COOTBETCTBYET 2KCNEPTHOMY OTYETY

WHCTPYKITUSA ot 06.03.2024 N= 4413
(NOCNEQOBATENLHOCTE 0005)

10 MEJUIIMHCKOMY ITPUMEHEHNIO-AEKAPCTBEHHOTO HPEHAPATA

Atomokcerun Kanon

PerncrpanuoHHblii HOMep:
Toprosoe HaumeHoBaHue npenapara: Atomokcetun Kanon
MexkayHapoHOe HENMATEHTOBAHHOE WJIH TPYNIIMPOBOYHOE HAMMEHOBaHUE: ATOMOKCETHUH

JlekapcTBeHHasi gopma: KarcyJsibl

CocraB

1 xaricyma 10 MT COOEPIKUT:

Oelicmsylowee geujecmgo. aToOMOKceTHHa ruapoxjopua 11,43 mr, B mepecuere Ha aTOMOKCETUH
10,00 mr;

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

kancyna meepoas xceramurnogas Ne 2 — 61,00 Mr, B TOM ymcie: kopnyc: xenatul 35,8680 wmr,
tutana quokceun 0,7320 mr; kpviweuka: sxenatun 23,9120, turana nuokcun 0,4880 mr.

1 xaricyia 18 Mr COOepKUT:

Oelicmeylowee eeujecmso: aToMOKceTuHa Tuapoxiyopun 20,57 Mr, B mepecuyere 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 sxceiamunogas Ne 2 — 61,00 Mr, B TOM ymcine: kopnyc: xenatuH 35,8680 wmr,
tutana auokcup 0,7320 mr; kpvliuweuka.: xenatud 23,8492, turana auokcup 0,3253 mr, kpacuTesb
XUHOJMHOBBIN kenTbi 0,2244 Mr, KpacuTelb CONMHEUHbIN 3aKkaT »kenthiii 0,0011 mr.

1 xkancyia 25 MT COAEPKUT:

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

gcnomozamenvhble 6ewecmea: Kpaxmall KyKypy3HBIM IpexenaTHHU3UpoBaHHbIM 199,02 wr;
KPEMHHUSI THOKCH]T KOJUIoUIHbIN 1,20 mMr; MmarHus creapar 1,20 mr;

kancyna meepoas dxceramunosas Ne 2 — 61,00 mr, B ToM uucne: xopnyc. xenatud 35,8680 wmr,
tutana aquokeun 0,7320 mr; kpwviuweuxa: xxenatud 23,844, tutana quokcuy 0,4880 Mmr, KpacuTelb
nmaTeHToBaHHBIA cuHui V 0,0680 mr.

1 xancyia 40 M COOEPIKUT:

Oelicmeyowee seujecmso:. aTOMOKCETHHA TUIpoxjopua 45,72 Mr, B mepecueTe Ha aTOMOKCETHUH
1
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8CHOMO2amenbHble Gewjecmea; KpaxMmall KyKYpYySHBIW TIPEKCITATAHN3APOBanabit = 181,88 m™r;—

KPEeMHHsI TUOKCH]T KOJUTOUIHBIH - 1,20 Mr; maraus cteapar - 1,20 mr;

kancyna meepoas dsceramunosas Ne 2 — 61,00 mr, B ToM uucie: xopnyc. xenatud 35,7660 wmr,
tutana auokcup 0,7320 mr, kpacutens nareHToBaHHbId cuHu V 0,1020 mr; xpviueuka: xenaTuH
23,844, turana auokcun 0,4880 mr, kpacutens nareHToBaHHBIN cuauit V 0,0680 mr.

1 xancyina 60 MI COIEPIKUT:

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

6CHOMO2amenbHble Geujecmea; KpaxMal KYKYPY3HBIA MpeXEITaTUHHU3UPOBAHHBIN - 238,22 wr;
KpEeMHUS TUOKCUJ KOJUTOUAHBIN - 1,60 mr; marnus creapar - 1,60 mr;

kancynia meepoas dcenamunosas Ne 1 — 76,00 mr, B ToM ymcne: xopnyc: xenatun 44,5706 wmr,
tutana aquokcun 0,6080 Mmr, kpacuTelb XUHOMHMHOBBIN *kenThid 0,4194 Mr, KpacuTenb COMHEYHBIN
3akar xenteiii 0,0020 mr; xkpwviweuxa: xenatun 29,7073, tutana nuokcun 0,6080 mr, kpacurensb

nmaTeHToBaHHBIA cuHui V 0,0847 mr.

Onucanue

TBepnplie kenatnHOBBIE Karcynbl Ne 2: kopnyc W Kpbliieuka Oernoro 1sera (o3upoBka 10 mr);
Kopryc Oenoro IBeTa, KpBIIIEYKa XENTOro IBera (Jo3upoBKa 18 Mmr); kopryc Oenoro IBeTa,
KPBIIIEYKa CUHETO [[BeTa (J103UPOBKa 25 MT'); KOPIYC U KpbIIIeUKa CHHETro I1BeTa (103upoBKa 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)apMaKOTepaneBaneCKaﬂ rpymnma: INCUXOAHAJICTITUKH, MICUXOCTUMYJIATOPBHI, CpCaAcTBa,
MMPUMCHACMBIC ITPU CUHAPOME )le(l)I/II_II/ITa BHUMaHHS C TUIICPAKTUBHOCTBIO, U HOOTPOITHBIC CPCACTBA,

CUMIIATOMUMCTUKHU HECHTPAIIBHOTO HeﬁCTBHﬂ.

Kon ATX: NO6BAOQ9.

DapMaKoJIOrHYecKue CBOMCTBA

Dapmakoounamuxa

Mexanuzm deticmeus

ATOMOKCETUH SIBJISIETCS. BBICOKOCEJICKTUBHBIM MOIIHBIM HMHTHOUTOPOM TPECHHANITUYECKOTO
MEPEHOCUYNKa HOpaJApeHAINHA. ATOMOKCETHH 00JIajaeT MHHHMAIBHBIM CpPOJICTBOM K JPYTUM
HOpAJpEHEPruYeckuM pelentopaM WIM K [EepEeHOCYMKaM, WIH pelenTopaMm  JIpyrux
HEUPOTPAHCMUTTEPOB.

Dapmakonocuueckue 3¢ppexmoi
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JECMCTUIIATOMOKCCTHUH. 4-FI/II[pOKCI/IaTOMOKCG TH PdbHOCUIICH d1OMORCCTIHHY B RdAHCCTBC
MHTHOUTOpA NEPEHOCUNKA HOPaJpEeHaINHa, HO B OTJIMYUE OT aTOMOKCETHHA STOT METaO00IUT MOXKET
OKa3bIBaTh HEKOTOPOE MHTUOMpYIOIee AeWCTBHE U Ha TepeHOCUYHKa cepoToHuHA. OHaKo, OO0JbIIas
9acTh 4-THAPOKCUATOMOKCETHHA MOABEpracTcs JalbHEHIIIeMy MeTa00JIn3MYy, B PE3YJIbTAaTe Yero ero
KOHIIGHTpalus B IJ1a3Me CUJIbHO cHUXKaeTcs (1 % OT KOHIIEHTpallud aTOMOKCETHHA Y TAIMEHTOB C
BBICOKOM CKOpOCThIO MeTabomu3mMa 1 0,1 % OT KOHIIEHTpaIli aTOMOKCETHHA Y MAllUEHTOB C HU3KON
CKopocThio  Merabomm3ma). Kak  cienctBue, mposiBieHHe  MHTHOMpyromero  3ddekra
4-ruIPOKCUATOMOKCETHHA Ha TIEPEHOCUMKA CEPOTOHMHA MaloBeposTHO. N-JlecMeTuIaToMoKCeTHH
UMEET 3HAYUTEITHPHO MEHBIIIYIO ()apMaKOJIOTHIECKYIO0 aKTHBHOCTD TI0 CPABHEHUIO C aTOMOKCETHHOM.
OTOT MeTabOJIUT B PaBHOBECHOM COCTOSIHMM IHMPKYJIMPYET B IUIa3Me KPOBH B 0Oojiee HU3KHUX
KOHIIEHTPAIUAX y MalMEHTOB C BHICOKOW CKOPOCTHIO METa0O0IM3Ma U B KOHIICHTPAIIUU, CPABHUMOM
C MICXOJIHBIM TIPENapaToM, y MalueHTOB C HU3KOW CKOPOCThI0 METa00IM3Ma.

ATOMOKCETHH HE OTHOCHUTCS K IICHXOCTHMYJIATOPAM M HE SIBIIICTCS IIPOM3BOIHBIM aMperamuHa. J{iis
OLICHKH TMOTEHIMAIBLHOTO 3JI0YHOoTpedieHuss ObUIO MPOBENECHO PaHIOMHU3UPOBAHHOE, IBOMHOE
ciernoe, IUane6o-KOHTPOIUPYeMOe HCCIe0BaHNe, PEe3ybTaThl KOTOPOro MOKAa3aJd, YTO MpUEeM
ATOMOKCETHHA HE COMPOBOXKIACTCS MPU3HAKAME CTUMYJISIIAN WIH S (POpHUH.

Knunuueckas saghpgpexmuenocms u 6e3onacnocmeo

Hayuenmot 0emcKo2o U nodpocmkoeoeo sos3pacma

D¢ dexkTBHOCTH KPaTKOBPEMEHHON Tepauy CUHAPOMA Je(QHUIINTAa BHUMAHUS C THIEPAKTUBHOCTBIO
(CBI') y nereii 1 moApOCTKOB Obl1a YCTAHOBJIEHA B IIECTH PaHAOMHU3UPOBAHHBIX, TBOMHBIX CIIETIBIX
11a11€00-KOHTPOJIUPYEMBIX UCCIIEJOBAHUSIX MPOJIOJIKUTENBHOCTBIO OT IIECTH JI0 IEBSTU Hellenb. B
KaKJOM U3 IIECTU MCCIIEJOBAHUM aTOMOKCETUH CTAaTUCTUYECKH 3HAYMMO MPEBOCXOAMI IUI1aledo B
YMEHBILIEHUHU IPU3HAKOB U BbIpakeHHOCTU cuMnToMoB CJIBI.

O¢ddekTuBHOCTh MOANEPKHUBAIONIEH Tepamuy aTOMOKCETHHOM Y JeTe M MOJPOCTKOB Oblia
IIPOJIEMOHCTPUPOBaHa B 1 JIeTHEM IUIALe00-KOHTPOJIIMPYEMOM HCCIETOBAHUU (OKOJIO 3-X MECALEB
OTKPBITOTO0 KPaTKOCPOYHOI'O JIEYEHHUS € TOCIEAYIOIUMH 9 MecsalaMu IBOIHOIr0-ClIenoro, mianedo-
KOHTPOJMPYEMOTO TOAIEPKUBAIOIIETO JIeYeHHs). Y JIeTei U MOJAPOCTKOB BO BpEMsl JIUTEIHHOTO
JIEYEHUs CIIEyeT IPOBOAUTH EPUOJUUECKYIO OLICHKY IT0JIb3bl IPOBOAMMOM TEPAIUH.
ATtomokceTrH Obl 3(h(PEeKTUBEH KaK B BUJE OJJHOKPATHOM CyTOYHOM /103b1, TaK U B BUJIE pa3ieIEHHON
J103bl, IPUHUMAEMOM YTPOM U MO3THUM JIHEM/PaHHUM BEYEPOM.

