| W3NMBAHUTENHA ATERUIS 110 JTEKAPCTEATA |
Kpamxa xapasxmepucmuna na - Mpunoweros T

1. HUME HA JEKAPCTBEHHA TPOAYKT

L Kbst Pog, Ne
Dioket 600 mg tablets o
Huoker 600 mg Tabnerkn

llllllllllllllllllllllllllllllll

2, KAYECTBEH H KOJIMYECTBEH CLCTAB
Epa Tabnerka cuaspka 600 mg nuocmun (diosmin)

3a NNB/IHHA CIIMCHK HA NIOMOIIHHTE BEIIIECTBA BIDKTE TOUK:a 6.1.

3. JEKAPCTBEHA ®OPMA

Tabnerkn, npoasaroBatH Ha BU

4 KMHHAYHH JAHHHA

4.1 TepanesTHYRN NOKA3AHUS

. JleveHHe Ha CHMITTOMH, CBBP3aHH C BCHO3HO-THM(HA HEAOCTATHYHOCT: TEKECT B KPAKaTa,
Oonka, mbpBOHAYATEH THCKOM(OPT B IETHATIO MONOKEHHE

. JieyeHHe Ha PYHKLIHOHANHHUTE CHMITTOMH PH XEMOPOHIATTHA KpH3a

. Jlomsi1BaLO eYEHUE MPH (YHKUHOHANHHN HapyILeHNs, CBBP3aHH ¢ YYILUIHBOCT Ha KalTWIAPHTE

4.2 HA03HpOBKa ¥ HAMMH HA NPHICKEHHE

HauuH Ha npunoxeHue: NEpopanHo MPIIoKEHHe

Ho3upoBka:
° BeHo3na HenocrarsuHocT: 1 TaBnerka AHEBHO, CYTPHH pean 3aKycka
- XeMopousanHa Kpu3a: 2-3 Tablerkd ZHEBHO, 110 BpEMe Ha XpaHeHe

4.3 IlporuBonoka’zanHns

CBPBX9YBCTBHTEIHOCT K'bM HAKOS OT CHCTABKUTE Ha JICKAPCTBEHUS NPOOYKT.

4.4 Crennaann npeaynpexiaenns 4 npenasuu MEPKH IpH ynoTpeda

Ilpn xemoponpanHa xpH3a NpHTAraHeTo Ha JHOCMHH HE OTMEHS CHCLHGHIHOTO JICYEHNE HA APYIH
aHaNHH 3a0oMaBanus. Jlegenuero TpaGBa xa Gbae kpaTkoTpaiiHO - He moBeue of 15 ZHM. Ako
CHMITTOMHTE BCE OINe CHUIECTBYBAT WIH C€ BIOLIAT, TpA6Ba Jd ce HaNpaBH MPOKTOMOMHYHA OLEHKA M
JICYEHHETO Aa Ce Nnpepasriea.

4.5 B3aumoaelicTBHE € APYrH NeKapCTBeHH OPORYKTH H ApYrH (bopMAu Ha B3anMoaelicTeHe
Hsama pannn.

4.6 bpeMenHOCT H KbpMeHe

bpeMeHHOCT
MsnurBaHuATa npH XUBOTHM He ca YCTRHOBHAN TeparoreHHH edextH. Ilopagw nu

rPe i g
TCPATOreHHH €PEKTH IIPH KHBOTHH, He Ce 0YaKkBa JeopMHpaIL eekT 1 npu xopa. Moce W 7 qﬁﬁ e ’70,%
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Ha M3NHTBAHKATA, [IPOBEICHH NIPH ABaTa BHIA, BelecTBaTa ¢ Aedopmupall edekT NpH Xopa ca 6w ¢
[TPERBAPUTENHO AOKA3aH TEPATOrcHeH edekT Nmpy XKHUBOTHM.

Hocera KIHHHYHO He ca HabmoaapaHH HAKaKBH JedopMaluK Ha IUIOAA WIH (GETO-TOKCHIHH edexTH.
Bce nak npocnenssaHero Ha OGpeMeHHU keHH, NIpHEMAILIIH JHOCMHH He € JOCTATRYHO, 3a Oa ce
M3KIIOYH BCAKAKEB DHCK. JaToBa He ce Npenopn4yBa ymoTpedara Ha OHOCMHH 1O BpeMeé Ha
OpeMeHHOCT, OCBEH B cyqad Ha HEOOXOAUMOCT.

