KPATKA XAPAKTEPHCTHKA HA ITPOAYKTA




{ MATBSHUTENHA ATERLIA N0 NEKAPCTBATA
1. HME HA JIEKAPCTBEHUS ITPOYKT e B e s

Onebasen 500 mg dunmupann Tabnetkn ! Kem Pea, Ne "201"'(\031.)33 ........

Flebaven 500 mg film-coated tablets

-

Pagpewenue e SE(VEIE 4 ¢

2.  KAYECTBEH M KOJIMYECTBEH CHCTAB ' 9900P0MUB M oo
Bcaka vamupana TabneTka chabpika 500 mg MEKPOHU3HPaH AHOCMUH {micronised diosmin).

3a MLIHHA CHCHK HA IOMOLLHKTE BEIECTBA, BHATE TOuKa 6.1.

3. JIEKAPCTBEHA ®OPMA
$unrmupana Tabnerxa

JKvaro-kadasy, TBOHHONIMbKHANH, MpoxbATroBaTH (uAMEPanK TabneTku. PazmepuTe Ha Tabnerxure
ca 16,0 mm x 8,5 mm.

4. KJANHAYHH JAHHH
4.1 TepaueRTUYHE NOKAIAHUN

DaedaBed € MOKA3aH [IPpH BL3PACTHY 34

- JieueHune Ha MPH3HALH B CHMITTOMH HAa XPOHHUHA BeHO3HaA Gonect, kato fonika, ycelaue 3a
TEHECT, yMOPA HA KPAKATA, HECTIOKOMHH KPaKa, HOIHW KPaMIii, OTOK Ha KpakaTa M TpohuaHH
NPOMEHH,

- JIEYEHHE Ha CHMIITOMH, CBBP3aHH C OCTPA XEMOPOHAAIHA KPH3a.

42  [I03MpOBKA K HAYHH HA DPUIOKERHE

EO3H@BKH

Xponuuna eenosna borecm

O6wuaiinara aHeBHa 1032 ¢ 2 TAOISTKH, IPHEMAHH KATO eIHOKPATHA 1034 WK KATO 2 CAMOCTOSTETHH
no3u.

Jleuerinero Tpabsa Aa npoab/ikH Hall-Manko 4 10 5 ceMuUK.

Ocmpa xemopoudaina Kpusa

Hpes nbpeuTe 4 (MK HA IEUCHHETO AHEBHATA 1034 € 6 TabneTky (NPWIOKEHH KaTo 3 TabneTky qpa
nuTH AHeBHO). [Ipes cneasaiumTe 3 G4 NPENOPLUHTENHATA THEBHA 1033 € 4 TabNeTKH (NPIIOKEHH
kaTo 2 TabneTku nBa MbTH AxeaHo). [TpenopbuiTenHata AHE8HA 1034 32 NOAABPKALIO JICHEHHS € 2
TabneTKy (PHTOKEHH KATO | TabieTky ABa MLTH HERHO).

[lpu ToBa nokazanue ®nebasen e NpeaAa3HaueH CaMO 3a KpaTKocpouHa ynoTpeba (Bx. Touka 4.4).

Heouampuuna nomynayua
Iopany arnca na nannn, OnebapeH He TpAGBA [a Ce H3MON3BA NIPH JELA ¥ IOHOLIH,

Crnieumandy nonynaiyH
He ca nposexcaanu mpoy4BaHus 32 JO3INPAHETO NPM naumedTH ¢ Guépeuto wuau de
YBpEXKAAHe HIIH UPH NaUMeHTH B cTapyecka Bh3pacT. B3 ocHoBa Ha HalWuHUTE da
YCTaHOBEH 0CODEH PUCK NPH Te3H TPYTIH NALMEHTH,

Hauuy Ha npuiokenne




IMepopanuo npunoxene
Tabnetkure Tpsbea aa ce npuemar ¢ xpaua.

43 IIporuBonokazanus

CrpBbXUYBCTBHTENHOCT KBM 8KTHBHOTO BEIIECTBO MIIH KbM HSKOE OT MOMOUIHUTE BEWIECTRA,
H30poeHy B Touka 6.1.

