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1. TBPFOBCKO UME HA NNEKAPCTBEHWUSA NPOAYKT:
Paroxetin HEXAL®
/MapokceTH XEKCAN®/
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2. KONWYECTBEH U KAYECTBEH C'BCTAB: ..
1 unMupaHa TtabnetTka cvabpxa 20 mg wnn 40 mg paroxetlne (I{aTO paroxetine
hydrochloride anhydrate 22,2 mg wnu 44,4 mq).

3a NOMOLLHATE BelwlecTBa BWK T. 6.1,

3. JIEKAPCTBEHA ®OPMA:
dunmupana Tabnertka

Paroxetin HEXAL®20 mg: 6sna, kpbrna, ¢ eaHa genurenHa Jyepra
Paroxetin HEXAL®40 mg: 6ana, Kpbrna, ¢ ABe genuTenHu YepTu

4. KNUHUYHN QAHHN:

4.1. MOKA3AHURA:

[TpoAYKTHT Ce npunara npu.

- ronsaM genpecueeH enuson

- 06cecMBHO-KOMMYNCUBHO Pa3CcTPONCTBO

-  NaHUYEeCKO pa3cTponCcTBO ¢ Unu tes aropadcgodusn

- coumanHo TpeBOXHO Pa3CTPOUCTBO/ coumanda godbusn
- reHepanusnpaHa TPeBOXHOCT

- NOCTTPaBMaTU4YHO CTPECOBO Pa3CTPOUCTBO

4.2. O3NPOBKA N HAYMH HA NPUNOXEHUE:
[lpenopbuBa ce paroxetine ga ce npunara Kato eAHoKpaTHa AHeBHa [jo3a CYTPUH C
xpaHaTa. Tabnetkute Tpadbea pa ce npuemar uenu, 6e3 aa ce ¢AbBKBaT, ¢ AOCTaTLYHO

KONU4eCTBO TeYHOCT (Hanp. Yauwa ¢ BoAa).

[[onsam genpecuseH enusos |
flpenopbunTenHata HavanHa posa e 20 mg gHesHo. [MoaobpeHneTo 3anodea cnepg egHa

ceaMUUa, HO ce Uu3fBSAiBA Cnep BTaparta ceaMuua OT TepanuAatTa. Kakro npu BCUMKK
aHTUgenpecaHtT, ak0 e Heobxogumo po3ata TpabeBa pna ©Ovae npepasrnepaHa W
KopurupaHa mexay 3-4™ cegmuua cnep 3anoyBaHe Ha TepanuAaTa M Cnej ToBa, aKko e
HeobxoauMO, cnopen KInHW4YHaTa npeueHka. [1pyn HAKOW NauyMeHTU C He3agoBOSIUTENEH
otrosop npu 20 mg, no3ata Moxe aa 6vae ysenuyeHa nocreneHHo ¢ 10 mg MakcuManHo
Ao 50 mg AHeBHO, B 3aBUCUMOCT OT UHAMBWOYANHaTa NOHOCUMOCT Ha NauneHTa.

[laumeHTH C penpecus Tpadea ga 6bAaT nekyBaHn AOCTAaTbYHO NPOALIMKATENHO 3a Nepuoa
Haii-manko oT 6 Meceua 40 NbNHO OTWYMABAHE HA CUMMTOMMUTE.

Ob6cecuBHO-KOMNyNcuBHO pasctponcTeo (OCD)

MpenopbuntenHata aosa e 40 mg aHeBHo. Havyannarta gosa e 20 mg AHEBHO U MOXe ga
Gbae ysenuueHa nocreneHHo ¢ 10 mQ A0 npenopbuuTenHarta fo3a. AKO cnefl HAKOMKO
ceaMUUN NeYeHwe ¢ npenopbuvuTenHara aosa ce Habnioaaea HesafioBonuTeneH OTroeop,
NPV HAKOU NauMeHTW A03aTa MoXe fa Ce NOBULWWKM NMOCTENEeHHO: MakcumanHo Ao 60 mg
avesHo. Mauuenutn ¢ OCD TpAbGea Aa ObAaT nekyBaHW  [OCTATBYHO- nponbnmmenuo
BpemMe, AOKATO U34esHe cuMmnTomaTukata. To3u nepuopn Mome .qa Sb.ue Mﬂmmco Meceua
WK No-NPOALINKATENHO BpeMe (BMX T.9.1). G | el
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[laHyvecKko pas3cTPOUCTBO
[lpenopbvuntenHaTta gosa e 40 mg aHeBHo. HavanHata pgosa e 10 mg AHEBHO M MOXe Aa

Obae noeuweHa nocreneHHo ¢ 10 mg, B 3aBUCUMOCT OT UHAUBUAGyaAnHaTa NOHOCUMOCT Ha
nauyeHTa. [lpenopwyBa ce HMCKa Ha4YanHa fos3a, 3a Aa ce MUHUMU3NpPa NOTEHLUaNHOTO
BNOWwaBaHe Ha CUMNTOMATUKATA, KOeTo 0OUKHOBEHO Ce NoABABAa paHO B Kypca Ha nevyeHue.
AKO crief HAKONKO ceaMuuM ¢ npenopbyuTenHaTa go3a ce Habnioaasa He3agoBonuUTeneH
OTrOBOP, NPU HAKOM MALMEHTW i03aTa MOXE Aa ce MOBULIM nocTeneHHO MmakcumanHo go 60
mg AHEBHO.

[MNauyexwTt ¢ naHuvecko pascrpoKcTeo Tpsabea pfa 6boaTr nekysaHw .qom'arbql-m
NPOABLIMKUTENHO BPeMe, AOKATO u3dYedHe cuMnToMaTtukata. Tosn nepuoa Moxe ,qa bbge
HAKOMNKO Meceua Mnn No-npoabkuTenHo epeme (BUX T.5.1).

CoumanHo TpEeBOXHO paacTponucTeo/coumanHa ¢obus

[MpenopbunTenHara nosa e 20 mg aHeBHO. AKO cnep HAKONKO ceaMuuM He ce Habnionasa
3a0BONIUTENEH OTIroBOpP, NPW HSAKOM MauueHTU [o3ara Moxe Aa 6bae ysenuueHa
nocreneHHo ¢ 10 mg makcumanHo Ao 50 mg gHeBHo. FlpoABLIMKUTENHOTO npunomeﬂue
Tpabea aa 6bae perynapHo oueHsaBaHo (BUX T. 5.1).

[ eHepanusupaHa TPEeBOXHOCT
[MpenopbuntenHaTa ao3a € 20 mg AHeBHO. AKO cCnea HAKONKO ceaMuuu He ce Habniogasa

3alOBOSIUTENEH OTrOBOp, A03aTta Moxe aa Obae yeenudeHa nocteneHHo ¢ 10 mg
makcumanHo A0 50 mg AHeBHo. [poabmxuTenHoTo npunoXxeHue Tpadea aa Ovbge
perynapHo oueHaBaHo (BMX T. 5.1).

[locTTpaBMaTu4HO CTPECOBO PA3ICTPOWCTEBO
MNpenopbuntenHaTa fo3a e 20 mg agHeBHO. AKO cnep HAKONKO ceaMuuu He ce Habnwpasa

3afjoBonuTeneH OTroBop, Ao3arta mMmoxe ga 6bae yeenuuvasaHa noctenedHo ¢ 10 mg
MakeumanHo Ao 50 mg pgHesHo. [lMpogbrxutenHoTo npunoxexHwe TpsdOBa pa 6Ovpe
perynapHo oueHasaHo (BMX T. 5.1).

