MOYOH H 21% ¢ ¢examusamu. KeTnanun akTMBHO MeTaGoOIH3HUpYeETCs B EYeHH,
MeHee 5% KBETHAllMHA HE TOABEpracTcss MeTaGONM3My M BBIBOAMTCS B HEM3MEHEHHOM BHJIE
TIOYKaMH MITH C (heKaTHAMH.

Pasnuunit hapmakoknHeTHIECKHX IOKA3aTeNeH Y My KUIMH ¥ KEHIHH He HabI0aeTCs.
Cpenuuil KTMPEHC KBETHANWHA y TIOKUIIBIX NANHeHToB Ha 30-50% MEHBIIE, YEM y MAIUEHTOB B
Bo3pacre oT 18 1o 65 ner.

Cpennuii M1a3MeHHBIH KIMPEHC KBETHAIIMHA CHHKAETCS NpHOIM3UTENBHO Ha 25% Y MalMeHToB
C TSDKEJIOW MOYEYHOM HEIOCTATOYHOCTBLIO (xnupeHc kpeatuHuHa MeHee 30 Mu/Mun/ 1,73M2), HO
MHIIMBUJTYaIbHBIC IOKAa3aTelM KIMPEHCa HAXOAATCS B IIpeleax 3HAYEHWH, BBIABIEHHBIX Y
3I0POBBIX JOOPOBOJIBIIEB.

Y TAlMEHTOB C NMEYEHOYHOH HEIOCTATOYHOCTBIO (KOMIIEHCHPOBAHHBIH ATKOTOIhHbINA IIUpPO3)
CPEIHMH IUIa3MEHHbIH KIMPEHC KBETHANlWHA CHMKEH MpHOIM3UTENBHO Ha 25%. [Tockonbky
KBCTHAllMH HWHTEHCHBHO METabONM3MpPYEeTCSs B II€YEHH, Y TAHEHTOB C I[E€YEHOYHOMH
HEIOCTATOYHOCTBIO BO3MOMKHO IOBBINIEHHE IIIa3MEHHOM KOHIEHTPAllMd KBETHAIIWHA, YTO

TpeOyeT KOPPEKIIMH JI03bL.



IlokxasaHus Kk npuMeHeHHI0
e [llu3odpenus, Bxmoyas:
o IlpodunakTHKy penuamMBOB y CTAGHILHBIX NAHEHTOR
* bBunonspusie paccrpoiicTsa, BKmoYas:
O VYMepeHHbIE ¥ TSKeNble MaHHAKATILHBIE SIH304bI B CTPYKType OHIOIsApHOro
paccTpoicTBa
o Tsokensle smu3o8! nenpeccuu B CTPYKType OUIONIAPHOTO paccTpoOHCTBa
o Ilpopunaktuky pemumuBos OMIONADHBIX ~ PacCTPOMCTB y  MALMEHTOB ¢
NpeECTBYIOMmEH >pPEKTHBHON Tepanuedl KBETHANIMHOM MAHMAKATBHEIX MM
ACTIPECCHBHBIX MHM30/I0B B CTPYKTYPE GHIIONSPHOrO paccTpoicTBa
e JlenpecCHBHEIN 3MH30.T:
o KombunupoBaHHas Tepamus pu CyOONTHMANBHOM OTBETE HAa MOHOTEPAIHIO

AHTHICTIPECCAaHTOM

IIporuBonokazanus

IloBbieHHas YyBCTBHTENBHOCTE K TFO6OMY M3 KOMIIOHEHTOB Ipemnapara.

Hebuuut naxrassl, rmoko30-rarakTo3Has MasbabcopOLHs U HENEPEHOCHMOCT TAJIAKTO3BI.
CoBMecTHOE npHMeEHEHHE ¢ HHrHOMTOpaMu nutoxpoma P450, Takumu Kak IIPOTUBOTPUOKOBBIE
TIpenapaTel IPyIIIkl 2307108, SPHTPOMHULMH, KIIADUTPOMHIIAH U Heha3oI0H, a TAKKe HMHTHOUTOPEI
nporeas (cM. pasaen «BsauMmopeiicTsue ¢ apyrumu JIEKapCTBEHHBIMHU CPEJICTBAMHY ).

Hecmotps Ha To, 4T0 3)hekTHBHOCTS M Ge30macHOCTS npenapata Cepoksens”® IIponoHr y aereit
M MOAPOCTKOB B BO3pacTe 10-17 seT M3ydanuck B KIMHMYECKHX HCCICHOBAHHSX, [IPUMEHEHHE

npenapara Cepoksens® [Tposonr y MalMeHTOB B Bo3pacte 10 18 et He mokaszaHo.

C 0CTOPOKHOCTBIO: Y TAIMEHTOB C CEPAEYHO-COCYAUCTHIME M  I1epeOpOBACKYIAPHBIMH
3a00/IEBAHUAME HIIM JPYTHMH COCTOSHHSIMH, NpeipacroiaralOliMMH K apTepHaIbHOM
THIIOTCH3MH, TOXKHIOH BO3PACT, N€YEHOYHAsA HENOCTATOYHOCTH, CYIOPOKHBIE IIPUNIAIKH B

aHaMHE3€, DUCK Pa3BUTHs HHCYJIbTA U aCIIUPALAOHHON THEBMOHHH.

Ipuvenenne npu GepemenHoCTH H B IIEpHOA rPyAHOr0 BCKAPMJIMBAHHA

BesomacnocTs u s dexTrBHOCTS KBeTHAMHMHA Y GepeMEHHBIX JKEHIIMH He yCTaHOBIEHEL. [T03ToMY
BO BpeMs GEPEMEHHOCTH KBETHAIIMH MOXKHO MPHMEHSTb, TONBKO ECIH OXKHIAeMasi oib3a JUIst
KCHIIMHBI ONIPaB/bIBAET MOTEHIHATBHBIA PUCK IS ILUIOJA.

Ilpy npuMeHeHMM aHTHIICHXOTHYECKHX NpENapaToB, B TOM UHCIE KBETHAIIMHA, B TPETHEM

TPHUMECTpE 6epCMCHHOCTH Y HOBOPOXIECHHBIX MNOSBIISETCS PHUCK pa3BUTUSI HEXEIATEIIbHBIX



PEAaKIMH Da3HOH CTENEHH BHIPKEHHOCTH M JUTMTENBHOCTH, BKmouas JIIC w/umm CHHJIPOM
«ot™MeHbD). Coobmanoce 0 BO3GYXICHHH, TUNIEPTOHUH, THIIOTOHHH, TPEMOpPE, COHJIMBOCTH,
PECITMPaTOPHOM IHUCTPECC-CHHAPOME MIIM HapyIIeHUSX KOpMJEHHS. B CBA3u ¢ 3TuM crlenyer
TIIATEIBHO HAOMOAATh 32 COCTOSHHEM HOBOPOXKICHHBIX.

Ony6nukoBansl coobmenus 06 9KCKPELIMH KBETHAIIHHA C I'PyAHBIM MOJIOKOM, OJHAKO CTEIeHb
SKCKpeLHM HE yCTaHOBIeHA. JKeHIMMHaM Heo6XOOMMO PEKOMEHAOBATh W30erarh IPYyJIHOTO

BCKapMIIMBaHUs BO BpeMs IIpUeMa KBETHAIIMHA.

Crnioco6 npumMeHenns u 1035l
Cepoxsenb”™ [TPOTORT ClIe/yeT IPUHUMATE OJTHH pa3 B IeHb HATOINAK (Kak MUHHMYM 3a OJIMH 4ac
no npuema mumu). TabneTkd HEOOGXOMMMO NpOIIATHIBATE HETHKOM — HE DA3feliTh, He

Pa3XEBbIBATh U HE pa3jiaMbIBaTh.

B3pocnvie

Jleuenue wiusopenuu, ymepeHnsix u maxjcenvix MAHUAKANbHBIX INU30006 6 cmpykmype
bunonapnozo paccmpoiicmea

Ipenapar Cepoxsens® [Tponosr ciexyer IpUHUMATh HE MEHEE, YeM 3a | 4 10 mpuema muIy.
CyTouHas 103a U4 MEPBBIX 2-X CYTOK TEPANUHU COCTaBIAET: 1-¢ cyTku — 300 Mr, 2-€ cyTku — 600
MI. PekoMeHI0BaHHas CyTOuHas 03a cocTaBiseT 600 MT, OJHAKO TPH HEOGXOXMMOCTH MOKET
ObITh yBenu4eHa 10 800 Mr/cyT. B 3aBHCHMOCTH OT KJIMHHYECKOTO spdexTa U HHAMBHTYATEHOM
IICPCHOCUMOCTH MALMEHTOM, 1032 MOXET BapbupoBath B mpezaenax ot 400 mo 800 mr/cyr. s
NOJIEPKUBAIOIIEH Tepanu¥ MNpH IMH30(pPeHHH He TpeOGyeTcs KOPPEKIMHM O3Bl II0CIe

KyTIUPOBaHHsI 000CTPEHHMSI.

Jleuenue 3nu30006 denpeccuu ¢ cmpykmype 6unonapnozo paccmpoiicmea

Cepoxseis” TIposIOHT ciieyeT mpuHAMATh nepen cHoM. CyTouHas 103a IS MEePBHIX 4-X CYTOK
TEpanHy COCTaBNAeT: 1-¢ CyTkH — 50 Mr, 2-e cyTku — 100 mr, 3-u cyTku — 200 Mr, 4-€ cyTku — 300
mr. PekoMennoBanHas cyTouHas mo3a coctapiserT 300 Mr. B 3aBHCHMOCTH OT KIMHHYECKOTO
spdexra 1 HHIMBUTYATBHOM IIEPEHOCHMOCTH TIAMEHTOM J103a MOKET GBITH yBeIHdeHa 10 600
mr. [IpeumymecTBa nmpuMenenus npenapara Cepoksens® IIposoHr B cyTouHo# 103e 600 Mr 110

300 C I i 300
CPaBHEHHIO C MT He BbIsiBIIEHO. Cepokseiis - [IpooHT B 103€, npeBhImarome MT, IOJKEH

Ha3Ha4aTbCs Bpa4yOM, UMEIOIIUAM OIIBIT TE€paIlluu GI/IHOJISIpHBIX paccrpoﬁcm.

Ipoghunaxmuxa peyuousoe 6unonapnsix paccmpoiicme y nayuenmos c npeowecmeyiowjeil

Ippexkmuenoii mepanueii KeemuanuHoM MAHUAKATLHBIX WU 0enpeccugHbIX INU30008 6



CmpyKkmype 6unonapHozo paccmpoiicmea

Jlns pOQUIAKTHKH PENMIUBOB MAHHAKANBHBIX, JEIPECCHBHBIX M CMEIIAHHBIX SMHU30/I0B IIpH
OHIIOIAPHBIX PAaCCTPONCTBAX MAIMEHTAM C MONOKHUTEIHHEIM OTBETOM Ha JICUCHHE npenapaTom
Cepoxsenb™ [IpoNIOHT ClieyeT IpooIkaTh TEepAIHUIO B TAKOH XK€ CyTOYHOM /103€, KaK M B Hayaje

tepanuu. Cepokens®

Ilpononr crnemyer npuHMMare nepen CHOM. B 3aBHCHMOCTH OT
KIIMHUYECKOTO 3G¢eKTa M HHIMBHIYaIbHOH MEPEHOCHMOCTH NALMEHTOM, 033 MOXET
BapeHpoOBath B npezenax ot 300 no 800 mr/cyT. J{ns moaepuBaroIeii Tepamnuu PEKOMEHTyeTCs

HCII0JI30BaTh MUHHMATIbHYIO 3(dexTuBHyIO 103y npenapara Cepoksens” ITposoHT.

Kombunuposannan mepanua oenpeccusnozo snuzooa npu cybonmumanvHom omeeme Ha
MOHOmMeEpanuio aHmuoenpeccanmom

Cepoxsenb™ [TpOOHT clieyeT IpUHAMATE nepen cHoM. ClieyeT UCIoNb30BaTh MHHUMAIBHYIO
s} dexTuBHYIO 103y, HaYMHasA Tepamuio ¢ 50 mr/cyTku. CyTo4Has 103a COCTaBIseT: 1-€ U 2-e
cyTkd — 50 mr, 3-u u 4-e cyTku — 150 Mr. YBenwuenue 10351 co 150 Mr/cyTku g0 300 Mr/cyTku
AOJKHO OCHOBBIBATHCS HA HHAMBUIYAIBHOM OLEHKE COCTOSHUSA MaiuenTa. [[pu MCcronp30BaHHH

BBICOKHX 103 MMperapaTa IIOBEIIIAETCS PHUCK BO3SHUKHOBEHHSA 0OOYHBIX SIBJIIEHUH.

