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KPATKA XAPAKTEPUCTHUKA HA JEKAPCTBEHWS
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KPATKA XAPAKTEPHCTUKA HA JJEKAPCTBEHHA ITPOJIYKT (SPC)
BIOZAC xancynn tBbpin 10 mg

1. IME HA JIJEKAPCTBEHHS IIPOJYKT

WIHHHCTEPCTBO A SEPABEQMABBANETO

BIOZAC capsules hard 10 mg lipinoxeRis K8
BIIO3AK xancynu 186pau 10 mg

paspeuenns 32 ynerpeba 2 WS ‘-KS\ . o804

, wﬁ,z‘r,w{_ 04 M
2. KOJMYECTBEH H KAUYECTBEH CHCTAR /

Beska  Kancylda TBBpA2 CHABPXKA JIEKapPCTBEHO pemectBo Fluoxetine
hydrochloride - 11.18 mg, exBuBanentso Ha Fluoxetine 10 mg

3. JEKAPCTBEHA ®OPMA
Kanicynu TBBpIH.

4. KIMHWUYHU JAHOHH
4.1. TepaneBTHYHH IIOKA3aAHUA
o Jlenpecus. TloxasaH e 3a JleyeHWe Ha JCIPECHBHH CHMITOMH ¢ Miu 6e3
HaJIMu¥e Ha TPEBOXXHOCT H B ClIydauTe , KOraTO HE CE M3KCKBA CENaTHBEH
eeKT;
o ObcecusHo - KOMIYICUBHU PAICIPOUCHEA,;
e bynumus Hepgosza. bruozak e NoKasaH 3a HamajlsBaHe Ha NPUCTHINTE Ha
OyIUMES M IOTHCKaHe Ha CaMOIpPEAN3BHKaHOTO IOBPBIUAHE.

4.2. Jlo3mpoBKA H HA4YHH HA NPUJOKeHUe

BHo3ax Kancyau ce nmpueMar IepopallHo, Ipeu HiId clelf XpaHeHe.
Henpecus. Tipn BB3pacTHY U HallMEATH B CTapYecKa Bb3pacT ce NIPenopbyBa 103a
20 mg nmmepno. Karo mpasuno Tasd 7034 € HOCTarbYyHA 32 MONyYaBaHE Ha
TepanepTHueH edexT. HacTeBaHeTO Ha aHTHIENpPECHBHES edeKT Moxe jAa ce
ogaKBa clej ABY- CeAMMYeH JlateHTeH nepmod. Ilpm nunca Ha 3aJ0BONMTENCH
TepaneBTHYeH edeKT NHEeBHATA (032 Moxe Ja 6bae noprmena Ha 40-60 mg, xaro
ce pasjiens Ha 2 IpHeMa - CyTpHH U Bedep. IloBunraBaneTo Ha mo3ata TpAdBa Ja
crapa mocrenenno. Ilopamy yaBKaBaHe BpeMeTO Ha IIONySIHMHHHMpaHe NP
HaUFeHTH B CTapyecka BBH3PAcT, ¢ UYEpHONPOOHH u OnOpednu 3abonsgBaHusd,
Jmo3ata TpaOBa Aa OBpAe I0-HHCKA, a WHTEpBANMTE Ha NPHeMa 12 Ca yABIKCHH.

IOHEBHO Ha BB3pacTHM NArHCHTH, KaTO HadajlHnara a03a TpH6B
nHeBHO. [IoBuiaBaHeTO Ha fo3ata TpH6Ba Ja cTasa HOCTGH@HH
Ha HAKOJIKO CEIMHITH.
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Bynumus nepeosza. 3a Bp3pacTHH U NAIMEHTH B CTapyeCcka BB3PACT Ce NMPenopruBa
nosza 60 mg nueBHo. [Ipu MHOTOKpaTHO NpHIIOXKEHHE TpaOBa Ja ce UMa IpeABHL,
ye MIOpaii YABIDKEHOTO BpeMe Ha IIONyeNHMHHHpaHe Ha (NyoKceTHHa Cilef
CIIHPAHeTO HA JICUSHUETO, IIa3MEHHTE My KOHIEHTPaIMKM MOTaT Ja Ce 3aIassT B
NPOABIDKEHYE HA HAKONKO CEAMUAIH. '

Heya - BesonacHocTra Ha bro3ak He € IPOyJYeHa HpH Tasy KaTeropys NaiueHTH.
He ce npenoprusa ynotpebata My IIp# Aela.

TIpOABIDKUTENHOCT Ha JIEIEHHETO - 3a JIeUeHHe Ha OCTPH €NH30IH ¢ HeOOXOMuMO
NPHIIOKEHHE Ha MpenapaTta B IpoAbIUKeHNe Ha 4-8 CeMMUIL.