OBUJA MHOOPMALIVA

CvMnNTOMU Ha OTHEMAaHE NPU CNMpaHe Ha Tepanua ¢ paroxetine

Tpabsa pa ce nabarsa pA3ko cnupaHe (BWXK T. 4.4 n 4.8). [Ipyn KMMHUYHK NpPOyuBaHUA €
npunarad pexuM ¢ Hamanaeawa gHesHa gosa oT 10 mg cegmuy4Ho. Ako ce Habniogaeat
CUMNTOMU Ha HENOHOCUMOCT cnej NOHWXKABAHE Ha Ao3aTta WU cnej cnupaHe Ha
Tepannarta, Moxe ga 6vae obMucneHo BbaocbHoBABAHE Ha NpeavuLlLHaTa NpeanucaHa aosa.
Cnefg ToBa NeKapsAT MOXe Aa Npoabiuku no-6aBHO NOHKWXXABAHETO Ha go3aTa.

lMayuesmu e HanpedHana ebapacm

[lpy nauyueHTW B HanpegHana Bb3pacT ce HabniopasaT nNoBULWIEHM NNAa3sMeHW HWUBa Ha
paroxetine, HO HUBaTa Ha KOHUEHTpaUUUTe ce NPUNOKPUBAT C TE3KU, Habnioaasaxsn npu no-
Mnagu nHausuan. HavyanHata posa Tpadea na OvAe cblara, KaKTo Ta3u 3a Bb3PacTHU.
AKO € HeoOXoaMMO, NPU HAKOU nauueHTu gosata Moxe Aa ﬁb.qe yaenw-lena MaKCUManHo
no 40 mg AHEeBHO. - SR

Heua u nodpacmeawu (7-17 200.) P RN

Paroxetine He TpsibBa pa Ovae npunaradH npu .u,eua " nanpac'raamu TbA KaTo
KOHTPONUPaHU KNUHUYHW NPOYYBAHUA CaA MOKa3anu, e pamxetine BGAN A0 NOBULLEH PUCK
OT CyuuuaHO nosepeHwe u BpakaedbHocT. [pu Tesn npoyyBaHuA Ge&nnacmcrra W

e(UKaACHOCTTAa Ha NPOAYKTa He ca AokasaHu (BUXK T. 4.4 n 4. 8)
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Hdeya u nodpacmeauwju (7 2040.)
besonacHocTTa U edUKacHOCTTa Ha NPoOAyKTa He ca MpoyvYeHu npu Aeua nog /7 rog.
Paroxetine He TpaOBa aa ce npwnara Nnpy Tasv Bb3pacToBa rpyna.

Bbwbpeyna unu yepHoopobra HedocmamsyyHocm

Mpu nauneHT ¢ Texka 6bOpeyHa HefoOCTaTLYHOCT (KpeaTUHUHOB KNUpBHC <30 mi/min) wnw
C TeXkKa YepHoaApobHa aucthyHKUMA MOXe Aa ce Habniogaea noBuLIaBaHe Ha MasMexsuTe
KOHUeHTpauuu Ha paroxetine. [Mopagn toea TpAbGBa aa ce npunaraTt no-HACKU A03U.

4.3. NMPOTUBONOKA3AHUA:

CBpBbXYYBCTBUTENHOCT KbM paroxetine nnu KbM HAKOE OT NOMOLUHUTE BellecTea.
Paroxetine e npoTuBonokasaH 8 KOMOGUHaUMA ¢ MOHOAMMHOOKCUMAA3HU MHXMOUTOpU (MAO-
UHxMbuTopNn). NleveHune ¢ paroxetine moxxe aa dbAe 3anovHaTo:

- [Be cegMmuuu cnepf cnupaHe Ha HeobpaTumMmn MAO-UHXMOUTOPU UNK

- Hai-manko 24 h cnep cnupaHe Ha obpatummu MAO-uHxbuTopu (BKN. moclobemide)
Heobxoauma e Hau-mManko egHa ceagMuua Mexay cnupaHe Ha paroxetine n sano4yBaHe Ha
Tepanus ¢ MAO-uHxudburtopu.

Paroxetine He Tps6sa ga ce npunara B KombBuHauusa c thioridazine, kakTo u ¢ apyrm
NeKapCTBeHU NPOAYKTU, KOUTO MHXMbupaT yepHoapobHus eHamm CYP450 2D6, ToH kaTo
paroxetine MOXxe ga noBUWK NnasMeHUTe HuBa Ha thioridazine (Bux T. 4.5). Thioridazine,
NPUNOXEH CaMOCTOSITENHO, MOXE Aa goeseae A0 yAbIvKaBaHe Ha QT—HHTepBana C TEXKH
KaMmepHWU apuTMUW, KaTo forsades de pointes, n sHe3anHa CMbpT.

4.4. CNEUMANHW NPEAYNPEXREHUA U CNELUMANHU NPEANA3HU MEPKA NPU YNOTPEBA:
JleyeHne c paroxetine TpsabBa Aa OBvge 3anovHaATO BHUMATENHO ABe cegmuuu cneq

cnupaHe Ha nedeHuve ¢ Heobpatumn MAO-uuxnbutopr unu 24 h cneg cnmpaHe Ha nevyeHne
¢ obpaTumun MAO-uHxnbutTopw. flosara Ha paroxetine Tpsabsa ga ce nosuwlaBa NOCTENEHHO,

AOKATO ce& AOCTUrHE onTumarneH oTroeop (K 7.4.3 n 4.5).

Hdeua u nodpacmeawu (7-17 200.)

Paroxetine He TpabBa ga ce npunara npu nevYeHue Ha geua v nogpactsawlv noa 18 roa.
Mpu KNUHKUYHKW NPOoyYBaAHWMA NPK Aeua U noapacTealyy, neKysaHu ¢ paroxetine B cpasHeHWe
¢ nnauebo, ca HabniogasaHu nNO-4ecTo CyMUMQHO noseaeHue (onuTy 3a camoybMINCTBO W
CYMLIMAHKW MUCNU) K BpaxaebHocT (npeauMHo arpecus, BpaXaebHo noBeaeHne u rHaB).
lMpu Te3u npoyysaHua He e Ouna pgokasaHa edukacHocTTa U OesonacHocTTa nNpw
NPOALIHKUTENHO NPUNOXEHWE NPU deua u nogpacTBalyM 3a pacTtex W passuTue,
nosHaBaTenHo U NnosegeH4Yecko passutne (BUX T7.4.8).

Camoybuticmeo/ cCyuyuonu Mucnu unu KuHUYHO efioliasaHe

[enpecnata € cBbp3aHa C MNMOBULIEH PUCK OT CYULUMAHW MUCNK, camMoHapaHsBaHe W
camoybmnicTBo (CHOMTMA, CBbP3aHUM CBLC camMoybuilcTBo). TO3M pUCK CbLUeCTBYBa A0
AOCTUraHe Ha 3HaYMma peMucua. bl KaTo noaobpeHwe MOXe Aa He HacTbMW npes
NbPBUTE HAKONKO ceaMuLlM UMW NOBe4Ye OT HAYanoTo Ha NeveHUero, naumeHTuTe Tpabea
Aa 6vgaTt nog cTporo HabniogeHuwe Ao noseara My. KNUHWYHUAT ONUT COYM, M€ PUCKBT OT
camoybuiicTBO MOXeE Aia HapacHe Npes paHHWTe eTanu Ha Bb3CTaHOBUTENHUS Nepuoa.
Opyrm ncuxuyHu 3abonsiBaHna npu kouTo citalopram ce npeanMcea, cullo-MoraT Aa 6baar
CBbLP3aHW C NOBULIEH PUCK OT CbbUTUA, CBBP3aHN CbC camoybuiicTeo. OcseH. ToBa Te3n
sabonsBaHma morat ga OLAaT cuyeTaHW C ronAMo AENpPECUBHO paacnprpﬁc'rao [Mpw
NEYEHNE Ha MALMEHTH C APYMM NCUXUMHU HAPYLUEHWS Tpﬂﬁﬂa .qa ﬁbp,aT c_tﬁmo.qaaaum

S -.’
___:- .".i
. -



KPATKA XAPAKTEPUCTIAKA
Paroxetin HEXAL® ctp. 40714

CbUWMTE npeanasHUTe MEepKW, KakTo NpWu fleyeHwe Ha NauuedTM ¢ ronamMo aenpecuBHO
Pa3CTPOUCTBO.

