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1. HAME HA JIEKAPCTBEHUS TPOAYKT Ao /72239

Dbnebasen 500 mg puamupanu TabneTku B s -NR-
Flebaven 500 mg film-coated tablets é ’ 7 F 16 -0 2023

2. KAYECTBEH U KOJIMYECTBEH CBCTAB
Beska puamupana Tadaerka cbabpka S00 mg MUKPOHU3UMpaH AHOCMHUH (micronised diosmin).

3a MbJIHUA CMUCHK HA MOMOLLIHUTE BELLECTBA, BUXKTE TOYKA 6. 1.

3. JIEKAPCTBEHA ®OPMA
®uimupaHa TadJsieTka

Kbaro-kadpaBy, ABOWHOU3NbKHAIK, NPOABLAroBaTH (puamupanu Tabnetku. Pasmepure Ha TabneTkure
ca 16,0 mm x 8,5 mm.

4. KJIMHUYHHU JAHHH

4.1 TepaneBTHYHH NOKA3AHHA

DnebaBeH € NoKa3aH NpyH Bb3PaCTHH 3a:

- JICYEHHE HA MPHU3HALM U CUMIITOMH HA XpOHHUYHA BEHO3Ha OoJsiecT, kaTo DosKa, ycelllaHe 3a
TEKECT, YMOpa Ha KpakaTa, HECITIOKOWHH Kpaka, HOLLIHKM KpaMIK, OTOK Ha KpakaTa U TpO(HYHH
MPOMEHH, BKJIIOYMTEHO BAPUKO3HHM A3BH Ha Kpakara,

- JIe4YEHHEe Ha CUMIITOMM, CBbP3aHHU C OCTPa XeMOPOHU1a/IHA KpU3a.

4.2 Jlo3HpOBKAa H HAYHH HA NPHJIOKEHHE

Jlo3upoBka

Xponuuna 6enosna bonrecm

ObuyaiiHaTa AHEBHa 103a € 2 TabJeTKH, NpUeMaHy KaTo €1HOKpaTHa /103a WK KaTo 2 CaMOCTOATETHH
A03H.

JleyeHueTo TpsAOBA Aa NPOABL/HKMA HAl-MAKO 4 10 5 CeIMULIM.

Ocmpa xemopouoaina Kkpusa

[1pe3 mbpBUTE 4 IHU HA JICYEHHUETO AHEBHATA 1032 € 6 Tab/NeTKH (NPUIoKEHH KaTo 3 TabneTku aBa

NbTH AHEBHO). [Ipe3 cieaBalumTe 3 AHK nNpenopbUYMTEHATA AHEBHA 103a € 4 TabNeTKH (NPUIOKEHH
KaTo 2 Talb/IeTKH ABa NbTH AHEBHO). [IpenopbunTenHaTa AHeBHA 103a 32 NOAABPKALLO JeHeHH e e 2

TabneTKH (NpUIoKeHHU KaTo | TabaeTKH ABa MbTH AHEBHO).

[1pu ToBa nokazanue MDaedaBeH € nNpeaHa3HaAYeH camMo 3a KpaTKOCpo4yHa ynorpeoda (Bxk. Touka 4.4).

l[eouampuuna nonyrayus
[lopaau nunca Ha nanuu, dnedaseH He TpAOBa 1a ce U3MOJI13Ba MNP AeLa H HOHOLLH.

CrneuuanHu nonyJauuu

He ca npoBexaaHu npoy4BaHus 3a 103MPAHETO MPH NaLMEHTH ¢ ObOPEeYHO W/HUIH
YBPEKAaHE HITH MPH NaUKMEHTH B CTapyecka Bb3pacT. Bb3 OCHOBA Ha HAJTMYHUTE
YCTAHOBEH OCOOEH PUCK MPH Te€3H rPyNH NaLHEHTH.

HayuH Ha NpUIOKEHHE




[tepopanHo npunoxeHune
Tabnerkute TpadOBa aa ce npyemar ¢ XpaHa.

4.3 IlIporuBonokazaHuga

CBpbX4yBCTBHTEIHOCT KBM aKTHBHOTO BELLECTBO MJIH KBM HAKOE OT NMOMOLLHWTE BELUIECCTBA,
n30poeHu B Touka 6.1.

