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1. HME HA AEKAPCTBEHUS ITPOAYKT

HHKJIO 3 ®OPT 150 mg/150 mg/100 mg TBLpAR KaNCYaH
boanue sanucT cyx excrpakt/XecnepuauH METHI XaIKOH/ ACKOpOHHOBA KHCEIHHA

CYCLO 3 FORT 150 mg/150 mg/100 mg capsules, hard
Rusci aculeati extractum siccum/Hesperidine methyl chalcone/Ascorbic acid

2. KAYECTBEH A KOJIMYECTBEH ChCTAB

Boams 3amuct cyx ekcTpakT (Rusci aculeati extractum siccum (as sterolic heterosides in

gluconeoruscine) 150 mg

Xecneprama MeTtrn xankoH (Hesperidine methyl chalcone) 150 mg

AckopbrroBa kuceauHa {Ascorbic acid) 100 mg
3a €HA TBbpPAA Kancyja - |

IomowmHo BelLecTBO ¢ H3BecTHO aelicTeue: Crhcer awiro FCF (E 110).
3a OBAHMSA CNHCHK ¢ MOMOIIHH BEINECTBA, BIDKTE TOYKa 6.1.

- 3. JEKAPCTBEHA ®OPMA

TB’bp,IlH KAancCyJIH ¢ HENPO3PAYHO XXBJTO TAMO H HEMPO3pavYHO OPaHKeBO Kallaue.

4. KJIHHHMYHH JAHHHA

4.1 TepaneBTHYHA NOKA3AHAN

Luwio 3 ¢popT e nokaszaH MpH BL3PACcCTHH 34 JICYSHHE Ha:

. CHMITOMH, CBbP3aHH ¢ THM$HA H BEHO3HA HEAIOCTATHYHOCT (TEXKECT B Kpakara, 60JIKa,
noctTgneduTeH CHHAPOM);

. 3a nevyeHHe Ha CHMITTOMH, CBITBTCTBALIH XEMOPOHIATHUTE Kpi3H (0TOK, Oolka, napeHe,
cppdex). |

4.2 JA03HpOBKA H HAYMHH HA NPHICKEHHE

o3npoBka -

IIpenoppuMrensaTa no3a e: 2 no 3 kancynu Liukno 3 @opr Ha [eH 3a IeYeHHe Ha:

. CuMnrroM#, CBBbp3aH# ¢ TMMdQiHA H BEHO3HA HEAOCTATBYHOCT (TEXECT B KpakaTa, 6onka,
nocThneOHTeH CHHIPOM);

. Lo 3 Gopt B 0032 OT 4 A0 5 KANCYAH Ha JeH Ce H3NOM3Ba 34 JeUeHHE Ha PYHKIHOHANHHA

CHMITTOMH IpH XCMOPOHOAITHH KPH3H,

Ha4yuH Ha OpUIIOKEHHE
3a nepopanHO NpUIOKEHHE.
Kancynure TpabBa na ce npHeMar ¢ 9auia Boza.




4.3 IIpoTHBONMOKAZAHASA

CBpPBXYYBCTBHTETHOCT KbM aKTHBHOTO BELIECTBC WIH KBM HAKOE OT IIOMOIHHTE BEllECTEA,
H30poeHH B TOUKA 6.1.

Hapyimenns B HAaTpyNBaHeTo Ha XkeNA30 (TanaceMHil, XeMOXpoMaTo3a, CHASPOOIaCTHA aHEMHS),
NOpaAH HAIHYHETO HA aCKOpOHHOBA KHCEIWHA B CHCTABA HA ISKAPCTBEHHA NPOAYKT.

4.4 Crennainn npegynpexacnnd € NpeANA3HE MEPKH npa ynorpeba
- B ciyvaii na nHapHa MPUIOKEHHETO Ha JIEKAPCTBEHHA IIPOAYKT Tpaﬁna Aa 6B71e cripaHo.

- XeMOPOHAAIHH KPH3H: ICYEHHETO TPAOBa [a € ¢ KpaTKa NpOoab/DKMTETHOCT. IIpiueMbT Ha IpoAYKTa
HE € 3aMECTHTE!T Ha CIICLIMMMYHO TIeYEeHNHe Ha APYTH MPOKTONOTHYHH 3a00)I9BaHNA. AKO CHMITTOMHTE
He OTLIYMAT OBp30, TPsibBa na ce IpoBeae NPOKTONOTHYEH nperne,u H TeparmMaTa Ja os/1e
npepasrieaaHa.