4.3. HpoTHBonoKa3aHusa
- CBpPBXYYBCTBUTEIHOCT KBM (QIyOKCETHH;
- Texka 656peuna HeOCTATHFIHOCT (PEeHANHUAT KIMpaHnc <10 ml/min);
- Ilo BpeMe Ha KBpPMEHE;
- Ennospemento npunarade ¢ MAO-paxudnTopn (Heo0XomuM HHTEPBAI
He Io-Mal®K oT 14 nan).

4.4, CoenuajHu NpeaynpexIcHus H NPeiasHd MepKH
B mauanoro Ha nevyenre ¢ (IyOKceTHH € BB3MOXKHO 3aCHiIBaHe Ha HIKOH
CHMIITOMM, KaTO MHHCOMHNWS, TPEBOXHOCT, KOSTO M3HMCKBa KOpHIHpaHe Ha
JO3MPOBKaTa Ha Mpernapara.

C BHEMaHMe GIyokceTHH TpsOBa Ia ce Ipuiara UpH HalueHTH ¢ OynuMus
HEPBO3a CBC 3HAYUTENHY IPOMEHH B TEIECHOTO TETIO.

TTopaay oHacHOCT OT 3aCHJIBAHE HA MAHHHHHTE WIH XUIIOMAHUAHHTE CHCTOSHHS,
OpUIOXEHNeTo Ha (IIyOXCeTHH IpY TNalUeHTH ¢ HOHOOHE NpOSBH W3MCKBA
He0o0XOMMOTO BHUMAaHHE.

BHEMATENHO ¥ IPH HENPEKbCHATO HabnioleHne BIIyoKCETHH MOXKe Jia ce Ipuiara
Ipy TAlWMEeHTH ¢ aHaMHECTHYHH [JaHHH 3a rbpuope. Ilpw GOJNHM C emmierncHs
npenapatThT MOXe Ja ce IpHiara ¢aMo B CIyyaWTe Ha yCIeIleH KOHTpON Ha
I'bPYOBETE.

@dIyokceTHH HMa YIOBDKEHO BpeMEe Ha NonyeluMuHHpane. ToBa M3HCKBa
BHUMATEHO YTOYHABAHE HA JO3HMPOBKUTE IIPH IAUMEHTH CHC CHIBHTICTBAIIM
3a00IIBaHNs - 4epHOAPOOHY, OBOpeunH.

ITpy marment ¢ guabeT MoXe Ja ce HaJOXKH KOpHUIHMpaHe Ha [TO3UTe Ha
aETEARabeTHYHUTE CpelCTBa, IIOpaly HapylIeHHS B ITIIOKO3HM KO
TIpHAEM Ha (JIYOKCETHH.

TIpu mosiBa Ha KOXXHY OOpHMBM HJIH OpPYTH MPOSBH HA CBPBHXUYBC
GIIyOKCETHH, NleUeHneTo TpsiOBa Aa ObAe IPEKPATeHO.
BHUMATETHO NPWIOKEHHWE C€ H3HCKBA M INPH NaN#eHTH
3a200IABaHus, Thil KaTo HiIMa JOCTATHUHO KNUHHYEH OfIMT B TOBA
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4.5. JlekapcTBens M ApyTrH (YOPMH Ha B3aHMOJeHCTBHS

@OnyokceTHH ce Metabonusppa oT nuToxpoM P450 mzoemsum P4502D6 u B ToBA
OTHOIUEHHE MOJKE Aa B3aMMOZSHCTBa C APYTH JIEKAPCTBEHM BEILECTBA HA HHUBO
JIEKapCTBEH MeTab0NH3bM.

IInasMeHHTe KOHIEHTpallMWm Ha AHTHKOHBYACHBHHUTE CcpelcTBa - (GEHUTOMH,
([udenun), xapbamazenun (Tarperon) Morar Aa ce IHOBHINAT IPH EAHOBPEMERHO
TIPATNIOXKEHNE ¢ (DIIYOKCETHH.

IliasmMenyTe KOHIEHTPAlWH HA aHTHIICHXOTHYHHTE CPELOCTBA - XAJONEPHUAON H
KIO3a0MH € BB3MOXKHO Jia Ce IOBHINAT NpH €JHOBPEMEHHO IIPHIIOKEHHE C
(GIyOKCETHH, KoeTo OM MOIVIO Jla TIpeJCTaBlIiBa PHCK 3a IIOSBA HA CEpPHO3HHU
HeXXelaH! peakIliy.,

BpemeTo Ha nonyenMMUHMpaHe Ha JUa3ellaM, W amIpa3zoliaM ce yABIDKABA IIpH
eIHOBpEMEeHHa ymoTpeba ¢ duyokcerusn. ToBa c¢b37aBa HNpeANOCTaBKA 3a
IIpelU3BUKBaHe Ha HeXKelIaHH Peakiliy ¥ TOKCHIHH e(heKTH.