4.4 Coennajua npefynpexIeHHs § IPEAAAZHH MEPKH NPH ynoTpeda

JleveHueTo Ha ocTpa Xemoponaanya kpuza ¢ PnebapeH He € 3aMecTHTER Ha chetuHYHOTO NeYeHe
Ha IpYry aHaiHW Hapyweuua, Jledeunero Tpabea aa 6bae caMo KPaTKoCpOUHO. AKO CHMITTOMHTE
NpoAbLKaBaT, TpaGea /1a ce U3BbLPHIK IIPOKTOAOTHUEH IPETNEA W NPEPAsIISKIaHe Ha EHEHHETO,

Tlpy natmenTH ¢ XpOHNYHK BeHOIHN 3a00MNBAHHA NEHEHHUETO € HAH-NOIE3HO, KOraTo Ce NPHAPYKABa
OT DanaHcupal HAauyiH Ha KHBOT:

- 23 ce WI0ArBaT UinaraHe Ha CTbHLE H MPOIBIDKHTENECH OPaB CTOSK,

- a e NOANBPAA MOAX0ASILO TETNO,

- HOCEHETO Ha CREUMATHH Y0Pany Moe 1a Nofo0pH BMPKYNaLMATA TpY HAKOH TaLHEHTH,

Hpenop’hqaa'r Ce CICUHANHA FPUIKH, AKO ITO BPEME Ha JICHEHHETC CBCTOAHHETO CE BAOIUMH. Towa moke
Aa CC NPOABH KaTO BBINANCHHEC HA KOKATa, Bb3NAIEHHE HA BEHUTE, NMOAKOXKHE HHAYpalKid, CUIHA
6OHKa, KOXKHH A3BH H/IH ATHIHYHH CHMIITOMH, HAlIp. BHE3aNeH OTOK HA SAMHKA WK Ha ABATa KpaKa.

®nebabe He e eieKTHBEH 32 HAMANABAHE HA OTOKA H& SOMHHTE KPalHULW, NPHUKHEH OT CHPASUHO,
YepHOAPOOHO 1K GuOpedno sabonssane.

Harpuii
Tosa nexapcTeo chAbPXKA No-Manko ot 1 mmol Harpdil (23 mg) Ha axesHa 1034, T.€. MOKe Ja ce
Ka¥kKe, Y€ MPAKTHYECKH HE ChAbPXKA HaTPHH.

4.5 BiarmoaeiicTeHe ¢ APYrn JeKAPCTECHM BPOAYKTH H APYTH POPMA Ka B3auMoRelicTye

He ca nposexaann npoyuBaHuA 3a B3aHMOZEHCTBHATA.
[pu nocTMapkeTHHIOBHA ONUT HE ce CHOOLIABAT B3AMMONSHCTBHS HA IUOCMUH W APYFH JEKAPCTBEHH
NPOAYKTH.

4.6 dQepruanrter, GPeMEHHOCT H KbpMeHe

Bpemesnocr
IlpoyyBanuaTa NpH »XHMBOTHY He TIOKAIBAT IPEKH MNH HEMPEKH BPERHH eekTH, CBLP3IaHU ¢

BpemenHocTTa, eMOPMOHANHOTO WM deTaTHo passHTHe (8. Touka 5.3). TpaGea na ce noaXxoxaa ¢
MOBKLIEHO BHUMAHHE MPH [TPEAITHCBAHE HA OPeMEHHH XKeHM.

Knpmene
He e u3pecTHo 1anm AMOCMUH ce eKCKpeTupa B kbpMata. ETO 3aii0, TO3H IEKAPCTBEH NPOAYKT He
TpuOBa a ce Npuiara B NEPHOIA Ha KbPMEHE.

Qepruauter
Tpoyusannsra 3a penpoayKTHEHA TOKCHYHOCT HE NOKa3BaT eexT BLpXY HepTHINTETA NPLLM
XEHCKH MIbXoBe (BK. Touka 5.3).

4.7 E¢ekTa Bbpxy cnocofnocrra 3a modapane u padora c Mamunm

He ca npopexnann npoyueaHns 3a edeKTHTe BHPXY CHOCOGHOCTTA 32 IOPUpaHe



Bunnpeky ToBa, Ha 6a3ara Ha WNOCTHHA PO Ha 0e30NacHOCT, THOCMUH HE MOBAHARE KK
NOBNHABA NpeteOperkumo crocobHocTTa 32 wiodHpane 1 paboTa ¢ MALIHHN.

