KPATKA XAPAKTEPHCTHKA HA IIPOAYKTA

1. HME HA JEKAPCTBEHRA ITPOAYKT

Dioket 600 mg tablets

Huoker 600 mg TadneTru

2, KAYECTBEH H KOTHUYECTBEH CBCTAB

Enwma Tabnerka cuxabpika 600 mg auocmuH (diosmin)
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4.1 TepaneBTHINH NOKAIAHHA
. JlcugHRE HAZ CHMATOMH, CBBP3ZHE ¢ BeHOZHO-TEMQHA HEAOCTATBYHOCT. TEHECT B KPakara,

GomKa, MEPBOHAYANCH AACKOMPOPT B IETHANO KONOMEHHE
JleueEne na Gy HKOHOHAIHATE CHMITOMH NPH XEMODOHIATHA KPH3A
. JompnBamg aceHHe npd (yBEKIMOHATRY HAPY MCHHAA, CBBPIAHH € YYIUTHBOCT HA KATAIADHTC

4.2 JI03MPOBKA B HAMHMH HA HPHIOKERHE

3HPOBKA
. Benosna HegocTarsvHOCT: 1 TabNeTKa AHEBHO, CYTPHE IPEIH 3AKyCKa
. XeMoporzanHa kpa3a:; 2-3 TaGNEeTKH AHEBHO, N0 BPEME Ha XPAHCHE

Haumn ga mpanoxenne

MepOPaNHe MPHAGHKCHEC

4.3 Mpornsonoxalanms

CBPLXYYBCTBATEAHOCT KEM HAKOA OT CECTABKATE HA IEKAPCTBCHEA TIPOAYKT.

4.4 Crenpama npeaynpexicHHs u npeanang MepKH npa ynorpeba

[Mpu xemopomOanHA KpW3a MPHIATAHETO Ha AAOCMHE Ee¢ OTMEHA cneua)HMHOTO JICMEHHE HA APYFH
anamuu 3aGonspamma. Jlewenwere Tpalsa na Ohoe KpaTkoTpadHO - HE mopedwe OT 15 mHH. Ako
CHMIITOMHTE BCE OLI¢ CHIIECTBYBAT HIH C¢ BAOINAT, TpAQBA 12 ¢ HANDABH NPOKTONOTHYHA OLCHKA B
TCYCHHETO Ja C& Ipepa’riea.

4.5 B3anumoaeiicTBHE ¢ APYrH JEKAPCTBCHE HPOAYKTH U APYTH GOPME HA BIAMMOACHCTBHE

Hama panmm.
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4.6 MepTHHTET, FPEMEHHOCT H KhPMEHE

Bpemennoct

HsmaTBammaTa NpPH JKMBOTHH HC Cd YCTAHOBWIH TeparoreHHH edexrr. [lopamm mmmcara Ha
TepaTOrcHHH ¢(CKTH NPH XKMBOTHH, HE Ce 04aKksa AcdopMApam epexT B OpH xopa. Jocera, mo speMe
Ha H3MHTBAHMATA, NPOBEICHU IPH HBATA BUAA, BEIIECTBATA ¢ AcopMEpant eexT MpH Xopa Ca OuM ¢
NpPEABAPUTENHO AOKAZAH TCPATOTEHCH SeRT IPH KHBOTHH.

Jlocera KIMHHYHO BE ¢a HaOMOZABAHH HAKAKBH ASGOPMAIMH HA NIOAA HIH (ETO-TOKCHYHH edekTH.
Bce nak npocreagsaneTo Ha GpeMEHEH KCHH, IPHEMANTH JAOCMEH HE € JOCTATHYHO, 33 44 ¢ H3KIIOHH
BCAKAKEB PHCK. 3aT0BA He C¢ NPENopEYBa ynoTpedara HA JHOCMHHE MO BPEME Ha GPEMEHHOCT, OCBEH B
CIy4AH Ha HeOOXOIHMOCT.

Kznpmene
Tlopaau TMNCa HA JAHHHK 33 NPEMAHABAHE HA JHOCMHH B MANYHHOTO MIAKO K¢ CF MPEnOpsiBa KLPMCHS

IO BPEME HA JICYEHHETO.

