KPATKA XAPAKTEPHCTHKA HA ITPOAYKTA
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H3NbAKATENNA ATEH N0 REKAPCTBA
1. HUME HA JIEKAPCTBEHMUS ITPOAYKT - R ._..._I.'.l.._m . —-—-E—J
KDRMKA XADGKTNDUGITUKE HE NDOGYKTIM - | IDUACKSHUS |
HOKCHUYM 3500 mg TRBpIM Karcynu Kom Poz. Ne ..ygw/ﬁ?z
DOXIUM 500 mg capsules, hard Paspewenue N T 1
2. KAYECTBEH H KOJIHYECTBEH CBCTAB

| TBBpaa kancyna ceabpika 500 mg xanuues nodesunar (calcium dobesilate).

3a OBITHHSA CNMCHK HAa IMIOMOIIHUTE BeleCcTBA BHIKTE TOUKa 6.1.

3. JEKAPCTBEHA ®OPMA
Tebpna kancyna

HGHpOEpa[IHH KaliCYJIH C KBJITO TAIIO H TEMHO3CJICHA KallavdKa

4. KJIMHHUYHHA JAHHHU
4.1 TepaneBTHYHH NOKAIAHHA

° MuKpoaHruonaTum, IHadeTHa peTHHONATHS.

. CUMNTOMATHYHO JIEYCHHE HA XPOHHYHA BEHO3HA HEAOCTATBYHOCT HA AOJIHUTE KPAHHHLH
(OONKH B Kpakara, TEKECT B KpaKaTa, OTOK, 3aCTOH, AepMaTo3a, MapecTe3uu, HapylIeHHA Ha
CETHBHOCTTA HJIH CHPOEK B KpakaTa H KPaMITH).

* CBITBTCTBALLO JIEYEHHE TIPH MIOBBPXHOCTEH TPOoMOO(pneOur.
° XEMOPOHIATHU CHHAPOMU, MEKPOLTUPKYJIATOPHH HAPYILESHUS OT apTepHO-BEHO3EH IIPOH3XO/.

4.2 do3npoBKa H HAYMH HA NPHAOCKEHHE

H03HpOBKA

Camo 3a ev3pacmuu

Obnualinara nosza e 500 7o 2000 mg (1 no 2 kancynu, 1 10 2 NbTH HA JHEBHO).

Jo3ata TpsabBa na ce ananTupa HHAUMBHIYANHO ChOOpasHo TexKecTTa Ha oryuad. [IpoasikurenHoctTa
Ha JICYEHHETO 3aBUCH OT OONECTTA U MOBJIMABAHETO, KATO MOKE /1a OBJI€ OT HAKOJIKO CEIMHIH A0
HAKOJIKO MECELA.

bwbpeuno yspeacoane

besonacHocTTa U epUKACHOCTTA HA KAJUHEBHA JOOE3HIAT HE ¢a TPOYIEHH MPH NaLMeHTH ¢ ObOPeUHo
yBpexkaaHe. ThH KaTo JEKapCTROTO ce OTAENS pe3 MMKOUHHUTE MHTUIIA, HEOOX0AUMO € TTOBHIICHO
BHMMAaHHE B clydal Ha 0b0peuHa HeqocTaThuHOCT. CIIeIOBATENHO 103aTa MOXKe Aa Ob/ie HaMaIeHa,
KOrato ce npunara J[okCHyM npH Te3d NalUeHTH, 0OCOOSHO Npy NALIMEHTH C TexKka OBOpey
HENOCTATBYHOCT, M3MCKBALLIA JIHATTU3A. D




Yeproopobro yepexcoane
besonacHocTTa M ePUKACHOCTTA HA KAMIKMEBHA TOOE3MIAT He ca MPOYYeHH IPH NALlHeHTH C

yepHOIPOoOHO yBpexkaane. Clie0BATENHO NPHIAraHeTo Ha JJOKCHYM TIpH Te3H NAlMEHTH TPAOBA 1a
CTABa C MOBHIUCHO BHUMAHHE.

Ha4uH Ha MPUIIOKEHUE

JIOKCHYM € IpeTHa3HAuEeH 32 MEPOPaiHO IPHIOKEHHE H KANCYN1Te TpAOBa Jla ce MorrpIat Oes aa ce
orBapsat. JokcruyM TpadBa aa ce npHeMa TI0 BpeMe Ha WiIH BejJHara Clie/1 XpaHeHe, 3a Ja ce
MUHUMH3HPA BCAKAKBB CTOMALIECH THCKOM(DOPT.