Ilpn rnevenwe ¢ JUTHEBH CONM HAa OOJNHM, NoNydYaBaiid (IIyoKCeTHH cCe
HaOFONiaBaHM Cllyuail, KakTO Ha yBeNMyaBaHe Taka M Ha HaMalliBaHe Ha HHUBATa
Ha JuTHA B mnasmara.OcBeH TOBa B JIUTepaTypaTa ce ChoOINasaT CHyday Ha
TOCHYHOCT C JIUTHEBU IperapaTy Ipy eIHOBPEMEeHHO H3II0N3BaHe Ha JIeKapCTREHN
HOPOAYKTH CBC CEpOTOHHHEPTrHYHO JelicTBue. ToBa Hamara NpHIara€ero Ha
IUTHEBH NpenapaTi Ka 0bIe MOHUTIPaHO.

bonun, nekyBanu ¢ QIiIyoKCeTHH M TpHNTO(aH ca NoKa3aiy CTPAaHWIHM pPeaKI[iH
KaTO aKUTALs, HECIIOKOMCTBO M CTOMAIITHO YpeBeH FTUCKOM(OPT.

Ilpy npunarane Ha TPUIUKIWYHE AHTHACTIPECAHTH (AE3UIIPAMUH, MMUIIPAMEH),
Jo3aTta uM TpsdOpa pa Opne HamaneHa ¥ TEXHUTE IUIasMeHy HuBa TpsOba na 6pmar
MOHMTUPAHH, aKko 3alo4yHe JedeHHe ¢ (UIYOKCeTHH HIH JISYeHHETO MY Ce
IIPEKHCBA.

flpu npunarasero Ha MAO-uaXUOUTOPH B (DIYyOKCETHH, HHTEPBANBT MEXAY TIX
He TpsOBa fma OpIOe IMO-ManbK OT 14 ApH, THH KaTo MOTAT Jia ce HaOIIomaBaT
CEPHO3HI HeJKeNaHu PeakIliy.

OrmyoKkceIHH ce cBBp3Ba M0 95 % c mnasmeHure IpoTewHH. ToBa CB3iaBa
BBE3MOXKHOCT 32 B3auMOZeHcTBre Ha QIIYOKCETHH ¢ JPYrH JeKapCTBeHH BellleCTBa,
IPHUTEXABAI BHCOK aQHEHTET KbM IUIa3MEeHUTE IIPOTEHHHE.

AHTHKOATYJIaHTHTE OT KyMapWHoBaTa rpyra ce KOHKypHpar ¢ GIyoOKCeTHHa 3a
IDIA3MEHHUTE IIPOTEHHH KM B HIKOM CIy4YaW, W3MECTeHM OT Bpb3Kara MM C
IUIa3MEHUTe MPOTENHM MOraT ja JOBENAT N0 HeXeNaHw nexapchem%ﬂnﬁ
KaTO HaOp. KEPBEHE. A /‘:’ e \
JururanucosuTe TIIOKO3MWIH (HANp. AUTHTOKCHH, HOTOKCHH ) C'Bﬁ{? TaKa Mora'mﬁ
OBJaT U3MECTBAHH OT BPB3KATA UM C IUIA3MEHHTE IIPOTEHHH qEr cpnyoxcceTKHa H«“
THi KaTO T¢ OefcTBAT B MHOIO MAJIKH 10332 MOTar Ja nose;:a'r\n 6pa;:m<app;m*
HapyIllaBaHe Ha aHTPHOBEHTPHKYIAPHOTO HPOBEXKAAHE, cmymeﬁ T capﬂe‘q%ﬂ
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Beuyky nexapcTBeHH BELECTBA, KOUTO ce MeTadomusupar ot P4502D6 cuctemara
M KOXTO UMaT TeceH TepalleBTHIeH HHAeKC Ou TpsAOBano Na ce MpuiaraT B Mallki
JI034 B HAYaIIHUS [IepHOr Ha OONHY, IeKyBaHH ¢ (MIYOKCETUH WM KOMTO ca OHin
JIEKYBaHH C (UIYOKCETHH IIpe3 ITOCHeAHWTE NeT ceIMuny. TakuBa JEKapCBEHM
BEILECTRA ¢a  (uieKkcaMuf, BUHOIATIH, TPUIUKIHYHUTE aHTHAETIPECaHTH.
DnyokceTHH, Makap H Io-cliado Moxe Ia Obpze MeTabomsupan or P4503A4.
Taxa Hanp. mpoydBaHug in vitro oka3paT, 9e KETOKOHA30J (MOIeH HHXHOUTOD
ua P4503A4) e OKOIO CTO MBTH NO-MOMIEH CYOCTpaT HA €H3HMA B CpPaBHEHHE C
(IIyOKCETH ¥ HOP(IIYOKCETHH.

