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KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA
BIOZAC caps. 10 mg Er
1

HHCTEPCTE) HA SLPABEONASEAHETG
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1. AME HA JJEKAPCTBEHUS ITPOAYKT paspeuiemie sz yroTpeiall . A 0 G\ LY Os

BIOZAC
BUO3AK FoL 6&’-0&’ -QQW l

2. KOJIMYECTBEH 1 KAUECTBEH CHCTAB
Besika Kamcyna chIBPXA JiekapcrBeHo BemiectBo Fluoxetine hydrochloride -
11.18 mg, exsuBanentHO Ha Fluoxetine 10 mg

3. JEKAPCTBEHA ®OPMA
Kancynu

4, KJIMHAYHW TAHHHA

4.1. IToxasanng

o Jlenpecusn, coc wi 6e3 CUMPIMOMYU HQ MPEBOJNCHOC, 0CObeHO Ko2amo He ce
Hanaza cedayusl.

o (ObcectBHO - KOMHYACUCHY HAPYUICHUA,

- Bynumus Hepeo3a, camo Kamo 0ONblHEHUE HA NCUXOMEPAnUAmA.

o IIpemencmpyanen ducgopuyen cunopom (IIMIAC).

4.2. Jio3upoBKa M HAYHH HA NPHJIOKEHHE
Bro3ak KallCyJia ce IMpUeMaT [IEPOPAIIHO, HPEAH WK Cliefl XpaHeHe.
Jenpecus. Tlpy BE3pacTHH U NALMEHTH B CTApYeCKa BB3pacT e NpenopbiBa
no3a 20 mg aseBHO. KaTo IIpaBHIIO Ta3W [03a € JOCTaThYHA 33 NONMy4aBaHe
Ha TepanesTHIeH edext. HacThnBaHeTo Ha aHTHAETIPECHBHIS €PEKT MOXKe
Ia ce odakBa clef AByceAMWdeH JaT¢HTeH nepuox. Ilpm nummca Ha
3a/I0BONIMTENIEH TepaneBTHYer e(eKT JHeBHATa f03a Moxe nHa Obpe
mosuIieHa Ha 40-60 mg, xaTo ce pa3fiens Ha 2 mpueMa - CyTpHH U BEYEp.
IMoBuiuaBamero Ha [Jo3aTa Tpsbea pa craBa nocrteneHro. Ilopanm
yABDKABaHe BpEeMeTO Ha IIONyeNMMHHHpaHe IIPH Nal#eHTH B CTapiecka
BB3pACT, C YepHOAPoOHY u 656peyHn 3aboapanus, no3aTa TpsaOBa Ja Obae
MIO-HHCKA, & HHTEpPBANIUTE Ha IPHEMa Ja ¢a YABIDKSHH.

Obcecuero - komnyncusnu pascmpoticmea. Ilpenopbasa ce ot 20 1o 60 mg
JHEBHO Ha BH3DPACTHY TANHEHTH, KATo HadajlHaTa Jo3a TpaOBa 7ashRuy )
mg zHeBHO. IlopBuinaBaHeTo Ha Jo3ara Tpsbsa Ja cTaBa
NPOABIDKEHHE Ha HAKOIKO CeAMHIITH.
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bynumus. nepsosa. 3a BE3paCTHH M IALMEHTH B CTApYecKa BBH3PACT CE
npenopbysa fo3a 60 mg xueBHO. IIPH MHOTOKPATHO HpPHIOKEHHE TpAOBa
Aa ce uMa NIPENBH, T€ IOpan yABIDKEHOTO BpeMe Ha HONyeluMHUHIPAHe Ha
(ryokceTMHa ~Clef CHHPAaHETO Ha  JIEYEHHeTO, IUIAa3MEHHTE My
KOHIIEHTPAIlH MOTAT Jia Ce 3alla3dT B IPOBIDKCHUE HA HAKOIKO CEIMEIIH.
lpemencmpyanen ducpopuuer cunopom (IIMIC). Tlpenopbusa ce nHeBHA
no3a oT 20 mg. ITspBOHAYANTHUAT KypC Ha JIEIEHHE IPOILIKABA He [OBeYe
OoT 6 Mecelia, Ciel Koero TpsaOBa a2 ce MpeleHY CHCTOSHHETO Ha
TDaUEHTKATE C OTIe]l Ha oJi3aTa OT NPOAB/DKABaHe Ha TepanusITa.

MHeya. bezomacroctra Ha BrHo3ak He € HpoydeHa IpH TasH KaTeropus
naruenTH. He ce nipenopsuBa yotpebarta My IpH Jena.

TIpONBIDKUTENHOCT HA JEYEHHETO - 3a JIeYeHHE HAa OCTPH ENH30KH €
He0o0XO0IHMO IPHIOKEHNE Ha TIPENapaTa B IPOAbIKeHre Ha 4-8 CeIMULI.