N3BecTHO e, Ye nauueHTW C aHamHe3sa 3a CbOuTUA, cebp3aHn CbC camMoyOuUCTBO wnw
nokassawu B 3Ha4YMTEeNnHa cTeneH cyuuuaHun naeauun, npegu 3anovsaHe Ha nevMeHneTo, ca
N3NOXEHWU Ha NO-BUCOK PUCK OT CyMLMAHM MUCITM UK ONUTK 3a camoybuincTeo U Tpabea pa
6baat BHMMaTENHO HabnoaaBaHW No Bpeme Ha ne4veHuwetro. MeTa-aHanus Ha nnauebo-
KOHTPONMUPaHU KIUHWYHW U3NUTBAHUA Ha aHTWAENpPecadTy Npu Bb3PACTHU NauueHTu C
MCUXUYHK PA3CTPOKCTBA NOKA3Ba NOBULLEH PWUCK OT CyMUMAHO noBedeHve Npu nauuveHTn
nog 25-roaviuHa BbL3PACT, NeKyBaHW C aHTuAenpecadTn B cpaBHeHne ¢ nnauebo.
NlekapcteeHata Tepanus TpsibBa fga ce CbABLTCTBA CbC CTporo HabnogeHwe Ha
NaLMEHTUTE, B YACTHOCT HA TE3W, KOUTO Ca U3NOXEeHN Ha BUCOK pUCK, 0CODeHO B HavYanHuTe
eTann Ha nedeHneTo U cnel npomeHu B aosute. MNMauueHture (M NonarawuTe rPkKn 3a TAX)
Tpsabea ga 6bvaaT npeaynpeaceHM OTHOCHO HeobxoaumocTTa OT HabmojeHue 3a BCceku
NPU3HAK Ha KNUMHWYHO BMOLWABaHe, CyMUMAHO MNOBefeHMe Wi Mucnn U HeobudyahHu
NPOMEHU B NOBEAEHMETO, KAKTO W fia NOTLPCAT He3abaBHO KOHCynTauWA C nekap, ako
TakwBa CUMMNTOMM CbLLECTBYBAT.

Axkamu3susn

NpunoxeHneTo Ha paroxetine e cBbP3aHO C NOABA HA aKaTU3UA, KOATO Ce Xapakrepusupa ¢
BbTPeLUHO Oe3nokoncTBO U NCUXOMOTOPHa Bb3byAa ¢ HEBbL3IMOXHOCT 3a ceAeHe Wnu
CTOEeHEe Ha eAHOo MACTO, OOUKHOBEHO NPUAPYXeHO OT cybekTuseH gncrpec. INo-xapakTrepHo
€ ToBa fa ce Habngasa npes NbpeuUTe ceaMuumn oT NeveHuneTo. [pu nauueHTy, Npyu KOUTo
ce HabniogaeaT TesM CUMNTOMMU, He Tpabea ga ce noBvWaea fgoalarta.

Cepomonunoe cusopom/Heeponenmuyer ManuesHe CUHOPOM

[Npu neveHwe c paroxetine B pegkn cnyvyan Moxe ga ce Habniopasa CepOTOHUHOB CUHAPOM
UMW  HEeBPONENnTUYeH ManurHeH cuHapoMm, ocobeHo B  KOMOMHaAUWA C  ppyru
CEePOTOHUHEPrUYHU WUNKN HEBPONENTUYHN NeKapcTBa. Tbil KaTO Te3n CUMHAPOMU MoraTt fia
AogefaT A0 XUBOTO3acTpallaBauld CLCTOAHUS, B TE3U cnydaum nedeHweto ¢ paroxefine
TpsibBa na 6bae npekbcHaTo (Xapakrepusvpar ce CbC CUMNTOMU KaTo XUnepTepMus,
PUMMOHOCT, MWUOKNOHYC, AaBTOHOMHA HeCTAaOUMHOCT C BbL3MOXHUW pe3kn nykTyauun Ha
XU3HEHUTE noKasarenu, NCUXUIHU MPOMEHMW, BKNIOMUTENHO 0b6bpKaHoCT,
pasapasHUTENnHOCT, eKCTpeMHa Bb3dyaa 40 Jenvup M KOM3) W ga ce npunoxat
NOAABbPXKALLM CUMITOMATUYHN MepKkW. Paroxetine He TpsiGea ga ce npunara B KOMGUHaUuA
CbC CEpPOTOHMHOBM npekypcopu (kato L-tryptophan, oxitriptan), nopagu puck OT
CEPOTOHUHEPIUYEH CUHAPOM. (BUXK T. 4.5).

Manusn

KakTo Npn BCUYKKM aHTUgenpecaHtwn, paroxetine TpAabea ga ce npunara BHAMATENHO Npw
nauuMeHTn ¢ aHaMHe3a 3a MaHua. Paroxetine Tpabea Aa ce npekbcHe Npu nauueHTu, KOUTo
HaBNM3aT 8 MaHMHa ¢asa.

bbOpeurno/vuepHoOpPOO6HO HapyuwieHUe
MNpu naumeHTn ¢ Texko 6bOpeuHo wnu qepHo.qpoﬁﬂo Hapyu.leHue Ce npenopuusa
NOBULLEHO BHUMaHne (BWX T. 4.2). | | e

duabem AR

Npu nayumeHTn ¢ AnabeT NPUNOXEHWETO Ha CEeNeKTUBHW. m-lxuﬁmopu Ha “GQPDTDHDBHFI re-
uptake (SSRIs) MOXe [a Hapywm rMUKEMWYHUS KOHTpON. BbamoxHo € {p.a ce Hanoxm
NPpOMsiHa B [03UpOBKaTa Ha MHCYNUH W/MNu nepopanHuTe xunornuxeumﬂwnpcnymu



KPATKA XAPAKTEPUCTUKA
Paroxetin HEXAL® | - c1p.507 14

Enunencus
Kakto ¢ apyru aHtugenpecaHTu, paroxetine tTpsbea ga 6bae npvnarad BHUMarenHo np
NaUNeHTn C enunencus.

spuoee
[Mpu nauveHTH, NekyBaHu c paroxetine, obLyara yecrota Ha ropyvose e no-manka ot 0.1%.
JNlexapcTBeHUAT NPOAYKT TpAOBa Aa ce chnpe Npu NayueHTyu, NPyU KOUTO Ce NOABAT MopuoBe.

EKT
Hama RocTtatb4yHO KNUHUMEH ONUT NP e4HOBPeMEHHO npunoxeHuwe Ha paroxetine n
eneKTPOKOHBYNCUBHA Tepanus.

I naykoma
Kaxte u ¢ gpyrm SSRI, paroxetine HevecTO npeau3BuKBa Mup,puaaa n Tpabea ga ce
npunara BHAMATENHO NPU NALMEHTU CbC 3aKPUTOBIbAHA rnNaykoMa WNM aHamHesa 3a
rnayxoma.

Crpldevynu sabonseaHus
[Tpn nauneHTn cbe cbpaevHHn 3abonaBaHnAa Tpabsa aa ce cnassaTt obuvaHUTE NpeanasHn
MEPKMU.

XunoHampuemus

Paako e HabnwaaeaHa xunoHaTpueMna, NpeauMHO Npy nauneHT B HanpeaHana Bb3pactT.
HeobxoauMmo € BHMMaHME nNpwv NauMEeHTW € PUCK OT XunoHaTpuemusa, Hanp. npw
eQHOBPEMEHHO TMNpUMOXXEHWe Ha fiekapcTBeHW NpoAykt™M W uuposa. O6bwo
XUnoHaTpuemMusitTa e odbpatuma cnep cnupaHe Ha paroxetine.

Xemopazusn

HabGniopasadn ca cny4anm Ha CTOMALUHO-YPEBHU KPHEBOUIITUBU, KOXHM KPBBOUSMWBI KaTto
eKkxumMo3a U nypnypa npu npunoxeHuwe Ha SSRI. lpu nauveHT B HanpegHana Bb3pacT
CblUecTByBa NOBULUEH PUCK.

[penopbyBa ce BHAMaHWE Npwu nauueHTn, npuemawy eaHospemeHHo SSRI u nepopanyHu
aHTUKOArynauTs, rekapcrea, nosnuAsallM TpombouuTHaTa arperaums, WNM  Apyru
nekapcrea, KOWTO MOfaT p[a nNoBULUAT pucka OT KPbBOM3NUBW (Hanp. aTUNU4YHW
AHTUNCUXOTULM KaTO KNo3sanuH, eHoTHa3suHY, NOBEYETO TPULIMKNIMMHW aHTUAENnpecaHTy,
aueTUNCanMUUMNOBa XMCenuHa, HecTepoudHw npoTUBOBbL3NanutTenHu cpeacrea, COX-2
UHXUOUTOPK), KAKTO U NAUMEeNTN C aHaMHe3a 3a KpbBOW3NUBW UNK nNpefpasnonaray Kbm
KPBLBOU3NUBU CHCTOSHUA.

