KPATKA XAPAKTEPHCTHKA HA TIPOIYKTA 53
PLIYEY &7

1. HME HA JEKAPCTBEHHS [TIPOIYKT RE/ /A7 /74- 426 G2
2502, 200

Budnokc 20 mg TBbpAH Kancyiu
Biflox 20 mg hard capsules
2: KAYECTBEH H KOJIMYECTBEH CHCTAB

Besika TBbpIa Kancyna chabpka 22,36 mg duiyokceruHos xuapoxnopua (fluoxetine hydrochloride),
ekBuBasieHTeH Ha 20 mg ayokcetuH (fluoxetine).

[ToMOLIHO BELIECTBO ¢ U3BECTHO AeHCTBHE:
Bceska kancyna ceabpika 35 mg nakroza moHoxuapar u ousetuten E110.

3a mBIHHA CIIHCHK HA MIOMOIIHHUTE BEIECTBA BHXKTE TOoUKa 6.1,

3. JEKAPCTBEHA ®OPMA

Tebpaa kancyna
TBbpAN, UHIHHAPUYHA HETaTHHOBH KamcCyJH ¢ *BJITO TAJIO0 H CHHBO Kanaue.

4. K/IWMHWUYHH JAHHH
4.1. TepaneBTHYHH NOKA3aHHSA

Tonemu AenpecHBHH €NHU30/H;

OO0cecHBHO-KOMITYJICHBHO Pa3CTpPOICTBO;

By/nMMHs HEBPO3a: KAaTO JONMbJIHEHHE KbM IICHXOTEPAMHATA 3a TOTHCKAaHE Ha XeJJaHHeTo 3a 00HIHO
XpaHeHe ¢ NocleBallo caMoNpeH3BHKaHO MOBPBILAHE.

Heya u wonowu (8-18 200unu)

YMepeH 10 TeXbK roisaM IeNnpecHBeH enu3ol, ako AeNnpecusaTa He ce MOBIHABA OT NCHXOTepanus cien
4-6 ceanca. [1pu feua 1 10HOLIH ¢ YMEpeHa [0 TeXKa AENpPECHs aHTHAETIPECHBHA Teparus ce IpoBexkIa
CaMo, aKo Ce CbHe€TaBa ¢ NoAxoAsALla NCHXO0TEpanus.

4.2. lo3npoBKa H HAYAH HA NPHJIOKEHHE

J_E[omgomca

Bw3pacmnu

[onemu JenpecHBHH €MH301H

Bwv3pacmnu u nayuenmu 6 cmapyecka eb3pacm

[NpenopbunTenHara no3a e 20 mg aHeBHOo. [TpH HeOOXOAHMOCT 103aTa ce KOpUrupa a0 3-4 ceIMHIH cnejl
HaYyaJoTO Ha TeparusaTa, clell KOEeTO Ce NpeLeHsBa Jali e KIHHHYHO noaxoasuma. Benpekn, 4e npu
TNpunaraHe Ha BUCOKH J03H CE NMOBHLIABA Y€CTOTA HA HEXE/IAHUTE JIEKapCTBEHH peakuyd NpH HAKOH
NalUeHTH C HEAOCTaTb4YEH TepaneBTHYeH OTrOBOP KbM A03a oT 20 mg 103aTa MOXKE /18 CE IOBHILH
nocreneHHo 10 MakcumMyM 60 mg (Bxk. Touka 5.1). Jlo3ara ce kopuripa BHHMATEIHO B 3aBUCHMOCT OT
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MHANBHAYaIHHTE HYX/IH Ha nauxedTa. [Toqospikaiia Tepanus ce NpoBexkaa ¢ MUHUMaIHaTa eeKTHBHA
J103a.

[ManuenTrTe C Aenpecus TpabBa a ce JIEKYBAT 3a A0CTAThYEH MEPHOA OT BpeMe, He 0-MaJIKo OT

6 Mecella, 3a J1a € CUTYPHO, Y€ CHMIITOMHUTE Ca OT3BYYallH.

O6cecHBHO-KOMNYJICHBHO Pa3CTPONHCTBO

Bwapacmuu u nayuenmu ¢ cmapyecka 8w3pacm

ITpenopbunTenHara qHeBHa no3a € 20 mg. Benpexy, e npu npujiaraHe Ha BUCOKH JI03H CE€ OYaKBa
MOBHLLIEHA YECTOTA HA HEXKEJTAaHHTE JIEKApCTBEHH peakiLiu, aKko NpH HAKOM NallMeHTH He ce Habmoasa
JocTaThb4eH TepaneBTHYEH OTrOBOP KbM 103a oT 20 mg ciiefi ieueHHe B NPOABbIDKEHHE Ha 2 CEIMHIIH
Jl03aTa MOJKe Ja Ce MOBHUIIH NMOCTENEHHO 10 MakcuMyM 60 mg.

Axo He ce Habmoasa monobpenne B pamkuTe Ha 10 cemMuun neveHuero ¢ payokceruH Tpabsa na ce
npepazriesa. [Ipu nocrurane Ha 1oOpa TepaneBTHYHA e€(PEKTHBHOCT JIeYEHHETO MOXKE J1a ITPOJBIIKH, KATO
Jl03aTa ce KOpHrupa HHAWBHAyanHo. He ca npoBekaaHi CHCTEMHH NPOYYBaHHA 3a NPOJBKHTEIHOCTTA
Ha ne4yeHneTo. O6cecHBHO-KOMIYICHBHOTO pa3cTPOHCTBO € XpOHHYHO CCTOSAHHE H NPH NalHEHTH,
OTrOBOPUIIH Ha JIeYeHHEeTO e pasyMHO TepanusTa ja npoasiku Haza 10 ceqmuun. Jlosara ce Kopurupa
BHHMATEJHO B 3aBHCHMMOCT OT HHAMBHIYAJIHHTE HYX/H Ha nauneHTa. [loaabpixaiua Tepanus ce
NpoBexk/a ¢ MUHUMalHaTa edekTHBHA f03a. Heo0X0aHMOCTTa OT IEYEHHE CE NPEOLIEHABA IEPHOHYHO.
Hsxou KNMHULKACTH Npenopb4BaT eAHOBPEMEHHO NpoBeX/iaHe Ha MoBeAeHYecKa ICHXOTepanus, 3a
nalueHTH, KOMTO ce NoBauABAaT A00pe oT hapMakoTepanusaTa.

I1pn 00CeCHBHO-KOMITYJICHBHO Pa3CTpPOICTBO HE € JoKa3aHa NpoJb/DKHTENHA e()eKTHBHOCT (3a NEpHO.
Haj 24 ceaMuIH).

BynuMus HepBo3a

Bw3pacmuu u nayuenmu 6 cmapuecka av3pacm

[IpenopwsunTenHara qHeBHa no3a e 60 mg. He e nokasana npoasmkutenta eGeKTHBHOCT Ha JIEYEHHETO
(3a moBede ot 3 Meceua).

BcHYKH HHOWKAIIHH
Buvzpacmuu

IMpenopbunTenHaTa 103a MOXKe Jla ce MOBHMLIABA MM MOHWKaBa. JIHeBHH A03u Haj 80 mg He ca CHCTEMHO
OLIEHEHH.

Jlozata GyoKceTHH MOJKe Jja ce PHeMe eIHOKPATHO WJIH Jia ce pa3/ie/iH Ha HAKONKO NMPHEMa 10 BpeMe
Ha MJIH MEXKY XPaHEeHETo.

[Mpu npekpaTtsABaHe Ha JIeYeHHETO AKTHBHOTO BELIECTBO OCTABA B OPraHH3Ma B MPOABJIKEHHE Ha HAKOJKO
ceIMHLH, KOeTo TpsAbBa Jia ce ¥Ma NMpeBH] IPH Ha3HAYaBaHe WM MPEKpaTABaHe Ha JICYEHHETO.

Kancynute u Teunnte popMu ca OHOEKBHBAIEHTHH.

CroenyanHy nonyJjaanuu

ITayuenmu ¢ cmapuecka év3pacm
[Tpu noBuIIaBaHe Ha fo3aTa e HeoOXoaMMO BHHMaHue. J[HeBHAaTa /103a He TpsOBa aa npesuinasa 40 mg.
MakcHManHaTa npenopeHHTeNHa A03a € 60 mg AHEBHO.

Yeprnodpobro yspexcoane unu NOMeHYuanHy 83aumMooeticmaus

[1pu nauneHTH ¢ HapylieHa YepHopoOHa QyHKLKMA (BXK. TOYKA 5.2) H NALMEHTH, NPHEMAllV JIeKapcTBa,
KOMTO MOrar aa B3aumojeiicTear ¢ ¢ayokceTHH (BX. Touka 4.5) AHeBHaTa 103a TpabBa Na ce peayuupa
HIIK J1a ce HaMaJIi YecToTaTa Ha npHemMa (20 mg npe3 aeH).
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Cumnmomu na omnemane, HabAOOAsaKU Npu npekpamasane Ha mepanusma c gayoxcemur Heobxoaumo
e J1a ce M30ArBa BHE3aNHO NpekpaTsBaHe Ha JeyeHHeTo. 3a Ja ce n3berHe puCKbT OT NOABA HA CHMIITOMH
Ha OTHeMaHe, PeKbCBAHETO Ha JieYeHHeTo TpAOBa /la cTaBa ¢ NOCTENEHHO pelylHpaHe Ha IHeBHATa J103a
B NMpoab/okeHre Ha 1 10 2 ceamuuu (Bx. Toukn 4.4 u 4.8). Ako no BpeMe Ha NOHMKABaHE HA 103aTa WIIH
TIPH NpeKpaTABaHe Ha JIEYeHHETO Bb3HHKHAT HEMOHOCHMH CHMIITOMH MOXe Ja ce 0OMHCIIH
Bb300HOBABaHE Ha NpeNHCaHaTa MpeH TOBa 103a. BriocneacTBHe NOHMKABAHETO Ha 7103aTa MOXeE 1a
TNIPOIBIIAKH, HO TMO-TIOCTENEHHO.

Ileduampuyuna nonyrayus

Heya u ronowu (8-18 200unu) c ymeper 0o meswcvk denpecusen enusoo

Jleuenuero ce 3ano4ysa 1 MOHUTOpHpa OT cneunanuct. Hayannara nuesHa no3a e 10 mg. Jlosara ce
KOPHIHpa BHUMATEIHO B 3aBHCHMOCT OT HHAMBHYaHHTE HYXK/IM Ha nauxenTa. [loaappxkaia tepanus ce
NpoBex/ia ¢ MUHUMaiHaTa ed)eKTHBHA 103a.

Cnen | no 2 cenMuuM JHEeBHATa A03aTa MoXe Ja ce noBHiH 10 20 mg. KAMHUYHHAT ONUT OT NPOYYBaHKs
¢ no3a Haa 20 mg e HepocTaTh4eH. MMa caMo orpaHH4eHH JaHHH OT MPOY4YBAHUA C MPOAB/DKHTENHOCT
Haz 9 ceIMHLIH.

Heya ¢ nucko menecro me2no
[Ipu feua ¢ HHCKO TENECHO TErIo ce HaboaaBaT BHCOKH CTOHHOCTH Ha N/Ia3MEHHTE KOHIEHTpallkH H
TepaneBTH4YeH e(eKT MoxKe Jla Ce NOCTHIHE ¢ HHCKH J03H (BX. ToYKa 5.2).

[Ipu aeua KOMTO OTrOBapAT Ha JIEYEHHETO, NPOAbKABAHETO Ha TepanuaTa ciaea 6-usa Mecell Tpabsa a ce
NOJJIONKH Ha OlLieHKa. AKO He ce HabnmoaBa TepaneBTHYHA eUKacHOCT 110 9 CEIMHUIIM OT JIEYEHHETO
TepanuATa TpAOBa Aa ce npepasriena.