B3spocavie nayuenmol

D¢ eKTUBHOCTE KPAaTKOCPOUHOTO JICUEHHUS B3POCIBIX IMAIMEHTOB OblIa YCTAaHOBJCHA B IIECTH
pPaHIOMU3MPOBAHHBIX,  JBOMHBIX  CIENbIX,  IUIAle00-KOHTPOJIUPYEMBIX  HCCIEIOBAaHUSIX
IPOJOJDKUTEIBHOCTBIO OT AECATH 10 IIECTHAUATH HeJeNnb. B KaXIoM U3 IIECTH HCCIelOBaHUMN

ATOMOKCCTUH CTATUCTUYCCKHU 3HAYHUMO MPCBOCXOOUII HHaHGGO B YMCHBIICHUHU BBIPA)KCHHOCTU
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HIECTUMECSYHBIX TUIaLe00-KOHTPOIUPYEMBIX UCCIICAOBAHIIX.

B AaByx u3 miectu uccienoBaHUN KpPaTKOCPOYHOTO JieyeHUsl ydyacTBoBaiM mnanueHTtsl ¢ CIBIT u
COIIYTCTBYIOIIMM  QJIKOTOJIM3MOM WJIM COLMAJIbHBIM TPEBOXKHBIM paccTpoiicTBoM. B o0b0oux
ucclieoBaHmsIX HaOmoganochk obnerdenne cummnromoB CJIBIT. Tlpu stom, B uccienoBaHUHM C
COITYTCTBYIOIIUM 3JIOYIIOTPEOIICHUEM alIKOTOJIEM Pa3JInYMidA MEXAy aTOMOKCETHHOM M Tuianefo B
OTHOILEHUM TIOBEAEHUS, Kacarollerocsi ylnoTpeOJeHMsl allkoroiyii, OTMEYEHO He Obulo, a B
UCCIICIOBAHUU C COIYTCTBYIOLIEH TPEBOXKHOCTBIO, COIYTCTBYIOILIEE COCTOSHHME TPEBOXKHOCTH Ha
(oHe J1IeueHuss aTOMOKCETHHOM HE yXYIINIOCH.

O¢ddekTuBHOCT, TONAEPKUBAIONICH TEpamuy Yy B3POCHBIX ObUIa MPOAEMOHCTPHPOBAHA B
UCCIICIOBAaHUU € 24-HeleNIbHbIM IE€PUOAOM IepBOHAYAIBHOIO aKTUBHOro JeueHus. [lanee
HAalMEHThl, Y KOTOPbIX HaOdroajncs KIMHUYECKM 3HAYMMBI OTBET Ha IEPBOM 3Tale Teparuu,
MOJTy9aJi aTOMOKCETHH WM TUTale00 B TEYCHHE JAONOJHHUTEIBHBIX 6 MECSIEB JBOWHOTO CIETOTO
uccienoanws. [logaepkanne KIIMHUYECKH 3HAYMMOTO OTBETA Ha TEpaInio HaOIoaanoch y 64,3 %
HalMEHTOB, OJIY4YaBIINX aTOMOKCETHH, 110 cpaBHeHuIo ¢ 50,0 %, noiay4yaBmmmHu mianeoo.

B uccrienoBanuu npoaoinKuTenbHOCTH nHTepBaia QT/QTC y B3poCibIX 310pOBBIX JOOPOBOIIBIIEB C
HU3KO# akTHBHOCTHIO m30(hepmentTa CYP2D6, mpuHrMaBmmx aToMOKceTrH B o3¢ 10 60 Mr aBa pasa
B JIEHb, ObLIO [TOKA3aHO, YTO MPU MaKCUMAJIbHOMN 0KHM/1aeMOM KOHIIEHTPALlMH aTOMOKCETHHA B KPOBU
BIIMSIHAE aTOMOKCETHHA Ha MPOAOJDKUTENBPHOCTh HMHTepBaja QTC HE HOCHIIO CYIIECTBEHHBIX
ornnuuil oT 3¢d¢dekra manedo. beuto oTMeueHo HeOomblIoe yanMHEHHE HHTepBana QTC mpu
MOBBIIIEHUH KOHIIEHTPALlUU aTOMOKCETHHA B KPOBH.

DapmakoKkunemuxa

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

Bcacvisanue

ATOMOKCETHH OBICTPO M TOYTH TMOJHOCTHIO BCACHIBAETCS IOCJIE MpPHEMa BHYTPb, JIOCTHUras
MakcuManbHON KoHIeHTpauu (Cmax) B IDIa3Me INpHMepHO uepe3 1-2 dvaca. AOcomoTHas
OMOOCTYITHOCTh aTOMOKCETHHA TI0CIIe IpUeMa BHYTpb Bapbupyet oT 63 % 10 94 % B 3aBUCUMOCTH
OT UHAMBUAYAJIBHBIX OCOOCHHOCTEH MpecUCTeMHOro wmerabonusma. PapMaKOKMHETHYECKHE
napaMeTpbl aTOMOKCETHHA HE 3aBUCAT OT IpreMa MUIIIH.

Pacnpeoenenue

ATOMOKCETHH XOpOUIO paclpeieNseTcss B OpraHu3sMe M o0iajgaeT BBICOKMM cpoacTBoM (98 %) k
OenKaM IJ1a3Mbl, B IEPBYIO OUEpeb K aJIbOyMHHY.

Memabonusm

ATOMOKCETHH MpeuMyIIeCTBEHHO MeTaboausupyetcs uzopepmenrom CYP2D6. V moneit ¢ HU3Koi

akTUBHOCTHIO u3odepmenta CYP2D6 koHIEHTpaIs aTOMOKCETHHA B IJIA3ME BHIIIE, YKCIO3UIUS
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akTuBHOCTBIO m30pepmenTta CYP2D6. OcHOBHBIM —OKUCIICHHBIM — MCTa0OIHTOM — SIBIBICTCH
4-ruIpOKCUATOMOKCETHH, KOTOPBIi OBICTPO MoJIBepraercs [IIIOKYPOHUPOBAHHUIO.
4-ruIpOKCUATOMOKCETHH 00J1a/1aeT TaKoi ke papMaKkoIOruuecKkoil akTUBHOCTBIO, YTO U UCXOHBIN
mpernapar, HO €ro KOHIIGHTpalus B IUIa3ME KPOBU 3HAYWTENbHO Hmke. HecMoTps Ha TO, 4TO
A-ruIPOKCUATOMOKCETHUH 00pasyeTcsl MIaBHBIM o0pa3oM mocpenctBom m3odepmenta CYP2D6, y
JIUI] ¢ HU3KOM aKTUBHOCTBIO IaHHOTO (DepMEHTa yKa3aHHBIM METabOIUT MOXKET 00pa30BBIBATHCS IIPU
Y4aCTHHM HEKOTOPBIX JIPYyrux n3odepmeHToB ruroxpoma P450, Ho ¢ Gosiee MEAJICHHONW CKOPOCTHIO.
ATOMOKCETHH B TEpPaleBTHUYECKUX J03aX HE 001agaeT crnocoOHOCThIO K HWHTHMOMPOBAHUIO WU
uHayknnn nzopepmenta CYP2D6.

Hzopepmenmol yumoxpoma P450

ATOMOKCETHH HE BbI3bIBACT KIIMHUYECKH 3HAYMMOT0 MHTMOMPOBAHUS HIIM UHYKITUH U30(0epPMEHTOB
cuctembl uToxpoma P450, Brimrouass CYP1A2, 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-TIIIOKYPOHHIA.

Jlunetinocms/nenunetinocms

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

Oco0ble TPVIIILI MAIMEHTOB

lleuénounas nedocmamoyurnocmo

VY nauueHToB ¢ MEYEHOUYHOM HEAOCTaTOYHOCTHIO M HOPMAIbHOM aKTUBHOCTBIO H30(epMeHTa
CYP2D6 naOmomanoch CHIKEHHE KIMpPEHCA M yBeIWYeHHe JKcrmo3unuu aromokcernHa (AUC
yBEIMYMBAIAcCh B 2 pa3a IpU NEYEHOYHOM HENOCTATOYHOCTH CPENHEW CTeneHW U B 4 pasa npu
MEYEHOYHON HEIOCTATOYHOCTH TSXKEJION CTENEHH), a TaKXKe yAJIMHEHHE MepHoja MoITyBbIBEICHNUS,
[0 CPaBHEHHIO CO 3/0pPOBBIMH JTOOPOBOJIBIIAMM W3 TPYIIBI KOHTPOJS C TaKOW K€ aKTUBHOCTBIO
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

V nanueHToB ¢ TepMHUHAIBHON CTauel XpoHuyeckoi noueyHot Hepoctatounoct (XIIH) cpeanue
3HAYEHHUs] KOHILIEHTPAllMd aTOMOKCETHMHA B IJIa3M€ KPOBMU OBLIM, KaK IMPaBUIIO, BBIIIE CPEIHUX
3HaYEHUI KOHIEHTPALUHU Y 3J0POBBIX JOOPOBOJIBIEB, HaOmM0Aam0ch yBenudeHne Cmax (Ha 7 % 1o

CpPaBHEHHIO CO 3710poBbiMH no0poBoibiiamMu) U1 AUC (Ha -65 % mo cpaBHEHHUIO CO 3M0POBBIMU
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CBOOATCA K MI/IHI/IMyMy CDapMaKOKI/IHeTI/IKa ATOMOKCCTHHd M €10 MCTdOOJIMTOB y Juip ¢©

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 meauarp, ACTCKUN/TIOAPOCTKOBBIN MICUXUATP WM Ncuxuatp. [narnos
CJIBI" noykeH COOTBETCTBOBATh NPUHATHIM THATHOCTUYECKUM KPUTEPUSIM.

Y B3pocnbix Hamumuume cumntomoB CJIBIY, cymecTBoBaBmIMX B JI€TCTBE, JOJDKHO OBIThH
noATBEPkIeHO. JKenaTenbHO MOATBEPKACHHUE JMArHO3a TPETbe CTOPOHOU. J(MarHo3 HE MOXKET
OBITH MTOCTABJIEH TOJILKO MPU HAIMYUHU 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 (HampuMmep, U JoMa,  Ha paboTe).

