COOTBETCTBYET 2KCNEPTHOMY OTYETY

WHCTPYKITUSA o1 06.03 2024 N= 4413
(MOCNEOOBATENEHOCTL 0001)
MO MEANIIMHCKOMY ITPUMEHEHUM

Atomokcerun Kanon

PerncrpanuoHHblii HOMep:

Toprosoe HauMeHoBaHue npenapara: Atomokcetun Kanon
Me:kayHapoaHOe HeIATEHTOBAHHOE UJIM I'PYNNIIPOBOYHOE HAMMEHOBAaHHe: ATOMOKCETHUH

JlekapcTBeHHasi gopma: KarcyJsibl

CocraB

1 xanicyma 10 MT COOEPIKUT:

Oelicmsyowee geujecmgo. aToOMOKceTHHa ruapoxjopua 11,43 mr, B mepecueTe Ha aTOMOKCETHUH
10,00 mr;

8CHOMO2amenbHble Gewecmsa. Kpaxmall KyKYpy3HBIM NpekeIaTHHU3UpOBaHHbIN 216,17 wr;
KpEeMHUS TUOKCUJ KoJutouaHbli 1,20 mr; maruus creapat 1,20 mr;

kancyna meepoas sxcenamunogan Ne2 - 61,00 mr, B ToM uucine: kopnyc. xenatu 35,8680 mr, TuTaHa
nuokeun 0,7320 mr; kpviweuka: sxenatun 23,9120, tutana nuokcua 0,4880 mr.

1 karicyia 18 Mr cOnepKuT:

Oelicmeylowee eeujecmso: aToMOKceTuHa Tuapoxiyopun 20,57 Mr, B mepecdyere Ha aTOMOKCETHUH
18,00 mr;

6cnomozamenvhvlie 6ewecmea: Kpaxmall KyKypy3HbI IpexenaTuHusupoBaHHbii 207,03 wr;
KpeMHHUsI TUOKCHI KoJutou b 1,20 mr; maraus creapar 1,20 mr;

kancyna meepoas sxceramunosas Ne2 - 61,00 mr, B ToM uucne: kopnyc. xenatud 35,8680 mr, TuTaHa
auokeun 0,7320 wmr; xpwviweuka: xenatuH 23,8492, turtana guokcun 0,3253 Mr, Kpacuteib
XUHOJMHOBBIN kenTbii 0,2244 mr, Kpacutelb CONMHEUHbIN 3aKkaT »kenthlii 0,0011 mr.

1 xaricyia 25 Mr COOEpPKUT:

Oelicmeylowee 6eujecmso: aTOMOKCETHHA THApOXJopun 28,58 Mr, B mepecuere Ha aTOMOKCETHUH
25,00 mr;

8CnoOMoO2amenbHble Gewecmed: KpaxMmal KyKYpYy3HbIM MpexenaTuHu3upoBaHHbI 199,02 wr;
KPEMHHUSI THOKCHU]T KOJUIOUIHbIN 1,20 mr; marHus creapar 1,20 mr;

kancyna meepoas sxceramurnosas Ne2 - 61,00 mr, B ToM uunce: kopnyc. xenatud 35,8680 mr, THTaHa
nuokeun 0,7320 wr; kpwviweuxa: xenatud 23,844, turtana nuokcuna 0,4880 wmr, KpacuTeib
rmaTeHToBaHHBIA cuHui V 0,0680 mr.

1 xancyia 40 Mr COIEPIKUT:

Oelicmeylowee seujecmso:. aTOMOKCETHHA TUnpoxjopusa 45,72 Mr, B mepecueTe Ha aTOMOKCETHUH
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40,00 wmr; o1 06.03.2024 N= 4413
(MOCNEQOBATENBEHOCTE 0001)

1Q1 QQ

ecnomozamellbHvle eewecmeda: Kpaxmal KYKYP SHETHT upcn\c.uaLnunoupUbaunbu\/l TST,56 MT,
KpEMHUS TUOKCUJ KOJUTOUAHBIN - 1,20 mr; marausg creapar - 1,20 mr;

kancyna meepoas sceramurnosasi Ne2 - 61,00 mr, B ToM uucie: kopnyc. xenatud 35,7660 mr, THTaHa
nuokeun 0,7320 mr, kpacutens nareHtoBanHbld cunuit V 0,1020 mr; xpviueuka.: xenatun 23,844,
tutana quokcun 0,4880 mr, kpacurens nareHToBaHHbIN cuHui V 0,0680 mr.

1 xancyina 60 MI cOAEPIKUT:

Oeticmeyowee ewjecmao. aTOMOKCETHHA THAPOXJIopua — 68,58 Mr, B mepecuere Ha aTOMOKCETHH -
60,00 mr;

6CHOMO2amenbHble Gewjecmea; KpaxMmal KYKYPY3HBIA MpexeTaTUHU3UPOBAHHBIN - 238,22 wr;
KPEeMHHMSI TUOKCHJT KOJUTOUIHBIH - 1,60 Mr; maraus cteapar - 1,60 mr;

kancynia meepoas sxcenamunogan Nel - 76,00 mr, B ToM uucine: kopnyc. xenatut 44,5706 mr, TuTana
nuokeun 0,6080 mr, KpacuTenb XUHOMMHOBBINA kenTbid 0,4194 Mr, KpacuTeNnb COMHEYHBINA 3aKaT
xenteiid 0,0020 mr; xpwviweuyka: xenatud 29,7073, turana nuokcun 0,6080 wmr, kpacutenb

nmaTeHToBaHHBIA cuHui V 0,0847 mr.

Onucanue

TBepaplie kenatnHOBbIE Karcysbl Ne 2: kopnyc W Kpheliiedka Oernoro sera (nozupoBka 10 mr);
Kopnyc Oenoro IBeTa, KpbIIIeYKa KENToro ImBera (Ao3upoBka 18 wmr); koprmyc Oenoro IBeTa,
KPBIIIEYKa CHHETO L[BeTa (103UPOBKaA 25 MT'); KOPIYC U KpbIIIeUKa CUHEro 11BeTa (1o3upoBka 40 mr);
TBEp/IbI€ JKEIaTHHOBbIE Kancyibl Ne 1: KOpIyc )KenToro 1BeTa, Kphllleyka CHHETo 1{BeTa (J103UpOBKa

60 mr). Cozep>kMMO€ KarcyJl — MOPOIIOK OeJI0To MIIA MOYTH 0eJIoro IBEeTa.

(I)apMaKOTepaHeBTI/I‘leCKaﬂ rpymnma: INCUXOAHAJICIITUKH, MCUXOCTUMYJIATOPBHI, CpCACTBa,
MMPUMCHACMBIC ITPU CUHAPOME ,Z[e(bI/II_II/ITa BHUMaHMUS C TUIICPAKTUBHOCTBIO, U HOOTPOIIHBIC CPCICTBA,

CUMIIATOMUMCTUKHU HCHTPAJIIBHOTO I[GﬁCTBHH.

Kon ATX: NO6BAOQ9.

DapMaKoJIOrHYecKue CBOMCTBA

Dapmakoounamuxa

Mexanuzm deticmeus

ATOMOKCETHH SIBISIETCS BBICOKOCEIEKTHBHBIM MOIIHBIM HWHTHOUTOPOM TPECHUHANTHYECKOTO
NEepeHOCUYMKa HOpaJpeHalnHA. ATOMOKCETHH 00J71aJlaéT MHHHUMAJIbHBIM CPOJICTBOM K JPYTUM
HOpAJpEHEePruYecKuM perentopaM WIM K TEepeHOCYMKaM, WIM peLentopaMm Jpyrux
HEHPOTPAHCMUTTEPOB.

Dapmakonocuueckue 3¢hpexmol
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CCOC O T b -
ATOMOKCETHH MMEET JBa OCHOBHBLIX OKHMCIUTEILHLIX META0OIUTAL I‘-'-I-'FH;H ajmﬂﬂ)]ceeTHH u N-

(NOCNEOCBATENEHOCTE 00071)

JECMCTUIIATOMOKCCTHUH. 4-FI/II[pOKCI/IaTOMOKC€TI/ PaBHOCHIICH —aTOMOKCCTHHY B— Ka9CCTBC
MHTHOUTOpA NEPEHOCUNKA HOPaJpeHaINHa, HO B OTJIMYUE OT aTOMOKCETHHA 3TOT METa0OJIUT MOXKET
OKa3bIBaTh HEKOTOPOE MHTUOMpYIOIee IeUCTBUE U Ha NIepeHOCUYHKa cepoToHuHA. O1HaKo, O0JbIIas
9acTh 4-THAPOKCUATOMOKCETHHA MOABEpracTcs JalbHEHIIIeMy MeTa00JIn3MYy, B PE3YJIbTAaTe Yero ero
KOHIIGHTpalus B IJIa3Me CUIbHO cHuKaeTcs (1% OT KOHLIEHTpaluyu aTOMOKCETHHA Y MaIlUeHTOB C
BBICOKOM CKOpOCThI0 MeTabonu3ma u 0,1% oT KOHLEHTpaluyu aTOMOKCETHHA Y AI[UeHTOB C HU3KON
CKOpOCTBhIO MeTabonu3ma). Kak crienctBue, mnposiBieHne uHTrHOHWpytomero osddekra 4-
THIPOKCUATOMOKCETHHA Ha TMEPEHOCUYMKA CEpOTOHMHA MaioBeposTHO. N-JlecMeTHiaToMOKCeTHH
UMEET 3HAUYUTEIHbHO MEHBIIIYIO ()apMaKOJIOTHIECKYIO0 aKTUBHOCTD TI0 CPABHEHHUIO C aTOMOKCETHHOM.
OTOT MeTabOJIUT B PaBHOBECHOM COCTOSIHMM LHMPKYJIHUPYET B IUIa3Me KPOBH B 0ojee HHU3KHUX
KOHIIEHTPAIUAX y MalMEHTOB C BHICOKOW CKOPOCTHIO METa00JIM3Ma U B KOHLIEHTPALIUU, CPABHUMOMN
C MICXOJIHBIM TIPENapaToM, y MalueHTOB ¢ HU3KOW CKOPOCTHIO METa00IM3Ma.

ATOMOKCETHH HE OTHOCHUTCS K IICHXOCTHMYJIATOPAM M HE SIBIIICTCS IIPOM3BOIHBIM aMperamuHa. J{iis
OLICHKH TMOTEHIMAIBHOTO 3J0YHNOTpeOieHusT ObLIO MPOBENEHO PaHIOMHU3WPOBAHHOE, [IBOIHOE
ciernoe, IUane6o-KOHTPOIUPYeMOe HCCIeN0BaHUE, Pe3yIbTaThl KOTOPOTO IMOKAa3alld, YTO MpUEM
ATOMOKCETHHA HE COMPOBOXKIACTCS MPU3HAKAME CTUMYJISIIAN WIH S (POpHUH.

Knunuuecxas s¢ghgpexmuenocmo u 6ezonacnocmo

Hayuenmuoi 0emcKo2o U nO()DOCl’I’lKOGOZO sos3pacma

D¢ hekTHBHOCTH KPaTKOBPEMEHHON Tepaniy CUHApPOMa Ae(uiinTa BHUMaHUS C TUIIEPAKTUBHOCTHIO
(CBI') y nereii 1 moApOCTKOB Obl1a YCTAHOBJIEHA B IIECTH PaHAOMHU3UPOBAHHBIX, TBOMHBIX CIIETIBIX
11a11€00-KOHTPOJIUPYEMBIX UCCIIEJOBAHUSIX MPOJIOJIKUTENBHOCTBIO OT IIECTH JI0 IEBSTU Hellenb. B
KaXKJOM U3 IIECTU MCCIIEJOBAHUNM aTOMOKCETUH CTaTUCTUYECKH 3HAYMMO MPEBOCXONI IIanedo B
YMEHBIIEHNHU MPU3HAKOB U BbIpakeHHOCTH cuMnToMoB CJIBI.

O¢ddekTuBHOCTH MOAJEPKHUBAIONIEH Tepamuy aTOMOKCETHHOM Y JeTed M MOJPOCTKOB Oblia
MIPOJIEMOHCTPUPOBAaHA B | JieTHEM TUIaie00-KOHTPOJIUPYEMOM HCCIEIOBAHUU (OKOJIO 3-X MECAIICB
OTKPBITOTO0 KPAaTKOCPOYHOI'O JICUEHHUS C MOCIEAYIOIUMHU 9 Mecs1iaMu 1BOIHOr0-cenoro, miamnedo-
KOHTPOJMPYEMOTO TMOAEPKUBAIOILETO JIeYeHHs). Y JleTe U MOAPOCTKOB BO BpEMsl JJIUTEIHHOTO
JICYSHHS CIIeyeT MPOBOAUTH EPUOTUUECKYIO OIIEHKY TOJIb3bI TPOBOIUMON TEPAIUH.
ATomokceTrH Obl 3(h(PEeKTUBEH KaK B BUJE OJJHOKPATHOM CyTOYHOM 103bI, TaK U B BUJIE pa3ieIEHHON
JI03b1, IPHHAMAEMOHN YTPOM U TIO3THUM JTHEM/paHHHM BEYEPOM.