HauuH Ha npuioxeHue
[TepopanHo npunoxeHHe

4.3. IlporHBOnmOKa3aAHHA

. CBpBX4YBCTBHTENHOCT KbM (JIYOKCETHH HJIH KbM HAKOE OT MOMOLLHHUTE BELeCcTBa, H30POeHH B

TOYKa 6.1;

® @DyoKCeTHH e NPOTHBOMOKA3aH 3a ynorpeba B KOMOMHALIMA ¢ HEOOPaTHMH HECEIeKTHBHH
MHXHOMTOPH Ha MOHOAMHHOOKCHa3aTa (HanpHMep UNpoHHaskA) (BkK. ToukH 4.4 1 4.5).

. @D1yOKCETHH € NIPOTHBONOKA3aH B KOMOMHALIMS ¢ METONPOJION, H3MOJI3BaH NPH ChpAeYHa

HEeJ0CTaTbYHOCT (BXK. To4Ka 4.5).
4.4, CnennaJHH npeaynpe;AcHHS H NpPeANa3HA MePKH NPH ynoTpeda

Koocnu obpusu u anepsuvnu peaxyuu

HaGnionaBanu ca oOpuB, aHaMIaKTOMIHM peakLUHH U NPOrpecupalld CHCTEMHH pPeaKiliH, MOHAKOra
CepHO3HH (3acsraliy koka, Ob0penn, yepen u 641 1po6). [pu nossa Ha 0OpuB U aHaDUNAKTHYHH
peaxiiy, 3a KOMTO JIMIICBA Ipyra Bb3MOXKHA eTHOJIOT U, JiedeHHeTo ¢ PIyokceTHH TpabBa ja ce
NpeycTaHOBH.

I'vpuose

[1pu neveHue ¢ aHTHAENPECAHTH CHILECTBYBA MOTEHLHAIEH PUCK OT 110ABa Ha rbpuose. IIpoayKThT
TpﬂGBa Ja ce npuiara BHUMaTe/IHO MpPH NalHEeHTH C MOBHIICH PHCK 3a Pa3sBHTHE HA I'bPYOBE H MPH
NauHeHTH ¢ aHAMHECTHYHH JaHHH 3a 'bpyOBeE. an MosBa Ha rbp40BE HJIH NO-4HecCTara HM nosBsa
neuenunero TpsabBa aa ce npeycraHoBu. [Ipy nauueHTH ¢ HecTabHIIHA eNUIENCHS H THIENCHS MO
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KOHTpon TpabBa Aa ce u3barea npunarate Ha ¢ayokcetuH. [lalueHTH ¢ KOHTPOIMpPaHa eNHJIENICHA
TpabBa fa ce HabmoaaBaT BHUMATENHO (BXk. Toyka 4.5).

Enexmpoxongyncusna mepanus (EKT)
HMma peaxu croOIeH s 3a NTPOABIDKHTENHH MbpYOBE NPH NalKHeHTH Ha duyokceTHH, nposexaamu EKT
JieyeHHe, Iopaju KOeTo ce [IpenopbyBa NOBHIIEHO BHHMAaHHUE.

Manus

AuTHIenpecanTuTe TpAOBa /a ce MPUJIAraT ¢ NOBHIIEHO BHHMaHHe MPH MalHeHTH ¢ aHaMHe3a 3a
MaHHA/XHIIOMaHuA. KakTo npH BCHYKH OCTaHAM aHTHAENPECaHTH NpH HaBIH3aHe B MaHHiiHa daza
neveHneTo ¢ uryokceTHH TpAOBa Jla ce NpeycTaHOBH.

Yepnoopobnu/6vbpeunu 3abonasanus

OnyokceTHH ce MeTab0NH3HPa EKCTEH3HBHO B uepHHs Apo0 u ce oTaens ypes ObOpenute. [lonnxkasane
Ha /03ara HIIH IpHEMaHe Ha MPOAYKTa Mpe3 /IeH ce NpenopbkyBa B CIy4anTe Ha 3HAUYUTEIHO HapylleHHe
Ha yepHOApoOHHTe QpyHKUMH. [TpH npunarane Ha GayokceTHH B Ao3a oT 20 mg JHEBHO B IPOABIDKEHHE
Ha 2 Mecela NMpH NalHeHTH ¢ Texxka GbOpeuHa HeloCTaTBYHOCT (ChC CKOPOCT Ha rioMepyiHa Guitpauus
(GFR) < 10 ml/min), ©3uCKBaLIH XeMOJHaIH3a He ce Habmo apa MpoMAHA B TUIa3MEHHTE KOHUEHTPaLHH
Ha ¢yokceTHH WM HOPIIYOKCETHH B CPaBHEHHE C KOHTPOJH ¢ HOpManHa Ob0peuHa QyHKIus.

Tamoxcughen

®nyokceTHH e MoieH uxubuTop Ha CYP2D6 1 MosKe 1a MOHHXKH KOHUEHTPalMHTe Ha eHJ0KCcH(eH,
€/IMH OT Hal-Ba)KHHTE aKTHBHH MeTaboNuTH Ha TaMokcHeH. [penopbusa ce neueHHeTo ¢ GIyoKceTHH
na ce u3bATea 1Mo BpeMe Ha Tepanus ¢ TaMmokcHdeH (BxK. Touka 4.5).

Cwvpoeuno-cvoosu egpexmu

ITo BpeMe Ha MOCTMapKETHHIOBUA NEPHO] ce choOliaBa 3a ciy4an Ha yabnkaBaHe Ha QT uHTepBana u 3a
KaMepHa apuTMHS, BKJIIOUMTENHO torsades de pointes (Bxk. Toukn 4.5, 4.8 u 4.9).

dnyokceTHH TpAOBa Ja ce U3MOJI3Ba ¢ MOBHILIEHO BHHMAHHE NPH MALHEHTH CbC ChCTOSAHHA KaTo CHHAPOM
Ha BpozeH yaemken QT uHTepBan, (haMHIHa aHaMHe3a 3a yabbkaBaHe Ha QT uHTEpBana uiH Apyra
KJIHHUYHH CBCTOSIHHS, KOHTO Mpepa3noiarat KbM apHTMHH (HanmpUMep: XHIOKaTHEMHS,
XHIOMarHesueMus, Opafukapus, OCTbp MHOKapAeH HH(apPKT HITH IEKOMIIEHCHPaHa Chp/leYHa
HEJ0CTaTb4YHOCT) MM NOBHLIEHA eKCNO3HLMA Ha (yoKceTHH (HanmpHMep, 4epHOAPOOHO yBpeXIaHe).
I1pu nanueHTH che cTAOMIM3UPaHH ChpAeYHH 3a00ABaHUsA NPeX HAYaJIoTO Ha TepanusTa Tpsbsa na ce
ounenu EKI".

[1pH nosiBa Ha MPU3HALM HA ChpJEYHA aPUTMHS 110 BpeMe Ha JieueHHe ¢ (IyOKCeTHH, le4eHHeTo TpabBa
Jla ce mpeycTaHoBH H ja ce Hanpasd EKT.

3azyba na mezno
IMpu HaKoM manyeHTH ce Habmo/aBa 3aryba Ha Terno, OOMKHOBEHO MPOTIOPLIHOHATIHA HA H3XOHOTO
TEJNECHO TETIO.

Huabem

Jleuenueto cbe SSRI npu naumenTu ¢ quaber MoXe Ja OKaxe BIMSHHE BbPXY ITHKEMHYHHA KOHTpoI. 1o
BpeMe Ha Tepanus ¢ (UIYOKCETHH € Bb3MOXHO J1a ce HabJk/1aBa XUIIOTTHKEeMHS, a CJIefl IpeKpaTiaBaHe Ha
TepanuATa - XHIeprinkeMHis. Moxe Jia ce HalOXH KOpeKLHs Ha 103aTa Ha HHCYJIMHA W/HIM Ha
nepopaiHHTe aHTHAHAOETHH Cpe/cTBa.

Camoybuiicmgo/cyuyuonu Muciu wiu e10uasane Ha KIUHUYHOMO CbCMOSHUE

JenpecusaTa e cBbp3aHa ¢ MOBUIIEH PUCK OT CYMLIHHH MHCIIH, CAMOHAPaHABaHE H CYHLHAHHN ONMUTH
(cynuuaHu feficTBHA). To3H PUCK ChILECTBYBA 0 HACTHIIBAHETO Ha 3HAYMMa peMHCHA. T'bH KaTo
noaobpeHHe MoXKe J1a He HAaCTBITH Mpe3 MbPBHTE HAKONIKO CEAMHIIM HIIH NoBeYe OT JIEHEHHETO,
nalnMeHTUTe TpAOBa Aa ce NpocneAsBaT BHUMATENHO /10 HAacThlBaHeTo My. KIIMHHYHHAT ONKT MOKa3Ba, Yye
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PHCKBT OT CaMO)(ﬁHﬁCTBO MO3€E J1a C€ MOBHLIHK B PAHHHUTE €TalH OT Bb3CTAHOBABAHETO.

JIpyru NCUXHYHH ChCTOSHMA, 3@ KOUTO C€ MpeAnucBa (IyOKCeTHH, ChLIO MOTaT Ja ObJaT CBbP3aHH ¢
TMOBHIIEH PHCK OT CYHLHAHHM JeficTBHs. OCBEH TOBa T€3H ChCTOSHHMA MOTaT Ja ca KOMOPOMIHHU €
TOJIAMOTO JeNPecHBHO pascTpoiicTBo. Koraro ce jiekyBaT nauMeHTH ¢ ApyTH MCHXHYHH pa3cTpoicTBa
TpsbBa aa ce crOMmoaaBaT npeanazHUTe MepKH, ChOMI0aBaHN NPH JIEYEHHETO Ha NALMEHTH C FoNAMO
JETPECHBHO Pa3CTPOHCTBO.

[Tpu nayueHTH ¢ aHaAMHe3a 3a CYMUMIHH ASHCTBMS MM CYMI[HAHA Healys B 3HaUMMa CTeleH npeiu
3armoYBaHe Ha JIEYEHHEeTO PHCKBT 3a CYHLIMAHH MHCIIH HJIH CYHLIH/IHH ONMTH € MO-ToJAM U TpabBa aa
OBaar npocneisBaHK BHUMATENHO 110 BpeMe Ha JieueHHeTo. MeTaaHanus Ha ruianebo KOHTpOlIHpaHH
KJIMHHYHH NPOYYBaHUA C AHTHENPECAHTH NPH Bb3PACTHH MALMEHTH ¢ NICHXHYHU Pa3CTpOHCTBa MOKa3Ba
TIOBHLIEH PHCK OT CYHUMAHO NOBEAEHHE MPH JieYeHHEe C aHTHAENPECaHTH B CpaBHEHHe ¢ Iuianebo npH
NalHeHTH Ha Bb3PacT Noj 25 roAHHH.

ITo BpeMe Ha JieKkapcTBEHATa Tepanus NalHeHTHTe TpsOBa Aa ce MpocieasBaT BHUMATENHO, 0cOOeHO Te3H
C BHCOK PHCK CTIELIHAJTHO B PAaHHMTE €TANK Ha JIeYeHHEeTO H Clell TPOMsHa Ha fo3ara. [launenture (1
OKa3BallliTe FPHXH Ha NaupeHTHTe) TpaOBa Ja ObaaT npeaynpeeHH, 4e e HyXKHO Npocie/sBaHe 3a
€BEHTYAJIHO KJIMHHYHO BIIOLIABAHE, CYHIIH/IHO NIOBEICHHE HITH MHCIIH H HeoOuyalHH NPOMEHH B
MOBEICHHETO H MPH HAJIMYHETO M He3abaBHO TpAOBa J1a MOTHPCAT MEAHLIMHCKH CBBET.

Axamuzus/ncuxomomopHo 6e3noxoicmso

Vnorpebara Ha IyoKCETHH Ce CBbP3Ba C pa3BHTHE Ha aKaTH3MA, XapaKTepH3Hpalla ce CbC CyOeKTHBHO
HENpPUATHO MITH M3TOINaBaio He3nokoiicTBO 1 HeOOXOAMMOCT OT HECTO ABHIKEHHE, ChIIPOBOJIEHA OT
HeCrnocoOHOCT /1a ce CTOH CMOKOHHO B CeJHAJI0 WK H3npaBeHo noaoxenue. Tosa ce Habmo1aBa Haii-
4eCTO B PAMKHTE Ha ITbPBHTE HAKOJKO CEIMHLM OT JieueHHeTo. [Ipu naluueHTHTE, KOUTO Pa3BUBAT TE3H
CHMIITOMH, IOBHIIABAHETO HA 103aTa MOJXKe Jia e naryoHo.