4.7 EgexTn Bupxy cnocofuocrTa 3a modupane H padora ¢ Mamunn
Hama

4.8 Hexenann JIEKapcTBERN PEAKITHH

M3BeCTHH Ca CIIy4ad Ha CTOMANIHO-YPEBHE HADYCHHA, KOHTO PAAKO HIBCKBAT NPEYCTAHOBABAHE Ha

NEYEHHETO.
Cro6 € HA I1 AT HE N

Cr00mABABETO HA IOAO3KPARH HEKETAHE PEaKIMu CIICA PA3peIiaBane 3a ynorpeba Ha TeKApCTBEHHA
OPOAYKT € BaHO. TOBA MO3BONABA A2 NPOABIDEH HAOMIONEHHCTO HA CHOTHOMIEHHETO NOI3a/PACK 33
NEKAPCTBEHHA MPORYKT, OT MEAHIMHCKHTE CIELHAMCTH CC H3HCKBA 1a ChoOMmABAT BCAKA DOAO3HPARA
HOMETARA peakims ypes MamsnauTena areHlEs no AeKapeTsara, ya. ,, Jdamvas Upyes” Ne 8, 1303
Codms, Tew: +359 2 8903417, yebeaiit: www.bdabg.

4.9 Iipepo3upane

He ca onycans CHMITOMM NIPH NPEXO3KPARE.

5. ®APMAKOJOIHYHHA CBOHCTBA
5.1 PDapMaxoIHHAMHINH CBOHCTRA

BEHOTORHYHO H BA3ONPOTEKTHBHO CPEJCTBO, NPHYHHABAING BA3CKOHCTPHKOMY, NOBHIIABAHC HA
CHIOBATA PEIHCTCHTHOCT H NOHIDKABAHE HA CBHAOBaTA mponyckmsoct. ATC: COSCAG3

3a Aa ce JOKAKAT TE3H CBOMCTBA Ca NPOBENCHH PASITAYHHA NPOYIBAHAA NPH XKABOTHHA H X0p4.
Hpu mABOTHA

BeHOTOHMYHE CBOHCTBA

[ToBumaBa ce BEHO3HOTO HAINMTAHE IPH AHCCTEIHPARH KYHETA CIEA FHTPABCHO3HO MPHIOKCHHE,

BazonporekTABHE CBOHCTBA

. JlelcTBRE BEPXY NPONYCKIABOCTTA HA KAMMIAPHETE, ARTHEIEMATO3HO H HTHHHIAGIAMATOPHO
JACHCTBHC MPH TUTLXOBE,

. JeiictBEe B5pXy AcOpMACHIHTETa HA EPHTPOLHTHTE, H3MCPERO UPE3 BPEMETO Ha (urrpatins
H3 CPRTPOLHTHTE.

bg-spc—dean%ﬁﬂnf{ns




. TiopHinABA KANHMMPHATA PESACTERTHOCT NPH IUTBXOBE B MOPCKH CBHHYCTA ¢ JACpHIMT Ha

Buramus P daxrop.

. Mouwxcaea NPONYCEARROCTTA HA KANKIAPHTS, NPCAMIBUKAHA OT XAOPOJOPM, XHCTAMERH WM
XHATYPOHHAAA.

Hpu xopa

BenoToHwHH CBOHACTRA, HADMOAABAHM B KUIHHHYHATA (JapMaKOJIOTHA

. IMTosHIABE BA30KOHCTPHETOPHOTO ACHCTBHS HA aAPSHAAHH, HOPAAPCHANHH H CSPOTOHHH BBPXY
cyncpdbHoEaRHITC BEHH HA PBKATa HIM H30THPaua ca(eHOBa BEHA.

. TlopHmaBa BEHOSHHA TOMYC, YCTAaHOBEH 4PE3 H3MCPBAHC HA BCHOZHHA KANAUMTET, KaTO Ce
H3MOI3BA MIETHIMOTpadHa 3a onpesensue HA KOACTPHKIAATA, OHWKABA 00eMa HA BEHOIHHS
3ACTOH.