Ilepesoo c npuema npenapama Cepoxeens® na npuem npenapama Cepoxeens® Ilpononz

Jlnst ynoGeTsa mpueMa NaUMEHTHI, B HACTOSIIMEA MOMEHT IIOJIYYaOIue OpoOHYIO Teparuio
npenapatom Cepoksens”™, MOTyT GBITh IEpeBeIeHE! Ha npuem npenapara Cepoksens”® ITpotonr
OZIMH pa3 B CyTKH B J103€, 9KBUBAIEHTHOH oOmMiel cyTouHOM n03e mpemapata Cepoksens”. B

OTACIBHBIX CIIy4YasiX MOXKET MOHAI00UTHCS KOPPEKIHUS O035I.

Ioxcunvie nayuenmor

Takoxe xak u npyrue Hediponentuyeckue cpenctsa, Cepokpens”® [IponoHr ClIeyeT IPUMEHSTH C
OCTOPOXKHOCTBIO Y MOMKMIIBIX MAlHEHTOB, OCOOEHHO B Hayaie Tepanuu. [lon6op s¢dekTuBHOM
no3el mpenapara Cepoksenb®™ IIPONOHT y MOKHIBIX MOXKET GBITH MEJJICHHEe, a CyTOYHas
TCPaNCBTUYCCKAs /103a HHXKE, YeM Yy MOJOJBIX ManueHToB. CpenHMil IMIIa3MEHHBIM KIHPEHC
KBETHAIIMHA y MOXKUJIbIX ManueHToB Ha 30-50% HuXe 1Mo CpaBHEHMIO ¢ MOJIOABIMH IAIIHEHTAMH.
Y mOXHIIbIX NIAIMEHTOB HavallbHast 103a npenapara Cepoksens® [IponoHr cocrassier 50 MI/CYT.
Jlo3y MOXHO yBenuumBaTh Ha 50 MI/I€Hb 10 JOCTHXEHHs >(h(bEKTHBHON [03BI, 3aBHCAIIEH OT
KITMHAYECKOIO OTBETA ¥ MEPEHOCHMOCTH IpernapaTa OTAeIbHBIM allueHTOM.

Y NOXWIIBIX MAlMEHTOB C JENPECCHBHBIM 3IH30J0M CyTOYHAS 03a IS IEPBBIX 3-X CYTOK
Tepanui cocTapiser 50 Mr/cyTku ¢ ysemmdeHneM o 100 mr/cyTku Ha 4-¢ cyTku H go 150

MI/CyTKH Ha 8-€ cyTkH. ClieyeT UCIoNb30BaTh MHHHMAIIBHYIO 3ddeKTUBHYIO 103y mpernapara,



Ha4yhHasg evenue ¢ 50 Mr/cytku. B ciydae Heo6xomumocTn JI03y TIpenapaTa MOXKHO YBEJIHYHTh

10 300 mMr/cyTkH, HO He paHee 22 nHS TEpanuu.

ITayuenmu c noueunoii nedocmamournocmoio

lIJI}I MMAIUEHTOB C ITIOYEYHOM HEJOCTATOYHOCTELIO KOPPEKIHUH 10356l HE Tpe6yeTc;1.

ITayuenmui c neuenounoit nedocmamournocmoio

KBeTnanun uuTeHCHBHO MeTabomusupyercs B nedenn. Bemenctere Toro crenyer cobmoaars
OCTOPOKHOCTE NPH NMpHMeHeHHH npenapara Cepoksens” [TpoIOHT Y MAaMEHTOB ¢ MeYeHOHON
HE/IOCTATOYHOCTBIO, OCOOEHHO B Hayame Tepanud. PeKOMEHIyeTcs HaYMHATH TEpaIHIo
npenapatoM Cepoksens® ITpostoHr ¢ 10361 50 MI/CYT M YBEIIHYHBATH 03y €KEIHEBHO Ha 50 Mr

70 TOCTHXEHHS YPHEeKTUBHOM H03BI.

ITo6ouHnoe neficTBHe

Ha ¢oune npuema kBetnanuua, kak u apyrux HEHUPOJIENITHKOB, BO3MOXKHO YBEJIMYEHHUE MACCHI
T€la, BO3HUKHOBCHHE OOMODOKOB, 3]I0KaYECTBEHHOIO HEHPONEHTHYECKOro CHHJIpOMa,
JNIEUKOTIEHHH, HEUTPOIICHUH U NEPHPEPHIECKUX OTEKOB.

Haubonee wacteie HexenaTelbHble peakuuu kBetHanuHa (> 10%) — COHIMBOCTB,
TOJIOBOKDY)KEHHE, TONOBHAsA O0O0Jb, CYXOCTh BO pTy, CHHAPOM «OTMEHbD», IOBBIIEHHE
KOHIICHTpallM¥ TPUTIIMIEPU/IOB, MOBBIIIEHHE KOHLEHTPALUK OOIIEro XojecTepuHa (TJIaBHBIM
00pa3oM, XONECTEpPHHA JIHTIONPOTEUIOB HH3KOM IIOTHOCTH — JITHIT), cHukeHrue KOHIIEHTpaIMH
XOJICCTCpHHA JIMIONPOTEUIOB BBICOKOM IutotHOcTH (JITIBIT), yBenuyenue maccel Tena u
CHH)KEHHE KOHIIEHTpAIIMK IeMOII0OOUHA.

YacToTa HeXemaTeNbHBIX Peakiui NMPHUBEIEHA B BHIE CIIEYIOIIEH I'paJalluu: OYEHb 4YacTo (>
1/10); wacro (> 1/100, < 1/10); meyacto (> 1/1000, < 1/100); peaxo (> 1/10000, < 1/1000); ouens

peaxo (< 1/10000); HeyTOYHEHHO#H YaCTOTHL.

Co CTOPOHBI CHCTEMbI KPOBETBOPEHHA

OueHb YacTo CHH)KEHHE KOHIIEHTPAIIUH TeMOTI00HHa>

1,25
s

Yacro JNEHKOTIEHHs CHH)KCHHE  KOIMYeCTBA  HEHTPOQHIOB' 22,

IIOBBIIICHHUE KOJIMYECTBA 303I/IH0(1)I/IJ'IOB24

14
Heuacto TPOMOOIUMTONEHHUS, CHIXKEHHE KOJIMYECTBA TPOMOOIHTOB

Penxo arpaHyJ0nuTo3?’

HeyrounenHoit yactotsl | HeltponeHus'

Co cTOpOHBI HFMMYHHO# CHCTEMBI




ﬁeqacro

PCaKIW¥ THIEePYyBCTBUTEIILHOCTH

Ouensb peaxo

aHa(pHIaKTHYECKHE peaKun’

Co CTOPOHBI 3HAOKPHHHOH CHCTEMBI

Yacro TOBBIIICHHE KOHLEHTPAIMH NPOJIAKTHHA B CHIBOPOTKE KPOBH'®,
CHHEHHE KOHIEHTpaluu obimero i cBoGoaHoro T42 B kposwy,
CHWXCHHE KOHUeHTpamuu obmero T32° B kpoBu, moBbmmeHHe
xonnenTpauu TTI'? B kposu

Heuacto CHH)KEHHE KOHIIEHTpaluH cBo601HOro T3 B kposn?’

OyeHb pezKo CHHIDOM  HEajleKBaTHOW  CEKPELMH  AHTHHYPETHYECKOTO
ropMoHa

Mera6onnueckue napymenus

OueHb yacTo

MOBBIICHAE ~KOHIEHTPAIMH TPHUIVMNEPHIOB B  CHIBOPOTKE
xposr™'!, obmero xonectepuua (raBHbM 06pazoM, XOJIECTEepHHA
JITHIT)"" B KpoBH, CHWXEHHE KOHLEHTpAIHM XOJIeCTEPHHA

JITIBIT"'® B kpoBH, yBemmyenne macchr Tena’

Yacto

THUIEPIIIMKEMHUS ~, TIOBBIIEHHE aleTHTa

Heuacro

THIIOHATpHEMHUs >, caxapHbii quaber! >0

Ilcnxmyeckne paccrporict

Yacro HEOOBIYHbIE M KOIIMApHbIE CHOBUICHHS, CyHIMAATLHBIE MBICITH 1
noBejieHue '
Penxo COMHaMOY/IM3M U CBSI3aHHBIE C HAM SIBJICHHUS

Co cTopoHbI HEPBHO# CHCTEMBI

OueHb 4acTo

1,4,17

ronoBokpyxerue*!’, commBocTs>!’, rooBHas 605

Yacro

au3aptpus, obMopok 417, IICH13

Heuyacto

CyZOpOr#',  CHHAPOM  «GECHOKOMHBIX  HOT»,  IO3IHSA

nucKuHesus 'S, cryTaHHOCTD Co3HAHUS

Hapymenus cepaeunoii nesiTeibHOCTH

Yacro

Taxukapaus' -, onrymenue cepaue6uenus '’

Heyacro

6pamukapaus’®, ymunenne natepana QT 13

Co cToponsI oprana 3penuns

Yacto

HEYETKOCTh 3pEHUS

Co cToponsI cocyaucToii

CHCTEMBbI

Yacrto

opTocTaTuyeckas runortensus’ !’

Penxo

BEHO3Hast TpOM605MGoTHst!
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FCo CTOPOHBI ABIXaTEeJIbHOH CHCTEMBI

Yacrto

onpimka'’, puaHT

Co CTOPOHBI JKEeJTYX0YHO-KHII€YHOI' 0 TPpaKTa

OueHb YacTo

CYXOCTb BO PTy

Yacto 3aI10p, TUCIIENCHS, pBOTa”!
Heuacro mucoarus '
Pesko KHLIEYHAS HEPOXOAUMOCTE/HIIeyC, TAHKPEATHT

HeyTounenHo# yacToThI

6e30ap’!

Co CTOPOHBI NEYEHH H KeTUeBbLIBOAANIMX nyTei

Yacto NOBbIIEHHE aKTUBHOCTH AJIT B CBIBOPOTKE KPOBH®, ITOBBIIIEHHE
akTHBHOCTH ACT B CBIBOPOTKE KPOBH®, IIOBBIILIEHHE AKTHBHOCTH
I'TT B cbiBOpOTKE KPOBH®

Penxo xKentyxa®, rematur (c KENTYXoH Wi 6e3 xenTyxu)’

Co cTopoHbI MOYeK M MOYEBBLIBOASIMMX MMyTel

Heuacro

3a/IepXKKa MOUH

Co cTOpOHBI KOXKH H MOJKOKHBIX TKAHEH

OueHb peaxo

aHTHOHEBPOTHYECKHH 0Tek’, cunapom CruBeHca-[KoOHCOHA®

HeytouneHHo# 9acTOTHI

JICKapCTBEHHAs! peakiMsi C H03HHOGHUIMEH M CHCTEMHBIMH
cumnromamu (DRESS-cunapoM), octpbiii renepamu3oBaHHbI
9K3aHTEMATO3HBIH yCTyJIe3, MyTbTHGOPMHAs SpUTEMA, KOXKHBIH

BAaCKYJIHT

Co CTOpPOHBI CKeIETHO-MBIMIEYHONH U COEHHNATETLHON TKAHN

Ouens peaxo

pabaomMuoIH3

BepeMeHHOCTL, MMOCJIEPOAOBLIE H NEPHHATA/IbHbIE COCTOSTHHUA

HeytounenHo# yacToThI

CHHJIDOM «OTMEHBI» Y HOBOPOXKIEHHBIX2S

Co cTOpOHBI PeNPOAYKTHBHO# CHCTEMBI

Heuacto

CeKCyallbHast TUCHYHKIUA

Penxo

TNpHAITH3M, TaJIaKTOpes, PACCTPOHCTBA MEHCTPYAILHOTO IIHKIIA

O6mue paccrpoiicTBa

OueHb 4acTo

CHHJIPOM «OTMEHB -*

Yacto HE3HAYMTEIbHO BBIDAXKEHHAs aCTCHWs, pa3IpaKUTEIbHOCTD,
nepupepUIECKUE OTEKH, TMXOPAIKa
Penxo 3/10KaY€CTBEHHbIH HEUPOJIENITHYECKHI CHHIAPOM ', THIIOTEPMHS

H3menenns 1a60paTopHBIX M HHCTPYMEHTAILHBIX IOKA3aTeIeH

11



Penxo TOBBLIMCHAC aKTHBHOCTH KPeaTHH(OC(HOKUHA3EI B KPOBH >

10.

11.

12.

CMm. pasnen «Oco6rle ykazanusy .

COHIMBOCTB 0GBIYHO BOSHHKAET B TeUEHHE TNEPBBIX 2 HEZIENb TI0CNIe HaYayla TepalnH 1, KaK
TIpaBHIIO, paspemaeTcs Ha oHe MPOIOINKAIOIIEr0Cs IPHEMa KBETHATTHHA.

