KPATKA XAPAKTEPUCTHKA HA ITPOXYKTA

U3MbIIHUTENRHA ATEHURA NO NEKAPCTBATA

KPaImick XapaKmepucrTiKg Ha npogyxma - FInuaoxenue 1
1. HME HA JIEKAPCTBEHUYA INPOAYKT l
Kem Poe. Mo AOLD0L03

Iunapukc ¢opre 600 mg 06BHTH TAGAETKR
Cynarix forte 600 mg coated tablets

2. KAYECTBEH 1 KOJIMYECTBEH CHhCTAE

Beska obsura rabnetka chaspxa 600 mg cyx CKCTPAaKT OT 1ucTa Ha Aptamok (Cynara
scolymus L., folium (4-6:1)), excTparenT: npeancrena soxa

ITomomuu BemecTBa ¢ H3BecTHO AeiicTere: 204,54 mg 3axapo3a.

3a TBIHMA CHHCBK Ha IOMOIIHUTE BEINECCTBA, BHXKTE TOYKa 6.1.
3. JIEKAPCTBEHA ®OPMA

OO6Bura Tabnerka
Benn, nBoiiHOM3NBKHANH, IPOABIIOBATH, raHIHpaHH OOBUTH TabJIeTKH.

4. K/IHMHUYHH JAHHUA

4.1 TepaneBTHYHH MoOKXazaHH"

PacTuTenen nekapcTBeH HPONYKT.
[{rnapuxc ¢opre e noxazax:
- 3a obnekuaBaHe Ha MUCHENTHYIHH ONTAKBAHHA KATO yCeIane 3a HaTHCK H IrbJIHOTA,
ragcHe, MCTCOPHU3IBM, OpHIBaHe U OOJIKH B CTOMAaXa
- llpn Hapymenns Ha YepHOAPOGHATA CHCTEMA H XITBYHHTE IBTHINA;
- 3a cTMMy/IMpaHe Ha JXTbYHATA CeKperus U Npeana3BaHe Ha YepHUI ApoO;
- llpH nexa no yMepeHa xunepnunmuneMus (XHHIEpXoaeCTEPOIEMHUA H
XHNEPTPUTITULECPUIEMHS);
- 3a peryndpane H noaoSpaBaHe Ha JIMIMIHAS METAGOMUIEM.

[nnaprxc dopre e 32 ynorpeta npn Bb3PaCTHH H IOHOWIH HaJ 12 roauHy.
42 /I03HpOBKa H HAYHH HA NPHJI0KEHHE
O3UPOBKA

Bw3pacmuu u deya nao 12 200unu
| Tabnerxa 2 neTH AHEBHO
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HaguH Ha npHiaraue

[unapuxc dopre 06BuTH TabNeTKH ce npuemar IPCAH XpaHCHe, ¢ AOCTaThIHO TETHOCT (Hamp.
€IHa Yaina BojJa).

43 IIpormBOomOoKazauusd
- CBPBXYYBCTBHTENHOCT KBM JIHCTA OT ApTHIIOK, KbM JAPYrH PAaCTCHHA OT CeMelcTBO
Asteraceae I KBM HAKOE OT IOMOILIHHTE BEINECTBA, ITOCOYEHH B T.6.1.
- 3amyuiBaHe Ha JOUTHYHHTE NBTHINA, XOJIAHTHT, XOJEIHTHA3a M JApyrH 3a0o0JMBaHHA Ha
XKIIBYHHTE ITBTHIA ¥ XEIIaTHT.

44 CoenmajnnH NpeXynpexIcHAs H NPeANASHM MEPKH IpH ynoTpeba

[lernaTpuyna nonynanus
He ce npenopsusa 3a ynmotpe6a npu gena nox 12 rouHu.

AKO CHMIITOMHTE C€ BJIOIIAT WIH IPOABIIKAT CHAEA 2 CEAMHMIOM INIPHEM Ha JIEKapCTBEHHS
IPOAYKT, TPAOBA 114 Ce NOTHPCH JIeKapcka IOMOIII.

IlanmenTs ¢ peaxn HacneACTBEHM nNpoGieMH HA HEMOHOCHMOCT KbM ¢pyKkTO3a, TMIOK030-
rajakTo3Ha ManabcopOnua WM 3aXapo30-H30MANTa3eH RepHUHT He TpabBa Ja mpueMar ToBa

JIEKapCTRO.