B3pocnvie nayuenmut

D¢ eKTUBHOCTE KPaTKOCPOUHOTO JICYEHHUS B3POCIBIX MAIMEHTOB OblIa YCTAHOBJEHAa B IIECTH
PaHIOMHU3HPOBAHHBIX,  JIBOMHBIX  CIEMbBIX,  IJIAe00-KOHTPOJIUPYEMBIX  HCCIEIOBaHUSIX
MPOJOKUTEILHOCTBIO OT AECSITH A0 IIEeCTHAALATH Heaenb. B KakaoM U3 1IecTu HccieioBaHui

ATOMOKCCTUH CTAaTUCTUYCCKHU 3HAYHMMO IPCBOCXOOUII Hnaue60 B YMCHBUIICHUHU BBIPA)KCHHOCTU
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npusHakoB u cumnromMoB CJIBI'. Jlomrocpoumps 3 eKTI/IBH'G)TZ”R):' 6;1“2110,{&13 KaeHa B 2
P ABL. Jlomrocp D OB TE NG e 5 0001)

MIECTUMECSYHBIX TUIaLe00-KOHTPOIUPYEMBIX UCCIICAOBAHITIX:

B AaByx u3 miectu uccienoBaHUN KpPaTKOCPOYHOTO JieyeHUsl ydyacTBoBaiM mnanueHTtsl ¢ CIBIT u
COITYTCTBYIOIIMM  QJIKOTOJIM3MOM MJIM COLMAJIbHBIM TPEBOXKHBIM paccTpoiictBoM. B o0oux
uccienoBanmsIX HabOmromanock obnerdenne cummnromoB CJIBIT. Tlpu stom, B wuccienoBaHuu ¢
COITYTCTBYIOIIUM 3JIOYIIOTPEOIICHUEM alIKOTOJIEM Pa3JInYMidA MEXAy aTOMOKCETHHOM M Tuianefo B
OTHOILEHUM TIOBEAEHUS, Kacarollerocsi yrnoTpeOJeHMs alkoroiyisi, OTMEYEeHO He Obulo, a B
UCCJICIOBAaHUM C COIYTCTBYIOILEH TPEBOKHOCTBIO, COIYTCTBYIOLIEE COCTOSHHME TPEBOXKHOCTH Ha
(oHe J1IeueHuss aTOMOKCETHHOM HE yXYIINIOCH.

O¢ddexkTuBHOCT, TONAEPKUBAIOLICH TEpamuu Yy B3POCHBIX ObUIa MPOAEMOHCTPHPOBAHA B
UCCIICIOBAaHUM € 24-HeleNbHbIM IE€PUOAOM IIEPBOHAYAIBHOIO AaKTUBHOrO JieyeHus. J[lanee
HAlMEHThl, Y KOTOPbIX HaOdroancs KIMHWYECKM 3HAUMMBIA OTBET Ha IMEpBOM JTale Teparuu,
MOJTy9aJi aTOMOKCETHH WM TUTale00 B TEYCHHE JAONOJHHUTEIBHBIX 6 MECSIEB JBOWHOTO CIETOTO
uccienoBanus. [lognepxanne KIMHUYECKHA 3HAYMMOTO OTBETA Ha Tepanuio Habmonanocsk y 64,3%
HalMEHTOB, NOJIY4YaBIIMX aTOMOKCETHH, 10 cpaBHeHuIo ¢ 50,0%, noay4yaBmumu mnianeoo.

B uccrienoBanuu npoaoinKuTenbHOCTH nHTepBaia QT/QTC y B3poCibIX 310pOBBIX JOOPOBOIIBIIEB C
HU3KO# akTHBHOCTHIO m30(epmenTa CYP2D6, mpuHMMaBIINX aTOMOKCETHH B J103€ 10 60 MT 1Ba paza
B JIEHb, OBLIO MTOKA3aHO, YTO MTPH MAaKCUMAaJIbHON 0)KUJAeMOM KOHIICHTPALMH aTOMOKCETHHA B KPOBU
BIMSIHAE AaTOMOKCETMHA Ha MPOAOJDKUTEIBHOCTh HMHTepBajda QTC HE HOCHIIO CYIIECTBEHHBIX
orinnuuil oT 3¢d¢dekra mianedo. beuto oTMeueHo HeOomblIOe yanMHEHHE MHTepBana QTC mpu
MOBBIIEHUY KOHLIEHTPALUNA aTOMOKCETHHA B KPOBH.

DapmakoKkunemuxa

dapMaKkOKMHETHKA Yy JI€Ted MW TMOJPOCTKOB CXO0Xa ¢ (HapMaKOKMHETUKOW Yy B3POCIBIX.
PapMaKOKMHETHKA aTOMOKCETHHA y JETEH 10 6 JIET HE U3y4allach.

Bcacvieanue

ATOMOKCETHH OBICTPO M TOYTH TOJHOCTBIO BCACHIBAETCS MOCJIE MpPHEMa BHYTPb, JIOCTHUras
MakCUManbHON KoHIEeHTpannu (Cmax) B IDIa3Me HpuMepHO dYepe3 1 - 2 wgaca. AGcomoTHas
OMOOCTYIHOCTh aTOMOKCETHHA TOCIIe NpHeMa BHYTPh BapbHpyeT oT 63% 10 94% B 3aBUCUMOCTH
OT WHAMBUAYAJIBHBIX OCOOCHHOCTEW NpecUcTeMHOro wmetabonusma. PapMaKOKMHETHYECKHE
napaMeTpbl aTOMOKCETHHA HE 3aBUCAT OT IpreMa MHIIH.

Pacnpeoenenue

ATOMOKCETHH XOpOILIO pacHpeesieTcss B OpraHu3Me M 00JaaeT BBHICOKUM CpoJcTBOM (98%) k
OenKam IJ1a3Mbl, B IEPBYIO OYEPe/b K aTb,OYMHHY.

Memabonusm

ATOMOKCETHH IpEeUMYIIeCTBEHHO MeTabomm3upyercs nzopepmernrom CYP2D6. V moneit ¢ HU3KOM

akTUBHOCTBIO u3odhepmenta CYP2D6 koHIEHTpaIis aTOMOKCETHHA B MJIa3Me BBIIIE, YKCIO3UIUS



COOTBETCTBYET 2KCNEPTHOMY OTYETY

YHO B 5 pa3 0oJib ﬂée’ﬁ;%antﬁef/ﬂ'é-kw MaJIbHOU

AUC) npumepno B 10 pa3 6onbine, a Cmax IpUME
(AUC) npumep p max TIP _J_‘lE;l- ROCTS BOBT)

akTuBHOCThIO m3o¢pepmenta CYP2D6. Ochos
TUAPOKCHATOMOKCETHH,  KOTOpBIM  OBICTpO  MOjABepraercia  IIIOKYpOHHpOBaHWMIO.  4-
TUAPOKCUATOMOKCETHH 00JaaeT Takoi ke (apMakoJIOTHYECKON aKTUBHOCTHIO, UTO U HUCXOHBIN
npernapar, HO €ro KOHIEHTpalus B IUIa3Me KPOBH 3HAYUTENIbHO HIKe. HecmoTps Ha To, uTo 4-
TUIPOKCUATOMOKCETHH 00pa3yeTcs TlIaBHBIM 00pa3oM mocpenactoM uzodepmenta CYP2D6, y i
C HM3KOH aKTHBHOCTHIO JAHHOTO ()epMEHTa yKa3aHHBIH METabOJHUT MOXKET 0Opa30BHIBATHCS MPU
Y4acTHHM HEKOTOPBIX JIPYyrux n3odepmeHToB ruroxpoma P450, Ho ¢ Gosiee MeIJICHHON CKOPOCTHIO.
ATOMOKCETHH B TEpPaleBTHMUYECKHX J03aX HE 001agaeT CrnocoOHOCThIO K HWHTHMOMPOBAHUIO WIH
unayknun nzopepmenta CYP2D6.

H3zopepmenmol yumoxpoma P450

ATOMOKCETHH HE BbI3bIBACT KIIMHUYECKH 3HAYMMOT0 MHTMOMPOBAHUS HIIM UHYKITUH U30(0epPMEHTOB
cuctembl ruToxpoma P450, Brirrouass CYPL1A2, CYP3A, CYP2D6 u CYP2CO9.

Buigeoenue

Cpennuii mepuo]; MOTYBBIBEJCHHUS aTOMOKCETHHA IOCIE MpHeMa BHYTPb cocTaBiser 3,6 yaca y
mofel ¢ HopMmalbHOM akTUBHOCTBIO H3odepmenta CYP2D6 u 21 wac y momell ¢ HU3KOM
akTuBHOCTBIO M30depmenta CYP2D6. ATOMOKCETHH BBHIBOJIUTCS B OCHOBHOM ITOYKaMu B BUje 4-
THJIPOKCHATOMOKCETHH-O-TIIOKYPOHHIA.

Jlunetinocms/nenunetiHocmy

dapMaKkOKMHETHKa aTOMOKCETHMHAa IMHEHa B J[Mana3oHe W3YYEHHBIX 03 Kak y Jojaed ¢
HOpPMaJIbHOM, TaK U C HU3KOM akTUBHOCTHIO n3odpepmenta CYP2D6.

Oco0ble TPVIIILI MAIMEHTOB

lleuénounasa nedocmamoynocmo

Y nanueHToB ¢ MEYEHOYHOM HEAOCTATOYHOCTHIO U HOPMAaJbHOW aKTUBHOCTBIO H30(epMeHTa
CYP2D6 Habmomanoch CHIXKEHHE KIMPEHCA U yBENWYeHHE dKcmo3uiuu aroMmokcetnHa (AUC
yBEJIMYMBaAJIach B 2 pa3a MpU MEYEHOYHOM HEIOCTAaTOYHOCTH CpeAHeH creneHu U B 4 pa3a npu
MEYEHOYHON HEIOCTATOYHOCTH TSKEJION CTENEHH), a TAKXKe yAJIMHEHHE MepHoja MOITyBbIBEICHNUS,
M0 CPaBHEHHUIO CO 3JI0POBBIMU JOOPOBOJIBIIAMU W3 TPYMIBI KOHTPOJSI C TaKOH K€ aKTUBHOCTHIO
uzopepmernta CYP2D6. V manueHTOB ¢ NMEYEHOYHON HEIOCTATOYHOCTBHIO CPETHEH M TsKENIOon
crenenn Tsokectu (knacc B m C mo knaccudukaruu Yanna-I1st0), HadaubHBIE W IEJIEBBIC JO3bI
ATOMOKCETHHA CIIeAYeT CKOPPEKTUPOBATb.

Iloueunasn nedocmamounocmuy

VY nanueHToB ¢ TepMUHAIBHON cTaaueil XxpoHudeckoii mouedHoit Henoctarounoct (XI1TH) cpeanue
3HAYCHMsI KOHIICHTPAIIMM aTOMOKCETHHA B IJIa3M€ KPOBH OBUIM, KaK TPABHJIO, BBINIE CPETHHUX
3HAYCHUM KOHIICHTPAIMH Y 3I0POBBIX JOOPOBOJIBIIEB, HAOMIOAATOCH yBenudYeHHe Cmax (Ha 7% 10

CpaBHEHHMIO CO 310poBbIMH JoOpoBosbiamu) U AUC (Ha -65% 1O cpaBHEHHIO CO 3M0POBBIMU
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n00poBosbiiamMu). O HAKO TOCIC KOPPEKIIUU T03bI Ha MAacCy Tejla Meﬁégg{ ﬁg YIIAMH
P PP YR RE e A

CBOIOATCA K MHUHUMYMY. cDa.pMa.I(OKI/IHeTI/IKEl atoMoKeeTHHA I —ero—MeTaboAINTOB y g —C

tepmuHanbHO# cTaaueit XITH He Tpebyet moadopa A035bI.

IHoka3anusi K NpUMeHEeHUI0

CunnpoMm aedunmra BHUMaHus ¢ runiepaktuBHocThIO (C/IBI) y neteit 6 et u crapiie, HoJpoCTKOB
U B3POCIBIX B COCTaBe KOMIUIEKCHOM Tepanuu. JleueHue NOJDKHO OBITh HA4aToO CHEHUATUCTOM IO
nedyeruto CJIBI', Takum Kak meamarp, ACTCKUN/TIOAPOCTKOBBIN MICUXUATP WM Ncuxuatp. narnos
CJIBI" noykeH COOTBETCTBOBATh NPUHATHIM THATHOCTUYECKUM KPUTEPUSIM.

Y B3pocnbix Hamumuume cumntomoB CJIBIY, cymecTBoBaBmIMX B JI€TCTBE, JOJDKHO OBIThH
noATBepkeHO. JKenatenbHO MOATBEPKACHHE JAMArHO3a TPETbEe CTOPOHOU. J(MarHo3 HE MOXKET
OBITh MTOCTABIICH TOJIKO MPU HAIMYUU OJHOTO WK Heckoibkux cumntoMoB C/IBI'. Ha ocHoBanuu
KJIMHUYECKOr0 3aKJII0YEHUs, NalueHThl JoJkHbl uMeTh CJ/IBI, kak MUHMUMYM, CpelIHEH CTeleHU
TSKECTH, KOTOPOE MPOSIBISIETCS] (PYHKITMOHAIIBHONW HEIOCTATOYHOCTHIO CPEIHEW CTENEHU U BHIIIE
0oJiee yeM B OJTHOM COIMAIILHOM cpejie (Hampumep, U JoMa, ¥ Ha paboTe).