4.4 ChneusHajuu npeaynpexaeHHs H NpeANa3HH MEPKH NpH ynoTpeda

JleyeHHeTO HA OCTpa XeMOPOMAANHA KpH3a ¢ PnebaBeH He € 3aMecTUTeN Ha CneUHPUUHOTO NeYEHHE
Ha ApYyrd aHanHH HapyleHud. Jleuennero Tpabea aa Obae caMoO KpaTKOCPOUHO. AKO CHMMTOMHTE
NpoAL/KaBaT, TpAORA Aa ce U3BBPLUK NPOKTOJOIHYEH Nperiea K NpepasriiekJaHe Ha JeYeHHETO.

[lpn naLUMEHTH C XPOHMYHH BEHO3HH 3a00NABaAHHUSA JIEYEHHETO € Hal-N0Ne3HO, KOTaTo Ce NpUApPYKaBa
oT OanaHcHpaH HA4YMH HA KHBOT:

- Aa ce u30ArBaT H31araHe Ha CAbHUE W NPOABIKUTENEH NPaB CTOeK,

- Aa ce NoAabpIKa MNOAXOAALIC TErno,

- HOCEHETO Ha CIELHAHK Yopary MoKe Aa NnogoOpH LMPKYJaUHATA NPY HAKOH NALKEHTH.

ﬂpenopquaT CC CMTICUHAJIHH T'PHIXH, aKO 1O BpEME Ha JICHEHHETO CBECTOAHHETO CC€ BJIOLLH. Tosa Moxe
Ad CE€ NPOABH KAaTO Bb3NANICHHUE HA KOXKATa, Bb3MANICHHC Ha BEHHTC, MOJKOXHa HHAYPALUHA, CATHA
60J1K&, KOXHH A3BH WIH AaTUNHYHH CHMIITOMH, HAIP. BHC3AMNCH OTOK HA €AHHHUA WIH HA ABAaTa Kpaka.

DnebaseH He € edekTHBEH 32 HAMANABAHE HA OTOKA Ha NOJIHUTE KpalHWLUH, MPHYHHEH OT CbPAEUHO,
yepHoapobHo nnu OLOpeuHo 3abonasaxe.

Hatpui
Toea nekapcTBoO chabpa no-manko ot 1 mmol HaTpuit (23 mg) Ha AHeBHA Ao3a, T.e. MOXE Aa Ce
KadKe, Y€ MPaKTUYECKH HE ChbAbPXKa HATPHH.

4.5 B3aumoaelcTBHE ¢ APYTrH JIeKApPCTBEeHH NPOAYKTH H ApYrH popMH HA B3aAMOAeHCTBHE

He ca npoBexaaHy npoy4BaHHA 3a B3aHMOACHCTBHATA.
[lpy noOCTMApPKETHHIOBHUR ONMT He Ce CbOOILABAT B3aUMOAEHCTBUA HA AMOCMHH U IPYTH JIEKAPCTBEHH

MPOAYKTH.
4.6 Pepranuarer, OpeMEHHOCT H KbpPMeEHE

BpemMeHHOCT

[TpoyuBaHHATa NPH )KHMBOTHH HE MOKA3BaT MPEKH HIH HENPEKH BPEAHH e(PeKTH, CBLP3aHH ¢
fpeMeHHOCTTa, eMOPHOHANMHOTO M PeTATHO pa3BUTHE (BXK. Touka 5.3). Tpabea na ce nogxoxaa ¢
MOBHIWEHO BHUMAHME NPH NPEANUCBAHE HA HPEMEHHM XKEHH,

KbpMeHe
He e M3BeCTHO fand AHOCMHH Ce eKCKpeTHpa B KkbpMarta. ETo 3au10, TO3M nekapcTrBeH NpOAYKT He
TpadBa Na ce npunara B NEPUOAA HA KbpPMEHE.

QepTUIHTET
[MpoyuBaHusTa 3a peNpoAYKTHBHA TOKCHUYHOCT HE NOKa3BaT epeKT BbpXy PepTHANTETA NPH MBIKKU U
YKEHCKH NbXOBE (BXK. TOUKa 5.3).

4.7 EdexTH BBpXY cnocobfHOCTTA 32 mofpupane € padoTa ¢ MAINIUHEH

He ca npoeexkaanu npoyueaHHs 3a edekTrTe BBPXY CNOcOOHOCTTA 32 WwodHpaHe U




Bunpeku Toea, Ha 6a3aTa Ha UANOCTHHA npodu Ha 6€30NacHOCT, JHOCMHH HE MOBAUIBA HAH
noeAusBa npeHebpexnumo cnocobHocTTa 3a Wodupare H paboTa ¢ MaLLIMHA.