Cumnmomu na omnemane, nabrmooasanu npu cnupane na aevenuemo ¢ SSRI

ITpu npekpatsBaHe Ha JieYEHHETO 4eCTO ce HabAaBaT CHMITOMH Ha OTHEMaHe, 0COOEHO aKo
IpeycTaHOBABAHETO € BHe3amnHo (BxK. Touka 4.8). B KIMHUYHH Npoy4YBaHHA NMpPH NpeKpaTABaHe Ha
JIeYyeHUeTo ca HabnAaBaHH HexxenaHu ceOuTHA npu npudauszutenHo 60% oT nauMeHTHTE B rpynara Ha
dnyokcetus u nnauebo. Te3u Hexxenanu cONUTHA ca TexKo u3pazeHu npu 17% ot rpynara Ha
¢nyokceTuH U npu 12% ot nnauebo rpynara.

PHCKBT OT N0fiBa Ha CUMIITOMH Ha OTHEMaHETO MoXe Aa Ob/ie TIOBNIHSH OT pa3NuyHi (hakTopH, KaTo
[POABKUTENHOCT HA JIEYUEHHETO, JI03aT4, 4 ChLIO Taka M CTENEHTA Ha pelyluupaHe Ha ao3ara. Haki-uecto
cbODIIaBaHUTE CHMIITOMH Ca: 3aMaiiBaHe, CEH30pHH HapylleHus (BKJIIOYHTEIHO apecTe3us ), HapyleHHs
Ha CbHA (BKJI. Ge3ChbHME H HECTIOKOWHH ChHMILA), acTeHHs, Bb30yaa HiH 6e3NnoKkoicTBO, rafieHe H/Hin
NOBpbLIaHe, TpeMop U riaBobonue. Te3u cHMNTOMUH OOMKHOBEHO Bb3HMKBAT NPE3 MbPBHTE HAKOJIKO JHH
clef IpeKpaTABaHe Ha JEYEHHETO U ca cnabo A0 CpeaHO H3pa3eHH, HO NPH HAKOH MAlMEHTH ca B TEXKa
CTeneH, OrpaHHYeHH ca i OOMKHOBEHO OT3BYy4YaBar 3a 2 ceJIMHLIH, HO B HAKOH HHAUBHAYAIHH CIIy4aH
npoab/KaBar no-Asaro (2-3 Meceua uiu noseye). [lopaan ToBa NpH CIMpaHe Ha NTEYEHHETO €
(hnyokceTHH ce MpenopwyBa 103aTa Ja ce MOHKXaBa MOCTENEHHO 3a NEPHOJ HE N0-MalbK OT €/IHa 10 1Be
Ce/IMHLIM, B 3aBUCHMOCT OT HYXHTE Ha nauueHTa (Bx. Touka 4.2).

Xemopazuu

Ipu u3non3BaHe Ha ceNeKTHBHH HHXHOMTOPH Ha 0OpaTHOTO 3axBallaHe Ha cepotoHuH (SSRI) Moxe na
ce HabmoaaBa abHOPMHO MOJKOKHO KbPBEHE, KaTo eKXHMO3a HIIH nypnypa. ExxuMo3aTa € He4ecTo
cbOUTHE N0 BpeMme Ha nedeHue ¢ QayokceTHH. B penku ciyyan ca Haba101aBaHi THHEKOJIOTHYHO,
FacTPOMHTECTHHATIHO HJIM KO>KHO-JTMIaBHYHO KbPBEHE.

SSRI/SNRI morart na yBenn4ar pucka OT NocaepoA0BO KPbBOTEYEHHE (BiK. TOUKH 4.6 1 4.8).
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HeoGxoaumMo e BHEMaHHe NpH NalueHTH, Npuemaiiu SSRI eaHOBpeMEHHO ¢ MEPOpalHK aHTHKOAryJIaHTH,
C JIEKapCTBeHH MPOAYKTH, NOBAHABALIM TpoMOouHTHATa HYHKLUMA (HAaNp. aTANHYHE AaHTHIICHXOTHIIH,
KaTo KJI03anH1H, (PeHOTHa3HHOBH NIPOU3BOJIHH, [10BEYETO TPHLHMKIMYHH aHTHACTIPECAHTH,
alleTH/ICATMIUIIOBA KUCENIHHA, HECTEPOM/IHY NPOTHBORB3NANUTEIHH CPEJICTBA) UK JPYTH NPOAYKTH,
yBeJIMYaBall{ pucKa oT KbpBeHe. [IoBHLIeHO BHHMaHKe € HeoOXOIUMO H TNIPH HEJIEKyBaHH MAlMEeHTH C
aHaMHe3a 3a CMYLIeHHs B KpbBOCBCHPBAHETO (BX. Touka 4.5).

Mudpuasa

Crobinasa ce 3a MuApHa3a, CBBp3aHa ¢ ynotpebara Ha (pnyoKceTHH; clef0oBaTeNnHO, KOraTo ce Ipeintcaa
(JIyOKCEeTHH TIPH TIALHEHTH C MOBHIIEHO BHTPEOYHO HANATaHe WITH TaKHBa C MOBHILEH PHCK OT OCTpa
TeCHOBI'bJIHA IIayKOMa Ce U3HUCKBA NOBHIIEHO BHUMaHHe.

Cepomonunos CUHOPOM uau Cobumus, CXOOHU HA HeBPOICHMUYEH MANUSHEH CUHOPOM

B penku cnyyau, npakTH4Yecku npu ynorpedara Ha ¢uyoKceTHH B KOMOHHALHMA ¢ IPYTH
CepOTOHHHepru4HU npoaykTH (L-tpuntodan) nin 6ynpeHopduH, W/HIH HEBPOJIENTHIIH MOXKeE Jia Ce
pa3BHe CepOTOHMHOB CHHPOM WITH ChCTOSHHUA, CXOJJHH C HEBPOJIENTHYEH MaJIUTHEH CHHApoM. Te3n
CHHJIPOMH MOTaT 1a MpepacHaT B XKUBOTO3acTpallaBallli ChCTOAHHA, aKo ce HabmoAaBar rpyna
CHMITOMH, KaTo: XHIIEPTEPMHS, PUTHAHOCT, MHOKJIOHYC, BereTaTHBHH HapYIIEHH, C Bb3MOXHH PE3KH
GnyKTyauuH Ha XH3HEHHTE (YHKIHH, MPOMEHH B MEHTAIHUA CTaTyC, BIUIIOYBAILH 00BPKAHOCT,
pa3sapa3sHHTENHOCT, KpaiiHa Bb30y/a, mporpecupaiia o AeNHpPHYM H KoMa. B Te3n ciydau jieueHHeTo ¢
¢nyokceTHH TpAOBa Aa ce MPeyCTaHOBH H Aa ce NPOBee MOAABPMKAILO CHMIITOMATHYHO JT€4YEHHE.

Heobpamumu necenekmueHu uHXubumopu Ha MOHOGMUHOOKCUOA3ama (Hanpumep unpoHuaso)

IMpu nauuenTH, npuemamy SSRI B koMOHHaLMA ¢ HeOOpaTHMH HeCeNeKTHBHH HHXHOHTOPH Ha
MoHoamuHooKcHaa3ara (MAQO-uHxHOUTOpPH) ce choOlIaBa 3a HAKOM CNTy4aH Ha CEPHO3HH H MOHAKOra
tdaTanHu peakiiH.

B HAKOHM OT ciyyanTe NpH3HALMTE HanoAo0ABaT CEPOTOHHHOB CHHAPOM (KOHTO MOXKeE Ja NpHJIHYa H Ja
Ob/ie MarHOCTHLHPaH KaTo HEBPONENTHYEH MAUTHEH CHHApOoM). LiunpoxenTanaud WiH NaHTPONEH
Morat jaa obnexyaT CHMTOMHTE NpH TakuBa naiueHTH. CUMITOMHTE Ha JIEKApCTBEHO B3aUMOJIEHCTBHE C
MAOQO-uHXHOHTOPH ca: XUMepTEPMHA, PUTHAHOCT, MHOKJIOHYC, BET€eTaTHBHH HapYLIEHHs C Bb3MOXHH
OBp3u KonebaHHA Ha BUTAIHHUTE IIOKA3aTeNId H MPOMEHH B MICHXHYECKOTO ChCTOSHHE, KOUTO BKJIIOYBAT:
KOH(QY3H, pa3apasHUTENHOCT H KpaiHa Bb30yaa, Nporpecupaliy A0 ASTHPHYM H KOMa.

Eto 3a10, GpayoKCeTHH e MPOTHBOMOKA3aH B KOMOMHauus ¢ HeobpaTuMu HecenekTuBHH MAOH (Bxk.
Touka 4.3). Jleuenuero ¢ gayokceTHH TpAOBa Aa 3anouHe 2 ceIMHLH CNe/ MPEeyCTaHOBABAaHE Ha pHEMa
Ha HeoOpatiMHu HecenekTHBHM MAOMW, Thii kaTo eekThT HM NpoAbIKaBa 2 CEAMHULH Cle/l NOCIEAHHA
um npueM. [lo cbuiua HauuH, TpaOBa 1a H3MHHAT HE MO-MAJIKO OT 5 ceIMHLH Clle/l NpeKpaTABaHe Ha
JeueHHeTo ¢ GIIYOKCETHH MpeH 12 3ano4yHe Tepanus ¢ HeoOpatumu HecenekTHBHH MAOMU.

Cexcyanna oucyuryus

CenexkTHBHUTE HHXHOMTOPH Ha 0OpaTHOTO 3axBaliaHe Ha cepoToHuHa (SSRIs)/mHxubUTOPHTE Ha
00paTHOTO 3aXBalllaHe Ha CEpOTOHMHA U HopaapeHanuHa (SNRIs) Morat f1a npHYHHAT CUMIITOMH Ha
cekcyanHa nuchyHkuus (Bx. Touka 4.8). UMa choblneHus 3a NpoABDKHTENHA CeKCyalHa AUChyHKIMS,
TNPH KOATO CHMIITOMHTE MPOAB/KABAT BBIIPEKH NpeKbeBaHeTo Ha npuema Ha SSRIs/SNRI.

IleanaTpHYHa NONYJIANHS

Heya u onowu noo 18-20duwna ev3pacm

B KIMHHYHH MPOYYBAHHA NPOBEXAAHH BHPXY [€La H FOHOLIM JIEKyBaHH C aHTHENpPecaHTH, N0-4ECTO B
cpaBHeHue ¢ miauedo ca HabirogaBaHKW CYMLIMAHO NMOBeAeHHe (CYHIMIHH ONTUTH M CYHIIHAHU MHC/IH) U
Bpax/eOHOCT (r1aBHO arpecHs, ONO3HLMOHHO noBeAeHue M rHB). [IpH Jena v IoHOIH Ha BB3pPacT OT

8 no 18 ronuuu (yoKceTHH ce IpUjara camo B Clyyau Ha yMepeH A0 TeXbK rojiiM JenpecHBeH enu3o,
HO HE M TIpH APYIH MOKa3aHHA. AKO Bb3 OCHOBA Ha KIHHHYHHTE HYKIH He3aBHCHMO OT TOBA CE B3eMe
pellieHHE 3a JieYeHKe, NauueHThT TpAOBa Aa ce npocieasBa BHUMATEIHO 3a N0sABa Ha CYHLIHAHH
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cuMnToMH. JIuncear qaHHH 3a ABJArocpoyHata OezonacHoCT MpH A€lia ¥ IOHOUIH M0 OTHOLIEHHE Ha
pacTexa, Cb3pABaHETO, KOTHHTHBHOTO H MOBEACHYECKO Pa3BUTHE (B)K. TOYKa 53)

[To Bpeme Ha 19 ceAMHYHO KIIMHUYHO NPOY4BaHe NpH Jela H FOHOLIH, JIeKyBaHH C (IIyOKCETHH ce
HabnioaaBaT H30CTaBaHe B PbCTa H NOBHILIABaHe Ha TerjaoTo (Bx. Tovka 5.1). He e ycranoBeHO nanu
JiedeHHeTo OKa3Ra BIUAHHE BbPXY AOCTHTAHETO HA HOPMAJIEH PhCT B 3pana Bb3pact. He Moxe nia ce
H3KITIOYH Bh3MOXKHO 3a0aBsaHe Ha mybeprerta (Bx. Touku 5.3 u 4.8). PactexsT, nybepreTHOTO passuTHE
(BHCOUYMHA, TerN0 U ckanara Ha TaHep) TpaOBa na ObaT MOHUTOPHPAHH 110 BPEME M ClE] TpeKpaTaBaHe
Ha JleueHneTo ¢ GIIyoKceTHH. AKO ce HabmoaBa 3a0aBsiHe HAa HAKOH OT NOKa3aTeNHTe NeAHaThpPbT
TpabBa na Obae yBeIOMEH.