Bo3moxHO GeccMMITOMHOE MOBBIMICHHE (> 3 pasa oT BepxHeH rpaHHIBI HOPMbI IpU
ONpENCNeHHH B J000E BpEMs) AKTHBHOCTH acnapraraMuHoTpanchepassr  (ACT),
alaHHHaMHHOTpancepassl (AJIT) u raMMma-riayramunrparcnentaaassl (ITT) B ceiBopoTke
KPOBH, KaK NpaBHJI0, 06paTMMoe Ha hOHE MPOI0IHKAIOIIErOCs IpHEMa KBETHAIIHMHA.

Kak u gpyrue amtuncuxoruueckue Ipenaparel € O.1-aAPEHOOTOKUPYIOMIMM JIEHCTBHEM,
KBETHAIMH 4acTO BBI3bIBACT OPTOCTATHYECKYIO THIIOTEH3HIO, KOTOpAs COIIPOBOXK/IAETCS
TOJIOBOKPYKCHHEM, TAXHKAP/UEH, B HEKOTOPBIX CIIydasx — 06MOPOKOM, 0COGEHHO B Hagaie
Tepanuy (cM. paszien «Ocobble ykazaHus ).

OTMeuenbl 04eHs peKue CiIydan obocTpeHus caxapHoro quabera.

Onenka 4acTOTHI JaHHO#H HeXeaTeTLHOH PEaKIHH IPOBONIIACH HA OCHOBAHHUH PE3YJILTATOB
TIOCTPErHCTPALMOHHOTO IPUMEHEHHMS Tpenapara Cepokses”.

[ToBeIIIEHHE KOHIICHTPALWK I'TIIOKO3bI KPOBHM HaTtomak > 126 mr/ma (> 7,0 MMOJIB/JT) WM
TJIOKO3BI KpOBM nocie mpuema muum > 200 mr/mn (> 11,1 mmons/m) xots 6bI pH
OJTHOKPATHOM OIpEJIEICHHH.

bonee Bricokas wactora aucdarun Ha (oHe KBeTHANHHA 1O CpaBHEHHIO ¢ IUTanebo Oblia
OTMECHA TOJIBKO y ITAMEHTOB C NETPECCHEH B CTPYKTYpe GUIIONSAPHOTO PaccTPOMCTBa.
IToBelmenne ucxomHOM Maccel Tena Ha 7% u 6onee. B OCHOBHOM, BO3HHMKaeT B Hayajie
TEPAIUH Y B3POCIIBIX.

Ilpy wM3yYeHWH CHHApOMAa «OTMEHB)» B KPaTKOCPOYHBIX  ILIae60-KOHTPOIHPYEMBIX
KIIMHAYECKUX HCCIENIOBAHUAX KBETHAllMHA B PEXHME MOHOTEPANMH OBUIM OTMEYEHEI
CIICNIOMHE CHMNTOMBI: OECCOHHHMIA, TOIIHOTA, TIOJOBHas 6omb, amapes, pBOTa,
TOJIOBOKDYXXCHHE M Pa3NpaXMTENbHOCTh. YacToTa CHHAPOMA «OTMEHBD) CYIIECTBEHHO
CHHKanach 4epes 1 Heselo noce npeKpalieHus IpueMa penapara.

IoBbimenue KoHNEHTpauMy TPUITHIIEPHAOB > 200 Mr/mn (= 2,258 MMoOITB/1T) y anueHToB >
18 net wmm > 150 mMr/an (> 1,694 Mmois/i) y IaueHToB < 18 jieT, XoTs 651 IpH 0JJHOKPATHOM
OIIpe/IEICHHH.

[loBbnneHne KoHNEHTpanuu 06mIEro xonecrepuHa > 240 mr/am (> 6,2064 mmons/n) y
auMeHToB > 18 et umi > 200 mr/m (> 5,172 Mmounb/) y HanueHToB < 18 jnert, xots 651 pu
ONIHOKpaTHOM ompeAeieHuH. O4eHb YacTo OTMEUEHO NOBbImEHHe XonecTepuna JITTHIT > 30

Mr/an (= 0,769 mmons/n), B cpeaneM — 41,7 mr/mn (> 1,07 mmons/m).

12



13.
14.

15.

16.

17,

18.

19.

20,

21

22.

23

CMm. nanee 1o Texcty UHCTpyKImH.

CHumxenne KonmmyectBa TpoMGomutoB < 100 x 10%n, xots 6B IIPH OJHOKPAaTHOM
OIIPEJETICHUH.

be3 cBa3u ¢ 31m0KadeCTBEHHBIM HelipoTenTHYIECKHM CHHAPOMOM. [Io 1aHHBEIM KIMHHYECKUX
HCCJIEJOBAaHUH.

IloBblnenne KOHIEHTpaLMK NpoNaKTHHA Y maumeHToB > 18 jer: > 20 MK/ (= 869,56
TIMOJIB/JT) y MyX4HH; > 30 MKr/n (> 1304,34 Moub/i1) y JKEHIIUH.

MosxeT npuBOAUTE K NaeHHUIO.

CHmxenne koHIEHTpauuK xonectepuna JINIBII < 40 mr/an (< 1,03 MMOIIB/IT) y My>K4YHH 1 <
50 mr/am (< 1,29 MMonb/n1) y sKeHIHH.

JlaHHBIC ~ SBNEHHA 4YaCTO OTMeYard Ha  (oHe TaXUKapJHH, TOJIOBOKPY)KEHHMS,
OPTOCTATMYECKOH TMIIOTCH3HH W/WITM COMyTCTBYIOUIEH NATONOTHH CepAeYHO-COCYAUCTOM
HITH JIBIXaTEIbHON CHCTEMBI.

Ha ocHOBaHMM NOTEHUMANBHO KIMHHYECKH 3HAYMMBIX OTKJIOHEHMH OT HOPMaJIBHOTO
HCXOTHOTO COZEpIKaHHUA, OTMEYEHHBIX BO BCEX KIMHHYECKHX MCCIIEIOBAHUNX. M3MeHEHHs
KOHLIeHTpaluu obmero tupokcuna (T4), cBobomroro T4, obmero TpuioaTuponuHa (T3),
cBobomnoro T3 no 3Hauenmit < 80% OT HEXKHEH TPaHUIBI HOPMBI (TIMOJIB/JI) TIpH
OIIpE/ICIEHHH B JII060€ Bpemst. Mi3MeHeHHe KOHIIEHTpaliyi THpeoTporHoro ropmona (TTT) >
5 MMEx/n ipu onpenenennu B mo6oe BpeMms.

Ha ocCHOBaHWHM NOBBHINIEHHON YAaCTOTHI BO3HMKHOBEHHS PBOTH y IOJKHIBIX MAIIHEHTOB
(Bo3pact > 65 ner).

B KpaTKoCpOYHBIX KITHHHYECKHUX MCCIEOBAHHAX MOHOTEPAIIMH KBETHATMHOM y TaIHeHTOB
C KOJMYECTBOM HEHTPODUIOB 10 Havana Tepamud > 1,5 x 10°/n1 ciiydam HedTpomeHHn
(komuyectBo HeHTpodumor < 1,5 x 10°1) ormeuenst y 1,9% mnamueHTOB B rpynmne
KBETHaNKHa MPOTUB 1,5% B rpynmne miane6o. CHUKEHHE KOIMIECTBA HEUTPOGHIOB > 0,5,
HO < 1,0 x 10%/1 oT™Meuasocs ¢ yacroroii 0,2% B rpyImIe KBeTHAaNUHA U 1iane6o. CHIKeHne
Ko/myecTBa HelTpoduiIoB < 0,5 x 10%/11 X014 GBI IH OJTHOKPATHOM OIIPEJIEIEHUH OTMEYEHO
y 0,21% nmanuenTos B rpynmne kBetuanuna npotus 0% B rpymmne miane6o.

CHyxeHue KOHIEHTpaIiK remMoriobuna < 13 r/mn y MyK4YdH U < 12 /101 y KeHIIUH, XOTs
Obl IpH OHOKPaTHOM OIpeJeNeHHH, OTMeyatock y 11% mnaunueHToB Ha ¢done mpuema
KBETHAIIMHA BO BCEX KIMHHMYECKHMX HCCIIENOBAaHMSAX, BKIIOYas IJIMTENbHYIO Tepamuio. B
KpaTKOCPOYHBIX ILIAle00-KOHTPOIMPYEMBIX HCCIECAOBAHUSX CHHMKEHHE KOHIEHTPALHH
reMoryiobuna < 13 r/an y Myx4uH u < 12 I/n y KeHIQUH, XOTS ObI P OJTHOKPaTHOM
ONpPE/ETICHUH, OTMEYANOCh ¥ 8,3% NauMeHToB B IpyIie KBETHANMHA I10 CPAaBHEHHIO ¢ 6,2%

B Ipyne miane6o.
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24. Ha OCHOBaHHH NOTEHNHMATBHO KIMHWYECKH 3HAYMMEIX OTKJIOHEHHH OT HCXOJHO
HOPMAJIPHOTO YPOBHS, OTMEYEHHBIX BO BCEX KIMHMYECKHX HCCIIENOBAHUSX. [IOBBIIICHHE
KOJIM4ECTBa 503MHO(HITOB > 1 x 10°/1 npu m3Mepennu B moboe BpEMS L.

25. Ha OCHOBaHMH IIOTEHIMANBHO KIMHHYECKH 3HAYAMBIX OTKIOHEHHI OT HCXOJTHO
HOPMAJIbHOTO YpOBHS, OTMEYECHHBIX BO BCEX KIMHMYECKHX HCCIIEJOBAHUAX. CHUKEHHE
Koymu4ecTBa JeHkouToB < 3 x 10°/1 pu namepenun B mobGoe BpeMs.

26. MoKeT pa3BHTECS B MOMEHT WM BCKOpE MOC/TE Hayaia TEpal¥¥ M CONPOBOXKIATHCS
apTEPUAIbHOM THIOTCH3HeH W/HmH o6MopokoM. YacToTa yCTAaHOBJEHA HA OCHOBAHHH
COOOIIEHNA O pa3BUTHH Gpaj¥KapIuM M CBS3aHHBIX HEKeTaTeNbHBIX SBICHHH BO BCEX
KIIMHUYECKUX UCCIIEOBAaHUSAX KBETHANIUHA.

27. Ha OCHOBaHWH OLIEHKH 9acTOTHI Y IALHEHTOB, IIPUHUMABIIHKX YYaCTHUE BO BCEX KIIMHUYECKUX
HCCIICI0BAHHAX KBETHAIIWHA, Y KOTOPBIX OTMEYallach Tskenas HeWrponenus (< 0,5 x 10%/1)
B COYETaHHMHU C UHOEKIUAMH.

28. Cwm. pasnen «IIpuMeHenre Ipy GepeMEHHOCTH U B NEPUOJI TPYHOIO BCKaPMJTHBAHHMSD) .

29. VismMeHeHue KOHUEHTpauuu ot > 132 MMouIB/1t 10 < 132 MMOB/TT XOTS GBI IIPY OJTHOKPATHOM
OIIPE/ICIEHHH.

30. Yacrora m3menenus unteppana QT. ot < 450 mc 10 > 450 Mc ¢ yBenudeHueM Ha > 30 mc. B
M1a1e60-KOHTPOIMPYEMBIX HCCIIEAOBAHHIX KONHYECTBO TAIHEHTOB, Y KOTOPBIX OTMEYEHO
KIIMHUYECKH 3HaYUMOe yBennyeHue unrepsaia QTc, 6bUI0 CXOJHBIM B IpyNnax KBeTHAIIHHA
¥ 1anebo.

31. OtmeueHo ToNIBKO MpH nepeo3upoBke. CM. paszen «Ilepeno3upoBkay.
Yanuuenne unrepsana QT, xely10ukoBas apHTMHS, BHE3aIHas CMEpTh, OCTAHOBKa CepAla u
ABYHAIpaBJICHHAst JKEIy[IOYKOBas TaxWKap[Ms CYUTAIOTCS HEXENATeIbHBIMM PEAKIMsAMH,

MIPHCY UMY HEUPOJIETITHKAM.

Jletv u nozapoctkw (B Bospacte ot 10 10 17 nier)

Y neteii 1 IOAPOCTKOB BO3MOXHO Pa3BUTHE TEX XKe HEKENATebHBIX PEAKIHii, 4TO U Y B3pPOCIIBIX
NAlMEHTOB. B Tabiuue nprBeneHE! HekKenaTenbHble PEakuy, KOTOphle He GBUIH OTMEYEHE Y
B3POCJIBIX ITAIIACHTOB, WIIM XK€ Yallle OTMEYATUCE Y JeTel U MOAPOCTKOB (B Bo3pacte 10-17 ner)
110 CPABHEHHIO CO B3POCIIBIMH MAI[HEHTAMH.

