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Cruan: oiloua pevosuna.; aTOMOKCETHH Y (OpMI aTOMOKCETHEY I'IIPOXJIOPHILY;

1 xarcyna MiCTHTH aTOMOKCETHHY y ¢opMi aroMokceTuny rigpoxiopuay 10 mr, 18 mr, 25 mr,
40 mr a6o 60 mr;

00NOMIdICHT peyosuH: TIPEXKETATHHIZ0BaHUH KPOXMaJlb, Kalcyia;

CKNAO 00O0NOHKU KANCYIU:!

10 mr: sxenatus, TuTany giokcun (E 171);

18 mr: sxenatun, Turany miokcun (E 171), saniza oxcun sxostuit (E 172);

25 mr, 40 mr, 60 mr: xenatus, TuTany giokeua (E 171), FD&C cuniit Ne2 (E 132), 3aniza okcup
xostuii (E 172).

Jikapcebka ¢popma. Kancynu.

OcnogHi hizuxo-ximiuni 61acmusocmi:

Karncyim o 10 Mr — 6111 Henmpo30pi TBEP/Ii JKeNaTHHOBI KOHI-CHAI KarCyJiM, 3 HallHCAMH YOPHOTO
konbopy "P" ma xpumedni i "ATX" max "10 mg" ma kopiyci. Kancymu 3anosneni 6imum abo
OlnyBaTHM ITOPOLIKOM;

Karcynu 1no 18 mMr — Hermposopi TBep/i JKEJaTHHOBI KOHI-CHAIl KarCy/H, 3 HAlHCaMH YOPHOTO
konpopy "P" Ha 3onoructiii kpumeuni i "ATX" max "1§ mg" na Ginomy kopmyci. Kancymu
3arioBHEH1 6UIAM abo GLTyBaTHM MOPOLIKOM;

Karcyiqu 1o 25 Mr — Hempo30pi TBEpi KEIAaTHHOBI KOHi-CHAll KallCyJH, 3 HAMHCAMH YOPHOTO
Kosibopy "P" Ha cuHiif kpumeuni i "TATX" nax "25 mg" na 6inomy kopmyci. Kancymu 3anmoBHeHi
6u1M abo GimyBaTHM IOPOIIKOM;

Kancyau 1o 40 Mr — cHI HEmpo30pi TBEP/li KEJNaTHHOBI KORI-CHAI KarCyJid, 3 HalluCaM# YOPHOTO
konbopy "P" na xpumeuni i "ATX" max "40 mg" ma xopmyci. Kancymu 3anoBHeHi 6imaMm a6o
O171yBaTHM MOPOIIKOM;

Kancynu no 60 mMr — Hempo3opi TBep/i JKENaTHHOBI KOHI-CHAIl KalCyslH, 3 HAIKWCAMH YOPHOTO
konmpopy "P" Ha cumii kpumeuni i "ATX" maxg "60 mg" ma 3omorucromy kopmyci. Kamcymnu
3aroBHEHI OLTHM abo OLTyBaTHM MOPOLIKOM.

®dapmakorepaneBTHYHa rpyna. [lcuxocTumyiioioui Ta HOOTPONHI 3aco6u. CHMIATOMIMETHKH
neHTpaibHoi Ail. Atomoxcerun. Kog ATX NO6BA09.

Dapmaronoziuni eracmugocmi
Dapmaroounamixa. e
ATOMOKCETHH € BHCOKOCEJICKTHBHHM i TOTYKHHM HribiTopom MPECHHANTHYH mepeﬂoc%
HOpajIpeHaliHy, BlpOFlJIHHH MeXaHi3My Aii SIKOro 1osrae B TOMY, IO Bin Mae HEpsimir Bims
MEPEHOCHHKIB CEPOTOHIHY Ta HodamiHy. ATOMOKCETHH Mu€ MiHIManbny aGiEAieThsa AlHIAHM
HOpﬁﬂpCHCpI‘l‘{HHMH peuentopamu abo 3 iHIIMMH ICPCHOCHHKAMH, |
HEeHpOTpaHCMiTEepiB. ATOMOKCETHH Ma€ JiBa TOJIOBHI OIHCIIOBAIBHI

\ %




riIpoKCciaTOMOKCETHH Ta N-ICCMETHIATOMOKCETHH. 4- FlﬂpOKClaTOMOKCeTHH Ma€ OJIHAKOBY 3
ATOMOKCETHHOM e(eKTHUBHICTh K iHTriGiTOpP NMEepeHOCHHKA Hopaapeﬂamﬁy, ajie, Ha BIAMIHY BiJ
ATOMOKCETHHY, Il MeTaboJiT TaKOK Mae TeBHY iHriOiTopily aKTHBHICTH BiJHOCHO IIEPEHOCHHKA
cepoToHiny. OpHak Gy/Ib-AKHH BIUIMB HA L NEPEHOCHHK 3a3BHYail € MiHIMAIBHUM, OCKLIBKH
Gistbla yacTHHA 4-TiIPOKCiaTOMOKCETHHY i UIA€Thes MOAATLIIOMY MeTab01i3My i TOMY LIHPKYJIOE
y IUIa3Mi y 3HaYHO HIDKUMX KoHIeHTpamisx (1 % KOHIEHTpalii aTOMOKCETHHY Y MAII€HTIB, SKi €
akTHBHUMH MeTaGomizatopamu, Ta 0,1 % KOHIEHTpalii ATOMOKCETHHY y MAlli€eHTiB, fKi €
noBiNbHEME MeTaGoizaTopamu). N-IeCMETHIATOMOKCETHH Mae 3HAYHO HIXKYY (apMakomoridHy
AKTHBHICTB TIOPIBHAHO 3 aTOMOKCETHHOM. BiH IEPKyIIOE ¥ IU1a3Mi KpOBI y HIKIHX KOHLIEHTPALIsX
y AaKTHBHHX MeTaboii3aTopiB, Ta y KOHILEHTpAIisX, NMOPIBHSHHMX 3 TOKa3HHKaMH BUXIIHOTO
JiKapchKoro 3aco0y, y HOBLILHHX MeTaboI1i3aTopiB y cTabijlbHOMY CTaHi.

ATOMOKCETHH HE € IICHXOCTHMYJIATOPOM i He € ToXigHuM amderaminy. ¥V Xoi paHI0Mi30BaHOTO
HOABIMHOrO cminoro muane6o-KOHTPOIBOBAHOTO JOCTIDKEHHS aJMKTOTeHHOro MOTeHuiany y
JIOPOCIHX i3 MOPiBHAHHAM e(eKTiB aTOMOKCETHHY Ta Maneto aToMOKCEeTHH He OyB acowiifoBaHHi 3
MOJICJUTIO PeaKiiii, [0 BKa3y€e Ha BIACTHBOCTI cTUMYJIATOpa abo ekidopianta.

Kniniyna edekTuBHICTD Ta 6e3neka.

3acToCyBaHHS ITSIM.

[Ipemapatr JOCHiIKyBaBes y XOAI KIIHIYHIX J0CITiDKeHb 3a yyacTio nonan 5000 xitei 3 fiarHozoM
curpoM aedinury ysaru 3 rinepakruphictio (CIYT). EQeKTHBHICTE aTOMOKCETHHY Y JIKyBaHHI
CIYI 6yno BCTAaHOBIEHO Y XOJIi IIECTH pPAaHIOMI30BaHMX MOJBIMHHX CIMUMX IUaneto-
KOHTPOJIBOBAHHX JIOCII/DKEHb TPUBATICTIO BiJ IIECTH O JACB’ATH THXKHIB. O3HAaKH Ta CHMIITOMH
CIIVT owiHIOBAIHCA NUIAXOM IIOPIBHAHHS CEPeIHIX 3HAYSHb 3MiH BiJI OYATKy 10 KiHIA JTiKyBaHHS
NAIieHTiB aTOMOKCeTHHOM Ta Iulane6o. Y Xoai KOXHOro 3 IIECTH JOCITI/UKEHb 3/aTHICTH
aTOMOKCETHHY [0 3HIKEHHs o3Hak Ta cumrromiB CIIYT Gyna crarucTiyHO OGlibun 3HaYymIa, HK
Taka y mianebo.

KpiM Toro edeKTHBHICTH aTOMOKCETHHY y MiATPHMaHHI KJIiHiYHOI BiANOBiAI Ha JKyBaHHs Oyio
IIPOJICMOHCTPOBAHO Tl Yac OHOPIYHOrO MIAe60-KOHTPOIBLOBAHOTO JAOCI/DKEHHS 33 Yy4acTio
Gimem Hik 400 niTei, sike TPOBOAMIOCS TOJOBHAM 4WHOM y EBpomi (mpubmusso 3 wmicsi
BiIKDHTOTO TOCTPOro JiKyBaHHS 3 TOJAIBUIMMH 9 MicCAIAMH TNOJBIMHOrO ciinmoro manedo-
KOHTPOJILOBAHOTO MiATPUMYIOYOro JiKyBaHHs). YacTka mamieHTiB 3 peuuausamMu depe3 1 pik
cranosmwna 18,7 % Ta 31,4 % (aromokceruH Ta muane6o Bimmosimmo). Ilicns omHOpigHOrO
NiKyBaHHS ATOMOKCETHHOM IAII€HTH, fKi NPOJAOBXYBAlIW MPUAMATH ATOMOKCETHH IPOTATOM
OaTKOBHX 6 Micslis, OyjaM MEHII CXHWIBbHI JO penuauBy abo 10 4YacTKOBOIO IOBEPHEHHS
CHMIITOMiB MOPIBHSAHO 3 MALIEHTaMH, SIKi IPUIHHIIM aKTHBHE JIiKyBaHH: ¥ nepeHuum Ha mianedo
(2 % Ta 12 % Bigmoimuo). Jys miTei ciix 3AIHCHIOBATH NEPiOANYHY OLIHKY epeKTHBHOCTI Tepaii
IMi]] Yac JOBrOTPHBAIOTO JIIKyBaHHS.

IIpenmapar aToMokceTHHy OyB e(EeKTHBHHM SIK NpH 3acToCyBaHHi | pa3s Ha JeHb, Tak i Npu
po3NOZiNeHHi J03¥ Ha [Ba NPHHOMM BpaHUi Ta micns obimy/pano Beedepi. Ilpenapar, sikuii
3aCTOCOBYBAIM OJIMH pa3 Ha JEHb, MPOJAEMOHCTPYBAB CTATHCTHYHO 3HAYYIIE 3HHIKEHHS TSHKKOCTI
cumnroMmis CJIYT nopiBHsHO 3 riane6o, Ha TyMKY BUHTENIB Ta OaTbKiB.

Jocnioscenns akmueHozo komnapamopa.