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

KommnekcHast Tepamus, Kak @paBUJIO, BKJIIOYAET IICUXOJOrMYecKHe, oOpa3oBaTelbHbIE U
CONHAJIbHBIC MCPBI, U HaIllpaBJICHA Ha CTa6I/IJ'H/ISaHI/IIO COCTOsSIHHA ITaIlTUEHTOB C INTOBEACHYCCKUM
CUHAPOMOM, XApPaKTCPUIYIOIIUMCA CHUMIITOMaMH, KOTOPBIC MOTYT BKJIIOYaTb B XPOHHYECCKOM
AaHaMHE3€ HCAOCTATOYHOCTH KOHIOCHTpAllMKM BHHMAHUA, OTBJICKAEMOCTb, OMOUIWOHAJIbHYIO
HEYCTOWYUBOCTb, UMITYJIbCUBHOCTb, YMEPEHHYIO WM TSKEIYH0 THIIEPAKTUBHOCTD, HE3HAYUTEIIbHBIE
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 TIATEIbHOM OLIEHKE CTEMEHHU TSKECTH CHMITOMOB, X

CTONKOCTH U YXyAHICHUS COCTOAHUA IMMAllMCHTA OTHOCUTCIIBHO €T0 BO3pacTa.

IIporuBonokazanus

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

+ OnHOBpeMEeHHOE pUMEHEHHE ¢ HUHTHOnTOpamMu MoHoaMuHOoKcuAa3bl (MMAQ). ATOMOKCETHH He
clieIyeT MPUMEHITh B TE€UEHHE, KAaK MUHUMYM, 2 HeJeNb rociie npekpaimenus tepanuu UMAO.
Jleuenne npenapatamu MUMAOQO He cienyeT HauMHATh B TEUYEHHE 2 HENENb MOCIE OTMEHbI
aTOMOKCETHHa.

* ATOMOKCETHMH HE CleJyeT IPUMEHATh y IalMEHTOB C 3aKPBITOYTOJBHOM TINIAyKOMOH, B
KJIMHUYECKUX HCCIIEOBAaHUSAX IPHUMEHEHHE AaTOMOKCETHMHA OBLIO CBA3aHO C YyBEIUYEHUEM

YaCTOTbl BOBHUKHOBCHHA MUJpUA3aA.
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HGpCGpOBaCKyJIHprIMI/I 3a60HeBaHI/I51MI/I. Tﬂ)KCJlblU CCPACHHO= LULy,LLMblblC 3d00JICBdHWY MOL'Y'L
BKJIFOYATh TSKEIIYIO TUIIEPTEH3HIO, CEPACYHYIO HEJOCTATOYHOCTh, aTEPOCKIIEPO3, CTEHOKApIUIO,
reMOJIMHAMHUYECKH 3HA4YMMble BPOXJIEHHBIE IOPOKHM ceplala, KapAUOMHONATHIO, HH(papKT
MUOKap/a, IOTEHLMAJIbHO OIAaCHble MJI JKU3HM apUTMUU U KaHAJONaTUM (HapyLIeHMs,
BbI3BaHHbIE  AMCHYHKIMEW  HMOHHBIX  KaHajoB). TspKenple  HAapyHIEHHS  MO3TOBOTO
KpOBOOOpALIEHUsI MOT'YT BKJIFOUYATh AaHEBPU3MY COCY/IOB I'OJIOBHOI'O MO3T'a MJIM UHCYJIBT.

° (DGOXPOMOI_[I/ITOMa, B T.4. B aHaAaMHC3C.

C 0CTOPOKHOCTHIO

VY GONBHBIX C apTepUaIbHOW THUIMEPTEH3HEH, TaXUKapaAuen, BPOKICHHBIM CUHIPOMOM Y/UIMHEHUS
untepBasia QT, MpHOOPETCHHBIM CHHAPOMOM YATUHEeHUs nHTepBaia QT, mpu HaTMYMKU B aHAMHE3e
yKa3aHU Ha YBEJIWYCHHE NPOJOJDKHTENBHOCTH MHTepBasa QT y pOACTBEHHHKOB IMAlMEHTa, C
JIPYTUMH  CEpICYHO-COCYIUCTHIMU  3a00JICBAaHUSIMU, TSDKEIBIMA  (U3UYECKUMHU  Harpy3KamH,
OJTHOBPEMECHHBIM TPHEMOM TCHUXOCTUMYJISITOPOB, BHE3AITHOM CEPIACYHOM CMEPThIO B CEMEHHOM
aHaMHe3e, HapyIIEHHEeM MO3TOBOT0 KpOBOOOpaIlleHHs] B aHAMHE3E, CYJAOPOKHBIMH IPUTIAJIKAMU B
AHaMHE3€, a TaKKC IPU COCTOAHHAX, KOTOPBIC MOT'YT MPUBOAUTE K apTepHaHBHOﬁ THUITIOTCH3UH, C

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

IIpumenenne npu 0epeMEHHOCTH M B IEPHO/ TPYIHOI0 BCKAPMJINBAHUS

N3-3a HEJOCTAaTOYHOTO OMNbITa NMPUMEHEHHS aTOMOKCETHMHAa BO BpeMs OepeMEHHOCTH, Ipernapar
clleflyeT Ha3HauaTb B OTOT HEPUOJ TOJIBKO B TOM CiIydae, €CJIM MOTEHIUalbHas IOjb3a MAJs
NAlUEHTKU 3HAYUTEIbHO MPEBBILIAET MOTEHIIMATBHBIA PUCK AJIS TUIOAA.

HeusBecTHO, BBIIENSETCS JIM aTOMOKCETMH B TPYJHOE MOJIOKO >KeHIIMHBL. Cremyer uszberarb
IIPUMEHEHNS aTOMOKCETHHA B IEPHUOJ TPYJHOTO BCKAPMIIMBAHMSI B CBSI3U C HEJOCTATOUYHOCTHIO

JaHHBIX.

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 jXermaeMoro 3¢¢Qexra niM BO3HUKHOBEHHS HEXKENIATENbHBIX pEaKIUi
(TOImHOTa, COHJIMBOCTb) MPU MpUEME IIpenapaTa B BUJE OJHOKPATHOW CYTOYHOM A03bl, allUEHTaM
MOKHO PEKOMEHIOBATh IIPUEM IIpernaparta IBaXAbl B CYTKH, pa3feiisid 103y Ha YTPECHHUM IIPUEM U
IIPUEM MTO3JHO JHEM I PAHO BEUEPOM.

Hemu u noopocmxu ¢ maccou meaa oo 70 ke
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TepaHeBTI/IquKOﬁ CyTOqHOﬁ A03bI HC paHEC, UCM YCTPC3 7 tHEN u, YICTOM KIIMHUYICCKOI'O OTBCTd 1
nepeHocumoctn). PekoMmeHnayeMas mojajep:KuMBaroIias J03a COCTaBIsAE€T OKOJO 1,2 MI/KI/CYTKH.
be3onacHOCTh OTHOKPATHOM M OOIIEH CyTOYHOM J03bI, MpeBhIIatomen 1,8 MI/Kr, cCHCTeMaTHYeCKH
HE OIICHUBAJIACh. B HEKOTOPBIX CIIyYasx MOKET OKa3aThCs IEIeCO00Pa3HBIM MPOIOJDKUTE JICUCHUE
BO B3pPOCJIOM BO3pacCTe.

Jlemu u noopocmku ¢ maccoii mena 6onee 70 ke

PexoMenayemasi HayalibHas CyTouHas 103a coctaBiigeT 40 Mr U yBeIMYMBACTCS 0 TEPANeBTHUYECKON
CYTOYHOM J103bI HE paHee, yeM uepe3 7 JAHeH (C y4eTOM KIIMHHUYECKOTO OTBETa U MEPEHOCUMOCTH).
Pexomengyemast moanepskuBatomias go3a cocrapiser 80 mr. [IpumeHeHne aToMOKCETHHA B J103aX,
npesblmaromux 80 Mr, [JONOJHUTENBHBIX MPEUMYIIECTB HE TMOKa3alo. Pexomenmyemas
MakcHUMaibHas cyTouHas go3a coctanisier 100 mr. bezomacHocTh 0JHOKpaTHOI 10361 Oosiee 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 KIMHHYECKOrO OTBETa U MEPEHOCHMOCTH).
Pexomenayemast moanepkuBatomas jo3a cocraBimsger or 80 mo 100 mr. Pexomenmyemas
MakcHUMasbHas cyTouHas 103a cocrasiser 100 mr.

be3onacHocTh ofHOKpaTHOW 110361 Oonee 120 Mr u oOmieil cyrouHoil no3bl 6onee 150 mr
CHUCTEMAaTUYECKH HE OLIEHUBAJIACh.

JlonoaHUTEIbHAS I/IH(bODMaHI/IH JJIA 0€30I1acHOr0 NpUMCHCHUS Mperiapara

Ilpeosapumenvhwiii CKpUHUHE

[lepen HazHaueHweMm Impemnapara HEOOXOAMMO COOpaTh COOTBETCTBYIOIIMM aHAMHE3 U TMPOBECTU
HCXOJIHYIO OLIEHKY CEpAEYHO-COCYJIUCTOTO CTaTyca NalMeHTa, BKII0Yasi U3MEPEHHE apTepUaibHOro
JABJICHUS U YaCTOTHI CEPJICYHBIX COKPAIICHUH.

Ilocmosnnoe nabarwoenue

Halnronenue 3a COCTOSTHHEM CepICUHO-COCYUCTON CHCTEMBI JOJKHO MTPOBOIUTCS Ha PETYIISPHON
OCHOBE, a Pe3yJbTaThl H3MEPEeHU apTepranbHoro nasienus 1 YCC ciaenyeT perucTpupoBaTh mocie
Ka)KI0U KOPPEKTUPOBKH JI03bI U Jlajiee, Kak MUHUMYM, Kaxable 6 MecsiteB. [t marmeHToB 1eTCKOTro
BO3pacTa PEKOMEHAYETCS HCIOIh30BaTh IUArpaMMy TpOIeHTUsieH. JIJsi B3pOCHBIX MalMeHTOB
HEO0OXOIMMO CIIEI0BATh ACHUCTBYIOIIMM PEKOMEHAIUSAM TSl HAOJF0ICHUS 3a TUIIEPTEH3UEH.
Ilpexpawenue nevenus

B knuHWYECKMX HCCIEIOBaHUSAX HE OBLIO 3aMEUEHO SBHBIX CHMIITOMOB OTMEHBI. B ciydasx
pPa3BUTHS CEPbE3HBIX HEXKENIATENbHBIX PEaKIui, aTOMOKCETUH MOXET OBbITh PE3KO OTMEHEH; HIIU
mpenapaTr MOXHO OTMEHSThH [TOCTETIEHHO.

PexoMeHyercss Ha3Ha4aTh JieueHUE npenapatoM AToMokceTuH KaHOH Ha onpeneneHHbId epuoa
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HeO6XOI[I/IMOCTI/I B HpO,Z[OJI)KeHI/II/I TepaHHH, 0oC CHHO CClJIn  1IdlliMCHT  JOCTUlT CldONJIbHOI'O W
YIOBJIETBOPUTEIBHOTO OTBETA.