4.3. IIpoTHBOHOKA3AHHS
e (CBpPBXYYBCTBHTENHOCT KM (DIYOKCETHE;
» Texxa 650pedna HelOCTaTEYHOCT (PeHaNHUIT Kitupage <10 ml/min);
e Ilo Bpeme Ha GpeMEHHOCT H KbPMEHE;
* EnnospemenHo npuiarase ¢ MAO-uHxu6uTOpu (He06X0MHUM HHTEpBAN
He MO-MaNbK oT 14 nuwn);
e Ilpu pena.

4.4. Coenuanuu Hpeynpe:RIeHns U NpeANa3Hy MepPKH HPH yHoTpeta
B Hayanoro Ha neueHHe ¢ (UIYOKCETHH € BH3MOXKHO 3aCHIIBAHE HA HIKOH
CEMIOTOMH, KaTO HMHCOMHH:A, TPEBOXKHOCT, KOETO HM3WCKBA KOPHIHpaHe Ha
IO3HpOBKaTa Ha IIpenapara.
C puuManvie QIIyOKCeTHH TpIOBa Ja ce mpuiiara Ipy HallieHTH ¢ OynuMus
HEPBO3a ChC 3HAYATENHH [IPOMEHH B TEIECHOTO TETTIO.
Ilopagu OHAcHOCT OT 3acHNBaHE HA MaHHWHHTC HIH XHIOMaHHHHHTE
CHCTOSIHUA, HPHIOXKEHHETO Ha (IIYOKCETHH NP MNAlMEHTH ¢ ITOJ0OHM
IIPOSIBE M3HCKBa HEO0X0AUMOTO BHEMAHHE.
BruMaTenHo M IpH HENpPeKbCHATO Habnromenue (UIyOKCETHH MOXE [ia ce
npuara Ipy DallUeHTH ¢ aHaMHECTHYHHM JaHHH 3a I'bpuoBe. [Ipu Gonun ¢
EIMISIICHA NIPenapaThbT MOXE Aa Ce Ipunara caMo B CIyYauTe Ha yCHEIleH
KOHTPOII Ha IBPUYOBETE.
DyoKCeTHH MMa YABIDKEHO BpeMe Ha IonyelnMHHHpane. ToBa H3HCKBa
BHHMATENIHO YTOYHABAHE HA TO3MPOBKHUTE NIPH IALKMEHTH ChC CHIBTC
3a60IIBaHus - YSPHOAPOOHHY, GEOpEYHH.
Ipw manuentd ¢ guaber MOXe A4 CE HAIOXH KOPUIHpaHe H
aHTHAHA0CTUIHUTE CPEJCTBa, NOPaiK HapyIIeHHS B IIOKO3
IPH IPUEM Ha (QIIYOKCEeTHH.
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4.5,

1Ipu nosiBa Ha KOXXHHU OOpUBY WIH JAPYTH UPOSBH Ha CBPBXIYBCTBUTENHOCT
KBM (MIyOKCETHH, IedeHUueTo TpsOBa fa O0bAe IpexpaTeHo.

BHuMAaTeNHO NPHIIOXKEHHE C€ H3UCKBa M IPH HNAlMEeHTH CHC CHPAEYHH
3a0oisBanmg, TBH KaTo HsAMa JOCTATRYHO KIHHMYEH ONHMT B TOBA
OTHOIIEHUE.

Twil Karo mooOpeHHe Ha CHCTOSHHETO MOXKE Ja He HACTHIH HO [BE HIH
IIOBEYe CEAMMIIE CIIE)] HAaYal0TO Ha JIEYSHHUETO, TIpe3 TO3H IMEePHOT NalleHTHTE
Tps6Ba Na ca 1o HellpeKbcHaTo Habmonenue. OmuTuTe 3a cCaMOyOMICTBO ca
MIPUCHINH 3a AENpPecHATa U € BB3MOKHO BEPOATHOCTTA 32 U3BBPINBAHETO Ha
TaKbB OIUT Aa He Hamallee, JOKATO HE HACTBIM pemucHs. KIIMHUYHHAT OIMT
KATO I[UIO C BCHYKU TepaneBTHYHH BBH3MOXKHOCTH 32 JICUCHHE Ha JEIpecHsd
[IOKa3Ba, e PHCKET OT caMOyOMICTBO MOXE a2 HapacHe B paHHHTE €Talld Ha
BB3CTAHOBSIBaHE.

HabnromapaHy 3a ciydaw Ha ekxumosa M mypnypa ¢ SSRI. ExxuMmosa e
JOKNafBaHa KaTto PAAKO cpellallia ce HexeNaHa JeKapcTBeHa peakiysd Io
BpeMe Ha JeuenHe ¢ duyokceruH. JIpyr# NposiBM ¢ KPHBOU3IMBH
(THHEKOJIOTHIHY KPBBOM3IMBY, TAaCTPOMBTCCTHHAIHN KPHBOH3IMBH H
APDYTH KOXHKM MW MYKO3HH KPBBOM3JIHBH) ca JOKIAABaHH pAAKO.
HeobxopuMo € BHAMaH¥e Tpu MaiueHTH npueMmamu SSRI, ocobeHo IpH
€AHOBpEMEHHA yHOTpeba Ha JpYyrH MEIUKaMEHTH, KOHTO IIOBIHABAT
¢yBximsTa Ha TpoMmOoumTHTe HANp. ATUNMYHH AHTHICHXOTHIH KaTo
clozapine, phenothiazines, nopeuero TKA, actupun, HCIIBC, xaxTo # npH
HAMEHTH ¢ aHaMHe3a 33 HAPYIIeHHU B KPBOCBCUPBAHETO.