Y XoJli paHIOMi30BaHOrO MOABIHHOIO 3aCiiILUIEHOro i3 MOAEIUIIO NapaieIbHHX IPYN JOCHTiKEHHS
3a y4acTIO JIiTeH Ta MiUITKIB, TPUBAIICTIO 6 THXKHIB, B IKOMY JOCi/DKyBalacs BIACYTHICTD BIUIABY
aTOMOKCETHHY Ha CTAaHJapTHHH KoMmaparop MeTHIQeHIZaT 3 IOCHICHHM BHBiIbHEHHSM, Gyio
BHSIBJICHO, 1[0 KOMIIAPATOp YacTillle MMOB's3aHu# i3 GiJbII CHIIBHOIO BiMOBIIIO, HIXK aTOMOKCETHH.
BincoTok namieHTiB, kiacudikoBaHHX, SK Taki, SKi MaI{ BiNOBiAb HA M0, CTaHOBHB 23,5% s
nnanedo; 44,6% s aromokceTuHa; 56,4% s metundeninary. Pe3ynsraT K aTOMOKCETHHA, Tak
i KoMmapaTopy NepeBHIIyBalM Taki Wi Iwanefo, a pesyIsTaTH MeTHI(eHifaTy CTaTHCTHYHO
epeBMINyBaIH TaKi Uit aroMokceTuHa (p=0. 016) B Toii e wac i3 yyacrti B nocmml(enm &&
BHKIIFOYEHO MAIEHTIB, Y AKUX OyJs1a BiZICyTHS BiIOBIIb HA CTUMYJIIOBAHHSI.
3acToCyBaHHS JIOPOCIIHM. "' /
3acTOCYBaHHS IIPENapaTy aTOMOKCETHHY BHBYATIOCS Y XO/i K/IiHIYHHX J0CHIi/IKEHE 38 ygactio fofaA  Td
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y XOmi INECTH pAHIOMI30BAHMX TMOMBIHMX CINIMHX I[1aNeG0-KOHTPOJILOBAHKX KIIHITHAX
nociwkens TpuBamictio Bix 10 10 16 Twxuis. O3naxu Ta civnromu CIYT oniHIOBaIHCS MUIIXOM
OPIBHSHHS Cepe/THIX 3HAUYEHb 3MiH BiJl MOYATKY /0 KilIld JiKyDaHHs NALli€HTiB ATOMOKCETHHOM Ta
miane6o. V X0/l KOKHOTO 3 INECTH JOCIIDKEHDb 3/1aTHICTH ATOMOKCETHHY JIO 3HH)XKCHHS O3HAK Ta
cummromie CIIYT Gyna cTaTHCTHYHO Ginbln 3HAdyIa, HiK Taka y Tiane6o. Y Xoai BCIX mIeCTH
JOCITI/DKeHb BIUIMBY JIIKApCHKOro 3acoly, Malli€HTH, fKi OTPHMYBAjld AaTOMOKCETHH, MajH
CTATHCTHYHO GUIBII 3HAYYINE MOKPANIEHHS KOMIUIEKCHOTO KIIHIYHOTO BP@XEHHS PO THKKICTh
3aXBOPIOBAHHS y KiHIEBil TOYIi MOC/IUKCHHs IOPIBHAHO i3 TAIli€HTaMH, SIKi OTPHMYBAJIH
mane6o, a TAKOX CTATHCTHYHO OLMbIN 3HAdyIle ToKpameHHs (yHkuid, nos’ssannx i3 CIVT, y
XOJi TPHOX JOCIiDKEHb, B AKUX Ii QyHKIIl oiHoBamucs. Y X0/l ABOX IIECTUMICSTHUX ILanebo-
KOHTpOJIbOBAHMX JIOC/Ii/DKeHb OyJIO MiATBEPIKEHO JOBrOTPHBATY €(PEKTHBHICTH aTOMOKCETHHY,
ane ii He GyI0 IPOJEMOHCTPOBAHO Y XOJi TPETHOro AociimkeHHd. Ilin wac amanisy KiIiHIiYHO
3HAYyIMX BiANOBiZeH, OTPUMaHMX y XOAI BCIX INeCTH MOCTDKEHb Ta 000X YCHIIUHHX
JOBFOTPUBANAX JIOCTi/DKEHb, 10 OyqH TpOBeleHi i3 BHKOPHCTaHHSAM MONEPEAHIX Ta
PETPOCIEKTHBHHX JAHMX, BCTAHOBJEGHO, IO Yy TMAI[€HTIB;, fKi OTPHMYBalH AaTOMOKCETHH
CTIOCTEpIranuesi CTATHCTHYHO Oinbin 3Hadymli piBHI KiiHiuHOi BiAMOBiAi, HiX y MAUi€HTIB, sAKi
OTpUMYBaIH 11aebo.

V X0 JIBOX IOCTDKEHb 3a ydacTio nanienTis i3 CIYI' Ta cymyTHiM ankoronisMoM abo posiazoM
COMiaNbHOI TPHBOXKHOCTI BCTaHOBNEHO mHocnabnenHs mnpossiB cummromis CHYI. YV xoxi
JOCTIDKEHHS 33 Y4acTIO MAIEHTIB, AKi 3I0BXHUBAIH AJIKOr0JIeM, He CIIOCTEPIiraiocs Pi3HML 00
YCYHEHHS! AIKOTOJIbHOT 3A/IEKHOCTI PH MPHHOMi aTOMOKCETHHY Ta Iuianedo. Y XOJIi IOCIIIKECHHS
33 y4acTiO MAIi€HTIB i3 PO3NAIOM COMiaTbHOI TPUBOKHOCTI HE CIOCTEPIranocs MpOrpecyBaHHS
IPOSIBIB CHMIITOMIB JIaHOTO PO3JIajLy IiJl 4ac Teparii aTOMOKCETHHOM.

EdeKTHBHICTS ATOMOKCETHHY Y IiATPMMaHHI KIiHiYHOI BiamoBisi Ha JikyBaHHs Oyno
MPOJIEMOHCTPOBAHO Tl Yac KIIHIYHOTO JOC/I/DKEHHS 33 Y4acTiO MNALUEHTIB, SKi OTPHMAIH
TONepe/IHBO AKTHBHY TEpaMilo MPOTATOM 24 TIXKHIB, MiarHo3 sSKMX BiTIOBiZae KPHTEPiSM IIONO
KITiHIYHO 3Ha4yIOl BimOBiAi (K Bu3HayeHO 3a mkano CAARS Ta mkanoro CGI-S) Ta sxux 6ymo
PaHIOMI30BaHO JUlsl TOABIHHOTO CIINOro JOCIIUKEHHS Tepamii aromokceTHHoM abo mianebo
POTATOM MOJATBINKX IIecTH MicsuiB. Cepe/l NaieHTiB, SKi OTPUMYBAIIHM TEPAIlilo ATOMOKCETHHOM,
6yno Gimbme oci6, y SKMX crocTepiranacs BiIIOBiTHICTL KDHTEpisM MiATPHMAHHS KIiHIYHO
3HAYYIIO] Bi/IMOBI/i HANPUKIHI MECTH MiCsLiB, IOPIBHAHO i3 TAKOKO y MAUI€HTIB, AKi OTPAMYBAIH
wane6o (64,3 % Ta 50,0 % pignosiamo; p=0,001). CratucTiyHO 3HadyINa Bi/NOBi/AL HA MKyBaHHS
Bi/3Hauanacs y mamieHTiB, AKi OTPUMYyBAIX JIKyBaHHsS aTOMOKCETHHOM B NOpiBHAHHI 3 miaue6o,
3riZHO 3 BUMIPIOBaHHAM CepeiHix mokasHukis cummromiB CJIVI' 3a mMKaNoO NMOKa3HHKIB AKOCTI
¥utTa y popocanx 3 CHYI wepes 3-micsunmit imtepsan (p=0,003) ta 6-micsunuii iHTepBan
(p=0,002).

Locnioocenns ennugy na inmepean QT/QTc.

V xomi mocmijvkenns BmmBy Ha inTepBan QT/QTc 3a yuacTio 370pOBHX J0GPOBONBIIB i3
noBisHEM MeTabomizmoM CYP2D6 y ocif, siki OTpUMYBaIn pa3oBy JACHHY 103y aTOMOKCETHHY /10
60 mr, 6yJI0 MPOAEMOHCTPOBAHO, IO MPH HAMOLIBUIIH O4iKyBaHid KOIIEHTpaLii aTOMOKCETHHY
fioro BB Ha inTepBan QTC CTATHCTHYHO 3HAYYyINE HE BiJPi3HABCA Bijl TAKOro y rpymi mianeto.
Cnocrepiranocss HesHauHe 30UmbmieHHs iHtepary QTc i3 miZBMIIEHHAM KOHUEHTpaLii
aTOMOKCETHHY.

Dapmarxokinemuxa.

MdapMakOKiHETHYHI [IOKa3HHKH aTOMOKCETHHY Yy JiTell moaiOHi J0 TakuX y HOPOCIIHX.

dapMaKOKiHETHKA aTOMOKCETHHY He OLiHIOBaacs y JiTeH BikoM 110 6 pokis.

AGcopbitis. ATOMOKCETHH IIBHAKO i Maibke IOBHICTIO abcopOyeThes MiCid IEpOpaIbHOro

3aCTOCYBAHHS, JIOCATAIONH CepEIHBOi MakCHMaTbHOI KoHIeHTpanii y muasmi (Cug) IPHOAHMIHO

uyepe3 1-2 roauHH micns mnpuiHoMmy J03H. AGCOmOTHA OiONOCTYNHICTE aTg MOKCETHHY mcﬁa

MIepoOpPabHOrO 3aCTOCYBaHHsS CTaHOBHIA Bif 63 % mo 94 %, 3ayiexHO Binézéﬁixmoc;reﬁ Mi \\
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IUIa3MH, HacaMIepe1 3 albOyMiHOM.

Biorpanchopmanis. AToMokcerHH 3azHae Oiorpanchopmauii 3mebimpmoro uWepes  mumIx
nuToxpomMuoro depmenty P450 2D6 (CYP2D6). Ilamientn i3 mOBUIBHHM MeTaboi3MoM
nuToxpomuoro ¢pepmenty P450 2D6 (CYP2D6) cranosnsts nipubmuzno 7 % rpynu npeicTaBHHKIB
€BPOIIEOIIHOI pack Ta MAlOTh BHIIY KOHIIEHTPAII0 aTOMOKCETHHY Y IUIa3Mi NMOPIBHAHO 3 TaKOKO y
MAi€HTIB 3 HOPMAJIBHOIO AKTUBHICTIO (aKTHBHUMHU MeTabomi3atopaMu). Y MaIli€HTIB i3 MOBLIBHAM
meradonismom AUC aromokcerury npuOmu3Ho y 10 pasiB Ginbmia, Cgsmax NpHOIH3HO y 5 pasiB
GipIna, HiX y MAII€HTIB i3 aKTHBHIUM MeTabomi3MoM. OCHOBHUM OKHCHIOBAJIBHHM METabOJITOM €
4-riIpOKCIaTOMOKCETHH, SKUH IMIBHIKO MiIA€ThCA TIIIOKYPOHIiamii.

4-riIpOKCiaTOMOKCETHH Ma€ OJHAKOBY 3 AaTOMOKCETHHOM aKTHBHICTb, ajieé LUPKYIIOE Yy IUIa3Mi y
3HAYHO HIKYMX KOHIEHTpalisx. Xod4a 4-riJpoKCiaTOMOKCETHH YTBOPIOEThCH 31e0iabIIoro
CYP2D6, y oci6 3 HemocratHicTio aktuBHOcTi CYP2D6 4-rigpokciaTOMOKCETHH MOXKe
YTBOPIOBATHCS KiJIbKOMa iHIIAMH LHUTOXpOMHHMH depmentamu P450, ane 3 HHKYOIO IIBHIKICTIO.
AToMoxceTHH He iHTiOye 1 He iHaykye CYP2D6 y TepaneBTUYHHX 103aX.

Busenennsi. Cepeaiii nepio/; HaniBBUBE/JCHHS aTOMOKCETHHY IiCIISl IEpOPATBLHOTrO 3aCTOCYBaHHSA
CTaHOBUTH 3,6 TOAMHH y TALIEHTIB i3 akTHBHHM MeraboiisMoM i 21 roguHy y mHamieHTIB i3
MOBIIGHMM  MeTaboili3MOM.  ATOMOKCETHH  BHBOAMTHECS  TOJIOBHMM  YHHOM  AK  4-
riZipokciaTOMOKCeTHH-O-TIIIOKYPOHIJ] IEPeBaXKHO 3 CEUEIO.

Jinitmicmo/ne ninitinicmo papmaxoxinemuxu. DapMaKkoKiHETHKa aTOMOKCETHHY € JIHIHHOIO Y
JOCIIKEHOMY Jliana3oHi J03 SK Yy Mali€HTiB i3 akTHBHUM MeTaboli3MoM, Tak i y Mali€eHTiB i3
nacHBHUM MeTaboI1i3MOM.

Ocob6aHBi rpyny Mai€HTIB.

VIIKO/DKEHHS TIE4iHKH MPU3BOJMTH A0 3HH)KCHHS KIIPEHCY aTOMOKCETHHY, MiABHIICHHS BILUIHBY
atomokceTrHy (AUC 30inbIny€eThCs BABIYL IpH IOMIPHOMY YIIKODKEHHI, ¥ 4 pasy — IpH THKKOMY
YUIKO/DKEHHI) Ta IMOJ0OBXKEHHS [epioay HaliBBHUBEAECHHS BHXiJHOrO JiKapchKoro 3aco0y MOpiBHSHO
3 TaKHM Y 3J0POBHX A0OPOBOJIBLIB 3 OJJHAKOBUM I'eHOTHIIOM akTHBHOro merabomnizaropa CYP2D6.
Y nauieHTiB 3 MOMipHHAM a00 TSHKKHM YIIKO/UKeHHAM nedinkH (kinac B Ta C 3a mxanoio Yaitina-
[T’10) moyaTKOBI Ta UiJIBOBI 03U NOTPEOYIOTH KOPUT'YBaHHS.