Hucmpykyus no npumeneHuro Kancyu:

Kancynel npenapata ArtomoxkcetuH KaHoH He mnpeaHasHaueHbl JJi BCKPBITHUS. ATOMOKCETHH
BBI3BIBACT pa3lpakeHue Ina3. B ciyuyae momajgaHus COAEPKMMOIO KalCyibl B IVIa3a CIEAYeT
HEME/JIEHHO MPOMBITH TIJla3a BOAOW M MPOKOHCYJIBTUPOBATHCS C BpauyOoM. PyKu M MOBEPXHOCTH, C
KOTOPBIMH COMPHUKAcajcs Mpenapar, He00X0JUMO IPOMBITH BOJOH.

Oco0BbIe IPVIIILI MAIUEHTOB

Ileuenounas nedocmamourHocms

VY nanueHToB ¢ yMepeHHbIMU HapylmeHusMu GyHkuun nedenu (Kinace B no knaccudukanun Yaiina-
[Tp10) HauaNBbHYIO ¥ NOIEPKUBAIOLIYIO TEPANEBTUUECKYIO 103y HE0OX0AMMO 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 neoocmamounocmo

Y manueHToB € TSDKENBIMH HapylmeHWsMH (GYHKIMW Todek (TepmuHanbHas cragust XIIH),
ATOMOKCETHH BBIBOJUTCS W3 OpraHW3Ma MeJUIeHHee, 4eM Yy 3A0poBbIX Jui (moBbimenne AUC
npuMepHo Ha 65 %). OnHako mpu moabope 103kl HAa KI' Macchl Tela Pa3jiMuyuil HE OTMEYasocCh.
[TosTOMy aTOMOKCETMH MOXHO Ha3HauaTb OoibHbIM CJIBI' ¢ mouedHoil HEZOCTaTOUHOCTHIO,
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 pEaKIUil y MalueHTOB C HU3KOU
akTuBHOCTBIO M30depmerta CYP2D6 Brire, B CBS3M € 4eM JJIsi ATOW TPYIIIBI MAIIHEHTOB MOXKET
OBITH paCCMOTpPEHA BO3MOKHOCTh Ha3HAUEHUs O0jiee HU3KOM HadallbHOM J103bl U 60JIee MEJIEHHOTO
MOBBILIEHUS 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

nersaMm o 6 Jer.

ITo0ouyHOE nelicTBHE
Jlemu u noopocmku

B nnane60-KoHTpOIMPyEMbIX UCCIIEA0OBAHUIX aTOMOKCETHHA Y JIETEH yallle BCero 0TMEYaich TaKUe
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16 % COOTBGTCTBGHHO), OAHAKO OHHM PEAKO CTAaHOBUJIINCH upmqmuum OTMCHBI llpt:udpdld \U,l no n3=
3a rosioBHOM 60, 0,2 % - n3-3a 60m B xkuBoTe U 0.0 % n3-3a CHIKEHMSI anneTuTa). bosb B )KUBOTE
U CHIDKEHHUE anneTuTa 00bIYHO HOCST BPEMEHHBIHM XapakTep.

B xnunnueckux uccinenoBanusx CIABI' y gerteil U moapoCcTKOB B Hadajie T€pardd OTMEYANIOCh
OTCTaBaHWE CPETHUX TEMIIOB MPUOABKKM MacChl Tella M pPOCTa OT BO3PACTHOHM HOPMBI CpEIu
MOJIy4aBUIMX ATOMOKCETHH B CBSI3M C MOHM)KEHHBIM allleTUTOM. B paiibHEIIeM MO MCTEYEHUH
JUTUTEJIBHOTO MEPUOJa BPEMEHH MTOKA3aTEIN MAcChl TeJla U pOCTa y 3TUX MallMEHTOB BO3BPALIAINCh
K CpEIHEW BO3PACTHOW HOPME, ONPEIEICHHON C YYETOM aHTPOIOMETPUYECKUX JAaHHBIX J0 Hayaja
JIEYEHUSI aTOMOKCETHHOM.

TOH_IHOTa, pBOTa U COHJ'II/IBOCTI)2

MOTYT MOsIBUTbCS npubimsutensHo y 10-11 % mnanueHTos,
OCOOCHHO B TEYEHHE MEpPBOro mecsna jedeHus. OJHAKO 3THU SMU30AbI ObLIUM OOBIUHO JIETKOW U
CpeIHel CTEeNeHH BBIPAKEHHOCTH, HOCHIIM BPEMEHHBIH XapakTep, U He ObLIM HMPUYMHON OTMEHBI
JICYCHUS B 3HAYUTEILHOM YHCIIC Cly4daeB (CiIy4an OTMEHBI penapara coctaBisioT <0,5 %).

B mnare6o-KOHTPOIUPYEMBIX HCCIEIOBAHUIX Y JETEed W B3POCIBIX, MOMYyYaBUIMX aTOMOKCETHH,
orMmevanoch mnoBeimieHue YCC, MOBBINIEHHE CHCTOIWYECKOTO U TUACTOJIMYECKOTrO JIaBIECHUS IO
CpaBHEHHIO C 11areoo.

VY nanueHToB, MOJy4YaBUIMX aTOMOKCETHH, OTMedajach oprocratudeckass runotensus (0,2 %) u
obmopok (0,8 %) BcieacTBUE BO3ACUCTBUS Mpernapara Ha CUMIIATUUYECKHN TOHYC. ATOMOKCETHUH
HE00XO0/IMMO NMPHUMEHATh C OCTOPOKHOCTBIO MPU JHOOOM COCTOSIHUHM, KOTOPOE MOXKET MPUBECTH K
CHIDKEHHIO apTepHaIbHOTO J1aBJICHUS.

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
kinaccugukanueit BO3 Bce peakiuu pacripesielieHbl 0 CHCTeMaM OpPraHOB M 4acTOTE pa3BUTHS:
oueHb yacto (> 1/10); wacto (> 1/100, < 1/10); mHewacro (> 1/1000, < 1/100); penko (> 1/10000,
< 1/1000), ouens peako (< 1/10000); yactora HensBecTHA (HEBO3ZMOKHO OINPECIUTh HA OCHOBAHUH
JOCTYITHBIX JTAHHBIX).

Hapyiienus co CTOpOHBI oOMmeHa BCHICCTB M IMUTAHUA

Ouenb yacmo: CHUKEHHE alleTuTa.
Yacmo: anopekcus (MoTeps anmneTuTa).

Hapyiienus co cTOpoHbI HEPBHOM CHCTEMEI

Ouenv yacmo: TONOBHAS 6OITb, COHTUBOCTB,
Yacmo: TOTOBOKPYKEHUE.
Heuacmo: 06MOpOK, TpEMOpP, MUTPEHb, NTAPECTE3UsI, TUIIECTE3HS], CYIOPOTH.

Hapyiuenus ncuxmku

10
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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.

Hapvyiuenus co cTOpoHEI COCYI0B

Peoko: cunapom Peiino.

Hapynienus co cTOpOHBI JIBIXaTeIbHOM CUCTEMBI, OPIraHOB I'PYJIHOMN KJIESTKH U 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 HVTGI\/JI

Heuacmo: noBelllieHUE YpOBHsI OMIMpyOnHa B KPOBH.
Peoko: OTKIIOHEHHE OT HOPMBI/TIOBBIIIEHNE PE3yJbTaTOB (PYHKIIMOHAIBHBIX MEYEHOYHBIX IpPOO,
JKEJITyXa, TeNaTUT, IOPAKEHUE TIEUEHH, OCTPasi IEYEHOYHAsl HEJJOCTaTOUYHOCTb.

Hapyiiienns co CTOpOHbBI KOKHM U HOAKOXKHBIX TKaHEH

Yacmo: nepMaTur, Chlllb, 3y/I.
Heuacmo: noBbILLIEHHOE MTOTOOT/IEJICHHE, alNIEPrUYECKUe pEeaKLUu.

Hapyiiieans co CTOpOHbI HOYEK U MOYEBBIBOASAIINX IMYTEH

Peoxo: 3aTPYAHCHHOC Ha4YaJl0o MOYCHUCITYCKaHH, 3a/ICPKKa MOYH.

HaDVHIeHI/Iﬂ CO CTOPOHBHI ITOJOBBIX OPraHOB M MOJIOYHOH JKEJIE35I

Peoxo: npuanuzm, 6011 B Naxy y MajabulKOB.

O01me paccTpoiicTa

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

Ha6ODaTODHBIC N MHCTPYMCHTAJIbHBIC TaHHBIC

Ouenb uacmo: TOBBIIEHHOE apTepuanbHoe Aasnenue’, ypenndenne YCCH,
Yacmo: CHUKEHUE MACCHI TElA.

'BkmouaeT 60715 B KMBOTE, IMCKOM(OPT B 0071aCTH KeTyKa, JUCKOM(OPT B KUBOTE U B DIUTACTPATHLHBIX
OTZeNax.

?Bki1ro4aeT ceaaltio.

SBkirouaeT TpyIHOCTH 3achlIaHus, OECIIOKONMHBINM COH M paHHEE NPOOYKICHHE.

*JlaHHBIE OCHOBAaHbI HA M3MEPEHHAX YACTOTHI CEPACUHBIX COKPAILCHHUI M apTepHaIbHOTO JIaBJICHUS.
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Crnenyrole HeXenarelnbHble PEaKIMHM PENOPTUPOBAINACE, 10 MEHBIIEW MEPE, y 2~ /o ACTEH I
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
TpyaHocTH 3acbinanus, 14,9 % u 9,7 % cooTBETCTBEHHO), KOMOMHUPOBAaHHAs Jlenpeccus (BKIItouas
JIETIPECCHUIO0, TITYOOKYIO JACTIPECCUIO, CHMITTOMBI JISTIPECCHH, MOJIAaBJICHHOE HACTPOEHUE U Auchoputo
6,5 % u 4,1 % cooTBeTCTBEHHO), CHI>KeHHE Macchl Tena (7,3 % u 4,4 % cOOTBETCTBEHHO), 3a10p
(6,8 % u 4,3 % cootBercTBeHHO), TpeMOD (4,5 % u 0,9 % coorBercTBeHHO), cenaryst (3,9 % u 2,1 %
COOTBETCTBEHHO), 3Kkckopuanus (3,9 % u 1,7 % coorBerctBenHo), snype3 (3,0 % u 1,2 %
COOTBETCTBEHHO), 00MOpok (2,5 % u 0,7 % COOTBETCTBEHHO), KOHBIOHKTHUBUT (2,5 % u 1,2 %
COOTBETCTBEHHO), paHHEee yTpeHHee nmpooyxaeaue (2,3 % u 0,8 % cooTBeTcTBeHHO), MuApHuas (2,0 %
u 0,6 % coOTBETCTBEHHO). ['€HepaIn30BaHHOE TPEBOKHOE PACCTPOMCTBO HE COOTBETCTBOBAJIO
BhIIIeniepeyncieHubiM kputepusiMm (0,8 % y ManueHTOB ¢ HU3KOM aKTUBHOCTHIO M30(epMeHTa
CYP2D6 u 0,1 % y manueHToB ¢ HOpMaIbHOU aKTUBHOCTHIO M30(pepmenta CYP2D6). Kpome Toro,
B HCCIIEJIOBAHUSX TMPOJOJDKUTENBHOCTBIO 10 10 Hemenb, CHIKEHHE Macchl Tena Obulo Oosee
BBIPKEHO Yy MAIIMEHTOB — C HU3KOW akTUBHOCTHIO m3odpepmenta CYP2D6 (B cpennem, 0,6 kr y
MAIMEeHTOB ¢ HOPMAJIbHOW akTUBHOCTHIO M3odpepmenTa CYP2D6 u 1,1 kr y manueHToB ¢ HU3KOU
akTUBHOCTBIO H30depmenta CYP2D6).