YacTora HexenaTeNBHEIX peakUWi IpUBEJEHA B BHAE CIEAYIOLIEH rpajlaliiy: O4eHb 4acTo (>
1/10); wacro (> 1/100, < 1/10); meyacto (> 1/1000, < 1/100); peaxo (> 1/10000, < 1/1000); oueHs

penxo (< 1/10000); HeyTOYHEHHOM YaCTOTHI.
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meTaﬁonnqecKue HapymeHus

OueHns yacto IIOBBHIIIICHHUE alllIETUTA

H3menenns 1a6opaTopHbIx u HHCTPYMEHTAJIbHBIX MOKa3aTe el

Ouens yacTo IIOBBIIIICHUE KOHIICHTpallUK IIPOJIaKTHHA B CBIBOPOTKE KpOBI/II,

MIOBBIIICHUE apTEPUATIBHOIO I.[a.B.HeHI/I}I2

IIcuxuaeckne pacerpoiicra

Penxo COMHaMOYJIU3M U CBSI3aHHBIE C HUM SIBIICHHS

Co cTopoHBI HEpBHOM cHCTEMBI

Yacro o6Mopok

Co cTOpOHBI ABIXaTEILHOMN CHCTEMBI

Yacro PUHHUT

Co CTOPOHBI KeJYI0YHO-KHIIEYHOI0 TPaKTa

Ouenb yacTo pBOTa

1. IloBbIIeHHE KOHLEHTpPAMK MPOJAKTHHA y nanuenToB < 18 ser: > 20 mxr/n (> 869,56
IIMOJIB/J) y TIALMEHTOB MYKCKOTO MOja; > 26 MKI/I (= 1130,43 nMous/n) y mamueHToB
KEHCKOro mnona. Menee yeM y 1% manMeHTOB OTMEYaoCh IOBBIIIEHHE KOHIICHTpallu{
npojakTiHa > 100 mxr/i (4347,8 nmons/1).

2. lloBbieHHe — apTepHANIbHOTO JNABNEHHA BBIIE KIMHHYECKH 3HAYHMOLO nopora
(amantupoBaHo 1o KpuTepusaM HamwmoHanrsHOro Mucrutyta 3noposes, CIIIA — National
Health Institute) nin noseimenne Gosee yem Ha 20 MM PT. CT. UL CHCTOJIMYECKOTO KK GoJiee
4eM Ha 10 MM pT. CT. ISl AMACTONHNYECKOTO IaBIIEHHS 110 JaHHBIM JBYX KpPaTKOCPOYHBIX (3-

6 HezleNb) M1aIe60-KOHTPOTHPYEMBIX HCCIIEI0BAHMIH y A€TEeH u MOAPOCTKOB.

Ilepenozuposka

CooGwmanock o netanbHOM Mcxone Mpy npreMe 13,6 r KBeTHATHHA y MalMeHTa, y4acTBOBABIIETO
B KIMHUYECKOM HCCIIC/0BAHHH, & TAKXKE O JICTAIBHOM MCXOJE IOCIIe IIpHeMa 6 T KBeTHAIIHHA [IPH
TOCTPErMCTPallMOHHOM  W3YY€HHH Ipemapara. B To jxe Bpems, ommcaH ciydaii mpuema
KBETHAIMHA B 03¢, npeBbinaromen 30 r, 6e3 geTaapHOro Hexoma.

Hmerotcs coobmenus o kpaiiHe penkux cirydasx NEePEO3UPOBKH KBETHAIIMHA, IIPHBOIUBIIMX K
yanuneHuto uarepBana QT., cMepTH uim xoMme.

Y NalMeHTOB ¢ TSHKETBIMA CEPAEYHO-COCY TUCTHIMU 3a60/TEBAHMSIMH B AHAMHE3E PHCK pa3BUTHS
HEXKEATCIPHBIX PEaKIMK MPH IePef03UPOBKE MOXET YBelNMYMBATRCS (CM. paszen «Ocobbie
YKa3aHus» ).

CHMHTOMBI, OTMEYECHHBIC IIpHA NEPEAO3UPOBKE, B OCHOBHOM, 3511 CJIIEACTBHEM YCHIICHUS
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M3BECTHBIX (papMaKonoruyeckux 3dhdhexTos npenapara, TaKMX KaK COHJIMBOCTh H CeJallusl,
TaXuKapaus, CHHKEHHE apTepHAIbHOTO MABJICHHUS U AHTHXOJIMHEpruyeckue 3¢ dektel. Taxxke
MMEIOTCS COOOLIEHHS O EAMHUYHBIX CITyYasx nepeno3upoBku npenapara Cepoksens”® ITpotowr,
TIPUBOJIMBIIMX K PabJOMHONH3Y, YTHETEHHIO JBIXAHHUS, 3aJIEpKKEe MOYH, CITyTAHHOCTH CO3HAHMSA,
Openy u axxuTaryu.

Jleuenue

Cnenududeckux aHTHIOTOB K KBETHAIMHY HET. B ciyyasx Tskenol HHTOKCHKAIMH Crefyer
TMOMHHTb O BO3MOXHOCTH NEPEO3UPOBKH HECKOJNBKMMH JIEKAPCTBEHHBIMH IpenapaTamH.
Pexomennyercs npoBoauts Meponpustus, HalpaBJIeHHbIC HA MOJJIEPXKAHHE (DYHKIMH JbIXaHHUS
H CEPIICTHO-COCY IMCTOH CHCTEMBL, 06ecTIeYeH e aIeKBATHON OKCHICHALMH H BEHTHIISIIAN.
Beuti onucansl ciyvan npuMenenus usocturmMuna B no3e 1-2 Mr Ha domne HETPEPLIBHOTO
MounuTopuHra IKI' y nanuenToB ¢ nenmpueM, Bo3GYKIEHHEM U SBHBIM AHTHXOJIMHEPTHYECKUM
CHHIIPOMOM.

B cayuae Bo3HmKHOBenMs pedpaxTepHOI apTEepHAlIbHOM THIIOTEH3HH IPH MEPEI03HpPOBKE
KBETHAIIMHA JICICHHUE CIIEYET OCYIIECTBIIATE ITyTeM BHYTPHBEHHOTO BBEAECHMS KHIKOCTH H/HIIH
CHMITaTOMHMCTHYIECKUX MPENapaToB (He CileayeT Ha3HayaTh SMMHEBPHH H JOMAMHUH, IIOCKOJIBKY
CTHMYJIAIHS  [-aJPEHOPENENTOPOB MOXKET BBI3BATH YCHJICHHE CHHIKCHHS apTepHAIIBHOTO
AaBJicHUA Ha (oHe GIIOKa/IBI 0-aJPEHOPETIENTOPOB KBETHAITHHOM ).

[IpombIBanme xemyaka (mocie MHTY0AlMK, €CNH TNauWeHT 6e3 CO3HAHHS) M [IPUMECHEHHUE
AKTMBHPOBAHHOIO YIIA M CHAaOMTENBHBIX CPEACTB MOXET CIOCOGCTBOBATH BBIBEICHHMIO
HeabCopOUPOBAHHOIO KBETHAITHHA, OJJHAKO 3 bEKTHBHOCTB 3THX Mep He H3ydeHa.

[IpucransHoe MemuMIMHCKOE HabIHONEHHE CIIEyeT MPOAOIIKATh O YJIYYINEHHUS COCTOSHUS
NalueHTa.

Ilepenosuposka npenapara Cepokens® IIposnoHr MosxeT NPHUBECTH K (OPMHUpOBaHHIO Ge30apa
KETyaKa, JUIL NanbHEHIIEH TaKTHKW BENCHMS MAlHeHTa PEKOMEHIyeTCs COOTBETCTBYIOIIAs
AUATHOCTHYECKasd BU3yaNu3alus. PyTHHHOE IpOMBbIBaHYE JKeTy IKa [T yIalleHHs Ge30apa MOKET
OITE Hed(pYEeKTHBHO BB Kamenenon06GHON JIMIKOM KOHCHCTEHIMM MACCEL DHJIOCKOITHYECKOE

ynaneHue hapmakobe3oapa 6bUI0 YCHENHO BBIIOIHEHO BO MHOTHX ClTydasx.

B3aumopeiicTeue ¢ ApyruMy JekapcTBeHHBIME CpeacTBAME

Cruexyer cobmomate OCTOPOXHOCTH mpH KOMOWHHPOBAaHHOM TNIPUMEHEHHH KBETHAIIHHA C
APyT¥MH NIpETIapaTaMH, BO3JACHCTBYIOMMMH Ha IEHTPAIBHYIO HEPBHYIO CHCTEMY, a TAKKE C
AJIKOTOJIEM.

Cnenyer cobmomaTh OCTOPOXHOCTH IPH COBMECTHOM IPUMEHEHHH KBETHAIIMHA C JPYTHMH

npenapaTamMy, 00JaJalOlMMK aHTHXOIMHEPIHYECKHMH (MyckaprHOIIONOGHBIMK) 3 deKTamMu

16



(cM. pasgen «Ocobbie yKa3aHHsD ).

M3odepment uuroxpoma P450 (CYP) 3A4 sBnsercs ocHOBHBEIM H30()epPMEHTOM, OTBEYAIOIIAM 33
MeTaboIM3M KBETHAIHHA, OCYIIECTBIISIOMMHCS Yepe3 CHCTeMy muToxpoma P450. V 3JI0POBBIX
A00pOBOJIBIIEB  COBMECTHOE MPUMEHEHHE KBETHANMHAa (B 103 25 MI) C KETOKOHA30JIOM,
HHTHOUTOPOM H30(epMeHTa CYP3A4, npuBommno k YBCIMYEHHUIO IUIOMNANX IOA KPHBOH
“KOHLICHTpanus — BpeMs» (AUC) xBetwanuua B 5-8 pa3. IlostomMy coBMecTHOEe mpHMeHeHHe
KBETHaNWHA ¥ MHTHOMTOpOB wu3odepmenta CYP3A4 NpoTHBONOKas3aHo. [lpu Tepanuu
KBETHAIMHOM HE PEKOMEH/IYETCs YIOTPEGIIATE B ITHIILY TpeANPYTOBEIHA COK.

B dapmakokuaeTHuecKOM HecTen0BaHHH TIPUMCHCHHE KBETHAIHHA B Pa3/IHYHOM J03HPOBKE /10
W ONHOBPEMCHHO C MPHEMOM KapOamasenmuHa NPHBOMMIO K 3HAYUTEJIbHOMY MOBBIIIEHHUIO
KJIIMpCHCa KBETHAllMHA H, COOTBETCTBEHHO, ymenbmenuto AUC, B cpenHeM, Ha 13%, mo
CPaBHCHHMIO C NIPHEMOM KBeTHanuHa Ge3 kapbamazenuna. Y HEKOTOPBIX MAIHEHTOB CHHKEHHE
AUC 6bu10 eme Gosnee BrIpaxeHHBIM. Takoe B3aUMOJICHCTBHE COIPOBOXKIAETCS CHHKEHHEM
KOHIICHTpAIMH KBETHANMHA B II/IA3Me M MOXKET CHHKATh S ()EeKTHBHOCTD TEpaIMU KBETHAIIMHOM.
CoBMecTHOE npUMeHEHHE KBETHANHHA C (enuToMHOM, ApyrUM MHIYKTOPOM MHKPOCOMAJIBHBIX
(GepMeHTOB TEueHH, COMPOBOKAANOCH eme Gosee BBIPAKEHHBIM (IIPHMEPHO Ha 450%)
TIOBBIIICHUEM KIIMPEHCA KBETHANWHA. [IpUMEeHEeHHe KBeTHanmMHA NalHEHTaMH, MOJIYYalOUMH
MHIYKTOPBI MHUKPOCOMAIIbHBIX ()EPMEHTOB II€YEHH, BO3MOKHO JIHIIE B TOM clly4yae, eciu
OKMJacMasi IOJb3a OT TEpallMM KBETHAMHOM IPEBOCXONMT DHCK, CBS3aHHBIA C OTMEHOI
TIpeniapata-HHAYKTOpa MHKPOCOMAIbHBIX (hepPMEHTOB MeueHH. V3MeHeHHe 1035 IpenaparoB-
MHIYKTOPOB MHKDOCOMAIBHBIX (EPMEHTOB IMEYEHH JOJDKHO OBITh I[OCTENCHHEIM. [Tpu
HEOOXOMMOCTH,  BO3MOKHO HX  3aMEIIEHHe npenapataMd, HE  HHAYUUPYIOLIUMHU
MHKPOCOMaJIbHBIE (hePMEHTHI IIeYeHH (HanpuMep, NpenapaTaMy BaJbIPOEBOU KUCIIOTEI).
DapMaKkoKMHETHKA KBETHAITHHA CYLIECTBEHHO HE H3MEHSIIACH IIPH OJJTHOBPEMEHHOM IPUMEHEHUU
aHTHUIICNPECCAaHTa HMMHUIPaMHHA (MHTHOUTOp H30(epMeHTa CYP2D6) wmm ¢ayokceruna
(uaruburop usohepmentor CYP3A4 u CYP2D6).

