KPATKA XAPAKTEPUCTHKA HA ITPOAYKTA




1. UME HA JIEKAPCTBEHMUA ITPOAYKT JJ /;Ox t7 J
®dnedasen 1 000 mg TabaeTku - 6 -06-
Flebaven 1 000 mg tablets (F /7y 1 025
2 KAYECTBEH H KOJIMMECTBEH CbCTAB

Bceska Tadnerka cbabpxka | 000 mg MUKpOHU3UpAH AMOCMUH (micronised diosmin).

3a MbJIHUA CMTUCHK HA MOMOLLHUTE BELIECTBA, BUKTE TOUKa 6.1.

3. JIEKAPCTBEHA ®OPMA

Tadonerka

CBeTJI03€e/1€HH HJIH CUBO-)KbJITH 10 CBETJIO3E/IEHH M/IH CHBO-Ka(siBH C MpaMOpHa CTPYKTYpa, J1€KO
ABOMHOM3IMTBbKHAIM, MPOABLAroBaTH TadneTkn. Pazmepure Ha Tabnerkure ca 18,0 mm x 9,0 mm.

4. KJIUHHUYHHU JAHHHU

4.1 TepaneBTHYHH NOKA3ZAHHA

(dnebaBeH € NOKa3aH NP Bb3PACTHH 3a:

- JIeYEHUE HA MPU3HALIM U CUMITTOMH Ha XpOHHUYHA BEHO3HA OosiecT, kato 00JiKa, yceluaHe 3a
TEXKECT, yMOpa Ha KpakaTa, HECIOKOMHHU KpaKa, HOLHH KpaMIK, OTOK Ha Kpakata U TpPOpHYHH
MPOMEHH, BKJIFOUUTETHO BAPUKO3HH A3BH HA Kpakara,

- NIe4YEHHUE HA CUMNITOMH, CBBP3aHHU C OCTPa XEMOPOH/1alHA KpH3a.

4.2 Jlo3upoBKAa H HAYHH HA NPH/IO)KEHHE

Jlo3upoBka

Xponuuna eenoszna oonecm
OOwuuaiiHaTa AHeBHa A03a e | TadseTka.
JleuenuneTo TpAOBa Aa NMPOABLIKH HAH-MaANKo 4 10 5 ceAMHULIM.

Ocmpa xemopouoaina Kpuza

[Ipe3 nbpBuTE 4 1HK HA IEYEHHETO AHEBHATa A03a € 3 TabneTku. [Ipe3 cheasawure 3 aHU
npenopbYMTEIHaTa AHEBHA 103a € 2 TabneTku. [IpenopbunTenHaTa AHEBHA 103 3a NMOIbPXKALLO
neyeHue € | Tabnerka.

[Ipu ToBa noka3zaHue MaedaBeH € nNpeaHa3HauYeH caMo 3a KpaTKocpoyHa ynorpeda (Bx. Touka 4.4).

[leouampuyna nonyiayus
[lopaau nunca Ha naHuu, @nedaBeH He TpAOBa Aa ce U3MOJI3Ba NPHU A€LA U IOHOLLIM.

CrneuunanHy nomnyJjaauuu
He ca npoBexxaaHu npoy4YBaHWs 3a J03MPAHETO MPH NaLMEHTH C OBOPEYHO W/HAH YepPHOAPOOHO
YBPEXXJ1aHE WK MPH NALMEHTH B CTapyecka Bb3pacT. Bb3 OCHOBA HA HAJIMYHUTE 1AHHH, HE €

YCTAHOBEH OCODEH PHCK MPH TE3H IPYNH NALUEHTH.

HauuH Ha npuao)keHHe
[lepopanHo npunoKeHUe
Tabnerkure TpsadBa na ce npuemar ¢ xpaHa.




4.3 IlpoTHBONOKa3aHRA

CBpbXUyBCTBUTENHOCT KbM AKTUBHOTO BELLECTBO M/IH KbM HAKOE OT MOMOUIHMTE BELLECTBA,
H3bpoeHH B Touka 6.1.

44 CneuHaaHH npeaynpexkaeHAS H NPeANAa3HH MEPKH NPH ynotpeba

JleuenneTo Ha OCTpa xemoporaanHa kpusa ¢ OnebaBeH He € 3aMecTUTeN Ha CNeUHPUUHOTO NedeHUue
HA APYTY aHAJHH HapyweHus. Jlewennero Tpabea Aa Obae caMo KpaTKOCPOUHO. AKO CHMITOMMUTE
NpoAbL/KaBaT, Tpabea Aa ce W3BBLPILUKM NPOKTONOTHYEH NIPErNeR U NpepasriexaaHe Ha TEYEHHETO.