4.3 IIpornBounoxazanns

CBPBXYYBCTBHTENHOCT KbM aKTHBHOTO BEIMECTBO WIH KM HAKCOES OT MOMOIIHHTE BEIIECTBA,
u30poeHU B Touka 6.1.

4.4 ChnenuajaHn npegynpeXkIeHns N IPEANAZHE MEPKH NMpH ynoTpe6a
Jo3ara Moxke na Obe HaMasleHa B caydal Ha Texxka 6bp0peyna HeIOCTaThUHOCT, H3MCKBAIIA THan13a.

B MHOro peaku cimyuyau NMpHIOKEHHETO Ha KaJIHER JOOE3WIAT MOKE J1a TIpeIU3BUKA arpaHyAoLMTO34
(B3k. Touka 4.8). B TasH cuTyauHa CHMITTOMHTE MOTAT 114 BKIIFOYBAT BHCOKA TEMIIEpaTypa, HHPEKLMH
HAa YCTHATA KYXUHA (TOH3WINT), OOJTKH B FBPJIOTO, BB3MAIEHUE HA AHYCA H TCHUTAIMHTE H IPYTH
CUMINTOMH, KOUTO ¢a OOIIH OpU3HAIIM Ha HHOEKIMS. AKO Ce MOSIBH KOHTO U Ja € OT T€3H CHMIITOMH,
neyeHueTo TpaOBa na Ov/e cnpaHo. Cnea TOBa € B)KHO BeJHAra Jia ce HAIpaBy OLEHKA Ha CHCTaBa Ha
KPBBTA H JICBKOTPAMATA.

HOKCHYM MO3Ke Aa OTKJIFOYH CHITHY PEAKLMU HA CBPBXUYBCTBUTEITHOCT (aHa()H/IaKTHIHA peaKuyua WTH
wok). B cnydai Ha peakiiy Ha CBPBXYYBCTBHTEIHOCT edeHHeTo Tpsadsa aa Obae crpgaHo.

Xopa 6 cmapuecka ev3pacm
[TonynauusTa B cTapyecka BB3pacT ¢ MUPOKO NMPEACTARCHA B KIMHHYHHATE IIPOYUYBAHHA C KAIUKUEB
H0OE3HIAT U KaTO IBLUIO HE ¢4 BL3HUKHAIYM ONAaceHHd 3a 0e30IacHoCTTA.

Heouampuyuna nonynrayus

He ca nposexany H30UTBaHHUS 3a IPOyUBaHe Ha yroTpedaTa Ha KaJILMes R00E3HIAT B
NeJHATPHYHATA MOy IalkA.

CriellHaTHY Npeana3Hud Mepku TpgOBa fa ce ¢lia3Bar:

- MPH NAUHEHTH, NPUEMAILH JPYIH ChObPXKAlUH KAl ieKkapeTha;

~ [IPH NAUMEHTH, CTPaJaillH OT CTOMAlTHA WIH TyOeHAIHA A3Ba, KAKTO W OT PELIHAHBHPALIL
raCTPHT;

- MPH DAUKMEHTH ¢ 1UabeT M PeTHHOINATHS CE NIPENOPHYURA /1a C& KOHTPOJIMpa HHBOTO Ha KpbBHATA
CITHOKO34.

4,5 B3anmoaeHCTBHE ¢ IPYIH JIEKAPCTBEHH NPOIYKTH H APYrH GOpPMH HA B3aNMOAEHCTBHE
He ca U3BECTHU B3aMMOJEUCTBHA C APYIH JICKAPCTBEHH NPOAYKTH.

B TepaneBTHYHH JO3H KATIUEBUAT 00€3MIaT MOXKE 1a HApyluW €H3HMHIA aHAajIi3 Ha KpeaTHHH
KOE€TO BOAU A0 MO-HUCKH OT OYAKBAHUTE CTOMHOCTH.

[lo BpeMe Ha Kypca Ha TeUeHUe ¢ Kaaudes J00e3MIaT, B3eMaHeTO Ha NMpoOH (Hamp. KPBB
HEODXOMUMH 32 J1adOpaTOpHU U3CICABAHNA, TPSOBA /1a C€ U3BBPLIBA npe;m ObpBaTa AH

C HﬂDGpRTOpHHTﬁ TCCTOBE.