Bzaumopneiicteue ¢ nabopaTopHH TeCTOBE:

AckopOHHOBa KHCENNHA, KATO peayLHpall AreHT MOXKE J1a TIORJIHAC PE3YNTATHTE OT Jlaﬁopa'roplm
TECTOBE KATO ONpe/ic/IHe HAa KPhBHATA 3aXap, OnnupyOuH, HUBa Ha TPAHCAMHHA3H, JIAKTAT H APYTH.
Lukno 3 ®opr ceaspxka azobarpuno (Coaeer xwiro FCF E 110), koeTo MOXKe 212 NpeAM3BHKA -
alepruvHA PEaKIHA. | |

4.5 B3anmoacHcTBREE ¢ APYIrE JEKAPCTBEHM NPOAYKTH H ApYrH HopMH HA B3anMoaclcTBRE
HaMa npoyuBaHHA 3a B3aUMOJCHCTBHSA ¢ APYTH JCKAPCTBEHH MPOAYKTH HIIH XpaHa.
4.6 ®epTHANTET, GPEMEHHOCT B KbpMeRe

bpeMenHoCT

ChlllecTBYBaT OrpaHiyeHH JJaHAH 3a yrnoTpeGaTa Ha I_lmc.no 3 @opr npu GPEMEHHH JKEeHH.
ITpoyuBanus NpH >KUBOTHH HE MOKA3BAT FHPEKTHH HITH KOCBEHH YBPEKAALIH e(];iEKTH 110 OTHOLICHHE
Ha PENPOAYKTHBHATA TOKCHYHOCT (BXK. TOUKa 5.3).

Karo npeanasna Mapka e npenops4YHTENHO 1a ce n30area ynorpebaTa Ha 1{ukno 3 ®opr no BpeMe Ha
GpeMeHHOCT.

Kepmene
He e uspectHo nanu metabonuruTe Ha 1{akno 3 ®opt ce exckperupar B Miakoto. He Moxe aa 6ba¢

H3KIIOYEH PHCK 3a HoBopoaeHUuTe/aenata. Kato npeanasna mapka Llukno 3 Popr He Tpsbsa aa ce
H3IION3BA 10 BPEME Ha KbPMEHe.,

QEpTHINTET
HaMa HaiWYHH JaHHH N0 OTHOLICHHE Ha (PpepTUNHTETA.

4.7 EdexTn BHLpxy cnocobnocTTa 332 mopupane 1 padora ¢ MAMAHER
He ca nposexnany cneunguyuHnd NpoyyBaHHA.
4.8 Hexeaand JeKAPCTBEHE PeaAKIHA

[To BpeMe HA KTHHUYHH NPOYYBAHHA ¢3 HAOIONABAHH CIICOHHTE HEXEIAHH eeKTH.

HexenaHute peakiai ca npeacrabedy cnopes MedDRA cucreMo- opraiHa knacudg
MHOTO vecTd (21/10), gectn (=1/100 go <1/10), nevectn (21/1000 xo0 <1/100), pen
<1/1000), muoro peakn (<1/10000).



Haii- yecTo ce AoknansaT aAvapud B abxoMuHaHA GonKa.

LIcnxuYHH HAPYIICHIA
HevecTs: HHCOMHHA
Peaxu: nepsHOCT

Hapyiienns na yxoro u jabupunra
Peaxu: Bepruro

CBIOBH HapYIEHHs
Peakn: nepudepHa cTyneHuna, 60JKa BbB BEHHTE

CToMamHo- YpeBHH HAPYIIEHAA
YecTu: quapHs, NOHAKOra TekKa ( ChIPOBOAEHA ¢ PUCK 3ary0a Ha TETIO M BOIHO-eJICKTPOJIMTHH
HapyIIeHHs, aKo JICYEHHUETO HE ce NpeyCcTaHoBr), Obp3oobpaTHMa NpH CIIMpaHe Ha JIEYeHHETO (BK.

T. 4.4); abnoMunanna OoJKa

HeuectH: Aucnencus, rajeHe
Peaxu: cTOMalIHO- YpeBHH HapyLICHHA, AQTO3EH CTOMATHT

XenaroOHIHADHH HAPYLIEHUS

Peaky: MOBHINEHH HYBA Ha allaHHUH aMUHOTpaHcdepasara

Hapyinenua Ha KoxKata u NOJKOKHATA THKAH
Heuectu: epurema, NpypHUTYyC

€HHA Ha MYCKYJIHO~ CKEJIeTHATA CHCTEMA | IUTE/IHATA ThKaH
HeuecTy: MycKyJIHH cna3MH, GonKa B KpaiiHHIUTE

Cnonranno AOKJIAABAHNA HOXCIAHA peaKllHH (c HEH3IBECTHA ‘IECTOT&):

CTOMamHo- YpeBHH HAPYINCHUN |
HabmionaBany ca B HAKOH CiTydaH (npy OTIpe/ie/IeHH NaLHenTH) o0paTHMH, éCeHIMATHO TMMGBOLHTHH

MHKPOCKOITHYHH KOJIHTH, CTOMAIIHA 60omnKa.