[Ipy natyeHTH ¢ XPOHHUYHH BEHO3HHU 3a00/19BaHUA IEUCHHETO € Hal-NMONEe3HO, KOraTo ce NPUAPYKaBa
ot OanaHcupaH HaUMH Ha XKUBOT:

- Aace u304Arsart u3naraHe Ha CbHUE M NMPOIL/UKUTENEH NMPaB CTOEK,

- hace NOAABbPKA NOAXOAALLO TETNO,

- HOCEHETO Ha CNELMATHH Yopanu Moxke Aa MoaoOpu LMPKYIaUHATA NMPH HIKOU NALUEHTH.

Hpenop'bHBaT C€ CIICUHANHH I'PpHXKH, aKO (10 BpEME HA JICUCHHUETO ChCTOAHHUETO CC BJIOLLH. Tosa MOXe
Add C€ MPOABH KATO BDL3IAJICHHUE HA KOXK4AT4d, Bb3NAJICHUE HA BEHWUTE, MOAKOXHA HHAOYpPAaLUHA, CHJTHa
60.111{3, KOHH A3BH UITH aTUIMHYHH CUMITTOMH, HAIp. BHE3ANCH OTOK Ha €AWHHA H/IH HA ABATa KpaKa.

dnebapeH He e edieKkTHBEH 32 HAMAJIABAHE HA OTOKA HA JOJHUTE KpPalHUUM, NPUYMHEH OT ChPAEUHO,
yepHOoAPpOoOHO UK OLOpeuHo 3abonsABaHE.

Harpni
Toga lekapcTBO ChABPKA NO-MANKO OT | mmol HaTpuit (23 mg) Ha JHEBHA 1034, T.€. MOXE 4 ¢
Ka)Ke, Y€ NPAKTHYECKK HE ChAbPXKa HATPUH.

4.5 BiauMojaelicTBHe ¢ APYIH JIEKAPCTBCHA NPOAYKTH H APYTrH GOPMH HA B3amMoacHCcTBHE

He ca npoBexaaHy npoy4BaHus 3a B3aHMO/IEHCTBHATA.
[1py NOCTMapKETUHIOBHA ONUT HE CE€ ChOOIABAT B3aUMOACHCTBHA HA AHOCMHUH U JIPYTH NIEKAPCTBEHH

NPOAYKTH.

4.6 OepraanTter, (peMEeHBOCT B KbpMeHe

bpeMeHHOCT
[IpoyuBaHusiTa NPH )KMBOTHH HE NOKAa3BaT MPEKH WIIK HENMPEKH BPpeaHH e(eKTH, CBBP3AHH C

OpeMeHHOCTTa, eMOpHOHANHOTO UK heTanHO pa3BuTHe (BX. Touka 5.3). Tpabsa aa ce noaxoxkaa c
MOBHILIECHO BHUMAHKE NpH NpeanKcBaHe Ha OpeMeHHH KeHHM.

Knpmene
He e u3BecTHO Jany AMOCMHH ce eKCKkpeTHpa B kbpmarta. ETo 3awi0, TO3M JieKkapcTBeH MPOAYKT He

TpabBa na ce npunara B NEPHOAA HA KbPMEHE,

DOepruauTer
[lpoyuBaHudATa 3a penpoayYKTHBHA TOKCUMHOCT HE NOKA3BAT e(PeKT BLPXY PepTUIHTETA NPH MBKKH H

)KEHCKH MIBbXOBe (BXK. TouKa 5.3).

4.7 EdexTH BBLPXY cr0co0BOCTTA 32 WOPHpane H padora ¢ MALLIHHH

He ca npoBexaaHn npoy4uBaHHA 3a eeKTyuTe BLPXY CNOCOOHOCTTA 3a wodupaHe U p

Bonnpeku ToBa, Ha Ha3aTa Ha LANTOCTHHA Npodun Ha He30NacHOCT, JMOCMHH HE NOBI
MOBNHABA NpeHeOpexxuMOo CrnocoOHOCTTA 3a WwodupaHe K pabora ¢ MalLKHH.