CepenHsi KOHIIEHTpAIlisI aTOMOKCETHHY Y IUIa3Mi y TAI€HTIB 3 TEPMIHATLHOIO CTAMli€I0 HEPKOBOI
xopobu (TCHX) B minomy Oyna BHMIIOK 3a CEepeHId IMOKA3HUK Y 3J0pPOBMX H0OPOBOJBIIIB
Bi/INOBIJHO ZI0 MiZABUIIEHb 3HA4CHb Cray (pizanus 7 %) Ta AUC) (pi3uuus npubmusao 65 %o).
[Ticna mompaBkH Ha Macy Tia po30DKHOCTI MiX JBOMa rpynaMH MiHiMi3yioTecs. @apMakoKiHeTHKA
aTOMOKCeTUHY Ta Horo MerabouniTiB y naunienTiB 3 TCHX Bka3sye, mo norpebu B KOPHI'yBaHHI JO3H
HEMaE.

Kainiuni xapakTrepHcTHKH.

Ioka3zanna.

JlixyBanHs cuHapoMy aediuuTy yBaru 3 rinepakrusHictio (CIYT) y aiteit BikoM Bixg 6 pokiB Ta
JIOPOCTIHX, SIK YaCTHHA KOMIUIEKCHOI IIPOrpaMH JIIKYBaHHS.

Ipomunoxazanua.
[TigBuIneHa 9y TIMBICTE 0 aTOMOKCETHHY 200 10 Oy1b-9KO1 3 JOMOMIXKHHX PEYOBHH.

ATOMOKCETHH HE MOYKHA 3aCTOCOBYBaTH y KoMOiHalii 3 iHribitopamu MoHoamiHokcuaasu (MAO).
ATOMOKCETHH HE CJIiJl 3aCTOCOBYBATH NPOTATOM NpHHANMHI 2 THXXHIB IC/IA IPUIMHEHHS Teparril i3
3acTocyBaHHaM iHri6iTropiB MAO. Ilpuitom inribitopiB MAO He MOXXHA PO3IIOYHHATH PaHille HiX
4epe3 JIBa THIKHI ITIC/IsA IPUITHHEHHS IPHHOMY aTOMOKCETHHY.

ATOMOKCETHH HE MOYKHA 3aCTOCOBYBATIH naiieHTaMm 3 BY3bKOKYTOBOIO I7IaYKOMOIO, OCKIJIBKM TiJ
Yac KIIHIYHHX JOCIIJDKEHb /i aTOMOKCETHHY OyJa acoliioBana 3 MiIBUINEHHSIM YaCTOTH BHIIAIKIB
Mipia3y. ot
ATOMOKCeTHH HE MOXHA 3aCTOCOBYBATH IMAI[iEHTAM 3 TOKKHMH c%};&dyﬁgiﬁh&%
3aXBODIOBAHHSMH  a00  LepeGpOBACKY/ISPHMMH — IOpyWeHHAMH. Tsokki // cepueso- ci,tu»m'
3aXBOPKOBaHHA MOXYTh BKIIHOYATH TIKKY ap'replaﬂLHy I‘lHBpT('BHSIIO cepn y’
OKIIIO3UBHE TOIIKO/DKEHHS apTepili, CTEHOKAap/ilo, FeMOIMHAMIYHO 3HAYYILY. | y(? >i’(” l’ﬁ b
cepus, Kapaiomionarii, iH}apkT Miokapaa, NOTEHIIMHO 3arpo3NHUBiI YIS ‘JKHITA




kaHanonarii  (posiamm, cupuuMHeHi mnopymeHHsM — Qymkuii iOHHMX  KaHAuiB). Tsoxxi
Lepe6POBACKYIISPHI PO3Ta MOXKYTh BKIIOYATH AHEBPH3MY CY/IMH IOJIOBHOTO MO3KY 260 iHCYJILT.
ATOMOKCETHH HE MOXHA 3aCTOCOBYBAaTH IallienTamM i3 (heoXpoMomHTOMOIO abo i3
(heoXpoMOMTOMOIO B aHAMHE3.

Ocobnusi 3axo00u Geznexu. Kancynm aToOMOKCETHHY CITiJi KOBTATH IIUTHMH, iX HE CIIiJi PO3KPHBATH.
ATOMOKCETHH € PEYOBHHOIO, IO MOJPA3HIOE 0ovi. Y BHNAIKY MOTPAIUISHHS BMICTY Karicyjid Ha
CITH30BY 0BOJIOHKY OKa, CITi/l HeTaifHO IIPOMHTH TMOIMIKODKEHE OKO BOJIOIO Ta 3BEPHYTHCS JIO JIKApS.
Pyku Ta NOTEHI{#HO 3a0pyAHEH] TOBEPXHI CJIi/l IPOMHUTH BOJIOKO.

B3aemodin 3 inuumu NikapcoKumu 3acobamu ma inuii 6UOU 63aEMOOIlL.

Bnaue inwux nikapcokux 3acobié Ha amomoKcemuH.

Inzi6imopu MAO. AToMOKCEeTHH He CIijt 3acTocoByBatH 3 inriditopamu MAO.

InziGimopu CYP2D6 (inzi6imopu 360pomnb020 3ax0NIEHHS CCPOMOHIHY (Hanpuxnad guryoxcemuH,
napoxcemun), Xxinioun, mepbinaghin). Y TAUIi€HTIB, AKI OTPAMYBAIH BUINE3a3HAYEH] JIiKapChKi
3ac00H, BIUIMB ATOMOKCETHHY TpHOMM3HO y 6-8 pasiB BumMi, a Css, max IpuOIM3HO y 3-4 pasu
BUIIHH, OCKLIBKH ATOMOKCETHH TepeBakHO MeraGomisyethess muiaxom CYP2D6. Tlauients, ski
npuiiMaloTh JHiKapchKi 3acobu inriGitopis CYP2D6, pekoMeHyeThesl GUIBII IIOBLIBHE THTPYBAHHS
Ta KiHUEBE 3HH)KGHHS [03yBaHHS aTOMOKceTwHy. SIkmo 3actocysamms imribiropy CYP2D6
NpPU3HAYAETHCS 200 BIAMIHSETBCS MIC/Is TUTPYBAHHS BiJIOBIZHOI JI03H aTOMOKCETHHY, KJIHIYHY
Bi/IIOBib Ta TOJEPAHTHICTH /10 JIKAPCHKOro 3aco0y Yy KOXKHOTO MAlli€HTa CIiJi MOBTOPHO OLIHUTH
JUIS BU3HAUCHHS MOTPeOH y KOPHI'YBaHHI J03H.

PexoMeHTyeThesi 3 OOEpEXHICTIO KOMOIHYBaTH 3aCTOCyBaHHs ATOMOKCETHHY 3 TOTYXHHMH
iuriGitopamu muroxpomHux GepmentiB P450, Binmimmmmu Bin CYP2D6, mns namieHTiB i3
noBimpEAM MeTabomizMoM CYP2D6, OCKUIBKM PH3MK KIIHIYHO 3HAYYIIOTO MiJBHIICHHS BILUTHBY
ATOMOKCETHHY in Vivo He JOCIiIKyBaBCs.

Canvbymamon ma inwi 2-azomicmu. ATOMOKCETHH CIIil 3 0OEPEXHICTIO NPU3HAYATH NAlliCHTaM,
sIKi OTPHMYIOTH BHCOKY 103y cansGyramony (aGo immmx B2-arowicTis) B aeposonsHiH hopmi abo
[IJISIXOM CHCTEMHOTr'O BBEICHHS, OCKUIBKH i canb0yTaMolly Ha CeplieBO-Cy/JIMHHY CHCTEMY MOXE
MIOCHJTIOBATHCS.

V KIiHIYHEX JOCTI/UKEHHSAX GYIHM OTpUMAaHi CymepewiMBi JaHi CTOCOBHO ix B3aemozii. CucTemHe
3acTocyanHs CamsOyramony (600 MKr BHYTPIIHBOBEHHO IpPOTArOM 2 TOJIHMH) B xkomOinanii 3
aTroMoKceTHHOM (60 Mr 2 pasdW Ha [A€Hb NPOTATOM 5 JHIB) BHKJIMKAa€ Mi(BUINCHHSA CCPUEBHX
CKOpOYeHb Ta apTepianpHoro Thcky. Llei edekr Haifyacrime criocTepirascs micist MONEPEHBOTO
CYNYTHBOTO 3aCTOCYBaHHS caib0yTaMolly Ta aTOMOKCETHHY, ajl€ IIapaMeTpd IOBEpTalIMCcs M0
BUXIJHUX 3HAYECHDb HANPUKIHI{ BOCKMOI FOMHH IIiCIIs 3aCTOCYBaHHA. B To# e 4ac y XOAi iHIIOro
JOCTI[DKEHHS 3a YYacTIO 3/I0POBHX JOOPOBOJIBIIB MOHIONOINHOI pacH, sAKi € AaKTHBHHMH
MeTaboi3aTopaMl  aTOMOKCETHHY, BIUIHB HA apTepiaNbHHH THCK Ta CepUeOMTTS CTaHAapTHOI
iHrananiinoi no3u cansOyramony (200 MKr) He TOCHIIOBAaBCS MPH KOPOTKOCTPOKOBOMY
CYNMyTHBOMY 3acTocyBaHHI aromokceruHa (80 mr 1 pas Ha nens). [loniGHo 10 HBOro cepueBHH
PHTM TiC/s MHOKHHHHX iHrausuii caasOyramony (800 MKr) He BiApi3HABCS HE3BKAIOYHM HA
HasBHiCTH 200 BiJCYTHICTh 3aCTOCYBaHHS aTOMOKCETHHA.

C11ii KOHTPOJIIOBATH NMOKA3HHKH YaCTOTH CEPLEBHX CKOPOYEHb Ta apTEPialbHOTO THUCKY, Ta, SKIIO
NOTPiGHO, KOPUIyBAaTH 03 aTOMOKCeTHHY abo canbOyramory (abo immmx B2-aromictis) y pasi
3HAYHOTO IiJIBHINEHHS YacTOTH CEPUEBHX CKOPOYECHb Ta apTEpiabHOIO THUCKY IPH CYMICHOMY
3aCTOCYBaHHI BUINEBKA3aHHX JIIKapChKUX 3ac00iB.

[cHye HMOBIpHICTH IiJIBUIIEHOr0 PU3MKYy monoBxeHHs iHTepsary QT, sKkmio aroMoKceTHH
3aCTOCOBYIOTH 3 IHIIMMM JIKApPCHKMMH 3aco0amu, mo mojaoBkKyioTh inTepsan QT (rakumu sk
HeMpONeNTHKH, AHTHAPUTMiuHI 3acobu KiiaciB IA Ta III, MOKCH(IOKCAIHH, EPHTPOMILUH; METAIOH,
Me)IOXiH, TPHUMKIIUHI AHTHAENpECAHTH, JiTiii a00 MHCANpHI), JIKAPCHKHMB/3acobam, - it
CHPUYHHAIOTH €JIEKTPOJITHHM aucOanaHc (TaKMMM SK Tia3MIHI J[iypETHKH) '%a/nikﬁbébx}m\ﬁ\
3acoGamu, 1o iuriGyioTs CYP2D6. e [ & APMACARNC 9

3acTOCYBaHHSI aTOMOKCETHHY IIOB’S3aHO 3 MOTCHI[HHUM PH3UKOM BUHHMKHE
nanazniB. Cmix 3 0OEpeKHICTIO 3aCTOCOBYBAaTH ATOMOKCETHH 3 JHKapch



3HIDKYIOTB TIOPIr Hamaay (TaKHMH K TPHIHKIYHI aHTHIenpecaHTH abo iHribiTopH 3BOPOTHHOIO
3aXOIUICHHS CEpPOTOHiHY, HelponentukH, ¢eHoriasunn abo OGyrupodeHoH, MedIOXiH, XJIOpOXiH,
Oynmpomion abo Ttpamazmoin). KpiM Toro cmip 3 obepexHiCTIO NPHIMHATH CYMYTHIO Tepamiio
OeH3zoiazeninaMu Yyepe3 MOTEHIIHHY MOXIIMBICTh PO3BHTKY CIIIENTHYHHX HAMA/iB, MOB’A3aHHX i3
CHHJIDOMOM BiJIMiHH.

Anmuzinepmenzueni nikapcoki 3acobu. Cninx 3 00epeXHICTIO 3aCTOCOBYBAaTH ATOMOKCETHH i3
AHTHTINEPTEeH3UBHUMHM JIIKapCHKUMH 3acobamu. Uepe3 MOMUIMBHI BIUIMB Ha apTepiaylbHAM THCK
ATOMOKCETHH MOJXKE 3HHXKYBATH e()eKTHBHICTh AaHTHINIIEPTEH3UBHHUX JIIKAPCHKMX 3ac00iB/IiKapChKUX
3aco0iB, M0 3aCTOCOBYIOTHCS JUIS JIKYBaHHS aprepiaibHOI rimeprensii. Ciii KOHTPOIIOBATH
apTepiabHUN THCK y MAli€HTa, Ta y pa3i 3HAYHMUX 3MiH IMOKa3HUKIB THCKYy HEOOXiIHO KOpHUTYBaTH
JI03W aTOMOKCETHHY ab0 aHTHTiNepTEH3WBHUX JIKapChKHX 3ac00iB.