4.8 HexesaHd NeKAPCTBCHH PeaAKUBH

Pesome na npoduna Ha GezomacHoeT

IloBeueTo HeXENnaHu NCKAPCTREHH PEAKLIMH, ChOBICHY NPY KNHHWYHY NPOYUBAHMA ¢ SHOCMUH, Ca
JIEKH H ¢ npexoleH Xapakrep. Te ca CBbP3aHH [18BHO CBC CTOMALIHO-YPEBHH CMYILEHHA (IHAPHS,
AMCNEricHa, raJieHe, NOBPbILAHE).

TabnuueH cIUCchbK HA HEKETAHHTE PEAKNHH

Yeetn Heuectn Peaxn C Hen3BecTHA
(= 1100 no (= 1/1 600 (= 1/10 000 no 1ecToTa
<1/10) ao < 1/160) <1/1 000) (0T HATHYHHTE JAHHH
He Moske Aa fnae
HANPABEHA OLCHKA)
Hapyuichuts Ha Faasobosaue,
HepBHaTa HEPa3NONOKEHHUE,
CHCTEMa BEPTHTO
CromatiHo- HAnapus, Koant Bonka B kopema
YpeBHH AMCHENCUA,
HAPYICHUA rajexe,
NOBPLUIAHE
Hapytenus Ha Hpyputyc, 0Gpus, Enem Ha nuuero,
KOMKata YPTHKAPHA YCTHHTE H KNENayunTe
NOAKOKHATA Anruoenem
TBKAH (B ¥3XIOUMTENIHO
pEAIKH cayyau)

Crho61iaBade Ha NOZOINPAHH HEXKEIAHH PEAKIIUY

CroliaBaHeTo Ha M0A03MPaHk HeXeNIAHH PEAKUMH CE/, pajpeliaBaHe 3a ynotpeba Ha NeKapcTBeHMUs
NPOMYKT € BaxHo. TOBA NO3BONsBA Na NPOSBIKH HAGMIOASHHETO HA CHOTHOMISHHETO NION3a/PUCK 3a
NeKapeTBeHHA MPOAYKT. OT MEIHUMHCKHTE CHSUHANNCTH C¢ H3HCKBE 14 ChODLIABAT BCAKA
NO03MPAHA HEKENaHE PEakIKA ypes:

H3nuiHATENHA areHL#A DO JIEKapCTBaTa

yi. Jamau [pyes™ Ne 8

1303 Codus

Ten.: +359 2 8903417

yebcatir: www.bda.bg

4.9 Iipenosupaue

He ca cbobGinasatin cyuan Ha npesosHpane.

5. ©®APMAKOJOTHYHY CBOMCTBA
5.1 PapmakorHHaMH4HH CBOHcTBA

dapmakoTepanesTHuHa rpyaa: Basonporexroph; buodnasonongn; ATC xon: CO5C

Mexatnabm Ha AelCTBHE

Heiicmgue evpxy senvme
. JAMOCMMH HaManNABa pa3TeriHBOCTTA HA BEHUTE W HAMANABA BEHO3HHS 3aCTOH.



Heiicmauie 8bpxy MUKpoyupryrayunma
JHocMHH HamansBa MPOTyCKIHBOCTTa M YBETHYARA YCTOWYHBOCTTA Ha KanHagpdre. Toi ynpaxnisa
M NPOTHBOBLINAIHTENHO AeicTBHE upe3 edeKTH BBPXY NPOCTArIaHIMHOBHA CHHTE3.

PapmaxoguHAMUYHK edieKTH

PapMakoNorMyHaTa AKTHBHOCT Ha AHOCMHH NPH XOpa € A0KA3aHa Ype3 KOHTPOSUPAHU, ABOHHOCHENN
KIHHHYHY NIPOYYBAHMA, KAKTO U 4pe3 00EKTHBHA M KOAMUECTBEHU METOAU NMPH W3cAeaABaHe Ha
BJIMAHHETO HA AKTHBHOTO BEWECTBO BbPXY BEHO3HATA XEMOOUWHAMUKA.