JlonoJIHUTEIbLHAS I/IHd)ODMaI_II/IH JJIA 0€301acHOro OIPpUMCHCHUS IIpCIiapara

KommnekcHast Tepamus, Kak @paBUJIO, BKJIIOYAET IICUXOJOrMYecKHe, oOpa3oBaTelbHbIE U
CONHAJIbHBIC MCPLI, W HAaIllpaBJICHA Ha CTa6I/IJII/I3aIlI/IIO COCTOsSHHA IMaIlUEHTOB C INTOBECACHYCCKUM
CUHAPOMOM, XApPaKTCPpUIYIOIIUMCA CHUMIITOMaMH, KOTOPBIC MOI'YT BKIIIOYaTb B XPOHHYECCKOM
dHaMHE3€ HCAOCTATOYHOCTb KOHLOCHTpAallMKM BHHMAHUA, OTBJICKACMOCTb, OMOLWOHAJIBbHYIO
HEYCTOWYUBOCTb, UMITYJIbCUBHOCTb, YMEPEHHYIO WM TSKEIYH0 THIIEPAKTUBHOCTD, HE3HAYUTEIbHBIE
HEBPOJIOTUYECKHE TPU3HAKHU U OTKJIIOHEHHE OT HOPMBI pe3yabTaToB 1. CriocoOHOCTh K 00y4eHUI0
MOXKET 6I>ITI), KaK CHHKE€HA, TaK U HET.

dapMakoI0ruueckoe JeueHue nokasaHo He BceM namueHtam ¢ C/IBI' u pemenne o npuMeHeHun
npenapara J0JKHO ObITh OCHOBAHO Ha OYEHb TINATEJIbHOM OLIEHKE CTEMEeHHU TSKECTH CHMITOMOB, X

CTOMKOCTH U YXyAlI€HUus COCTOAHUA IMMAlTMCHTA OTHOCUTCIIBHO €T0 BO3pacTa.

IIpoTruBonokaszanus

+ [loBbIlIeHHAs YyBCTBUTEIBHOCTh K ATOMOKCETHMHY WJIHM K JIFOOOMY BEIIECTBY, BXOASIIEMY B
COCTaB IIpernapara.

+ OnHOBpeMEeHHOE pUMEHEHHE ¢ HHTHOuTOpamMu MoHoaMuHoKkcuAa3bl (MIMAQO). ATOMOKCETHH He
clieIyeT MPUMEHITh B TE€UEHHE, KAaK MUHUMYM, 2 HeJeNb rociie npekpaimenus tepanuu UMAO.
Jleuenne npenaparamu MMAO He ciaenyeT HauumHaTh B TEUEHUE 2 HENEIb MOCIE OTMEHBI
aTOMOKCETHHa.

* ATOMOKCeTHMH HE ClleJyeT MPUMEHSTh Yy MalUeHTOB C 3aKpbITOYrOJbHON TIJayKOMOHl, B
KJIMHUYECKUX MCCIE0BAaHUAX IPUMEHEHHE AaTOMOKCETHHa ObUIO CBS3aHO C YBEIMYEHHUEM

YaCTOThl BOBHUKHOBCHHUA MUJpUA3a.
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* ATOMOKCETHH HE CIIeyeT PUMEHATh y Nl

1epeOpOBACKYISIPHBIMU 3200JI€BaHUAMU. TsDKEH
BKJIFOYATh TSKEIIYIO TUIIEPTEH3HIO, CEPACYHYIO HEJOCTATOYHOCTh, aTEPOCKIIEPO3, CTEHOKApIUIO,
reMOJIMHAMHUYECKH 3HA4YMMble BPOXJIEHHBIE IOPOKHM ceplala, KapAUOMHONATHIO, HH(papKT
MHUOKap/a, IOTEHLIMAJIbHO OIACHblE /Js JKU3HU AapUTMUU U KaHAJIONATUU (HapyLIEHMs,
BbI3BaHHbIE  AMCHYHKIMEW  HMOHHBIX  KaHajoB). TspKenple  HAapyHIEHHS  MO3TOBOTO
KpOBOOOpALIEHUsI MOT'YT BKJIFOUYATh AaHEBPU3MY COCY/IOB I'OJIOBHOI'O MO3T'a MJIM UHCYJIBT.

° (DGOXPOMOL[I/ITOMa, B T.4. B aHAaMHE3¢€.

C 0CTOPOKHOCTHIO

VY GOoNBHBIX € apTepUaIbHOW TUNEPTEH3UEH, TaxuKapAuen, BPOKICHHBIM CHHIAPOMOM YIUIMHEHUS
untepBasia QT, MpHOOPETCHHBIM CHHAPOMOM YATUHEeHUs nHTepBaia QT, mpu HaTMYMKU B aHAMHE3e
yKa3aHU Ha YBEJIWYCHHE NPOJOJDKHTENBHOCTH MHTepBasa QT y pOACTBEHHHKOB IMAalMEHTa, C
JIPYTUMH  CEpICYHO-COCYIUCTHIMU  3a00JICBAaHUSIMU, TSDKEIBIMA  (U3UYECKUMHU  Harpy3KamH,
OJTHOBPEMECHHBIM TPHEMOM TCHUXOCTUMYJISITOPOB, BHE3AITHOM CEPIACYHOM CMEPThIO B CEMEHHOM
aHaMHe3e, HapyIICHHEM MO3TOBOT0 KpOBOOOpAIEHHsI B aHAMHE3E, CYJIOPOKHBIMH MPHUITAIKAMH B
AHaMHE3€, a TAKKC IIPU COCTOAHHAX, KOTOPBIC MOT'YT IIPUBOAUTH K apTepHaﬂbHOﬁ THUITOTCH3HUH, C

TSDKEIION MEUeHOYHOM HEIOCTATOYHOCTHIO (CM. pazaen «Ocolbie yKazaHus»).

IIpumenenne npu 0epeMEHHOCTH M B IEPHO/ TPYIHOI0 BCKAPMJINBAHUS

N3-3a HEJOCTAaTOYHOrO OMNbITa MPUMEHEHUS aTOMOKCETHMHAa BO BpeMs OEpeMEHHOCTH, Iperapar
clleflyeT Ha3HauaTb B OTOT HEPUOJ TOJIBKO B TOM CiIydae, €CJIM MOTEHIUalbHas IOjb3a MAJs
NAlUEHTKU 3HAYUTEIbHO MPEBBILIAET MOTEHIIMATBHBIA PUCK AJIS TUIOAA.

HewusBecTHO, BBIZENSETCS JIM ATOMOKCETHH B TpYAHOE MOJOKO »eHUMHbl. Crienyer uzberarb
IIPUMEHEHNS aTOMOKCETHHA B IEPHUOJ TPYJHOIO BCKAPMIIMBAHMS B CBSI3U C HEJOCTATOUYHOCTHIO

JTAHHBIX.

Cnocod npuMeHeHus U 103bl

Jna npuema BHyTpb. [lpenapar AtomokceTnH KaHOH MOXHO NpUHUMAarh BHE 3aBHCHUMOCTH OT
pueMa numuiy.

IIpenapar AtomokceTnH KaHOH MOXKET Ha3HA4YaThCs B BUAE OAHOKPATHONW CyTOYHOM 10361 yTpoM. B
cllyuae He JOCTH)KEHHUs kermaemMoro 3¢dQexra niM BO3HUKHOBEHHS HEXKENIATeNbHBIX pEeaKIui
(TOIIHOTA, COHJIMBOCTH) MPH MpUEME Ipernapara B BUAE OJHOKPATHON CyTOYHON 103bl, MAIlHEHTaM
MO>XHO PEKOMEHJ0BAaTh IPHUEM IIpenapara JBaKJbl B CYTKH, pa3/ieiisisd N03y Ha YTPEHHUN IIPUEM H
IIPUEM NO3HO THEM WJIM PAHO BEYEPOM.

Hemu u noopocmxu ¢ maccou meaa oo 70 ke
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PexomeHnyemas HadallbHasi CyTOYHasl /1032 COCTABIISAET HpHMepHoT 0.5 Mradrs g‘Béﬁ'/I-]‘-H/IBaeTCH hi (0]
(Mo J_-IE..:I.' E- TEJ'II: OCTb 00071)

TepaﬂeBTquCKOﬁ CyTO‘-IHOfI A03bI HC PAHECC, YCM HEPCT3 7 /_anm \u YICTOM KIMHIICCKOTO OTBCTa 1
MePEHOCUMOCTH). PekoMeHmyemas Mmojjiep)KuBaromias /103a COCTaBseT OKOJO 1,2 MI/KI/CYTKH.
be3onacHOCTh OTHOKPATHOM M OOIIEH CyTOYHOM J03bI, MpeBhIIatomen 1,8 MI/Kr, cCHCTeMaTHYeCKH
HE OIICHUBAJIACh. B HEKOTOPBIX CIIydasix MOKET OKa3aThCs 11e71ecO000pa3HbIM MPOJIOJKUTE JICYCHUE
BO B3pPOCJIOM BO3pacCTe.

Jlemu u noopocmku ¢ maccoii mena 6onee 70 ke

PexomenayeMas HadasibHasi CyTOYHAs J103a COCTABISIET 40 MI' M YBETTUUMBAETCS JI0 TEPAIIEBTHUECKOM
CYTOYHOH J103bl HE paHee, 4yeM depe3 7 JHEH (C yueToM KIMHMYECKOIO OTBETa U IEPEHOCUMOCTH).
Pexomenayemast noaaepskuBatomias go3a cocrasiser 80 mr. [IpumeHeHne aToMOKCETHHA B J103aX,
npeBbimaromux 80 Mr, JOTOJHUTEIBHBIX MPEUMYIIECTB HE TOKazano. PekomeHnmyemas
MakcHUMaibHas cyTouHas go3a coctanisier 100 mr. besomacHocTs 0fHOKpaTHOM 10361 60see 120 mr
U 001Ieit cyTouHoi 0361 Oosee 150 M cucTeMaTHYeCKH HE OI[CHUBAJIACK.

Bspocnvie

PexoMenayemasi HayabHas CyTouHas 103a coctaBisgeT 40 Mr U yBeTMYUBACTCS 0 TEPANIeBTHUECKON
CyTOYHON He paHee, 4eM uepe3 7 AHEH (C y4eToM KIMHMYECKOTO OTBETa U IEPEHOCHMOCTH).
Pexomenayemast moanepkuBatomas jo3a cocraBimsger or 80 mo 100 mr. Pexomenmyemas
MakcHUMasbHas cyTouHas a03a cocrasisier 100 mr.

be3onacHocTh OofHOKpaTHOW 110361 Oosnee 120 mMr u oOmei cyrouHoil no3bl Oonee 150 mr
CHCTEMAaTUUYECKH HE OI[CHUBAIACh.

JlonoaHUTEIbHAS I/IH(bODMaHI/ISI JJIA 0€30I1acHOr0 OPUMCHCHHUA IIpCriapara

Ilpeosapumenvhwiii CKpUHUHE

[lepen HazHaueHweMm Impemnapara HEOOXOAMMO COOpaTh COOTBETCTBYIOIIMM aHAMHE3 U TMPOBECTU
HCXOJIHYIO OLIEHKY CEpAEHYHO-COCYJIUCTOTO CTaTyca NalMeHTa, BKII0Yasi U3BMEPEHUE apTePUAIbHOTO
JABJICHUS U YaCTOTHI CEPJICYHBIX COKPAIlICHUH.

Ilocmosnnoe nabarwoenue

HaGmronenue 3a cocTosTHUEM CEPACYHO-COCYIUCTON CUCTEMBI JIOJDKHO MPOBOJAUTCS HA PETYISPHOM
OCHOBE, a Pe3yabTaThl H3MEpEeHUl apTepranbHoro nasienus 1 YCC ciaenyeT perucTpupoBaTh mocie
KKI0U KOPPEKTUPOBKH JI03bI U Jlajiee, Kak MUHUMYM, Kaxable 6 MecsiieB. [[1st marmeHToB 1eTCKOTro
BO3pacTa PEKOMEHAYETCS HCIOIh30BaTh IUArpaMMy TpOIeHTUsieH. JIJsi B3pOCHBIX MalMeHTOB
HEO0OXOIMMO CIIEI0BATh ACHUCTBYIOIIMM PEKOMEHAIUSAM TSl HAOJF0ICHUS 3a TUIIEPTEH3UEH.
Ilpexpawenue nevenus

B xnuHWYeCKMX WCCIeIOBaHUSAX HE OBLIO 3aMEUeHO SBHBIX CHMIITOMOB OTMEHBI. B ciydasx
Pa3BUTHSI CEPHE3HBIX HEXKENATEIbHBIX PEAKIUH, aTOMOKCETUH MOXET OBITh PE3KO OTMEHEH; WM
mpenapar MOXXHO OTMEHSTh MTOCTETICHHO.