Cumnmomu Ha omHemaHe, HabrmodaeaHu cned cnupaHe Ha s1leyeHue ¢ paroxetine |
YUecTo ce HabnogasaT CMMITOMM Ha OTHEeMaHe Npu cnupaHe Ha neveHneTo, ocobeHo ako e
pA3Ko (BWX T7.4.8). MpU KNUHNYHU NPOYyYBAHUS HEXenaHUTe peakuuu, XOUTO Ca ce NoABUNU
npu cnupaHe Ha nedyenueTo, ca Habmopasanu npu 30% oOT nauveHTUTe, NekysaHW C
paroxetine, cpasHeHn ¢ 20% oT nauueHTUTE, npuemanu nnauebo. loseara Ha Tesn
CUMNTOMW He € cbllaTa KakTo npu NPOAYKT, Npeavssukealy anCTpae:[nBaHe unu
3aBUCUMOCT. PUCKLT OT CUMMNTOMU HA OTHEMaHe MOXE Aa 3aBUCH OT HAKOAKS.haKTopa,
BKNIOYUTENHO O03a U NPpoAbBMKUTENHOCT HA Ne4yeHue U cTenex Ha nommaaaﬂe Ha gosara.

HaBniogaBaHn ca CBETOBBLPTEXK, CETUBHU HapyLeHUs (BKN. /NApecTesns W Y@l,ual-le 3a
eNexTPUHEH LUOK), HapyLUeHUs Ha CbHA (BKN. UHTEH3UBHO cwyaaue) Bbaﬁyna w'[n cTpax,
rageHe, Tpemop, oOObpkBaHe, u3novssaHe, rnasobonue, -Anapus, nam'lwraumu
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eMoLMoHanHa HecTabunHoOCT, pasapasHUTESTHOCT, 3PUTENHU HapyweHna. Tean CMMNTOMMU
ca nNeku A0 YMEepeHW, HO Npu HAKOM nauuMeHTH morat ga b6vaar no-texxku. CuMntoMuTe
OBUKHOBEHO Ce NOABABAT NbPEUTE AHWU clen cnMpaHe Ha TepanuaTa, MHOMo PROKo ca Bunn
CboOLeHn cnyyan Ha TakuBa CUMNTOMK NPU NAUWEHTN, KOUTO HEeYMULLNEHO ca nponycHanu
nosa. O0OWo Tean cumMnToMu ca orpaHudeHn u OOUKHOBEHO OTLUYMABAT [0 2 CeaMMUM,
BbAPEKU Ye MPU HAKOU cnydau Mmorat ga Svpart nponoHrupanun (2-3 mMeceua nwnu noseve).
[Nopagu ToBa ce npenopbuBa NOCTENEHHO NOHWXABaHe Ao3aTa Ha paroxetine npu cnupaHe
Ha TepanuMaTa 3a nepuoa OT HAKONKO cegMvuuM WNKu  Meceun, B 3aBUCUMOCT OT
UHOUBUAYanHaTa NOHOCUMOCT (BUX T.4.2).

4.5. JIEKAPCTBEHW ¥ AIPYIU B3AMMOAENCTBUA:

Cepomonunep2uyHu nexapcmeeHu npooykmu

Kakto 1 ¢ apyrm SSRI, egHOBPEeMEeHHOTO NpUNoXeHne CbC CePOTOHMHEPNYHU NeKapcTea
(Bikr. MAQO-unxubutopu, L-tryptophan, tpuntanwn, tramadol, linezolid, SSRI, nuTWH w
MPOAYKTU C XBIT KaHTapuoH) MOTaT ga foseaaT A0 CEPOTOHMHOBU ehbeKkTH (CepOTOHUHOB
CUHAPOM: BUXK T.4.3 1 4.4).

[penopbyBa Cce BHUMAHME W € HEOBXOAMMO KNMHWUYHO MOHUTOPUPAaHE, KOoraro Tesw
neKkapcTeeHn NPOAYKTU ce KoMOuHupaT ¢ paroxetine.

Jlexapcmea-memabonusupauiu eH3uMu

MetabonuambT U apMakokMHETUKaTa Ha paroxetine morar aa ovpar npomeHeHu npwu
UHAYKUMA U MHXUOUUMA Ha eH3umMin, metabonusnpallm nekapcraa.

Korato paroxetine Tpabea pa ce npunara ¢ nNekapcTBeH MNPOAYKT, KOWTO € eH3UMeH
nHXNbuTop, TpsibBa pa ce ooOMMCNKN npunaraHe Ha NO-HKUCKa Ao3a paroxetine.

He e Heobxoaumo KopurmpaHe Ha HavYanHata [osa, korato paroxetine tpabsa fga ce
Npunara ¢ NEKApCTBeH NPOAYKT, KOATO € €H3uMeH uHaykTop (Hanp. carbamazepine,
rifampicin, phenobarbital, phenytoin). MocnegsalunTe Kopekun Ha gosaTta TpsOea pna ce
cbobpasssaT ¢ KIMHNYHUA edekT (NOHOCUMOCT U €PUKACHOCT).

Procyclidine
Paroxetine nosuwaea 3Ha4YMTENHO Nna3smMeHUTE HUBa Ha procyclidine. Ako ce HabnopasaTt
aHTUXONUHeprniHy edekTn, aosata Ha procyclidine TpsidBa aa ce NOHMXMU.

AHmuxoHeyncaHmu
Carbamazepine, phenytoin, sodium valproate. EAHOBpeMEHHOTO TMpUNOXEHWE He e
nosnuANno gapMakoKUHETUYHNA/-auHaAMUYHUA npoddun Npy NAUWEHTU C enunencus.

CYP 2D6 unxubumopro Jelicmeue Ha paroxetine

Kakto v gpyru anNTuoenpecaHTn, Bkn. apyru SSRI, paroxetine nHxumbupa YepHOAPOOHUA
uutoxpom P450 enHsum CYP2D6. UHxubupanHeto Ha CYP2D6 moxe pa posene Ao
NOBULUEHW MNNa3MeHu HWUBA Ha eOHOBPEMEeHHO nNPUNOXEeHW nNpPOAYKTW, KOUTO Ce
metabonuanpar oOT TO3M €H3UM. Takuea ca TPULUUKNMYHW aHTugenpecaHtTy (Hanp.
clomipramine, nortriptyline w desipramine), <deHoTHasnHoBN HesponenTuuu (Hanp.
perphenazin u thioridazine, Bux T.4.3), risperidone, Hakou TMR 1C. aHTuapumuuu (Hanp.
propafenone u flecainide) n metoprolol. He ce npenopsusa npunomel-me Ha paroxetine ¢
metoprolol, npunaradH nNpu CbpaevyHa HeQOCTATBMHOCT, nopap,u Tecl-mﬂ <T$panea'mqeu
nHaekc Ha metoprolol npu ToBa nokasaHue. o

. : PR , :
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Anxoxon
Kakto U ¢ ApyrM NCUXOTPONHW NPOAYKTW, nauneHrutre Tpadea ga OvaaT cbBeTBaHU Aa
n3bAreaT ankoxon NoO BpemMe Ha nedyeHue ¢ paroxetine.

lTepopanHu aHmukoazynanmu

Bb3aMOXHO € ga HacTbnu apMakogMHaMUMHO B3aUMOLENCTBUE Mexay paroxetine u
nepopanHuTe aHTUKoarynaHtn. EQHOBPEMEHHOTO MNpUNOXeHWe MoXe Aa gnoseae Ao
NOBMLUEHA AHTUKOATY/IAHTHA axKTUBHOCT M XemoparuyeH puck. lNopaawn ToBa paroxetine
TpAbBa ga ce npunara BHAMaTeNnHO NpPW NalWeHTU, KOMTO ca Ha Tepanus C nNepopanHu
aHTUKoAarynaHTu (Bux T1.4.4). |

HCIIBC u ayemuncanuyunoea KucenuHa, opyau aHmuaape2aHmu

Bb3MoxXHO € aa ce Habnoaasa dhapmakoguHaMUMHO B3auMOAEUCTBUE MeXay paroxetine v
HCIMBC » aueTuncanuuunoBa KucenuHa. EAHOBpEeMEeHHOTO NpunoXXeHne MoXe fa aoeene
[0 NOBULLIEH XeMmoparnyeH puck (Bux 17.4.4)

[lpenopbyBa ce BHUMaHuWE NpW nauweHTn, npuemawy SSRI egHoBpeMeHO C nepopanHu
aHTWarperaHTy, nekapcrea, KoUTo NOBNUABAT TpombouuTHaTa (PyHKUUMA wnin NoBULLABAT
pUCKa OT KPBbBOWU3NMBM (HANp. aTUNUYHKW AHTUNCUXOTUUM KaTo clozapine, ¢heHOTHa3uHM,
noBeveTo TPULMKIUMHW aHTuaenpecaHTu, auetuncanuumnosa kucenuHa, HCMNBC, COX-2
MHXNOUTOPHU), KAKTO U NALUUEHTU C aHaMHe3a 3a KpbBOW3INUBU WNK Npeapasnonarally Kom
KPbBOW3NUBU CbCTOSTHUA.