4.8 Hexenann 1eKapcTBEeHH peaKkiHH

Pe3ioMe Ha mpodiia Ha Be3onmacHoOCT

[oBeveTo HexenaHy NEKapeTBEHHU PEaKUMH, ChOOLLEHU NPU KITMHWYHHW NPOYYBaHUs C AMOCMMUH, Ca
JIEKH U C TIPEXOAEH XapakTep. Te ca CBLpP3aHH [NaBHO ChC CTOMALUHO-4PEBHU CMYLUEHHUA {ANapHs,
NMCMENCHSA, rafcHe, NOBPbLUAHE).

TabauuyeH cNUCHLK HA HEXEJTAHHTE PEaKLIUH

YecTn HeuecTn Peakn C Hem3BecTHA
(= 1/100 g0 (= 1/1 000 (= 1/10 000 no yecToTa
< 1/10) a0 < 1/100) <1/1 000) (oT HANHYHHMTE
JaHHH He MOXe Aa
ObAe HAMpaBeHA
ONEeHKA)
HapymeHus Ha ['nasobonue,
HepBHaTa Hepa3nojokKeHue,
cHCTEMA BEPTHIO
CromMalHo- Huapus, Konut bonka B kopema
4YpEBHH IHCNENCHA,
HapylueHUs rajacHe,
NOBpbLIAHE
HapyuweHuns Ha [Tpypuryc, obpHus, Enem Ha nuuero,
KOXaTa 1 YPTUKAapHA YCTHHUTE K KNenauure
NoaKOoXKHaTa AHruoeaem
TbKaH (B U3KJIFOUYHUTEITHO
PEOKH ClIyHau)

Crobuasase Ha NOAOIMPAHU HEXENAHH PEAKLIHH

CbH00WwaBaHeTO HA NOAO3HPAHH HEXKENAHH PEakUMH Cliell paspellaBaHe 3a ynorpeda Ha TeKapCTBEHUA
NPOAYKT € BaXXHO. TOBa NO3BONABA Aa NPOAL/DKH HabNI0AEHHETO HA CHOTHOWEHHETO NOA3a/PUCK 34
NEKAPCTBEHHUA MPOAYKT. OT MEAHUWHCKUTE CNELIMATMCTH Ce€ M3UCKBA Aa ¢HOOLIABAT BCAKA
NOL03MpPaHA HEXKeJlaHa peakLHa Ypes:

HManbnuuTeIHA areHuMs no nexaperepara

ya. ,JlaMaH 'pyep™ Ne 8

1303 Codus

Ten.: +359 2 8903417

yebcaliT: www.bda.bg

4.9 Ilpeao3dpane

He ca chrobuiaBanu C/IYYaH Ha NpENO3UPAHL.

5. ®APMAKOJOIHYHM CBOHCTBA
5.1 dapmaKkoIHHAMH4YHE CBOHCTBA
MdapmaxoTrepanesTuyHa rpyna: Basonporexropu; buognasononam; ATC kon: COSCA

MexaHHu3bM HA NEHCTBUE

Heticmgue svpxy genume




,D;HOCMHH HaMaJiaBad pa3TCer/lIMBoOoCTTa Ha BEHHUTC KW HaManiaBa BCHO3HHA 3aCTOM.

Heticmeue sbpxy MUKpOYUpKYIQyUAMA
JAOCMHH HaMansaBa NPOMyCKIUBOCTTa M YBEJIWYaBa YCTOWYHBOCTTA Ha Kamunsapure. ToH ynpaxHsBa
¥ MPOTHBOBB3NAJMTETHO ACHCTBHE Upe3 €heKTH BbPXy NPOCTarJIaHIWHOBUA CHHTES,

- DapMaKoAHHaAMUYHK eDeKTH

ibapmaiconoranaTa AKTUBHOCT HAa JWOCMHH TPH XOPa € 10Ka3daHa Ype3 KOHTPOIHPAaHH, IBOWHOCIEMH
KIHHHYHH [MPOYYBaHHA, KAKTO H 4pE3 OBEKTHBHH W KOJHUYECTBEHH MCTOOH IIPH H3ICICABAHE Ha
BIAHAHHUCTO HA AaKTUBHOTO BCUICCTBO BBPXY ECHO3HATA XEMOAWHAMHKA.

Eghexmu evpxy senosnun monryc

JnocyMuH nogobpsaBa BEHO3HHA TOHYC U MO TO3Y HaYMH HaAMajIgBa KanauUTHBHOTO CHIPOTHBIICHHE,
pa3TeriHBOCTTA M 3aCTOSA HA KPBBTA: BEHO3HATA OKITy3anHa JKHBayHa IUIeTU3MOrpadua nokassa
HAMAJIABAHE HAa BPEMETO 32 W3IMPa3BaHe HA BEHHTE,

KpailHuaT edekT € HamMaNssBaHe Ha BEHO3HATA XUMEPTOHHA NPH NALKEHTH ¢ BeHO3Ha DonecT.