4.6 @DepTHIUTET, OPEMERHOCT H KbPMEHE

bpemMeHHOCT

Hma orpaHHYEHH AaHHH OT yIOTpedaTa Ha Kanluues Jode3unar IpH OpeMEeHHH KeHH.
[TpoyuBaHHATa TP KUBOTHH HE TIOKA3BaT MPEKH HIH HEMPEKH BPEIHHA €(PEKTH, CBBP3aHH C
pPEnpoIyKTUBHA TOKCHYHOCT.

Kato npeamnasHa Mspka e 3a npeanodnTale ga ce u30sArea yrmorpebara Ha Kanlues go0e3uiar mno
BpeMe Ha OPEeMEHHOCT.

KepMeHe

Kanuuep go6e3unar npeMdHaBa B MalYMHOTO M/SIKO B MHOTO MasIki Konudectna (0,4 pg/ml cnen
nprem Ha 3 X 500 mg). Ipunoxennero Ha JIOKCHYM He € [TOKa3aHo 1o BpeMe Ha KspMeHe. Kato
npeana3zHa Mapka TpsOBa Ja ce cnpe Ui JeUYSHUETO, WIIH KbPMEHETO.

4.7 EdeKkTH BLPXY ¢noco0HoCTTA 32 wiodnpane H pabora ¢ MalIHHH
JIoKCHyM He MOBIIHABA CIIOCOOHOCTTA 3a ModupaHe U padoTa ¢ MallMHH.

4.8 HexeldaHu JJeRAPCTBEHH PeaxKiHH

HexxenmaHuTe JIekapCTBEHH peaklky ca KacHbuimpany cbriacHo MedDRA 1o cucreMo-opraHHu
KITACOBE H IO YECTOTa, KAKTO CJICABA:

Muoro uecTH (= 1/10)

Yectu (> 1/100 go < 1/10)

Heuectu (= 1/1006 no < 1/100)

Penxu (> 1/10 000 o < 1/1000)

Muoro penku (< 1/10 000)

C HeH3BeCTHA YECTOTA (OT HATHYHUTE JaHHU He MOXe aa Obae HarpaBeHa OLEHKA)

Hapyluenus Ha KpbBTa 4 1uM¢HATA CHCTEMa
MHOro peaku: arpaHylnounTo3a (Bxk. Touka 4.4)
C HEH3BECTHA YECTOTA: HEYTPOIICHHA, JICBKOIICHHA

Hapvinenus Ha IMYHHATA CUCTEMA

HeuecTH: cBPBXUYBCTBUTEIHOCT (OOPHB, allepruyeH AepMaTUT, ChbpOeK, YPTUKapusd, OTOK Ha JULUETO;
BK. TOUKa 4.4)

MHoro peakH: aHa(pHITAKTUYHA peakusa (Bk. Touka 4.4)

HapylileHus HA HepBHATA CHCTEMA
UecTu: rnarodosiue

CToMalHO-4YPEBHH HAPYIICHUA
YecTu: kopeMHa O0MKa, rajeHe, THapys, NOBPLLLIAHE

HapyvimeHus Ha MyCKY/IHO-CKEIeTHATA CHCTEMA U CheIUHMTENHATA ThKaH
YecTu: apTpanrus, MAITHA

O0uM HapyIUEeHHA U e()EKTH HA MACTOTO Ha IMPHIOKCHHE
HecTu: nupeKcHn
HedecTn: sTpucane, acTeHUs, yMopa

HUscnenpanusg
YecTu: nOBUIICHHE Ha AJlaHUH aMHUHOTpaHCcdepazaTa




Te3m peakuun OOMKHOBEHO ca 00paTHMHM ClIe] CIIHPAHE Ha AeUEHHETO.