4.6. BPEMEHHOCT W KbPMEHE:

YnotpebaTa Ha napokCeTMH NO BpemMe Ha NbpBUA TPUMECTbP NPeau3BUKBA BBH3MOXHO
TOBULLABaHe Ha pyUcKa OT BpoaeHu MandgopmMmauuu.

Paroxetine Tpabsa pa ce npunara no sepemMe Ha OpeMeHHOCT CaMo NpWA CTPUKTHU
nokasaHnA. KeHn, KouTo nnaHupart 3abpemeHsaBaHe U NpU KOMTO Ce YCTAaHOBK BDpemMeHHOCT
no BpeMe Ha tepanusn, Tpabea ga ce KOHCYNTUPAaT ¢ NNYHUA Nekap. PA3KOTO NpekbecBaHe Mo
Bpeme Ha DpemeHHoCT TpAbBa aa ce nsbsarea (B 1.4.2).

HosopogeHuTe Tpsadea aga 6baat Habniogaeanu, ako MailkaTta NpoaAbMKasa NPUNOXEHUETO
Ha paroxetine B Nno-KkbCHUTE eTann Ha BpemeHHOCTTa, 0COOEHO TpEeTUA TPUMECTLP. B Tean
cnydau morat ga b6baar HabniogasaHu cneaHuTe CMMNTOMWU. pecnvpaTopeH AucTpec,
LUMAHO3a, anHoe, rbpyoBe, TeMnepaTypHu nykTyauun, HapyweHo XpaHeHe, NoBpblyaHe,
XUMOMNUKEMUSA, XUNEPTOHWA, XWNOTOHMA, Xxuneppednekcna, Tpemop, HEepBHOCT,
pasnpasHUTENHOCT, NeTaprus, NOCTOAHEH NNaJy, COMHONEHTHOCT, HapyLeHUAa B CbHA. Tesu
CMMINTOMW MOraT ga ce AbJ/HKAT Ha CepPOTOHUMHEPryHU eeKTh WNU Ha CUMMNTOMK Ha
OTHEMaHe. B noBeyeTo cny4Yyan YCNOXHEeHWATa ca 3anovHanu HenocpencTBEeHO WNU CKOpo
(<24 h) crieq paxaaneTo. |
lNpoyyBaHUATa NMpyv XXMBOTHWU ca Nokasanu penpoaykTuBHa TOKCUMHOCT, HO HE ca NnokKasanw
OUPEeKTHU BpefHWU ehekTu Bbpxy bpemeHHocTTa, eMbpuoHanHoTo/deTanHo passuTue (BUX

T.5.3).

Kupmene

Mankn konudectsa ot paroxetine npeMuHaBaT B MaWYMHOTO MNAKO. B nybnukyBaHw
NPOy{BaHNA NNasMeHUTe KOHLUEeHTpauuu npu Kbpmadveta ca Hunu nog rpaHuuarta Ha
oTkpusaHe (< 2 ng/ml) wnu MHoro Huckn (< 4 ng/ml). He ca- Haﬁnrogaaaﬁu “epexrn Ha
npoAyKkTa Npu Tesu Aeua. Hesaeucumo ot Toea, paroxetine He TpsAOBa pa ce ﬂpunara no
BpEME Ha KbpMeHe, OCBEH ako nonsara He HagBuLLlaBa nmeuuuam-lm pwcksa mfmo
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4.7. EOEKTU BbPXY CNOCOBHOCTTA 3A LULODUPAHE U PABOTA C MALLUHN:

KnuHWYHUAT ONWUT € nokKasan, 4e TepanuaTa ¢ paroxetine He BOAM [0 HapyweHusa Ha
No3HaBaTENHUTE U NCUXOMOTOPHU (PYHKUMW. HesaBMCUMO OT TOBa, KakTO U NPU BCUYKA
NCUXOTPONHKU NeKapcTBa, nauweHTuTe TpAdsa pa O6vAAT npegynpeneHn 3a Bb3MOXHOTO
HapylueHe Ha TAXHaTa cnocoBHOCT Aa wodupaTt unu paboTAT ¢ MaLLMHW.

Bbnpeku ye paroxetine He 3acunea NCUXUYECKUTE U MOTOPHWU HapYLLUEHUA, NPUYUHEHW OT
arikoxon, eqHOBPEMEeHHOTO NPpUNoXeHWe Ha paroxetine u ankoxon He ce NpenopbYBa.

4.8. HEXXERAHW NEKAPCTBEHU PEAKLMW:

Hakon OT onucaHUTe NO-AONY HeXenaHWu peakuuu, Morat ga otcnabHar no WHTEH3UTET #
YECTOTA B XO4a Ha Ne4YeHWeTo W He U3UCKBAT cnupaHe Ha Tepanuata. HexenaHute
NeKapcTBeHn peakuun ca onucaHu No opraHHa knacudukauwa u yectota. Hectotara ce
aedpuHnpa kaTo: MHoro Yecrto (=1/10), yecto (=1/100, <1/10), HevecTo (21/1.000, <1/100),
peaku (21/10.000, <1/1.000), mHoro peakun (<1/10.000), BkniOYMTENHO OTAESNHW CNy4au.

Kpbe u numcHa cucrema
Hevyecmu: KpbBOU3INUBW, NPEAUMHO Ha KoXXaTa U nurasuuuTe (eKxMmMosa)
Mrozo pedku: TpombounToneHus

MMyHHA cuctema
MHozo pedku: aneprmdHn peakumy (BKN. YpPTUKApUA U aHrMoeaemMm)

EHAOKPUHHA CHCTEMA
MHo20 pedku.: CHHOPOM HA HapyLleHa ceKkpeLunsa Ha aHTUANYpeTUYeH XOpMOH

MeTtaGonuibMm U xpaneHe
Yecmu: NOHWXKEH aneTuT

Peodku: xXmnoHaTpueMuns
XunoHatpuemus e HabniogasaHa npeauMHO nNpU nauyueHTU B HanpegHana Bb3pacT U B
HAKOU cy4aun ce Ob/MKU Ha CUHAPOM HA HapylLleHa cekpeuusa Ha aHTUaUypeTUYEeH XOPMOH.

NcuxmarpuyHm HapyweHus

Hecmu: cbHNMBOCT, 6e3cbHue

Hevecmu: obbpKBaHe, XanwuuHaumv

PeOku: maHWAHW peakuuu, Bb3Oyga, cTpax, genepcoHanusauusi, nNpucTbNM Ha NaHWKa,
akaTusuna (Bux 7.4.4)

Tes3u cMMNTOMM MOTAT f1a ce AbIMKAT U Ha nognexallo sabonapaHe.

C Heussecmua yecmoma: Uma cbobLyeHn cnyvyan Ha cymuvaHa wgeauvss U CyMUUOHO
noBefeHne no BpeMe Ha neveHue ¢ paroxetine unv CKopo cnej cnupaHe Ha NevYeHueTo
(BUX TOYKa 4.4).