EnnoBpeMenHOTO mpHuiaraHe Ha (IYOKCETHH B eJHHHYHH JO3M 3aeHHO C
teppenanun (cnemmduueH cyOcrpar Ha IuroxpoM P4503A4) we BOmH Mo
yBeHYaBaHe Ha I1a3MEeHOTO HUBO Tep(heHa i Ha.

4.6. DbpemenHocT 1 XbpMeHe

Benpexn, 4e HAMa JaHHU 3a SMOPHOTOKCHYHM ¥ TepaTOreHHM e(eKTH Ha
¢IIyoKCeTHH, HEeroBOTO H3MOJ3BaHE HpH OpeMeHHM MOXe Ja cTaBa caMo IIpH
CEepHO3HH MeAHIHMHCKE IToKa3amus 3a ToBa. OIyoKCeTHH €€ eKCKpeTHpa B
3HAYMTENHU KOHICHTpalluu B KbpMaTa. [lopapu omacHocT OT yBpexzaHe Ha
KBpMadueTO He ce NperopbuBa IpreM Ha IiperiapaTa 10 BpeMe Ha KEpMEHE.

4.7. Bausinpme BHPXY cHOCOOHOCTTa 332 MNOQHpaHe H padoTa ¢ MamluHuU.
DiIyoKCeTHH, KAKTO ¥ JPYTM aHTHACUEPCHBHH CpeIcTBa MOXKE Na HapymiH
CcriocoOHOCTTa 3a KOHIEHTpAIHs, pequIEeKCHTe ¥ aKTUBHOTO BHUMAHMUE.
IIpenopE4Ba ce ¢ M3KIIOUUTENHO BHUMAaHNE Jja ce YHOTpeOsBa NpH IAIUEHTH -
BOXAYH Ha MOTOPHH IIPEBO3HH CPeJicTBa H Te3H, KOUTO paboTAT ¢ MalllHHH.

4.8. Hexenann NeKapcTBEHH peaKIHH _
DnyoxceTHH ce pa3iid¥aBa OT TPHIMKNIWYHUTE aHTHAENPECaHTH C Io-7odpa
TIOHOCHMOCT H II0-MAalKa 9ecToTa Ha HeXelaHUTe JeHCTBHA.

IlposBeHWTE B HavYalOTO HA Tepamusia ¢ NperapaTa HEXElNaHM JICKapCTBEHH
peaxImy, OONKHOBEHO 0TcnadBaT B Iporeca Ha JeYeHHNeTO.

O61u peakiyl — Yecmo: actemus, Paoxo: Tpecka, H3NOTIBAHE, Ba3OMUIATAIIH,
CTYZAEHY TPBIKH. PeaknuuTe Ha CBPBHXUYBCTBUTENHOCT MOTaT Aa Ce IPOSBAT KATO
CBpOEX, KOXKHH OOpHBM, YPTHKApHsd, BACKYNHTH, aHaHIIaKTOW,

CHHITPOM.
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Cepre4yno-chioBa cucTeMa - Yecmo: XeMOparuf, XUIIEPTOHUSA; Pidxo: aHryHa
IIEKTOPHC, CTEHOKapAHHN IIPHCTHIM, TaxWKapIusd, MHTPEHa, CHHKOM, apTHMHS.
Hzxmouwumenuo paoko: AV - 61ok I ¢T., Opagukapaus, CEOBO IIaBoOOIEE,
TpoMOobnedbuT, KaMepHa apHTMHE, KaMepHH eKCTpacHCTyiH, TpoMOoduebur,
BEHTPHKYJIapHA apUTMHUS .

XpaHocMuJaTeNHa CHACTeMa - UYecwmo: HOBUINEH aleTHT, TajieHe, HNOBPBIIAHE;
Paoro: aTozeH CTOMATHT, XONENHTHA3a, KONWT, AWApHsS, XBIIAHe, TacIpUT,
racTpOCHTEPHT, TIOCHT, KbpBEHe Ha BEHITUTE, XUIEPXAOPXUIApPHS, HIOBHINEHA
canMBalys, MelleHa, YJilepallid [0 JIMraBHIiaTa HA ycrara; H3xkmouumenno
PA0Kko.:00IKH B 00JIacTTa Ha YepHHUs Apo0, AyofeHaNHa sI3Ba, MACTHA JereHeparis
Ha YepHHI Apo0, Xenapur.