JlexapcTBenu H APYrH GopMM Ha B3aHMOAEHCTRHSA
dnyoxceTrH ce MeTabonuzupa ot muroxpoM P450 uzoensum P4502D6 u B
TOBA OTHOIIEHHE MOXKE 3 B3aMOJAEHCTBA ¢ APYI'H JIeKapcTBEHH BEIIECTBA

Ha HHWBO JIEKAPCTBEH METa0OIH3BM.

BcHuky JIEKapCTBEHH BeliecTBa, KOUTO ce MeTaGommsupar ot P4502D6
CHCTEMAaTa M KOMTO MMaT TeCeH TepaleBTHUeH HHIEKC Ou TpadOpano Ja ce
OpHAaraT B MajKH RO3Y B HayalHUA NEpHOX Ha OoJHH, JIEKYBaHH C
GIyOKCETHH HIIH KOMTO ca OMIH JeKyBaHH C (IIyOKCETHH IIpe3 MOCHeHUTE

T CeAMHI. TaKuBa IeXapCTBEHH BelllecTBa ca  (iieKcaMui, BUHOIACTHH,
TPUNMKIINYHATE aHTHICIIPECaHTH.

dpyokceTHH, MaKap u TNo-cnabo Moxe pa Opme MeTabONM3MpaH OT
P4503A4. Taka Haop. mpoyuBaHHs in Vitro ITOka3BaT, e K&TOKOI—I&BOH
(morres uaxubuTop Ha P4503A4) € 0X0M0 CTO NBTH HO-MOIIEH

Ha €H3HMa B CpaBHEHHE ¢ (MIyOKCETHH K HOpQIYOKCETHH. (\w&\b’? 0 g \\
EnHoBpeMeHHOTO Hpuiarane Ha (UIyOKCETHH B eHHWYHH no/rf/ apgg%g \"3’\
tepbenaapn (cnenuduyeH cyberpar Ha muroxpom P4503A4) & 3
yBeNMYaBaHe Ha MIa3MEHOTO HUBO TepdeHanuHa.
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IIna3sMeHnTe KOHIEHTPAUH Ha aHTHKOHBYJICHBHHUTE Cpe/CTBa - (DEHUTOHH,
([udennn), xapbamasenuu (Terperon) morar ja ce IOBHIIAT IIpH
€IHOBPEMEHHO NPHIOXKEHNE ¢ (ITyOKCETHH.

IInasMeHuTe KOHLEHTpalldH Ha  aHTUIICHXOTHYHHTE CpeicTBa -
XaJoIepHACNI 1 KJIO3AIHMH € BB3MOXKHO Ja Ce HOBMINAT IIPH €AHOBPEMEHHO
IpuIoKeHne ¢ QIyoOKCeTHH, KOeTo OM MOIJIO Ja MpelCcTaBisBa PUCK 3a
HOSIBa Ha CEPUO3HN HEXeTaHU PeakLiiy.

BpeMeTo Ha MOnyelTMMHHUpPAHE Ha JyasernaM, H alpazoiaM ce yObIDKaBa
IIpH eAHOBpeMeHHa yuoTtpeda ¢ (QuyokceTHH. ToBa ch3/laBa IpEANIOCTaBKa
3a MpeU3BUKBAHE HA HOXKEIaHH peakiiy ¥ TOKCHYHY eexTH.

IIpu nedenwe ¢ JIMTHEBH CONU Ha OONHY, IONyyaBamy (PIyOKCEeTHH ca
HaOJIOZaBaHy CIy4al, KaKkTo Ha yBejuuaBaHe, Taka U Ha HaMalsgBaHe Ha
H@BaTa Ha JUTHS B IDja3Mata. 1oBa Hajara NPHJIAraHeTO Ha JIHTHEBH
npenapaty fja 66/{¢ MOHUTOPUPaHO.

EfHOBpeMEHHMAT  HpHeM  Ha  JIGKapCTBEHH  IIPOAYKIH  CBC
CEpOTOHUHEPIu4HO JeicTre {KaTo tramadol, sumatriptan) MoxXe na goBefe
[0 IoBHImIaBaHe Ha cBbp3amntre ¢ SHT edextu. bonHu, neKyBamH C
dUIyOKCETHH M TpUOTO(aH, ca HOKa3ald CIPaHWIHH peaklUH Xaro
aKHATAIMA, HECIIOKOHCTRO K CTOMAIIIHO YPEBEH TUCKOMGOPT.