HepBHa cucTtema

Lecmu: CBETORBPTEXK, TREMOP

Hevyecmu: ekcTpanupaMmuaHn HapyLeHus

PeodKu. m.pyoBe o e

MH020 peldku: CepOTOHUHOB CUHAPOM (CUMNTOMW KaTo Bbsﬁy.ua oﬁbpxaane nuaq:upesa
XaniouvHauumy, xmneppegpnekcua, MUOKNOHYC, Tpenepexe, TEIJ(HRBP,ELHFI 7 TPEMOD),J; L
HabniogaeaHu ca cnyvyau Ha ekcTpanupaMuaHn HapyLUeHus C opecbauuanﬂa .qncmﬂm npw
nayuveHTy ¢ nognexalym gsuratenHn HapyLeHUs UnNu KOUTo ca npueuanu Heaponen'muu
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Oumn
Hecmu: 3aMbINeH0o BUXAdaHe
Muozo pedku: ocTpa rnaykoma

ChpaeyHO-CHAOBA CMCTEMA

Hevyecmu: CWHycOBa TaxukapausA, NPexoAHO noBulLaBaHe WNU NoHwXasaHe Ha KPpbBHOTO
HansraHe.

[fpomeHuTE B KPBLBHOTO HansraHe ca HabniogasaHu cneg nedeHwe ¢ paroxetine, npu
nayueHTu ¢ npeglwecraalla XunepToHusa UNK cTpax.

Pedku: bpagukapams

PecnupaTtopeH TpakT
Uecmu: nposaBade

FacTpouHTECTUHANEH TPaKT

MHoz20 yecmu: rageHe

Hedecmu: 3anek, gnapusa, cyxoTa B yctaTa
MHoz20 pedku. CTOMaLUHO-YPEBHN KPbBOU3NUBU

YepeH Apo0 ¥ XNbYEH TPaKT

Pedku: nosnaBaHe Ha YepHoapoOHUTE eH3nMI

Muo20 yecmu: 4epHoApobOHM HapyLleHUAa (KaTo XenaTuT, NMOHAKOra C XbATEHUUa Wunn
YyepHoapobHa HelOCTATBLYHOCT)

Tpsbea ga ce obMucnn npekbvcBaHe Ha TepanusTa ¢ paroxetine, ako pesyntatute OT
W3cneABaHuaTa NoKassaT NPOABbIMKUTENHO NOBULLIABaHE Ha YepHOQpobHaTa PyHKLMA.

Koxa

Hecmu: noBULLIEHO U3NOTsIBaHe

Hevecmu: obpuB, copbex

MHoz20 pedku: peakumm Ha (hOTOHYBCTBUTENTHOCT

BuOpeuu n NUKOYHU NBLHULLA
Heuyecmu: peTeHLUUs Ha ypUHa

PenpoaykruBHa cucTema
MHoz0 yecmu: cekcyanHa auchyHKuus
Yecmu: xwnepnponakTUHEMMA/ranakTopes

Hevyecmu: npyuanusbm

O6wm
Yecmu: acTeHUs, HanbnNHABaHe
Muozo pedku. nepucdepeH egem

Myckyno-ckenertrHa cucrema
Pedku. aprpanrua, MManrus

CUMNTOMW HA OTHEMAHE . .- W
Yecmu: 3amanBaHe, CEH30PHU HaPylLUeHUA (BKMN. NapecTesus), Hapytuel-ma Hax. EbHFI (BKN.
MHTEH3UBHO CbHYBaHe), cTpax, rnasobonue. G e
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Heyecmu. Bb30yaa, rageHe, TpeMop, o6bpKaHOCT, NOBUWEHO U3NOTABaHe, eMoUVoHanHa
HEeCTaOUNHOCT, 3pUTENHU HapyLLUEeHUA, nannutauuu, anapus, pasapasHUTENHOCT.
CnupaHeto Ha paroxetine (ocobeHo korato € pA3K0o) 4YecTo BOAUW A0 CUMNTOMU Ha
OTHEMaHe.

[loBeyeTO peakunn Ha OTHEMAaHE ca NeKn U OTWyMsABaT bbp3o. Te MoraT ga npogbinkat
eaHa vnu ase ceamuum. [losata Tpabea Aa ce nNOHWXKaBa NOCTENEHHO NpU cnUpaHe Ha
nevyeHueTo.

HEXENAHU PEAKLIUM OT NEAUATPUYHU KNUHUYHU NPOYYBAHUA

lMpun kpaTtkocpodHu (4o 10-12 ceaMuuKn) KNUHUYHKU NPOYYBaHUA NPU Aela U nogpacTeallw
ca HabfniogaBaHW CNeAHUTE HEXENaHW peakuum ¢ 9vectota Hai-manko 2 % npw
nayuneHTuTe, npuemanu NapoKCeTUH, U C 4YecToTa ABa NMbTW NO-HUCKA NPU NaUUMeHTUTe,
npuemanu nnauebo: 3acuneHo cyuuuaHo noeeaeHwe (BKn. onuTyu 3a camoybuicTBO W
CyuLUAHM MUCNIW), camMOoHapaHAaBaHe W 3acuneHa spawaedbHocT. CymunmaHMTe MUCIN W
onuTUTEe 3a camoybuUCTBO ca HabnwaasaHW nNpeavMHo NMpU KMUHUYHW NpoyYBaHUA Npu
nogpacTtealym ¢ genpecua. 3acuneHa spaxaedbHocT e HabnoaasaHa npeauMHO Npv geua ¢
06cecnBHO-KOMNYNCUBHO pa3cTpPorUCTBO U ocobero npu geua noa 12 roa. [ipyru peakuum,
KOUTO ca HabnwpaBaHW NO-4yecTo NPV NAPOKCETUH, B cpaBHeHue ¢ nnauebo ca: NoHwKeH
aneTuT, TPEMOP, M3NOTABaHe, XMNepkuHesus, pb3dbyaa, emounoHanHa HectabunHocTt (BkN.
nna4vy u NPOMEHU B HACTPOEHNETO).

[lpu npoy4BaHKsa NpU NOCTENEHHO NOHWXaBaHe Ha Ao3ara wnuv cneg cnupade Ha paroxetine
ca HabniogaBadM CUMMMNTOMWU C YecToTa Hain-Manko 2 % npu nauveHTUuTe U ¢ YectoTa ABa
NbTM nNo-HUCKA npw nnauebo: emouyuoHanHa HecrabunHOCcT (nnady, nNpoOMeHU B
HACTPOEHUETO, CaMOHapaHABaHe, CyMUWAHU MUCNWU U ONUT 3a CaMoyOMMNCTBO), HEPBHOCT,
CBETOBBLPTEX, rageHe n 6onka B kopema (BK T. 4.4).

4.9. MMPEQO3VPAHE:

CumMnmomu u npusHayu

HabniogasaH € WWPOK AwanasoH Ha OesonacHoOCT Npu cnyyYauTe Ha npeaosvpaHe ¢
paroxetine. OceBer HexenaHuTe peakumm, onucaHun B T. 4.8, ca HabniogasaHu NoBpbLaHe,
pPa3LLMPEeHN 3eHMLM, TpecKka, NPpOMEeHW B KPBLBHOTO HansiraHe, rnasobonue, HeBONEBW
MYCKYNMHU KOHTpakuuu, BBb3Oyaa, cTpax W Taxukapgus. OOWoO nauueHTMTe ca ce
Bb3CTAHOBANK HanbiHO, OHe3 cepuosHu nocneavun, gopu npu aosn go 2000 mg, npuetn
camocrosTenHo. Hevecto ca HabnwgasaHu cnydau Ha koMa wnu npomenn 8 EKI, mMHoro
pAAKO ¢ pataneH un3xod, ocobeHo korato paroxetine e npuetr egHOBpPEeMEeHHO C Apyrv
NCUXOTPOMHWU NPOAYKTK ¢ N 6e3 ankoxon. | |

JleyeHnue

Hama u3BecteH aHTUAOT.

IlevenuneTto TpabBa pa sknwuBa oOWKM Mepku NpU nNpeaosupaHe ¢ aHTUOgenpecaHT. AKo e
noAaxoasnLlo, MOXe ga ce Hanpasn cCTOMalluHa NPOMUBKa WK Aa ce npeaussuKa nospbuiyaHe
unu n aeete. Cnep ToBa Morar ga ce npunoxar 20 go 30 g akTueeH BbrneH Ha BCeku 4 Ao
6 h npe3 nvpeure 24 h ot npuema. Heobxoaumm ca noagbPXALLUM MEPKW, YecTo
MOHUTOPUPaHE Ha XU3HEeHUTe NapamMeTpu U BHUMaTENHO HabniogeHve.