Hapymienss Ha xoxata ¥ NOAKOKHATA THKAH
MakynonamynoseH 06pHB H ypTHKapHA.

CrobiiiaBane Ha NOJOIUPAHM HEKENAHM DEAKITHY

CpoOmaraneTo Ha NOAO3HPAHK HEXKENAHM PeaKIliH Ciiell pa3pelliaBaHe 3a YNoTpeba Ha JieKapCTBEHHSA
NpOAYKT ¢ BaxHo. ToBa no3posiiBa a MPOAB/DKH HAOMIOAEHHETO HA CHOTHOLICHHETO MOJ3a/PHCK 34

JIEKApCTBEHHSA MIPOAYKT. OT MEAHLMHCKHTE CNELIHATNCTH C¢ H3HUCKBA Ja ChoGILABAT BCAKA IOAO3HpaHa
HEXeJIaHa peakiid upes |

Hansnuurenna Arennng no JlekapcTsara
Codma 1303, yn. Haman I'pyes 8
Ten.: +359-28003417

yebcaiit: www.bda.bg




4.9 Hpeno3npane

He ca noxnansanu ciyyau Ha npefosupaHe. Brenpexu ToBa, npekoMepHaTa 103a ackopOHHOBA
KHCCTTHHA MOXKE Ja IIOBEAC A0 XeMOIHTHYHA aHeMKs NpH HHuBHAK ¢ GOPD aeduuut. B cnayuali Ha
npeno3Hpane, TpAOBa Aa ¢e OPHIOKH CHMITTOMATHYHO JICUCHHE.

5. PAPMAKOJIOTHYHH CBOMCTBA

5.1 PapMaAKOAHHAMHAYHHE CBOliCTRA

DdapmaxorepaneBTHuHa rpyna: Kamuapo-crabunmzupanny areuTs; CEpAeYHO-CHAOBA CHCTEMA
ATC xon; COS5CA

Lpxno 3 Popr HMa BEHOTOHHUYHM H Ba30NPOTEKTHBHH CBOHCTRA.

° ExctpaktsT 0T Ruscus aculeatus mMa 0CHOBHO BeHOTOHHYEH edekT. i vitro nokaspa
N0303aBHCHM BEHOKOHCTPHKTHBEH €(DeKT, NOBAIIABAIT CE TIPH TOIUIHHA, 0c00eHO e()eKTHREH BBPXY
BapHKO3HH BEHH MpPH YOBEKA. /1 vivo NPH KUBOTHH Ba30KOHCTPHKTHBHHUAT ¢(ekT Ha Ruscus ce
AOKa3Ba 4pes YBEeJIHYABAHE HA BEHO3HHA KpbBeH ReOHT M Ha HAAraHeTo Ha OOPATHOTO BEHO3HO
BpbINaHe. TasH BEHOTOHWYHA aKTHBHOCT C¢ ABJDKH Ha and)a-aApeHeprideH MEXaHH3EM Ha AcHCTRHE,
CJICACTBHE JHPEKTHA CTHMYJIALHA Ha NOCTCHHaNTH4HUTe anda-1 u anda-2 peuenropu (upes
AekcTBHETO Ha Ruscus eKCTpaxTa Karo arOHHCT) H HHOHPEKTHA CTHMYJIall|A HA CHLIMTE PeLeITTOPH
uype3 0cBO60XKJaBaHETO HA HOPAAPEHAMHA, HATPYIAH B HEPBHUTE OKOHUYAHHA.

. XeCnepHIHH METHI XaNKOH HaMallfBa KAMWIAPHHA NiepMeaGIMTeT U npeinassa OT OTOK.
HeroBoTo iecTBHE Ce 3aCHIBa OT ACKOPOHHOBATA KHCEIHHA, KOSTO YBEJIHYABa KATWISPHATA
pesrcreHTHOCT. Crnenosarenno Lpkino 3 @opr uMa ABOMHO NEHCTBHE BEPXY BEHO3HATA CTEHA -
TOHH3HPALIO H TPODHIHO.