LenTpansa HepeHa cucTeMa — Yecmo. aXATANNS, aMHE3US, KOHQY3HH ChCTOSHHUS,
E€MOLIHOHAIHA TabuIHOCT, PA0K0: HapyIieHHud Ha MO3bYHAaTa ACHHOCT, aKaTH3W,
anarys, AaTakcHs, CMYINeBHs B TOBOpa, HNEIpPecHd, JelepCOHaIH3allud,
NapadHOLMIHHE peakiyy, MaHHaKalHa peaknys, BepTHro, XUIEPKUHE3Hs, ITOBUIICH
MYCKYN€H TOHYC, MHOKIOHYC. Hsxnroyumenno  paoko:  aOHOpMHA
ellekTpoeHnedanorpaMa, eKCTpanupaMiAHE HapyIIeHHs, CTYIIOp, MHOKIIOHYC,
TOPTHKOIHUC, KOMa.

Koxa v koxHy mpunateid — Paodko: anonenys, akye, KOHTaKTeH JepMaThT, Cyxa
KO3, Xeplec CHMIIIeKC, MaKyJoIialylo3eH OoOpuB M YpTHKapus, eK3eMa.
Hzxnrouumenno paoko: epureMa MynTHGopMe, TI'bEOHMYEeH AepMaTHT, MyCTYIO3EH
0o0puB, cedopes, BE3UKYI03eH 0OpHB.

JluxatenHa cuctema — Paodko: acTMa, eNHCTAKCHC, XBIaHe H3xaouumentHo
PAOKO. anHes, TOTHCKaHe Ha KallTHIIATA, XUIIOKCHS, efleMa Ha JIApHHTCA

Enmoxpunana cpicreMa:  Psaoko. XWIOTHPEHJAH3BM, IHaleTHa KeToaruno3a,
3axapeH auader

MeTabonHTHE Hapywenug - Yecmo:HaMallsIBaHe Ha TeNeCHOTO Terno; Paoxo:
JeXHppaTalis, TeHepalu3UpaH OTOK, XUIEPXOJECTEPONIEMHs, XUIOKANHEeMHUsL.
Hsxmoyumenno  paoxo:  IlouimasaHe Ha -ainkanHata (Qocdataza H
KpeaTudochHOoKuHA3ATA. E

Xemomnoeza — Psaodxo: aHeMus, exkxumosa; Hsxarouumenno paoke
aHeMHUs], JIeBKOIIeH S, TUMOLHTO3a, THMbpENEM. i
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VYporenwranga cucteMa — Yecmo: decTo ypuHupane, Paoxo: abopr,
anOyMUHYpHS, IHCTHT, YPETPUT, [POMEHH B JIHOHIOTO, HMIIOTEHTHOCT, GONKYA B
IBpAUTe, NAaKTalysd aMeHopes; H3wmouumenno padxo: ONATYPHS XEMaTypHd,
BarWHHUT, €IUAMAMMUT, MeTpoparis, 60IKy B 6b0pennTe, IpHATH3IEM.

MyckynHO-cKeeTHaTa cCucTeMa — Paoxo: O0NKY B rppOHAYHES CTHIO, apTpalrul,
MYCKyNHH OOIKH, apTpUT, kocTHa Oonka, OypcHT, TEeHOCHHOBUT./3KIIOYTEIHO
PAIKO: apTpo3a, XOHAPOAMCTPO(Ha, MUACTEHHA, MHOTIATHS, MHO3UT, OCTEIOPO34.

CeruBHE opraru - Yecrmo: OONKM B YIUUTE, IPOMSHA Ha BKYCOBHTE YCELIaHH,
TUHMT; Paoko: KOHIOHKTMBHT, CyXOTa B o0uuTe, Mupapuasa, ¢orodobus;
Hsrxmouumenno padxko: Onedaput, TUIIONGS, ek30()TalIM, KPHBOM3IHBYE B OYHTE,
FIIayKoMa, HPAT, CKIEPUT, CTPa0u3bM