5. DAPMAKONOrUYHN AAHHMN: N
5.1. tDapmaKoAuHaMHllHu CBOMCTBA:
AHTMA&I‘IPEC&HT cenexTueeH uHxubutop Ha obpaTHOTO 3axaaLﬂaHe Ha cepo'rouvlﬁa (SSRI)

N . l_
g
- F
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MexaHu3bm Ha deiicmeue

Paroxetine e cunes cenektMeed wuHxWOWTOp Ha 3axBawaHeto (uptake) Ha b5-
hydroxytryptamine (5-HT, serotonin) u ce npuema, ue HeropoTo aHTMAENpPecuBHO AeUCTBUE
n edekTUBHOCT B nedeHWeto Ha OCD, couuanuHa ¢pobus, crpax, NOCTTPpaBMATUYHO
CTPEeCOBO Ppa3CTPONCTBO M MNaHMYECKO pasCTPOACTBO Ce AbMKM Ha cneuyuguyHara
MHXNOULMA Ha 3axBawjaHeTo Ha 5-HT B MO3bYHUTE HEBPOHM.

XUMUYHaTa CTpyKTypa Ha paroxetine ce pasnuyaBa OT Tasu Ha TPULMKIIMYHMTE,
TETPAUUKNWYHUTE K OpYrn aHTUAENPeCaHT!.

Paroxetine vMa HUCBK aUHUTET KbM MYCKApUHOBMTE XONMUHEPruyHu peuenTopu W
NpOyvBaHUSA MPU XKMBOTHM Ca NoKasann camo cnabn aHTUXoNUHEPruyHU CBOWCTEA.

In vilro npoyyMBaHUA ca NOKasanv, 4e 3a pasfnvka OT TPUUMKIUYHWTE aHTWASnpPecaHTw,
paroxetine uma HUCHK acpuHUTeT KbM alpha-1, alpha-2 u beta-agpeHopeuenTopu, goraMuH
(D-2), 5-HT1, 5-HT2 wn xucramurosu (H1) peuentopwn. Tasm nunca Ha B3anMOJenCTBUE C
NOCTCUMHANTUMHUTE pPeLenTopu in Vilro e NOTBbPAEHa Ypes in vivo NpoyYBaHus, KOUTO
nokaseaT nunca Ha LIHC notuckalim u xunoTeH3neHy CBOUCTBA.

dapMakogMHaAMW4YHK epeKTh

Paroxetine He NOBNUSAIBa NCUXOMOTOPHUTE DYHKUMKM U HE NMOTEHUupa AenpecUuBHUA edqeKT
Ha eTaHona. Kakto v ¢ apyrn cenektuBHn 5-HT nuxubutopu Ha saxBallaHeTo, paroxetine
npeavssMKkea CUMNTOMUM Ha eKcuecuBHa cTtumynauua Ha 5-HT peuentopu, Korato e
MPUMOKeH Ha XWBOTHW, Ha kouto ca npunarakun MAO-mHxubutopn wnu TpuntodhaH.
lMosegen4yecku u EEI npoyvyBaHust nokassar, Ye paroxetine e cnabo akrMeupaly npu gosu
Haj Tean, Heobxoanumun 3a nHxMbULMA Ha 3axBawjaveTo Ha 5-HT. AktvBupalrlyuTte cBOACTBA
no npupoga He ca ,noaodHn Ha amderamuH . [lpoyyBaHus Npy XWBOTHU NOKa3sBaT, 4e
paroxetine ce noHacs gobpe oT cbpaedHO-cbaoBara cuctema. Paroxetine He npeavseukea
KNMUHUYHO 3HAYUMW NPOMEHW HAa KPbBHOTO HansraHe, cupaeveH putbM W EKI cnea
NpUIIoXKeHne NpKn 3gpasu cybexTy.

[poyuBaHUs NOKa3BAaT, Y& 3a Pas3fuka OoT aHTUAENPECcaHTUTE, KOUTO NOTUCKAT 3aXBallaHETO
Ha HopajpeHanuHa, paroxetine uMa MHOro nNOHWXEHA TeHgeHuMs pJa wuHxubupa
anTUXUNepTeH3uBHUA edeKT Ha guanethidine.

[py nedYexne Ha penpecuvs paroxetine nokasea cpasHuMa e(PUKACHOCT ChC CTaH,qapTHuTe
aHTUgenpecaHTy.

Uma gokasatencTea, ye paroxetine moxe ga 6bae edekTuBeH Npu nauueHTH, KOUTO He ca
pearupan KeM CTaHfapTHa Tepanus.

CytpewHun f[03u  paroxetine HAmat Hexenan emMexT BbpxXy KavecTBOTO W
NPOABIKUTENHOCTTA Ha CbHA. [onmbnHUTENHO, YecTo ce Habnioaaesa NoAcbpeH CbH Mpw
nauMeHTn, KOUTO pearupar Ha Tepanus ¢ paroxetine.

Peakuun KbM ao3arta

[pu NnpoyvBaHUA ¢ PUKCUPAHW A03N € YCTaHOBEHO, Ye ehukacHOCTTa He ce NoBullaBa Npn
npunarase Ha NO-BUCOKK OT NpenopbyUTenHuTe A03M.

ColUecTBYBAT HAKOWM KNUHUMHKU A3HHW, KOUTO Npeanonarar, ve noBullaBaHe Ha [o3aTa
Moxe na 6vae 6naroTBOpPHO NPU HAKOU NALUEHTM.

NMpoALNXuTenHa e(pmKacHoCT | S
[MpoabrokuTenHara egukacHoCT Ha paroxetineg npw p,enpecuﬂ e Q&Mqﬂmpupaﬂa npw
npoyuBaHe 3a NpeBeHUMA OT peunauB, Npoabiikuno 52 ceaMuum:. 12%2 OT NauueHTuTe,
npuemaw paroxetine (20-40 mg AHeBHO) ca nonqunu peun.quag @;}pmy 28% oOT
nayueHTuTe ¢ nnauebo.

rl. E-.-\"' J ;.-
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[pogbmxntenHata edukacHocT Ha paroxetine npu nedeHue Ha OCD e Ouna
NEeMOHCTpUpaHa npu TpW NpoyyBaHUA 3a NPEeBeHUMs OT peunaus, NpoabKUNK 24
ceamuun. [lpyn egHoO OT TpuTe NPOYYBAHMA] e MNoJiydeHa 3HadYuTenHa pasnuka B
CLOTHOUWIEHNETO Ha nonydunute peunaune ¢ paroxetine (38%), cpassenn ¢ nnauedo (59%).
NpoavmxkuTenHaTa epuKacHOCT Ha paroxetine npu nevyeHne Ha NaHUYECKO PasCTPOMCTBO &
buna gemoHCTpupaHa npu npoyvyBaHe 3a npeBeHUWs OT peuuavs, NPOALIKUNG 24
cegMuun: 5% ot naumeHTuTe, npuemalwlm paroxetine (10-40 mg aHeBHO) ca nony-qunu
peumaue cpelly 30% ot nauneHtTuTe ¢ nnauebo. Toea e buno nogkpeneHo OT NpoyYBaHe,
npoanmxvno 36 ceaMuum.

[poabmkuTenHaTa eMpuKacHOCT Ha paroxetine npu nedYeHve Ha couumanHa ¢odus,
reHepanusnpaHo CTpaxoBO pPa3CTPOACTBO W NOCTTPABMATUYEH CTPEC HEe € A0CTaTbuYHO
npoydyeHa.

5.2. PapMakOKMHeTUYHN CBOMUCTBA:

Abcopbuyun

Paroxetine ce abcopbupa nobpe cnen nepopaneH npueM 1 NOANEXMU Ha MeTaboNM3LM Npw
nbpBo npemuHasaHe (first-pass). [lMopagn first-pass wmetabonuamMa KoONUYECTBOTO
paroxetine, HaNMM4YHO B CUCTEMHOTO KPpbBOoOOpbLUeHUe, € No-Manko oT abcopbupaHoTo B
raCTPOMHTECTUHANHWUA TPaKT.