DapMakOKHHETHKA KBETHATIHHA CYMECTBCHHO HE H3MEHACTCS IIPH OJTHOBPEMEHHOM IIPHMEHEHHH
C aHTHIICUXOTHYECKAMH JIKapPCTBEHHBIMH CPEJCTBAMH PHCIIEPHAOHOM HITH rajIoNEPUI0IIOM.
OnHako 0THOBpEMEHHBII IPHEM KBETHATIHHA | THOPH/Ia3MHa IIPUBO/IMII K TIOBBIIIEHHIO KIIUpEHCa
KBETHAIIMHA IPUMEPHO Ha 70%.

DapMaKkoKMHETHKA KBETHAITHHA CYLECTBEHHO HE H3MEHSETCS IpH OJTHOBPEMEHHOM NIPUMEHEHUHI
[IUMETU/IMHA.

[1pu oxHOKpaTHOM mpHeme 2 Mr Nopasenama Ha one npuema kpeTHanuua B g03e 250 Mr 2 pasa
B CYTKH KIIMPEHC JIopa3enama CHIXKaeTCsi npuMepHo Ha 20%.

(DapMa.I(OKPIHeTI/IKa Npe€rnapaToB JIMTUSA HE H3IMEHSECTCS IIpH OTHOBPEMEHHOM IIPUMCHECHHUU
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KBETHANKHA. He 0TMEYEHO KIIMHMYECKH 3HAYUMBIX H3MEHEHMI (hapMaKOKHHETHKH BaTBLIPOEBOH
KHCIIOTBI i KBCTHAIMHA IPH COBMECTHOM NPUMEHEHHH BJBIIPOATa CEMHHATPHSA M KBETHAIHHA.
IIpu omHOBpemenHOM mpHMeHeHHH npenapara KBETHANWHA C MPENapaToM JIMTHS Y B3POCIbIX
[IAIMCHTOB  C OCTPBIM MaHHAKalbHBIM SMH30JI0M OTMEYeHa 6OJiee BHICOKAS YacTOTa
HEKENIATCNbHBIX peaklud, cBsizaHHBIX ¢ JIIC (B 0coGeHHOCTH, TPEMOpA), COHJIMBOCTH H
YBCIAICHHSA MaCCBI Te€Na 110 CPABHEHHUIO C NAllHeHTaMH, IPMHUMABIITAMHI KBETHAIIMH ¢ I1ane60 B
6-HEZIENILHOM PaHAOMU3HPOBAHHOM HCCIIEJOBAHHH.

DapMaKOKHHETHYECKHE HCCIIEIOBAHUS [0 H3yYEHHIO B3aHMO/IEHCTBHS npenapara Cepokses”
IIpononr ¢ mnpenaparamu, npuMeHsEMbIME IIpH  CEpIICYHO-COCYIUCTHIX 3a0O0JIEBaHUAX, HE
IIPOBOJTHITHCE.

Cnenyer cobmonats OCTOPOKHOCTH IIpH KOMOWHHDOBAaHHOM TIPUMEHEHWH KBETHAIIMHA M
NpENapaTos, CIOCOOHBIX BbI3BATH HAPYIICHHE YIEKTPOIUTHOTO GalaHCa H Y1 THHEHHE UHTEpBasa
4] 'S

KBeTnanvn He BBI3BIBAT WHIYKIMH MHKPOCOMATBHBIX (epMEHTOB IeYeHH, y4acTBYIOMHX B
MeTabonu3Me henasoHa.

Y Nau¥eHTOB, NIPHHHMABIIMX KBETHAIHH, GBUIH OTMEYEHBI IOKHOMOJIOKHUTETBHEIE pe3yabTaThl
CKPMHHHI-TCCTOB HA BBIABICHHE METAJOHA M TPUIHKIMYECKHX AHTHIEIPECCAHTOB METOIOM
MMMYHO(EPMEHTHOTO aHamu3a. Jljisi [OATBEPK/IEHHS Pe3yJIbTaTOB CKPMHHHIa PEKOMEHIYETCs

IIPOBECIICHHUE XpOMaTOI'pa(bI/I‘IeCKOFO HCCIICIOBAHMUS.

Oco0ble ykazanus

/Aemu u noopocmku (¢ eo3pacme om 10 oo 1 7 nem)

IIpenapat Cepoxsens® ITposIoHT He mokasaH s IIPUMEHEHHS Y JIETEH ¥ IIOAPOCTKOB B BO3pAcTe
70 18 11eT B CBA3H C HENOCTATOYHOCTBIO JAHHEIX 110 IPUMEHEHHIO B YTOM BO3pacTHOM rpynme. [To
pe3ybTaTaM KIHHHYECKUX HCCIICJOBaHHH HEKOTOPhIE HEXeNlaTelIbHble PeakIHH (TOBHIIICHHE
alleTuTa, MOBBIMCHAE KOHLUEHTPAMH IPOJAKTHHA B CHIBOPOTKe KpoBH H JIIC) y nereit u
NOJPOCTKOB HabIIOAAHA ¢ GoJIbIIel YacToTOM, YeM y B3pOCIBIX NaukeHToB. Takke OTMEYEHO
TIOBBIIICHHE apTCPHATIbHOIO NABJICHHs, HE HAaOJIIOaBINeecs y B3POC/ILIX MAlMEHTOB. Y JeTel U
TIOJIPOCTKOB TaKKe HaOMOJaIH H3MEHEHHE (DYHKIIMH IATOBHIHOM JKeNe3bl.

Buusinre Ha pocT, m0NI0BOE CO3peBaHKe, YMCTBEHHOE Pa3BUTHE U MOBEJIEHYECKUE PEAKIIMH TIPH
AITATEIIBHOM IPUMEHEHHUH (Gosiee 26 Henelb) KBeTHAIIMHA HE H3ydalIoCh.

B nianeGo-koHTponmMpyeMbIx HcceIoBaHMsX Y AeTeH 1 NOJIPOCTKOB C MIH30(peHueH U MaHHEN
B CTPYKType GUIIONIAPHOTO pacCTpoicTBa yacToTa paseutust IIIC Gbuta Bbime IIpY IPUMEHEHHH
KBETHAITMHA 10 CPaBHEHHIO C I1ane6o.

Cyuyuo/cyuyuoansvrsie mbicnu unu Kiunuveckoe yxyoweHue
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Jlenpeccust CcBsi3aHa ¢ MOBBIMIEHHBIM PHUCKOM BO3HHKHOBEHHS CYHUIHUIAIBHBIX MBICIEH,
CaMONIOBPEXK/ICHHS M CyHIIHAA (COOBITHH, CBI3aHHBIX ¢ CYHIHIOM). JlaHHBIH PHCK COXpaHSETCs
A0 MOMEHTA HACTYIJICHUs BRIDXKEHHOM PEMUCCHH. BBHIy TOTO, 4TO 110 yIIydIIeHHs COCTOSHUS
TallHCHTa C HavYalia JIEYEHU MOXKET IPOUTH HECKOJIBKO HEENb MM GOJBIIe, TAIMEHTHI JOKHEI
HAXO/WUTECA TIOl NIPUCTANLHBIM METUIIMHCKMM HabITIOIeHHEM [0 HACTYIUIEHHS yiIydmeHus. [1o
JIAHHBIM OOIICIIPHHATOrO KIMHMYECKOTO OMNBITA, PHCK CYMIAA MOXET MOBBICHTHCS Ha PaHHHUX
CTa/IUSAX HACTYIJICHUS PEMHUCCHH.

[Io naHHBIM KpaTKOCPOYHBIX N1aneb0-KOHTPOIMPYEMBIX  KIMHUYECKHX HCCIEIOBAHHN Yy
TIalMCHTOB C IENPECCHEH NPH OUIONAPHOM PAaCcCTPONCTBE PUCK PA3sBHTHS COOBITHI, CBA3AHHbIX C
cyuuuaom, coctaBui 3,0% (7/233) nns kBernanuna u 0% (0/120) ans miane6o y MAaIMeHTOB B
Bospacte 18-24 roma; 1,8% (19/1616) mns xBernanuua u 1,8% (11/622) mna mnaue6o mns
NAllMeHTOB B BO3pacTe > 25 JIeT.

Jlpyrue ncuxudeckue pacCTpOMCTBA, IS TEpAIHH KOTOPHIX HA3HAYAETCS KBETHAIHH, TaKXe
CBA3AHBI C IOBBIIEHHBIM DHCKOM COOBITHH, CBf3aHHBIX C CyHuuaoM. Kpome Toro, Takue
COCTOSHHSL MOTYT ObITh KOMOPOHIHBIMH C JIENPECCHBHBIM 3MH300M. TakuMm obpa3om, MepsI
TIpEIOCTOPOIKHOCTH, NPUMEHAEMBIC NP TEPAlMM MALMEHTOB C JIENPECCHBHBIM SIIH300M,
AGJDKHBI IPUHAMATECS U TIDH JIEYCHUH NTALIMEHTOB C IPYTUMH IICHXWYECKHMH PacCTPOHCTBAMH.
Ilpu peskoM mnpekpameHWH Tepamuu KBETHAIMHOM ClIELyeT IPUHAMATh BO BHHMaHHE
TIOTEHIHATBHBIA PHCK Pa3BUTUS COOBITHH, CBS3aHHBIX C CYHITHIOM.

IanueHTsl ¢ CyMUMIATEHBIME COGHITHSIME B aHAMHeE3e, 4 TAKKE MAIMEHTHI, OTYETIHBO
BBICKA3pIBAIOIINE CYMIMIANbHBIE MBICIH II€PE]] HAYalOM TEpallMi, OTHOCATCS K TpyIe
TIOBBIIICHHOTO DPHCKA CYWUIMAAIBHBIX HAMEPEHHH M CYMIMJAJIbHBIX IONBITOK W JOJDKHBI
TINATEebHO HaOMIOAAaThCA B MIPOLIECCE JICUEHUS.

Y NauKMeHToB ¢ MaHueH Npy GHIIOIAPHOM PACCTPOHCTBE PHCK PasBUTHS COOBITHH, CBA3AHHBIX C
Cyuuuaom, coctaBun 0% (0/60) nns xeermanuna u 0% (0/58) ans miane6o y mamueHTOB B
Bo3pacte 18-24 rona; 1,2% (6/496) nnst xBernanuna u 1,2% (6/503) st wiane6o y TNAIMEHTOB B
Bo3pacte > 25 siet; 1,0% (2/193) nns xetmamuna u 0% (0/90) mis mnane6o y NAalUEeHTOB B
Bo3pacre 10 18 ner.

Y nanueHToB ¢ mU30(peHUEld pUCK pa3BUTHS COOBITHIA, CBA3AHHBIX C CyunuoMm, coctaBui 1,4%
(3/212) pns xeeTnanuua u 1,6% (1/62) m1a niane6o y naueHTos B Bo3pacte 18-24 rona; 0,8%
(13/1663) nna xeernanuna u 1,1% (5/463) m1s miane6o y nauueHToB B BO3pacte > 25 net; 1,4%
(2/147) pns xpernanuna u 1,3% (1/75) n1s nnane6o y naumeHTos B BO3pacre 110 18 ner.

Y NauMeHTOB C JENPECCHBHBIM 3MH30I0M PHCK Pa3BHTHS COOBITHM, CBS3AHHEIX C CYHULIHJIOM,
cocraBui 2,1% (3/144) nns kBetnanusa u 1,3% (1/75) nns nnane6o y mauueHToB B Bo3pacre 18-

24 ropa; 0,6% (11/1798) mns xeermanuna u 0,7% (7/1054) nis mianebo 1Is NAIMEHTOR B
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Bo3pacTe > 25 jiet. [lannents B Bo3pacte 10 18 net B HCCIIEIOBaHHUSX I10 JAaHHOMY TTOKa3aHHUIO
HE y4aCTBOBAJIH.

B uenom, mo maHHbIM KpaTkoCpouHBIX I1a11e60-KOHTPOIMPYEMBIX HCCIIEIOBAHMM O BCEM
TIOKa3aHMAM M BO BCEX BO3DACTHBIX IPYNIAX YacTOTa COOBITHH, CBS3aHHBIX C CYHLIUIOM,
cocrasuiia 0,8% kak 11 KBeTHaIHHA (76/9327), Tax u anst nnaue6o (37/4845).