[lpx mnpunaraHe Ha TPUUHUKIMYHM aHTHUZAEIpPECaHTH ([e3MOpaMus,
HMUIPaMHUH), Ko3aTa UM TpsOBa na OBJe HaMalleHa M TEXHMTE ITHIAa3MEHH
HuBa TpAOBa Jja 6BJaT MOHHUTHpPAHM, aKO 3alI0YHE NedeHHe ¢ (QIyOoKCEeTHH
HJIY JISUEHHUETO MY C€ IPEKHCBA. '

Ylpu npunarasero Ha MAQ-uHXUOWTOPH H (QIYOKCETHH, HMHTEpBAIBT
MEXAY TIX He TpsOBa Aa Opje no-Manbk oT 14 1nHy, Thi Karo Morar Ja ce
HaOJIOKABAT CEPHO3HH HeXeNaHH peaKiltH.

DIyOKCETHH ¢ CBBp3Ba fio 95 % c mnasMeHHTe IIPOTEHHH. 10Ba Ch3JiaBa
BB3MOMHOCT 38 B3auMOJeiiCTBHE Ha (IIYOKCETHH C APYrH JIEKapCTBEHH
BEINECTBA, MPUTE)KABAIIHM BHCOK aQHMHUTET KbM IIHa3MEHHTE IIPOTEHHH.
AHBTHKOAryJIaHTHTE OT KYMAapHHOBATA IPyNa ¢& KOHKYPHpAT ¢ (IIyOKCeTHHA
34 IUIa3MEHHTE NPOTEHHE W B HIKOH CIydYaH, H3MECTEHH OT BPB3KATa UM C
IasMEHUTe MPOTEMHHM MoraT Jia HOBeJaT OO HeXelaHH JeKapCTBEeHU
peakuuu, KaTo Hanp. KbpBeHe.

JIATATANACOBUTE [IIOKO3UAY (HANp. AWTUTOKCHH, AWIOKCHH) CBIIO TaKa
Morar fa ObJiaT W3MECTBaHH OT BPBE3KATa MM C IIIa3sMEHHTE NPOTEHHH OT
(IIyoKceTHHa W Thil KaTo Te HEHWCTBAT B MHOTO MaJIKH Jo3a MOratr H ja
moBemat no Opamukapaud, HapyllaBaHe Ha AHTPUOBEHTPHKYNADHOTO-:
IpOBeXTaHe, CMYIEHHA B CHPACYHMS PHTHM.
EnextpoxornByncuBHa Tepanus (EKT): Hoknaasapu ca psako
HPOLBIDKATENHY HPUIANBIY IIPH NALHEHTH JNEKYBAHH ¢ (IIyOKGEFMH T

xouto ce npunara u EKT, mopamu xoeto € Heo0X0AUMO BHUMAH A TR gt
4:9\\“ 'f&;‘.
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4.6.

4.7.

4.8.

Ankoxon: BeiupekH, 4e IpH OOHKHOBCHU H3CHel(BaHUsA (NIYOKCETHH HE €
JIOBEJI 50 YyBejldyaBaHe Ha KpPBBHUTE HHBA Ha aNKOXoja HIH J0
yBeiuyaBane eeKkra Ha ankoxosia He ce mPEenophyba KOMOHHANMATA OT
SSRI nedenne u aaKOXOIL.

BpeMeHHOCT H KbpMeHe

BEIpeKy, e HiMa JJaHHW 332 eMOPHOTOKCHYHH U TepaToreHuM edexTd Ha
(yOKCETHH, HETOBOTO H3MOI3BAHE IPU OpEMEHHH MOXKE Jia cTaBa caMo
IpH CepHO3HH MEHMIMHCKH IOKa3aHHs 3a ToBa. OIYOKCETHH ce
EKCKpeTHpa B 3HAYMTEIIHN KOHIIEHTpaLuH B KbpMaTa. [lopagu omacHoCT OT
yBpeXXIOaHe Ha KbpMadeTo He ce NpelopruBa IpueM Ha IpenapaTa Io
BpeMe Ha KEPMEHE.

Biausuue Bppxy cnocobHoctTa 32 IHodupane ¥ padora ¢ MANIHHH.
@IIyOKCeTHH, KaKTO U ApYTH aHTHAENPECHBHH CPEACTBA MOXE Ja HapylH
cOCOOHOCTTa 3@ KOHLEHTPANHs, pedIeKCHTe H aKTHBHOTO BHHMaHHE.
IIpeniopstBa ce ¢ H3KIIOIUTENHO BHEMAaHKE Ia ce ynoTpe0sBa npu
TAIUSHTH - BOJAYH Ha MOTOPHH IIPeBO3HM CPECTBA M Te3H, KOUTO paboTaT
C MalIAHHA.

Eexenanu ieKapcTBeHH peakuuH
DIyoKCeTHH Ce pa3iu4aBa OT TPHHHKINIHHUTE aHTH/IEIPECAHTH ¢ [10-A00pa
IIOHOCHUMOCT M TIO-MaiKa YeCTOTa Ha HeKeNaHuTe HeHCTBH.

HPOSIBBHI/ITC B Ha4aJIOTO Ha TEpanusita € IIpelapara i—IE‘JKeJIaHH JICKApPCTBCHH
peaxinm, OOMKHOBEHO HaMallABaT KaTo MHTEHSHTET H 4ecToTa Ipu
NPOABKMTEHEH IIPHEM U KaTO L0 HE BOIAT JO IIPEKBCBAHE HA TEPAIHATa.