B nmeauMaTpHyYHH NpoyYBaHHs Haif-uecTo ca HabMoAaBaHH MaHHA H XHIIOMaHus (BXK. Touka 4.8).
[penopbyBa ce peJIOBHO MpocieasBaHe 3a nossara M. TepanusaTa ¢ ¢uyokceTHH TpsOBa 1a ce npekpaTH
NpH BCEKH MALWEHT, HABNH3alll B MaHHakanHa ¢asa.

BaxHo e JICKapAT aa OGC'I:,II,H BHHUMATEJIHO C nere’ro/mna,unx YOBEK H/HJIH TEXHHTE POAHUTENIH BCHYKH
TMOJ3H H PHCKOBE OT JICHEHHETO.

[ToMoOLIHH BellleCTBa

Oyeemumen E 110
Moske 1a IpHYMHH aNepruvHy peaKunH.

Jlaxmosa
[MauueHTH ¢ peKH HacleACTBEHH NpoONeMH Ha HEMOHOCHMOCT KbM ralakTo3a, MbJieH JIakTaseH JeuuuT
HJTH TJII0K030/ranakTo3Ha ManabcopOius He TpaOBa Aa NpHeMaT TOBa JIeKapCTBO.

4.5 BsanmopeiicTBHe ¢ APYrH JIEKAPCTBEHH NPOAYKTH H ApYyrd ¢opMu Ha B3aHMoOJelHCcTBHE
Enumunayuonen nonysxcusom: JIbITHAT eTMMHHALXOHEH MONYKHBOT Ha (IyOKCETHH U HA HErOBHA
rnaseH MetabonuT HopdUIyoKCeTHH TpaOBa a ce HMaT npeaBu (Bxk. Touka 5.2), ocobeHo Koraro ce
O4akBaT (papMaKoMHAMHYHH HIH (papMaKOKHHETHYHH JIEKapCTBEHH B3aUMOJeHCTBHS (Hamp. NpH

nNpeMHHaBaHe Ha Tepanus OT (JIyOKCeTHH Ha APYTd aHTHIENPECAHTH).

[1poTHBONOKa3aHu KOMOHHAIIMK

Heobpamumu necenexmuenu uHXubumopu na MOHOGMUHOOKCUOA3amMa (Hanpumep unporuasuo)

I1pu nauuenTH, npuemainn SSR1 B komMOHHaLHA ¢ HeOOpaTHMH HECENEKTHBHH HHXHOHTOPH Ha
MoHoamHHOOKcHAa3aTa (MAQ-uHXHOHTOPH) ce choOIIIaBa 3a HAKOU CIyuad Ha CePHO3HH H MOHAKOra
(haTaNHM peakLH.

B HAKOH OT cy4anTe NpH3HALMTE HanoA00ABaT CEpOTOHWHOB CHHAPOM (KOHTO MOXKE Jia NPHJIHYA H 13
ObJie AMArHOCTHIIMPAH KaTO HEBPOJIENTHYEH MATTMIHEH cHHApoM). LlunpoxenTaanH Wi JaHTPOJIEH
MoraT Aa obnex4aT CHMITOMHTE MpPH TakuBa nauHeHTH. CUMITOMUTE Ha IEKapCTBEHO B3aHMOJIEHCTBHE C
MAO-uHXHOUTOpPH ca: XUIIePTEePMHs, PUTHAHOCT, MHOKJIOHYC, BET€TATHBHH HAPYLIEHHs C Bb3MOXHH
OBbp3u KonebaHUs Ha BUTAHHUTE MOKA3aTeNH H NPOMEHH B ICHXUYECKOTO ChCTOSHHE, KOMTO BKIIIOYBAT:
KOH(Y3HH, pa3ipa3HUTENHOCT U KpaiiHa Bb30yza, nporpecupally 10 ASTHPHYM H KOMa.

ETo 3aio, (iyokceTHH e NIPOTHBONOKA3aH 3a yNoTpeba B KoMOMHaLUA ¢ HeoOpaTHMH HeceleKTHBHH
MAOM (Bx. Touka 4.3). Jleuenueto ¢ dyokceTHH TpAOBa 1a 3ano4He 2 CeIMHLIM Clie]l NpeyCTaHOBABaHe
Ha npHeMa Ha HeoOpatumu HecenekTHBHH MAOM, Thii kaTo eeKTHT UM MpoabIKaBa 2 CEAMHLH Cle]
nocnenHus UM npuem. [lo cbims HauuH, TpAOBa Na M3MHHAT HE MO-MAJKO OT 5 CeAMHIIH Cle]|
NnpekparsAaBaHe Ha JIEYCHHETO C (bJIyOKCETHH npenuy Ja sano4yHe Teparnus ¢ HBOﬁp&TﬁMH HECCIIEKTHBHH
MAOH.
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Memonponon, ynompebasan npu cepdeiHa HedoCmamv4yHOCH. PUCKBT OT HEXKEIaHH JIeKapCTBEHH
peaklHH, CBbp3aHy ¢ ynoTpebara Ha METONPOION , BKI. Texka OpaJukapans Moxe Ja ce MOBHILH,
nopajaH NOTHCKaHe Ha HErOBHA MeTaboNN3bM OT QUIyoKceTUH (BxK. Touka 4.3)

KomOuHalH, KOHTO HE Ce NpenopbyBaT

Tamoxcughen: lpu onucanu B nuTepaTypata GhapMakOKHHETHYHU B3aHMOJEHCTBHA MEXKIY HHXHOUTOPH
Ha CYP2D6 u TamokcudeH ce cho0laBa 3a IOHHKaBaHe Ha M1a3MEeHUTE KOHLUEHTPAUMH Ha eJHA OT Haki-
aKTHBHHTE HOPMH Ha TaMOKcHbeH, eHaokcH(eH ¢ 65-75%. B Hikou npoyuBanus e HabmonaBaH
NOHIKEH TepaneBTHYeH e)eKT Ha TaMOKCHGEH NPH eAHOBPeMeHHO npunoxenue ¢ HakoH SSRI. He moxe
Jla ce M3KITIOYH pelylipaHe Ha edexTa Ha TaMOKCH(EH NpH eHOBPEMEHHa ynoTpeba ¢ MOILIHH
uaxuburopu Ha CYP2D6 (Bka. dnyokcerun). [IpenopbyBa ce CbBMECTHOTO MM NpHJaraHe a ce H30sarsa
(Bxk. Touka 4.4).

Anxoxon: Ilpu ¢opManHu TECTOBE € YCTAHOBEHO, Ye (PIYOKCETHH He OKa3Ba BAHSHHE BbPXY
KOHLIEHTPAL[MHUTE Ha alKOXOJ B KPbBTa U He ycHiiBa edekTuTe My. BBIpeku ToBa He ce Npenopbysa
eIHOBPEMEHHO JIeYeHHe ChC CelIeKTHBHH HHXHOMTOPH Ha 06paTHOTO 3axBallaHe Ha cepoToHHH (SSRI) u
aIKOXOJI.

MAOH-A, sxniovumento 1une301u0 U MEMUIMUOHUHO8 XI0PUO (MEMUNEHO80 CUHBO).!

PHCK OT CEpOTOHHHOB CHHIPOM, BKJIIOHHTENHO JHApHA, TAXHKaPAHA, H3NOTABaHE, TPEIEpeHe,
00BbpKaHOCT HIH KOMa. AKO eJIHOBpeMeHHaTa ynotpeba Ha Te3H aKTHBHH BelllecTBa ¢ (pyoKCeTHH He
MOXe J1a ce H30erHe ce MpoBeXk/1a BHUMAaTETHO MOHHTOPHPAHE H IEYEHHETO ChC ChITbTCTBALLUTE
NPOAYKTH 3aMo4Ba ¢ Hai-HUCKaTa Npenopb4BaHa 1o3a (Bxk. Touka 4.4).

Mexgumasun: pucKbT OT CBbp3aHH ¢ ynotpebara Ha MEKBUTA3HH HexeNlaHH cbOMTHA (KaTo yAb/DKaBaHe
Ha QT uHTepBana) Moxe Ja ce NOBHMLUM, OpaaH HHXHOHpaHe Ha MeTabonM3Ma Ha (IyOKCETHH.

Komﬁuuaguu, H3UCKBAIIH TOBHILIEHO BHUMAaHHE

@enumoun: Tlpu koMOuHALMA C QIIYOKCETHH ca HabNIOlaBaHH MPOMEHH B IUTa3MEHHTE KOHLEHTPalHH Ha
(EeHHTONH, a B HAKOH CITy4aH M KIMHHYHO H3pa3eHa TokcHuHocT. HeobXonumo e BHHMaHHe, KOraro ce
H3M0JI3BaT KOHCEPBATHBHH CXEMH Ha THTPHpAHE NPH 103MPaHETO Ha (PeHHTOMH U MOHHUTOPHPAHE Ha
KITMHHYHHSA CTaTYyC.

MAQO-B (cenecunun). Puck om cepomonunos cunopom. Ilpenopvyea ce 6HUMAmMenHo MOHUMOPUPAHe.

Cepomonunepauunu nexapcmeeny npodyxkmu (tumui, onuoudu (vanp. mpamaodon, dynpenopdun),
mpunmanu, mpunmodarn, cenezunur (MAO-B), scenm kaumapuon (Hypericum perforatum)):

ITpu eqHOBpEMEHHO NpHEMaHe Ha CeIEKTHBHH MHXHOWTOpH Ha 0OpaTHOTO 3aXBalllaHe Ha CEPOTOHHHA
(SSRI) c nexapcTBEHH MPOAYKTH, KOMTO ChIL0 HMAT CEPOTOHMHEPrHYHO AeiicTBHE ca HabmoaaBaHH
cny4ad Ha cnabo u3pa3eH CepOTOHHHOB CHHIpOM. [Topaay TOBa NpH CbBMECTHOTO MpPH/IAraHE Ha TE3H
NPOAYKTH € (pIIyOKCETHH Ce H3MCKBA MOBHLIEHO BHUMAHHE H M0-4€CTO KIHHHYHO MOHHTOPHpPaHE (BiK.
Touka 4.4).

Vounocasane na QT-unmepsana: PapMakOKMHETHYHH U (papMako[HHAMHYHH NPOYYBAHHA MEKIY
(hnyoKCeTHH W IpYTH JIEKapCTBEHH NPOAYKTH, KOMTO yAbkaBar QT uHTepBana He ca NpOBEXKIaHH.
AnuTHBeH eexT Mex 1y QIIyOKCeTHH H Te3H JIeKapcTBEHH TPOLYKTH He MOKe Na Oble H3KIIOUEH.
IMopanu ToBa, €AHOBPEMEHHOTO MPHIIOKEHHE HA (PITYOKCETHH C IEKapCTBEHH MPOAYKTH, KOUTO
yabmkasat QT uHTepBana, karo knac 1A u 111 aHTHApHTMHIK, aHTHIICUXOTHLM (HADpHUMEp
(eHOTHA3HHOBH NPOM3BOJIHH, MTHMO3HK/, XaIONEPHI0N), TPHUHKIHYHY aHTHIENPECAHTH, HAKOH
aHTHUMHKPOOHH cpefcTBa (Hanp. cnapduiokcalii, MOKCH(IOKCALWH, epHTPOMHULIMH IV, neHTaMuauH),
\

i
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TIPOAYKTH 3a JIeYeHHe Ha Manapus, 0co0eHo Xano(paHTpUH, HAKOW aHTHXUCTAMHHH (aCTEMH3011,
MH30J1aCTHH), TpAOBa a ce W3MO3BAT C NOBHIEHO BHHMaHKe (BxK. ToukH 4.4, 4.8 1 4.9).