IIposenennsnit FDA (AamunHCTpanueit 1o mHIIeBbM NPOJYKTaM H JIEKAPCTBEHHBIM CPEJICTBAM,
CIIA)  meraanamus 1a1e60-KOHTPOIIMPYEMBIX  HCCIIEIOBAHMI AHTHUJIEIIPECCAHTOB,
obobmaromuii fanHble npuMepHO 4400 netel noApocTKoB ¥ 7700 B3pOCIBIX MAlHEHTOB C
TICUXHIECKUMH PAaCcCTPOMCTBAMH, BBISBHII IOBBIIICHHEIA PHCK CYHIMAATBLHOIO TOBEICHHS HA
one anTHAETIPECCAHTOB 1O CpaBHEHHMIO ¢ MmTaNe6o Yy A€TEH, MOAPOCTKOB M B3POCIIBIX MAIHEHTOB
B Bo3pacte 10 25 ner. J[aHHBIA MeTaaHAIW3 He BKIIOYAET HCCJICIOBAHMS, IJI€ MCIOJIB30BAICS
KBETHAIHUH (CM. pasjen «PapmMakoIHHAMHKa ).

3I11C

OTMeYeHO yBenHYeHHe 4acTOThl BO3HHKHOBeHHs DIIC IIpU TIPHEME KBETHAIIMHA Y B3POCIBIX
NallMEHTOB ¢ OOJIBLINM JENPECCUBHBIM TH30I0M B CTPYKType GHIIOJISIPHOTO pacCTPOMCTBA HITH
GOJIBIIOrO NEMPEeCCHBHOTO PaccTpoiCcTBa MO CpaBHeHHIO ¢ mianebo (cM. pasgen «Ilo6odnoe
aefictie»). OHAKO, IPH Tepanmud KBETHAMHOM MAIIMEHTOB C mu3odpeHnell U MaHMeH B
CTPYKType GUIIONISIPHOrO pacCTPORCTBA HE BBIABIEHO YBEIIMYEHHUS YaCTOTHI BOSHUKHOBeHHUs DIIC
110 CPaBHEHHUIO C I11a1e6o.

ITo3onan ouckunezun

Ha ¢one npuema Heiiponentuxos, B ToM umcre, KBETHAIIMHA, MOXXET BO3HHUKATH IO3IHISA
AUCKHHE3HS, KOTOpast NPOABIIAETCS HACHIILCTBEHHBIMH HENIPOU3BOIBHBIMH JBHKEHUSIMHU H MOKET
HOCHTb HeoOpaTMMbli Xapaktep. B ciyyae pasBHTHS CHMITOMOB mO3IHEH JACKUHE3HH
PEKOMEHIyeTCS CHM3UTH /103y Ipenapara UM MOCTENEeHHO ero OTMEHUTh. CHMITTOMBI 103/ JHE#H
AUCKHHE3MH MOTYT yCHJIMBATLCA WM JaXKe BO3HUKATh TOCIIE NMPEKpAIlleHHs IIpHeMa IIpenapara
(cm. pasnen «ITo6Go4Hoe meicTBHEY ).

Ha ¢one npuema xBeTHamuHa MOXeT BO3HHKATH aKaTU3Ws, KOTOpas XapaKTepH3yeTcs
HCTIDUATHBIM ~ 9yBCTBOM  JIBUTATENIBHOIO GECIIOKOWCTBA M IOTPEGHOCTHIO JBHraThCs M
NPOSIBIAETCH  HECIIOCOOHOCTBIO TAlHEHTA CHAETh MIM CTOSTh 6€3  JBHOKEHHS. [Tpu
BOSHHKHOBEHHH IOJO0HBIX CHMIITOMOB HE CII€[lyeT yBETHIMBATh 03y KBETHAIHMHA.
Connueocms u 201060Kkpyscenue

Bo BpeMmsl Tepanuy KBETHAIIMHOM MOKET OTMEYATECS COHTMBOCTD H CBS3AHHEIE C HEil CHMIITOMEI,
Harnpumep, cenanus (cMm. pasgen «Ilo6ounoe nedicTue»). B ximHHYecKux HCCIIEIOBAHHUAX C
YHACTHEM NAIHCHTOB C IEIPECCHEH B CTPYKTYPe OUMOIIAPHOTO PACCTPOMCTBA M C JIETPECCHBHBIM

SIIA30J0M COHJIIHMBOCTh, KakK IIPpaBUJIO, pa3BUBAJIaCk B TEYEHHE IIEPBBIX TpPEX JHEH TEpaInH.
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BhIpaxXeHHOCTE 5TOM HeKenaTeNbHOM pEaKIHH, B OCHOBHOM, ObIIa HE3HAYUTEIbHOM WM
yMepeHHO|. [Ipu pa3BUTHH BBIpaXEHHOW COHJIMBOCTH MAIIHEHTaM C JETPECCUEH B CTPYKTYype
OHIIOISIPHOTO PAcCTPOMCTBA M TAIMEHTaM C JEIPECCHBHBIM 3ITH300M MOTYT NOTpebOBaThCs
boitee yacTbie BU3UTHI K Bpady B TeYeHHe 2 HeJe/b ¢ MOMEHTA BO3HHKHOBEHHUS CORIABOCTH HIIH
A0 YMCHBIICHHS BBIPQKCHHOCTH CHMITOMOB. B HEKOTOpHIX Ciydasix MOXeT MOTpeGOBaThCS
NPEKpaleHHE TEPATHH KBETHAITMHOM.

Ha ¢one Tepamuyi KBETHANMHOM MOXET BO3HMKATH OpPTOCTAaTHYEeCKasi THIIOTEH3Us M
ToJI0BOKpYkeHHe (cM. pasaen «[lo6ounoe nelicTere» ), 06BIMHO BO BpeMs noadopa 0351 B Hayalle
Tepanuy. [TarmenTs!, 0cOGEHHO MOXKHUIIbIE, TOIKHBI COBIIONATH OCTOPOKHOCTB, YTOOBI H30€KaTh
CITy4alHBIX TPaBM (TIaJICHHIA).

ITayuenmoi c cepoeuno-cocyoucmvimu 3abonesanuamu

Cnenyer cobmonarh OCTOPOXHOCTh NPH HA3HAYEHMHM KBETHANHMHA TALHEHTAM C CEepAEYHO-
COCYIMCTBIMH M 1epeOpOBacKyIApPHBIMA 3a0O0NICBAHUSAMH, W JAPYTHMH COCTOSHHSMH,
TIpeApacoIaraloliMMK K apTepHaIbHOM TMIIOTEH3HH. Y TaKUX MAlHEHTOB IIOAGOP J03bI CIIELyeT
OCYIUECTBIATE MeyIeHHee. Ha doHe Tepanuu KBeTHAIIMHOM MOXeET BO3HHKATh OPTOCTATHYECKAs
THIIOTEH3Hs, OCODEHHO BO BpeMs NoaGopa [03bl B Hayajle Tepanmud. IIpH BO3HHKHOBEHHH
OPTOCTATHYECKOW TMIIOTEH3HH MOXET MOTPeGOBATLCS CHUKEHHE 036l HIIH 60Jiee MOCTENEeHHBIH
ee noabop.

Cunopom annos 6o cne

Y NauKeHTOB, NPUHHMABIIHX KBETHAIHMH, GBLT OTMEYeH CHHAPOM AalHO? BO CHE. Cnenyer
COOIII0aTE OCTOPOXKHOCTE [PH HA3HAYEHHH KBETHAIWHA [AIMEHTAM, IIOJTy 9alOIIUM Iperaparsl,
OKa3bIBAIOIIKE YIHETAIOIIEE NCHCTBUE HA LIEHTPAIBHYIO HEPBHYIO CHCTEMY, a TAKxKe IallHeHTaM
¢ (hakTOpamMu prCcKa altHO? BO CHE (HalpuMep, H3GBITOYHAs Macca Tela/0XXKUPEHHE, MY KCKOH 1101
HJIH C aIllHOB BO CHE B aHAMHE3eE.

Cyoopoaichbie npunaoku

He BEISBIICHO pasniumil B 4acTOTe Pa3sBATHS CYJOPOT y TIAIMEHTOB, IPHHMMABIINX KBETHAITHH
um mane6o. OnHaKo, Kak U MPH TepalHi APyIHMH aHTHICHXOTHYECKHMH JIEKAPCTBEHHBIMU
CPEACTBaMH, PEKOMEHIYETCs COOIIOaTh OCTOPOIKHOCTE MIPH JIEYEHHH IAlHEHTOB C HAJTHYHEM
CYJOPOXKHBIX IPUCTYNOB B aHaMHese (cM. paszen «[lo6ounoe neicTBHEY ).

3nokauecmeennbsiii netiponenmuueckuii cunopom

Ha Qone mnpuemMa aHTHICHXOTHYECKHX TNpenmapaToB, B TOM YHCJE, KBETHANMHA, MOMKET
Pa3BHBAaTBCS  3JI0KAQYECTBEHHBIM HEHposenTHieckui cuHapom (cMm. paszen «ITo6ouHoe
AercTBHe» ). KiMHIYeCKre MPOSBIICHHS CHHAPOMA BKIIOUAIOT B Ce6sl THIIEPTEPMHUIO, H3MEHEHHBIH
MEHTJIbHBIH CTATyC, MBIIEYHYIO PUTHIHOCTD, TAOMIBHOCTE BETETATHBHON HEPBHOM CHCTEMBI,

YBEIIUYCHUEC aKTUBHOCTH KpCaTI/IH(l)OC(I)OKI/IH%BI. B Takux Ciry4asix HEO0O0X0IMMO OTMEHHUTH IIpueEM
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KBETHANHHA ¥ IIPOBECTH COOTBETCTBYIOIIEE JIEYECHHE.

Tasxcenan neiimponenua u azpawynoyumos

B kpartkocpounbix N71aNe60-KOHTPOTHPYEMBIX KIHHHYECKHX HCCIIEIOBAHMSX MOHOTEpAIH{
KBETHAITMHOM HEYaCTO OTMEYAIIHCh CIIyYaH TSHKEIOH HEHTPONCHNH (KOTHYECTBO HEHTPODHIOB <
0,5 x 10%m) 6e3 uHpexuuu. CooGmanock o pa3sUTHH arpaHyJjoLMTO3a (TKETOH HEWTPOIECHHUH,
aCCOIMMPOBABIIEHCA C HHOEKUMSIMH) y MaIHEHTOB, TMOJyYaBIIKX KBETHAIIMH B paMKax
KIMHMYECKHX HCCIIeIOBaHHH (DEIKO), a TakxKe IpH IIOCTPETUCTPALIMOHHOM IIPUMEHEHHUH (B TOM
HHCIIE, € ICTATIBHBIM HCXOOM). BONBIIMHCTBO 5THX CilydaeB Tskesol HEUTPONEHHH BO3HUKAJIO
4Cpe3 HECKOIBKO MECHLIEB MOCe HadYala TepamMH KeeTHamuaoM. He 6numo BBIABJIEHO
A0303aBUCHMOro 3bdexTa. Jlelkonenus u/mwm HEHTPOIIEHHs pa3pelanach nocie NpeKpaleHns
TepaluK  KBETHAIMHOM. Bo3MOXHBEIM akropoM prcka s BOBHHKHOBEHHS HEUTPOIICHHH
ABIIICTCA NPEMIIECTBYIONIEE CHHUXKEHHOE COZEPKAHHE JIEWKOIMTOB M Clly4yaH JIEKapCTBEHHO
HHIYIMPOBAaHHOM HEUTPOIIEHUH B aHAMHE3e.

Paseutne arpanynonmurosa ormeuamn u y TanueHToB 6e3 ¢akTopoB pucka. Heobxomumo
YUMTBIBATB BO3MOJKHOCTB Pa3BUTHS HEHTPONIEHHH y AIMEHTOB C HH(peKreH, 0COGEHHO B CTydae
OTCYTCTBHSA OYCBH/HBIX MPEAPACIONAralOMMX (aKTOPOB, HIH y MAIMEHTOB ¢ HEOOHICHUMOI
JIHXOPAZIKOH; JaHHBIE CIly4aH JOJKHBI BECTHCh B COOTBETCTBHH C KIMHAYECKUMH
PEKOMEHJAlTHSMH.

Y mnauueHTOB C comepxanuem Helitpoduno < 1,0 x 10%1 mpuem kBeTmanmma clemyer
npekpartuth. Ilanuenta Heo6XoaMMO HaGMONATH IS BBISBICHHS BO3MOJKHBIX CHMIITOMOB
HHOEKIMH H KOHTPOJMPOBATH YHCII0 HEHTPO(UIOB (110 MOBBILIEHHs UX comepxaHus 10 1,5 x
10%/m).