Obwu peaxyuu. Yecrto - acresud; Psgako - 1Tpecka, H3INOTSBaHe,
BazOAHAATAIA, CTYACHH TPHIky. PeakiuiTe Ha CBPHXIyBCTBHTEIHOCT MOTAT
oa ce INposBIT Karo cbpdexx, KOXXEH 0OpHBH, ypTHKapHs, BacKyNHTH,
aHaduIakTOUmHY peakiun, (OTOUYBCTBHIENHOCT. M3KIIOYUTEIHO PANKO -
3JI0KAYECTBEH HEBPOJNEIITHYESH CUHHIPOM.

Cwpoeuno-cvlosa cucmema. UecTo - XeMOparus, XWIepToHus. Psaako -
aHTHHa TEKTOPUC, CTEHOKAPJAHW IPHCTBIM, TAXHKapIus, MUIPEHA, CHHKOII,
aputmes. MskmounTenno psjko - AV — 6nox I cr., 6papukapmus, cbIoBO
riapobonue, TpoMO0dNednT, KaMepHa apHTMHs, KaMepHH eKCTPacHCTOJNH,

BEHTPHKYJIAPHA apHTMIAL, m

Xpanocmunamenna cucmema. JecTo - MOBUILIEH AIIeTUT, TaficHe,
Psnxo - adTo3eH CTOMATUT, XONSNHATHA3A, KONUT, [UAPKS, XBIIL
TacTPOEHTEPHT, IVIOCHT, KEPBEHE HA BEHIMTE, XMIEPXIOPXUAD
canuBanust, MelieHa, yIepalyy o JUTaBunara Ha yerara. M3k
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psanxo - Oonku B oOmacrra Ha wepHus Lpol, AyoneHanHa s3Ba, MacTHA
JiereHepaltis Ha YepHHs pod, XenaTur.

Lenmpanna nepena cucmema. Hecro - axwTanys, amHesus, KOHQY3HH
CHCTOSHMS, €MOIHOHaNHa JabunHOCT. PSfAxo - HapylleHHs Ha MO3bYHara
nefiHOCT, aKaTW3Ms, amaTWs, arTakcHsd, CMYILICHHs B [IOBOpa, [AEIpecis,
JieriepCoHanyu3anys, MapaHoHAHN peaKlUMH, MaHHAKalHA peakijys, BEepTHIO,
XUINEPKUHE3Ms, NOBUIIEH MYCKYIEH TOHYC, MHOKIOHYC. V3KIFOYHTENHO
panko - abHOpMHA €NeKTpOoeHIe(anorpaMa, eKCTpamupaMuIHNu HapyLIeHuU,
CTYIIOp, MHOKIIOHYC, TOPTHKOIIHC, KOMa,

Koowca u kooscnu npudamvyy.  Psaako - anonenus, akHe, KOHTaKTEeH ASpMaTHT,
CyXa KOXKa, MaKyJonamyjno3eH OOpHB M YpTHKapHd, ek3ema. V3KIodnTenHo
pSIOKO - epuTeMa MyJiTH(QOpMe, TI'BOMUEH JEPMATHT, HyCTYNO3€H OOpHB,
cebopes, BE3UKYI03eH 00pus.

Juxamenna cucmema. Pspako - actMa, €ITUCTAKCHC, XBNIaHe M3KIIOYUTeIHO
PAAKO - anHes, NOATHCKaHe Ha KalllNyiiaTa, XUHOKCHs, eeMa Ha JTapHHICA.
Enooxpunna cucmema. Psapxo - XUDOTHpEHpH3bM, AuabeTHa KeToalnunosa,
3axapeH auader.

Memabonumnuy Hapywenus. UecTo - HamalliBage Ha TEIIECHOTO TETrHo. PAIKo -
JNEeXUpaTanys, TeHepalu3upaH 0TOK, XHIePX0JIeCTeporIeMust, XUIOKATHEMHSL.
M3KmOUMTENHO PAOKO - XHNOHaTpHeMHs, IIOBHIIaBaHEe Ha ajKalHaTa
docharasa i KpeaTHEQOCHOKIHA3ATA.

Xemonoeza. Psanxo - aHeMus, ekxuMo3a; VIBKITIOUHTENHO psiAKoO - XHIOXPOMHa
aHeMus, IEBKONeH s, TUMGOLIT03a, THMpeneM. )

Vpozenumanna cucmema. Yecto - HecTo ypHHmpane. Psaxo - abopr,
aJlOyMHUHYpHS, IHMCTHAT, YPETPUT, NPOMEHH B IMOMNOTO, MMIOTEHTHOCT,
OONKH B I'BpAUTE, HaKTai(us, ameHopes. VI3KIIOUWUTENHO PANKO - OJHIYpPHA
XeMaTypHs, BardHHT, eNUIUNHMMT, Merpoparus, Oonku B On0penure,
TIpHAIA3bM.

Cmasro-Myckynna cucmema. Paxo - GoJky B rpsOHaYHYA CTHI0, apTpaliliy,
MYCKYJHH OOJKH, apTpuT, KocTHa Oomnka, OypcHT, TEHOCHHOBHMT.
VI3KOUTENHO PSIfKO - apTpo3a, XOHAPOMHCTPO(MHSA, MUACTSHMS, MHOIATH,
MHEO3HT, OCTENOpOo3a.