Ba3oxoHCTPRKTOPHEAT SQEKT € B 3aBHCHMOCT OT NPHIOKCHATA 034,
[ToHmKARa CPEAHOTO BEHOIHO HANATANE, IIOBLPXHOCTHO B IBI00K0 CHCTGMHO, VCTAHOBECHO B
OBOMHO-CIEAO MPOYHBAHE CIpAMO nianeho H KoHTpompaHo ¢ Jomep.

. [MoprIzABA CHCTOMMMHOTO M JHACTONHYHO KPBBHO HANMTaHE 6OPH DOCTXHPYPrHYHA
OPTOCTATHYEA XHIIOTOHHA, KOSTO HEAHPEKTHO AGMOHCTPAPA BEHOTORHIHOTO ICHCTBHE.
. AKTHBHOCT BEPXY PedyNTATHTE ciel CadeHEKTOMHA.

BazonpoTeKTHBHE CBONCTEY
. [Mosnmasa CLAOBATA PEIMCTEHTHOCT, KATO ¢fCKTET € CREP3IAH C MPUIOKSHATA 033,

5.2 DapmaROKHHETAIHH CBOHCTBA

DapMAKOKHHETHIHO MPOYYBAHHE ¢ JHOCMEH, ¢ Oena’aH BRLACPOA HA 14 NO3HNEA, MOKA3BA OpH

AKHBOTHH:

. Brp3a abcopOumEsa OT BropHA Hac CHCA NMPATOKCHHCTO, KATO MAKCHMAITEA KOHICHTDADHA CE
OMAKES TIPEY METHA JAC,

. Hucka CTeNeH Ha PAasHpeAc/cHEE ¢ H3KMoYeHNE Ha 6R6peunTe, Yepaus apob, Gemrre apobose

H ocoBeHO BEHA K483 B CAQSHOBUTE BEHY, KBIETO PAMHOAKTRBHNA ARAIHS BUHATA NOKA3BA MO~
BHCOKH HHMBA OT KOJKOTO B JADYIHTE M3NHMTBAHH TEE3HH. H30HpAaTeIHOTO CBBP3BAHE HA
JHOCMHEH W/HIH HErOBAETE MeTaGonuTs pacre 40 9-#4 Yac H OCTABA CTAGHIHO NP3 CHEABANATE
96 yaca.

. ETMMHHHDAHETO (¢ H3EBPIIBA CIABHO 4pe; ypunara (79%), kakto m upes dexammre (11%) n
A& TpIKaTa (2,4%), KOET0 HOTBBPAKAABA HHTPAXCHATANCH HHKBIL

Pe3ynraTure DOKA3BAT H TOBE, 4e AROCMHH e afcopOrpa 200pe S NEPOPAIHO MPHIOIKSHES.
53 lpeikaunA4Hn JaHHH 32 Ge30macHoCT

Hama

6. DAPMAINEBTHYHH TAHHHA
6.1 Choucex HA MOMONIHHTE BEM[ECTBA
Nommsrmrmupomaon K30 18 mg
Mukpoxpucramsa nenyao3a 48 mg

Lapesmino Humecre 42 mg
Marueines creapar 12 mg
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6.2 HecnemecTimocTH

Hama

6.3 Cpoxk na roaHocT

36 mecena

6.4 CnenyaiHy yo/I0BHA HA CEXPAHEHHE

HAMa cnemsamHy yCI0RHS BA CLXPAHCHHE.

6.5 Buj ¥ chubpaagye Ha ONAKOBKATA

2 tepmobnucrepa mo 15 Tabnern

6.6 Crnenmases npeanasHy MepKH npe H3XBEp/IaHe 1 pabora

Hmva crienma iy H3MCKBAHWA.

7.. MIPHTEXATEJ HA PAIPEINIEHHETO 3A YIOTPEBA
Stragen France SAS

30 me Edouard Nieuport, 69008 Lyon
DOpanHnEs

8. HOMEP HA PA3IPEINEHHETO 3A YHOTPEBA

PerncTpaipsosnen nomep 20060753

9. JATA HA OBPBO PAIPEHIABAHE/MOAHOBABAHE HA PAIPEHIEHHETO 3A
YHOOTPERA

Jara Ha mepBo paspemanane: 27 gexemspu 2006 r.
Jara Ha nocneano nonuosssans: 15 wHu 2012 v,

10. JATA HA AKTYAITAIHPAHE HA TEKCTA

0272020
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