Jlexapcmeenu 6eujecmea, oKa3eauyu GIUAHUE BbPXY XeMocmasama (Repopaniu anmuKoazyianmu,
He3asuUCUMO OM MEXHUA MeXAHU3bM Ha Oelicmaue, mpoMOOYUMHU AHMUAZPe2anmu, 6K
ayemuncanuyunosa kuceauna u HCIIBC)): puck ot noBuiueHo kbpseHe. [Ipn ynorpeba Ha nepopaiHn
aHTHKOArylaHTH TpsAOBa Ja ce H3BBPLIBA KITHHHYHO MOHHTOpHpAHE H No-4ecTo MOHHTOpHpaHe Ha INR.
ITo Bpeme Ha neyeHHETO ¢ GIYOKCETHH, KAKTO M B Kpas Ha TepanuATa MOXe Jla Ce Hal0XH KOPHIHpaHe Ha
Jo3ara (BK. Touka 4.4).

Lunpoxenmaodun: UMa oTeNHH ChOOLIEHNA 32 NOHHKEHO aHTHAENPECAHTHO AeficTBHE Ha (IYOKCETHH
KOraro ce M31oJj3Ba B KOMOMHALUA ¢ LIHIIPOXENTaI1H.

Jexapcmea undyyupawju xunonampuemun: XuMOHATPHEMHATA € HexelaH edeKT, MPUYUHEH OT
¢dnyokcernH. Ynotpebara My B KOMGHHALMSA C APYTH CPEACTBA, CBbP3aHH C XHIIOHATPHEMHA (HAIIPHMEp
IHYpeTHLH, Ae3MOIpecHH, kapbamasenuH 1 okckapbasenuH) Moxe 1a AoBejie 10 OBHIIEH PHCK (BIK.
paznen 4.8).

Jexapcmea, nonudicasauyu enunenmozennua npaz: 'spuoBete ca HexenaH eexT, NPHIHHEH OT
¢nyokcerns. Ynorpebara My B KOMOHHaLHMA C IPYTH CPEICTBA, KOHTO MOraT Jia HaMaJIAT I’bPYOBHA Mpar
(nanpumep TACs, npyru SSRIs, ¢penornasuun, 6yrupodernonn, MedrokHH, XJIOPOXHH, OYIPONHOH,
TpaMajiol) MoKe 1a IoBefie 0 MOBHIIEH PHCK.

Jlexapcmsenu npooyxmu, xoumo ce memabonusupam ypes CYP2D6

®nyokcetuH e MomeH HHXuOuTOp HAa CYP2D6 H30oeH3HMHUTE, TOPafH KOETO eJHOBPEMEHHOTO MY
NpUIIOKEHHE C JIEKApPCTBa, KOUTO CBLIO ce MeTaboIM3HpaT OT Te3H H30EH3HMH MOXeE Jia J0Be/IE 10
JieKapCTBEHH B3aUMOJEHCTBHSA, IPEAMMHO NPH T€3H ¢ TECeH TepaneBTHYeH HHIEKC (TaKHBa KaTo
¢nexaunuz, nponadeHOH H HeOMBOMNOM), TE3H, KOMTO Ce THTPHPAT, HO ChIIO M C TaMOKCH(eH,
kapOama3enuH, TPHUHKIMYHA aHTHAETIPECAHTH H pucnepuoH. Jledennero TpadBa aa 3anoysa c Haii-
HHCKATa MPEeNopbYMTENHA 32 TAX 103a. ChIIOTO Ce OTHACA U 3a MALMEHTH, KOHTO 5 CeIMHLM NpeH ToBa
ca rmpHeManH (pJIyOKCETHH.

4.6. DepTHIHTET, OpeMEHHOCT H KbPMeHe

BpemenHocT

JlaHHHUTE OT HAKOH EMHAEMHONIOTHYHH TIPOYYBaHHS NOKA3BaT MOBHIIEH PUCK OT ChPACYHOCH0BH
nedexTH, cBbp3aHu ¢ ynorpebara Ha qUIyOKCETHH MO BpeMe Ha M'bPBUA TPUMECTbP Ha OpeMeHHOCTTa,
KaTo MeXaHW3MBT OCTaBa Hen3BecTeH. JIaHHUTE MOKAa3BaT, Ye PHCKBT 3a M0ABA HA ChPJASYHOCHI0BH
nedeKTH, NpH JeLa, YHHTO Maiikyu ca npueManu ¢uyokceTHH e oT nopsabka Ha 2/100, B cpaBHeHHE C
oJakBaHMA 3a TakuBa AedekT puck ot 1/100 B obuara nonynauus.

EnuieMHONIOrHYHH IPOYYBaHHs NI0Ka3BaT, Ye NPHJIAaraHeTo Ha CeleKTHBHH HHXHOUTOpH Ha 06paTHOTO
3axBalaHe Ha ceporoHuH (SSRIs) no Bpeme Ha HanpenHana OpeMEHHOCT MOJXKE J1a MOBHIIH PHCKa OT
nosBa Ha nepcucTHpaiua Genoapobua xunepronus npu HosopoaeHoro (PPHN). HabnronaBanusaT puck e
npubnusuTenHo 5 cayyas 3a 1 000 GpemennocTH. B obwara nonynauus ce Habmozasar 1 10 2 ciaydas Ha
PPHN 3a 1 000 6peMeHHOCTH.

BwnpekH, e ¢uyokceTHH MOXe Jla ce npuJara no BpeMe Ha GpeMeHHOCT ce H3UCKBA 0COOEHO BHHMaHHe
npes nocjieqHaTa (aza UM MaIKo [peJd HayajloTo Ha pajkAaHe NOpaaH ONacHOCT OT Bb3HHKBAHE HA
cieqHuTe edekTH Y HOBOPOAEHOTO: pa3ApasHHTENHOCT, TPEMOp, XHIIOTOHHA, HEMPEKbCHAT I1/1a4,
TPYZAHOCTH NpH CyueHe MM 3acnuBaHe. Te3u CUMNITOMM MOTAT Ja ce JbJKAT Ha CepOTOHHHEPrHYHH
eeKTH UM Ha CHMIITOMH Ha OTHeMaHe. BpeMeTo Ha mosfBa H NPOABDKHTEIHOCTTA HA TE3H CHMITOMH
Morar Aa 6bAaT CBbP3aHH ¢ ABJTHs eTMMHHALIMOHEH TTOJY)KHBOT Ha (IIyoKceTHH (4-6 IHH) U HA HEroBUs
aKTHBeH MeTaboNIHT, HopdnyokceTHH (4-16 ouu). \

NO03 20210104



OO6cepBalHOHHHTE JaHHH TTOKA3BAT MOBHIIEH PUCK (TIO-MAJKO OT 2 MBTH) OT I10C/IEPOJIOBO KPbBOTEUEHHE
cnen excrniosuuus Ha SSRI/SNRI B paMkuTe Ha mocneqHus Mecel MPead paxaaHeTo (Bx. Toukd 4.4 u
4.8).

KnpMmene
@nyoKCeTHH M HErOBHAT MeTaboNIUT HOPIyOKCETHH ce eKcKpeTHpar B MaifunHoTo Masko. Mma

cboOLLEHHS 3a HexenaHu e)ekTH NpH KbpMauera. AKO Jie4eHHEeTO ¢ (IyoKCeTHH ce cYMTa 3a
HAJIOXHUTENTHO ce MpenopbyBa peycTAHOBABAHE HA KbPMEHETO; aK0 KbPMEHETO NMPOABb/KH Ce npuara
Hali-HHCKATa TepaneBTHYHA 1032 (IIYOKCETHH.

Deprunuter

JlaHHM OT NpOy4YBaHHs BbpXY JKHBOTHH MOKA3BaT, 4e (PIIYOKCETHH MOJKE 11 OKaXKe BIUAHHE BhPXY
Ka4yecTBOTO Ha cniepmara (Bxk. Touka 5.3). Jloknaam ot ciaydau npu xopa ¢ Hakon SSRIs nokassar, ye
e()eKTBT BEPXY Ka4eCTBOTO Ha criepMmara e o0paTHM.

Hocera He e Habn0naBaHO BIMAHHE BPXY (hepTUIHTETA NPH XOpa.

4.7. EdexTn Bbpxy cnocobHocTTa 32 WogHpane n paboTa ¢ MALIHHH

DyoKCeTHH He MOBIIHABA WIH TIOBJIHABA NpeHeOPeKMMO CTIocOOHOCTTa 3a modupane 1 pabora ¢
MaluH. Bbnpeku 4e GuyokceTHH He MOB/IHABA ICHXOMOTOPHATA (GYHKIMA TIPH 3/1paBH 106POBONILIH,
BCHYKH NCHXOAKTHBHH JIEKapPCTBEHH MPOJYKTH MOTAT Jja HapyluaT MpeleHKaTa 3a CHTyallusaTa 1
ymenusTa. [laupenture TpaOBa na ce ceBeTBaT Aa H30arBaT mwodupane 1 paborta ¢ MalUMHY, J0KATO Ce
ybensT, ye TeXHHUTe YMEHHs He Ca 3aCerHaTH oT (U1yoKCeTHH.

4.8 HexenaHH JeKapcTBeHH PeaKIHH

Pe3stome Ha npo¢una 3a 6e3onacHocT

ITo BpeMe Ha NeueHHe ¢ (IIYOKCETHH NPH MALWEHTHTE Hali-4ecTo ce Hab01aBaT ClIeIHHTE HEKENaHH
JIEKApCTBEHH PeaKLHi: rinaBoboue, MOBANraHe, HHCOMHHSA, yMOpa H Auapus. HHTeH3uTeThT U YecToTaTa
Ha HEXENlaHUTE JIEKapCTBEHH PeaKLMi HaMaIsiBaT C MPOAb/KHTENHOCTTA Ha JICYEHHETO H HE Ce Halara
npeKpaTsaBaHe Ha TepPanuATa.

CrnHCBK Ha HEXeJIaHHTE JIeKapCTBEHH PeakLUiy B TabJIHYeH BHI

B rabnuuara mo-noiy ca npeAcTaBeHH HexeNnaHuTe cbOMTHA HabII0jaBaHy 110 BpEME Ha JIEYEHHETO C
(riyoKCeTHH TpH BB3PACTHH U Cpell NeAnaTpuyHara nomynauus. HAKou oT Te3n HexenaHH CbOMTHA ca
obwu ¢ apyru SSRIs.

CrneHUTe YECTOTH ca H3YMCIIEHH OT KIMHHYHH Npoy4BaHus npH Bb3pacTHH (N =9 297) H OT CIOHTaHHH
cboOLIeHHA.

YecToTaTa € KakTo ciejiBa: MHoro yectu (>1/10), yectu (>1/100 no < 1/10, newectu (=1/1 000 no

< 1/100), peaxu (=1/10 000 mo < 1/1 000).