KbpMeHe
[opans nunca Ha AaHHM 3a NPEMHHABAHE HA NHOCMHH B MAHYHHOTO MIIAKO HE CE MpEenophYBa

KhpMEeHe 10 BpeMe Ha JISUSHHUETO.

4.7 EdexTH BBpXy cnocobHocTra 33 wiopupane n pabora ¢ Mamuum
Hsama

4.8 Hexe1aHH NeKAPCTBEHH peaKkunn

H3BecTHH ca cryqad Ha CTOMAITHO-YPEBHH HAPYIIEHH:, KOMTO PAAKO M3MCKBAT NPEyCTaHOBABAHE HA
NIEYSHHETO.

4.9 IIpenosupane

He ca onncanu cMMIITOMM [IPH Npego3Hpase.

5. G®APMAKOJIOTHMHHA CBOMCTBA
3.1 DOapMaKoIHHAMHYHH CBOliCTBa

BeHOTOHHYHO M Ba3OMPOTEKTHBHO CPEACTBO, MPHYMHABAMO BA3OKOHCTPHMKLMA, IIOBHINABaHE HA
ChI0BaTa pe3HCTCHTHOCT H IOHH)KaBaHe Ha ChA0BaTa nponycknusoct. ATC: COSCAO3

3Ja 112 ce JOKKAT Te3H CBOMCTBA ca MPOBEAEHH PAa3THYHH NPOYYBAHHS [IPH XKHUBOTHH H XOpa.

pu sxnBoTHH
BeHOTOHHYHH CBOHCTBA

IloBHIIaBa ce BEHO3HOTO HANATaHE NP AHECTEINPAHH KYYETA ClIe HHTPABEHO3HO NPWIOKEHHE.

BazonporexTHBHH cBOHCTBa

. JleficTBYE BBPXY NPOIYCKJIMBOCTT2 HA KANHIAPUTE, aHTHEAEMATO3HO H AaHTHHHIIA(IAMATOPHO
HeHACTBHE NPH ILTHXOBE.

. Heticteue BBpXy nedopMabuinrera Ha EpHTPOLIMTHTE, M3MEPEHO 4Ype3 BPEMETC Ha
bunTpanus Ha SPUTPOLIATHTE.

. [loBMiLap2 KanmWIfApHAaTa PE3HCTEHTHOCT MPH IUTBXOBE W MOPCKM CBHHUYETa ¢ AcHIMT Ha
BUTaMuH P daxrop.

. IloHmkaBa NMPONMYCKIHBOCTTA HA KaNWIAPHTE, NPEIH3IBHKAHA OT XJIOPO(GOPM, XHCTAMHH MIIH
XHalypoHHAasa.

Ilpn xopa

BenoToHHYHM CBONCTBA, HA0MIOAABAHH B KIMHUYHATA (PapMaKOIOTHA:

. [loBHmaBa Ba30KOHCTPHKTOPHOTO HeiiCTBME HA ANpPEHANHH, HOPAJPEHAIMH M CEPOTOHHH
BBPXY CyneppULHAIHHTE BEHH Ha PHKaTa WM H30MHpaHa cadeHOoBa BeHa

o [loBHmIaBa BEHO3HMA TOHYC, YCTAHOBEH Ype3 H3MEPBAHE HA BEHO3HMA KaNal[HTET, KAaTo Ce
M3I0NI3Ba IIETH3MOrpadus 3a oNpeAenaHe Ha KOHCTPUKLHATA, TIOHIXABa ofeMa Ha BEHO3HHA
3aCTOM.

. Ba3oKOHCTPHKTOPHUAT €eKT € B 3aBHCHMOCT OT NPHIOKEHATA 1034,




. [Tormxasa CpeJHOTO BEHO3HO HANATAHE, IOBBPXHOCTHO H IBIOOKO CHCTEMHO, YCTAHOBEHO B
ABOHHO-CIAIO0 NPOYYBAHE CNPAMO ILUTaueto H KoHTponnpaxo ¢ Jomiep.