Cemusnu opzany. Yecto - GOIKH B yIIUTE, IPOMAHA Ha BKYCOBHTE yCCIAHN,
TUHMT. Papkxo - KOHIOHKTHBHT, CYX0Ta B O4YHTe, Muapuasa, (orodobus.
HZ3KIIIOYNTENHO PAfKo - OnedapuT, ARIUIONES, €K30()TaIM, KPHBOHIIUBH B
OYHTE, NIIAYKOMa, UPUT, CKIIEPHT, CTpabu3EM. :

DU3MIECKO Y ICHXUIECKO IPUCTPACTIBAHE KBM (PIyOKCETHE &5
He ca m3BBpUIBaHy CHCTEMHU H3CNEABAHAA 34 TOBIIMABAH
Ha IICHX#AYecKaTa 0 Ghu3Hyecka 3aBECHMOCT.
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IlpenBapurenHuTe KIHHAYHE HaOMIOAEHNS NpH NpHeMaHe Ha QIYOKCETHH He
JaBaT JaHHY 3a TeHACHIMI Ha II05Ba Ha CUHAPOM Ha OTHEMaHe IpH HErOBOTO
cnupane. Cpllo Taka HiMa HaOMIOACHMA 32 HACOUEHO ThpCeHe Ha (IIyOoKCeTHH
IIpY TalleHTH, KOUTO ca OMIM JieKyBaHH ¢ HEr0O WK ca I'o IPHEeMANH 110 ApYyT
IIOBOZ. BeIlpexu TOBa JexapuTe BHHMaTeNnHo TpsabGBa ma HabiopaBar GOJHH,
KOHTO Ce JIEKYBAT ¢ (DNYOKCETHH M KOMTO MMAT JJAHHH 3a [IPUCTPaCTSIBAHE.

4.9. IIpepo3upane
CnygauTte Ba npexosupade W 0cobeHO 3apppIMIMTE (ATANHO ca MHOTO
penxu. Karo mnpaBuno, T€ NPOTHYAT JIGKO C IIBJIHO BB3CTAHOBABAaHE.
Cpobmiasa ce 3a HabmromaBan OoneH, mpuen 3000 mg dnyokceTwH H
[IONYYHI JiBa IpHUIIaAbKa TUII "TpaHg Mail", KOUTO ca OT3BYYalH CIIOHTaHHO.
CuMmnTomMmuTe Ha IpeAo3HpaHe ca: rajeHe, NOBPBIIAHE, ICHXOMOTOPHA
BB30Ya, aXUTaIsl, XUIIOMaHKA M ApyTy Oenesy Ha BB30yxAane Ha [HC.
Jlegenne Ha cBpExmo3upane: CrnemubpudeH aHTHAOT HAMA. JleweHHETO Ce
IpoBexZia cuMuToMarnuo. [lanmenTWTe mNpHenw HO-BHCOKa HO3a
(payoxcetnn TpsabdBa aa Opxar HaONIONABaHW NO-NPOXBIKHUTEIHO BpPEME.
IIpopexxmar ce MEpKH 3@ TIOAABPXKAHE Ha JKU3HEHO BAXHH LEHTPOBE M
M3TIOII3BAHETO Ha MeAUKAMEHTY 3a HOBIMSIBAHE HA CHOTBETHHTE CUMIITOMH.
AKO nanpeHTHTE ca TIPHeMaTi TPUIHUKINYHN aHTUACIPECAHTH, € BH3MOXKHA
1105BaTa Ha TOKCHYHHA CHMIITOMH.
OcBen TOBa akTHBEH BBIVIEH MM COpOMTON CBINO Morar jaa Obpar
eEeKTUBHHE HpH HECHEUUDHUHO JIeUeHHe.
Ilopaau romeMusi 00eM Ha paslpefeleHUe Ha cpnyorcce'mn B OpragusMa
yCHMIeHaTa Juype3a , AHanuzaTa H XeMolepys3Hsra HAMaT CHIHECTBEHO
3HaYCHKE TP JICUCHUE Ha IPeRO3UpateTo.

5. @APMAKOJOI'mYHua JAHHH
5.1. @apmakoaHHAMHYHH CBOHCTBA

DapmarkomepanesmuyHa zpyna:; AHTHAETIPECaRTH - CHeTHOHUYBN HHEXHOUTOPU
Ha 00paTHOTO 3ayaBJHE Ha CEpOTOHHHA.

ATC roo: NO6AB 03

OnyoKceTHH IPEACTaBisBa paneMuyHa cMec oT R ® S wusoMmepu B
crotHoinenue 50/50. M nata m3oMepa npurexanar creluduyHo AcicTBHE
BBPXY 0OpaTHOTO 3ajaBsHe Ha CEPOTOHKHA, S H30MEPHT CE ENMMUHEpPA I10-
6aBHO M IPHCHCTBA MO-IBIT0 BpeMe B IUasMara. DIyoKCEeTHH IPHTEXaBa
W3pa3cHH aHTUJETPECHBHH, aHTHKOMIIYJICHBHH W aHTHOYIHMMHY
cBoiicTBa. OCHOBHUAT MEXAaHW3IBM HA HETOBOTO AEHCTBHE € CBEHP
crroco0HO0CTTa fja HHXHOKHpa 00paTHOTO 3aJIaBsSHE HA CEpOTOHHHA
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NpeCUHANTHIHATA YacT Ha CCPOTOHUHEPIHYHHTE HEPBHH OKOHYAHHA B
TTHC.

