KPATKA XAPAKTEPHCTHUKA HA ITPOXYKTA

1. AME HA JIEKAPCTBEHHUSA HPOAYKT

EHJOTEJIOH 150 mg cromainHo-ycToiiunusH Tabneriu
ENDOTELON 150 mg gastro-resistant tablets

2. KAMECTBEH U KOJIMMECTBEH CBCTAB

Bcesika ctoMairHo-ycroftuuBa Tabnerka Cpappxa:
IIpeyHCcTeH eKCTPAaKT OT MPO3NOBH CEMKH, CTAHAAPTH3HPAH KATO MPOLUHAHUIONOBH OITUNOMEPH
(procyanidolic oligomers) - 150 mg

[loMolHK BeillecTBa ¢ U3BECTHO AelicTBHe:
Bcsaka tabnetka ceappxka 165,9 mg 3axapoaa ASITBIIHUTESHA ATEHUMR no NEKAPCTBATA
fPAM<R xapexmepuicusa e npogym - Mouaoxenug 1

3a MBJHHA CIHCHK HA MOMOIHHUTE BellleCTBa BHXXTE TOUKA 6. 1
3. JEKAPCTBEHA ©®OPMA
CroMaiHo-ycToiiuuBH TabneTKH, OUBETEHH B ¥KbJITO.

4. KIHHHYHHU JAHHH

4.1 TepaneBrauHH Noxa3aHus
CHMIITOMATHYHO JIe4EHHE HA BEHOZHO-TMM(HA HEJOCTATHYHOCT, CBbp3aHa C OIJIAKBAHHA KaTo: YMOpa,

TEXECT, NOAYBaHe H OONIKH B KPaKara, KpaMIiH, ,,CHHIPOM Ha HECITOKOHHHTE Kpaka’, Ha4yaneH JeKkyOHTyc.

4.2 HJO3HPOBKA B HAYHH HE NPHJIOKEHHE

O3HPOBKA
3a no06pABaHE Ha CHMIITOMHTE CBbP3aHH C BEHO3HA H IAM(PHA HEAOCTATHYHOCT:
[lo exna TabneTka CyTpHH U Beuep B npoaskeHHe Ha 20 1HH B MeceLa (pexbeBalM KYpCoBe).

fleduampuuna nonynayus
besonacHoctTa M edukacHocTTa NpH Aena nox 18 roauiiHa Bb3PacT BCE OIUE HE Ca YCTAHOBCHH.

4.3 [IpoTuBonoxkaszanus
CBpBXUYBCTBUTEIHOCT KbM AKTHBHOTO BEILECTBO WIH KbM HSKOE OT MOMOLIHUTE BeliecTRa H36poeHH |

TOUKa 6.1.

4.4 Cnennajng npexynpexnaeHHs H peana3sy MepKH npH ynorpeba

Ha He ce npesuwasar 3 Meceua JieueHue 6e3 KOHCYNTAUMA ¢ MEAULMHCKH CIELHAHCT.
AKO CUMIITOMHTE HE C€ NOBJIHMABAT HJIH Ce 3aababouarar, y BEPOSATHO €A CBBP3IAHH C OCHOBHATA
aTo/10rUsA (KPhBOHACANAHNS, IPNYpa H Ap), NE4EHHETO TPsOBa Ja 6haar IPEOLIEHEHO.
[lauMenTH ¢ peakM HacNeICTBEHH MPOOIEMM HA HENOHOCHMOCT KBbM $pyKT03a, rmoKo
Manabcopbuus UM CyKpo30-H30MaNTA3HA HEAOCTATEYHOCT He TPsbBa Aa IpHEeMaT




To3sn nekapcTBEH NPOAYKT ChABPKAE MO-Manko oT | mmol Harpuit (23 mg) Ha Tabnerka, T.€. 10 CHILECTBO €
,,0€3 HaTpuH'".

4.5 B3zanmoaeicTBHe ¢ APYTH JeKAPCTBEHH NPOAYKTH H APYrH $opMu Ha B3aHMOACHCTBHA
He ca npopexxaaHH Npoy4YBaHHA 3a B3aHMO/IEHCTBHE C APYrH NEKAPCTBEHH NPOLYKTH

4.6 PepTHANTET, GPEMEHHOCT H KbpMEHe

bpeMeHHOCT:
H3BeCTHO €, ue BCHYKM BelIECTBA, OTTOBOPHH 33 Mai(OpMalHH NpU Xopara Jocera, ca JOKa3and, 4e ca

TCPATOreHEH NMpPH M3CNeABaHHA NPOBENCHM BbPXY B2 BHAA XXHBOTHH. M ABeTe mpoyyBaHMs NpH Te3w
)KMBOTHH € TOBA JIEKapCTBO, HE [OKA3BAT TeparoreHeH edekT. B KIMHHYHHA ONUT, HE Ca HACTBITH/IH

PETOTOKCHYHH edeKTH KbM JHElIHA 1aTa-
Bbnpeku T0Ba, JaHHHTE NpH OpEMEHHHTE KEHH H TAXHOTO IMIOTOMCTBO, KOHTO ca GHIIH H3NMOKEHH Ha TOBA

JIEKAPCTBO HE Ca HaBJIHO AOCTATBhYHO 32 J]a C& U3KIIOUYM BCAKAKBB BBh3MOXeH pUcK: CleNoBaTeNHO, e
MPENOPBYHTEIHO A2 HE CE H3MOJ3BAT NPOUHAHHROIOBH OJIMTOMEPH 1O BpeMe Ha ODPEMEHHOCT.