4.5 BzanmopelictBHe ¢ Apyrm JAEKAPCTBCHH MNPOAYKTH H ApYrH ¢opMuH Ha
B3aHMOJeHCTBHE
He ca nposexalu npoyusanus 3a B3anMo/ielCTBHATA.

4.6 @epTHIMTET, 6PEeMEHHOCT H KbpMeHe

Hunapuke ¢opre He ce mpenopwusa mo BpeMme Ha OPEMEHHOCT H IpH XEHHM C HETEPOACH
TIOTEHI(HAN, KOHTO HE B3¢MAT KOHTPALECIITUBHH MEPKH.

[unapukc ¢opre He Tps6Ba na ce U3MON3Ba MO BpeMe Ha OpeMeHHOCT.

HsMa Haymusm 1anAM 323 edexT BLpXy dhepranurera.

4.7 Egexrn BbpXy cnioco6HocTTa 32 modHpane n padoTa ¢ MamEHM

Llurapuxc ¢opre 06BATH TAbETKH He MOBIUABA WM HE3HATHTEIHO MOBIMSBA cnocobHoCTTA 33
Imo(pHpate u paboTa ¢ MaIHHH.

4.8 Hexenanmu JeKapcTBEHN peaKnuM

3a OLICHKA Ha YECTOTATa HA HEXEIAHHTE PEAKLHA € H3II0JI3BaHA Cli¢aHara KiacH(pHKaLns;
Muoro gectn (>1/10)

Yectn (>1/100 no <1/10)
Hegecru (>1/1000 no <1/100)
Pexxu (>1/10000 mo <1/1000)

MHoro pemxa (< 1/10000) B
C HeusrecTHa YecToTA (OT HATMYHHUTE JAHHH HE MOXKE 1A CE OIIPENECIH 9ECAOTA )"’F L s
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CToMamuO-9peBHH HAPYIIECHUS:
C HensBecTHa yecToTa: Moxe 1a ce mogey cinaba ANapHs ¢ KOPEMHH CITa3MH, KaKTo H
OIUIaKBAHHA B CIIATACTPHYMA, KATO TajicHE H KACE/IUHHN.

Hapymenus na UMyHHaTa cHcTeMa:
C HEeM3BECTHA YECTOTA: ANIEPrHYHH PEAKIHH.

Crobinapane Ha No03MpaHH HEXEJIaHH DeaKIiHH
CbobmaBaneTro Ha MONO3MpaHH HEXeAHU PCaKuHH ClIeR paspemaBaHe 3a ynorpeba Ha

JICKapCTBCHUA TNPOAYKT € paxHO. ToBa mosBonsBa Ja NpooBDKM HabMOZEHWETO Ha
CEOTHOLWICHHETO MON3a/PHCK 3a JEKAPCTBEHHA NMPOAYKT. OT MeIHMIIHHCKHTE CTIELIHAIIACTH Ce
H3HCKBA Ja ¢HO0mAaBar Bciakxa NORO3HPaHA HEKENAHA PEAKIHA Ipe3:

M3mbimHuTeTHA areHIMs 10 JIeKapcTBaTa

yi. ,,Jamsau I'pyes” Ne 8

1303 Codus

Ten.: 02 8903417

yebcait: www.bda.bg

4.9 Ilpenosupane

Hama crobmenns 3a crygan Ba peao3yupase.

5. ®OAPMAKOJOIHYHU CBOMCTBA

51 PapmakoaHHAMHYHH cBONHCTBA

(dapMakoTepanesTHYHa rpyna: Jpyru NPOAYKTH IPH 3200/1BaHUA HA XKITHYHATE THTHINA
ATC kon: AOSAX