OU3NHECKO ¥ ICUXHUSCKO HPUCTPacTIBale KbM (hIVOKCETHH

He ca H3BBpINBaHK CHCTEMHH H3CHENBAHIII 32 IOBIUSBAHETO OT QIYOKCETHH Ha
ncuxmdeckata M (QuMdecka HAco4eHOCT. IIpenBapurenHuTe — KIMHHIHE
HaONIONeHUd IpU IpHeMaHe Ha (GIIYOKCETHH He JABaT HAHHH 34 TEHICHUMSI Ha
IostBa Ha CHHJAPOM Ha OTHEMaHe IpH HEeroBoTo crupaHe. CBINO Taka HiMA
HaOMOAEHUA 32 HACOYSHO ThPCeHe Ha (QIYOKCETHH IPH MALHEHTH KOUTO ca OmiH
JIEKyBaHM C HEro WM ca ro IpHeMaly N0 IPYyT IOBoZ. BeIpeku ToBa JeKapuTe
BHHMMATENHO TpsabBa Aa HabmopaBaT GONHU, KOHUTO ce JIeKyBaT ¢ (UIYOKCETHH H
KOHTO MMAT JA2aHHW 32 IPHCTPACTIBAHE.

4.9. IlpenozmpaHe

Crnydaurte Ha nperosupase ¥ 0COOEHO 3aBBPUIUINTE (aTalHO ca MHOTO PEIKH.
Kato mpaBmno, Te mpoTHYaT JIEKO C IIBIHO Bh3CcTaHOBABaHe. ChobOIIaBa ce 3a
HabmonasaH Gonel npuen 3000 mg dayoxceTUH 1 NONYYMI ABa NpUIiafibKa THII
IpaHj Mal, KOTO ca OT3By4anH cHOHTaHHO.CHMITOMHTE Ha Ipefo3upaHe ca:
rajieHe, TOBPBINAHE, IICHXOMOTOPHA BB30YHa, KHUTAIHSA, XUIIOMAaHWUS 4 HPYTH
benesu Ha B3Oy Aane Ha [THC. .
Jleuenue Ha cBpbxAosupae: CrnenubudeH aHTHAoT HaMa. JleueHueTro ce
IpoBeXZa CHMITOMAaTHYHO. IlanmueHTHTe NpHENH IO-BHCOKAa H03a (DIyOKCEeTHH
TpsIOBa Ia OBbOaT HaOMIOAaBaHU IIO-TIPOABIDKUATEIHO BpeMe. HpOBe}K,I[aT ce MEepKH
3a MOABPIKAHEe Ha XKH3HEHO BaXKHH IEHTPOBE X M3IOIN3BaHETO H&,MC ﬁKameHm

HCCIIE"HI/IC]?H'-IHO JICHCHHE.
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Hopapu ronemmss oGeM Ha pasnpepencHue Ha ¢ryokcernn B opramMa
yCUJICHATa AUypesa , [hau3ata 1 xeMonepdy3usara HsMaT ChIeCTBEHO 3HAYCHHE
IIpH IeYeHHe Ha IpPeI03UPAHETO.

5. @®APMAKOJIOTWYHH TAHHU ‘

5.1. @apmaxoguHAMHIHH CBOliCTRa

ATC-xox. AurapaenpecanTy - CriemU(HIET HHXUOUTOPH Ha 0o0paTHOTO 3anaBsHe
Ha CEpOTOHHHA.

®ryoKceTHH IPeACTABIABA paleMAYHa cMec oT R 1 S H30MEpPH B CHOTHONIEHME
50/50. Y npaTa w3oMepa mpurexaBar crenu@uIHO AelcTBHe BBPXY OGPATHOTO
3aJaBsiHE Ha CEPOTOHMHA. S M30MEPHT CE eMMUHUpPA H0-6aBHO U IIPHECHCTBA IT0-
ABITO BpeMe B mnasMata. DIyoKCeTHH NPUTEXABA M3PA3eHH AHTHEIIPECHBHH,
AHTUKOMITYJICMBHH M aHTHOYIUMHYHHM cBOMCTBa. OCHOBHMST MEXaHHIEM Ha
HETOBOTO MNEHMCTBHE € CBBP3aH CBC CIOCOGHOCTTa Aa uExubupa oOpaTHOTO
SANABAHE Ha CEpOTOHVHA B NPECHHANTHYHATA YaCT HA CEepOTOHHHEPTHUHWTE
HepBHH okoHyanus B I{HC.

CeporonuHepriYHyTe PELENTOpH Ca NPEICTABCHH OpeJAMHO B JIHMOMYHAaTa
CHCHTEMa M HIKOW IOAKOPOBH CIPYKTYypu. K3ciensamuara mpes mociemmure
TONMHY IIOKa3BaT, Y€ CBBP3BAHCTO ¢ TAX HA EHIOTEHHHS CEPOTOHHH WIM Ha
JICKapCTBa CBC CHIMTE CEPOTOHMH NMOXOOHM CTPYKTYpHM Wrpae BaKHA PO 3a
HPOTHYIAaHETO Ha EMONUOHANHNTE ICHXWIHHN IPOIIECH.