KspmeHe:
Ilopaan nunca Ha NaHHKM 3a MPEMHHABAHETO Ha TOBA JIEKAPCTBO B MAYHMHOTO MJSKO, ynoTpebara My
TpsOBa 71a ce H304rBa OT KbPMEILH KEHH.

4.7 Edexn Bppxy cnocobHocTTA 32 wodHpane 1 pabora ¢ MAIIHHHE
Enpioresion He NopnusABa crnocobHOCTTa 3a modupaHe H paboTa ¢ MalLHHHK.

4.8. HexelaHH JIeKapCTBEHH peaKIAH

Hexxenanu JnekapCTBeHM peakilMM HACTBIHIIM MO BpeME Ha KIMHUYHATE NPOYYBAHHA WM CHOGILCHHU
CMIOHTAHHO, Ca NPeCTaBEHH NO-A0JTy. TAXHATa YecToTa € ONnpeAc/ieHa Bb3 OCHOBA HA CJIEHATA KOHBEHLIHA:
gecTd (> 1/100 o <1/10); negectu (> 1/1 000 no<1/100); peaxu (> 1/10 000 no < 1/1 000); MHONO PEIKH

(< 1/10 000), c Heu3BecTHA YecToTa (OT HAJHYHHTE JAHHH HE MOXE Na OLIe HanpaBeHa OLEHKA). BuB
BCCKH CHCTEMO-OPTaHEH KJiac, HEXCNMaHHTE PEakiluH ce H3OpOsBaT B HH3XOAALL peA MO OTHOILIEHHE Ha
TAXHATA CEPHO3HOCT.

Cucrema Opran /Knac Penxu MHoro penku
Hapywenun na  uepsrama rnasobonue
CUCIEMA |
Cmomauno-ypegru vapyutenus | CTOMaliHE  OONKM, rajeHe o

JUApHA
Hapywenuss wxa xoocama u | AJEPrHYHM MPOABH: YPTHKAPHS, | aHTHOELEM
ROOKONCHUME MYKAHU obpuB ¢ unu Oe3 npypuryc,

(OTOUYBCTBUTENHOCT, €K3EMA.

Teau npossu ca obparumu H

Cnupar cnelq TMPeKbCBaHEe Ha

JICYEHHETO,

Cbo0l1itaBaHe Ha JIOA03MPAHH HEXENAHH PEAKLIMH




Cbo011aBaHeTO Ha MOAO3HPAHH HEXKENAHH PeakuMH clej paspellaBaHe 3a ynorpeba Ha JieKapcTBEHUS
MPOAYKT € BaxHO. ToBa mo3so/isBa Na NPOALKH HAOMOAEHHETO HA CHOTHOLICHHETO ION3a/PUCK 34
JIEKAPCTBEHNA MPOAYKT. OT MEAHUWHCKHUTE CNEUHAIMCTH C€ M3HMCKBA J1a ChOOILABAT BCAKA MOAO3HPAHA
HeXKenaHa peaklHA upe3 HaUMOHANIHA CUCTEMA 3a ChoDIIaBaHe:

H3nbanATeAHA areHNAd Mo JeKapCcTBaTa
yi. ,,JdaMsH [ pyes" Ne 8

1303 Codus, brarapus

Ten.: +359 28903417

yebcaiiT: www.bda.bg

4.9. IIpeaosnpane
He ca noknanBany nasHM 3a Npefo3vupaHe 10 MOMEHTA.

5. PAPMAKOJIOTrMYHH CBOMCTRA

5.1 GapMAKOAHHAMHYHH CBolicTBA

®apMakoTepanesTy4Ha rpyna: Ipyru cpeactea, crabunusupaiuy kanuaspure ATC kon CO5CX
CBAOB INPOTEKTOP — BEHOTOHHUK

MexaHu3bM Ha JeHCTBHE
YBennyapa ChAOBaTa PE3UCTEHTHOCT M HAMAJIABA CHAOBUS NepMeabuIHTeT.