Crobarade Ha NOAO3UPAHH HEKETAHH PEAKITUM

CpoOIIaBaHeTo Ha NOJO3HPAHN HEKEIaAHHM PEakUry el pa3pelaBaHe 3a ynotpeda Ha NeKapCTBCHHA
MPOLYKT € BakHO. TOBa N0O3BONABA Na MPOIBIKH HAOIOAEHHETO HA ChOTHOLICHHUESTO MOJI3a/PHCK 34
JIEKApCTBEHHS NIPOAYKT. OT METMHWHCKHTE CTIETIHATMCTH C€ H3UCKBA J1a CHOOLLIABAT BCAKA
MOJO3HpaHa HEJKENAHA peaKkUHd dpes

M3nbnHHTEIHA areHI s 1o JIeKapcTeaTa
yi1. ,.JdamsaH [ pyes™ Ne §

1303 Cocus

Ten.: +359 2 8903417

yeOcalt: www.bda.bg
4.9 Ilpeno3npane

Hsama choO1meHHs 3a ciyvad Ha Mpeao3upane U KITMHHYHHTE MPHAHALM Ha NPET03HPaHeTo HE Ca
u3BecTHH, [Ipeno3upaneTto Tpadpra ga ObAe JIEKYBAHO CBITIACHO CTAHAAPTHATA MEQHUMHCKA IIPAKTHKA.

5.  ®APMAKOJIOTHYHHU CBOVICTBA
5.1 <PapMakoaAHHAMHYHH CBOHCTEBA
dapmakorepaneBTHYHA rpyna: 3.6 Benotponmu cpenctea, ATC xon: COSBX01 Kanuuer gobesunar

Kanuuesuar nodezunar aeicTBa BbPXY KAMWIAPHUTE CTEHU, KBAETO PEIVIIAPA YBPEISHHTE HM
GHU3NONOTHYHH PYHKIIMH, @ HMEHHO HAMATIEHHUTE MepMeaOMINTeT U Pe3HCTEHTHOCT. ToH noBHUIaBa
I'bBKABOCTTA HA EPHTPOLIHTHTE, NOTUCKA CBPBXArperalusITa Ha TpOMOOHUTHTE H HAaMaI9Ba
XHUIIEPBHCKO3UTETA HA KPBBTA U IUIA3MaTa, KaTO N0 TO3U HAYMH M0100pABa KAKTO PEOJIOrHYHHTE
CBOHMCTBA Ha KPBBTA, Taka H TBKAHHOTO KPBBOCHAOASBAHE.

OcBeH TORA KAIIIHEBUAT A00E3WIAT OMPHHACS 3a HAMAABAHETO HA OTOLIMTE.

Tezu edextu Ha Kanuuepust 1OOE3HNAT NO3BOIABAT 1a C€ KOPUIHMpa KalWwispHaTa HETOCTATHYHOCT,
KOATO MOKe Ja Obae PyHKIHOHATHA HWiIM CBbP3aHa ¢ BPOJACHH WU NPHICOUTH METaDOIUTHH

HAPY LLCHUA.

5.2 PapMAKOKHHETHYHH CBOHCTBA

Cren nepopasieH npHem Ha 500 mg kanuueB 100e3U.1aT KPEBHHTE My HHBA MEXKAY TPETHA M ICCETHA
yac ca Hal 6 pg/ml, ¢ vepenreH MUK (Cmax) 8 ug/ml cnea 6 yaca (Tnax). KppRHHTE HUBA Ca OT
nopsyieka Ha 3 pug/ml 24 vaca caen npunokeHHeTo. CRBLP3BAHETO ¢ MIA3MeHHTe NpoTeunH e 20-25%.
[Ipy »xuBOTHU Kanuuesuat nodGe3nnaT He NpeMuHapa KpbBHO-MO3bUHATA WIH IJIALIEHTApHATa
OapHepH, HO HE € W3BECTHO JaJId TOBA € TaKa U Nipd xopa. Kanuuesuar 400e31naT npeMUHasa B
KbpMaTa B MHOT'O MAlTKH KONU4YeCcTBa (pe3yaraTh, HaOmonaBany B eqHo npoyusane: 0,4 pug/ml caen
npuem Ha 1500 mg).

Kanmuerusar 1o6e3uiaT He ce NMoJiara Ha CHTIESPOXeNaTaneH KPbrOBPAT U ¢€ OTAENS [JIABHO
HEMpOMeHeH, kato ¢camo 10% ce otaensart noa dopmarta Ha METaOOIUTH.

[Tpes oepBuTe 24 waca okono 50% oT nepopanHo npueTara 103a ¢e OT/IE!IS ¢ YPHHATA, a
npudmuzutTesiHo 10% ¢ dekanuure.

[T1a3MeHHAT TOJIYKHBOT € OKOJIO 5 Jaca.