Ecbexmu evpxy eenosnus mouyc

Jlnocmun nonobpasa BeHO3HHA TOHYC H {10 TO3H HAYHH HAMANSBA KANALMTUBHOTO ChAPOTHBICHHE,
Pa3TErIKBOCTTA M 32CTOA HA KPBETA: BEHO3HATA OKU1YIATHA HMHBAYHA INETHUIMOrpadKs NoKassa
HAMa/ITBaHe Ha BPEMETO 3a H3Npa3RaHe Ha BEHUTE.

Kpaiiunat eexT ¢ Hamanasate Ha BEHO3HATA XHIIEPTOHHA NPH IALMEHTH C BEeHO3Ha GornecT.

Egperxmu svpxy sumpnama cucmema

Huocmuy cTuMynupa niMHATA AKTHBHOCT, KATO NOROOPABa APEHAKA HA MHTEPCTHUHMATHOTO
APOCTPAHCTBO M YCKOPABA IMMQHuA NoToK. TTpriokeHHeTo Ha 1 g AMOCMUH THERHO HAMATIABA
AnMGHHA KANKISPEH IWAMETBD N MHTPaIUMPHOTO Hanarane, NOBHLIABANKH Gpos Ha
GyBXUHOHMPAINUTE THMODHY KaNWISPH NPH NALHEHTH ¢ TEKKA XPOHUYHA BEHO3HA HEAOCTATHYHOCT,
Ge3 s38H.

Echexmu supxy Mukpoyuprxyrayuama

Koutponupany, 1B0HHOCAENN KIMHUYHHA NPOYYBAHKA NOKA3BAT CTATHCTHYECKY 3HA4MMA pasnuKa
MeRAY AHOCMUH K e1auebo. [Tpu naukenTH ¢ KAMHAAPHA KPEXKOCT, 1SYEHHETO ¢ AMOCMUH NOBHINIABA
KamunapHaTa yeToHYHBOCT B HAMANABA KTMBHYHUTE NPOABH.

HamanagaHe Ha kannaspHaTa NpoMyCKNHBOCT CHPAMO Niaitefo € HabmoaaBaHA 1 CNEA NIPUNIOKEHHE
Ha | g AHOCMMH JHEBHO, U3N0A3BAHKN Gesla3aH ¢ TexHeurit anbyMuH Wik metusmMorpadus.

Knunuuna edmxacroct i Ge3onacHocT

Konrponupany, 18ofHOC/IENH KIHHHYHY NPOYYBAHKA JOKA3BAT TEPANCBTNYHATA AKTUBHOCT HA
NpoAyKTa 32 IEUeHHEe Ha NMPH3IHALIA H CHMITTOMH Ha YCTAHOBEHA XPOHHYHA BeHo3Ha Bonect (CVD) u
34 JledeHHEe Ha OCTPa XEeMOPOUIANHA KpU3a.

52 ®@apmaxoxnreTHusH cBolicTa

AGcopbuus

Crie nepopanHo NpHIdKEHHe JHOCMHUH €€ XUAPONK3Hpa ObP30 B HepeaTa OT YpeBHaTa (uiopa 1 ce
abcopbupa nox GopMarTa Ha arTMKOHOBOTO CH MPOM3IBOAHO JHOCMeETHHE. OpanHaTa DHOBANMYHOCT Ha
MHUKPOHH3HPAHHA AHOCMUH € nprbnuzuTenHo 60 %.

PasnpeseneHue
AuocmeTnH nMa o0eM Ha pasnpenenienue 62,1 |, KoeTo Noka3Ba MWKHPOKO Pa3NpPOCTPaHEHNE B
THKAHUTE.

buorpancdopmatina
JuocmeThH ce MeTabonH3upa eKCTEHIHBHO 00 (DEHONMHM KUCENHHK WM TEXHHTE [HLHH KOHIOTMPAHH
NPOM3BOAHMU, KOHTO C€ ENHMHHHPAT ¢ ypHHaTa, [1peobnangasaiiust MetaboauT npy Mexere,
YCTAHOBEH B YPHHATA, € M-XHAPOKCH-DEHUITPONKUOHOBATA KUCENHHA, KOATO C& STHMHHM
KOHIOTMpaHaTa cH GopMa. YCTRHOBEHHTE B NO-MATKY KONMUECTBA METAOOMUTH BKJL
KHCENHHH, CLOTRETCTBALUH HA 3-XUAPOKCH-4-METOKCHOEH308HA KUCETHHA H 3-MeTq
XUAPOKCHEHWIOUETHE KHCEIHNA.