4.8 HexenaHH JeKapCcTBeHH peaKIHH

Pe3tome Ha npoduna Ha 6e30NacHOCT

[ToBeuyeTo HEKENAHH JIEKAPCTBEHH PEAKLUHH, CbOOWEHH NPH KIHHHYHY NIPOY4BaHUA C IMOCMHH, €A
JEKH M ¢ NPexXoaeH xapakrep. Te ca CBbp3aHH rMaBHO CbC CTOMALIHO-YPEBHH CMYIIEHUA (AHapHA,
AUCTIENICHA, MAZICHE, MOBPBLUAHE).

Tabar4eH CNUCHK HA HEXKEIAHUTE pPCAKLIHH

YecTH Heuecrn Peaxn C HeH3BecTHA
(= 1/100 no (= 1/1 000 (= 1/10 000 go 4ecTOTA
<1/10) ao < 1/100) <1/1 000) (oOT HATHYHATE
AAHHH HE MOXKe A2
Obae nanpaseHa
OLleHKA)
Hapywenns Ha [ naBobomnue,
HepBHaTa HEPa3NOIOKEHHE,
CUCTEMA BEPTHIO
CromaluiHo- Jnapus, Konur bonka B kopema
YpeBHH AHUCIENCHA,
HapyLLeHKA raaeHe,
NOBPbLIAHE
HapyuieHus Ha [Ipyputyc, obpus, EneMm Ha nuueTo,
KOWKaTa U ypTHUKApHA YCTHHUTE M KJIEnaunTe
NOJKOMHATa AHruoenem
TbKaH (B H3KTIOYHUTETHO
pelkH ciyyan)

CopobuiaBaHe Ha MORO3IMPAHH HEXKEITAHN PEAKLIMH

Cr0oO1aBaHETO HA NOO3HPAHY HEXKETAHH peakLMM ciesl paspeliaBale 3a ynotpeda Ha NekapcTBEHHSA
NPOAYKT € BaxKHO. ToBa NO3BONAABA Aa NPOABIKY HAOMOAEHHETO HA CHOTHOLLIEHHETO MON3a/PUCK 32
nexapcTBeHUs Npoaykr. OT MeAHUMHCKHTE CMEUMATMCTH CE H3HCKBA Aa cboDilaBaT BCAKa
MOSO3HPAHA HEXKETaHA peaKLHs Ypes:

HM3nbnHUTEHA areHUMd no JeKapcTeaTa

ya. ,,Jamad I'pyes* Ne 8

1303 Codus

Ten.: +359 2 8903417

yeOcaiT: www.bda.bg

4.9 Ilpexoampane

He ca cvobluasann cayyau Ha npego3upase,

5. ®APMAKOJIOI'MYHH CBOHCTBA

5.1 DapmMakoIHHAMHYIHH CBOHCTBA

MexaHH3LM Ha JelCTRUe

Leticmeue 8vpxy eenume
HHOCMHH HaManaBa pa3TernMBOCTTa HA BEHUTE M HamalsABa BEHO3HHA 3acTOM.




Heucmeue 6vpxy Muxpoyupxyaayuama
HAHOCMHMH HaMalaBa NpoIyCKINBOCTTA H YBEAW4aBa YCTOHUHBOCTTA Ha kanunapute. Tol ynpaxHsaBa
H MPOTHBOBB3NAIHUTEIHO JEHCTBHE Upe3 €peKTH BbPXY NMPOCTArTaHAUHOBHS CHHTES.

®apMakoaUHAMHYHH edeKTH

(DapMaKoNOryHaTa aKTHBHOCT Ha IHOCMMH TP XOpa € A0KA3aHa 4Ype3 KOHTPOIUPaHU, ABOHHOCAENH
KIHHHYHY NMPOY4YBAHMUA, KAKTO W 4Ype3 OOEKTMBHM W KONMYECTBEHH METOAM MIPH H3C/IEIBaHE HA
BAHAHHETO Ha AKTHBHOTO BELUECTBO BbPXY BEHO3HATA XEMOAMHAMHUKA.,

Egexmu evpxy eenosnus monyc

JocMuH Noao0psABa BEHO3HHS TOHYC M IO TO3H HAYHH HaMAJIABa KANAUHTHBHOTO CHIIPOTHRICHHE,
PasTerNMMBOCTTA M 3aCTOA HA KPbLBTA: BEHO3HATA OKIY3a/1HA XHBauHa niueTH3MOrpadua rnokassa
HaManigBaHEe Ha BPEMETO 3a U3Npa3BaHe Ha BEHMTE.