Toli ce pasnuyasa OT TPUIWKIHYHHTE AHTHJCTIPECAHTH ChC cHabusg aQUHUTET KbM
MyCKapHHOBH, XHCTaMHHOBH U (p-aApeHepridad penenropr. C ToBa ce 00sicHsBa
¥ 10-100pata MIOHOCHMOCT M JIMIICATA HA KapJMOTOKCHYHK edbexru. OcHOBHEAT
MeTabonuT Ha (IyokceTHHa - S HOP(IYOKCETHH TIDHTEXABA 3HAYUTEIHO
H3pa3eHa aKTHUBHOCT [0 OTHOIICHNE HA HHXHOMPAHETO HA 0OpaTHOTO 3a/IaBSHE Ha
CEepOTOHMHA, KOeTo o0ycnaBs OCHOBHWTE ()apMaKOJOTMUHE CBOMCTBA Ha
bryoxcerun.

5.2. @apMaKkOKMHETHYHH CBOlicTBa - pesopOnusa, pasnpeseienue,
MeTaboNMu3bM H eKCKpEIHs

OriyoRceTHH TpUTexaBa 65p3a U IbTHA Pe3opOIHs Iy [EPOPATTHO IPUNOIKEHHE.
IInk Ha nnasMeHHTe KOHIIEHTpALUMM ce HabIogaBa Ha 6-8 uac ciel IpueMa Ha
eIHOKpaTHa no3a ot 40 mg, kato cTofHOCTHTE MM Baphpar ot 15 10 55 mg/ml.
Xpanata He OKa3Ba CHIIECTBEHO BIISHHE BEPXY DE3OpOLHATA W BpeMeTo Ha
AOCTHTaHe Ha IIMKOBUTEe CTolHoCTH. [Tpy KoHIeRTpanuy Ha @HyOngTﬁm%T2Q0§\
1000 ng/ml, mpubmusutento B 95 % ce cBBp3Ba ¢ IIa3MeHHTe uporqimnmvrﬁr&

(anbymuEE ®  oy-raEkonporens). Tosu daxT mpexmnonara {‘fg'lb?iMb}icHOCTﬂ-‘s‘ :l
SHAYUTENIHHN B3aHMOZACHCTBHIA Ha (DIIyOKCETHH ¢ APYTH JIeKapCTE{?a"_;:ﬁ\ﬁPHTe)KaBEi,ﬁI i ;
BHCOK aQMHHTET KBM HpoTenty. DnyoKCeTHH HHTEH3UBHO ce MeT.’:i;_::OH;(ISHpéI B

T LERR

o
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JepHEsI Apo0, XKaTo 4upe3 JeMeTWUNHpaHe ce o0pasyBa OCHOBHHMA MY MeETabOJuT
HOPOIYOKCETHH ¥ PeMlia APYyrd HeakTwBad MeraboyuTd. S HophiyoKceTHH -
n3oMmep € 14 nwTH (apMakoONOrHYHO IO-aKTHUBEH OT ApYrus My usomep R
Hopdimyokcerun. Mera0onusmsT Ha (IYOKCeTHHA 3HAYHTENHO 3aBHCH OT
muroxpoM P4502D6 wmzoemsmma. Ilpu npubmusutenso 7 % ot upausuIuTe
aKTHBHOCTTA HAa Ta3M CHUCTEMa MOXe Ja Ob/ie 3HaunTeNHO HoHmKena. Tesn daxtu
JaBaT OcHOBanue Ia Opgar obsgcHenn HaONIOMaBaHWTE B KIMHHUKATA TONEMM
UHJUBUAYAJIHH Bapuanuu B Mertabomusma Ha npenapara. Ot npyra crpaha,
criocobHOCTT2 Ha GiyokceTHmH nHa mHXmOupa um3oemsmMm P4502D6, obyciabs
BB3MOXKHUTE B3aHMOZECHCTBHS ¢ TroimsM Opoil JekapcrBa. OIyoOKCETHH ce
XapakTepu3Hpa cbe 3a0aBeHo enuMuHEApane. Ciel IpreM Ha efHOKpaTHa J103a
BPEMETO 32 NOIyelNUMHHHpane e npubnuzurentHo 1-3 mguu ¥ go 4-6 mam cnen
MHOTOKPaTHOTO MYy IpHiIOXKeHHe. ToBa Ch3HaBa BE3MOXKHOCT 32 KyMyJlIHpaHe Ha
npenapara. Bpemero Ha DONyelMMHHUpaHE Ha OCHOBHMS My Merabomur -
HOpQUIyOKCEeTHH BapHpa Mexnay 4-16 auu ciief egHOKpaTHO H MHOTOKpaTHO
IpUANOXKEeHAE Ha Iperapara. BpeMero Ha NONyelMMHHHpAHe 3HAYMUTENHO Ce
YABIDKABA IpH HMalKUeHTH ¢ YepHOApoOHK 1 6p0peyny 3abonsaBaHus, a CBUO TaKa
¥V NpH IaHeHTH B CTap4ecka BH3pacT. llopagu yABIDKEHOTO BpeMe Ha
TONyeNMUHEpPaHe Ha (IyOKCETHH M HOP(IyOKCEeTHH, T€ MOTraT Jia NepCHCTHPaT B
OpraHu3Ma CeIMHITH Ciie]l IPeyCTaHOBIBAHE Ha JIEYSHHUETO, KOETO MOXe Aa MMa
BaXXHO KIMHWYHO 3HA4YeHHe, KaKTO TI0 OTHOHICHUE Ha TepaneBTHuHHS MYy ¢(exT,
TaKa ¥ 3a I0SBa HA pexenanu peaknun. OCHOBHaTa HacT Ha npenapara (o 80 %)
ce eNMMHHEpa ¢ ypHHATa ¥ A0 15 % ¢ bexanuure.