CepOTOHMHEPTHIHUTE pelenTOpd Ca NpPeACTaBeHH IMPSJUMHO B
NEMOMYHATa CHCHTEMa ¥ HAKOW TIOAKOPOBH CTpykrypH. M3cimempanusara
Ipe3 MOCIeHUTE TOIMHM ITOKa3BaT, Yeé CBBP3BAHETO C TAX HA CHJIOTCHHUA
CEPOTOHMH KK Ha JEKapCTBa ChC CHINUTE CEPOTOHMH MONOOHH CIPYKIYPH
HIpac BaXXHa PO 33 IPOTHYAHETO Ha EMONHOHANHHTE NCHXUIHY [IPOLECH.
Toii ce pa3iuyaBa OT TPHUAKIMYHATE aHTHIENPECAHTH CBC Clabmst
aQUHATET KXBM MYCKApPHWHOBH, XWCTAMMHOBH M  Op-8ipCHEPTHIHH
peuenrtopu. C ToBa ce 00sCHABA U NO-A00paTa MOHOCHMOCT M JIHIICATa Ha
xapagoToxcyuny edektrn. OCHOBHHAT MeTaboNMT Ha GIyOKCETHHA - S
HOpQIyOKCETHH IpHTeXaBa 3HAYUTENHO H3paseHa AaKTHBHOCT JIO
OTHOIICHKWE Ha HHXWOMpaHeTo Ha OOpaTHOTO 3alaBsiHe HA CEPOTOHMHA,
xoero o0yciiass OCHOBHUTE (apMaKOIOTUHHE CBOKCTBA Ha (PIIyOKCETHH.

5.2, ®apmMakoKHHETHYHH CBO¥CTBA

DIyoKceTHH NpUTeXaBa Obp3a K THIHA pe3opOuus IPH HEPOPANHO
npunoxenue. IIMK Ha nia3sMeHHTe KOHUEHTpalmy ce Habiogapa Ha 6-8 3ac
ciej] mpreMa Ha eQHOKpaTHa Jo3a oT 40 mg, KaTo CTOHHOCTHTE UM BapHpat
oT 15 o 55 ng/ml. Xpanata He 0Ka3Ba CHUIECTBEHO BIHAHHE BBPXY
pe3opbuuATa X BPEMETO Ha JOCTHTaHe Ha NUKOBHMTE croiHocTd. Ilpm
KOHIIeHTparmy Ha diyokcerid ot 200 - 1000 ng/ml, mpubmusurento B 95
% ce CBBp3BA C IUIa3MEHMTE IPOTEHMHH in vitro (anbymumHH H O4-
raukonporens). To3nw Qaxr mmpennonara BB3MOXKHOCT 3a 3HAYHUTEIHH
B3aNMOACHCTBHA Ha QIYOKCETHH ¢ APYTH JeKapCcTea, NPUTEKaBalid BHCOK
aduEMTET KbM IpoTerun. OIYyOKCETHH HETEH3UBHO ce MeTabonHspa B
gepHEs Hpob, KaTo dupes jeMeTHIEpaHe ce o0pasyBa OCHOBHHA My
MeTabonuT BOpGhIyOKCeTHH ¥ PEfHila HPYTH HeaKTHBHH METaOOIuTH. S
HOphIyOoKCeTdH - m3oMep e 14 meTH (apMaKONOTHYHO TO-aKTHBEH OT
apyrus My wsoMep R Hopdiyoxcernn. MeTaGommsMbT Ha QIyOKCETHHA
3HAYATENHO 33BHCH 0T IwToXpoM P4502D6  m3oensuma. lipu
npubmaETenHe 7 % OT MBXUBHAMTE aKTUBHOCTTA HA Ta3W CHCTEMa MOXE
na OBIe 3PAUNTENHO UoHKeHa. Te3n (aKkTH IaBaT OCHOBaHHE Jia ObHar
obscHeHH HabloaBaHnTe B KIHMHUKATA TOJNIEMH HHUBHIAYAIHH BapHalul
B MeraGonmsMma Ha mpemapara. OT Jpyra cTpaHa, CIOCOOHOCTTaZ Ha
diryoxceTuH na uExuOupa m3oemsuM P4502D6, ofycrmaBs BE3MOXHHTE
B3aMMOJIEHCTBHSA ¢ ronam Opo#i jiekaperba. DIIYOKCETHH Ce XapaKTepHsKpa