Egexmu evpxy numgpnama cucmema

JIMOCMHH CTUMY./HMpa JXM@HATa aKTHBHOCT, KaTo noaodpaBa ApeHaka Ha URTEPCTHLIMAIHOTO
MPOCTPAHCTBO H YCKOPABA TUMPHUS noTok. [1punokeHreTo Ha |1 g NMOCMHH JHEBHO HAMAJIABA
AMMHHS KAMWIAPEH AMAMETBP B HHTPATUM(HOTO HangraHe, MoBKLIIABAKKH Opos Ha

(pYHKUHOHUpALLHUTE NTUMPHH KANTUAAPH [TPH NMALMEHTH ¢ TEXKKE XPOHUYHA BEHO3HA HEAOCTATHYHOCT,
Oes 23BH.

Eexmu ebpxy muxpoyupryrayunama
KoxTponupanu, ABOHHOCTENY KIMHUYHU [POYYBAHHSA MOKA3BAT CTATHCTHYECKH 3HAUMMA PA3/THKa

MCXOY JHOCMHH H nnaueo. an NMAUHHEHTH C KANMWJIAPHA KPEXKOCT, JICHCHHETO ¢ AUOCMHKH NOBHILAaBAa
KalTHWIAPHATa }VCTOﬁ‘-IHBOCT W HaMaJidiBa KJIMHHYHHTE ITPOABH.

HamansdpaHe Ha KanHJIspHaTa NPOMyCKIMBOCT CNpAMO Iulanebo ¢ HabmonapaHa B Clea NPUWIOKSHUE
Ha 1 g TMOCMHH JHEBHO, H3MON3BaiKK Oesa3aH ¢ TeXHeL N anOyMHH WIH IUleTH3MOrpadus.

B3 0cHOB& Ha DaHHH OT MCTa-aHaJIH3H, OLICHABALLLH ﬁCI)BI{Ta Ha JHOCMHH BBPXY 3a3/1paBABAHETC Ha
BAPHKO3HH S3BH HA KpaKaTa, nobaBsiHeTO HA AHOCMUH KBM CTaHAAPTHOTO JICHECHHE HA BAPHUKO3HH A3BH

Ha KpakaTa € OWI0 OT ron3a caMo B MOArpynara Ha BAPMKO3HHM A3BH Ha Kpakara C ol Mexay 5 cm?
u 10 cm? W Tak1Ba, KOMTO CE NPOABABAT C NPOALIKHUTETHOCT 6—12 Meceua.

KnunuuHa epukacHocT H 6€30acHOCT

Koutponupany, BOHHOCAENH KIMHHYHH MPOYYBaHHS NOKA3BAT TepaleBTHYHATA aKTHBHOCT Ha
NpOayKTa 32 NeHeHHe Ha MPU3HAUHW H CHMITTOMM HAa YCTaHOBEHa XpOHHM4HA BeHO3HA 6onect (CVD) u
34 JICUEHHE Ha 0CTpa XeMOpOKAaiHa KpH3a.

5.2 DapMAKOKHHETHYHH CBOHCTBA

AbGcopbuuns
Cnen nepopaiHo NPHAOKEHHE AHOCMUH Ce XHApoau3dpa 630 B Yepsara OT YpeBHATa ¢aopauce

abcopbupa nol popmMaTa Ha ArJIMKOHOBOTO CH NMPOHM3BOAHO AMOCMETHH. OpanHara GHOHATHYHOCT Ha
MHKPOHU3HpPaHUs AMOCMHH € MprHOmusurenno 60 %.

Pasnpenenenue

AunocmeTrH uMa obem Ha pasnpenesenne 62,1 |, koeTo nmokaspa LIKPOKO Pa3npoOCTPaHEHKE
TBKAHUTE.

buiotrpancdopmanms

JIHOCMETHH ce METAbONHU3MPa eKCTEH3HBHO 110 (DEHOHH KHCEJIMHN WX TEXHHUTE 11
MPOU3BOAHH, KOUTO C€ €TUMMHHHPAT ¢ ypuHara. [Ipeobnanasaimusat MeTabomuT npu




YCTaHOBEH B YPHHATA, € M-XHAPOKCH-DEHUAMPOMUOHOBATA KHCENHHA, KOATO C& ENMMHHKHpPA IJ1aBHO B
KOHIOrupaHaTa cv ¢opMa. YCTaHOBEHHTE B NMO-MAJIKH KOJIHYECTBA META0O0AHTH BKITIOYBAT PEHONMHH
KMCENMHH, CbOTBETCTBALUM HA 3-XUAPOKCH-4-METOKCUOEH30€HA KHCEMHA U 3-METOKCH-4-
XMAPOKCHPEHIWIOUETHA KMCENHHA.