Enumunupane



EauMuHHpaHeTo Ba MUKDOHMSHPAHUA JHOCMHH € cpaBHUTENHO Obp3o, Kato npubnusarenae 34 % ot
panuoaxTueHo Genszanata nosa ua *C-arocMHuH ce excKpeTHpa B ypuHaTa U (eKaTHHMTE IIpes
wepBHTe 24 aca, a npudmsuTenno 86 % - npea mupeuTe 48 waca. IIpnONH3MTENHO MOTOBHHATE OT
JI03aTa Ce EAMMHHUPA BbB (PEKATHHUTE KATO HENPOMEHEH AHOCMHH WIH JUOCMETHH, KaTO Te3H 1Be
CHEIMHEHHA He Ce eKCKpeTHPaT B ypHHaTa.

EnuMuUHaNVOHHKAT NONYKMBOT Ha AHOCMETHH NOKA3Ba cpela croiHocT ot 31,5 uaca, papupalixn
Mexy 26 u 43 gaca.

5.3 Ipeaxaududan JaHuy 33 GesonacHocT
HexmHuyHKMTE NaHHHM He TOKA3BaT 0coBeH pHeK 3a Xopa Ha 6alara Ha MPOYYBAHHATA 33 TOKCUYHOCT
TpH MHOTOKPATHO NpUiarate, reHOTOKCHYHOCT, KaHLEpOTeHeH TIOTeHIAT | PeNPOAYKTHBHA
TOKCHUYHOCT.

6. PAPMAOEBTHYHM JAHHHU

6,1 Cnucnk Ha NOMONHETE BeNIECTBA
Anpo ua rabnetrara:

MHEKpOKpHCTAITHA LETY 03

TTomMBIHAHIOR ANTKOXON

HatpreB HMINECTEH MIHKONAT (THIT A}

Tank

Maruesues creapar (E470b)

OHIMOBO NOKPUTHE:

ToMMBHUHWIOR ANKOXOIT

Terranos groxcun (E171)

Makporon 3000

Tank

Kot xmenesen oxcrg (E172)

62 HechbBMEeCTHMOCTR

Henpuaoxumo

6.3 Cpoxk Ha rogsocT

3 ronpnm

6.4 Croenuajafgu YCNOBHSA H2 CHXPAHCHUE

Ha ce cexpansasa nog 25 °C.
Ja ce ceXpaHABa B OPHTHHANHATA OTIAKOBKA, 32 J2 ¢ NPeATa3y OT Bliara.

6.5 Bna# ceappxkanue BA ONAKOBKATA

PVC/PVDC/anymuiines Giacrep
Onaxopxy: 15, 30, 60, 90, 120, 150 u 180 dunmupanm tabnetky, B KyTHs,

He BcHuK# BHAOBE OIAKOBKY MOrat ja 65/aT IyCHATH Ha nasapa.
6.6 Crenxmanuu npeaANAIHE MEPKH IIPY AIXBBPAsAE

Hama coeumaniy M3HCKBaHMA.




T NPUTEXATEJI HA PASPEIIEHHETO 3A YIIOTPEBA

KRKA, d.d., Novo mesto, §marje§ka cesta 6, 8501 Novo mesto, Criopenus

8. HOMEP(A) HA PASPELIEHHETO 3A YIIOTPEBA

Per. Ne 20170239

9. JATA HA ITbPBO PAZPELIABAHE/ITOJTHOBSIBAHE HA PASPEHIEHHUETO 3A
YINIOTPEEBA

Jlata Ha nbpBo paspewaBane: 26.07.2017
JlaTta Ha nocsie/IHO NOHOBsABAHE:

10. JATA HA AKTYAJIU3UPAHE HA TEKCT

25 Mapr 2022