Basonpecopui nikapcoki 3acobu ma nikapcoki 3acobu, wjo niosuwyioms apmepianbrut muck. Yepes
MOJIIMBHI BIUIMB HAa apTepialbHUIl THCK ATOMOKCETHH CIiJl 3 OOEpexHICTIO 3acTOCOBYBAaTH
CYIlyTHBO 3 Ba3ONPECOPHHMH JIIKapCHhKHMH 3aco0aMH Ta JIKapChKHMH 3aco0aMH, IO MOXYTh
MiJBULIYBATH apTepialbHUi THCK (TakuMH sK cansOyramorn). Chifi KOHTPOIIOBAaTH apTepialbHHH
THCK Yy Mali€eHTa, Ta y pa3l 3HAYHUX 3MiH I[OKAa3HHUKIB THCKY HEOOXIHO KOpHIyBaTH J03H
aTOMOKCeTHHY abo0 Ba30MpeCOpPHHX JHKAPCHKUX 3aco0iB Ta JIKApCBKUX 3ac0o0iB, IO MOXYTh
I IBHLIYBATH apTepiaIbHAM THCK.

Jlixapcwki 3acobu, wo eénausarome Ha nopaopenanin. Cniji BUSBISATH 00€PEKHICTH IPH CYITyTHHOMY
3aCTOCYBaHHI 3 aTOMOKCETHHOM Y 3B’S3KY 3 MOXJIHBAM JOAaBaHHAM a00 IOCHJIEHHSIM
(apMakoJIOTIYHHMX BIUIMBIB JKapchbKuX 3acobiB. [lpuknmamamMu TakuX JIKapchbKHX 3acobiB €
aHTH/ICNIPECAaHTH, TaKi sK iMinpamiH, BeHnadakcuH Ta Miprasamil, abo npoTHHaOpsAKOBi 3aco0u —
ncesnoedenpun abo eninedpus.

Jlikapewki 3acobu, wo enausaiomv Ha pigens pH winynka. Jlikapceki 3acoOu, 1O IMiABHUIYIOTH
piBens pH nuryHka (TiZpOKCHJ Maruiro/TiJpOKCHJ aTIOMIHIIO, OMeNpa3oi), He MajlH BIUIMBY Ha
61010CTYIIHICTE aTOMOKCETHHY.

Jixapcwki 3acobu, wo maiome 6UCOKUL piceHb 36 si3yéanis 3 6inkamu niasmu. IIpoBoauiucs in vitro
JIOCTIKEHHS MEIMKAMEHTO3HOTO BUTICHEHHS JUISt aTOMOKCeTHHY Ta 1HIIMX JIKapChbKUX 3ac00iB, 110
MalOTh BHUCOKMH pIBEHb 3B’S3yBaHHS 3 OUIKaMM y TepaneBTHYHMX KOHIeHTpauisx. Bapdapun,
alleTHJICATIUIIOBA KHCIIOTA, (eHiToiH abo Aiasenam He BIUTHBAIM HA 3B’S3yBaHHS ATOMOKCETHHY 3
MOACBKAM anbOymiHOM. IloniOHMM YHHOM aTOMOKCETHH HE BIUIMBAaB Ha 3B S3yBaHHS IHX
JTIKapchKUX 3ac00iB 3 JIIOJCHKHM albOyMiHOM.

Lumoxpomni gpepmenmu P450. ATOMOKCETHH HE CIIPHYMHSAB KJIIHIYHO 3HAYYIIOTro iHriOyBaHHsS abo
IHIyKyBaHHS muTOXpoMHMX ¢epmenTtiB P450, swmouaroun CYP1A2, CYP3A, CYP2D6 ta
CYP2Co.

Ocobnusocmi 3acmocyeanHA.

CyinmansHa moBeIiHKa.

Y nauieHtiB mia Yac Tepamii aTOMOKCETHHOM CrOCTepiranacs CyiluaaisHa MoBediHKa (Crpobu
caMorybcrBa Ta cyiumpmanbHi nymku). [lig 4Yac mOABIMHHMX CHINMMX KIIHIYHUX JOCHIKEHb
cyinmpanpHa MOBE/IHKA BiMivajiacs HEYacTo, aje 4acTille y JiTed, SIKUM IPOBOJHIIM TEpariio
aTOMOKCETHHOM, MOPIiBHAHO 3 Malli€HTaMH, AKi OTPUMYBaIH IUIauebo, y rpymi SKAX BHNAIKH HE
criocrepiranuca. [1in yac moABiHHMX CIIMHX KMHIYHEX JOCIIHKEHD 38 yYacTIO JOPOCIHX 4acToTa
cyiumanbHOl MOBEAIHKH AK y MAIi€HTIB, SKi OTpUMyBaIH IUIane6o, Tak i y THX, SKi JiKyBaIHCh
aTOMOKCETHHOM, Oyna onHakosa. IlamienT, sxi oTpuMyioTh Tepamito 3 npusoay CJAYI, nosunHi
nepeOyBaTH IMi/l HarJIs0M MO0 BUHHKHEHHS abo MOTipHIeHHs CYilMAAIBHOT TOBEAIHKH.

PantoBa cMepTh Ta BXKe iCHYIOUI IOPYIIEHHS CEPLEBOT AisIbHOCTI.

[ToBinomunsnocs PO BUNAIKH panToBOl CMEPTi Y MAlli€HTIB 13 CTPYKTYPHHMH BajaMu cepuis, SKHM
NPOBO/IIIA Tepalilo aTOMOKCETHHOM Yy 3BHYaiHUX H03ax. HesBaxarouu Ha Te, mo jeski cepﬁoam
CTPYKTYpHi BaJd IOOJHHII MOXYTb MiJIBUIMTH PH3UK PAlTOBOI CMEpTi, aromoxﬁé?ﬁi ﬁcm;u.
33CTOCOBYBATH NAai€EHTaM 3 BiJIOMHMH CTPYKTYPHHMH CEpPIEBHMH BaJaMH 3 cpcxmomo‘ﬂa, \
TIJBKH micis KOHCYIIBT&HII 3 JllKapCM-Kap,H.lOIIOl'OM. / \
[TopymenHs 3 60Ky CepUeBO-CY/IMHHOT CHCTEMH. (= PAPMACAHHC \.? \
ATOMOKCETHH MOXE BILUIMBATH HAa YacTOTy cepueBux ckopouenb (UCC) ta a‘ﬁ‘ M‘fff{ﬁ f"“'” 12 f




(AT). V Ginbmocti namieHTiB, 0 NPUAMAIOTH ATOMOKCETHH, CHOCTEPIraeThes noMipHe
nizsumenns pisaie YCC (y cepemusomy <10 yu/xs) Ta/a6o minsumenns AT (B cepearboMy <5 MM
pT.CT.).

OfHak 3BejeHi JaHi KOHTPONBOBAHHX i HEKOHTPOJBOBAHMX KiiHiuHMX pmocmimkens CHYT
MOKa3ykoTh, MO TpubH3Ho 8-12 % aireit Ta mimriTkis i 6-10 % mopociux BifdyBarOTh GUIBII
pupaxeni 3miau B YCC (20 yzapis Ha xsunuHy i Bume) Ta AT (15-20 MM pr.cT. T2 Bulle). AHaI3
JAHUX IUX KIHIYHEX JOCIDKEHb TOKa3aB, o npubim3Ho y 15-26 % aitel ta mignitkis i 27-32 %
jopociux croctepiramucs Taki 3minw B piBHsx YCC Tta AT y pasi mpofoBXeHHS Tepamii
ATOMOKCETHHOM a0 BifMidamocsi 30iIbIIEHHS NPOTPECyBaHHs 3aXBOPIOBaHH:. J[OBrOCTPOKOBI
critiki 3minu AT MOXYTh BIUIMBATH HA Taki KIHIYHI HacHiikk, sK rimeprpodis Miokapza.
OTpuMaHi JaHi cBifYaTh Mpo Te, IO MAlli€HTaM, sKi NOTPeOYIOTh 3aCTOCYBAaHHA aTOMOKCETHHY,
mepe/l MOYATKOM JIiKyBaHHsS MOTPIGHO MPOBECTH peTeNbHHMM 30ip aHamHesy Ta bizuunui ornsaa
1010 HASBHOCTI XBOPOOW Cepus, i AKIO Mic/s NEPBHHHOTO OIIIITY MepenbadacThes HAsBHICTH
JIAHOTO 3aXBOPIOBAaHHS y mauieHra abo Horo HasABHICTH B aHAMHe3i, MOTPiOeH MONAaTKOBIH Orisj
JTiKapeM-Kap/10JI0roM.

Pexomenayerbes peryaspruii koutpons YCC 1a AT 3 HOTYBaHHAM PpE3yJBTAaTiB [0 IOYATKY
JKYBAHHS, TiJl 4ac TiKyBaHHS Ta IIiC/si KOXKHOTO KOPETyBaHHA J03M 1 Hajaul MOHAHMEHIIe OJTHH
pa3 Ha 6 MiCAUIB /UIs BHSBICHHS MOMUIMBHMX KIIHIYHO 3HAYYIHX 3POCTaHb BHINE3a3HAYCHHX
nokasuukis. JUist AiTell peKOMeHIyeThesi BAKOPHCTOBYBATH MPOLEHTLIBHMIA MeTox ouinku AT. Jlns
JIOPOCIIHX CJIi/ IOTPHMYBATHCH IOTOYHHEX KEPIBHUIITB KOHTPOIIIO apTepialbHOl rilepTeHsii.
ATOMOKCETHH He CJIiJl IpU3HAYaTH MAlieHTaM 3 TSHKKHMH CEpLEBO-CYAMHHHUMH 3aXBOPIOBAHHAMH
a60 1epe6pOBACKY/IAPHUMHU TTOPYIIEHHSMH. ATOMOKCETHH CIIJI 3aCTOCOBYBATH 3 OGEpEeXKHICTIO
manieHTaM, CTaH OCHOBHOTO 3aXBODIOBAHHS SIKMX MOXe MOTiPHIMTHCS 33 PaXyHOK MiJIBUIIEHHX
piBuis AT Ta UCC, Hanpukiaj NaiieHTaM 3 apTepiaibHOIO IilepTeH3i€elo, Taxikap/i€er, cepleBo-
CYJMHHHMH 3aXBOPIOBaHHIMH a060 11epeOpoBacKy ISPHUMH NOPYIICHHAMH.

IlauienTaM, y SKMX T Yac NPUHOMY ATOMOKCETHHY PO3BHBAIMCS CHMITOMH, IIO CBif4aTh MPO
3aXBODIOBAHHS CEpIsl, TaKi sSK NpHCKOpeHe cepueOutTs, 6inb B KUBOTI depes ¢isudne
HABaHTAXXEHHs, OS3MPUYMHHA HETNPUTOMHICTh, 3aJMIIKA Ta iHIN, CJIiJ HEraHHO 3BEpPHYTHCS N0
JiKapsa-KapZioora.

ATOMOKCETHH Clifi 3 OOEpeXHICTIO 3acTOCOBYBaTH MallieHTaM 3 Ypo[KeHHM abo HaOyTHM
cHHApOMOM TofoBxkeHoro intepsary QT abo 3 momomkeHHsM intepsary QT B cimeirHOMY
aHaMHe31.

V 3B’A3Ky 3 HasBHICTIO IOBiJOMJICHb IIPO BHIIAJKH OPTOCTATHYHOI riNIOTEH3i] aTOMOKCETHH cIig
3aCTOCOBYBATH 3 0OEPEXHICTIO PH Oy/Ib-KOMY CTaHi, IPH SKOMY Y NAli€HTa MOXE PO3BHHYTHCS
CXWJIBHICTH [0 apTepiaibHOi rimoTeHsii, abo MpH CTaHi, acoUifOBaHOMY 3 Pi3KMM Ii/IBHIICHHAM
piBHiB AT abo YCC.

[{epeGpoBacKyIspHi HOPYIICHHS.