PCKOMCHI[yeTCSI Ha3Ha4YaThb JICUCHUC NpCIapaToM AtomokcernH KaHoH Ha OHpG)ICJ'ICHHBIfI nepuon
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Bpemenu. Uepe3 1 rom mocje Havajga JICYCHUS | JOJDKHA 6biTe BHEOHeHa TIoBTO Has OIICHKA

(NOCNEOCBATENEHOCTE 00071)

H€O6XOI[I/IMOCTI/I B HPOAOJDKCHUHU TCpPAIlUU, OCOOCHHO CCN HManuCHT —AOCTHT cTabrIFHOTO— 1t
YAOBJIECTBOPUTCIBHOI'O OTBETA.

HHcmpyKuuﬂ no NpumMeHeHuro Kancyi.

KaHCy.HBI nmpenapara Atomokcerun Kanon He npeaHa3HauCHbl JIs1 BCKPBITHA. ATOMOKCETHH
BBI3BIBACT Pa3ApaKCHUC IJIas. B cJIydac IMnornagaHusas COACPKUMOI'O KalCyljibl B TIJia3a CICAYCT
HEMCIAJICHHO IIPOMBITH Ijia3a BO,HOﬁ N IIPOKOHCYJIbTUPOBATHECA C BpadOM. P}’KI/I " IIOBEPXHOCTH, C
KOTOPBIMH COITPUKaCAJICA IIpeIrapar, H606XO,I[I/IMO IIPOMBITH BOI[Oﬁ.

Oco0BbIe IPVIIILI MAIUEHTOB

Ileuenounas nedocmamouHocms

VY marnueHToB ¢ yMepeHHbIMU HapyieHussMu ¢yakunn nedeHu (Kmace B mo knaccudukanum Yarimng-
[Tpt0) HaYANIBHYIO U TOIEPKUBAIONIYIO TEPANIEBTUUECKYIO 103y HE00X0auMo cHU3UTH 110 50 % ot
OOBIYHON PEKOMEHJOBAHHOW J03bl. Y OOJBHBIX C TSHKEIBIMH HAPYHICHUAMH (DYHKIUH TMEYCHU
(Knacc C no xnaccudukanun Yaiina-I11p10) HauanbHYIO W TOAJIEPKUBAIOIIYIO TEPANIEBTHUECKYIO
103y HEOOXOIUMO CHU3HTD 110 25 % OT 0OBIYHOM J03HI.

Iloueunas nedocmamounocms

Y manueHToB € TSDKENBIMH HapylmeHWsMH (GYHKIMW Todek (TepmuHanbHas cragust XIIH),
ATOMOKCETHH BBIBOJUTCS W3 OpraHW3Ma MeJUIeHHee, 4eM Yy 3A0poBbIX Jui (moBbimenne AUC
npuMepHoO Ha 65 %). OnHako nmpu nmoadope 103kl HAa KI' Macchl TeJla Pa3jiMuuil HE OTMEYalocCh.
[ToaToMy aTOMOKCETHH MOKHO Ha3HadyaTh OonbHbIM CJIBI' ¢ mouedHOi HEZOCTATOYHOCTHIO,
BKJII0Yasi TEPMUHAIIBHYIO CTAJIHIO, UCTIONb3YS OOBIYHBIM PEXUM JO3UPOBAHUSA. ATOMOKCETHH MOXKET
000CTpATH apTepUATLHYIO THIIEPTEH3UIO Y TTAIMEHTOB ¢ TepMUHAIBHOU cTagueit XITH.

THayuenmvr ¢ nuskou axmusnocmoio uzogpepmenma CYP2D6 wMeroT B HeCKOIbKO pa3 Oojee
BBICOKYIO JKCIIO3ULIUI0 aTOMOKCETHHA 110 CPABHEHMIO C MALMEHTAMH C HOPMAJIbHOW aKTHUBHOCTBIO
uzopepmenta CYP2D6. Puck pa3BuTHS HEXeNaTeNbHBIX peaklUil y MalueHTOB C HU3KOU
akTuBHOCTBIO M30depmerta CYP2D6 BrIie, B CBSA3M € 4eM It STOW TPYNIIBI MAIIHEHTOB MOXKET
OBITH PACCMOTpPEHA BO3MOKHOCTh Ha3HauUEHUs 00Jiee HU3KOM HadallbHOM J103bl U 60JIee MEJIEHHOTO
MOBBILICHUS 103BI.

Tlayuenmui nodcunozo eospacma

[IprMeHeHre aTOMOKCETHHA Y TAIllUeHTOB cTapuie 65 JeT cucTeMaTH4YeCKH HE OIIEHUBAJIOCh.

Jlemu 0o 6 nem

O dexkTuBHOCTS M 6e30MacCHOCTH He n3yuyanucsk. [Ipenapar Atomokcetun KanoH He pekoMeHayeTcs

neTsaM o 6 Jer.

IloGounoe neiicTBUE
Jemu u noopocmku

B HJ'IaI_IC60-I(OHTp0J'II/IpyCMBIX HCCIICAOBAHUAX aTOMOKCCTUHA Y JIeTel yallle BCero OTMEYaJINCh TaKUe

9
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. T
HEe)KellaTeNIbHBIC PEaKI[MU KaK TOJI0BHAas 00Jb, 00T B KUBOTE' 1 cHTRee anterra t19 %, 18 % n

(NOCNEOCBATENEHOCTE 0007)

16 % COOTBGTCTBGHHO), OIHAKO OHHU PCAKO CTAHOBWTHICH upm‘ianﬁ OTMCHBI TIpCTiapaTta (G,l Oom3

3a rosioBHOM 6011, 0,2 % - u3-3a 6omm B )xuBoTe U 0.0% n3-3a CHIOXKCHUS anmeTuTa). boik B )kuBOTE
Y CHHDKEHUE almeTUTa 0OBIYHO HOCST BPEMEHHBIN XapakTep.

B xnunnueckux uccinenoBanusx CHABI' y gerteil U moapoCTKOB B Hadajie Tepardd OTMEYAIOCh
OTCTaBaHWE CPETHUX TEMIIOB MPUOABKKM MacChl Tella M pPOCTa OT BO3PACTHOHM HOPMBI CpEIu
MOJTYy4YaBIIMX ATOMOKCETHH B CBSI3M C INMOHMIKEHHBIM anmneTuToM. B panpHeileM 1o UCTeYeHUU
JUTATENBHOTO MEPUOJa BPEMEHH MMOKA3aTENIN MACCHI TeJIa U POCTA y ITUX MNAIIMEHTOB BO3BPAIIAIUCH
K CpEIHEW BO3PACTHOW HOPME, ONPEIEICHHON C YYETOM aHTPOIOMETPUYECKUX JAaHHBIX J0 Hayaja
JICUCHUS aTOMOKCETUHOM.

2 MOTYT MOSBHUThCS NpuOMMuTensHo y 10 - 11 % manumeHTos,

TomHOTa, pBOTa M COHJIHMBOCTH
0COOCHHO B TEYEHHWE MEpPBOro Mecsna jiedeHus. OJHAKO 3TH AMHU307bl ObUIM OOBIYHO JICTKOW U
CpeIHEH CTeneHU BBIPAKEHHOCTH, HOCWIIM BPEMEHHBIM XapakTep, U HE ObUTH MPUYMHON OTMEHBI
JICYCHUS B 3HAUUTEILHOM YHCIIE CITy4yaeB (CIydyan OTMEHBI npemnapata cocTaBisioT <0,5%).

B murane60-KOHTPONMPYEMBIX HCCIICOBAHUAX Y JIETCH M B3POCIBIX, MOJYYaBIIUX aTOMOKCETHH,
orMeyvanock nobiieHne YCC, TOBBIIMIEHHE CHCTOIUYECKOTO M JIMACTOJIMYECKOTO JABJICHUS I10
CpaBHEHHIO C 11areoo.

VY nanueHToB, MOJy4YaBUIMX aTOMOKCETHH, OTMedajlach oprocratmyeckass runortensus (0,2 %) u
obmopok (0,8 %) BcieacTBHE BO3ACUCTBUS Mpernapara Ha CUMIIATUYECKHN TOHYC. ATOMOKCETHUH
HE00XO0/IMMO NMPHUMEHATh C OCTOPOKHOCTBIO MPU JHOOOM COCTOSIHUHM, KOTOPOE MOXKET MPUBECTH K
CHU)KCHUIO apTEpUaIbHOTO JaBICHHUS.

Hwxke mpencraBieHbl HEXeENTAaTENbHBIE PEAKIIMH W OTKJIOHEHHS B JTAOOPATOPHBIX IOKa3aTelsiX,
KOTOpble OBUIM  3apeTUCTPUPOBAHBI BO  BpPEeMs KIMHUYECKUX HCCIEOBaHWH W  TIpU
MNOCTPErMCTPALIMOHHOM TNPUMEHEHUH Npernapara y JeTed M MOAPOCTKOB. B cooTBercTBUH C
knaccudukanueit BO3 Bce peakiuu pacripesielieHbl M0 CUCTeMaM OPTaHOB M 4acTOTE Pa3BUTHS:
oueHb "acto (>1/10); wacro (>1/100, <1/10); mewacro (>1/1000, <1/100); penxo (>1/10000,
<1/1000), ouensn peako (<1/10000); yacTora Hen3BecTHA (HEBO3MOXKHO OIPECIUTh HA OCHOBAHUH
JOCTYIHBIX JTAHHBIX ).

Hapyiienus co CTOpOHBI oOMmeHa BCHICCTB M IMUTAHUA

Ouenb yacmo: CHUKEHHE alleTuTa.
Yacmo: anopekcus (MoTeps anmneTuTa).
Hapymienus co cTOpOHbI HEPBHOM CHCTEMBI

Ouenb yacmo: TOOBHAS 00JIb, COHIIMBOCTB?.

Yacmo. TOI0BOKpPYKEHHUE.
Heuacmo: 0OMOpOK, TpEMOp, MUTPEHb, NTAPECTE3UsI, TUIIECTE3HS], CYIOPOTH.

Hapymienns ncCMxXuku

10
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g,
Yacmo: pa3apaxuTelbHOCTh, KOJIeOaHUsT HACTPOCHHSI, 6ecc|:_c|)HH '53:"% 36¥
INR L

H‘hedf‘dr €BOKHOCTb,
EHOCTE 0001)

JIETIPECCHS U TI0/IaBJICHHOE HACTPOCHUE, TUKH.
Heuacmo: cynuujanbHble MBICIH U TOBEIEHUE, arpECCUBHOCTb, BPaKIEOHOCTh, SMOIIMOHAIbHAS
HEYCTOMYMBOCTb, MICUX03 (BKJIIOYAs TAJUTFOLUHALINHN).

HaDVLHeHI/ISI CO CTOPOHEI OpraHa 3pCHHUA

Yacmo: muapuas.
Heuacmo: napynieHue 4eTKOCTU 3peHUsl.

Hapynienus co cTOpOHEI cepAlia

Heuacmo: omymenue cepaieOueHus, CHHyCOBasi TaXxukapausi, yauiuHenue narepsaia QT.

Hapyiuenus co CTOpoHEI COCYI0B

Peoko: cuaapom Peiino.

HapynieHnus co cTOpOHBI JIBIXaTeIbHOM CHCTEMBI, OPraHOB I'PYJIHOMN KISTKH M CPEIOCTCHUS

Hevuacmo: opplka.

HaDVIIIGHI/Iﬂ CO CTOPOHBI KCTYAOYHO-KHUIIICYHOI'O TPAKTa

Ouenv yacmo: 6071b B KHUBOTE!, pBOTA, TOLIHOTA.
Yacmo: 3armop, TUCIICTICHS.

HaDVHIeHI/IFI CO CTOPOHBI IICUYCHHU U KCIITYCBbIBOAAIINX HVT€I>'I

Heuacmo: noBbIIEHNE YPOBHS OUIMPYOHHA B KPOBH.
Peoxo: OTKIIOHEHWE OT HOPMBI/TIOBBIIIEHHE PE3yJIbTaTOB (PYHKIMOHAIBHBIX IEYEHOYHBIX P00,
JKEJITyXa, TeNaTUT, IOPAKEHUE TIEUEHH, OCTPasi IEYEHOYHAsl HEJJOCTaTOUYHOCTb.

Hapyiiienns co CTOpOHbBI KOKHM U HOAKOXKHBIX TKaHEH

Yacmo: nepMaTur, Chlllb, 3y/I.
Heuacmo: noBbIlIEHHOE OTOOT/IETIEHHE, AIJIEPTUUYECKHE PEaKIUU.

Hapyiiieans co CTOpOHbI HOYEK U MOYEBBIBOASAIINX IMYTEH

Peoxo: 3aTPYAHCHHOC Ha4YaJl0 MOYCHUCITYCKaHH, 3a/ICPKKa MOYH.

HaDVHIeHI/Iﬂ CO CTOPOHBEI ITOJIOBBIX OPraHOB M MOJIOYHOM JKEJIE35I

Peoxo: npuanuzm, 6011 B axy y MajibulKOB.

O01Ime paccTpoiicTa

Yacmo: yTOMISEMOCTD, BAJIOCTh, 00JIb B TPYAH.
Hevuacmo: actenus.

Ha6ODaTODHBIC N MHCTPYMCHTAJIbHBIC TaHHBIC

Ouenb uacmo: TOBBIIEHHOE apTepuanbHoe Aasnenue’, ypenndenne YCCH,
Yacmo: CHUKEHUE MacChl Tena.