KpaitHuar edekt € HamanssaHe Ha BeHO3HATA XHNIEPTOHMS NPH MALMEHTH ¢ BEHO3HA BONECT.

Egpexmu evpxy numprama cucmema

JlocMuH cTUMynupa TMMdHAaTa aKTHBHOCT, KaTo NoAoOpABA IPEHAKA Ha HHTEPCTHLMATHOTO
MPOCTPAHCTBO W yCKOpsABa NUM(pHHA noTok. [IpunoxeHneTo Ha | g 1MOCMHUH IHEBHO HaMaNABa
TAMGHHA KAMWIAPEH AMAMETBP H HHTPATUMPHOTO HANAraHe, NOBMLIABaiiku 6pos Ha
GYHKUHOHMPALINTE THMOHH KaNHAAPH NPH NAUHEHTH C TEKKA XPOHHYHA BEHO3HA HEAOCTATHYHOCT,
6e3 438K,

Egexmu evpxy MukpoyupKyrayusma

Kourponvpatu, 1BOHHOC/IENH KJTMHHUYHK NPOYYBaHNA MOKA3BaT CTATHCTHYECKY 3HAYHMA PasiiKa
MeXay AHOCMUH W mialeto. Ilpy nauneHTH ¢ KamUIApHA KPEXKOCT, JIEUEHUETO ¢ AHOCMHH NOBHILIABA
KanuaspHata yCTOHYHBOCT U HAMANABA KITMHHYHHUTE MPOSBH.

HaMansaBane Ha kanunsapHaTa NPOMYCKIMBOCT CrpaMo riauebo e HabmogasaHa v ciex [IPUNOXKEHHUE
Ha | g AMOCMHMH AHEBHO, M3M0N3BaHKH Genasan ¢ TeXHeuni anbyMuH Hau IU1I€TU3MOrpadus.

B3 0CHOBa Ha JaHHM OT METa-aHANM3H, OLEHABALIM eeKTa Ha JUOCMHH BhPXy 3a3[paBABAHETO Ha
BApPHKO3HH A3BH Ha kpakaTa, J00aBAHETO HAa IHOCMHH KbM CTAHAAPTHOTO fIeYEHHUE HA BAPHKO3HH A3BH
Ha KpakaTa ¢ GHJIO OT M0/A3a CaMO B NOATPYNATA Ha BAPHMKO3HH A3BU HA KPAKaTa C TUTOLL MEXIY 5 cm?
i 10 cm? ¥ TakKBA, KOUTO Ce NPOABABAT C MPOABLIKUTENHOCT 6—12 Mecela.

KInHu4HA eDUKACHOCT ¥ 0e30nacHOCT

KoHTponupanu, ABOAHOCENH KTHHHYHH NPOYYBAHUA AOKA3BAT TEPANeBTHYHATA AKTHBHOCT Ha
NPOAYKTA 32 NEYCHHE HA MPU3HALIM U CUMITTOMU Ha YCTAHOBEHA XPOHHYHA BeHO3Ha GonecT (CVD) u
34 JIEYCHHE HA OCTPa XeMOpOHOaIHA KpH3a.

5.2 QapMakOKHHETHYHH CBOHCTBA

Abcopbuus
CJien nepopanHo NprIoKeHne AHOCMHH Ce XHAponu3npa 6bp30 B YepBaTa OT UpeBHATA (JIOpa M Ce

abcopbupa noa popmata Ha arIHKOHOBOTO CHM NPOU3BOAHO AHOCMETHH. OpanHaTa GHOHANTMYHOCT Ha
MHKPOHH3UPaHUA AHOCMHH € NpHOnH3nTenHo 60 %.