CJlil MPOBOJMTH KOHTPOJb HEBPOJNOriYHHX O3HAK TAa CHMITOMIB Yy MAI[i€HTIB i3 JONAaTKOBHMH
(axTopaMy pPHU3HKY PO3BHTKY LEepeOpOBACKYJISAPHHX IOpYIIEHb (TakuX, SK CEpLEeBO-CyIHHHE
3aXBOPIOBAHHSA B aHAMHE31, CYIIyTHs Tepanis 3aco0aMu JUIsl MiABHINECHHS apTEPialbHOr0 THCKY) IPH
KOKHOMY BI3HTI /IO JTiKaps MicJIsA MOYaTKy JiKyBaHHS aTOMOKCETHHOM.

[MopymieHHs 3 60KY MEYiHKH.

Jlye pisiko TOBiIOMIISIIOCS PO BHIAAKH YIIKOUKEHHS MEYiHKH, IO MPOSABISETHCS MiIBUIICHHSM
piBHsA meuiHKOBUX (epMmenTiB, OimpyGiHy Ta PO3BHTKOM KOBTsHHII. Takok ayxe PpifKo
CIIOCTEpIragics BHNAAKH THKKOTO YIIKODKEHHsS II€YiHKH, BKIIOYAIOYH TOCTPY MEYiHKOBY
HEJIOCTATHICTh. 3aCTOCYBaHHsS ATOMOKCETHHY HEOOXiJHO NPHUIHHHTH NALiEHTaM 3 JKOBTAHMIICIO
a60 1abopaTOPHO MiATBEPIIKEHAM ypaXKeHHSM NEYiHKH, Ta He CJIi/I BIIHOBIIIOBATH.

[TCHXOTHYHI CHMIITOMH T4 MaHii.

[lin wac niKyBaHHS i3 3aCTOCYBaHHSAM 3BHYAHHMX /103 MOXUIMBE BHHHKHEHHS ICHXOTHYHHX
CHMIITOMIB Ta MaHii{, HAIPUKIIA] TaTIONWHAIIH, MapeHb, MaHi# Ta 30y/UKEHHS, y NAHER iB, 's
MaJ¥ iX B aHaMHe3sl. Y- BHUITAJKy MOSBH TAKUX CHMIITOMIB CIiJl PO3IJITHYTH MO ] LA
IPHYHHHOTO 333’53Ky i3 aTOMOKCETHHOM Ta NPHIMHEHHSA Tfapam‘i. He BHKITY b?{_i(%l W%?ﬁ?’\ i
3arOCTPCHHS ICHYIOYMX IICHXOTHYHHX pO3JIajiB Ta MaHil, IO IOB asa;%m 3, JUKYBaHHAM|
ATOMOKCETHHOM. \\=\ >
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ArpecHBHA IOBEIIHKA, BOPOXKICTh, EMOIIOHAIbHA MiHJIHBICTh.

BopoxicTs (lepeBakHO arpecisi, MPOTHIis Ta THIB) HacTime croctepiranacs mij Yac KIiHIYHHX
JOCII/KEHD 3a YYacTIO JiTel, sKi OTPUMYBATH JIKYBaHHS aTOMOKCETHHOM, TIOPIBHSHO 3 THMH, XTO
orpuMyBamu riane6o. Emornjiina MiHmMBiCTh uacTime crocrepiranacs IMijJ dYac KIIHIYHHX
JOCITPKEHB 3@ YYacTIO JiTel, SKi OTPHMYBAJIH JIIKyBaHHSA aTOMOKCETHHOM, IIOPiBHSHO 3 THMH, XTO
orpumyBami maneGo. IlaumieHTH MalOTh 3HAXOMMTHCS A HAIIAAOM MOAO BHHHKHCHHA abo
MoripiieHHs CyilMIaIbHOI OBEIHKH, BOPOXKOCTI Ta EMOIiHHOT MIHIMBOCTI.

MOoJIHBI aliepriuli peakitii.

V nauienTis, SKi OTPUMYBaJIM ATOMOKCETHH, HEYaCTO MOBIAOMIISUIOCS PO BUHMKHEHHS aJIepriYHuX
peaxuliif, BKIOYar0uH aHadinakTHuHi peakiii, cBepOix, aHrioOHeBPOTHYHHI HAOPIIK, KPOIUB’ STHKY.
EninenTHyHi HaaIM.

ATOMOKCETHH TIOB’S3aHHi 3 MOTEHI[MHMM DH3HKOM CNUICHITHYHHX HanajiB. ATOMOKCETHH 3
0BEpEXHICTIO CJIiJl 3aCTOCOBYBATH IAIliEHTaM 3 Hanajamu B aHamHesi. [IpunuHenHs 3aCTOCyBaHH
ATOMOKCETHHY € JOIITBHUM /U Oy/Ib-KOTO MAlli€HTa, y AKOTO PO3BUBAETHCS Hamaj abo 3poctae
YacTOTA HaNa/liB, KOJIM He BU3HAYEHO IHIIOI IPHYHHH.

PicT Ta pO3BHUTOK.

PicT Ta pO3BHTOK Y JliTeif Ta Mi/UITKIB CITil KOHTPOMOBATH TIiJ Yac JiKyBaHHS aTOMOKCETHHOM. 3a
namieHTaMH, SKi NMOTpebyIOTh JOBrOTpHBaIoi Teparii, HeoOXimHo crmocTepirard, i Moxe OyTH
JOTLTHHAM 3HIOKEHHS J03H a60 NPUIMHEHHS Tepallil JUIsl NallieHTiB, AKi He POCTYTh a0 HANEKHAM
9UHOM He HabuparoTh Bary.

Kniniuni fafi He BKa3yiOTh HA UIKIUTHBH BIUIMB aTOMOKCETHHY Ha Mi3HABAIbHY 3AaTHiCTH 260
craTeBe JO3piBaHHA, XO04ya JaHi JOBrOTPHBAIMX JOCIiIKCHB obmexeni. Takum dYuHOM, 3a
amienTaMy, sKi 1oTpe6yIoTh JOBroTPHBANIOL Tepaii, HeoOXiIHe yBaXXHE CIIOCTEPEKEHHS.
P0o3BHTOK 260 MOTipIIEHHS KOMOPOiIHMX CTaHIB Jienpecii, TPHBOKHOCTI abo TiKY.

Y xoi KOHTPOJIBOBaHHX JAOCHiKeHb 3a ydactio mitedt i3 CHYI ta xomopOimHuM XPOHIYHUM
PYXOBHM TikoM a60 curapomoM TypeTTa nanieHTH, sKi OTpUMYBAJIH JTiKYBaHHS aTOMOKCETHHOM, HE
Bi/[dyBalM INOTipmIeHHs TiKy NOPIiBHAHO 3 TNAali€HTaMH, SKi OTPHMYBAIH iane6o. Y xoxi
KOHTPOJHOBAHHX JOCHi/DKeHb 3a ydacTio jgopocimx i3 CIVYI Ta KOMOpOIIHUM BEITHKHM
JICTIPECHBHMM DO3NIA/IOM MALEHTH, SKi OTPHMYBAIH JIKYBaHHS ATOMOKCETHHOM, HE BiT4yBaH
jgenpecii TOpiBHAHO i3 malieHTamu, fKi OoTpumyBamM miaueGo. Y xomi JBOX iane6o-
KOHTPONBOBAHHMX JIOCHI/DKEHb (OHE 32 Y4acTIO JTeH Ta MijUNTKIB, iHIIE-AO0POCIHX MAali€HTiB) 3a
yuactio mauientis i3 CJIYT Ta KoMOPGIZHOTO TPHBOKHOTO PO3JIaly MAUi€HTH, SKi OTPHMYBaIH
JTiKyBaHHS aTOMOKCETHHOM, HE Bi/[dyBa/l¥ NOTIpIICHHS TPHBOXHOCTI MOPIBHSHO i3 NAlli€HTAMH, SIKi
OTPHMYBAJIH I11alEe0o.

YV [OCTMApKeTHHTOBHX 3BiTaX pIKO MOBIIOM/SUIOCS IIPO TPHBOXHICTH Ta Jenpeciio abo
JeNpecHBHUI HACTPii Ta HyXe PIAKO — OpO BUNAIKH TiKy y MALi€HTIB, 5Ki OJAEPKYIOTh
aromokcerns. HeobxinHo konTpomoBary nauienTiB i3 CAYT mono BUHUKHEHHS ab0 MOripiieHHs
CHMIITOMIB TPHBOXHOCTI, IIPUTHIYEHHsT HACTPOIO Ta Aenpecii abo Tiky.

[auientr, ki oTpuMyioTh JikyBauHsa Bing CJYT, MaioTh 3HAXOMMTHCA IiJl HAJSAOM IIOZO
BUHUKHEHHS 200 MOTipIICHHs] CHMITOMIB TPHBOXXHOCTI, MOTiPIICHHA HACTPOIO i Aenpecii abo Tiky.
3acTocyBaHHS Y JIiTe# BIKOM JI0 6 POKIB.

He cItiJ 3acTOCOBYBAaTH aTOMOKCETHH MALiEHTOM, BIKOM 10 6 POKiB, OCKiJIbKH €(EKTHBHICTH Ta
Geaneka Tikapchkoro 3aco0y uis Li€l BIKOBOI rPyIH HE BCTAHOBIEHI.

[HIIIe TepaneBTHYHE 3aCTOCYBAHHS.

ATOMOKCETHH He NPH3HAYCHHMH JUIA JIiKyBaHHS BANAZKIB rIMOOKOI Aenpecii Ta/abo TPHBOXHOCTI,
OCKINIBKH pe3yNbTaTH KITHIYHMX MOCIiDKEeHb, SKi MPOBOAMIMCS 3@ YYACTIO JOPOCIHX i3 IHMH
CTaHaAMH, HE BUSBIIAIM )KOIHOI0 e(eKTy JKapchKoro 3aco0y MopiBHAHO 3 11anebo.

3acmocysanns y nepioo eazimnocmi abo 200ysanns 2pyooio.

Barithicts. JloCHiPKEHHS HAa TBAPMHAX Y LIJIOMy HE BKa3ylOTh Ha MPSMHM IIKiJAWBHH -BR
BariTHICTh, eMOpPiOHATBHUI PO3BUTOK, TOJIOTH Ta MOCTHATAIBLHUN p03BHT0K,ﬁI{3‘L'2'~éTDMEm_:
KITiHiYHI faHi MOIO0 BIUMBY HA BariTHiCTH obMexeHi. Taki maHi € HemocTal HiMH s TOTO;\.
miarBepauTH abo CIpOCTYBAaTH B3a€MO3B 30K MK IPHHOMOM aTOMOKCETHH TarHECTPUATIHE
HACNiIKAMH Mijl 4ac BariTHOCTI Ta/abo naxraiii. ATOMOKCETHH HE CIIi %Woébayﬁa'rﬁ'hm

\" L\ aesreeikawh
\\. *\ 229109

\



BaTiTHOCTI, SIKINO MOTEHIiHA KOPUCTH He BUIPABAOBYE NOTEHIIIHHOrO PH3UKY JUId TIJIOZA.
ToyBaHHS IPYULO. ATOMOKCETHH Ta/abo #Horo MeTaGOoNiTH NPOHHKAIH y MOJOKO y mypis. u
eKCKPETYEThCS aTOMOKCETHH y TPYAHE MOJIOKO JIOJMHH, HeBizomo. Uepes Opak nanux cIip
YHHKATH 3aCTOCYBAHHSI aTOMOKCETHHY I1i/] Uac rOlyBaHHS I'PYIIIO.

30amuicme énausamu Ha WEUOKICMb peaxyil npu KepyeanHi aemompancnopmom abo iHwuMu
MexaHizmamu.

Jlani om0 BIUIMBY HA WIBHAKICTH peakiii IpH KepyBaHHI aBTOTPAHCIOPTOM abo 1HIIMMH
MeXaHi3MaMH OOMeXeHi. ATOMOKCeTHH BHSBJIS€ HE3HAYHHH BIUIMB HA 3/aTHICTH KepyBaTH
ABTOTPAHCTIOPTOM Ta IHIIMMM MeXaHi3Mamu. Y TNamieHTiB IATSIOrO Ta JI0pOCIIOro BiKy
3aCTOCYBAHHS ATOMOKCETHHY GyJIO TOB’SI3aHO 3 PO3BHTKOM GibIioi CTOMIIIOBAHOCTI, COHJIHBOCTI
Ta 3allaMOPOYCHHS nopisHsHO 3 TwTane6o. Ilamientam PEKOMEH/TYEThCS Oyt 00epeXHUMH IIpH
KepyBaHHi aBTOMOOITEM Ta {HIIMMH MeXaHi3MaMH, ZI0KH BOHH He IIePeCBiT4aThCs, 10 aTOMOKCETHH
HE BIUIMBAE Ha iX yBary Ta Impale3JaTHiCTh.