MHoro 4ecTH YecTH HedecTH Penku ' C
HEM3BeCTHA
YecTOTA
Hapywienus na kpvema u aumgnama cucmema
TpomGouutonenus
Heytponenus
JleBkonenus
Hapywenus na umynnama cucmema
AnapunakTuuHa
peaxuus

Cepymua Gonecr
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Ha

eHUA HA eHOOKDUHHAMA CUCMeMa

HeanexksaTHa
CeKpelHs Ha
AHTHAHYPETHYHHA
XOPMOH
Hapywenua na memabonusma u xpanenemo
[ Monmxken anetnt | | Xunounarpuemus
Heuxuynu napywenua
HHcomHuus Paznpazuurentoct JlenepcoHanu3zaums XHrnomaHHsa
HepsHocT IMoBrmeno Mauus
BbesnokofkcTBO HAacTPOEHHE, XanouHHaLHH
Hanpernatoct Eydopuuno Bn36yna
Hamaneso nu6uno’ HACTpPOEHHE, [MpucThNHU Ha NaHHKa
Hapymenus Ha cbHA | Ilatonornunu mucay, | Kondysuu
IMaronornunu IMaTonoruuen Juzaprpus
chHmMma’ oprazsm’, Arpecus
Bpykcuzbm
CyHUMIHH MHCIIH H
NoBEACHHE
Hapywenus na nepsiama cucmema
I'nasoGonue Hapymeno puumManue | IlcuxomoTopHa Konsyncuu
CBeTOBBPTEK XUMEPAKTHBHOCT AxaTH3us
Jucreysuns JInckuHe3us Bykornocanen
Jleraprus Artakcus CHHIIPOM
CoMHONEeHTHOCT Hapymeno CepoTOHMHOB
Tpemop paBHOBECHE CHHJPOM
Muoxnonyc
Hapywenus Ha
naMeTTa

Hap_wueuw: HA oHume

| 3ambrneno spenne Muapuasa

Haggmeuwi HA YXOmo uﬂu&uguﬁma

| Tunuryc |
Copdeunu Hapyuenus
INannuTauuu KamepHa apHTMHS,
BKA. torsades de
pointes
Vaownxaeane Ha QT
nuHTeppana Ha EKT
Cwooeu napywenus
3aueppsaBaHe’ XunoToHHs Backynutu
Bazoaunarauus
Pecnupamopnu, 2pbonu u Meouacmunainy Hapyuenus
Tpo3sBane Jucnaes DapHHTHT Iocnepo-
Enucrakcuc Benonpo6uu IOBO
HApYLIEHHA KpBbBOTE-
(BB3MANHUTENHH uenne'®
NIPOLIECH C
pazHoobpazHa
XHCTOMATOJIOTHA
w/unu pubposa)’
Cmomauno-ypesnu Hapyuenus
Juapus IMospbiane Nucdarus E3odareanna 6onka
I'anene Jucnencus IacTpounTecTHHAN-
CyxoTa B ycTaTa HO KbpBeHe'’
XNenamobunuapuu napyutenus
HnvocuHkpaTHieH
XENaTuT
1
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Hapywenun na xojcama u nookoJcHama mokan
O6pus Anoneuus AHruoenem
Yprukapus MoBuieHa cknoHHOCT | ExxuMo3zu
ITpyputyc KbM obpa3yBaHe Ha Peakuun na
Xunepxuaposa CHHHHH (oTouyBCTBHTENIHOCT
Crynena not ITypnypa
Epurema
mynTudopme
CunipoM Ha
CtusbHC-/PKOHCBH
TokcuuHa
enuaepMaiHa
HeKpoau3a (CHHAPOM
Ha Jlaiien))
Hapywenus na Myckynno-ckenemuama cucmema U CbeQUHUMENRAma mekau
ApTtpanrus Myckynuu Muanrus
NOTpenBaHus
Hapywenue na 6vbpeyume u nuxoynume nomuwa
Yecto ypunnpane - | Jlusypus Perenuus Ha
ypHHara
MUKUHOHHH
HApYLIEHHs
Hapywenus na 6v3npouseodumennama cucmema u 2ypoama
['mHeKkonornyHo Cexcyanna lNanakTopes
KbpBEHE 2 DUCPYHKITHA XunepnponakTHH-
Epexrunna eMHus
JHCHYHKUHSA IMpuanuzem
CMmyLueHus B
eakynauusTa
Obugu napywienua u ehexmu Ha MACMOMO HA NPUNONCEHUE
Yr.«lopnaEs Vcemane 3a nanuka, | ®uszHyecko JIMraBH4YHHU
BTpHCaHe HEpasnoJIokKeHHE KPbBOHM3/THBH
ABGHOPMHH ycellaHus
Ycewane 3a cTya
YcelaHe 3a ropelHa
H3zcneoeanusn
Hamansgpane Ha IMoBuwenu
TErnoTo CTOHHOCTH Ha
TpPaHCAMHHA3HTE
IMoeuienu
CTOHHOCTH Ha rama-
rIyTaMHITpaHcde-
paszara

! BKJIIOYHTENTHO aHOPEKCHS

BKJIKOYMTENHO PAaHHO CYTPEIIHO ChOYKAaHe, TbpPBOHAYAIHA HHCOMHHS, U Oe3chbHKe Mo cpeJara Ha ChHA
BKJIIOUHUTENHO 3aryda Ha Tudumo

BKJI. HOIlHH KOIIMapH

BKJIOUHTENHO aHOPra3sMus

BKJIOUMTENHO CaMOyOHHCTBO, CYHLIMIHA JETPECHS, YMHLIJIEHO CAMOHApaHABaHe, CyHLIHIHA HIEH,
CYMIIMHO TIOBEIeHHE, ONHTH 3a caMOYOHHCTBO, MHUCITH 3@ CMBPT, MHC/IH 3a CaMOHapaHABaHe. Te3u
CHMIITOMH MOTaT /ia ce IbJKAT Ha OCHOBHOTO 3aboJsBaHe

7 BKJI. XHIIEPCOMHHMSA M Ce/laLus

¥ BKITIOUHTEITHO rOpellH BhiIHH

? BKUTIOUHTENTHO aTesleKTast, HHTepCTHIHANHA GenopoGHa Gonect, NHEBMOHHT

[ R I
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1% BKTIOUNTENTHO NI0-4ECTO KbPBEHE OT BEHIIUTE, XeMaTeMe3a, XeMaToXe3Hs, PEKTATHO KbpBEHe,
XeMOparuyHa AdapHs, MejleHa, i KbpPBEHE OT s13Ba Ha CTOMaxa

1 gk, epuTeMa, excdonuaTuseH 0OpuB, TorHHeH 06puB, 00pUB, epHTEMaTo3eH 00pHB, onHKyIapeH,
reHepajiu3upaH, MaKyjapeH, MaKyJio-nanynapex, Mopounudopmen, nanynapes, cpp041l, Be3UKyIapeH
o0puB, yMOunHKaneH eputeMeH oOpHB

2 BKIIOYMTENHO TIONaKHypHs

¥ BKITIOYMTENHO LIEPBHKATHO KbpBeHe, MChYHKINS HA MATKATA, MATO4YHO KbPBEHE, FeHHTAIHH
KPBbBOM3/IMBH, MEHOMETPOparus, MeHOparus, METpoparus, NoTHMeHopes, MOCTMEHONay3aleH
KPBbBOH3JIHB, MaTO4YeH KPbBOHM3/IHB, BATHHAIIHO KbPBEHE

" BIJIIOUMTENHO esKYTALMOHHA HEJIOCTATBYHOCT, eAKYIAUHOHHA AMCHYHKLKS, IPeXIEBPEMEHHA H
3abaBeHa eqKy/nalus, peTporpaaHa esKyaaius

1% BKmouKTENHO acTeHHs

' Toa ch6uTHE € chOOaBaHo 3a Knaca nekapcTea SSRI/SNRI (Bx. Touku 4.4 u 4.6).

Onucanne Ha H3ﬁpallll HEXKEJIAHH peaKIHH

Camoybuticmeo/cyuyuoHu Muciu unu Kiunuyno énowasane: Habnionasanu ca ciyyad Ha CyMIMHa
Hjieallys U CYMLIHAHO MOBEAEHHE MO BpeMe Ha JIeYeHHEeTO ¢ (NIyOKCETHH HIIH HEMOCPEICTBEHO Clie]
NpeKpaTsaBaHe Ha JledeHHeTo (Bxk. Touka 4.4).

Kocmnu ppaxmypu:_JlanHWTE OT eNHAEMHOJIOTHYHH NPOYYBaHHS, IPOBEAECHH NPEAMMHO MPH NALHEHTH
Ha 50 1 Hag 50-roAMIIHA BB3PACT, NPHEMALIH CENEKTHBHH HHXHOUTOPH Ha 0OpaTHOTO 3axBallaHe Ha
ceporonuHa (SSRIs) u Tpuumknnynn antuaenpecanTi (TCAs) noka3ssar NOBHIIEH PHCK OT KOCTHH
(dpakTypu. MexaHu3MbT, BOJELL 10 TO3H PUCK € HEH3BECTEH.

Cumnmomu na omremane npu npekpamseane Ha revenuemo. [1pn npexpaTaBaHe Ha JEYEHHETO C
(hryokceTHH YecTO MOTaT Ja Bb3HHKHAT CUMIITOMH Ha oTHeMaHe. Haii-uecTo ce HabmogaBat: 3aMasHOCT,
CEH30pHM HapylueHHs (BK/I. MapecTe3HH), HApYIIEHHA Ha CbHA (BKJI. HHCOMHHSA H HHTEH3HBHO ChHYBAHE),
acTeHHs, Bb30y1a HIIK TPEBOMKHOCT, rajieHe W/ WIH MOBPbLIaHe, TPEMOP U raBobonue.

OO6ukHOBEHO Te3H CEOMTHA ca NeKH 0 yMEpeHH, CaMOOrpaHH4aBallly Ce, HO NPH HAKOH MAalHEHTH MOoraT
na ObaaT TeXXKH H/UITH NMPOoJOHrupaHy (Bxk. Touka 4.4). [Ipenoprysa ce nNpekpaTsBaHETO Ha JIEYSHHETO C
(hyokceTHH Ja ce W3BLPLIBA MOCTENEHHO C MOHKKaBaHe Ha 103aTa (BXK. Toukd 4.2 u 4.4).

[leguarpuyna nonyaaius (Bx. Touku 4.4 u 5.1):

Hesxenanute peakiin, KOUTO ca HaOMIOJaBaHK NO-CIELHMATHO IPH Ta3U MONYJalMA WK C pa3iiyHa
4ecTOTa Ca ONMUCAHM Mo-gony. YecToTaTa Ha Te3u CbOMTHS ce OCHOBABA Ha EKCTIO3HLMA NPH NEAHaTPHYHH
KJIIMHUYHH npoy4uBanus (n = 610).

B neauaTrpuyHH KIMHHYHH [IPOYYBaHHA YeCTO ce choOllaBa 3a CyHIHHO-CBbP3aHO MOBE/ICHHE
(CYyMUHIHM OMUTH M CYMLIHAHU MHCIIH), BpaxkaeOHocT (choblaBaHnTe chOUTHS ca: THAB,
pa3apasHUTENHOCT, arpecks, TPEBOAKHOCT, CHHAPOM Ha NOBHLIEHA aKTHBHOCT), MAHHAKAIHH PeaKLIHH,
BKJIIOYUTENHO MaHHs ¥ XMIIOMaHKA (TIpH Te3H MaLUeHTH He ca HabmojaBaHy NpeuIlHH eNH301H) H
enucTakcuc. Te3u chONTHA ce HabMIOAaBaT MO-YECTO MpPH Jella H IOHOLIH, JEKyBaHH C aHTHAENPECAHTH, B
CpaBHEHHE C Te3H, JIeKyBaHH ¢ niauedo.

OT KIHHHYHATA MPaKTHKa ChINO ca HalJloJaBaHH H30JIMPAHH Cyyan Ha 3abaBaHe Ha pacTexa (BX. ChIIO
Toyka 5.1).

B neauaTpuuHy KIMHHYHH MPOYYBAHHS IEYEHHETO ¢ (PIYOKCETHH Ce CBBbP3Ba M C MOHMKEHH CTOHHOCTH
Ha ajkanHa ¢ocdarasa.

B neamaTpuuHaTa NpaKTHKA B M30/IMPAHH Cly4au ca Hab/monaBaHi chOMTHE, KaTo 3a6aBEHO NONIOBO
CB3pABAHE WM ceKCcyaliHa AHChYHKLHA (BXK. ChINO TO4Ka 5.3).