DapmakoKuHemuKa RPU 0CODEHN KAUNUNHU CYYAU.
He e u3BecTHO 40 KakBa cTelleH HapylueHMaTa Ha ObOpeyHaTa PyHKLIHA MOTAT J1a [IOBJIU
(apMakokAHeTHKATa Ha KaNHEeBAs J00e3UnaT (BK. ToUuku 4.2 u 4.4).




53 IpeaknHHHYHH JAHHH 32 0€30MACHOCT

IIpu Opoy4BaHHUs 32 XPOHWYHA TOKCHUYHOCT FIpH MThXOBE KAIITHERUAT JOOE3UNAT IPEIH3BUKBA
YBETTHUYEHHE Ha YecTOoTaTa Ha OBOpeuHUTe XHCTOJOIHYHH TIPOMEHH OT JI03H, KOUTO ¢a OKojo 13,5
ITLTH TTO-BUCOKH OT MaKCHMAaITHAaTa TepareBTHYHA 103a. Te3H MPOMEHH ce CBLP3BaT ¢ Mo-rojigMara
eKCnO3MUMs Ha KU, Kanumerust 1o0e3maT HaMa PeTOTOKCHUEH WM TEPATOI€HEH e(eKT Mpu
MHILIKH, TUIEXOBE M 3aHilH [IPU NIEPOPANIHU J03H, KoUTO ¢a A0 30 mbTH (IIpH ITBXOBE) M CHOTBETHO

13,5 eTH (TIpH 3aHLM) NO-BUCOKM OT MAKCHMAaNHATA TepaleBTHYHA J03a. JIeKapcTBOTO He MOKasBa
reHOTOKCHYEeH NoTeHuMasl. [IpoyyuBaHus 2a KapLIMHOT€HEH ITOTEHIIMAI HE Ca NPOBEAKIAHM.

6. ®APMALEBTUYHH JAHHWA

6.1 ChnHCBK HA DOMOINHHUTE BelleCcTBA

MarHesnes creapar

[lapeBU4HO HUILECTE;

ChbCcTaB Ha KancyJHaTa 00BHBKA; XKeJATHH, *baT KejeseH okcua (E 172), ungurotud (E 132),
THTaHOB AuokcHa (E 171).

6.2 HecnBMecTuMOCTH

Henpunoxumo

6.3 Cpox Ha rogHoct

4 TOAUHH

6.4 CnendanHH YCJ0BHSA HA ChXPAHEHHE

Ja ce cpxpaunsa oa 25°C. [la ce chbxpaHsBa B OpUTMHAIIHATA ONIAKOBKA, 3a A4 ce NpelanasH oT Bara.
6.5 Buau chabpxaHue HA GIIAKOBKATA
[Tpo3pauen, De3uBeTeH, TBBPA U ThCkap anymMuHues PVC/PVDC Gnuctep ¢ oTlieyarBaHe

OnakoBKka ¢ 30 TBLPAM Kancyu
OnakoBka ¢ 60 TBepAY Karcynu

He BCHYKYW BUIOBE OITAKOBKH MOrat Aa ObJar MyCcHATH B npoaaxda.
6.6 CnenuajHH HpeANasHH MEPKH NPH H3XBLPJisiHe B padoTa
Hsma cnienyaniy W3HCKBaHUS.

HensnonssaHuaT NeKapeTBeH TIPOAYKT HAH OTNATBYHHUTES MATSPUATH OT HETO TpA0Ba /1a ¢& H3XBbPJIAT
B CHOTBETCTBHE ¢ MECTHUTE HU3UCKBAHUA.

7.  HPHTEXATEJ HA PAZPEIIEHUETO 3A YIIOTPEBA

OMEDICAMED Unipessoal Lda
Avenida Anténio Augusto de Aguiar n® 19 —4°
1050-012 Lisbon

[opTyranus




8. HOMEP HA PABPEIIEHUETO 3A YIIOTPEBA
Per. No 99500127
9, JATA HA ITBPBO PAZPEIHIABAHE/TMOTHOBABAHE HA PASPEHHEHHETO 3A

YHOTPEBA

Jata Ha nepBO paspeuwaBane: 26 anpuit 1999 r.
Jata Ha nocneaHo noaHoBsaBane: 12 maii 2005 r.

10. JAATA HA AKTYAJINU3HUPAHE HA TEKCTA

18 ammpun 2023