'Bkimrouaer 60i1b B KMBOTE, AMCKOMMOPT B 00J1ACTH KeTyaKa, TUCKOM(OPT B )KUBOTE U B IUTACTPATHHBIX
OTJIENaX.

’BKJIIOYAET CEMAIMIO.

SBKJIIOYaET TPYAHOCTH 3aChITanus, GECTIOKOMHBIN COH M paHHEE MPOOYKICHHE.

*JlaHHbIE OCHOBAHBI HA U3MEPEHHUSX YaCTOTHI CEPJEYHBIX COKPAIIEHUH U apTEPHATHLHOTO JaBJICHHS.

11



COOTBETCTBYET 2KCNEPTHOMY OTYETY
ot 06.03.2024 N= 4411
(NOCNEOCBATENEHOCTE 00071)

Cne;[yloume HCKCIIATCIIBHBIC PCAKIUH PCHOPTUPOBATNCE, 10 MeHBHICH MCPC;Y 2% ACLC;l 41
MOJAPOCTKOB C HHM3KOW akTUBHOCTBhIO u30odepmenta CYP2D6, m oTMeyanuch CTaTUCTUYECKH
JIOCTOBEPHO Yallle y MAllMeHTOB ¢ HU3KOH akTUBHOCTHIO m3odepmenTa CYP2D6, yem y marueHToB ¢
HOpMalIbHOW aKkTHBHOCTBIO H3odepmenta CYP2D6: cuwxkenune ammeruta (24,1 % u 17,0 %
COOTBETCTBEHHO), KOMOWHUpPOBaHHAs OECCOHHMIIA (BKIIOYas OSCCOHHHUILY, OCCIIOKOWHBIM COH U
TpyaHocTu 3acbinanus, 14,9 % u 9,7 % cooTBETCTBEHHO), KOMOMHUPOBAHHAsS Jienpeccust (BKII0Yas
JENPECcCuIo, TITyO0KYIO AEMPECCUI0, CUMIITOMBI JIEMIPECCUH, TIOJIAaBJICHHOE HACTPOCHHUE U JUCHOPHUIO
6,5 % u 4,1 % cooTBETCTBEHHO), CHUXKeHue Macchl Tena (7,3 % u 4,4 % cooTBETCTBEHHO), 3anop (6,8
% u 4,3 % cooTBeTcTBeHHO), Tpemop (4,5 % u 0,9 % coorBeTcTBeHHO), cenamus (3,9 % u 2,1 %
COOTBETCTBEHHO), 3Kkckopuamus (3,9 % u 1,7 % coorBerctBeHHo), snype3 (3,0 % u 1,2 %
COOTBETCTBEHHO), 00MOpok (2,5 % u 0,7 % COOTBETCTBEHHO), KOHBIOHKTHUBUT (2,5 % u 1,2 %
COOTBETCTBEHHO), paHHEe yTpeHHee mpooyxaeHue (2,3 % u 0,8 % coorBercTBeHHO), MUuapHUa3 (2,0
% u 0,6 % cooTBeTcTBeHHO). ['eHEpATM30BaHHOE TPEBOYKHOE PACCTPONCTBO HE COOTBETCTBOBAJIO
BbIIIeTIepeyncieHHbM kputepusim (0,8% y malMeHToB ¢ HU3KOM aKTUBHOCTBHIO H30(epMeHTa
CYP2D6 u 0,1% y nanueHToB ¢ HOpMaJIbHO# akTHBHOCTBIO n3odepmenta CYP2D6). Kpome Toro, B
UCCJIEJOBAHMSIX MPOIOJKUTENIBHOCTBIO 10 10 Heemnb, CHIXKEHNE MacChl Tella Obl10 001ee BBIPAXKEHO
y MAIMEeHTOB - C HU3KOH akTuBHOCTHIO M30depmenta CYP2D6 (B cpeanem, 0,6 Kr y MamueHToB ¢
HOPMaTbHOW aKTUBHOCTHIO M30depmenta CYP2D6 u 1,1 kr y manueHToB ¢ HU3KOW aKTHBHOCTBIO
usopepmentra CYP2D6).

Bspocnvie

B KIMHWYECKUX WCCIICOBAHMIX AaTOMOKCETHHA Y B3POCIBIX HanOojiee 4YacTo OTMEYallUCh
HEKENIATeIIbHBIE PEAKIIMH CO CTOPOHBI KENyJOYHO-KHUIIIEYHOTO TpPaKTa, HEPBHON CHUCTEMBI H
ncuxuku. Hambonee vacto (>5%) oTmedannch Takue HeXelaTelbHbIE PEaKIUU, KaK CHUXKECHHE
anmetuta (14,9 %), 6ecconnnna (11,3 %), ronosuas 6onb (16,3 %), cyxocts Bo pty (18,4 %) u
tourHoTa (26,7 %). B GonbIIMHCTBE Cllyd4aeB BCe MEPEUUCICHHBIE HEKeNaTeIbHbIE PEaKIIMU ObUIH
JIETKOW VI YMEPEHHOW CTETICHH TSKECTH, TOIIHOTA, OECCOHHUIIA, YTOMIISIEMOCTh, TOJIOBHASI OOJIb
MOTJIM UMETh TSKEIYIO CTETICHb TAKECTH.

KanoOwl Ha 3aaepKKy MOUYEHCIYCKAHHs M 3aTPyJHEHHOE Hayallo MOYEHCIYCKAHUS Yy B3POCIBIX
MAIUEHTOB JTOJKHBI OIIEHUBATHCS, KaK MMOTCHIIMATHHO CBSI3aHHBIC C PUEMOM aTOMOKCETHHA.

Hwxe mpencTaBiieHbl HEXeaTelbHbIC PEaKIMH W OTKIOHCHHS B J1a0OpAaTOPHBIX ITOKA3aTeNsX,
KOTOphI€ OBLIM  3apEeTUCTPUPOBAHBI BO BpeMs KIMHUYECKHX HCCIEAOBAHUAX U  TPHU
MOCTPETUCTPAIIMOHHOM MIPUMEHEHHH TIpernapaTa y B3pOCibIX. B COOTBETCTBUM ¢ KiaccuuKanuen
BO3 Bce peakuuu pacrpee/ieHbl 0 CHCTEMaM OPraHOB M 4acTOTe pa3BUTHsL: o4eHb yacto (>1/10);
gacto (>1/100, <1/10); meuacto (>1/1000, <1/100); penxo (=1/10000, <1/1000), ouens penko (<1

/10000); yacToTa HEU3BeCTHA (HEBO3MOXKHO ONPEETUTh Ha OCHOBAHUU JIOCTYIIHBIX JIaHHBIX).
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COOTBETCTBYET 2KCNEPTHOMY OTYETY
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Hapyienus co CTOpoHBI oOmeHa BCHICCTB U ITMTAHWA ot 06.03.2024 N= 4413

(NOCNEOCBATENEHOCTE 00071)

Ouenb yacmo: CHIDKCHUE alIleTHTa

Hapynienust co cTOpoHBI HEPBHOM CUCTEMBI

Ouens yacmo: TOJIOBHAs 00JIb

Yacmo: TONOBOKPYKEHUE, U3MEHEHUE BKYCa, TAPECTE3HsI, COHIMBOCTD (BKIIIOYAs CEIAIUIO ), TPEMOD.
Heuacmo: 0OMOPOK, MUTPEHb, TUTIECTE3HUS.

Peoko: cynoporu.

HapynieHus IICUXUKH

Ouenb uacmo: 6eccoHHUIA’

Yacmo: BO30yx1eHUE, CHIKEHHE THOUI0, HApYIICHUE CHA, IENPECCHsl, MTOAaBICHHOE HACTPOCHHE,
TPEBOKHOCTb.

Heyacmo: cyuuuaanbHble MBICIA U TOBEJEHHE, arpeCCUBHOCTb, BPaXKIECOHOCTh, SMOIMOHATIbHAS
HEYCTOWYMBOCTb, OECIIOKOITHOE COCTOSTHUE, THKHU.

Peoxko: icuxo3 (BKiItoYas raJuTFOLUHALIIN).

HapyiieHusi co cTOpOHbBI OpraHa 3peHMs

Heuacmo: HapYHICHHUEC YCTKOCTU 3PCHUA

Hapviuenus co cTOpoHEI cepara

Yacmo: ouryuieHue cepaneOueHus, Taxukapaus.
Heuacmo: ynymaenue uarepsana QT.

HapyiiieHns co CTOpOHBI COCYIOB

Yacmo: «npunuBbl» (KPOBH), TOKPACHEHHUE KOXKH.
Heuacmo: ontymieHne Xo1o0/1a B KOHEYHOCTSIX.
Peoko: cunnpom PeitHo.

Hapy1iieHns co CTOPOHBI IbIXaTeIbHOW CUCTEMBI, OPraHOB I'PYIHOMN KISTKH U CPEAOCTEHHUS

Hevacmo: oxpIika.

HaDVHICHI/Iﬂ CO CTOPOHBI KCTYAOYHO-KHUIIICYHOT'O TPAaKTa

Ouenb yacmo: CYXOCTb BO PTYy, TOIIHOTA.
Yacmo: 601b B )KI/IBOTel, 3a1op, AUuCrencusa, METcopu3M, pBoTa.

HapyiieHus co CTOpOHbBI IEUYEHU M JKETYEBBIBOISIINX ITYTEH

Peoko: OTKIIOHEHHE OT HOPMBI/TIOBBIIIEHNE PE3yNbTaTOB (PYHKIMOHAIBHBIX MEYEHOYHBIX NPOO,
JKENTyXa, TeNaTuT, MopakeHne NeUYeHU, OCTpasi IeUeHOUHasi HeJ0CTaTOYHOCTh, OBBILIEHHE YPOBHS
OunupyOuHa B KPOBH.

Hapyiienus co CTOpoHbI KOXKH U HOAKOXKHBIX TKaHEH

Yacmo: nepMaTuT, MOBBIIIICHHOE MTOTOOT/ICTICHUE, CHITIb.
Heuacmo: annepriadeckue peakiuu®, 3y, KpanuBHHUIIA.

HapyieHus co CTOpOHbBI CKEIETHO-MBIIIIEUHON CUCTEMBI
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. 01 2074 Ne 9
Heuacmo: MpITIEUHBIE CIIa3MBbI. o1 (6.03.2024 N= 4413

(NOCNEOCBATENEHOCTE 00071)

HapvyiueHus co CTOpoHEI MOYEK U MOYEBLIBOAAIINX Ty TEH

Yacmo: AU3ypHs, YHalllCHHOEC MOYCUCITYCKAHUEC, 3aTPYAHCHHOC HAYaJ10 MOYCHUCITYCKaHWsA, 3aICPIKKa
MOYCHUCITYCKAHHUS.
Heuacmo: HMIICPATUBHBIC MMO3BIBBI K MOYCHUCITYCKAHHIO.

HaDVLHeHI/ISI CO CTOPOHBEI ITOJIOBBIX OPraHOB M MOJIOYHOM JKEJI€3hI

Yacmo: nucMeHopest, HapyIIeHHUE dSKYJISAINN, IPEKTHIbHAS TUCOYHKIHS, IPOCTATHT, OOJIb B MaxXy y
MYKUYHH.

Heuacmo: oTcyTCTBUE 3SKYISIMY, HAPYLICHUE MEHCTPYaJIbHOTO LIMKIIA, HApYyILIIEHUE Opra3ma.
Peoko: npuanuzm.

O01me paccTpoiicTsa

Yacmo: acteHusi, yTOMISIEMOCTb, BSJIOCTh, O3HOO, OIIYIIEHHWE TPEBOTH, Pa3IPaKUTEIHHOCTS,
HKaK]A.
Heuacmo: omymeHune xonoaa, 6011b B TPYIH.

.Ha6ODaTODHLIe 1 MHCTPYMCHTAJIbHBIC NaHHBIC

Ouenwv yacmo: OBBIIICHHOE ApTCPUAIIBHOC ,Z[aBJ'IeHI/IGS, YBCJIMYCHUC qCC3
Yacmo: CHIDKSHHE MAcChI Tela.

'Bkirouaer 6ok B )KMBOTE, IUCKOMMOPT B 00J1ACTH JKeyIKa, TUCKOM(OPT B KUBOTE U B IUIACTPATHHBIX
oTaenax.

2BkroyaeT TPyAHOCTH 3achllIaHus, OECIIOKONMHBINM COH M paHHEEe MPOOYKICHHE.

% JlaHHBIE OCHOBaHBI HA M3MEPEHUSX YACTOTHI CEPEYHBIX COKPAILEHUH U apTEPHATHLHOTO JaBJICHHS.
“Brurouaet aHaUIAKTUIECKUE PEAKIMK W AHTHOHEBPOTUYECKHUI OTEK.