13 '
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Crobluapane Ha M0JJ03MPAHH HEXENAHN PeaKLHK

Cpbo0laBaHeTo Ha MOJO3UPAHH HEXeNaHH peaklUy clie]] paspellaBaHe 3a ynorpeda Ha J1eKapCcTBEeHHs
NpoAYyKT e BakHO. ToBa 1o3BossBa [a NpoAb/KH HabF0JeHHETO Ha ChOTHOLIEHHUETO 10J13a/PHCK 3a
nexapcTBeHus NpoAykT. OT MeJHIMHCKHUTE CIIELMATUCTH Ce H3HCKBA J1a ChoOIaBaT BCAKa NO03HpaHa
HexeNaHa peakuus 4pe3 M3mbnHuTensa areHuus no nekapersara, yi. ,,Jlaman I'pyes” Ne 8, 1303 Codus,
ten.: 02 8903417, yebcaiit: www.bda.bg.

4.9. TIlpenosupane

CuMIITOMHTE PH NIpejo3HpaHe 0OMKHOBEHO ca c1abo H3paseHH.

Cumnmomu: rajeHe, NOBPbLIAHE, I'bpY, CbPAEYHO-CHJOBY HapyLIEHHs OT aCHMITOMATHYHH APHTMHH
(BKJIFOUHMTENHO HOZAJIeH PUThbM M KamepHH aputmun) wid EKI npomenn, xapakrepuu 3a QTc
yABIKaBaHe /10 ChpAeYeH apecT (BKIIOYHTETHO MHOTO PeJIKH cliyyau Ha torsades de pointes),
benoapobHa qMCHYHKIMA H CHMNTOMH Ha mpoMeHeH ctatyc Ha LIHC (ot Bb30yna no koMa). @atanaure
Cly4aH ca W3KITIOYHTENHO PeIKH.

Jeuenue: cneuuduyer anTuAOT HAMa. [TpenopryBa ce cHMNTOMATHYHA M NOAABPIKALLA TEpaIHs,
npocieisBaHe Ha CbPAE4YHUTE M BHTATHUTE NOKa3aTelNH.

dopcupaHara quypesa, IHanusara, xemonepdysuata 1 obMeHHarta TpaHcdy3us He ca eeKTHBHH.
[IpueMBT Ha aKTHBEH BbITIEH, 3a€THO ChC COPOUTOI, € No-e(heKTHBEH OT NPeU3BHKBAHE Ha MOBPBIAaHe
WM croMalinHa npoMuBka. [1pu npenosupane ce uMa npeaBH] Bb3MOAKHOCTTA 32 IPHEM Ha HAKOJIKO
JeKapcTBa.

l'lpsKo H NMO-ABJr0 Tpi[ﬁBa ja ce Haﬁmo,uaaa'r MNalMHEHTH, KOHTO Ca ITPHEJTH roJIEMH KOJTH4YEeCTBa
TPHLMKIHYHH aHTH/IENPECAHTH €AHOBPEMEHHO C (PITyOKCETHH HJIH HACKOPO Ca MPUEMAJIH (IIyOKCEeTHH.

5. ®APMAKOJIOTHTYHHA CBOMCTBA

5.1. ®apmakoaHHAMHYHH CBOHCTBa

@apmakoTepaneBTHYHA IPyNa: celieKTHBeH HHXUOUTOp Ha 06paTHOTO 3axBamane Ha cepotonuHa, ATC
xoa: NO6ABO3

DyoKCceTHH € CeleKTHBEH HHXHOMTOP Ha 00paTHOTO 3axBalllaHe Ha CEPOTOHHHA H TOBA Hali-BEPOATHO
00sicHsBa MexaHH3Ma My Ha JeiicTBre. DIIyOKCeTHH MPaKTHYeCKH HAMA aHHHTET KbM IPYTH PELenTOpH,
karo anda 1-, anda 2- u Gera-anpeHepruyHH, CEPOTOHHHEPTHYHH, JONAMHHEPIHYHH, XHCTAMHHEPIHYHH,
MyckapuHoBH H GABA peuenrtoph.

Ilonemu aenpecuBhy enuzonu: [poeeaeHu ca nianebo KOHTPOIHPaHH H KOHTPOJIHPaHH C aKTHBHH
KOHTPOJIH KIIMHHYHH NPOYy4YBaHHA MPH NIALUHEHTH C rosiaM JenpecuBeH enuzol. [o ckanara Ha XaMHITBH
3a ouieHka Ha aenpecuara (HAM-D) GpnyokceTHH e CTATHCTHYECKH 3Ha4YHMO Nno-eeKTHBEH OT Mnauebo.
[Tpu Te3u Npoy4BaHHs YECTOTa HA OTrOBOP M peMucHATA (AeduHHpaHH upe3 50% noHMXKaBaHe HA
pesynrtatute no ckanara Ha HAM-D) npu neuenue ¢ uyokceTHH ca 0-BUCOKH CpaBHEHO ¢ manebo.

Jlo3a otroBop: [1pu npoy4Banus ¢ GUKCHPAHH JO3W NPH NALMEHTH ¢ TeXKa JeNnpecHs KpuBaTa 103a-
OTrOBOP € XOPH30HTATHA, KOETO NMOKa3Ba, 4e MpUJIaraHeTo Ha NO-BHCOKH OT Npenopb4yBaHaTa 034 He
NOBHILABA TepaneBTHYHATA e(peKTHBHOCT. Bbnpeku ToBa KIMHHYHHAT ONMUT N0Ka3Ba, Y€ THTpHpaHe
Harope Moxe aa Objie OT NoJI3a NPH HAKOHW MALMEeHTH.

O6GcecHBHO-KOMMYJICHBHO pa3cTpoiicTBo: B kpaTkoTpaiinu npoyusanus (10 24 cenmuiin) GayoKCeTHH e
CTaTHCTHYECKH 3HA4YMMO No-eeKkTHBeH oT mianebo. TepaneBTH4eH edekT ce HabM0NaBa NPH J03H OT
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20 mg aHeBHO, HO NO-BHCOKHTE 103H (40 uamu 60 mg AHEBHO) MoKa3BaT no-100bp otrosop. B
NPOABLIDKHTENHH NPOYYBaHKsA (TPH KpaTKOTpaHU Mpoy4uBaHus ¢ (asa Ha eKCTeH3Us U Mpoy4BaHe 3a
npeJoTBpaTiBaHe Ha pelnIMBH) e MKaCHOCTTa HE € YCTaHOBEHa.

Bynumus HeBposa: B kpaTkoTpaiiHo npoyusane (10 16 ceaMuLM) npH nanueHTH, H3mbankan DSM-III-R
KpHTEepHHTe 3a OyNHMKA HeBpo3a (IyOKCETHH € CTaTHCTHYECKH 3Ha4nMo no-edukacen ot niauebo 3a
HamanspaHe O6pos Ha npesbkAaHHs W MypraTiBHaTa akTHBHOCT. [1o OTHOIIEHHE HA ABArOCPOYHA
e(HKacCHOCT He MOTaT /1a C€ HanpaBAT 3aKJIFOYEHUA.

IIpoBeaeny ca ase naanedo KOHTPOAMPAHH NPOYYBaHHA BbPXY MALMEHTH C NpeAMEHCTpyaleH
nuchopuuen cuaapoM (PMDD), auarHoctrinpadu no kputepud Ha DSM-IV ckanata. Bkntouenu ca
NAUMEHTH ¢ J0CTaTBYHO TEXKH CHMITOMH, KOMTO Ca HAPYLIMIH COLMANHATA H NpodecHOHANIHATa HM
,IleﬁHOCT H B3aHMOOTHOIIIEHHATA ¢ OKOJIHHTE. M3KIIoueHH ca NalHeHTH, KOUTO MMPHEMAT NepopanHH

" KOHTpauenTHBH. B mbpBOTO MpoyyBaHe C MPOALIKUTENHO NpHIIaraHe Ha AHeBHa 103a ot 20 mg 3a

6 unkbaa ce Habmo1aBa MoAOOpeHHe Ha ITBPBHYHHTE NapaMeTpH 3a euKacHOCT (pa3ipa3sHHTENHOCT,
TPeBOXKHOCT U Aucopus). BB BTopoTo NpoyuBaHe ¢ J03HpaHe M0 BpeMe Ha HHTEPMHTEHTHA JIyTealHa
tasza (20 mg nqHeBHO B npoabkeHHe Ha 14 nHu) 3a 3 uukbia ce HabmoaBa nofoOpeHHe Ha MbPBHYHHTE
KPUTEpHH 32 e(pHKacHOCT (exkeJHeBHO ce 0TOeNsA3Ba TexecTTa Ha npobaeMHara ob1act). Benpeku Tosa
OT Te3H MpOy4BaHMA HE MOTaT /la Ce HanpaBAT OKOHYATENHH 3aKIIOYEHHs 3a epHKACHOCTTa H
NPOABIDKHTENHOCTTA Ha JIeYEHHETO.

["onsam nenpecuBeH enuson (neua u HowM): [Ipu Jena 1 10HOWIN Ha Bb3pacT Ha 8 u Haa 8 roauHy ca
NpoBeIeHH KIHHHYHH NMPOY4YBaHHA B CpaBHEHHe ¢ nuauebo. B fBe KpaTKOCPOYHH OCHOBHH MPOYYBaHHS €
N0Ka3aHo, ye (uyokceTHH B 103a oT 20 mg e 3HauYMTeNHO No-e(peKTHBEH OT Mianedo, OLeHEHO Ype3
nonobpABaHe Ha BCHYKH NOKa3aTeny oT PeBu3upanara Bepcus Ha Ckana 3a cTeneH Ha JienpecHs IpH Aena
(CDRS-R) u HabnroaBaHuTe nokasatelid Ha riobaisaTta KIMHHYHA KapTHHA Ha nopobpenue (CGI-I).
[Ipu oueHka OT TpHMa pa3Ii4HH NPAKTHKYBALLY JETCKH IICHXHATPH MALHEHTHTE U B JIBETE NPOY4YBaAHHA
M3ITBJIHABAT KPHTEPHHTE 3a yMepeH 10 Texbk MDD (DSM-III unu DSM-1V). E¢ukacHoctTa npu
MPOy4YBaHUATA C (PIIYOKCETHH MOXe J1a 3aBHCH OT CeleKTHpaHaTa MoIMy/alus NaluueHTH (Te3H, KOUTO He
Ce Bb3CTAHOBSBAT CIIOHTAHHO 32 NMEPHO OT 3-5 CeMHIM M NPH KOMTO AENpecHsTa NepcHCTHpa BHAMMO).
Hma camo orpaHHyeHH JaHHH 3a epukacHOCTTa H 6e30MacHOCTTa clel Je4eHHe B MPOb/IKEHHE Ha

9 ceamuuu. Karo usno, ehpukacHOCTTa Ha (UIYOKCETHH € ToBeYe OT He3HauuTeNHa. B eqHo ot asere
OCHOBHH TIPOY4YBaHHA ce Ha0Mo1aBa CTaTHCTHYECKH 3HA4YMMa pa3/HKa B NPOLIEHTA HA OTTOBOPHIIMTE KbM
tepanuata. [Ipu nokasarenute, onpejeNneHn 3a mbpBru4HAs kpuTepuii mo CDRs-R ckanara ce nabmojasa
nonobpenne ¢ 30% (58% 3a payokcerun cpeuy 32% npu nunauebo, p = 0,013, u 65% 3a payokceTHH B
cpaBHeHue ¢ 54% 3a nnauebo, p = 0,093). B Te3u ABe npoyyBaHus, cpeJHATe aOCOMIOTHH NPOMEHH OT
ckanara CDRs-R B kpas Ha poy4YBaHeTo, CpaBHEHH ¢ H3XOJAHHTE cTOHHOCTH ca 20 3a (uiyoKCeTHH cpelty
11 3a nnauedo, p = 0,002; u 22 3a dyokceTus cpemy 15 npu naauebo, p <0,001.

5.2. ®dapMaKOKHHETHYHHM CBOICTBa

Abcopbuns

[Tpu nepopaneH npueM (GyokceTHH ce pe3opOHpa B 3HAUMTENHA CTENEH B raCTPOMHTECTHHAIIHMSA TPaKT.
[IpreMBT Ha XpaHa He OKa3Ba BIHAHHE BbPXY OHOHATMYHOCTTA MY.