EnnMuHupaHe

EnuMrHHpaHeTO HAa MUKPOHH3HPEHHMA AMOCMUH € CPaBHUTENHO OBbP30, KaTo NpubansnTenHo 34 % or
paaHoakTHBHO Geng3aHaTta 203a Ha '*C-AHOCMHH Ce eKCKpeTHpa B ypHHaTa H (JeKATHHTE Nnpes
nbpBuTE 24 4aca, a npubansutento 86 % - npes nbpeuTe 48 yaca. [NpubnusuTenHo NoOIOBHHATA OT
103aTa Ce CJIMMHHHPA BbB QEXATHHTE KaTO HENPOMEHEeH THOCMHMH WIW JHOCMETHH, KaTo Te3H [BE
CbERMHEHUA HE Ce EKCKPETHPAT B YPHHATA.

EnUMHHaLUMOHHHUAT NOTYXUBOT Ha JUOCMETHH NOKA3BA CPe/iHA CTOMHOCT OT 31,5 yaca, Bapupaiku
mexay 26 u 43 vaca.

5.3 IIpeakTuHHYHHE AaHHH 3a 6e3onmacHOCT

HexnHHUYHUTE aaHHM He noka3BaT ocobeH puck 3a xopa Ha Ha3aTa HA NpOyYBAHUATA 32 TOKCHYHOCT
NpY MHOTOKPAaTHO NpUnaraHe, reHOTOKCHYHOCT, KAHLEPOTeHEH NOTEHUMAT U PENPOAYKTHBHA
TOKCHYHOCT.

6. OAPMAIEBTHYHHA TAHHH
6.1 CnHcbk HA NOMOINHHTE BENIecTBA

Aapo Ha Tabnerkara:
MukpokprcTanHa uenynosa
[HonuBHHUNOB anNKOXON

HaTpues HuwecTeH ramkonar (THiT A)
Tank

Marnesunes creapat (E470b)

DUIMOBO NOKPHUTHE:
[TonHBMHUAOB ATKOXO
Tutanos guokcua (E171)
Makporon 3000

Tank

Koot xenezed okcua (E172)
6.2 HecbBMeCcTHMOCTH
Henpuinoxumo

6.3 Cpox pa roanocrt

3 roauHu

6.4 Cuonennajnu yc10BHSA HA ChbXpaHeHHe

Ha ce cxxpanasa noa 25 °C.
Ha ce cbxpaHsBa B OpUrdHAJIHATA ONAKOBKA, 33 Aa Ce NPEAnasH OT Bara.

6.5 Bwuan chpabpkanHe HA ONMAKOBKATA

PVC/PVDC/anymMnHues Saucrep
Onakoexkn: 135, 30, 60, 90, 120, 150 1 180 punmupanun TabneTku, B KyTHA.




He Bcuuky BUAOBE ONAKOBKHU Morat /1a Obaar nycHaTy Ha nasapa.
6.6 CrneuHa/JJHH NpeANa3HH MEePKH NMPH H3XBbPJIsAHE

Hsima crieuualHu U3HCKBaHUS,

i INIPUTEXATEJI HA PABPEIIEHHETO 3A YIIOTPEBA

KRKA, d.d.. Novo mesto, Smarjeska cesta 6, 8501 Novo mesto, CroBeHus

8. HOMEP(A) HA PASPELHLIEHHUETO 3A YIIOTPEBA

Per. Ne 20170239

9. JATA HA ITbPBO PABPEIIABAHE/IIOAHOBABAHE HA PASPEHIEHHUETO 3A
YIIOTPEBA

JlaTta Ha nbpBO pa3peluaBaHe: 26.07.2017
JlaTta Ha nocneaHo nogHoBsBaHe: 13.05.2022

10. JATA HA AKTYAJIUBUPAHE HA TEKCT

5 KOuu 2025

MonpoGHa uHdOpMaLKs 38 TO3M JIEKaPCTBEH NPOAYKT € NPEIOCTABEHA Ha YeOc:
AreHuus o nexapcreara (MAJI) http://www.bda.bg.