Croci6 3acmocyeanna ma 003u.
Tepamito MOBHUHEH NpH3HAYaTH mikap, sxud Mmae gocsip gikyeamns CIVT, 30KpeMa,
JATSTaMi/ i UTiTKOBRI TickxiaTp abo memxiatp. JliarHo3 clii BCTAHOBIIOBATH 3TiHO 3 JIHOYAMH
kputepismu KJIC (KepiBHUITBO 3 JarHOCTHKH i CTATUCTHKH NCHXIYHHX po3nazis) abo OCHOBHUMH
npuniunamu ICD.
HasBHicTh y JIOPOCIIHX cuMOTOMIB cHHApoMy nediumty yBaru 3 rinepaxrupmictio (CAYI), mo
iCHYBanM B JMTHHCTBi, MOBMHHA GyTH HiATBep/DKeHa. BakaHo MaTH MiATBEPIKEHHS Bill TPETHOI
CTOPOHH, Tepamnilo mxapcwnm 3ac000M ATOMOKCETHH HE CJIiJ{ pO3MOYMHATH, SKIIO HEMae
MiITBEp/KEHHS HASBHOCTI CHMIITOMIB JeiuTy yBard 3 rmepaxcmnmcm (CIIYT') y OUTHHCTBI.
Jliaro3 He MOJKHA BCTAHOBHTH TLIGKM Ha OCHOBI HasBHOCTI omHOro a6o Ginble CHMNTOMIB
CIYT. Ha migcrasi KiiHiuHOi ONiHKM y mNauieHTiB NOBHHHI OyTH NpHUCYTHi, SK 3a3HA4YECHO,
npunaiivai cumvmroms CIIYT cepemnpboi TKKocTi, moHakmenme 2 abo Oinple mapamMeTpH
(YHKIiOHATBHHX TOPYIIEHb CEpeaHbOi TSKKOCTI (HANpHKIan COLiambHOi, HaykoBoi Ta/abo
npodeciitHol AisLTHHOCTI), 110 BIUIHBAIOTH HA Pi3HI ACIEKTH JKUTTS JIEOAMHH.
Tpenapar npu3HaYeHHH /UL NEPOPAILHOTO 3aCTOCYBAHHS.
IIpenapar MOXHa 3acTOCOByBaTH | pas Ha JieHb BpaHIli, 3 Dketo abo Ge3 mei. [lauientam, y sKuX
3aCTOCYBaHHS ATOMOKCETMHY 1 pa3 Ha JeHb HE Ja€ 3aJ0BiBHOTO KIIHIYHOTO edexry
(mepeHocumicTs [HygoTta ab0 coHnmBiCTH] ab0 e€(dEKTHBHICTH), MOXHA PEKOMEHIyBaTH
3aCTOCYBaHHS Tperapaty 2 pasH Ha JeHb, BpaHui Ta micis obimy abo paHO BBedepi, i3 PiBHUM
pO3MOILIOM 1000BOT JO3H.

iTH:
Jlo3yBaHHs Juid jitedi 3 Macowo Tina o 70 xr. IToynnatd jikyBaHHS 3 3arajibHOI J00OBOI NO3H
npu6mazao 0,5 mr/kr Macu Tina. Lo 103y ciif npuiiMaTH mMOHAHMEHINE NPOTAroM 7 JHIB 10
MiZBHINEHHS [O3H, 3aleXHO Bil KIiHIYHOI peaknii Ta nepeHockMocti. PekomenaoBana
iATPAMYIOYA 7103a CTAHOBUTH MPHOIH3HO 1,2 MI/KI/AEHb (3JIC)KHO Bi/l MACH NAL€HTa Ta HaIBHUX
1103 aToMoKceTuRy). JlonaTkoBoro edekry Bix 103, BUIIMX 3a 1,2 MI/KI/JIHb, HE CIOCTEPIracThC.
Besneka OKpeMHX 103 moHax 1,8 MI/KI/ieHb Ta 3aralbHHMX NEHHHX /03 moHax 1,8 mr/kr
CHCTEMATH4YHO He OliHioBajacs. B AeSKuX BHNaJKax JOLLUIBHO IPOJOBKUTH JTiKyBaHHS B 3piIOMY
BiIli.
Jlo3yBanHs s giTeii 3 Macoro Tina nmonajx 70 kr. [TounHary JikyBaHHs ciif 3 7060801 1034 40 Mr.
[[fo mo3y cnif mpuiiMaTH INOHAMMEHIIe MPOTAroM 7 JHIB JO MiJIBHINCHHA JO3H, 3QJ€XKHO BiJ
KIiHiyHOl peakmii Ta mepeHocHMOCTi. PekoMeH0BaHa MmiATpUMYyro4Ya 1000Ba 1032 CTAHOBHUTH
80 wmr. JlomatkoBoro edekty Bim mo3, Bummux 3a 80 Mr, He cmocrepiraerbca. MakcumaibHa
pekomeHn ioBaHa jio6oBa j03a cranoBuTh 100 Mr. Besneka okpemux no3 monan 120 mMr ta n1060BuX
103 oHax 150 Mr cucTeMaTHYHO HE OIIHIOBAJACS. ———
Hosysanns s jgopocnux. IlounHatu meBaHHg cmijg i3 pobosoi mo3u 40 /Mr I_[io nﬁ;f cm,u
l'Il,El,TpHMy'BaTH L[lOHaHMBH[I]e npoTsiaromM 7 ,E[HIB a0 HI,HBHKHBHHJI JO3H, 3 JKHO Blllz KJIIHL’II‘I\I
peakiii Ta mepeHocuMocTi. PexoMeH/ioBaHa MiATpEMYoya J000Ba 103a CTZ:;BHWM mmn ;
100 mr. MakcuManbHa peKkoMeHJI0BaHa J1000Ba 1103a cTaHOBUTH 100 Mr. | ]Sesnmdowp




nonax 120 Mr ta 1060BuX 103 noHax 150 Mr cHCTEMATHYHO HE OLliHIOBAJIACS.
JlonarkoBa indopmaitis juis 6€30€4YHOro 3aCTOCYBaHHS LBOr0 Npenapary.
ByBUeHHS CTAHY NALIEHTIB [0 JiKyBaHns. J[0 NpU3HAYEHHs [penapary CIiJl O3HaHOMHTHCH 3
AHAMHE30M TA IIPOBECTH TOUYATKOBY OLIHKY CEPLEBO-CYIMHHOTO CTaHy NauieHTiB, BKIIOUAIOYH
koutposib AT ta UCC.

[locTiiiauii KOHTPOIL. [lallieHTH MOBMHHI NPOXOAWTH PETY/IPHHH KOHTPOJIb CTaHy CEpLEBO-
cymuuHOi cuctemn, AT Ta MysbCy, pe3y/ibTaTh SKOro TOBHHHI GYTH 3apeecTpoBaHi MiCis KOXKHOI
KOpeKIlii 7103¥ i Hajam He pijiue OXHOro pasy Ha MicTh MicsuiB. JUsi AiTeH PEKOMECHIYETHCS
BHKODHCTOBYBAaTH NpPOLEHTUIbHMA Meron ouinku AT. Jlns mopocimux Ciif JAOTPHMYBAaTHCh
TOTOYHUX KEPIBHUITB KOHTPOJTIO 32 apTepialbHOIO TiNEPTEH3IEN0.

BiamoBa BiJt TiKYBaHHS.

Y mporpami Z0CTi/KeHb BHPKEHUX CHMITOMIB aOCTHHEHI|I omucaHo He Gyno. ¥ pasi 3HaYHHX
HEeraTHBHEX e(EKTiB 3aCTOCYBaHHS ATOMOKCETHHY MO)XKHA INpPHUIMHUTH HeraiHo abo IUIIXOM
MIOCTYTIOBOT'O 3MEHIIIEHHS J03H.

JIikyBaHHS aTOMOKCETHHOM HE TOBMHHO OyTH GesctpokoBuM. CIIifi BHKOHATH MOBTOPHY OLIHKY
0ZI0 HEOOXIAHOCTI NPOMOBXKEHHS JiKyBaHHS MOHaH 1 pik, 0COOMMBO SKINO NAUIEHT HOCSAT
cTabibHOI Ta 3a10BIIEHOT BiZNOBII.

Jlonarkosa indopmartist Juist 6€3MeYHOro 3aCTOCYBaHH IHOTO MIPEnapary.

TIporpaMa KOMILUIEKCHOTO JIKYBAaHHs 3a3BHYaif MICTHTh NCHXOJIOTiuHi, HaBYAIBHI Ta comianbHi
3aX0[M 1 CHpsMOBaHa Ha cTabimi3alil0 CTaHy NAUi€HTIB 3 IOBEAIHKOBMM CHHIPOMOM, IO
XapaKTepH3yETbCs CHMITOMaMH, 0 SKHX MOXYTb HalleXaTH XPOHIYHUH TpPIBaJIHH HEJI0CTaTHIH
o6csr yBary, CXHIBHICT /IO Bi/IBOJIKAHHS, eMONiHA MiHIMBICTb, iMIyTHCHBHICTS, MOMipHa a60
3HAYHA TilepaKTHBHICTH, HE3HAYH] HEBPOJIOriYHi O3HAKH Ta BiIXMJICHHS B €/eKTPOeHIe(panorpami.
[TopymieHHs 30aTHOCTI 0 HaBYaHHs HE 000B’3KOBE.

(Dapmaxonorltme JMiKyBaHHS MOKa3aHe He [UIsl BCIX MALi€HTIB i3 MM CHHAPOMOM, i punemm 010
3aCTOCYBAHHS mxapcworo 3acoﬁy TIOBMHHO IPYHTYBAaTHCS Ha JyXKe peTem,Hm OILHII TSDKKOCTI
CHMIITOMIB y TIAIli€HTa T4 NATOJIOri] 3 ypaXyBaHHsSM BiKy IMTHHH Ta CTIHKOCTI CUMIITOMATHKH.
Oco06nuBi rpyIH.

Tayienmu 3 newinkosolo nedocmammuicmio. s NaUieHTIB 3 IOMIPHOIO IIEUiHKOBOIO HEIOCTATHICTIO
(xnac B 3a mxanoro Yaitnna-I1"10) mouarkosi Ta KiHIEB1 1034 ciij 3HU3UTH 10 50 % 3BHYHOI J103H.
JUist manieHTiB 3 TAKKOIO NEYiHKOBOK0 HepocTarHicTio (k1ac C 3a mkanoro Yaiiga-1T10) nogarkosa
71034 Ta KiHIIeBi 1034 CJIiZ 3HU3UTH 10 25 %0 3BUYHOI I03H.

Hayienmu 3 Hupko6olo Hedocmamuicmio. IlamieHTH 3 TEPMIHAIBHOWIO CTAli€l0 HUPKOBOI
HEJIOCTATHOCTI 3a3HABAJIM BHINOTO CHCTEMHOIO BILUIMBY aTOMOKCETHHY, HDX 30pOBi J06pOBOIBLI
(mizBumenHs npuOIM3HO HA 65 %), ate Pi3HHII HE CIOCTEPIranocs, AKIIO BIUIHB KOPEKTYBaBCA 3
ypaxyBaHHsSM JI03M Y PO3paxyHKy Ha OJMHHIO MacH Tina. Takum YMHOM, aTOMOKCETHH MOXHa
npusHayati namnienTaM 3 CIIYT 3 TepMiHATBHOIO CTAIi€l0 HUPKOBOT HENOCTATHOCTI @00 3 HHKYHM
CTyIeHeM HHPKOBOI HEJJOCTATHOCTI i3 3aCTOCYBaHHAM 3BHYHOTO PEXHMY J03yBaHHSI. ATOMOKCETHH
MO’KE 3arocTpIOBATH apTepiaibHy TiEpPTEH3II0 Yy NAIi€HTIB 3 TePMIHAILHOIO CTAi€I0 HUPKOBOI
HEJIO0CTATHOCTI.