Pasnpepenenme
JnocmeTny nma obem Ha pasnpenencHude 62,1 |, koeTo noKassa LIMPOKO Pa3npPOCTPaHEHUE B

TbKAHHUTC.

buorpaHcdopMauuns

AnocmeTHH ce MeTabonu3Mpa eKCTEH3UBHO 10 DEHONHH KHCETTHHHU WIH TEXHUTE TT
MPOU3BOAHH, KOUTO CE eIMMUHHPAT ¢ ypHHaTa. [Ipeobnanapammst metaGonur npu
YCTaHOBCH B ypHHATA, € M-XHAPOKCH-QEHUNNPOIIHOHOBATA KHCENUHA, KOATO C€ eJI
KOHIOrHpaHaTa ¢H Gopma. Y CTaHOBEHUTE B NO-MAIKH KOJHYECTBA METAOOIMTH BKI



KHCE/ITHHH, CHOTBETCTBALIH HA 3-XHHPOKCH-4-METOI(CHﬁEHT}OGHa KHCENHHA U 3-METOKCH-4-
XH,E[pOKCHd)CHH.ﬂOLlETHa KHUCEJTHHA.

EauMuHHpaHE
EAuMHHHpaHETO Ha MUKPOHU3HPAHHUA AHOCMHH € CPaBHHUTENHO Obp30, kaTo npHbansureano 34 % ot

paanoakTHBHO Gens3anara a03a Ha 'C-AMOCMHH Ce eKCKPETHPA B ypHHaTa W dekanuuTe npes
nupBuTE 24 vaca, a npudauzuTendo 86 % - npe3 nupeute 48 yaca. [Ipubnn3urenHo nonoBHHaTa OT
[03aTa C€ €NHMHHHPA BbB (PEKATHUTE KATO HEMPOMEHEH JHOCMHUH HITH AMOCMETHH, KaToO TE3H 1BE
CbeAMHEHHS HE CE EKCKPETHPAT B YPHHATA.

EAMMUHALMOHHHAT NOMYXKUBOT HA AHOCMETHH MOKa3Ba cpeaHa CTOHHOCT oT 31,5 yaca, BapHpanku
mMexay 26 v 43 vaca.

5.3 IlpeaxauHH4HH JaHHHM 32 fezonacHocT

HeknHHUYHUTE NaHHHW HE Noxa3BaT OCOOEH PUCK 3a Xopa Ha 0a3aTa Ha NpOYYBaHHATE 32 TOKCHYHOCT

NPH MHOTI'OKPATHO NpUAaraHe, recHOTOKCHYHOCT, KAHUCPOIrCHCH NOTCHUHAI U PCINPOAYKTHUBHA
TOKCHYHOCT.

6. DAPMAHEBTHYHH JAHHH
6.1 CnHcbk HA NOMOWHHATE BEMECTBA
{1OMBHHUNOB ANKOXON

Kpockapmenosa Harpuit (E468)
Marue3ues creapar (E470b)

6.2 HecbBMeCTEAMOCTH

Henpunoxnmo

6.3 Cpoxk Ha roaunoct

3 roauHH

6.4 Coenuajnu ycnioBHsl HA ChXpaHeHHe

Ha ce cvxpanaea noa 25 °C.
Jla ce chxpaHsBsa B OpMIHHAHATA ONAaKOBKa, 3a Ja CE Npeanasu OT Biara.

6.5 DBuaa n chabpKanne HA ONAKOBKATA

PVC/PVDC/anymuunes 6aucrep
Onaxoskn: 20, 30, 60, 90 u 120 TabneTku B KyTHA.

He Bcuuku BuaoBe onakoBkM MoraT Aa ObAaT NyCHATH Ha nasapa.
6.6 Chnennaanu npeAnaA3HH MEPKH NPH H3XBLPJAAHE

Hama cneuyanHH H3HCKBaHHUA.

7. NPUTEXATEJI HA PASPEHIEHHUETO 3A YIIOTPEBA

KRKA, d.d., Novo mesto, gmarje§ka cesta 6, 8501 Novo mesto, Chosenus




8. HOMEP(A) HA PABPEHIEHHUETO 3A YIIOTPEBA
Per. Ne 20170240
9. JATA HA ITbPBO PASPELLIABAHE/INIOAHOBSABAHE HA PASPELHIEHUETO 3A

YIIOTPEBA

Jlata Ha nbpBO pa3zpewasane: 26.07.2017
JlaTa Ha nocneaHo noaHossiaHe: 13.05.2022

10. JATA HA AKTYAJIUBUPAHE HA TEKCTA

5 FOuu 2025

[TonpobHa undopmalms 3a TO3M JIeKapcTBEH NMPOAYKT € MpeAocTaBeHa Ha yeOcaiira Ha U3mbnHuTenHa
Arenums no Jlekapcrara (UAJI) http://www.bda.bg.