Pasnpenenenue
MDIIyOKCEeTHH ce CBbP3Ba EKCTEH3HWBHO C MIa3MEHHTE NPOTEHHH (0KOJI0 95%) M npHTeXkaBa MHPOK 0beM

Ha pasnpezenenue (20-40 l/'kg). Steady-state nnazMeHH KOHLIEHTPALMK CE€ OCTUIAT Clie/l MpHUilaraHe B
NpoAbIDKEHHE Ha HAKOJIKO CeAMHLH. Steady-state InazMeHNTE KOHLEHTPALUH Clie]] TPOABIDKHTEIHO
npunaraHe ca noJo0OHHM Ha Te3H, YCTAHOBEHH CNejl NIpUiaraHe B NpoAb/DKeHUE Ha 4 10 5 CeIMHUILIH.
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Buorpancdopmanmus

dapMakoKHHETHKATa Ha IYOKCETHH € HellMHelHa ¢ first-pass uepHoapobeH edext. MakcHManHu
niia3MeHH KOHIEHTpaluK ce qocturar 6 no 8 yaca cnen npueM. OIyoKCETHH €KCTEH3WBHO Ce
metabonusupa ypes nonuMoppauTe eHsuMu CYP2D6. Merabonusupa ce ypes JeMeTHIalHs NPEeAHMHO B
yepHHs Apob 10 akTHBeH MeTaboIHT HOP(IYOKCETHH /IeMeTHI(IYOKCETHH/.

Enumunupane
EJIMMUHALIMOHHMAT NOMY>KHUBOT Ha (IIYOKCETHH € 4 10 6 IHH, a Ha HeroBHA MeTaboIHT HOPQIYOKCETHH

4 no 16 auu. To3u ABIIBI NOJNYXKHBOT € OTFOBOPEH 34 NEPCHCTHPAHETO HA aKTHBHOTO BEILIECTBO B
opraiusma Jio 5-6 ceMHMLH Clel MpeKpaTABaHe Ha jevyeHneTo. ExckperHpa ce npeiuMHO 4Ype3
ovOpeunte (1o 60%). GnyokceTuH ce oTaens B MAHYHHOTO MIISKO.

PuckoBu nonynauuu

. Hayuenmu e cmapyecka év3pacm. KHHETHYHATE MapaMeTPH HE Ca NPOMEHEHH P 3/IpaBH
noOpoBOJILIH B CTapyYecKa Bb3pacT B CPaBHEHHE ¢ MIIaH.

. Heya u ronowu: CpenHaTa KOHUEHTpaLKs Ha (IyOKCETHH TPH Jela e NPHOIH3UTENHO 2 TbTH 1o~
BHCOKA OT Ta3H, Hab/ojapaHa pH IOHOLIHN; CpeHaTa KOHIEHTpalHs Ha HOpQIyoKceTHH e 1,5 mbTH mo-
BHCOKA. Steady-state nna3MeHUTE KOHLIEHTPALIHH ca B 3aBUCHMOCT OT TEJIECHOTO TErJO H ca Mo-BHCOKH
MpH Jela ¢ no-HUCKO Terno (Bxk. Touka 4.2). Kakto U npu Bb3pacTHH, (IYOKCETHH ¥ HOP(IIyOKCETHH
KYMYJIHpaT €KCTeH3HBHO CJIe/l MHOIOKPaTHO NMEPOpanHo J03HPaHe; NPH eXEIHEBHO 103HpaHe
PAaBHOBECHH KOHLIEHTPALIMH Ce MIOCTHraT B PaMKUTE Ha 3 10 4 CeIMHLH.

. Iayuenmu c yeprnoopobra HedocmamvyHocm. B CIIy4an Ha YepHOAPOOHA HENOCTAThYHOCT
(akoX0NHA LKHPO3a), eNMMHHALMOHHHAT MONYKHBOT Ha (JIyOKCeTHH M HOP(/IyOKCETHH ce yAb/DKaBaT —
7 1 12 IHM CBOTBETHO, KOETO HAjlara W3MoM3BaHETO Ha NO-HHCKH AHEBHH JI03M HIIH paspekaaHe Ha
NPHEMHTE.

. Hayuenmu c 6v6peyna Hedocmamvynocm: cliejl eJTHOKPaTHO NpHeMaHe Ha (IIyOKCETHH OT
NalKeHTH Cbe claba, yMepeHa WK Texxka 6b0peyna Hel0CTaTEYHOCT (aHYPHA ), KHHETHYHHUTE MapaMeTpu
Ha (JyoKceTHH ca NoAoOHH Ha Te3u NpH 3apasu Jo0posonuy. Cliesl MHOrOKpaTHO NpHiarase steady-
State TIJIa3MEHUTE KOHLEHTpALlWH Ce TTOBHIIIABaT.

5.3. IlpeaxknHHHYHH JaHHH 3a 6e3omacHOCT
B in vitro npoy4BaHus BbpXY >KMBOTHH HAMAa JaHHH 3a KapUHHOI€HHOCT MJIH MYTareHHOCT.

[Tpu npoy4BaHe Ha TOKCHYHOCT NPH NMosioBo Hezpenu CD niubxoBe, npuaarane Ha QIyoKCeTHH
xuppoxuopua B no3u ot 30 mg/kg aHeBHo Ha 21 U 90 JeH OT NOCTHATATHOTO Pa3BHTHE BOJH JIO
HeoOpaTHMa JereHepalis 1 HEKpo3a Ha TECTUCHTE, elHTelHa BaKyoJIH3allua Ha ENUAUIUMYca, He3pana |
HEaKTHBHA PENPOAYKTHBHOCT NPH KHBOTHHTE OT XKEHCKH MOJ K noHikeH deprunurter. Habmonasa ce
3a6aBeHO NON0BO Ch3pABaHEe NpPH }KUBOTHUTE oT MbxkKH (10 n 30 mg/kg nHeBHO) 1 xeHckH (30 mg/kg
AHeBHO) moJ. KNWHHWYHATA 3HAYMMOCT Ha Te3H JaHHH TIPH XOpa € HEW3BEeCTHA.

Tpu nusxose, npuemanu uyokcernH 30 mg/kg ce HabnioaBa HamManeHa IbKHHA Ha GepeHara KocT,
CKEJIeTHO-MYCKYJIHA JIeTeHepallus, HEKpOo3a H pereHepauus B cpaBHeHHe ¢ KOHTpoaHaTa rpyna. Cnea
npuiaraHle Ha AHeBHa 103a ot 10 mg/kg npu )KUBOTHH c€ JOCTHraT MJ1a3MEHH KOHIEHTPALHH OT
nopsabka Ha 0,8 1o 8,8 neTH (3a duyokcetun) u 3,6 1o 23,2 nbTH (32 HOPHIYOKCETHH) NMO-BHCOKH OT
Te3H, KOMTO ce HabIo/1aBar NpH NeAHaTpH4Hy naueHTH. [1pi npunarane Ha no3a ot 3 mg/kg
nna3sMeHuTe KOHLUeHTpauuu ca npubnusurento 0,04 no 0,5 metH (3a dpnyokcerun) u 0,3 no 2,1 muTH MO-
BHCOKH (32 HOp(IYOKCETHH) OT Te3H, HaOlKojaBaHy TpH NeAHaTPHYHH NalHEHTH.

[1pK MONOBO HE3Pe/IH MHULIKH MOTHCKAHETO Ha CEPOTOHWHOBHSA TpaHcnopTep 3abaps oOpazyBaHeTo Ha
kocTHa opmanms. Te3u naHHH Lie TpsOBa Aa ce NOAKPENnAT KIHHHYHO.

Jlpyro npoy4BaHe BbPXY MOJIOBO HE3PENH XKHUBOTHH (TpeTUpaHH Ha JeH 4 10 21 oT moCTHATANIHOTO
pa3BHUTHE) M0KA3Ba, Y€ HHXHOHPAHETO HA CEPOTOHHHOBHS TPAHCNIOPTEP OKA3Ba NMPOALIDKUTENEH eHEKT

16 :
NOO03 20210104



BBPXY [IOBeeHHeTo Ha MUILKHTe. HaMa undopmanus aanu egexTsT € oOpaTiM. KITHHUYHOTO 3HaYeHHe
Ha Ta3M HaXo/IKa He e YCTaHOBEHO.

[TpoyuBaHHs IIpH MOJIOBO 3peJH KHBOTHH

B npoyuBaHe 3a penpogyKTHBHOCT 2-pO MOKOJIEHHE NMPH MUIbX0BE, MPUII0KEHHETO Ha (IyOKCEeTHH He
BOAM 0 HexenaHH eeKTH BbPXY YH(PTOCBAHETO MM ()epTHIIHTETA, HE € TepaTOreHeH, H He OKa3Ba
BJIHSHHE BBPXY pacTea, pa3BUTHETO, HIIH PENPOAYKTHBHUTE [TOKA3aTeNH Ha MOTOMCTBOTO.
KoHueHTpaunKTe B XpaHaTa, ca npubIH3uTeIHO paBHH Ha 1031 oT 1,5, 3,9 u 9,7 mg/kg TenecHo Terjio
(ITyOKCEeTHH.

[IpH MHLUKHTE OT MBXKKH TOJI, TIEKYBaHH €XeJHEeBHO C (yOKCeTHH B XpaHarta B 103a, NPHOJIH3HTETHO
exBuBaneHTHa Ha 31 mg/kg B npoabkeHue Ha 3 Mecewia ce HabnlojaBa HaMansBaHe Ha TErNoTO Ha
TECTHUCHTE U XHIlocrepMaToreHesa. Benpeku ToBa, Ta3u 103a HaBHLIABA MAKCHMAJIHATA TOHOCHMA /1034
(MTD), Tsii kaTo ca HabMOJaBaHH 3HAYHTENHH MPH3HALIH HA TOKCHYHOCT.

6. DPAPMAILIEBTHYHH JAHHHA
6.1 ChoHCBK H2 NOMOIIHHTE BelleCTBA

MukpokpHcTaiHa uenynosa
JlakTo3a MOHOXHMApAT
LlapeBuuHoO HHUlIECTE
Maruezues creapat

Cwvcmae Ha mebpoume Kancynu

XKenatun

Turanos auokcun (E171)

XunonuHoBo xbaT0 (E104)

Hwar ouseruren (E110)

HWuauro xapmus (E132)

6.2. HecbBMecTHMOCTH

Henpunoxumo

6.3 Cpok Ha rogHocT

2 TOAUHH

6.4. CrenuajHH yCJIOBHA HA CbXPaHeHHe

Ia ce cexpanssa noa 25°C.

6.5 Buau cbabpKaHHE HA OMAKOBKATA

OnakoBkH, ceabpskaiy 14 uiu 28 kancynu, no 7 6pos B Gnuctep, no 2 uiu 4 6nucrepa ot
PVC/anymunneso ¢onuo B onakoBka, win no 14 6pos B Gnuctep ot PVC/anymunueso ¢onuo, no 1 uiu
2 bnucTepa B ONAKOBKA.

6.6 CreuuajHH NpeANa3HA MepKH NPH H3XBBLPJISHe

Heu3non3saHUAT JiekapcTBEH NMPOAYKT WK OTNAJIbYHHUTE MATEPHATH OT Hero TpsAOBa Ja ce H3XBHPJAT B
CBHOTBETCTBHE C MECTHUTE H3HCKBAHH
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7. INPUTEXATEJ HA PASPEHIEHHETO 3A YIIOTPEBA
Tesa ®apma EAJ]

ya. Jlio6a Benuukora™ Ne 9, rp. Codus 1407
Brvarapus

8. HOMEP HA PASPELIEHHETO 3A YIIOTPEBA

Per. Ne 20010839

9. JIATA HA ITBPBO PA3PEIIABAHE/TIOJJHOBABAHE HA PASPEHIEHHETO 3A
YINOTPEBA

Jara Ha mepBO paspemasane: 26.07.2001 r.
Jlata Ha nocneano nogHoesieane: 01.11.2011 r.
10. [JATA HA AKTYAJIM3UPAHE HA TEKCTA

05.01.2021
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