[lpy NO-BUCOKWM eQHOKpaTHW AO3W UNW NPV MHOTOKpaTeH Npuem ce Habniogasa 4acTUMHO
HaculjaHe Ha first-pass edekta M nNOHMXKEH nnRasMeH KnupbHC. Tosa 8oAW A0
HenponopuMoHanHoO NOBULLIEHWE Ha NNa3MeHUTe KOHLUEHTpauuu Ha paroxetine u cnep Tosa
HENOCTOAHHU (DapMaKOKUHETUMHU MnapameTpu, KOeTO BOoAU A0 HeNuMHEWHa KuHeTuka.
Bbnpeku ToBa HENUHENHOCTTA ODMKHOBEHO € ManKa U e orpaHudeHa camo npu cnydauTe ¢
nvua, KOUTO NOCTUraT HUCKU NNAa3MEHN KOHUEHTpauun Npy HUCKN OO3MU.

PaBHOBecHW CUCTEMHU HMUBA ce aocTuraT Ha 7 no 14 AeH cnef HaYanoTo Ha NeYeHueTo ¢
dopmMu ¢ He3abaBHO MNWU KOHTPONUpPaHO oceoboxagaBaHe ¥ (hapMakOKMHETUKATA He ce
NPOMEHS NPW NPOABIMKATENHA TEpaNWS.

PaanpeaeneHue

Paroxetine eKCTEH3UBHO ce pa3npefens B TbKaHuTe U (PapMaKOKMHETUYHUTE KanKynaluuu
nokasear, ye camo 1% oT paroxetine B TANOTO octasa B nnasmarta. [pubnusutenHo 95% ot
Hanu4HWA paroxetine B TepaneBTUYHU KOHUEHTpauunM € CBbp3aH C NrasmMeHUuTe NpoTeuHW.
He e yctaHoBeHa Bpb3ka Mexgy nnasmeHuTe HMBa Ha paroxetine n KNUHUYHWA edpeKT
(HeXXenaHwu peakuvu n eddUKaCcHOCT).

[lpemuHaBane B XbpMmata Npu Xopa W KbM ¢eTtyca npu nabopaTtopHU >XMBOTHU €
HabniwaasaHo B Mankyu KonuyecTsa.

MeTabonuanm

OcHoBHUTe MeTabonuTu Ha paroxetine ca NONAPHW W KOHIOTMPaHU NPOAYKTU Ha oKcuanpaHe
U MeTUIupaHe, KOUTO c¢a HeakTUBHW. Mopagu oTHOCMTENHa nunca Ha cpapMakosiorMyHa
aKTUBHOCT, He Ce OvaKBa Aa AoNPUHACAT 3a TepaneBTUUMHUA ediekT Ha paroxetine.
MeTtabonuaMeT HE NOBNUsABa CenekTUBHOTO aAencTBue Ha paroxetine BBbpXY HeBpOHanHmo
o-HT 3axBawane. .

EnuMunupane S E N
EkckpeumaTta Ha paroxetine B HenpomeHeHa ¢gopma upes ypuHaTa e na.q 2% a:T ,qosa'ra
Aokato Ha meTabonutute e okono 64% ot posata. Okono 36% oT gosata ce. ek
dekanmnTe, BEPOATHO Ype3 XNbYKaTa, OT KOUTO HenpDMEHEHHFI paroxetlne np 1£
1% oT po3aTa. Paroxetine ce enuMMHUpAa NOYTN HANBITHO Ype3 METaﬁonﬂa‘bM "L
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Ekckpeuusita Ha MmeTabonutute e psychbasno, NbpBOHAYanHo e pesynrar oT first-pass
MeTaborMsma u cnep Toea e KOHTponupaHa oT CUCTEMHOTO enuMuHUpaHe Ha paroxetine.
EAMMUHALMOHHUAT NONY>XMBOT Bapupa, obukHoBeHO e okono 1 aeH.

MaumeHTM B HanpeaHana Bb3pacT M NaLUMEHTM C HapyuleHuMAa Ha OnOpevHara w
JepHoapoOHa PyHKLUUA

[TloBMweHa nna3MeHa KOHUeHTpauusa Ha paroxetine ce Hadbnwogapa npu nNauvedT™ 8
HanpegHana Bb3pacT M NpU NauneHTn ¢ Texku 6bbpeyHn unu YepHoApoOHM HapylLueHus,
HO Auana3oHa Ha nnasMeHaTa KOHLUEHTpauus ce 3acThfBa ¢ TO3W NpyU 3apaByu Bb3pacTHU
cybekru.

5.3. MNPEAKNUHNYHU JAHHU 3A BE3OMACHOCT:

TOKCUKONOrMYHKU npoydBaHuMsa ca Ounu npoeegeHn npu rhesus MavMyHU U MTbXoBe
anburocu;, npu apara svMaa metabonuambT e nogobeH Ha TO3M onucaH npu xopa. [lpu
nunocunHn aMmyHKW, BKN. TPULIMKNAYHW aHTUAeNnpecaHTy, € HabngaeaHa gpochonunuaosa
npu nmnbxose. Pochonunngosa He e HabniogaeaHa NPy NpuMaTtu Npu nNpoydBaHUA 40 1
roauHa npu 4o3u 6 MbTU NO-BUCOKK OT NPENOPBLYUTENHUA JUANa3oH Ha KMMHWUYHU QO3M.
KapuunHoreHHoCT: nNpy ABYrogvMLLHU NpoyYBaHWsA, npoBefeHn ¢ MUWIKM M MITbXOBe,
paroxetine He e nokasan TyMoporeHeH eexT.

[ @HOTOKCUMHOCT: He e HabnigasaHa reHOTOKCUMHOCT NPW in Vitro v in vivo npoyvBaHus.
MpoyuBaHus 3a penpoAyKTMBHA TOKCMYHOCT MPW NNbXOBE ca NoKasanu, Je paroxetine
NOBNUsiIBA MBbXKaTa W XeHcka deptunHoct. Npyu nnbxose e HabnopgasaHa nNoBMWEHa
CMBbPTHOCT Ha NOoTOMCTBOTO M 3abaeeHa ocuchukauua. MNocnegHuTe edekTu ca BEPOATHO
CBbpP3aHM C TOKCUMHOCT NMPM Malkata UM He Cce npueMar 3a gupekTeH emeKkT BbpXy
deTyca/HOBOPOAEHOTO.

6. PAPMALEBTUYHU OAHHMU:

6.1. CNUCHBK HA NOMOLHWUTE BEWECTBA U TEXHUTE KONUYECTBA:
Microcrystalline cellulose
Mannitol

Copovidone

Sodium starch glycolliate (Type A)
Magnesium stearate
Hypromellose 5 cps

Talc, micronized

Colloidal silicon dioxide

Titanium dioxide (E171)

6.2. PUINKO-XUMUYHU HECBBMECTUMOCTW:
He ca nussecTHw.

6.3. CPOK HA rOQHOCT:
CpOKbT Ha rogHOCT Ha npenapaTta € 3 roguHK OT Aartarta Ha npousso.qc'rm Ila He ce
npunara cnep n3TndaHe Ha garara, 03Ha4YeHa BrpXy onakoBKaTa. :

6.4. CNELMAJIHM YCNOBUSA HA CbXPAHEHME: .
[la ce cbxpaHsiBa Npu TeMnepaTtypa nog 30°C. R -
Ila ce cbxpaHsiBa Ha MACTO, HEAOCTBLNHO 3a geual A S
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6.5'. IAHHW 3A ONMAKOBKATA:
bnuctepu ot Al/PVC,
OnakoBku, cbabpxawm 20, 30, 50, 100 hunmupanu TabneTku.

6.6. MHCTpYKLMM 3A YNOTPEBA:
Hama cneyuanHu UHCTPYKLUM 3a ynoTpebda.

7. MPUTEXATEN HA PA3PELWEHMETO 3A YNOTPEBA:
Hexal AG

Industriestrasse 25, D-83607 Holzkirchen, N'epmanus
Tel.: 0049 8024/908-0, Fax: 0049 8024/908 1290

8. PETMCTPAUMOHEH HOMEP B PETMCTBPA
Paroxetin HEXAL 20 mg — 20060151
Paroxetin HEXAL 40 mg — 20060150

9. [JATA HA MHPBO PA3SPEWABAHE 3A YNOTPEBA HA NEKAPCTBEHMA NMPOAYKT:
03.04.2006

10. JATA HA AKTYANU3ALIMA HA TEKCTA:
Axyapu 2008