B3zaumooeiicmeue c opyzumu JIEKApCMEEHHbIMU CPeOCmeamu

Taxoxe cM. pasnen «B3auMoseiictere ¢ APYTUMH JIEKaDCTBEHHBIMHU CPEICTBAMMIY.

[lpumenenue kBeTHanuMHa B KOMGHHAIMH C MOLIHBIMH HHIYKTOPaMH MHKPOCOMAJIbHBIX
(epMeHTOB mnedeHm, TakuMmH Kak kapbaMasenH H (EHHTOMH, CIIOCOGCTBYET CHHKEHHIO
KOHUCHTpAIIMK KBETHANTMHA B IUIa3Me M MOXET YMEHBIIATh 3hEKTUHBHOCTD TEpaIiH IIpenapaToM
Cepoxsens® ITposonr.

Hasnasenne npenapata Cepoxsens® IIpononr mammentam, moMyYaroUEM  HHIYKTODEI
MHKPOCOMAJIBHEIX (DEPMEHTOB MEYEHH, BO3MOKHO JTHIIIb B TOM Cllydae, eClId OXKHJaeMasl I10J1b3a
OT Tepanuu npenaparom Cepoksens” ITpoNTOHr mpeBoCXOmHT PHCK, CBSI3aHHBIH C OTMEHOMH
HHYKTOPOB MHKPOCOMAIIBHBIX (pepMEHTOB nedeHH. M3MeHenue 10361 NpenapaToB-UHIYKTOPOB
MHKPOCOMAJIBHBIX (EPMEHTOB MEYEHH IOIKHO OBITh MOCTEIEHHBIM. IIpu HeobxomumocTH,
BOSMOXHO HMX 3aMCIICHHE NpENapaTamMu, He HHIYLMPYIOMHMHA MHKPOCOMATHHEIE bepMeHTEI

NEYEHH (HalPAMED, PeNapaThl BATBIPOEBOH KHCJIOTHI).
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Macca mena

Ha ¢pone npruema kpernanuna ormeueno YBCIIHYEHHE MacChl Tella. PekoMeHayeTcs kimHHYeckoe
HaOJIOICHHE NALMEHTOB B COOTBETCTBHH C NPUHATBIMU CTaHAapTaMH Tepamuu (CM. pasziel
«Ilobo4Hoe meicTBHEY ).

T'unepznuxemun

Ha ¢one npuema kBermanmma Bo3MOXKHO Pa3BUTHE THUIICPITIHKEMHM W/WIM Da3sBUTHE W
obocTpeHne caxapHoro muaGera, MHOrIa COIIPOBOXKJAIOIIErOCST  KETOAIMI030M MM KOMOA.
PexoMenyeTcst perysispHEI KOHTPOIB MAcchl Tea B CHMITOMOR THIIEPIIIMKEMHUH, TaKHX KaK
TIOJTMTATICHSL, IOy DU, TIOTH(Arus  C1aboCTh, Y MAIMEHTOB, IPHHAMAIOIIHX HEWPOJIENTHKH, B
TOM 9HCIIC KBETHANHH. PeKOMenyeTcs: KIMHMIeckoe HabIIoeHHE 3 TAIHEHTAMH C caxapHbIM
NMabeToM, MalMeHTaMH ¢ (aKTopaMH pHCKa Pa3sBUTHA caxapHOro auabera (cM. pasgen
«Ilo6o4HOE neicTBHEY ).

Konuenmpayus nunuoos

Ha ¢one nprema xBeTnanina BO3MOXHO MOBBIIEHHE KOHIICHTPALMH TPHIIIUIEPHIOB, 00IIEro
Xojecreputa 1 xosecrepuna JIITHII, a taxke cHuxenue konnmentpauuu JIIIBIT B KpOBH (CM.
pasaen «Ilo6oynoe meiicTBHe»). YKa3aHHBIE H3MEHEHHUS CIIEyET KOPPEKTHPOBAaTh B
COOTBETCTBHH C IEHCTBYIOIMMHU PEKOMEHIAIIUSIMH.

Memabonuueckue napywenua

YBeTMYeHHe MacCHI Tefla, MOBBILICHHE KOHUCHTPALHH IIFOKO3BI M JIMIIK/IOB B KPOBH Y HEKOTOPBIX
TTAIMCHTOB  MOTYT IMpPHUBECTH K YXyAIIEHAIO MeTabommdeckoro mpoduias, dro Tpebyer
COOTBETCTBYIOIIETO HAOIIONECHHUSI.

Yonunenue unmepeana QT

He BBIsiBIIEHO B3aMMOCBSI3H ME3K/Ty IPHEMOM KBETHAIIHHA M CTOMKMM MOBBIICHAEM a6COTIOTHOM
BenmuuHel HHTepBaia QT. Oxnako yammnenne uareppata QT ormedanochk IIpH [IEPETO3UPOBKE
npenapara (cM. pasaen «Ilepenosuposkay ). Cremyer cobiromaTs OCTOPOKHOCTB IIPH Ha3HAYEHHH
KBETHAIIMHA, KaK M JPYTHX aHTHIICHXOTHYECKHX MpENapaToB, NALMEHTaM C CEpIEeYHO-
COCYIUCTBIMH 3a00JIEBAHUAMH U C yMHeHHeM HHTepBana QT B anamuese. Taioke HEO0OX0TUMO
COOIIOATE OCTOPOXKHOCTh NPH HA3HAYEHWHM KBETHAIIMHA OTHOBPEMEHHO C IIpenaparam,
yAmHsomuMY uHTepBal QTe, Apyrumu HelpoenTukamu, 0COBEHHO Y JIHI[ TOKHAIOTO BO3pacra,
Yy TMAIMECHTOB C CHHAPOMOM BPOXICHHOIO y/UIMHEHHs MHTepBana QT, XpOHHYECKOM cepredHo
HE/IOCTaTOYHOCTBIO, THIEPTPOGMER MHOKapja, TMIOKATHEMHEN WM TMIOMAarHHEeMHEH (c™m.
paszien «B3auMonelcTBHE ¢ IpyruMu TeKapCTBEHHBIMH CpECTBaMM» ).

Ocmpeyie peakyuu, céazannsie c ommenoii npenapama

IIpu peskoit oTMeHe KBeTHanMHA MOTYT HaGOAATHCS CICIYIOLIME OCTPBIE PEAKIUH (CHHAPOM

«OTMEHBI») — TOINHOTA, pBOTa, OeccoHHuna, romoBHas 6ok, TOJIOBOKPY)KEHHE H
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pasfipaxurenbHocTs. [losToMy oT™eHy mpemapara PEKOMEHAYETCs NPOBOAMTH IOCTENEHHO B
TECUYCHHUE, KAK MUHUMYM, OIHOM WK JIBYX HEZETh.

Henpasunsnoe npumenenue u 310ynompebnenue npenapamom

Bbumn otMeuens! ciryyan HenpaBuibHOTO NPUMEHEHHUS U 3110y IOTpebIIeHHs penaparom. Cremyer
COOIIIOIaTE OCTOPOXKHOCTE TIPH HA3HAYEHHMH KBETHAIIWHA NAIlMCHTaM [IpH HAJTHYHH B aHAMHE3e
37I0YNIOTPEOIIEHHS AKOTOJIEM W JIEKAPCTBEHHBIMH [penapaTamH.

Hoxcunvie nayuenmoi ¢ demenyueii

Ipenapat Cepoxsens® ITpooHr He MoKa3aH s TeYeHus TICHX030B, CBSI3aHHBIX C JEMEHIHEH.
Hexoropele arunmumunbie Helponentuku B PaHJIOMH3HUPOBAHHBIX IIALE60-KOHTPOJIHUPYEMBIX
MCCIIEIOBAHUAX NPHUMEPHO B 3 pasa yBEIMYHBAIM DHCK Pa3BHTHS 11epe6pOBaCKY IAPHBIX
OCJIOXXHEHHMH Yy TAIlMEHTOB C IECMEHITHEH. MCX.aHI/BM JQHHOTO YBEJIMYEHHs PUCKA HE HM3yYeH.
AHaJIOTHYHBIH PUCK YBETHYEHHUS YaCTOTEI 11epeOpPOBACKYIAPHBIX OCIIOKHEHHH HE MOXET OBITh
MCKIIXOYEH JUIA JIDYTHX AHTUIICHXOTHYECKHX JIEKADCTBEHHBIX CPEJACTB HJIM JAPYTMX TPYIII
nanuenTos. IIpemapar Cepoksens® IIpomoHr momken IPUMEHATECS C OCTOPOXXHOCTBIO Y
MAlMEHTOB C PUCKOM Pa3BUTHS HHCYIIBTA.

AHaM3 TPMMEHEHHS ATHIWYHBIX HEHPOJIENTHKOB [UIA JICUCHHS IICHX030B, CBSA3aHHBIX C
AICMEHIHMEH y MOXKHMIBIX MAIMEHTOB, BBISBAI MOBBIIIEHHE CMEPTHOCTH B Ipylie NalueHToB,
TIOJTy4aBINKX TpeNapaThl STOH IPYIIIBL, 0 CPABHEHHIO ¢ rpymiol miane6o. J[Ba 10-HeqenbHBIX
T1a11e00-KOHTPOMPYEMBIX HCCIIEI0BAHMS KBETHAIHHA y AHAIOTHYHOMN IPyNIbl [TaHEHTOB
(n=710; cpenuuit Bo3pact: 83 rona; BO3PACTHOM JMana3on: 56-99 jer) mokasaim, 4To CMEPTHOCTh
B I'PYNIE NalHCHTOB, NPMHMMABIIMX KBETHAIMH, cocTaBHIa 5,5%, u 3,2% B rpynne miane6o.
IIpy4nHBI NETATBHEIX HCXOZIOB, OTMEYEHHBIX Y STHX MALHEHTOB, COOTBETCTBOBAIH OXKHIAEMBIM
JUIL IAHHOH momyisiuid. He BBIBIEHO NPHYHHHO-CIIEACTBEHHON CBS3H MEXIY JECUYECHHEM
KBETHAITUHOM M PHCKOM ITOBBIIIEHH CMEPTHOCTH Y TOXKHUIIBIX ITAI[MEHTOB C JJEMEHIIHEH.
Anmuxonunepzuueckue (Myckapunonooo6usie) Ihghekmut

HopkseTnanun, akTHBHBIN MeTaGONMT KBETHANWHA, O06NANAeT CpoACTBOM (OT yMEpeHHOMH
CTCNCHH 10 BBIDAKCHHOH) K HECKONBKHAM MONTHIAM MYCKAapPMHOBBIX penentopoB. C 5ThM
CBA3AHBI HEXCIIATCIIbHBIE JIEKAPCTBEHHBIC DPEAKUHMH, OOYCIOBICHHBIC AHTHXOJIAHEPTHYECKHM
NICHCTBHEM KBETHAIMHA IPH €0 IPUMEHEHHH B PEKOMEHIOBAHHBIX 033X MM B COYCTAHHH C
APYTMMH  NIpETapaTamy, OKa3bIBAIOIIMMH aHTUXOJMHEPrHYecKHe 3GGEKTs, a Takke IpH
nepenosupoBke. CieryeT cobmonaTs 0CTOPOKHOCTH IPH NPHMEHEHHH KBETHAITMHA COBMECTHO C
JICKapCTBEHHBIMU CPE/ICTBAMH, OKa3bIBAIOIIMMH AHTHXOJIHUHEPIUYECKHE (MyCKapUHOIONIOOHEIE)
3bdekTpl. Crenyer coGmonaTs OCTOPOKHOCTh NPH HA3HAYEHHH KBETHAIMHA MALMEHTAM C
3a[IPXKKON MOYM HIIM C 3aJIep)KKOW MOUYM B aHaMHe3e, KIMHMYECKH 3HAYHMOM THIEpIUIa3Hei

MpeacTareIbHOU JKEJIE3Bl, KHUIIECYHOU HCIIPOXOUMOCTBIO HJIA POACTBEHHBEIMH COCTOSIHUSIMH,
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TIOBBIMICHHBIM  BHYTPUTTIA3HBIM JABICHUEM MWIIH Y3KOYTOJLHOH TIJayKOMOH (cM. paszaensl
«PDapmakonuHamuka», «[lo6ouHoe neiicTBHe, «Ilepeno3upoBka» u «B3auMopeiictere ¢
APYTHMH JIEKAPCTBEHHBIMH CPEACTBAMHE) ).

Hapywenus co cmoponst neuenu

B ciyuae pasButHs xenTyxu npueM KBeTHANMHA CIIElyeT PEKPATHTh.