[pubmusao 7 % INpeACTABHUKIB €BPONEOIIHOI pacH MaloTh TIEHOTHI, SKHH BiANOBijae
nedynknionansaomy (epmentoBi CYP2D6 (rak 3Bani mosimsHi Mertabomizatopu CYP2D6).
[larieHTH 3 MM TeHOTHIIOM 3a3HAIOTh Y KiJIbKa pa3iB BHIOTO BIUIHBY aTOMOKCETHHY IOPIBHAHO 3
nanienTaMu 3 QyHkuionambHuM (epmenToM. TakuM 4YHHOM, NOBUIBHI MeTabomi3aTopu Oinbine
Mi1AI0THCS PU3UKOBI HEraTHBHUX sBUL. [l MAL€HTIB 3 TEHOTUIIOM, SKHH Bi/NOBia€ MOBLIEHUM
MeTaboI1i3aTopaM, PEKOMEHIYETCS HIDKYA [I0YAaTKOBA 1032 TA MOBUIBHIIIE MiIBUIICHHS JTO03H.
Hayicumu nimnv020 6iky. 3acTOCYBaHHS aTOMOKCETHHY IIallieHTaM BIKOM IIOHajm 65 pokiB
CHCTEMATHYHO HE OLIHIOBAJIOCH.

Jlimu sixom 0o 6 pokis. besneka Ta eeKTUBHICTH 3aCTOCYBaHHS aTOMOKCETHHY HITAM BIKOM JI0
6 porma HE BCTAHOBJIEHI, TOMY IperapaT He CJiJ 3aCTOCOBYBaTH IS mIcyBamm IB'L‘Eﬁ‘\Bl@M bi (o)
6 POKiB. M2 NN\

/. \ )
Iepedosysanns. [ [« SAPHACAANC \j\\
Cumnmomu. Y X0l IOCTMAPKETHHIOBHX JNOCIIKEHDh HAJXOMIIH 3BITH nj{k:‘n lr{eﬁ}g'rdfhf#hla CTpi
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XpOHIYHi Ilepe/o3yBaHHS TiNBKH ATOMOKCETHHOM. HaiOMMpeHinMM: —CHMITOMAMH, SIKi
CYHPOBOKYIOTh TOCTpE Ta XpPOHIYHE Iepefo3yBaHHA, OynHM IIYHKOBO-KHIUKOBI PO3JIAiH,
COHIIMBICTh, 3aMaMOPOYEHHS, TPEMOp, [OpPYIICHHS MOBEMiHKH. TakoX MOBIIOMIISUIOCH IIPO
rilepakTHBHICTh Ta TPHBOXKHICTE. TakoXk CIOCTEpiraTuch 03HAKH Ta CHMIITOMH, SIKi BiITOBiAQIH
nerkii a0 IOMIpHiM aKTHBi3alii CHMIATHYHOI HEPBOBOI CHCTEMH (HANmpHKIA[ Taxikapuis,
MiIBUINEHHS ApTEpialbHOrO THCKY, MiApias, CyXicTh y pOTi), i HaJXOJWIH MOBIJOMICHHS IPO
cBepOiX Ta BUCHIIAHHS. BinbIICTs BUMAAKiB OyaM Bijl JErkUX J0 NOMIpHHX. Y HEAKHX BHIAIKaX
nepe/io3yBaHHs, [OB’A3aHOr0 3 aTOMOKCETHHOM, MOBIOMIIAIOCS Mpo eninenTudopmui Hamany i
Jyke pizko mpo moxosxenHs inTepsany QT. Takox Oyiu MOBiJOM/ICHHS PO JIETANbHI BHNIAIKH B
pe3yJibTaTi rOCTPOro IEpefo3yBaHHsA, IOB’S3aHOTO 3i 3MilIAHHM NPHAOMOM ATOMOKCETHHY Ta
NpHHAHMHI OJTHOTO 3 JIKapChKUX 3ac00iB.

JIOCBiT KJIHIYHUX JOCIIi/DKEHD NIepe103YBaHHsI aTOMOKCETHHY OOMEKEHHMIH.

Jixysanns. HeobximHo 3abe3meunTd BeHTWLINi0 JereHiB. IIporsrom 1 romuHd micins
Iepeio3yBaHHs. MOXKHA 3aCTOCOBYBaTH AaKTHBOBAHE BYTLIA JUIS 3HH)KCHHS BCMOKTYBaHHS.
PekoMeH/IyeTbCs KOHTPOJIb CEPLEBOI MiSIBHOCTI Ta OCHOBHHMX TNOKAa3HHKIB KUTTEIIATBLHOCTI, a
TAaKOX TIPOBEJCHHS BIAMOBIIHMX CHMITOMATHYHHX Ta INATPUMYIOUHX 3axofiiB. Ilaumienra
HEOOXiIHO CIIOCTEpiraTH IOHAWMEHIIE TIPOTATOM 6 TOXMH. ATOMOKCETHH Ma€ BHCOKY adiHHICTB 3
GinkaMM TIa3sMH KpOBi, TOMY JIKyBaHHS Iepefo3yBaHHS ILIIXOM Jiamisy, HaliMoBipHime, Oyne
HeeeKTUBHUM.

IHobiuni peakuyi.

Jlith_Ta migmiTku. 3a pesyibTaramH IUIane60-KOHTPOIBOBAHMX JOCHIIKEHb 3a y4acTiO MiTed
HalOIIBII YaCTHMM HEraTMBHUMH SIBHINAMH OyiH roJoBHHH Oiib, OiIb y JKHBOTI' Ta 3HIKCHHIA
aneTwuT, mo 6yJM YacTo MOB’A3aHi i3 3aCTOCYBAaHHSM aTOMOKCETHHY 1 CIOCTEpiraaucs npubIu3Ho y
19 %, 18 % Ta 16 % nainieHTiB BiANOBiAHO, ale PiAKO MPH3BOIMIH O HEOOXiTHOCTI IPUNHHEHHS
3aCTOCYBaHHs Iperapary (4acTota nNpHnuHeHHs Tepamnii cranoBHTh 0,1 % y pasi rojosaoro Gosmo,
0,2 % — 6omo y xusoti Ta 0,0 % — 3HWKEHOro aneTHTy). Bumanku 6010 y XHBOTI Ta 3HHKECHHS
aneTHTY, K IPaBHJIO, MaJIH THMYACOBHH XapakTep.

Ha panmix crajisx Teparii BiI3Hayasacs 3aTPHMKa CEPEIHIX TeMIIiB 301IbIICHHS MacH Tija i pocTy
cepeJl THX, XTO OTPUMYBAB aTOMOKCETHH Yy 3B’S3Ky i3 3HIKeHHM anerutoM. Hamani npu TpuBaiii
Teparmii micJisi I0YaTKOBOI BTpaTtH B Habopi Macu Tina abo pocTy CIOCTEPIrajJocs HEBEIHKE iX
IiJIBUIIEHHS JI0 CEPeIHIX MOKA3HUKIB HOPMH IIPH JIOBIOCTPOKOBOMY JIIKYBaHHI.

HyzoTa, 6/1i0BaHHS Ta CORIHBICTE” MOHBI mpubm3Eo y 10 % Ta 11 % nauientis, 3ae6iabmoro
[POTAroM Iepmoro Micsus Tepamii. OgHak ui emizoau 3a3Buyai OynH jierkoro abo cepesHbOro
CTyINeHsl TSOKKOCTI, Majli THMYacOBHH XapakTep i He OyjaM NPUYHHOIO NPUNMHEHHS JIKYBaHHSA B
3HAYHIH KITbKOCTI BUMAKIB (piBeHb NPHIIMHEHHS JIiKyBaHHsA cTaHOBUTH < 0,5 %).

¥ xoai miane60-KOHTPOIbOBaHHX JOCIIHKEHb 32 YYacTIO SIK AITeH, TaK 1 JOPOCIHX CIOCTEPIrajloch
I IBUIICHHS 9acTOTH cepueBux ckopoueHs (UCC) Ta miaBHINEHHS CHCTOJIYHOrO Ta AiacTONIYHOTrO
aprepianbHOro TUCKY (AT) y nauieHTis, siki mpuiiMaal aTOMOKCETHH.

Uepe3 BIUIMB Ha HOpaJPEHEPriYHHM TOHYC Yy TMALIEHTIB, SKI NPHHMAIK aTOMOKCETHH,
cnocrepiramucs oprocraruuda rinmorensia (0,2 %) ta menpuromuicte (0,8 %). AtomoxceTHH
HeoOXi/THO 3aCTOCOBYBATH 3 O0EpEXKHICTIO IMPH HASBHOCTI CXHJIBHOCTI NALi€HTIB JO CTaHiB, SKi
MOJXYTh MPU3BECTH 10 OPTOCTATHYHOI TiMOTEH3Il.

Tabmuus 1 Hebaxanux edekriB Oyina ckiajeHa Ha OCHOBI MOBIXOMIICHB Npo HebGakaHi sBUINA Ta
nabopaTOpHUX JOCII/UKEHb, NPOBEICHUX Yy XOJi KIIHIYHMX BHIPOOYBaHb, a TAKOX CIOHTAHHHX
[IOCTMAPKETUHIOBUX TOBIZIOMJICHD BiJI JiTECH.

Tabnuunui nepenix nobiuHux peaxyii.

Oninka 9acToTH: ay*e gacto (= 1/10), gacro (= 1/100 - < 1/10), wewacro (= 1/1000 - < 1/100), piako
(= 1/10000 - < 1/1000), xy»xe pizko (< 1/10000).

o~ 1 - Tabmans 1
. Jyxe gacto Yacro Heuacro / 7 PiIKO- .\
Knacu cucrem opranis >1/10 >1/100 - <1/10 > 1/1000 - < 1/100/ |> 1/10000 - < 141000
Iopymenns meraboniamy |3HHKeHHH AHopekcis  (BTpara f.. i :; r'_vf :n W= )
Ta TPaBIeHHS aneTuT anetuTy) ".l. A paira IHK.» /g |
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JlpaTiBiuBiCTb, IToB’s3ani 3

KOJIMBAHHA HACTPOIO, |CYTLMAOM TOAiT,
Ge3coHHS, arpecis, BOPOXICTb,
ogls 36ymKeHHA*, emoLiiHa
TCH ORI HOpyiemE TPHBOKHICTB, nabUIbHICTRY,
zenpecis Ta|[CHXO3H
NpHUrHiYeHUH (BKJTIOYAIOYH
HacTpii*, Tux* raJifoLuHanii)*
HenputoMHicTb,
TlNonoeuuii L i ” MITpoHEs
[TopyuieHHs 3 6oky 6i T —— napecre3ia*,
HEpPBOBOI CHCTEMH P P rinoecresis*,
COHJTUBICTB 3 :
eniienTHyHi
Hanaju **
[MopyiueHHs 30py Minpias 3arbmapeHuii 3ip
ITpuckopene
cepueOuTTH,
; CHHYCOBa
CepueBi nopymeHHs Taxikapziis,
MOOBKEHHSA
inTepBany QT**
CyauHHI NOpYLIeHHS XBopoba Pelino
[Mopywenns 3 6oky Bl . y
LITYHKOBO-KHMIIKOBOIO o 3anop, aucnencis
OnroBaHHs, 1
TPaKTy HyZI0Ta
AHOMATLHHI/ T IBH-
LeHHH piBeHB
R ; i o MEe4YiHKOBHX  TECTIB,
['enaroGiniapHi H'm.smu‘ennu plm?rb T RenR
NIOPYLIEHHS 6inipyGiHy B KpoBi yPaKEHHS MEYiHKH,
rocrpa  Mne4iHKoBa
He0CTaTHICTE*
[TopyuieHHs 3 60Ky LUKipH Jepmatut, cBepOixk,|[ineprinpos,
Ta MiAWKIPHOT TKAHHHH BHUCHIAHHS anepriusi peakuil
Veknagnene
l'[opymeHHfl 2 69xy HHpak CEUOBHITYCKaHHA,
Ta CEYOBHBIHOI CHCTEMH i o
IIpianism,

[TopyuieHHs 3 Goky
CTaTeBOI CHCTEMH Ta
MOJIOYHHX 347103

reHiTalbHUH Oinp Y
MALi€HTIB YONOBIYOT
crari

CTOMITIOBAHICTb,

3araibHi NOpyLIEHHS - AcTeHis
anaris
[TigBUIEHHS
aprepiajibHOro
JlocipkeHns THCKY", 3HIKEHHS MacH Tija
NiABUILEHHUI
pisens YCC'

"Takos BKmOUae Gisib y BEpXHBOMY BifU1ifli KHBOTA, JUCKOM(OPT y LLTYHKY, abnoMiHanbHuil auckomdopt
Ta AuckoMdopT B eniracTpii.

*TakosK BKITIOHYAE ceJatiio.