5.3. IlpenxamHH4BM AaHaM 3a 0e30MacHOCT
-~  Toxcuurnocm. PIIyoOKCETHH ce OTHACH KBM (PapMaKOIOTHIHO-aKTHBHUTE
BellleCTBA C HHCKA TOKCHYHOCT. IIpOABIDKMTENHO TpeTHpaHe Ha
eKCIIepHMEHTaIHE JXUBOTHM C JO3H, MHOIOKPaTHO IIpEBMIIABALIH
TepameBTUYHHATE, He I[PeAN3BUKBA  IIOBEIEHYECKY, KIHMHHYHHE,
XeMAaTONOTHYHY, OHOXMMHUYHH, MAaKpOCKONCKH H  XHCTONOTHYHH
[IPOMEHH.

- Kanyepozennocm. BrBexaaneTo Ha QIyOKCeTHH B MPOABIDKEHHE HA 2
roguey B fo3u 10 - 20 mg/kg Terimo Ha MUIIKK ¥ IUIBXOBE HE IIOKa3Ba
DPa3nuYKe B pa3sBHTHETO Ha TYMOPH B KOHTPOIIHH ¥ ONIUTHH IDyIH.

-  Mymazennocm. Hama HaHHH 32 TeHOTOKCHYHOCT Ha tbnyo SOTIHL, HITH
HETroBHI MeTabonnuT HOPQIYOKCETHH IpH H3NHMTBaHe )
Vivo MOJENH. / -
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- Tepamozennocm, emOPUOMOKCULHOC U GAUAHUE 8bDXY depmunumemna.
He ca ycraHoBeHH eMOPHOTOKCHYHM W TEpaTOTeHHH eQexTH Ha
dIryokceTHHa IPY U3THUTBAHE BEPXY IUIBX0BE | 3alily B fo3u oT 12,5 1o
15 mg/kg Termo. ONyOKCEeTHH HE OKa3Ba BIUIHWE BBPXY QepTHIHMTETA
IIpY IpOyYBaHe BbPXY INTBX0BE B H03M OT 7,5 go 12,5 mg/kg termo.

6. DPAPMAINEBTHYHH TAHHHA
6.1. ITomomuu Bemecrsa

Cellulose microcrystalline - 17.50 mg
Magnesium stearate - 1.00 mg
Lactose monohydrate -40.32 mg

6.2. Du3anKo - XUMHYHH HECHLBMECTHMOCTH
Hsma gansm 3a GuU3UKO - XEMHTHHA HECHBMECTHMOCTH.

6.3. Cpok na rognocr
3 (tpu) roguxy.

6.4. Cpxpanenune
Ha cyxo u 3amureso oT cBeTIMHa MIACTO, IpY TeMIepaTypa mnog 25° C.

6.5. Onaxoska

bnucrepu ot PVC anymunueso ¢omio mo 7 6pos TBBPAH XEIATHHOBH KaICyIIH.
Ilo nBa ¥ wetTupu GiucTEpa B €AHA ONAKOBKA.

20 6p. TBEPY XKENATHHOBH KaICyJH B TBMHM CTHKIEHH OaHKH.

6.6. YIpouspoguTesa H IPUTEKATE] HA pa3pelIeHHETO
Inbiotech OO, Bvarapns

Cogpus 1000, yu."Tpraguua' Ne 5a

Ten. (02) 987-95-37;

dakc (02) 988-04-57