Bspocnvie

B KIMHMYECKMX HCCIIEJOBAaHUSX ATOMOKCETMHA Yy B3pOCIBIX Hambojee 4YacTo OTMEYalHCh
HEKENIATeIIbHBIE PEAKIIMH CO CTOPOHBI KENyJOYHO-KHUIIIEYHOTO TpPaKTa, HEPBHON CHUCTEMBI H
ncuxuku. Hanbonee yacto (> 5%) oTMeuanuch Takue HeXeNaTelbHbIE PEaKlUU, KaK CHUKCHHE
anmetuta (14,9 %), 6ecconnnma (11,3 %), ronoBuas 6onb (16,3 %), cyxocts Bo pty (18,4 %) u
tomrHoTa (26,7 %). B GONBIIMHCTBE Cllyd4aeB BCe MEPEUNCICHHBIE HEXKENATeIbHbIE PEAKIIMH ObLIH
JIETKOM WM YyMEPEHHOW CTETEeHH TSKECTH; TOIHOTA, OECCOHHMIIA, YTOMIISIEMOCTb, TOJIOBHAsT OOJIb
MOTJIM UMETh TSKEIIYIO CTETICHb TSKECTH.

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

Hwxe mpencraBiieHbl HeXelaTelbHbIC PEaKIMH W OTKIOHCHHS B JIA0OPATOPHBIX IMOKA3aTeNsIX,
KOTOphI€ OBLIM  3apEeTUCTPUPOBAHBI BO BpeMs KIMHUYECKHX HCCIEAOBAHUAX U  TPHU
MOCTPETUCTPAIIMOHHOM MIPUMEHEHHH TIpernapaTa y B3pOCibiX. B COOTBETCTBUM ¢ KiaccupuKanuen
BO3 Bce peakiiuu pacrpeieneHbl Mo CHCTEMaM OPTaHOB M 4aCTOTE Pa3BUTHS: oueHb yacTo (> 1/10);
gacto (> 1/100, < 1/10); mewyacro (> 1/1000, < 1/100); peaxo (> 1/10000, < 1/1000), oueHb peaxo

(< 1/10000); wacTora Hen3BecTHA (HEBO3MOXKHO ONPECIUTh HA OCHOBAHUH JTOCTYITHBIX JTaHHBIX ).
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COOTBETCTBYET 2KCNEPTHOMY OTYETY
ot 06.03.2024 N= 4413
(NOCNEOCBATENEHOCTE 0003)

Hapyienus co CTOpoHBI oOmeHa BCHICCTB U IMUTAHWA

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: BO30yxIeHUE, CHIKCHHE THOUI0, HAPYIICHHE CHA, IEMPECCHsl, IOAaBICHHOE HACTPOSHHE,
TPEBOXKHOCTb.

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

Peoxko: icuxo3 (BKiItoYas raJuTFOLUHALIIN).

Hapyienust co cTOpOHBI OpraHa 3peHus

Heuacmo: HapYHICHHUEC YCTKOCTU 3PCHUA

Hapviuenus co cTOpoHEI cepara

Yacmo: ouryuieHue cepaneOueHusi, Taxukapaus.
Heuacmo: ynymaenue uatepBana 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

Heuacmo: onpllka.

HaDVHIeHI/Iﬂ CO CTOPOHBI KCITYAOYHO-KHUIIICYHOT'O TPAKTa

Ouenwv uacmo: CYXOCTB BO PTYy, TOIIIHOTA.
Yacmo: 00116 B )KI/IBOTel, 3arop, AucCrcucusa, 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.

Hapyiuenus co CTOpOHBI KOKHU U IMOJKOKHBIX TKaHEN

Yacmo: nepMaTuT, MOBBIIIEHHOE TOTOOTAEICHHE, ChIIb.
Heuacmo: anneprudeckue peakiun®, 3y, KpanuBHUIA.

HapyiueHus co CTOpOHEI CKEJIETHO-MBIIIEYHON CUCTEMBI
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ot 06.03.2024 N= 4413
(NOCNEOCBATENEHOCTE 0003)

Heuacmo: MbIIIeUYHbIE CITA3MBI.

HapvyiueHus co CTOpoOHEI MOYEK U MOYEBLIBOAIIINX TTYTEH

Yacmo: AU3ypHs, YIallICHHOC MOYCHUCITYCKAHUEC, 3aTPYJHEHHOC HAYaJ10 MOUCHUCITYCKaHUA, 3aICPKKa
MOYCHUCITYCKAHHUS.
Heuacmo: HMIICPATUBHBIC MMO3BIBBI K MOYCHUCITYCKAHHIO.

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

Yacmo: nucMeHopes, HapylleHUe SKYIALUH, SPEKTHIIbHAs JTUC)YHKIMS, IPOCTATUT, O0JIb B 11Xy y
MYXYUH.

Heuacmo: oTCcyTCTBUE 3SKYISLUHU, HAPYILIEHHE MEHCTPYAIbHOTO LIMKJIA, HAPYLIEHHE Opra3Ma.
Peoko: npuanusm.

O01me paccTpoiicTsa

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

.Ha6ODaTODHLIe 1 MHCTPYMCHTAJBbHBIC JaHHBIC

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

'Brimrouaer 6osb B KMBOTE, TUCKOMMOPT B 00JIACTH JKETyIKa, TUCKOMMOPT B )KUBOTE U B DIUIaCTPATLHBIX
oTaenax.

2BKIr0o4aeT TPYJHOCTH 3aChIIaHus, GECIIOKOWHBIN COH M paHHEe POOYKICHUE.

% JlaHHBIE OCHOBaHBI HA M3MEPEHUSAX YACTOTHI CEPEYHBIX COKPAILEHUI 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 HU3KON aKTUBHOCTHIO n3odepmenta 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 % cootBerctBeHHo), 3amop (11,3 % u 6,7 %
COOTBETCTBEHHO), omymieHne TpeBoru (4,9 % u 1,9 % COOTBETCTBEHHO), CHIKEHHE alllleTUTa
(23,2 % wn 14,7 % cootBeTcTBeHHO), TpeMop (5,4 % u 1,2 % cooTBeTcTBEHHO), Oecconnwumna (19,2 %
u 11,3 % cooTrBeTcTBeHHO), HapymieHus cHa (6,9 % u 3,4 % cooTBEeTCTBEHHO), OECIIOKOWHBIN COH
(5,4 % u 2,7 % cooTBeTcTBEHHO), panHee nmpodyxaenue (3,0 % u 0,9 % cooTBETCTBEHHO), 3a/IepKKa
moun (5,9 % u 1,2 % cooTBETCTBEHHO), 3pekTuibHas quchyHkmms (20,9 % u 8,9 % cooTBETCTBEHHO),
HapyuieHue aKkyasnuu (6,1 % u 2,2 % cooTBeTCTBEHHO), MOBBIIIEHHOE noTooTaeneHue (14,8 % u

6,8 % COOTBETCTBEHHO), OIyIIeHne Xonoaa B konedHocTsx (3,0 % u 0,5 % coOTBETCTBEHHO).

Ilepeno3upoBka

Ipusnaxu u cumnmomol
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COOTBETCTBYET ZKCI EF'TH MY OTHETY

£ 1 .i”
Haubonee yacTeiMU CHMITOMAMH MPU OCTPOH U XpOHI/I‘-IeﬁKO_L_lE égg?,v_t{%ﬁ I:H ?1_\;101( CTUHOM,
L l o LU

ObUIM CUMIITOMBI CO CTOPOHBI MTUIIEBAPUTEIBHOM C ; CHIE, TPEMOP

U HapylleHue noBefeHus. Takxke cooOIaloch O TUINEPAKTUBHOCTU M Pa3BUTUU BO30YKIEHUS.
OTMeyanuch MNPU3HAKM U CHUMIITOMBI JIETKOTO WJIM YMEPEHHOIO YCUJICHUS aKTHUBHOCTH
CUMIIaTUYECKON HEPBHOM CUCTEMBI (TaKMe KaK TaXMKapus, IOBBIIIEHUE apTEpUAIIbHOTO JaBJICHNUS,
MUJIpHa3, CyXOCTh BO PTY), ChIIlb M 3yA. BbIpa)keHHOCTH OOJIBIIMHCTBA MPOSBICHUN KoJiebanach B
npezaesax OT JErKOW A0 yMEpeHHOW. B HEKOTOpBIX cilydasxX NpU MEPEeIO3UPOBKE HECKOIbKUMHU
npenaparaMmu, BKJIKOYas aTOMOKCETHH, OTMEYAIHNCh CYIOPOTM U OYEHb pPEIAKO - YUIMHEHHUE
untepBasia QT. Takke cooOmanoch o ciaydasx JIETATbHOIO MCXO0JA MPH OCTPOH Meperno3upOBKE
ATOMOKCETMHOM, KOI'Jla OH ObLI NMPUHAT B COYETAHUHU, MO KpailHEW Mepe, elie ¢ OJHUM APYTUM
npenaparoM. JlaHHbIE KIMHUYECKUX HCCIEAOBAHMI 1O TEPEIO3UPOBKE aTOMOKCETHHOM
OTPaHUYEHBI.

Jleuenue npu nepedo3up061<e

HCO6XOIH/IMO o0ecneynTh IMPOXOAUMOCTD AbIXATCJIbHBIX HYTCI\/JI. Ecmu ManuCHT OCTYIHJI HE O3/ THCC
1 gaca mocie MNECPpOopaJIbHOTO IIpHUEMa IIp€liapara, MOXKCET OBITh HGHGCOO6p33HHM IIPUMCHCHUC
AKTUBHUPOBAHHOT'O YIUIA IAJId OIpAHUYCHUSA BCACBIBAHUA. PCKOMCH,I[yeTCH IpoOBOAUTH MOHHUTOPUHI
CGpI[G‘-IHOﬁ JACATCIIBHOCTH n OCHOBHBIX ImoKa3arelei KHU3HCACATCIIBHOCTH, a TakKXxe
CUMIITOMAaTUYCCKOC U NTOAACPKHNBAIOIICC JICUCHUC. HaHI/IeHTa HGO6XOI[I/IMO Ha6J'II-OHaTI> B TCUCHUC,
KaKk MUHUMYM, 6 gacoB. Tak Kak aTOMOKCETHH HMECT BEICOKOE CpOACTBO K OenkaM IJ1a3MBbl, JICYCHUC

MEPEAO3UPOBKU ITYTEM AHAIN3a CKOPEE BCETO 6y,[[eT HGHCHCCOO6p33HHM.