5.2 PapMAKOKHHETHYHH CBOHCTBA

He ca nposexcaany GapMakoKMHETHYHH NIPOYIBAHHA IIPHA XOpa.

o KuHeTHYHUTE H3CICABaHNA, IPOBEACHH BBPXY JKHBOTHH, C U3MOI3BAHE HA MAPKMPAHH
MOJIEKYJIH (C THTpHIi 3a excTpakTa oT Ruscus u ¢ C14 3a HMC) noxazaxa a6copbima Ha apata
NPOAYKTA CACH NEPOPATIHO NPHIOKEHHE, C JOCTHIaHEe Ha MAKCUMAJIHA IUIa3MeHa
KOHUESHTpalHMg OKO0JIO BrOpHA 4ac (3a ABaTa NpoayKTa).

- ExctpakTeT ot Ruscus 1 HMC ce enuMHHHpAT NpeqHMHO ¢ H3NPaKHEHHATA M YPHHATA.
[TpeobnanapamoTo YpeBHO €THMHUHHPAHE HA BATA MPOAYKTA € PE3YJITaT [MIABHO Ha
OTHCIAHETO UM OT JKITHYHHA MEXYP, KOCTO MPEANOara BKJIOYBAHETO HM B €HTEpOXenaTanHms
IHKBJI.

S.3 IlpeaAxNHHHYHA NAHHHE 34 0€300aACHOCT

HexnuupwunuTe A7aHHH He NOKA3BAT 0cO0EH PHCK 3a XOpa Ha 023aTa Ha KOHBEHLMOHATHHTE
¢apMaKoIOrHYHH NpoyyBaHuA 3a 6e30MacHOCT, TOKCHYHOCT ITPH MHOTOKpPATHO NpHiarase,
F¢HOTOKCHYHOCT, PENPORYKTHBHA TOKCHYHOCT H TOKCHHHOCT 33 PA3BHTHETO.

He ¢ mpoBexaaHo npoyyBaHe OTHOCHO KAPLMHOTEHHMA NOTeHUMaI. BBIIpekH ToBa NpH MULIKH,
METHJ1 X€CTICPHAMH, HIPHET CAMOCTOATENHO, He ITOKa3Ba KapIMHOTeHeH edekT cnen 96 ceam
nepopanex npuem (5% nnera, 20 g’kg Ha TenecHo Tero).




6. @®APMAIEBTHYHM JAHHH

6.1 CnHcbk HA NOMOIIHHTE BEMECTBA
CrabppKaHHE Ha KANCY/aTa:

TaJK,
MarHe3ueB CTeapar,

XHApOopOOEH KONOHIEH CHIIHLMEB THOKCHI,
Mmakporon 6000,

CuscTas Ha Kaficy/IHaTa OOBHBKA:
XHHONMUHOBO baTt0 (E 104),

Ceueer sxwiaro FCF (E 110),

Tiranues quoxeuq (E 171),
KEIATHH,

6.2 HecnLBMECTHMOCTH

HenpunoxiumMo

6.3 Cpok na rogaocT

2 roAHH

64  Chnenuannu ycjioBHS HA ChXpaHeHHE

He cpxpansdBaiire npu Temnepatypa Han 25°C,

6.5 BHA 8 coabpkaHAe HA ONAKOBKATA

ITeperyHa onakoeka: 6aucrep (PVC/Aclar-Aluminum)

BTopuuHa onakoBka: KapTOHEHa KYTHA

Konuuectpo B enna omakoeka: 30 kancynu

6.6 Cnengannn npeanasHu MepKH NpH H3XBbpaue u pabora
Hsama cnelmantyn H3HCKBaHUA 38 H3XBHPJISHE.

HeH3nonssaHuaT ekapcTBeH NPOAYKT HiIH OTNaAbYHHTE MaTeEpUAaliH OT HEro TPAOBa 18 ¢& M3XBLPJIAT
B CBOTBETCTBHE ¢ MECTHHTE H3HCKBAHMA.

7. IIPUTEXATEJ HA PAPENNIEHHUETO 3A YIIOTPEBA
Pierre Fabre Medicament

45, Place Abel Gance
92100 Boulogne

OpaHLus

8. HOMEP HA PASPEHIEHHAETO 3A YIIOTPEBA

Ne 20040329/08.07.2004




9. JATA HA ITbPBO PA3PEHIABAHE/MOHOBABAHE HA PA3PEIIEHHETO 3A
VIIOTPEEA

Hara Ha mepBO paspeitasane; 30.11.1993
Hara Ha nocneaHo noaHopasane: 14.01.2010

10. JAATA HA AKTYANN3NPAHE HA TEKCTA

08/2016




