KPATKA XAPAKTEPUCTUKA HA TPOLOAVKTA

MUHWUCTEPCTBO HA 3[PABECTIASBAHETQ

[TPUNOIKEBHAE KbM
paspsusskme 3a yrope6a Ne s AY (9. [ 03 10,06, .

1. ¥iMe Ha JieKapCTBEHKMS NMPOAYKT Neg[25 99 loov ,G\M)Lr

Cynarix/LUuHapukc

2. KosinuecTBeH ¥ KAQYECTBEH CbhCTaB

1 TabnieTka ChabpXKa akTuBHa CbcraBka Cynarae folium
extr.siccum(4-6: 1)-55mg /craHgapTvusnpad KaTto He no- Manko ot
1,25 % KaheunxuHHm K1ucenunn /

3. JiekapcTBeHa hopMa

ObBuUTH TabneTku.

4, KinnryvHEM AaHHN

4.1 TiokazaHus

[pu HapylleHust B XpaHOCMUMAHETO,NPUAPYXEHW C ra30Be B YepBaTa
1 noAyBaHe Ha Kopema.floaabpxallo fieHeHne npy XIrbyHo-
yepHoapobOHa AUCHYHKLNA.

4.2 [o3vpoBKa M HauMH Ha NpuioXeHne

Bb3pacTHy M geua Hag 12 ronubu ¢

[lo 1-2 Tabnerkyn 3 rbTM JHEBHO NO BPEME Ha xpaHeHe C Marko

TEYHOCT. T
WS T o
[MpOABIDKUTENHOCTTA Ha fIPUNIOXeH e ce onpegernsi ot CBCTo}i/Hue:rOf»

Ha Bonkus cren npernea.




4.3 [NpoTEONoOKa3aHUS

Aneprusi KbM apTUILOK WM KbM HAKOS OT MOMOLHUTE CbCTaBKy,
excTpaxeraTasnHa 6unMapHa 0B6CTpyKUMs, EMIUEM Ha XIThYHNS
MEXYp,TeXXKa yepHoApPoBHa AMCHYHKLIMS, 3anyLIBaHE Ha XJTbuHUTe
MBTULLA Y XONELMCTUT.

4.4 Crieumarisv NPpERYNpeXAeHUs v NMpepnasHu MEPKK 1py
yiioTpeba

Mpy riosisaTa Ha BPEMEHHOCT, @ CbLIo Y NpK NpoAb/KaBaHe Ha
onnakBaHusTa fa ce NpeoLeH CbOTHOLWEHUETO
puck/rionsa.Heo6xoanM € IMbpBOHaqaneH Nperneq 3a onpeaensHe Ha
[MarHo3aTa,KakTo M pefoBHK Npernieamn 3a npernopbKa 3a
MPOALIDKATENHOCT Ha TEPanusTa, Thi KaTo CUMITOMUTE MOXe [a Ca
Besier Ha cepuosHo 3abonsBaHe.
4.5 JiekapcTBeHy B3aMMOAEICTENS M APYTHU hopMM Ha
B3aMMOLENCTBUNE

He ca usBecTHu.

4.6 BbpemMeHHOCT M KbpMEHE

Hama panHy 3a yBpexaall eheKT BbpXy nao[a rno BpeEME Ha
BpeMeHHOCT WM BbPXY KbpMayeTo. JlekapsT TpsiOBa [ia npeueHn

CLOTHOLIEHUETO PUCK/Fos3a.

4.7 BrinsHue BBPXY Coco6HOCTTa 3a mohupaHe u pabora C
MaLUyHU

He e u3BectHo.

4.8 HexxeraHM JIEKapCTBEHWN peaKuny




B penxu cnyyam ca HabniopaBaHy npexoaHn CUMITOMM Ha
CTOMaLUHO-YPEBHO [ipa3HeHe — rajeHe, Avapus, RaTyneHums 1
MpPOSiIBU Ha CBPBbXUYBCTBUTENHOCT.

4.2 [ipepo3vipakHe

He ce chobliiaBa 3a TOKCUUHO JielicTBHUE.
5. ®apMaKoAoOrMYHn BaHHEN

5.1 ®apMakofguHaMNUYHW CBOMCTEA

Mpy npeaKnMHUUHKTE U3CHEeABaHUs CTaHAAPTUINPaHUS BOAEH
M3CYLIEH EKCTPAKT OT JINCTa Ha apTULLIOK M0Ka3Ba JIEKO U FIOCTOSIHHO
XOfIEPETUUHO , XENMATOMPOTEKTUBHO , AaHTUOKCMAAHTHO U
aHTUXONECTaTUYHO AelcTBMe, Tol NpefoTBpaTsBa KOHrecTusiTa Ha
edEPEHTHNTE MUTbYHM MbTULIA U CTUMYSIMPa CeKpeLusiTa Ha
MaHKpeaTU4HN EH3UMMN.

XenaTobunmMapHoTO My AEACTBYE Ce M3pa3ssBa upes CTUMY/iMpaHe Ha
xonepesarta. Habniopasa ce yBenmuenne Ha obpasyBaHeTo Ha
MUTBUHU KMUCEFMHU 1 Ha cekpeunaTa UM, OCBEH TOBA €KCTPaKTbT
[ieiicTBa XENaToNnpPoOTEKTUBHO , KOETO MOXe BU ce AbXK Ha
AHTUOKCMAGHTHUS My , MHXMOMpaLY paaukanuTe edexr.