'Briioyae yCKIaAHEHHS B 3aCHHAHHi, NOPYILIEHHA CHY cepesl HOui Ta npobyukeHHs (3aBYacHe BpaHilIHE
npodyKeHHS). e
*Pesynsrari nokasuukis YCC ta AT HaBesieHi BiiNOBiHO 10 OCHOBHUX MOKA3HHUKIB Wﬂbﬁo‘éﬁh
* Jlusuch po3ain «OcobaHBOCTI 3aCTOCYBaAHHAY /.’ 7 MmN\
** JTUBHCH posin «OcobnuBocti 3actocyBaHHsa» Ta «B3aemosis 3 iHIIUMHU JIlKapCbéHIMHJ :glpg@% 3
BHJIH B3aEMOJiH».
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IMosinbHi _Merabomizaropu (PM) CYP2D6. Hmxue3asnaueHi HErarWBHI SBUIIA TPAIILIIHCH Y
npuHaiiMHi 2 % NalienTis, y sKux crocrepirascs nopinsuuil Meradomism (PM) CYP2DG6, i Oy
CTATHCTHYHO 3HAYYIIOK MipOI0 dYacTimuMK y PM-maiuieHTiB NOpPIBHAHO 3 Nali€HTaMH, y SKHX
croctepirascs akTuBHEH MetaGonism (EM) CYP2D6: suwkeruit anerut (24,1 % PM, 17 % EM);
Ge3coHHS Y KOMIUIeKci (BK/IIouarouu 6e3coHHs, nmoMipHe Ge3conHs Bpasimue Gesconns, 14,9 %
PM, 9,7 % EM); nenpecis y KOMIUIEKCI (BK/IFOYAIOUH JENpPecilo, BEIHKHHA JCNPECHBHHI po3nal,
CHMIITOMHM JIeTpecii, mpurHiueHuii HacTpiit Ta quchopiio, 6,5 % PM, 4,1 % EM); 3HMKEHHS MacH
tina (7,3 % PM, 4,4 % EM); 3anop (6,8 % PM, 4,3 % EM); tpemop (4,5 % PM, 0,9 % EM);
cenauis (3.9 % PM, 2,1 % EM); excopiauis (3,9 % PM, 1,7 % EM); enypes (3 % PM, 1,2 % EM);
xon’roHKTHBIT (2,5 % PM, 1,2 % EM); Brpara cBinomocti (2,5 % PM, 0,7 % EM); 3aBuacHe
Bpanimue npobymwkenns (2,3 % PM, 0,8 % EM); miapias (2 % PM, 0,6 % EM). HmiuesasnaueHe
SBUINE HE BiMOBIAIO0 BU3HAYCHHM KPHTEpifAM, ajle PO HHOTO MOBIIOMISIOCS: IeHepati3oBaHuH
tpuBokHH posnaz (0,8 % PM, 0,1 % EM). Kpim Toro y pe3ynbTarti 10CTiKeHb, AKi TpuBamm 10 10
THIKHIB, BTpaTa MacH Tija 6yna nomitHimoio y PM-nauienTis (B cepernpomy 0,6 kry EMi 1,1 kry
PM).

opoci.
Pesiome npoginio besnexu.
V xofi KIHIYHAX KocHipkeHsb y gopociux i3 CHAYT, Hikde3a3HaueHi KIacH CHCTEM OpraHiB Maju
HaWBHIy 4acToTy moOIiUHMX e(ekTiB Mif Yac JiKyBaHHS aTOMOKCETHHOM, a CaMe: IUTyHKOBO-
KHIIKOBA, HEPBOBA CHCTEMH Ta Tcuxika. Haifuactime (> 5 %) moBiIOMIIAIOCS PO TaKi HEraTHBHI
sABHING, AK 3Hwkenuii anetut (14,9 %), 6e3conns (11,3 %), ronoBuit 6ib (16,3 %), cyxicTs y poTi
(18,4 %) Ta myzmora (26,7 %). Binpmiicts i3 mux HeGaxaHHX ABULI OyiaW JIETKOTO Ta CEpPeIHBOIO
CTYNeHs TSHKKOCTI, HeOaXkaHi SBHINA TSHKKOTO CTYTIEHS, PO fAKi HaiyacTille NOBiIOMILUIOCS, HYIOTa,
Ge3coHHs, BTOMA Ta royioBHuUi 6inb. Ckapru Ha 3aTPHMKY cedi abo yCKJIaIHEHE CEUYOBHITYCKaHHSA Y
JIOPOCITUX CJTiJl PO3IJISAATH SK TaKi, IO MOTEHIIHHO MOB’sA3aHi 3 3aCTOCYBAHHIM aTOMOKCETHHY.
Tabmuns 2 HeGaxanux edekTis Gyjia CKiajeHa Ha OCHOBI IOBiOMIICHb mpo HeOakaHi sBHINA Ta
1abopaToOpHUX JOCHI/DKEHb, MPOBEJCHAX y XOJI KIIHIYHHX BHNIPOOYBaHb, a TAKOXK CIIOHTAHHHX
OCTMAPKETHHIOBUX TTOBiIOMJIEHb BiJI IOPOCIIHX.
Tabauynuii nepenix nobiYHuX peaxyill.
Oninka yacToTH: ayxe gacto (> 1/10), gacro (> 1/100 - < 1/10), Hewacro (=1/1000 - < 1/100), piaxo
(> 1/10000 - < 1/1000), xy>xe pimko (< 1/10000).

Tabmuns 2
i Jy>e 4acro > Yacro Heuacro Piaxo
Kuacu cucrem opratis - g o
1/10 >1/100-<1/10 > 1/1000 - <1/100 |{>1/10000 - <1/1000
[Topyuienns Metabonizmy |3HHKEHHH
Ta TPaBJIeHHs aneTuT
IToB’s3aHi 3
S0y AeHBR’, cyiuuaom noaii*
3HWKEHHSA nidino, k- .
037184 CHY, Aenpecis arpectd, BOPOMICTD| o xosu (BKJTIOHAIOYH
IMeuxiuHi nopyleHHs Besconus’ P 2 it .[Ta eMoLiifHa R
Ta NPHUrHiYEeHHH i raJfoLMHaLliT)
—_— nabinbHicTh*,
HacTpik*,
s 3aHEMOKOEHHH,
TPHUBOXKHICTh -
3anamMopoYeHHs,
NMOpYLUEHH  CMakK ;
o PyLiem Ys HenputomHicTs, : :
[TopyLueHts 3 60Ky [onoBHuiHA napecresis, i Eninentuuni
HEPBOBOI CHCTEMHU 6inb COHJIUBICTB ey g Hanmagu**
rinoecresis
(BKIIIOYAIOUH
ce/IaTUBHY), TPEMOp
ITpuckopene Neicieai
CeplieBi nmopyiueHHs cepuebuTTH, Shica
: 9 intepsay QT** B
Taxikapais A P TR
c . . . [oxonoaninHa /| seon oo N\
VIAWHHI MOpYLIEHHS Iinepemis, npuruey | . . / XBOpoB’a Peiino”
KIHLIIBOK // / A N\

g =
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TMopywieHHs 3 GoKy ; Bine y  KMBOTI|

Cyxictb y .

[LUTYHKOBO-KHIIKOBOI'O poTi, HyHioTs 3arnop, LMCIIEnCis,

TPAKTy MeTeopu3M, OJTIOBaHHS
AHOMANBEHUH/ T ABHILE
HUH piBeHb
MEYiHKOBHX  TECTiB,

L JKOBTSIHMLIS, TernaTuT,

I'enarobiniapHi yPWKEHHA  TIEUiHKH,

HRpTHenE rocTpa neviHKOBa
HEIOCTATHICTb,
migBMiIeHuit  piBeHb
6inipybiny B KpoBi*

: Hepmatur, Anepriuti peaxiii-,
Hop'ymeul - 3“601<y HIKIpH rinepriapos, cBepOiK,
Ta MiAWKipHOT TKAHWHH e S —

[Mopymenns 3 6oky
OMOPHO-PYXOBOI0

“ M’ 130BHH THK
anaparty Ta Croy4Hoi

TKaHHHH
Jluzypis, nonakiypis,
IMopyexts 3 60Ky HUPOK YCKJIaJIHEHE ITosuBH no
Ta CEYOBHUBIHOT CHCTEMH CEYOBMITYCKAHHA, CEUYOBHITYCKaHHs
3aTPUMKa cedi
ﬁ[:cmenopea, ... |HeMommuBicThb
PYLUEHHS esKyJIsLIi, ——
[opywenHs 3 60Ky epEeKTHIbHA B S
CTaTeBOI CHCTEMH Ta AuchYHKLIs, peryApHuA | ITpianizm
MEHCTPYaJIbHHH
MOJIOYHHX 3aJ103 mpocratut, A —
reHiTanbHud Oinp  y
: i . ” |oprazmy
oci6 yonoBiuoi craTi
AcTeHiq,
CTOMJTIOBAHICT,
3aranbHi NOpYIIEHHS MJISBICTbD, 03H00, | BiguyTTa Xonoay
JIPaTiBIMBICTb,
BIJIYYTTS Crparu
[TinBUILEHHA
aprepiaabHOro
Hocnimxenus THCKY®, 3HMUKEeHHS MAcH Tina
MiABHILEHHA
pisess YCC?

"Takox BKTIOHAE Gl Y BEPXHBOMY BiU1ifli JKMBOTa, AMCKOMGOPT Y LUTYHKY, abaoMiHaIbHHA AMCKOM(OPT
Ta auckomdopT B eniracTpii.

Bxitoyae yckiaaZaHeHHs B 3aCHHAHHi, MOPYLIEHHA CHY cepell Ho4i Ta npoly/KeHHs (3aBYacHE BpaHilIHE
nipoOyKeHH ).

Pesynsrarn nokasuukis YCC ta AT HaBezieHi BiANOBIAHO 10 OCHOBHUX MOKA3HHMKIB KUTTEXIATBHOCTI.
‘Brmouaouy aHadiNakTHUHI peakilii Ta aHriOHeBPOTHYHMI HAGPSK.

* [Tuuch po3aii «OcoOIMBOCTI 3aCTOCYBAHHS

** JluBuck posain «OcobnuBocti 3acTocyBaHHS» Ta «B3aeMozis 3 iHIIMMH JiKapchbKUMHU 3acobaMu Ta iHuIi
BH/IH B3aEMOZI».

[MoBineHi MertaGomnizatopu (PM) CYP2D6. Huxue3azHaueHi HEraTHBHI SBMINA TPAIUIIHCH Yy
npuHaiMHi 2 % NaUieHTiB, y SKHX CrocTepiraBcs moBiisHUM Metabomism (PM) CYP2D6, i 6ynu
CTATUCTHYHO 3HAYYIOI MIpoI0 YacTimmuMmu y PM-mamieHTiB MOpIBHAHO 3 MAlli€EHTaMH, y SKHX
criocrepirascs aktusHui Merabonism (EM) CYP2D6: umeuitkicts 30py (3,9 % PM,- ﬂ: EM);
cyxictb y poti (34,5 % PM, 17,4 % EM); 3anop (11,3 % PM, 6,7 % EM); o 06 A, 9% PM 9 %
EM); 3umxenuid anetur (23,2 % PM, 14,7 % EM); tpemop (5.4 % P 2 A;;EM 6e3qom{ﬁ
(19,2 % PM, 11,3 % EM); posnam cay (6,9 % PM, 3,4 % EM); posnany "u,u 4ac 5;9; (‘5"&5




2,7 % EM); 3ayacHe Bpanimae npobymwkenns (3 % PM, 0,9 % EM); 3aTpiMka Ce4OBUITyCKaHHS
(5,9 % PM, 1,2 % EM); epextuibna auchyrkuis (20,9 % PM, 8,9 % EM); nopymeHHs esKysuii
(6,1 % PM, 2,2 % EM); rinepriapos (14,8 % PM, 6,8 % EM); noxonoaninns Kinuisok (3 % PM,
0,5 % EM).

Tepmin npudamuocmi. 2 poxu.

¥YmoBu 30epiranus.
36epiratu mpu Temneparypi Big 15 no 30 °C.

30epiraTd y HeAOCTYNHOMY /LIS AiTeH micui.
Ynaxoska. ITo 15 xancyn y 6ricrepi, o 2 Gnicrepu y KopoOiuti.
Kareropis Bianmycky. 3a penentom.

Bupobuux.
dapmacaiinc [ak./Pharmascience Inc.

Micie3Haxo/KenHsl BHPOOHHKA Ta HOro axpeca Micls NPOBa/KeHHs Jis/IbHOCTI.

6111 PosmmaynT Aseno, 100, Monpeais, KBeGex H4P 2T4, Kanana/
6111 Royalmount Avenue, 100, Montreal, Quebec H4P 2T4, Canada.

JIa'ra OCTAaHHBOTO NEPErIsay.
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