B3aHMOHeﬁCTBHe C APYIr'iMM JICKAPCTBCHHBIMHU IIPpENIapaTaMu
Bausane APYTUX 1nperaparoB HA aTOMOKCETHUH

HMAO

ATOMOKCETHH He clieflyeT ucnoiab3zoBats ¢ UMAO.

Hneubumopwvr CYP2D6 (CHO3C (nanpumep, ¢hryoxcemun, napoxcemut), XunuOuH, mepouraghum)
B cBs3u ¢ TeMm, 4Tto aromokceTmH MeTtabommsupyercs uzodepmentom CYP2D6, coBmecTHOE
npuMeHeHue HHruouTopos u3odepmenta CYP2D6 ¢ aTOMOKCETHHOM MPUBOAUT K CYILIECTBEHHOMY
nosbIimeHn0 AUC (B 6 - 8 pa3) 1 Cmax (B 3 - 4 paza). [lanmentam, KOTOpble IPUHUMAIOT MPENaparsl,
unrnoupyronmie CYP2D6, pekomenmyercs Oojiee MeIJICHHOE MOBBIIICHUE 036l U Oojiee HU3Kas
NOJIePKUBAloNIast T03UpoBKa. Eciii B mporiecce Tepanuy aTOMOKCETHHOM Ha3HaueH WM OTMEHEH
unruourop CYP2D6, BO3MOXHO mOTpedyeTcss CKOPPEKTHPOBAaTH /103y AaTOMOKCETHHA B
COOTBETCTBUH C KIMHUYECKHM 3(P(PEKTOM U IEPEHOCUMOCTBIO MTperapara.

VYV manmeHToB ¢ HU3KOW akTUBHOCTHIO m3odepmernTa CYP2D6 cnemgyer cobmoaath 0CTOPOKHOCTh
Opy KOMOMHUPOBAaHHOM NPUMEHEHMHM aTOMOKCETHHAa C MOIIHBIMH HWHTUOUTOpAaMH JAPYIHX

uzopepMeHToB 1uToxpoma P450, Tak Kak pHCK KIMHHYECKHA 3HAYUMOTO YBEIHUCHUS YKCIIO3UIUU
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ot 06.03.2024 N= 4413
(NOCNEOCBATENEHOCTE 0003)

ATOMOKCCTHUHA Yy TaAKHNX MMAIIUCHTOB HC U3BCCTCH.

COOTBETCTBYET 2KCNEPTHOMY OTYETY

Canvbymamon (unu opyeue bemaz-a0peHoOMUMemUKT)

ATOMOKCETHH J0JKEH MPUMEHSATHCS C OCTOPOKHOCTHIO Y MAIIMEHTOB, IPUHUMAIOIINX CallbOyTaMoJl
(unu npyrue 6eTaz-aJpeHOMHUMETHKH) Yepe3 HeOyaii3ep Wi myTeM CUCTEMHOIO BBEJICHUS, TaK KaK
MOYKET YCUJIMTHCS BO3ICUCTBUE HA CEPACYHO-COCYIUCTYIO CUCTEMY.

JlaHHBIE OTHOCHUTEIBHO 3TOTO B3aWMOJCHUCTBUS MPOTHBOPEYMBHL [IpyM CHCTEMHOM MPUMEHEHHUU
(600 MKr B/B B TeueHHE 2 4acOB) B COYCTAHUHU C aTOMOKCETHHOM (60 Mr 2 pasa B [IcHb B TCUCHHE
5 nueit) Habmomanock yBenudeHue YCC u noseimenue AJl. 3tot adext Obu1 Hanbosee 3aMeTeH
1OCJI€ TEPBOrO COBMECTHOTO NPUMEHEHHs Ccalb0yTamMona W aTOMOKCETMHA, HO IapameTpbl
BEPHYJIUCh K HMCXOIHOMY YPOBHIO 4epe3 8 dacoB. B apyroMm uccienoBaHHMM HpPU COBMECTHOM
MPUMEHEHUU CTaHAAPTHOW MHTAIALMOHHON 03kl canbOyTamorna (200 Mkr) u atomokcetuHa (80 mr
OJIMH pa3 B JICHb B TEYEHHE 5 IHEH) y 3J0pOBBIX JOOPOBOJBIEB C HOPMAIBHOW aKTUBHOCTHIO
uzopepmenra CYP2D6 UCC u AJl He yBenmmumBanuch. [lociie MHOTOKPATHBIX WHTAJSIAN
canbOyramona B ao03e 800 Mmxr UCC He MeHsAnach HU NpU MOHOTEpaluM, HU B KOMOMHALUU C
aToMokceTuHOM. [Ipu OJHOBpeMEHHOM MPUMEHEHHH AaTOMOKCETHHa C calbOyTaMoyioM (Wiu
Ipyrumu Oetaz-aJpeHOMUMEHTHKAaMU) He00X0IMMO O0paTUTh BHUMAHUE HA KOHTPOJb CEPJIEYHOTO
pUTMa W apTepUAILHOTO AaBIEHHWs. B cilydae 3HAUYMTENBHOTO MOBBIIMICHUS 3TUX IOKa3aTelleH,
CJIEZIyeT pacCMOTPETHh BO3MOKHOCTh KOPPEKIIUH JI03bI ITPETIapaToB.

Puck ymmuaenuss wHTepBaia QT MOXET yBeIMUMBATHCS TPH OJHOBPEMEHHOM IPUMEHCHHH
aTOMOKCETHMHA C TIperapataMy, BBI3BIBAIONIMME y/ulMHeHue uHTepBana QT (Heiiponentukw,
aHTHapuTMUYeckue mpenaparbl kiacca la u I, mMokcudmokcalvH, SpUTPOMHIIMH, METAIOH,
MeQIIOXUH, TPUIUKINYECKHE aHTUACTIPECCAHTHI, JINTHH, IHM3aNpHI), a TaKkKe C IpernapaTam,
BBI3BIBAIOIIMMH  JJIEKTPOJIMTHBIA  aucOanaHc (TUa3UAHBICE JAUYPETUKH) W  HMHTHOUTOpaMU
uzopepmenta CYP2D6.

ATOMOKCETHH TOTEHIIMATLHO MOJXKET MOBBINIATh PHUCK pa3BUTHSA cynopor. [loaTomy cremyer
COOITIO/IaTh OCTOPOYKHOCTH MIPU OJHOBPEMEHHOM INPHUMEHEHHH aTOMOKCETHHA C JIGKAPCTBEHHBIMHU
CPEJICTBAMH, CHIDKAIOIIUMHU IOPOT CYJAOPOXKHOW TOTOBHOCTH, TaKHMH KaK TPHIIMKIAYECKUE
antuaenpeccantel, CUO3C, neliponentuku, (eHOTHA3UHBI, OYyTHPOPEHOHBI, Me(DITOXUH, XJIOPOXHH,
OyNpONUOH, TPaMaIoJl.

Kpome Toro, ciemyer coOdr0faTh OCTOPOKHOCTH TPH OTMEHE CONMYTCTBYIOIIEH Teparmuu
OCH30Ma3eMHAMH 110 TPHYMHE BO3MOYKHOTO PAa3BHTHUS CYAOPOT Ha (POHE OTMEHBI JICUSHHS.
l'unomenzusHuvle npenapamoi

ATOMOKCETHH CJIEIyeT C OCTOPOKHOCTHIO NPHUMEHSATh C THIIOTEH3WBHBIMH mpemnaparamu. [lo
MPUYMHE BO3MOXKHOTO TIOBBIIIEHHSI apTEPUAIIBHOTO JIaBJICHHS, ATOMOKCETUH MOXKET CHHU3UTh
3¢ (PeKTUBHOCT, TUMOTEH3UBHBIX  IpENapaTOB/IpENnapaToB, HCIONbB3YEMbIX JJIS  JICYCHUS

THUIICPTOHUH. HpI/I KOMGI/IHI/IpOBaHHOM NPUMCHCHUMU ATOMOKCCTHMHA C THUIIOTCH3UWBHBIMU

16



ZEETEETCTE- ‘ET SKCMNEPTHOMY OTYETY

0603207
npemnapaTaMu HeoOXoIuMO oOpaTUTh BHUMAHUE HA KOHTPOZIP 2 ébILH akneitds. B B ciyuae

II'I:J_ Ho E--- EHOCTE 00037

3HAYUTCIIBHOI'O H3MCHCHUA HOKaBaTeHeﬁ apTe HAJIbHOLI'O  AdBJICHWA,  CIACAYCl1 pPdaCtCMOTPCTb
BO3MOKHOCTb KOPPEKLMH J03bI IIPENapaToB.

Ilpenapamul, erusrowue Ha apmepuaibHoe 0asieHue

M3-3a BO3MOYKHOIO BO3/EHCTBUS HA apTepUalbHOE JaBJIECHUE aTOMOKCETUH CJIENYEeT IMPUMEHSThH C
OCTOPOKHOCTBIO B COYETAHHUU C Ba30IPECCOPHBIMU CPEJICTBAMU, a TAK)KE JPYrMMH IperapaTraMmu,
CIIOCOOHBIMU TOBBIIIATH apTepuaibHoe AaBiaeHue. Heodxoaumo oOpaTuTh BHUMaHuE Ha KOHTPOJIb
apTepUATIBHOTO JaBJjeHUsA. B ciaydae 3HAUMUTENBHOIO M3MEHEHUs IOKaszaTelied apTepHabHOIO
JABJICHMUS], CIIEIyET PAaCCMOTPETh BO3MOXHOCTh KOPPEKLIUHU J03bl IIPENapaToB.

Ilpenapamul, erusrowue Ha KUCTOMHOCIb HCENTYOOUHO20 COKA

[Ipemapatsl, mnoBwimatone pH KemymodHOro coka (aHTalUAbI, COJEpKallie MarHui WiIu
ATIOMHUHHM, OMENpasol) He BIUSIOT Ha OMOJOCTYITHOCTh aTOMOKCETHHA.