. [ToBumaBa CHCTOMHYHOTO M JHACTOJNHMYHO KPBBHO HAIAraHe IIpH TOCTXHpPYpPrHYHa
OPTOCTAaTHYHA XHIIOTOHMA, KOSTO HHANPEKTHO AEMOHCTPHPA BEHOTOHHYHOTO neficTBHeE.
. AKTHBHOCT BBPXY PE3YNTATHTE CleH CaeHEKTOMHA.

BazonpoTeKTHBHH CBOWCTBA
. [ToBummasa chaOBaTa PE3UCTEHTHOCT, KaTo eeKTHT € CBbP3aH ¢ MpHI0KeHaTa A03a.

5.2 PDAPMAKOKHHETHYHHE CBOICTBa

QapMaKkOKHHETHYHO NpOYYBAaHHE ¢ JHOCMHH, ¢ OemsizaH pbriepod Ha 14 no3umms, noxaissa IpH
YKHBOTHH:

. brp3a adcopOLMA OT BTOPHA Yac CAeH NMPIWIOKCHHETO, KaT0 MaKCHMANHa KOHIEHTPALHA Ce
OjaKBa Mpe3 NeTHd Jac.
. Hucka creneH Ha pasnpegeiieHHe ¢ H3KIOMEHHe Ha OwnOpeuwre, depHHAa Apob, Oenmmrte

apoboBe U 0co0eHO BeHa KaBa M cadeHOBHUTE BeHH, KBHAECTO PAAUOAKTHBHHUA AHANM3 BHHAIY
NOKa3Ba II0-BHCOKM HHBA OT KOJKOTO B JAPYTUTE HM3NHTBaHH ThKaHW. HibuparenHoro
CBBP3BaHe HA AMOCMHMH M/WIM HETOBHTE MeTabOJHTH pacte 1o 9-Hi 4ac ¥ OCTaBa CTaOWIIHO
npes cneapampTe 96 yaca.

° EnuMuHKEpaHeTO Ce M3BBPIIBA IMTABHO upes ypuHara (79%), KaxTo H upe3 ¢exanmunte (11%) 1
Knbukara (2,4%), KoeTo NOTBBPKAaBa HHTPAXENaTaICH HKBII.

PesynTaTure 1nokassar 4 TOBa, 4¢ AUOCMHUH ce abcopbupa nodpe cnex nepopaaHo NPHUIOKEHHE.

3.3 HpeaxaIHHEYHH JaHHH 32 Oe30MacHOCT

Hama

6. DAPMALIEBTHYHH JAHHH

6.1 ChnucbK H2 NOMOLIHHUTE BeNlecTRA
[TomusuHunmaponuacH K30 18 g
MukpokpucTanHa uenyno3a 48 ¢
LlapeBHYHO HMINECTE 412 g
Maruesnes creapar 12 mg

6.2 HechbBMECTHMOCTH

Hama

6.3 Cpok Ha rogHocT

36 Mecena

6.4 CneumaJHH YCIOBHSA HA CHLXPAHEHHE
HaMa cneuuandH ycrioBns Ha ChXpaHEHHE.

6.5 JaHHM 33 OITAKOBKATS

2 TepMobnucrepa o 15 Tabnerkn




6.6 Cnenuajng Npeaa3HA MepPKH NPH H3XBLpJasHe H pabora

HaMa cnenManmHH H3HCKBAHHA,

7. HPATEXATEJ] HA PASPEIIEHMETO 3A YIHOTPEBA
Stragen France SAS

52 Rue de la République
69002 Lyon

OpanLys

8. HOMEP HA PASPEIIEHHETO 3A YHOTPEBA

20060753

9. JATA HA ITBPBOTO PAIPEINNEHHEMOAHOBSIBAHE HA PASPEHIEHHUETO 3A
YHOTPEBA

Hata Ha mepBO paspemaBane: 27.12.2006
JTata na nocneaHo nogHosasaHe: 15.06.2012

10. JATA HA AKTYAJIM3APAHE HA TEKCTA

01.2013