Huchazun

Mucparus (cm. pasgen «IloGounoe neiictBue») U acnupaius HabIoJalHCh TpPH Teparuu
KBETHANMHOM. [IpH4MHHO-ClIEICTBEHHAs CBA3b BO3HMKHOBEHHS aCIMPALAOHHON MHEBMOHHH C
TIPUCMOM  KBETHAllWHA HE yCTaHOBIeHa. OIHaKo cleIyeT COOMOAAaTh OCTOPOXKHOCTH IIPH
Ha3HAa4YCHUH Npenapara NalkueHTaM ¢ pUCKOM BO3HHKHOBEHHS aClIMPAllMOHHOH THEBMOHHH.
Benosnaa mpoméboiméonua

Ha ¢one nprema HeiiponenTiukos 0TMEUYeHHI CITyYan BO3HUKHOBEHHMS BEHO3HOMN TpoM603MO0JTHH.
Jlo Havasa ¥ BO BpEMsl TepalluK AHTUIICHXOTHYECKMMH TIPENapaTaM, B TOM YHCIIE, KBETHAITMHOM,
CIIeMlyeT OLCHHTE (PAaKTOPbI PHCKA H IPHHSTH NPOGUIAKTHYECKHE MEPBL.

Iankpeamum

B xoze kimHMYeCKHMX HCCIEI0BAHUH M MOCTPErHCTPAIMOHHOTO IPUMEHEHHS OBUTM OTMEUEHEI
ClTydaH pa3sBUTHs IAHKPEATHTa, OHAKO IIPUYMHHAS CBA3b C IPHEMOM IIpenapaTa He yCTaHOBIIEHA.
B nocrperucTpanMoHHbIX COOGIIEHHAX yKa3aHO, YTO y MHOTMX NAMEHTOB IIPUCY TCTBOBAJIA
(hakTOpBI pHCKa pa3BUTHs MAHKPEATHTA, TAKHE KAK MOBBIIICHHE KOHIEHTPAIMU TPUTITHIEPUIOB
(cM. onpasaen KoHIeHTpalust INIAIOB), XOJENHTHA3 H YIOTPeOIEHAE alKOTOJ.

3anop u nenpoxooumocms Kuwieynuxa

3anop sBngercs (HaKTOPOM pHCKa HENPOXOJUMOCTH KHINEYHHKA. Ha (GoHEe nNpHMEHEHHs
KBETHAIIMHA OTMEYall¥ Pa3BUTHE 3aM10pa U HENPOXOJUMOCTH KHIIeYHHKa (cM. paszen «[To6ounoe
JICHCTBHE» ), BKIIOYAs CllydaH C JIETATbHBIM MCXOZOM y TAlMEHTOB IPYIIIB BHICOKOTO PHCKa
HEMPOXOAMMOCTH KHIIEYHHKA, B TOM YHCJIE, MOTYYaIONIMX MHOXECTBEHHBIE COIyTCTBYIOLIUE
penapaThl, KOTOPbIE CHHXKAIOT MOTOPHMKY KHIIEYHHUKA, JaXKe IPH OTCY TCTBHH Kajlob Ha 3amop.
Kapouomuonamus u muoxkapoum

B xoze KIMHHYECKHX MCCIENOBAHHH M MOCTPErMCTPAIMOHHOTO IIPAMEHEHHs GBUTH OTMEYEHEI
ClIy4ad pasBHUTHS KapAMOMHONATHH W MHOKapIWTa, OJHAKO INPUYMHHAS CBS3b C MPHEMOM
npenapara He ycraHoBieHa. ClielyeT OIEHHTh IENeco00pa3HOCTh TEPAMH KBETHAMHOM Y
MAlMEHTOB C TOJI03PEHHEM Ha KapJAHOMUONIATHIO HITH MHOKAP/IHT.

Tasxcenvie Kodicnble Hedcenamenvhvle peakyuu

IIpn nprMeHeHHH KBeTHamWHa COOOGIANOCH O PA3BHTHH TSIKENBIX KOXKHBIX HEXETATETbHBIX
peakiuid, BKirodas cHHApoM CtuBeHca-J/[)KOHCOHA, TOKCHYECKHM SMHUAECPMAIIbHBIA HEKPOJIU3,

OCTPBIH ~TeHEpAIM30BAHHbIA 5K3AaHTEMAaTO3HbIA IyCTyle3, MyJLTHDOPMHYIO SPHTEMY H
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JICKapCTBCHHYIO PEAKIMIO C 303MHO(DHINEN M CHCTEMHBIMH CHMIITOMAMH (DRESS-cunapom),
KOTOPBIC SBJISIOTCS NMOTEHUHATBHO YTPOXKAIOIIUMH KH3HH HEKEIATEIbHEIMH JIEKapCTBEHHBIMH
peakuusMu. Tsokernble KOXKHBIE HeXellaTebHBIE peaKiMu OOBIYHO MPOSBIAIOTCS OIHHM HIIH
HCCKOJIPKUMH K3 CIEIYIOIIMX CHMIITOMOB: OOIUIMpHAs KOXXHAS CHIMb, KOTOpasi MOXET OBITh
3yASIIEH MM CONPOBOXIATECS MOSBIEHAEM IIyCTYIL, 9KCHOMATHBHBIH JEPMATHT, THXOPA/IKA,
muMpaseHONaTHs ¥ TMOTEHIHUATbHAS 203uHOGUIMS WM HelTpodumus. [IpH BO3HHKHOBEHHH
TSDKEIIBIX KOXKHBIX HEXKENATEeNbHbIX PEAKLUi PHEM KBETHAITHHA CIIELyeT IIPEKPaTUTh.
Aononnumensnan unpopmayun

Hlonrocpounas GesonacHocTs u >(pdheKTHBHOCT npenapara Cepoksens® ITpolIoHT B KagecTBe
JIOTIONIHUTEbHOH TEPAIluK NPH JIeYeHHH GONBIIOTO IEMPECCHBHOTO PaccTpOMCTBA HE U3YYaJIUCh,

0ZIHaKo MpouIIb 6€30macHOCTH U 3¢ PEKTHBHOCTH H3y4€H [IPU MOHOTEPAIIUH.

Binsinne Ha cnoco6uHocTs K ynpasienuio TPAHCHOPTHLIMH CPEICTBAMH H MEXaHH3MaMH
Cepoksenb® [TpOIOHT MOKET BBI3BIBATE COHJIUBOCTb, IMOITOMY B IIEPHOJL JICYEHHUS NTAIIHEHTAM He
PEKOMECHAYETCA paboTaTh C MEXaHM3MaMH, NPEACTABNISIONMMH ONACHOCTB, B TOM UHCIE HE

PCKOMEHIYETCS yIIPABIIEHHE TPAHCIIOPTHHIME CPEICTBAMH.

Dopma BbImycKa

Tabnerku nponoHrHpoBaHHOTO NEHCTBHS, IIOKPBITHIE INIEHOYHOM 0605109K0#, 50 Mr, 150 mr, 200
Mr, 300 mr u 400 mr.

IIo 10 tabnerok B AwIIBX 6mmcrepe, mo 6 OMMCTEPOB ¢ HHCTPYKIMEH MO NPUMEHEHHIO B

K&pTOHHOﬁ ITa4K€ C KOHTPOJIEM IIEPBOIO BCKPBITHS.

YciaoBus xpanenus

Xpanuts npu TeMnepatype He Bbime 30 °C, B MecTax, HEJIOCTYIHBIX IS AETEH.

Cpok rogsocrn

3 rona. He NpHMeHSTh [0 HCTEYEHHMH CPOKA FOHOCTH, YKa3aHHOI'O Ha yIaKOBKE.

YcaoBus ormycka

ITo penenry.

(ungpopmayua ykazvieaemca monvko npu ynaxoeke Ha npeonpuamuu Acmpa3enexa IOK

JTumumeo, Benukobpumanusn):
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HaumenoBanne u ropummuecknii ajpec aepxatens (BIadeNbla) pPerHCTPANHOHHOIO
YAOCTOBepeHHUs

Actpa3eneka FOK Jlumuren, 1 ®pencuc Kpux Agemro, Kembpumx Bruomenukan Kammyc,
Kem6pumxk, BemukoGpuranus CB2 0AA

AstraZeneca UK Limited, 1 Francis Crick Avenue, Cambridge Biomedical Campus, Cambridge,
United Kingdom CB2 044

IIponssoaurens
Actpa3eneka Dapmackrorukanc JIIT, 587 Ounx Barrumop Ilaiik, Heroapk, Henasp 19702, CIIIA
AstraZeneca Pharmaceuticals LP, 587 Old Baltimore Pike, Newark, DE 19702, USA

@acoBmuK (mepBHYHAS YNaKoBKa), yNaKoBIMHK (BTOpHYHAs (moTpebuTeNBLCKAN)
YNAKOBKA) H BbIYCKAIOMIHI KOHTPO/Ib Ka9eCcTBa

Actpa3enexka FOK Jlamuren, Cunk Poyn Buzmec I[Tapx, Makxkiachumnz, Yemmp SK10 2NA,
Benuko6puranus

AstraZeneca UK Limited, Silk Road Business Park, Macclesfield, Cheshire SK10 2NA, United
Kingdom

HaumenoBanme, anpec opranmsanmm, YIOTHOMOYEHHOM Jep/KaTeJieM MJIM BJIaJeJIbIeM
PETHCTPANHOHHOIO YOCTOBEPEHHS JIEKAPCTBEHHOr0 Npenapara Aas MeIHIHHCKOIo
NPHMEHCHHS HA IPHHATHE NPETEH3H 0T MOTpe6GHTe IN:

IIpencraButenscreo Acrpa3enexa IOK Jlumuren, BennkoGpuranus, B r. Mockse U

OO0 Actpa3eneka ®apmacbroTukams

123100, r. Mockga, 1-i Kpacrorsapaeiickuit npoesn, a. 21, crp. 1, stax 30, komuars: 13 u 14
Tel. +7495 7995699

dakc +7495 7995698

Cepoksenb — TOBapHBIH 3HaK, COBCTBEHHOCTE IpyNIbl KOMIaHuk Actpa3eHeka.

© AstraZeneca 2008-2021

(ungpopmayus ykazvieaemca monvko npu ynakoeke Ha npeonpuamuu 000 «Acmpa3enexa
Huoacmpus», Poccun):
HanvenoBanne wu ropuamueckmii agpec Aep:kaTess (BJIafe]bla) PErHCTPANHOHHOIO

YAOCTOBEpEHHS
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Actpa3eneka IOK Jlumuren, 1 Opencuc Kpuk Asenio, Kem6pumx Bruomemukan Kammyc,
Kem6pumxk, Bemuko6purarus CB2 0AA

AstraZeneca UK Limited, 1 Francis Crick Avenue, Cambridge Biomedical Campus, Cambridge,
United Kingdom CB2 044

IIpou3BoauTe D
Acrtpa3enexa ®apmacsrotuxaic JII1, 587 Omnx Banmrumop IMaiix, Hetoapk, Jlenassp 19702, CLIIA
AstraZeneca Pharmaceuticals LP, 587 Old Baltimore Pike, Newark, DE 19702, USA

PacoBmuUK (IIEPBHYHAA YIAKOBKA)

Actpa3enexa IOK Jlumuren, Cunx Poyn Busuec [Tapk, Makxiachunn, Yemmp SK10 2NA,
Benukobpuranus

AstraZeneca UK Limited, Silk Road Business Park, Macclesfield, Cheshire SK10 2NA, United
Kingdom

VYnakopmuk (BTopuunas (moTpebuTeNbCKasA) YNAaKOBKA), BbIMYCKAOMHI KOHTPOJIb
KavyecTBa

00O «Acrpa3eneka UunacTpus»

249006, Poccusi, Kanyxckas o61acTs, boposckuit paiton, nepesus Jlo6puno, 1-bit BocTounbiii

IIpOe3]1, BIaJleHHUE §

HaunmenoBanme, anpec opraHm3anmm, ynmoJHOMOYeHHO#H JAep:KaTeleM HIH BJaJejibleM
PErHCTPAIIHOHHOI0 yIOCTOBEPEHHS JIEKADCTBEHHOr0 Mpenapara i MeXHIHHCKOro
NpPHMEHEHHs HA NPUHATHE NPETEeH3HH 0T MOTpedHTe IA:

00O Acrtpa3eneka ®apmachioTHKAT3

123100, r. Mocksa, 1-# Kpacnorsappeiickuit npoesn, 1. 21, ctp. 1, atax 30, komHate! 13 u 14
Tell. +7495 7995699

dakc +7495 7995698

CepoxBes — TOBapHBIi 3HaK, COOCTBEHHOCTS IpYIIbI KOMIIAaHUH AcTpa3eHeka.
© AstraZeneca 2016-2021

Crapuimii cenMamicT o perucTparuy mpenapaTos

Penuxo E.
dUO
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