Ilpenapamul, erusrowue na cekpeyuro HOpaopeHaIUna

[IpenapaTsl, BAMSIOIIME Ha CEKPELUI0 HOpaJpeHalIMHA (Takue KaKk MMUIIPAMUH, BEeHJA(aKCHH,
MUPTAa3aluH, a TaKKe MPOTUBOKOHT€CTUBHBIE CpeACTBa NceBAoddeaprH, peHnndGpuH), JOIKHBI C
OCTOPOKHOCTBIO ~ Ha3HayaTbCsi  BMECT€ C  aTOMOKCETMHOM.  BoO3MOXHO  ycuiieHue
dapmakosmoruueckoro 3¢(hexkra aTOMOKCETHHA, a TAKXKE B3aMMHOE ITOTCHIIMPOBAHKE TIPENapaToB.
IIpenapamyl ¢ 8bicOKUM CPOOCMBOM K OENKAM NAA3Mbl

ATOMOKCETHH HE BJIMSIET Ha CBSA3bIBaHUE Bap(hapHHa, alleTUICATUIUIOBON KUCIOThI, PEHUTOMHA U
nuasernamMa C 4YelOoBEUYeCKHM albOyMHUHOM. AHAIOTWYHO, JaHHBIE MpermapaThl HE BIUSIOT Ha

CBA3bIBAHUC aTOMOKCCTHHA C aJ'H:>6YMI/IHOM YCJIO0BCKa.

Oco0ble ykazanust

Cyuyuoanvroe nosedenue

CyununansHoe TmoBeJeHHE (NOMBITKM caMOyOMiicTBa M CyMUUAAIbHBIE MBICIH)  ObUTH
3aperUCTPUPOBAHbl y TAIMEHTOB, IIOJYYaBIIUX aTOMOKCETHH. B Xoze JABOWHBIX CIENbIX
KIIMHUYECKUX HCCIEIOBaHUM y JeTell W MOJPOCTKOB CyMIIMJAIbHOE MOBEJEHHE BCTPEUYaloCh HE
4acTO ¥ MPOSBISIOCH TOJBKO B IPYIIE NAIMEHTOB, IPUHUMABIINX aTOMOKCETHH. B X071 NBOMHBIX
CJIENIBIX KJIMHUYECKHX HCCIIEOBAaHUM Yy B3POCIHBIX HE OBUIO OTMEYEHO Pa3HUIBI MEXIy
ATOMOKCETHMHOM U IU1ane0o0 B YaCTOTe CyWUUJAIBHOTO oBeieHus. [lanrenToB, KoTopbie Noay4yaroT
neyenne or C/IBI, cnexyer TmaTenbHO KOHTPOJIUPOBATh HA MPEAMET IMOSBICHUS WIN YYalllCHHS
CYHWLIUJAIBHOTO IOBEICHUS.

Buesannas cmepmo Ha ¢hone parnee 6bia6/IEHHbIX CEPOEUHbIX AHOMANUL

Crny4au BHe3alTHON cMepTH OBbLIM 3aperuCTPUPOBaHbl y MAIMEHTOB CO CTPYKTYPHBIMU aHOMAJIUAMU
cepAlla, KOTOpble HMPUHUMAJINM AaTOMOKCETHH B OOBIYHBIX [03aX. Y IMAllUEHTOB C M3BECTHBIMU

CCPBC3HBIMU  CTPYKTYPHBIMU  aHOMAJIMAMU  CCpALda ATOMOKCCTHUH CICAYCT TMPUMCHATH C
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Brusanue na cepoeuno-cocyoucmyro cucmemy
ATOMOKCETMH MOXET BIHMATH Ha 4YacToTy cepaeunbix cokpamieHuii (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 cpenHeM Ha MeHee 5 MM PT. cT.). Tem He MeHee, TaHHble KIuHuYeckux uccnenoBanuit C/IBI (kak
KOHTPOJIMPYEMOT'0, TaK U HEKOHTPOJIMPYEMOI0) YKa3blBalOT Ha TO, YTO Y HEKOTOPBIX MAIlMEHTOB
(oxkono 8-12 % pereit m moapoctkoB u 6-10 % B3pocibix) oTMeuaroTcsi 0ojiee BBIPAKEHHbBIE
u3menenus YCC (na 20 yn/mun u 6osiee) u AJl (Ha 15-20 MM pT. cT. 1 6osee). AHAIIN3 JaHHBIX ATUX
KIIMHUYECKHUX UCCIICIOBAHUH TIOKa3al, 4To mpuMepHo y 15-26 % nereit u moapoctkoB u'y 27-32 %
B3pPOCJIbIX, KOTOPBIE HCHBITHIBAIOT MOJ00HBIE M3MEHEHUS apTepUaIbHOTO HABJICHUS U YaCTOTHI
CEpJICYHBIX COKpAIlleHUH BO BpeMs JIEUECHUS AaTOMOKCETHHOM, OTMEYAaeTCsl YCTOWYUBBIA U
MPOTPECCUBHBINA POCT 3TUX U3MEHEHH. [{JIMTENbHbIE CTOMKIE U3MEHEHHUS apTEPUATIBHOTO IABJIEHUS
MOTYT TIOTCHIIHAIBHO CIOCOOCTBOBATh PA3BUTHUIO TaKUX KIMHUYECKUX TOCJIEICTBUM, Kak
runeptpodus Muokapnaa. Ilostomy, y manueHTOB, AJii KOTOPBIX PEIIAETCS BOMPOC O JICYCHHUH
ATOMOKCETHHOM, CJIeAYET BBIMOJIHUTD THIATENIbHBIM cOOp aHaMHE3a U METUIIMHCKOE 00ClieIOBaHUE,
YTOOBI OLICHUTh HAJIUYHE CEPACUYHO-COCYIUCTBIX 3a00JICBaHMIA, a TAKXKE IMOJYYUTh 3aKIIOUYCHHE
KapJIM0JIora, €CJIM IEPBOHAYATILHBIE PE3YJIBTATHI MO3BOJIUIIHU 3a10/I03PUTh HAIMYKE TAKOTO aHAMHEe3a
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 TMOBBIIICHUSI YKa3aHHBIX MOKa3aTenei. s manueHToB
JIETCKOTO BO3pacTa PEKOMEHIYETCs MCIOJb30BaTh AUarpamMmy MpoleHTuie. [ B3pocibix
MAlMEHTOB HEOOXOAUMO CJeoBaTh JEUCTBYIONIMM pEKOMEHAAlUsM Mg HaOmoJIeHus 3a
TUIIEPTEH3UEH.

ATOMOKCETHH CIIeIyeT MPUMEHSTHh C OCTOPOKHOCTHIO Y TTAIMEHTOB C COMYTCTBYIOIIEH MaTOJIOTHEH,
TaKOM Kak apTephalibHas TUIEPTEH3Ws, TaXWUKapJus, TMPOYHE CEPACUYHO-COCYIUCThIE U
1epeOpOBaCKYISIPHbIE HAPYIICHHUS, IPU KOTOPBIX COCTOSHUE MaIlMEHTa MOXKET YXYALTUTHCS B CITydae
noBbiieHus Al niam YCC.

ATOMOKCETHH HE CIIeyeT MPUMEHSTh y TMAIMEHTOB C TSKEIBIMUA CEPACUYHO-COCYTUCTHIMU U
1epeOpoBacKyIApHBIMU  3a00yieBaHUSMU. [lallMeHTOB, y KOTOPBIX BO BpEeMs  JICUCHUS
ATOMOKCETHHOM Pa3BUBAIOTCS TaKWE CHUMIITOMBI, KaK cep/iieonenue, 00Jb B rpyau pu Gpusndeckoi
Harpy3ke, HEOOBSACHUMBIE OOMOpPOKH, OJBIIIKA WA JAPYTU€ CHUMIITOMBI, ITO3BOJISIOIIHE
MPEOJIOKUTh Pa3BUTHE 3a00JIeBaHuUs Cep/lla, CIeyeT HEMEIJICHHO HapaBUTh JIJIs1 KOHCYJIbTAalluu
K KapIHoJory.

KpOMe TOr'0, aTOMOKCETHUH CICAYCT MPUMCHATH C OCTOPOIKHOCTBIO Y MMAIIMCHTOB C BPOKACHHBIM HUJIN
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co001LIATIOCh O Pa3BUTHH OPTOCTATUYECKOHN IMIIOTEH3HH, I03TOMY @TOMOKCETHH CJIe1yeT IPUMEHATh
C OCTOPOXKHOCTBIO y MAaLMEHTOB C TEMM 3a00JIEBaHUAMM, IPU KOTOPBIX MOXET HalJogaTbes
apTepuanbHas TUIIOTEH3us, TnOo BHe3anHble nepenansl AJl mmm YCC.

Lepebposackynapuvie 3¢hghexmot

[TaneHTOB ¢ AONOJHUTENBHBIMU (PaKTOPaAMH PUCKA Pa3BUTHS LEpeOPOBACKYIAPHBIX 3a001€BaHUI
(HampuMep, cepJeUHO-COCYIUCThIE 3a00JIeBaHUs B aHAMHE3€, [IPUEM COINYTCTBYIOILUX MPENaparos,
KOTOpBIE MOBBIIIAIOT apTEPUATILHOE JIABIEHUE), CIEAYET 00CIIe10BaTh HA IPEIMET HEBPOJIOTHUECKUX
CUMITOMOB IIPU Ka)KJIOM ITOCELIEHUH 110CJI€ Havyasla JICYEHHUs] aTOMOKCETHUHOM.

Hapywenue ¢pynkyuu nevenu

OueHpb perKo COOOLIATIOCh O CIIOHTAHHBIX CIy4asX MOPaKEHUS IEYEeHHU, KOTOpOe MPOSBISLIOCH
YBEIMYCHUEM aKTUBHOCTH (DEPMEHTOB IIEUEHH U MTOBBIIICHUEM KOHIICHTPALUU OMIIMpyOrHa B KPOBU
C pa3BUTHEM KENTYXU. Takke B O4EHb PEIKUX CIIydasix COOOIIaI0Ch O TSHKEJIOM OPaKEHUU IIEUEHU
BIUIOTh JI0 PAa3BUTUS OCTPOM meyeHO4yHOHl HenoctaTouyHocTd. Ilpuém aromokceTuHa cienyer
IOPEKpaTUTh U HE BO30OHOBIATH Y IMALMEHTOB C JKEJITYXOW WM JIaOOpPaTOPHBIMU IpPU3HAKAMHU
MOpPaKEHUSI IEYCHHU.

Aepeccusnoe nosedenue, 8paxcoebHOCMb UU IMOYUOHATLHAS HEYCMOUYUBOCHb

Bpaxne6HocTh (IIpeUMYIIECTBEHHO arpecCUBHOCTb, OMIMO3MIIMOHHOE IMOBEJACHHWE W THEB) Yallle
Ha0Jro1anach B KIMHUYECKUX HCCIIEI0BAaHUSX CPeAU JeTel, MOAPOCTKOB U B3POCIBIX, MOIYyYaBIINX
JieYeHHe aTOMOKCETHHOM, 110 CPAaBHEHMIO C TEMHU, KTO IPUHUMAJ I1a1e0o.

OMOIMOHATIbHAS HEYCTOMYMBOCTh Yallle Ha0II0Aanach B KIIMHUUECKHUX UCCIIeI0BAaHUSAX CPEIH JETEH,
MOJIyYaBUIMX TEpPaIni0 aTOMOKCETMHOM, IO CPAaBHEHHIO C JI€TbMH, IOJIyYaBIIMMHU Iu1anedo. 3a
NalMeHTaMM ClleyeT BHHMMATEIbHO HAOJI0JaTh B OTHOLICHUM THOSBICHHUS WM YXYJIIIEHUS
arpecCcUBHOTO MOBEJICHHS, BPaXKAEOHOCTH UM SMOLMOHAIBHOM Ja0MIbHOCTH.