Knnanuecku ce Habnoaasa obnekueHme Ha gucrnencusita Win
CTOMatlHus AMCKOMMOPT , BEPOSITHO YPE3 [OMISIMOTO YBENIMYEHNE Ha
xonepesara. [py KIMHUYHY USMNTBaHWS Ce YCTaHOBM , Ye cpefHaTa
MUTbUHa CEKPELMS Ce YBEeMuaBa 3HaUUTENIHO , KaTO MakcuManHuTe
croiiBocTy ca okorno 150 % oT HayanHuTe.

MpY HAKOJKO U3NWUTBaHUS , EPEKTUBHOCTTA Ha EKCTPaKTa OT
apTULLIOK MPpW AUCTIENTUYHM ONNaKBaHus ce U3MepBa 4pes
ChOTBETHUTE CUMITTOMU. TUMUUHUTE CUMITTOMM , KOUTO C&
noaobpsieat aiep ynorpeba Ha excTpakTa ca noepwiliaHe [/ rafeHe /
crien XpaHeHe / , croMaltiHa 6onka , paHHO HacullaHe / i YyBCTBO
33 MbAHOTa Ha cToMaxa / ¥ HerNMoHOCUMOCTTa KbM MasHuHM [
rofobpsiBaHe CMUMGHETO Ha MasHuHW/.

OcBeH TOBa HSKOW KNMMHWUYHY OAHHKW FOBODAT 3a

Q\' ’L‘-l‘d‘%g- 7




5.2 DapMaKOKMHETMYHN CBOUCTBA

HsMa panHu 3a hapMakoKMHETUKATa Ha excrpakTa OT JINCTa Ha
apTUILIOK WK Ha OTAESHUTE MY CbCTaBKW. W3creaBaHusTa C
usonMpaH vepeH Apob Ha MibX , NOANIONEH Ha nepdysus nokaseart
MHOIO 6bP30 U MHTEH3MBHO YBENMUEHUE Ha XUTbYHMS MOTOK , KOETO
ce HabnioaaBa cKopo cren npubassiHe Ha eKCTPaKTa KbM
nepdy3noHHaTa TEHHOCT.

5.3 [pepknMHWYHU AaKHK 38 6e30nacHoCT

B HSIKOM 1O-paHHK Mpoy4BaHus ce choblilaBa 38 HUCKA TOKCUYHOCT.
Octpata LD10 npy uHTpanepuToHEaHo NMPUIoKeHne Ha BOAHO-
ankoxoreH exctpakT rnpu rbxose e 1000 mg/kg. , LD50 Ha
excrpakT , oboraTteH C katheounTKMHUHOBK KucenuHn e 265 mg/kg.
[pu nepopasHo npunoxenve LD40 Ha oboratenusi BOAHO-aNiKOXOMEH
ekcTpakt e 2000 mg/kg.

LD50 Ha uzonupaHata ChCTaBKa HMHapWH , fPUIIOXKEH
WHTpanepuToHEeaNnHo npy MuylLku , e 3597mg/kg.

6. ®apMaleBTHYHM AdHHK

6.1 CrnvchbK Ha MOMOIUHKTE BELIECTBA U TEXHUTE
KOJIMYEeCTBa

Copuesnra Ha 1 1ab/eTka mygy/ TabreTka

Cellactose/75% Lactose monchydrate n 25%

Cellulose powder 78.17
Maltodextrine 11,6875
Copovidone 13,3855
Crospovidone 20.0
Silica . colloidal anhydrous

Talc
Magnesium stearate




Ob6Buska Ha 1 TabrneTka magy/ TabneTka
Sucrose 86.335
Talc 59.203
Titanium dioxide 4,077
Acacia 6.864
Methyl cellulose 0.979
Calcium carbonate 7.910
Povidone 2.955
Glycerol 85% 1,958
Silica , colloidal anhydrous 7.910
Sicovit Green /Quinoline yellow E104+Indigotin E132/0.076
Quinoline yellow E 104 0.686
Eudragit E 0.772
Hoechst Wax E 0.275

6.2 OUIMKO-XMMUUHY HECLEMECTUMOCTH

He ca 13BeCTHM.

6.3 Cpok Ha rogHocTt

5 rogvHu.
He TpsibBa Aa ce u3ros3Ba e MsTy4axe Ha Cpoka Ha rogHoCT,

oTOens3aH BbpXY OMNaKoBKaTa.

6.4CrielNankK YCO/I0BUS 32 ChXpaHenne
Hsima

6.5 [akrku 3a OoriaKoBKaTa

ByTWiiKa OT MOMMETWIEH C BUCOKA MITbTHOCT CbC 3anyllalika oT
MONMETUIEH C HUCKa MUTsTHOCT U 6rmcTep oT PVC/PMA/AlCee CcuH

g ew
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nonAMMepeH GunM, ceabpkaly 12 0681t TabneTkun, CbOTBETHO 10
26p. v 1o 56p. brncrepa ¢ AMCTOBKA B KAPTOHEHA KYTUS.

6.6 Ykazahus 3a ynoTpe6a

Hama crneuuanHi yKasaHus

7. lMe y appec Ha NPOU3BORVTESIS U IpUTEXXarTen Ha
PErMcTpauroHHNS LOKYMEHT

Pharmazeutishe Fabrik

Montavit Ges.m.b.H.
Salzbergstrape 96

A-6060 Absam

Austria

Telephone: + 43 5223 57926
Telefax :  + 43 5223 57926

E- mail : pharma@montavit.com

8. [ipyru cTpaHy , B KOUTO € perncrpupakx MpogyKra
Asctpus , Benrapus, Pycus

S. MbpBa perucTpaums Ha NpoayKia

Ascrpus : 18.04.1957 r.  PerucrpaumoHeH Homep : 9614

lMocriepna pepakuma
Mapt 2004