Crenyromnye HexenaTelbHbIe PEaKIMi PEeTOPTUPOBAIIMCH, 10 MEHbIeH Mepe, Y 2 % B3pOCIbIX
MAIMeHTOB C HU3KOH akTuBHOCTBIO u3opepmenta CYP2D6; m oTMedanuch CTaTHCTUYECKU
JIOCTOBEPHO Yallle y NallMeHTOB C HU3KOM akKTUBHOCTHIO n3odepmerta CYP2D6, yem y manueHTos ¢
BBICOKOM akTHBHOCThIO M30(epmenta CYP2DG6: napymenue uerkoctu 3perus (3,9 % u 1,3 %
COOTBETCTBEHHO), CyXOocTh BO pTy (34,5 % u 17,4 % coorBerctBeHHo), 3amop (11,3 % u 6,7 %
COOTBETCTBEHHO), onrymieHue Tpesoru (4,9 % u 1,9 % COOTBETCTBEHHO), CHIDKeHUE anmeTuTa (23,2
% u 14,7 % cooTtBeTcTBeHHO), Tpemop (5,4 % u 1,2 % coorBeTcTBeHHO), Oecconnnma (19,2 % u 11,3
% COOTBETCTBEHHO), HapymieHus cHa (6,9 % u 3,4 % cooTBeTCTBEHHO), OecroKoiHbIN coH (5,4 % u
2,7 % cooTBeTcTBEHHO), panHee nmpodyxaenue (3,0 % u 0,9 % cooTBETCTBEHHO), 3a/iepKKa MOYHU
(5,9 % u 1,2 % cooTBeTCTBEHHO), dpekTribHas auchynkius (20,9 % u 8,9 % COOTBETCTBEHHO),
HapymeHue Kymsuu (6,1 % u 2,2 % cCOOTBETCTBEHHO), MOBLIIEHHOE TIoTooTaeneHue (14,8 % u

6,8 % COOTBETCTBEHHO), OllyIIeHue Xonoaa B konedHocTsxX (3,0 % u 0,5 % cOOTBETCTBEHHO).

Ilepeno3upoBka

Ipusnaxu u cumnmomol
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OBLIH CUMIITOMEI CO CTOPOHBI HHHleBapHTeHLHOﬁ CHCT

Dy

U HapylleHue noBefeHus. Takxke cooOlanoch O TUIEPAKTUBHOCTU U PA3BUTUU BO30YXKIACHHUS.
OTMeyanuch MNPU3HAKM U CHUMIITOMBI JIETKOTO WJIM YMEPEHHOIO YCUJICHUS aKTHUBHOCTH
CUMIIaTUYECKON HEPBHOM CUCTEMBI (TaKMe KaK TaXMKapus, IOBBIIIEHUE apTEpUAIIbHOTO JaBJICHNUS,
MUJIpHa3, CyXOCTh BO PTY), CHIIb U 3yA. BbIpa)keHHOCTh OOJILITMHCTBA MPOSIBICHUH Kosebanach B
npezaesax OT JETKOW J0 yMEpeHHOW. B HEKOTOpBIX cilydasX NpU MEPel03UPOBKE HECKOIbKUMHU
npenaparaMmu, BKJIKOYas aTOMOKCETHH, OTMEYAIHNCh CYIOPOTM U OYEHb pPEIAKO - YUIMHEHHUE
unrepBasia QT. Taxke cooOmanoch 0 Ciay4asx JETaJIbHOIO MCXOJa MPHU OCTPOU Iepeao3upoBKe
ATOMOKCETMHOM, KOI'Jla OH OBLI NPUHAT B COYETAHUU, [0 KpailHEW Mepe, €lle ¢ OJHUM Jpyrum
npenaparoM. JlaHHbIE KIMHUYECKHX HCCIEAOBAHMI IO TNEPEIO3UPOBKE aATOMOKCETHHOM
OTPaHUYEHBI.

Jleuenue npu }’161766031417067('6

HCO6XOIH/IMO o0ecneynTh IMPOXOAUMOCTD AbIXAaTCIIbHBIX HYTGﬁ. Ecmu MAanUCHT MMOCTYIIHJII HC ITIO3AHEC
1 gaca mocie MNECPpOopaJIbHOTO IIpHUEMa IIp€liapara, MOXKCET OBITh HGHGCOO6p33HHM IIPUMCHCHUC
AKTUBHUPOBAHHOT'O YIUIA IAJId OIpAHUYCHUSA BCACBIBAHUA. PCKOMGH,I[yeTCH IpoOBOAUTH MOHHUTOPUHI
CGpI[G‘-IHOﬁ JACATCIIBHOCTH n OCHOBHBIX ImoKa3aTenei KHU3HCACATCIIBHOCTH, a TakKXxe
CUMIITOMAaTUYCCKOC U MTOAACPKMBAIOIICC JICUCHUC. HaIII/IeHTa HGOGXOZ[I/IMO Ha6HIOIIaTI> B TCUCHUC,
KaKk MUHUMYM, 6 gacoB. Tak Kak aTOMOKCETHH HMECT BEICOKOC CpOACTBO K Oenkam IJ1a3Mbl, JICYCHUC

MEPEAO3UPOBKU ITYTEM AHAIN3a CKOPEE BCETO 6y,[[eT HCLICJ'IeCOO6pa3HBIM.

B3aHMOHeﬁCTBHe C APYIr'iMM JICKAPCTBCHHBIMU IIp€NiapaTaMu
Bausane APYTUX 1nperaparoB HA aTOMOKCETHUH

HMAO

ATOMOKCETHH He clieflyeT ucnoiab3zoBats ¢ UMAO.

Hneubumopwvr CYP2D6 (CHO3C (nanpumep, ¢hryoxcemun, napoxcemut), XunuOuH, mepouraghum)
B cBs3u ¢ TeM, 4ro aromokcetmH Mertabommsupyercs uzodepmentom CYP2D6, coBmecTHOE
npuMeHeHne nHruouTopos uzodepmenta CYP2D6 ¢ aTOMOKCETHHOM MPUBOAMT K CYILIECTBEHHOMY
nosbIimeHn0 AUC (B 6 - 8 pa3) 1 Cmax (B 3 - 4 paza). [lanmentam, KOTOpble IPUHUMAIOT MPENaparsl,
unrnoupyronie CYP2D6, pexoMenayercs Oojiee MeIJICHHOE TMOBBIIICHUE O3B U OoJjiee HU3Kas
NOJIePKUBAloNIast T03UpoBKa. Eciii B mporiecce Tepanuy aTOMOKCETHHOM Ha3HaueH WM OTMEHEH
unruourop CYP2D6, BO3MOXHO mOTpedyeTcs CKOPPEKTHpPOBaTh 103y AaTOMOKCETHHA B
COOTBETCTBUH C KIMHUYECKHM 3(P(PEKTOM U IEPEHOCUMOCTBIO MTpernapara.

VY manueHToB ¢ HU3KOW aKTUBHOCTHIO m3odepmenta CYP2D6 ciemyer coOmoaaTh OCTOPOKHOCTD
npu KOMOWHHPOBAaHHOM NPUMEHEHHHM AaTOMOKCETHHAa C MOIIHBIMH HWHTHOUTOpAMH JIPYTHX

I/ISO(I)CpMCHTOB OUTOXpOMa P450, TaK KaK PpHUCK KIIMHUYCCKH 3HAUUMOI'O YBCIMUCHUA SKCIIO3UIIUU
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ATOMOKCETHHA y TAKMX MAIMEHTOB HE H3BECTEH. o1 06.03.2024 N2 4413

(NOCNEOCBATENEHOCTE 00071)

Canvbymamon (unu opyeue bemaz-a0peHoMumemuxi)

ATOMOKCETHH J0JKEH MPUMEHSATHCS C OCTOPOKHOCTHIO Y MAIIMEHTOB, IPUHUMAIOIINX CallbOyTaMoJl
(unmu npyrue 0eTaz-aJpeHOMUMETHKH) Yyepe3 HeOyai3ep Uii IyTeM CUCTEMHOTO BBEICHHUS, TaK KaK
MOJKET YCUJIUTHCS BO3/IEUCTBHE HA CEPACUHO-COCYIUCTYIO CUCTEMY.

JlaHHbBIE OTHOCHUTEIIBHO 3TOTO B3aUMOJIeHCTBUSI TpoTUBOpeUrBEI. [Ipu cucremuom npumenennu (600
MKT B/B B T€UCHHE 2 YaCOB) B COUCTAHUH C aTOMOKCETHHOM (60 MT 2 pa3a B JICHb B TCUCHHE S5 THEH)
HaOmoganock yBenuueHue YCC u noBeimerne AJl. Otot addext Obur Hambosee 3aMeTeH MocCiie
NIEPBOTO COBMECTHOTO IMPUMEHEHHUs calnbOyTamMoja U aTOMOKCETHHA, HO MapaMeTpbl BEPHYJIHCH K
UCXOJHOMY YpOBHIO uepe3 8 4dacoB. B JpyroM uccienoBaHUM NHpU COBMECTHOM INPUMEHEHHH
CTaHJAPTHOW WHTAJSIITMOHHON 1103kl casbOyTramodna (200 Mxr) u aromokceruna (80 Mr onuH pa3 B
JeHb B TE€YEHHE 5 AHEH) Yy 37J0pPOBBIX JOOPOBOJIBIEB C HOPMAIBHON aKTHBHOCTHIO M30(epMeHTa
CYP2D6 YUCC u AJl He yBenmmuuBanuch. [lociie MHOTOKPAaTHBIX MHTAJSIIAA CaThOyTamMolia B J103€
800 mxr UCC He MeHsulach HU IPM MOHOTEpANuu, HU B KOMOMHAIlMM C aTOMOKCeTHHOM. llpu
OJIHOBPEMEHHOM TPUMEHEHUM AaTOMOKCETHMHa C cailp0yramoiioM (WM JpyruMu OeTaz-
aJpEeHOMHMEHTHUKAMH) HEOOXOAMMO OOpaTWTh BHHUMAaHHE HA KOHTPOJb CEPJIEYHOrO0 pUTMA U
apTepHaJIbHOTO JIaBjeHMs. B ciyyae 3HAuMTENbHOIO IMOBBIIMIEHUS 3THUX IIOKa3aTesel, ciemayer
PaccMOTPETh BO3MOYXKHOCTh KOPPEKLIMU JJ03bI IIPENapaToB.

Puck ymmuuenuss wmHTepBaia QT MOXKET yBeIMYMBATHCS TPH OJHOBPEMEHHOM IPUMEHCHHH
aTOMOKCETHMHA C TIperaparaMy, BBI3BIBAIONIMMH y/ulMHeHue uHTepBana QT (Heiiponentukw,
aHTHapuTMUYeckue mpenaparbl kiacca la u III, mMokcudnokcalvH, SpUTPOMHIIMH, METAIOH,
Me(DIOXHH, TPUIUKINYECKUE AHTUACTIPECCAHTHI, JIUTUW, IU3ANpHUI), a TAKXKE C IpernapaTraMu,
BBI3BIBAIONIMMH  DJIEKTPOJIUTHBIA  nucOanmaHc (THA3WAHBIE JUYPETHKH) ¥ HUHTHOUTOpAMH
uzopepmenta CYP2D6.

ATOMOKCETHH NOTEHIMAJIbHO MOKET IOBBIIIATh PUCK pa3BuUTUs cynopor. [lostomy cnenyet
co0iroaaTh OCTOPOKHOCTh MPH OJHOBPEMEHHOM NPUMEHEHHHM aTOMOKCETHHA C JIEKapCTBEHHBIMU
CpPEICTBaMH, CHIDKAIOIMIUMH TIOPOT CYJOPOXHOW TOTOBHOCTH, TaKMMH KaK TPHUIUKIMYECKUE
antuaenpeccantsl, CUO3C, neliponentuku, GeHOTHA3UHBI, OyTUPOPEHOHBI, Me(DITOXUH, XJIOPOXHH,
OympoIuoH, TpamaoIl.

Kpome Toro, crnegyer cobmtoaTh OCTOPOKHOCTb MPU OTMEHE CONYTCTBYIOIIEH Tepanuu
OeH30/1Ma3enruHaMu 10 MPUUMHE BO3MOKHOTO Pa3BUTHSI Cy10pOr Ha ()OHE OTMEHBI JICUEHUS.
l'unomenzusHuvle npenapamoi

ATOMOKCETUH CIJIEIyeT C OCTOPOKHOCTHIO MPUMEHSTh C THUINOTEH3UWBHBIMHU IMpenapartamu. I[lo
MPUYMHE BO3MOXKHOTO TIOBBIIMICHHS] apTEPUATBHOTO JIABJICHUS, ATOMOKCETHH MOKET CHU3HTH
3¢ (PEKTUBHOCTh THIOTCH3UBHBIX  IpEnapaToB/mpemnapaTroB, MCHOJB3YEMBIX JJIA  JICYCHHS

THUIICPTOHUH. HpI/I KOM6I/IHI/IpOBaHHOM NPUMCHCHUHU  ATOMOKCETHMHA C THUIIOTCH3WBHBIMU
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KOHTPOIIb apTe] Wﬁﬂ;ﬂﬂg&;’- AT, B ciryqae
(MOCNEAQOBATENEHOCTE 0001)

npemnapaTaMu HeoOXoIuMO 00paTUTh BHUMAaHUE

3HAUYUTENIbHOTO HM3MEHEHMsI TOKa3zaTelied apTre
BO3MOXXHOCTh KOPPEKIUH J103bI PENapaToB.
Ilpenapamul, erusrowue Ha apmepuaibHoe 0aseHue

N3-3a BO3MOKHOTO BO3JCUCTBUSI HA apTepUAIbHOE JIaBJICHHE aTOMOKCETHH CJIEAYyeT MPUMEHSATDH C
OCTOPOKHOCTBIO B COYETAHUH C Ba30MPECCOPHBIMU CPEJCTBAMHU, a TAKXKE APYTHMMH IpernapaTamu,
CIIOCOOHBIMU TOBBIIIATH apTepuaibHoe napieHue. Heo0xoaumo oOpatuth BHUMaHUE HA KOHTPOJIb
apTepualIbHOTO JaBlieHUs. B cimyyae 3HAUMTENHLHOrO W3MEHEHHS IMOKa3aTelel apTepHallbHOTO
JIABJICHUS, CIEAYeT pACCMOTPETh BO3MOKHOCTh KOPPEKIIUH J03bI IIPENapaToB.