Tcuxomuueckue unu MaHuaxkaibHvle SNU300bl

VY nanueHToB 0€3 aHAMHECTUYECKUX CBEICHUI O IEPEHECEHHBIX ICUXOTUUYECKHUX U MaHHAKaIbHbBIX
AMM30J]aX AaTOMOKCETHH IpH NpuUeMe B OOBIYHBIX /033X MOXET BBI3bIBATH PA3BUTHE TaKHX
CHUMIITOMOB KaK TaJUTIOIUHALMK, Opell W MaHMaKajJbHOE HapylIeHHe HacTpoeHus. B ciydae
BO3HHUKHOBEHUS OMMCAHHBIX CHMIITOMOB CJIETYET OLIEHUTh BO3MOXKHYIO POJIb IPHEMa aTOMOKCETHHA
B UX Pa3BUTUU U PEIIUTh BONpOC 00 oTMeHe Tepanuu. Henb3si UCKIIOUUTH 00OCTpEeHHE paHee
CYIIECTBOBABIIUX TICUXOTHYECKUX CHMIITOMOB WJIM CHMOTOMOB MaHUUM Ha (oHe mpuema
ATOMOKCETHHA.

Annepeuueckue peakyuu

B penkux ciydasx y NalMEHTOB, NPUHMMAIOIMX ATOMOKCETHUH, OTMEYAINCh ajIeprHYecKue

pCaKknunu B BUAC aHa(I)I/IHaKTI/I‘-IeCKI/IX peaKum”I, CbIlIA, aHTUOHCBPOTHYCCKOI'O OTCKA, KpalTMBHUILIBI.
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HpI/IMeHHTb C OCTOPO)KHOCTBIO y MNalMeHTOB C L_y/_lUpU}RHblMM HPHIIdARdMW B dHAMHCSC.
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

HeoOxonuMo HaOmoneHHe 3a TMOKa3aTeNsIMU POCTa Yy JAeTedl M MOAPOCTKOB, MPUHHUMAIOIINX
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.

Knunuueckue naHHbIE HE CBUJETENIBCTBYIOT O HEOJArompusITHOM BIMSHMM aTOMOKCETMHA Ha
UHTEJJICKTYaJlbHOE HWJIM II0JI0BO€ CO3PEBAaHUE, OJHAKO KOJMYECTBO JOCTYNHBIX JaHHBIX O
JUINTEJIBHOM JIEY€HUM orpaHuyeHo. Iloaromy 3a cOCTOSHHMEM NAUEHTOB, HYXIAIOIIMXCA B
JUIMTEIBbHON TEpaIuu, ClIeAyeT TIATEIbHO HAOII01aTh.

losenenue unu yxyowenue meuenuss conymcmeylowjeli 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
YXYALLIEHUS TUKOB B CPABHEHUHU C IPUHUMABIIMMU IU1a1ie00 NanueHTaMu. B xo1e KOHTpoIMpyeMbIx
uccienoBanuii moapoctkos ¢ CIABI" u koMOpOUIHBIM OOIBIIUM ACTIPECCUBHBIM PACCTPOUCTBOM Y
MPUHUMABIINX ATOMOKCETHH MAlMEHTOB HE HAOIIOJANOCh YXYIIIEHHUS CHUMIITOMOB JEIpPECCUU B
CpaBHEHHMH C MPUHUMABIIMMH IU1a1e00 MalMeHTaMu.

B 1ByX KOHTpOJIMPYEMBIX HCCIEIOBaHUAX (OJJHO Y JIeTel u 0JJHO Yy B3pocibix) nanuentos ¢ CIABI u
KOMOpPOUIHBIMU TPEBOKHBIMHM PACCTPOMCTBAMHU Yy MPUHUMABLIMX ATOMOKCETHH MAallMEHTOB HeE
Ha0JII0/1aJI0Ch YBEJIMYEHUS! TPEBOTH B CPAaBHEHUU € MPUHUMABIINMU I1anedo nanueHTamu. B xone
MNOCTMAapKETUHTOBOI'O MPUMEHEHHUsI TOCTYHalu peAKHe COOOLIEHHs O BOZHUKHOBEHHWU TPEBOTH U
JIETIPECCUN WIIN YXYALIEHHOTO HACTPOCHMS, a TAaKXKEe OUYEHb peAKHe COOOIIEHHS] O BOSHUKHOBEHUU
THUKOB.

ITpu neuennu C/IBI" aToMOKCETHHOM cieAyeT KOHTPOIMPOBATH COCTOSHUE ITAIIMEHTOB B OTHOIICHUH
BO3HUKHOBEHUSl WM YXYIIIEHUs CHMIITOMOB TpPEBOXXHOCTH, IIOJIABJIEHHOTO HACTPOEHUS U
JIEIIPECCUU WA TUKOB.

Lpyzo0e mepanesmuueckoe npumeHnerue

[IpuMeHeHHe aTOMOKCETMHA HE TIOKa3aHO JJIs JIEYEHHsS SIMHU30[0B OOJIBIINX JEMpPEeCCUBHBIX
paccTpoicTB /UK TpeBOKHOCTH. KiIMHNYecKHe nccine[0BaHus 1o MPUMEHEHUIO aTOMOKCETHHA JUIs
JICYEHUs ATUX COCTOSHUM npu orcyrcTBum quarno3a C/IBIT He mokazanu adexra, mo cpaBHEHHUIO ¢
iane0o.

Ilpumenenue y oemeti

ATOMOKCETHH HE CICAYCT MPUMCHATH Y NAUCHTOB B BO3PACTC 0 HICCTHU JICT, TaK KAaK B 9TOH
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5  OE 013 9074 Mo -
BO3PACTHOH Tpymnine ero 3ppekTuBHOCTb U 6€30madHOCTh HE ﬁ/QTa BQE%I. 2024 = 4413
(Mo '

ICNEOOBATENBHOCTE 0005)

Poaurenn H OJM3KHe AOJIZKHbI THIAT
BbIIICMECPECINUCTICHHBIX CUMITOMOB H CYHIHAAJBHBIX MbICJIel Y neTeii H II0JIPOCTKOB,

NMPUHUMAKIIAX ATOMOKCETHH, H HEMeJIEHHO CO001IaTh 00 ITOM JevyalieMy Bpauy.

Bunsinne Ha ciocOOHOCTH YIIPABJISATH TPAHCIIOPTHBIMH CPEeACTBAMH, MEXaHU3MaMHU

ITpuem npenapara MOXKET CONPOBOKIAATHCS YTOMIISIEMOCTBIO, COHIIMBOCTBIO, TOJIOBOKPYXEHUEM. B
CBSA3U C 3TUM IallMEHTaM, IIPUHUMAKOLIUM aTOMOKCETHH, CIEAYET IPOSABIATH OCTOPOKHOCTH IPHU
YIIpaBJIEHUN TPAHCIIOPTHBIMU CPEACTBAMH M MEXaHW3MaMH, O TeX MOp, MOKa OHM He 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.

ITo 7 umu 15 kamncyn B KOHTYPHYIO SIUEHKOBYIO YIIAKOBKY M3 IUIEHKH HOJMBUHWIXJIOPUAHON U
(boabru aIFOMUHUEBOH MEYaTHOM JaKUPOBAHHOM.

[To 30 xamcyn B OaHKy MOJUMEPHYIO JMJIS JIEKAPCTBEHHBIX CPEACTB W3 TOJUATUJICHA WIH
nonuasTHIIeHTepedTanaTa. Kpbllika U3 monusTuiIeHa WK MOJIUIPONUIICHA.

[To 1, 2 KOHTYpHBIX SYEHKOBBIX YHAKOBKU IO 7 wiu 15 kancyn, win o 1 6aHke nmonuMepHOH Asis

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

YciaoBus XxpaHeHUs
[Tpu Temneparype He Boiie 25°C.

XpaHUTh B HETOCTYITHOM JUIs1 IETEU MECTe.

Cpoxk rognocTu
2 roja.

He IMPUMEHATH IO UCTCUYCHUHN CpOKa T'OJAHOCTH.

YcaoBust ornycka

OTnyckaroT Mo peLenty.

Baagenen perucTtpanuoHHOro yaocrosepenusi/OpraHnusanysi, NPUHAMAKIOIIAS TNPETEH3HH

norpedouTesen

Poccuiickas @enepanus
3A0 «Kanondapma mpogaxIis»
141100, MockoBckast 0011, r.0. lI{énkoBo, T. [l[énkoBo, yu. 3apeunas, a. 105.

Ten.: +7 (495) 797-99-54.
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TEBETCTEYET ZJKCNEFTHOMY OTHYETY
(NOCNEOCBATENEHOCTE 0003)

Honyyums Oononrnumenvuvie OaumHvle O npenapa

ne, RAnpdcinso npernensuid Hd €c0 KA9ecnleo,

6e30nacn0cmb, COOéLL[LH’I’lb O HedNHCENAMENIbHBLIX JIEKAPCNMBEHHBIX PeaKyusixX MOINCHO NO mezzeqbouy:

8 (800) 700-59-99 (Gecmarnas nuHUs 24 yaca) WIM Ha caiite www.canonpharma.ru B paszeie

«[Tonutrka B 00J1aCTH KayecTBay - «be30MmacHOCTh MpemapaToBy.

IIpousBoaurenn
Poccuiickas ®@enepanus
3A0 «KanoHhapma mpoIaKImH

IIpou3zs00cmeo 20mosoil 1ekapcmeeHHoU Popmbi:

MockoBckas 00:1., T.0. [LlénkoBo, r. [ll€nkoBo, yin. 3apednas, cTp.

MockoBckas 061., r.0. ll[énkoBo, r. LLlé€nkoBo, yu. 3apeunas, cTp.

Hepeulmaﬂ ynaxkoeka.

MockoBckas 00:1., T.0. [LlénkoBo, r. Ill€nkoBo, yin. 3apednas, cTp.

MockoBckas 00:1., T.0. [llénkoBo, r. [1I€nkoBo, yi. 3apednasi, cTp.

Bmopuunas (nompebumenvckas) ynakoska:

MockoBckas o0, T.0. Ll{énkoBo, r. lLl€nkoBo, yiu. 3apeunas, cTp.
MockoBckas 00:1., T.0. [ll€nkoBo, r. [1I€nkoBo, yi. 3apednasi, cTp.

MockoBckas 0611., r.0. lllénkono, r. l1{é€nkoBo, yi. 3apeunas, cTp.

Bbznycmnou;m? KOHMpOJib Kavecmea.

MockoBckas 061., r.0. ll{énkoBo, r. lll€nkoBo, yu. 3apednas, cTp.

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

www.canonpharma.ru
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