Dapmaxodunamuynu egpexmu

IpoyupaHusTa In vitro MOKa3sar, ue MPOUHAHHIONOBUTE OJMIOMEPH NPOTEKTOPAT bubpunapHuTe
NPOTEHHH, OCOOEHO KONAreH M eNacTHH OT €H3MMHO PasrpaXnaHe M MMAT MPOTEKTHBEH e(eKT cpeLyy
TEPMHYHATa ACHATYpal{s Ha KOJarcH.

KiuHHYHa ehHKACHOCT ¥ 6e30MaCHOCT
JIeHCTBHETO HAa EHIOTENOH BbPXY CbAOBUTE CTEHH, IEMOHCTDHPAHO NIPH XXHBOTHH H MOTBBLPACHO NPH Xopa,
e CICAHOTO:
— T0f00psiBaHe HA KaNWAAPHATA PE3UCTEHTHOCT (KANMUJSAPO-IMHAMOMETBD Ha Lavollay,
@HrHOCTEPOMETbP Ha Parrot), AeMOHCTPHpPaHa NP NALMEHTH C MOBHILIEHA CbAOBA YYILIHBOCT.
— HaMalsiBaHEC HA KaNWIAPHUA nepMmeabuiHuTeT, ACMOHCTPUPAH C PA3NHYHH TECTOBE (XHCTAMUHOB

TecT, TecT Ha Landis u #3otonuyer Tect wa Landis).

IleauarpHyHa nonyaalus
Hsama nanHu 3a ynotpeda npu geua.

5.2. ©®apMakoKHHETRYHH CBOHCTBA

AOcopbiius
IIpounaHHAONOBUTE ONMIoMepH ca ¢aBHINEBH NPOX3BOAHH, KOHTO OBP30 ce abcopbu
YpEBHUAA TPaKT.




Pasnpenenenne
[IpolIHaHHAONOBUTE ONUIOMEPH C€ CBBP3BAT C THKAHH, CHABPKAIH AMUHOITIHKAH, BKTHOYHTENHO

NEPHBACKYNApHA CheAHHUTENHA ThKAH.
[1rKoBa NasMeHa KOHLIEHTpALIMs ¢ JOCTUTA CNIeR Hac H TIONOBMHA M ITA3MEH HOMYKUBOT OT 72 yaca.

EnuMUHHpane
EmviMuHupaHeTo Ha EHJOTENOH K HeroBuTe MeTaboNUTH CTaBa OCHOBHO upes dexanunte (1 70%),

noHskora 4pe3 ypunara (' 20%) u pecnuparopuus (L. 5%) Tpakr.

6. PAPMAILEBTHYHH JAHHHN
6.1 CnHChK HA NOMONIHETE BeIeCTBA

Cvpyeeuna:

MHUKpOKpUCTANIHA LIETY1034,

Cunuunes J14OKCH I, KONOHIEH, Oe3BoAeH
Marsesues creapar

Duimupauio noxpumue.

MerTakpHioBa kucennHa / et akpunar komonumep (1:1)
HarpueB XHapoOKCcHA

Tpuetun uutpar

Tank

3axapro noxpumue:

3axaposa

Xenarun

Apabcka ryma

Tank

Turanues gHoKCHA

KenezeH okCHA, KBAT

Kapuaybcku Bochk (cienn).

6.2 HecnBMecTHMOCTH
He e npunoxumo.

6.3 Cpox Ha roaHoCT
4 roauHM.

6.4 CoensannH YCJIOBHS HA ChXpAHEHHE
Ha ce cpxpansaBa noxg 25°C.

6.5. Bug ¥ chabpkanHe HA ONMAKOBKATA
Kaproneuu kyTud, cwappxaiy 20, 40 win 60 6pos croMamHO-ycTOHUMBH TaGneTkw,
OnHCTEp (MOMMBHHAIXAOPHA/ ANyMHHHI).




He BCHYKH BHIOBE ONAKOBKH MOraT Aa GbAaT mycHaTH B npozaxGa.

6.6 CrieHAJIHM npeANAa3HH MePKH IIPH H3XBLIIsAHE H paoTa
HsaMa cnienuaniy H3ucKkBaHHsA.

7. IIPMTEXATEJI HA PA3PEIIIEHHYETO 3A YIIOTPEBA
CHEPLAPHARM Arzneimittel GmbH Ziegelhof 24 17489 Greifswald I'epmaHus

8. IIPUTEXATEJI HA PAZPEIIIEHUETO 3A TAPAJIEJIEH BHOC:
“becra Men” EQOL, yn. "Ker4o Cropues” Ne8, 5350 Tpssra, bearapus

9. HOMEP HA PASPEIIIEHHETO 3A YIIOTPEBA
9600281

10. TATA HA IThPBO PA3PEIHABAHETIOMHOBABAHE HA PA3SPEINEHHUETO 3A
YIIOTPEBA

Hara Ha mepBo paspewaBane: 01.11.1996

Hara Ha nocneaHo nogHosseaxe: 15.11.2007

11. JATA HA AKTYAJIM3NPAHE HA TEKCT
06/2024