Ilpenapamul, erusrowue Ha KUCTOMHOCIb HCENYOOUHO20 COKA

[Ipenapatsl, mnoBsimatone pH KemymnodyHOro coka (aHTAlMAbI, COJAEpKallMe MarHuid Wiu
ATIOMHUHHM, OMENpasol) He BIUSIOT Ha OMOJOCTYITHOCTh aTOMOKCETHHA.

Ilpenapamul, erusrowue na cekpeyuro HOpaopeHaIUna

[TpemapaTsl, BIHSIONIME Ha CEKPEIMI0 HOpaJpeHAIHHA (TakWe KaK HMMHIIPAMUH, BeHIA(aKCHH,
MUPTAa3anuH, a TaKkKe TPOTUBOKOHTECTUBHBIEC CpeACTBa NceBaoddeapuH, GeHuIIPprH), JOIKHBI C
OCTOPOKHOCTBIO ~ Ha3HA4aThCsd  BMECT€ C  ATOMOKCETHHOM.  BO3MOXHO  yCHIIEHHE
dapmakonorudeckoro 3(h(pekTa aTOMOKCETHHA, a TAK)KE B3aMMHOE TTOTCHIIMPOBAHUE TIPEIIapaToB.
Ilpenapamul ¢ 8bicokum cpoOCcmeom K bearkam niasmol

ATOMOKCETHH HE BJIMSICT Ha CBSA3BIBAaHUE BaphapHuHa, alleTUICATUIIUIOBON KUCIOTHI, JEHUTONHA U
nuasernamMa C 4YelOoBEUYeCKHM albOyMHUHOM. AHAIOTWYHO, JaHHBIE MpermapaThl HE BIUSIOT Ha

CBA3bIBAHUC aTOMOKCCTHHA C aJ'IB6YMI/IHOM YCJIO0BCKaA.

Oco0ble ykazanust

Cyuyuoanvroe nosedenue

CyununansHoe TmoBeJeHHE (IOMBITKM caMOyOMiicTBa M CyHUUAATIbHBIE MBICIN)  ObUIH
3aperucTpUpoOBaHbl y TMAIMEHTOB, MOJYy4YaBIIMX AaTOMOKCETHMH. B Xoae JBOMHBIX CIIENbIX
KIIMHUYECKUX HCCIIEOBaHUM y JeTell W MOJPOCTKOB CYyMIIMJAIbHOE MOBEJECHHE BCTPEUYaIOCh HE
4acTO U MPOSBISIOCH TOJIBKO B IPYIIE NAMEHTOB, IPUHUMABIINX aTOMOKCETHH. B X01€ NBONMHBIX
CJIENIBIX KJIMHUYECKHX HCCIIEOBAaHUM Yy B3POCIHBIX HE OBUIO OTMEYEHO Pa3HUIBI MEXIy
ATOMOKCETHMHOM U IU1ane0o0 B YaCTOTe CyWUUJAIBHOTO oBeieHus. [lanrenToB, KoTopbie Noay4yaroT
neyenne or C/IBI, ciexyer TmiaTenbHO KOHTPOJIMPOBATh HA MPEAMET IMOSBICHUS WIN YYallleHHs
CYHULIUJAIBHOTO TIOBE/ICHUS.

Buesannas cmepmo Ha ¢hone panee 6bia6NIeHHbIX CEPOEUHBIX AHOMANUL

Crnyyau BHE3aIlHOM cMepTH ObUIH 3aperuCTPUPOBAHbl Y MAIIMEHTOB CO CTPYKTYPHBIMU aHOMAJIUSIMU
cepaa, KOTOpble MPUHUMAIM aTOMOKCETHH B OOBIYHBIX [03aX. Y MAallMEHTOB C H3BECTHBIMU

CCPLC3HBIMU  CTPYKTYPHBIMU  aHOMAJIMAMU  CCpALAd ATOMOKCECTHUH CICAYCT IIPUMCHATHL C
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e R AneA e 4449
OCTOPOKHOCTBIO H TOJBKO MOCIIe KOHCY/IbTaImH ¢ kapauomorom. 2T 06,05 2024 1= 4413

(NOCNEOCBATENEHOCTE 00071)

Brusanue na cepoeuno-cocyoucmyro cucmemy
ATOMOKCETHMH MOXET BIMATH Ha 4YacToTy cepaeuHbix cokpamenuii (UCC) um  BenmuuuHy
aprepuasnibHoro pgasieHus (AJl). Y OonpIIMHCTBA MAlMEHTOB, MOJIYYAIOIIUX AaTOMOKCETHH,
ormeuaniock HeOoubmoe yBenmnuenue YCC (B cpeqnem Ha Menee 10 yu/mMuH) u/unu noBbimenue AJl
(B cpeHeM Ha MEeHee 5 MM PT. cT.). Tem He MeHee, TaHHbIe KTUHuYecKux uccienoBanuii C/IBI" (kak
KOHTPOJIMPYEMOT'0, TaK U HEKOHTPOJIMPYEMOI0) YKa3blBalOT Ha TO, YTO Y HEKOTOPBIX MAIlMEHTOB
(okono 8-12 % pnereit u mompoctkoB M 6-10% B3pocibix) oTMeyaroTcsi Oosiee BbIpaKEHHbBIC
u3menenus YCC (na 20 yn/mun u 6osiee) u AJl (Ha 15-20 MM pT. cT. 1 6osee). AHAIIU3 JaHHBIX ATUX
KJIMHUYECKUX HCCIEOBAHUIN MOKa3al, 4To mpuMepHo y 15-26% neteii u noapoctkoB u'y 27-32%
B3pPOCJIBIX, KOTOPbIE HCHBITHIBAIOT MOJO00HBIE M3MEHEHHs apTepUaIbHOrO HABJICHUS U YacCTOTHI
CEpJICYHbIX COKpAIlleHUH BO BpeMs JIEUCHUS AaTOMOKCETMHOM, OTMEUYAaeTCsi YCTOMYMBBHIM H
MPOTPECCUBHBINA POCT 3TUX U3MEHEHH. [{JIMTENbHbIE CTOMKIE U3MEHEHHUS apTEPUATIBHOTO IABJIEHUS
MOTYT TIOTCHIIHAIBHO CIOCOOCTBOBATh PA3BUTHUIO TaKUX KIMHUYECKUX TOCJIEICTBUM, Kak
runeprpodus Muokapnaa. Ilostomy, y manmueHTOB, AN KOTOPBIX peLIaeTcs BOMPOC O JICYCHHUH
ATOMOKCETHHOM, CJIeAYET BBIMOJIHUTD THIATENIbHBIM cOOp aHaMHE3a U METUIIMHCKOE 00ClieIOBaHUE,
YTOOBI OLICHWUTh HAJIMYKE CEPIACYHO-COCYAMCTHIX 3a00JEBaHMN, a TAaKXKe TOIYYHUTh 3aKIIOYCHHE
KapAM1O0Jora, €Ciiv lIepBOHaYalIbHbIE PE3YJIbTAThl TO3BOJIMIIHN 3aI10/103pUTh HAJIMYME TAKOI'0 aHaMHe3a
WM 3a00JI€BaHUS.

Pexomennyercs uzmepars UCC u AJl 10 Hayayia Je4eHHs U 3aT€M MEPUOJUYECKH MOBTOPATH
M3MEPEHMS BO BpeMs JIeUeHHs (IIOCie KaKI0M KOPPEKIUU J103bl U HE PEXe, YEM pa3 B MOIToAa) ¢
1[EJIBI0 BBISIBIICHUS KIIMHUYECKH 3HAYMMOTO TOBBIIICHHS YKa3aHHBIX MoKa3atesneil. s manueHToB
JIETCKOTO BO3pacTa PEKOMEHAYETCsl HCIIOJIb30BaTh AuarpamMmy mporeHTuiner. [lns B3pocibix
MAlMEHTOB HEOOXOAUMO CJeoBaTh JEUCTBYIONIMM pEKOMEHAAlUsM Mg HaOmoJIeHus 3a
TUIIEPTCH3UEH.

ATOMOKCETHH CJeyeT MIPUMEHSAITh C OCTOPOKHOCTHIO Y AI[UEHTOB C COMYTCTBYIOIIEH MAaTOJIOTHEH,
TaKOM Kak apTepHalibHas TUIMEPTEH3Hs, TaXWUKapJaus, TMPOYUE CEePACUYHO-COCYUCThIE U
1epeOpOBaCKYIISIPHBIE HAPYIICHHUS, TPU KOTOPBIX COCTOSHUE MallMEHTa MOXKET YXYALIUTHCS B CITydae
noBbiieHus Al niam YCC.

ATOMOKCETHH HE CIIeyeT MPUMEHITh y TMAIMEHTOB C TSKEIBIMA CEPACYHO-COCYTUCTHIMU U
1epeOpoBacKyIApHBIMU  3a00yieBaHUSMU. [lallMeHTOB, y KOTOPBIX BO BpEeMs  JICUCHUS
ATOMOKCETHHOM Pa3BUBAIOTCS TaKWE CHUMIITOMBI, KaK cep/iieonenue, 00Jb B rpyau pu Gpusndeckoi
Harpy3ke, HEOOBACHUMBIE OOMOpPOKH, OJBIIIKA WIW JPYrHe CHUMIOTOMBI, TO3BOJSIOIIHE
MPEINOJIOKUTh pa3BUTHE 3a00JIeBaHuUs Cep/lla, CIeyeT HEMEIJICHHO HalpaBUTh JIJIs1 KOHCYJIbTalluu
K KapIHoJory.

KpOMC TOr'0, aTOMOKCETHUH CJICAYCT MPUMCHATH C OCTOPOIKHOCTBIO Y IMAITMCHTOB C BPOKACHHBIM HUJIN

18



COOTBETCTBYET 3KCNEPTHO M?HT"ET;

003,202
npuoOpeTeHHbIM yunHeHneM uatepBaia QT (B Tpm qncne 1o heﬂ 151 ak eTBonmero

_J_I{E..:l' TENBHOC ':I,,I_I'Il

HpenapaTa), 6o B cJIydyac HaJIu4dusa YIJIIMHCHU mrucpbcula \,{I B-CEMEHHOM aHaMHe3c.—Takxke
COO0IIAIOCH O PA3BUTHH OPTOCTATUYCCKOMN TUITOTEH3UH, TIO3TOMY aTOMOKCETHH CJIeIyET IPUMEHSTh
C OCTOPOXKHOCTHIO Yy TMAIMEHTOB C TEMH 3a00JICBAaHUSMHU, TPH KOTOPHIX MOXKET HaOJIOJaThCs
apTepuanbHas TUIIOTEH3us, TnOo BHe3anHble nepenansl AJl mmm YCC.

Lepebposackynapuvie 3¢hghexmot

[TariueHTOB C TONOJHUTEIBLHBIMU (haKTOpaMHU pUCKa Pa3BUTHS IEpeOPOBACKYISIPHBIX 3a00JI€BaHHIA
(HampuMep, cepACUYHO-COCYUCThIC 3a00JIeBaHUS B aHAMHE3€, IIPUEM COITYTCTBYIOIIUX MPENapaTos,
KOTOPbIE MOBBIIIAIOT APTEPUAIBHOE JIaBJICHUE), CIEAYET 00CIIe10BaTh Ha ITPEAMET HEBPOJIOTHUECKUX
CHUMIITOMOB TP KaXOM IOCEIICHUH T0CJIe Hayalla JICYCHHUS] aTOMOKCETHHOM.

Hapywenue ¢pynxyuu nevenu

OdyeHb penko cooOHIaNoCh O CIOHTAHHBIX CIIy4asX MOPaKEHHS IEUeHHU, KOTOPOE MPOSBISIOCH
YBEJIIMUYCHUEM aKTUBHOCTH (DEPMEHTOB MIEYCHHU U MOBBIIICHUEM KOHIIEHTPAIUY OUITMPYyOUHA B KPOBU
C pa3BUTHEM XENTYyXU. Takke B 04CHb PEIKUX CIydasiX COOOIIATIOCH O TSHKEJIOM MOPAKEHUU MEUCHU
BIJIOTH JI0 Pa3BUTHS OCTPOW IMEYEHOYHOW HemoctaTouyHocTH. [Ipuém aToMoOKkceTHHa Cleayer
MPEKPAaTUTh U HE BO30OHOBIATH y MAIIMEHTOB C JKEITYXOW WM JaOOPATOPHBIMU MpU3HAKAMU
MOPAKEHUS TTEUCHHU.