HONYKHBOT € npubnmsuTenHo 1-3 qau 1 1o 4-6 nHu Clex Mr;m"
My npmnoxenne. Tosa ce3fiaBa BB3MOXXHOCT 32 Kmynﬂpaﬂe?ﬂa ; ,:f: D
BpeMeTo Ha MOIy)XUBOT Ha OCHOBHHES My MeTa00nuT { By
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- Hop(IIyOKCeTHH Bapupa MexAy 4-16 AEM ciel €AHOKpaTHO ¥ MHOIOKPaTHO
IpHIOKEHAe Ha Ipenapara. BpeMeTo Ha IONYXXHBOT 3HAUHTEIHO C& yABIDKaBa
IIpH OAIMEHTH C Y4epHOAPOOHH U OBOpedHH 3a00NABaHM#, a CBLIO TaKa M IpU
TIAlMEHTH B CTapyecKka Be3pact. Ilopaiy yEBIDKEHOTO BpeMe Ha NONYKHBOT Ha
(iryokceTrH ¥ HOPGIIYOKCETHH, Te MOTaT Jia EPCHCTHPAT B OPraHH3Ma CeAMUL
CHiell NPEyCTaHOBABAHE Ha JECUSHHETO, KOETO MOXeE Ja HMa BAKHO KIIMHUIHO
3HAYEHMe, KaKTO II0 OTHOWEHHE Ha TEPAaneBTHIHN My e(eKT, Taka 1 3a [0sABa Ha
HexenaHu peakumn. OcHoBHara wacT Ha npenapara (o 80 %) ce exmMHEEpa C
ypuHata u 5o 15 % ¢ dpexamuure.

5.3. IlpeakJuMBHYHH JaHHH 32 0€30I1aCHOCT
Toxcuunocm. PIyoxcerns ce oTHaci KBM (DapMaKoNOTHIHO-aKTHBHHTE
BelrecTBa ¢ HHCKA TOKCHYHOCT. IIpONBIDKHTENHO TpeTHpaHe Ha
eKCHepHMEHTATHH JKMBOTHH € JIO3H, MHOIFOKpaTHO HpeBUINABAIK
TEpameBTHYHATEe, He  Ipelu3BUKBA  NOBEJCHYECKH,  KIMHHYHY,
XEMATONOTHYHE, OHOXUMHIYHY, MaKpPOCKOIICKH M XUCTONOTHIHE MPOMEHH.
Kanyepozennocm. BreexnaneTo Ha (IyOKCETHH B IPOABIDKEHHE Ha 2
romupy B fo3u 10 - 20 mg/kg Termo Ha MHIUKK H IINBXOBE HE IOKa3sa
pasiiuye B pa3sBUTHETO HA TYMOPH B KOHTPOIIHK ¥ ONKTHH TPYIH.
Mymazennocm. Hsva p[aHHY 3@ TEHOTOKCHYHOCT Ha (DIYOKCETHH WINH
HeroBHs MeTabonuT HOpIyOKCeTHH IpH H3NMMTBaHe Ha in Vitro # in vivo
MOJETH.
Tepamozennocm, eMOpUOmOKCUYHOC U 6IUAHUE 6bpxy epmunumema. He
ca YCTaHOBEHH eMOPHOTOKCHYHY H TepaToTeHHM edexTy Ha (IyoKceTHHA
IpY H3NMTBaHE BEPXY IUIBXOBE i 3alimy B Jo3u oT 12,5 mo 15 mg/kg Terio.
DIyoKceTHH He OKa3Ba BIHIHWE BHPXY (epTunmTeTa IpH NpOyduBaHe
BBPXY IIIBXOBE B JI03H ot 7,5 o 12,5 mg/kg Terio.

6. GOAPMANEBTHYHM JAHHHA

6.1. HoMomuH BemMecTBA

Cellulose microcrystalline -17.50 mg
Magnesium stearate - 1.00 mg
Lactose monohydrate - 4032 mg

6.2. @®Pu3iNKo - XHMHYHY HECHBMECTHMOCTH
Hama nansd 3a QU3HKO - XUMAYHY HECHhBMECTHMOCTH.

6.3. Cpoxk na rogsoct
4 (yeTHpH) ro{UHK.

6.4, CnenmuajHh YCJ0BHS HA ChbXpaHEHHE
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6.5.

10.

Ha cyxo ¥ 3aIquTeH0 OT CBETIIMHA MSCTO, 1Py TeMriepaTypa nog 25° C.
Ha ce cpXpansBa Ha MecTa, HEIOCTHIIHH 32 Jelia.

Onakoska

Bructepu ot 6esuserHo, mpospagno PVC/ amymumneso domuo ¢ mo 14
Opost TBBpAM JKENATHMHOBM Kancymd. ITo emus wiu fABa OnucTepa B
KapTOHEHA KyTHS. '

HMe 1 afjpec Ha NPUTEKaTe)IA HA Pa3spelieHHETO 3a yroTpeda
VHBUOTEX OO

brnrapus, Codus 1000, yn."Tpuamuma" Ne 5 A

Ten. (02) 987-95-37; daxc (02) 988-04-57

Perncrpannonen nomep
20010438

HAata Ha NBPBO paspemaBaHe 3a ynorpeba
18.05.2001 r.

JaTa Ha aKTya/H321IUA HA TEKCTa
Deppyapu 2006 r.