Aepeccusnoe nosedenue, 8paxcoebHOCMb Ul IMOYUOHAILHAS HEYCMOUYUBOCHb

BpaxnebHocTh (IIPeUMYIIECTBEHHO arpecCUBHOCTb, OMIMO3UIIMOHHOE IOBEJACHUE U THEB) Yallle
Ha0I01amach B KIIMHUYECKUX MCCIEIOBAHUSAX CPEIH JIeTeH, MOAPOCTKOB M B3POCIBIX, MOTYYaBIINX
JieueHrEe aTOMOKCETHHOM, TI0O CPABHEHHIO C TEMH, KTO MIPHHUMAI TU1ae6o.

DMOIMOHATbHAS HEYCTOMYMBOCTH Yallle HaOI0aIach B KITMHUYECKUX UCCIEIOBAHUAX CPEIH JIETEH,
MOJIYYaBIINX TEPanui0 aTOMOKCETHHOM, IO CPaBHEHHUIO C JIETbMH, IMOJy4YaBIIUMHU Tutare6o. 3a
MalUeHTaMu CJeyeT BHUMATENbHO HAONIOAATh B OTHOLICHUM TOSBICHHUS WU yXYIIICHHUS
arpecCUBHOTO MOBEICHMSI, BPAXKIEOHOCTH HIIM YMOLIMOHAIBHOMN TaOUIEHOCTH.

Tlcuxomuueckue unu MaHuaxkaibHvie SNU300bl

VY manueHToB 6€3 aHAMHECTHUECKUX CBEJICHUH O IEPEHECEHHBIX MCUXOTUYECKUX MUIIH MaHUAKATbHBIX
AMU30/1aX ATOMOKCETHH TMpHU MpHEeMe B OOBIYHBIX [03aX MOXKET BBI3bIBATh Pa3BUTHE TaKHUX
CUMITOMOB KaK TaJTIONWHAINK, Opel W MaHHMaKalbHOE HapyIIeHHWe HacTpoeHus. B ciydae
BO3HUKHOBEHHUSI OITUCAHHBIX CUMIITOMOB CJIEAyeT OIICHUTh BO3MOXKHYIO POJIb IIpHeMa aTOMOKCETHHA
B MX PAa3BUTUM M PEIIMTHh BOMPOC 00 OTMEHE Tepanmuu. Hemb3s MCKITIOYUTH 00OCTpEHHE paHee
CYIIIECTBOBABIIMX ICUXOTUYECKUX CHMITOMOB WJIM CHUMOTOMOB MaHMU Ha (¢OHE TpuemMa
ATOMOKCETHHA.

Annepeuueckue peakyuu

B penkmx cnydasx y TalMEHTOB, NMPUHUMAIOIIMX AaTOMOKCETHH, OTMEYAIMCh allJIEPTUYECKHE

pCaKknunu B BUAC aHa(I)I/IJ'IaKTI/I‘-IeCKI/IX peaKuHﬁ, CbIlI, aHTHOHCBPOTHYCCKOTI'O OTCKA, KpAITMBHUILIBI.
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Cyoopoeu ot 06.03.2024 Ne 4413
(MOCMEOOBATENBHOCTE 0001)

HpI/IMeHHTB C OCTOPOXHOCTBIKO Yy IMAIIUCHTOB —C—CYAOPOKHBIMI —TPHUITaAKavit —B—aHaMHC3C:
Heo6xonnMo npekpaTuTh NprueM aTOMOKCETHHA B ClIyyae pa3BUTHUS IPUIIAJIKOB, KOTOPbIE HE MOT'YT
ObITh 0OBCHEHB! MHBIMU, Y€M IPUMEHEHUEM aTOMOKCETHHA, IPUYUHAMH.

Bausanue na pocm u pazeumue

HeoOxomumo HaOmoneHHe 3a TMOKa3aTeNsIMH POCTa y JeTed M TOJPOCTKOB, NPUHUMAIOIINX
atoMokcetuH. Ilpu 3anepxke pocta win mpuOaBKU Macchl Tesla y AeTed U MOAPOCTKOB Ha (oHE
JUINTEJIBHOTO NTPHEeMa aTOMOKCETHHA HEOOXOIMMO PacCMOTPETh BOIPOC 00 YMEHBILIEHUH JI03bl WIH
IIEpPEPHIBE B JICYCHUH.

Knuauyeckre AaHHbIE HE CBHIETENBCTBYIOT O HEOIAronpHsATHOM BIMSHUM aTOMOKCETHHA Ha
UHTEJUIEKTYaJIbHOE WM II0JIOBOE CO3PEBaHME, OJHAKO KOJIMYECTBO JOCTYIHBIX JAHHBIX O
JUIMTEIIBHOM JIeYeHUU orpaHuyeHo. I[lostomMy 3a COCTOSHMEM IIAUMEHTOB, HYXIAIOLIUXCA B
JUINTEIbHON TEpAInu, CIeAyeT TIATEIbHO HAaOII01aTh.

Iosenenue unu yxyowenue meuenusi conymcmeyloujeli oenpeccuu, mpegocu u mukoe B xone
KOHTPOJHMpYeMBbIX Hccienoanuil y nereit ¢ C/IBI' 1 KoMOpOUIHBIMU XPOHMUYECKUMH MOTOPHBIMU
TUKaMU WM CUHIpoMOM TyperTa, y NPUHUMABIIMX AaTOMOKCETUH NAallMEHTOB HE HaOJII0AAIOCh
YXYALIEHUS TUKOB B CPABHEHHUHU C IPUHUMABIIMMH IU1a1e00 nanueHTaMu. B Xxoae KOHTponupyeMbIx
uccienoBanuii nmoapoctkos ¢ CIABI' u koMOpOUIHBIM OOJIBIIUM AECTIPECCUBHBIM PACCTPOUCTBOM Y
IPUHUMABIINX ATOMOKCETHH IMAIMEHTOB HE HAOJIIOJANOCh YXYIIIEHHUS CHUMIITOMOB JEIPECCUU B
CpaBHEHHMH C MPUHUMABIIMMH IU1a1e00 MalieHTaMu.

B 1ByX KOHTpOJIMpPYEMBIX HCCIEIOBaHUAX (OJJHO Y IeTel U 0AHO y B3pocibix) nanuenTos ¢ C/IBI™
KOMOpPOUIHBIMU TPEBOKHBIMHM PACCTPOMCTBAMHU Yy MPUHUMABLIMX ATOMOKCETHH MAallMEHTOB HeE
Ha0JII0/1aJ10Ch YBEJIMYEHUSI TPEBOTY B CPAaBHEHUU € MPUHUMABIIMMHU IU1aledo nauveHtaMu. B xoze
MNOCTMAapKETUHTOBOIO MPUMEHEHHUsI MOCTYNAId peAKHEe COOOLIECHHS O BO3ZHMKHOBEHUM TPEBOTH U
JIETIPECCUN WM YXYALIEHHOIO HACTPOCHMS, a TAaKXKEe OUYEHb peAKHe COOOIIEHHS] O BOSHUKHOBEHUU
THKOB.

[Tpu neyernnu CIIBI" aTOMOKCETHHOM CJe1yeT KOHTPOJIUPOBATH COCTOSIHUE MMAIMEHTOB B OTHOLIEHUH
BO3HMKHOBEHHsS WIM YXYALICHUS CUMITOMOB TPEBOXKHOCTH, IIOJABIEHHOIO HACTPOEHUSA W
JIEIIPECCUU WA TUKOB.

Lpyzo0e mepanesmuueckoe npumeHnerue

[IpuMeHeHHe aTOMOKCETMHA HE TIOKa3aHO JJIs JIEYEHHsS SIMHU30[0B OOJIBIINX JEMpPEeCCUBHBIX
paccTpoicTB /UM TpeBOKHOCTH. KilMHNYecKkue nccie0BaHus 1o MPUMEHEHUI0 aTOMOKCETHHA JUIs
JIeYSHMSI TUX COCTOSHUM npH oTcyrcTBuM auarno3a CIBI™ e nokaszanu a3¢pdexra, o cpaBHEHHIO €
wiane0o.

Ilpumenenue y oemeti

ATOMOKCETHH HE CICAYCT MPUMCHATH Y MNAOUCHTOB B BO3PACTC N0 HICCTHU JICT, TaK KaK B 3TOH
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Poaurem u  O0aM3KHe  JOKHBI  TINATEN

BbIIICMECPECINUCTICHHBIX CUMITOMOB H CYHIHAAJBHBIX MbICJIel Y neTei/i H II0JIPOCTKOB,

NMPUHUMAOIIUX ATOMOKCETHH, H HeEMe/IJIEHHO cO001IaTh 00 3TOM JieyalleMy Bpauy.

Binsinne Ha cIOCOOHOCTH YIIPABJIATH TPAHCIOPTHBIMHU CPEJACTBAMH, MeXaHU3MaMH

ITpuem npenapara MOXKET CONPOBOKIAATHCS YTOMIISIEMOCTBIO, COHIIMBOCTBIO, TOJIOBOKPYXEHUEM. B
CBS3U C 3TUM IalMEHTaM, IPUHUMAKOIUM aTOMOKCETHH, CIEAYET IPOSABIATH OCTOPOKHOCTH IIPU
yIpaBJICHUU TPAHCHOPTHBIMU CPEACTBAMU M MEXaHM3MaMH, 10 T€X IOp, IIOKa OHU HEe OyayT
yBEpEHBI, YTO aTOMOKCETHH HE OKa3bIBACT BIMSHUS HA CIOCOOHOCTH YIPABIATH TPAHCIOPTHBIMU

cpeacTtBaM U MEXaHU3MaMMU.

®opMa BbIIIYCKa

Kancynsr 10 mr, 18 mr, 25 mr, 40 mr u 60 mr.

[To 7 nnau 15 xamcyn B KOHTYPHYIO SYEMKOBYIO YHNAKOBKY U3 IJICHKU MOJWBUHUIXJIOPUAHON U
(G oJIbTH aTIOMHUHUEBOM IMEYaTHOMN JIAKUPOBAHHOM.

[Io 30 xamcyn B OaHKy NOJUMEPHYIO MJIA JIGKQPCTBEHHBIX CPEACTB M3 TMOJUATUIICHA WIH
nojmdTIIIeHTepedTanaTa. Kpblka n3 moJu3THIIEHA WITH MTOJIMIPOITHIICHA.

ITo 1, 2 KOHTYpHBIX SYEHKOBBIX YHAKOBKU MO 7 wiu 15 kancyn, win no 1 0aHke noJuMepHOHN JUIst

JICKApPCTBCHHBIX CPEACTB BMECTEC C HHCTPYKHHeﬁ M0 ITPUMCHCHUIO ITOMCIIAOT B I[IAYKY U3 KAPTOHA.

YciaoBus XxpaHeHUs
[Tpu Temneparype He Boiie 25°C.

XpaHUTh B HETOCTYITHOM JUIsl IETEU MeECTe.

Cpoxk rognocTun
2 roja.

He MNPUMCEHATH IO UCTCUYCHUHN CPpOKa rOAHOCTH.

YcaoBust ornycka

OTnyckaroT Mo peLenty.
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Baagenen perucTpanmuoOHHOIO YAOCTOBEPEHH /Opranmaq ust! Cfipirim st | Tiperensun
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norpeoduTeseH

3A0 «Kanondapma npojakiiny», Poccus
141100, MockoBckas 00u1., T. IllenkoBo, yi. 3apeunas, a. 105.

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

DnektpoHHbIi anpec: safety@canonpharma.ru

Tonyyums OononnumenvHvle OaHHble O Npenapame, HANPAGUMb NPEMEH3UD HA e20 Kauiecmeo,
be30nacHocmns, COOOWUMb O HEHCENAMENLHBIX JIeKAPCMBEHHBIX PEaAKYUAX MONCHO No meneqdhony:. 8
(800) 700-59-99 (GecmnatHas nuHUS 24 yaca) WM Ha caldTe wWww.canonpharma.ru B pasjene
«[Tonutuka B 00J1aCTH KayecTBay - «be30MmacHOCTh MpemapaToBy.

IIpousBoauTen

3A0 «Kanondapma mpogaKirs»

IIpouszs00cmeo 20mosoil 1ekapcmeeHHol popmbl:

MockoBckas 00:1., T.0. [LlénkoBo, r. Ill€nkoBo, yn. 3apeunas, 1. 105;

MockoBckas 001, r.0. ll[énkoBo, r. LLl€nkoBo, yu. 3apeunas, ctp. 10556, k. 12.

Ilepsuunas ynaxoexa:

MockoBckas 00:1., T.0. [LlénkoBo, r. [llénkoBo, yn. 3apeunas, 1. 105;

MockoBckas 00:1., T.0. IllénkoBo, r. [ll€nkoBo, yi. 3apeunas, ctp. 1056, k. 12.

Bmopuunas (nompebumenvckas) ynakoska:

MockoBckas 001., T.0. lllénkoBo, r. Ill€nkoBo, yin. 3apeunas, 1. 105;

MockoBckas o0, T.0. ll[énkoBo, r. ILl€nkoBo, yin. 3apeunas, ctp. 1055, . 12;

MockoBckas 0011, r.0. lllgnkoso, r. ll{é1koBo, yi. 3apeunas, ctp. 10556, k. 1.

Buinyckarowuii koumponv kavecmea:

MockoBckas 001, r.0. ll{énkoBo, r. lL[é€nkoBo, yu. 3apeunas, ctp. 1056, k. 11.

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

www.canonpharma.ru
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