Hnertuduunpann ca kadeoHIXMHOBHTE KACCTHHH, (naBoHOMAMTE (HaNp. NyTeomuH) H
CCCKBHTCPIICHOBUTC JIAKTOHM KaTO aKTHUBHH CHCTABKM HAa €KCTPAaKTa OT JIMCTA Ha apTHIIOK.
Kageounxunopure xucemnn ysenngasar CEKPCLIMATA HA XITBYHH KHCEJIHHH, KOSTO € OCHOBEH
MCXAHHILM TIPH JICUCHHETO Ha NMCNENTHYHH OIUTAKBAaHUs. JIHIHMAO-IOHHKABAINOTO NEHCTBHE
Ha CKCTPaKTa OT apTHUIIOK CE Ib/DKH Ha JIyTCONHMHA, KOWTO 3HAYHTEIHO HAMAINBA OHOCHHTE3aTa
Ha xonecTepoln. ['opumBrTE Ha BKyC HA CECKBHTEPICHOBHTE NAKTOHM (Hanp. IHHAPOIHKPHH )
CTHMYJINPAT CCKPENUATA Ha CTOMAIIHH KHCE THHM,

YcranoseHo €, 4Ye npu In vifro NpOy“BaHHA Ka(COWIXHHOBHTE KHCSIMHH TIOKAa3BaT
MPOTCKTUBHO JCHCTBHE BBPXY XENATOLMTHTE, MpH CKCIICPHMEHTAITHO HpeAM3BHKAHO
OKHMCIIHTEIHO YBPEXAAHE NpeAnasraT MeMOpaHaTa Ha YEPHOAPOOHUTE KIICTKH.

3.2 dPapMakoKHHETHYHH CBoOicTBA

Abcopbns:

XonepeTHaHUAT edeKT HacTbnBa 30 MHHYTH clex IpHEMa Ha JIeKapeTR
CRABPKAI EKCTPAKT OT JIMCTA Ha apTHmoK. bBup3oto ypemmuenpe  wa #fmm
KOHIICHTpallMH Ha KadeeHaTa KucenwHa, (epyloBa KHCEITHHA U Haotyeﬁfgaga?mﬁﬁce I E)g
Tepeataf< )
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Cuanta ce, 4e ne6en0TO 9epBO € APYroTo MOTEHLUMANHO MICTO Ha abcopboud, THH Kato
TOITyEHHTE CTOMHOCTH Ha Tmax 32 TOTANHK AuUXHApoKadeeHa 1 THXHAPOPEPYNOBA KHCEJIMHHE ca
MEXAy 6-7-uq gac.

YcranoseHo €, 9e 33% xnoporenosa kucemuna u 100% xedeeHa kucennHa ce abcopOupar B
THbHKHTE Y€pBa Clie]] NEPOPATHO IIPHIIOKEHHE.

buo chopmMm EJINM aHe:
Kadeenara xucenmuna, Heifaure MCTHJIHPaHH NPOH3BOAHH (hepysIoBa KHCEIMHA H H3odepynosa

KHCCMHA M TEXHHTC XUADOTCHHPaHH IPOM3BOJHH IUXHApoKapeeHa KuceldHA H
JHXUAPOGENyPOBa KACEIHHA ¢4 ONEHEHM KaTo MeTaGOoNHTH Ha KaQCOMTXHHOBHTE KHCETHHH.

I'onama gacr or Te3u MeraboymT ce CIIMMHHHPAT IIOA PopMa Ha CyN(aTH WM IIIOKOPORHIH.
[loxasan e aBydasen npodun Ha emMuEHpane.

5.3 IlpeaxnHHHYHE JaHHH 33 6e30MACHOCT

He ca mnpoBexnmaHH u3nWTBaHms 3a PCMPOAYKTHBHA TOKCHYHOCT, TI'€HOTOKCHUHOCT M
KaHIIEPOr¢HEH ITOTEHIHA.

6. ®APMAIIEBTHYHU JAHHH

6.1 CnHEcbk HA NOMOIMHMTE BEIECTBA

3axapo3a

CunmuyeB THOKCHT
ManrozexcTpun

Tank

XHAPOKCHIIPOMAI 1[E)TyJI03a
MarnesueB creapar
TrranoB muokcan (E 171)
Apabcka ryma

Eynpaxut E
Merunuenynosa

Kanmguen kap6onar
IMTosraon K30

['manepon 85%
MonTarnmukosnoB Bocsk

6.2 HecnrBMecTHMOCTH

He e mpunoxumo.

6.3 Cpoxk Haroanocr

3 ronquHy




6.4 CnenHaJHH yCJIOBHS 38 ChXpaHeHHe
Jla He ce cpxpangna nag 30°C.
6.5 BmaucoabpkanHe HA OMAKOBKATA

benu, ABOAHOR3MBKHAH, IPOTHATOBATH, rMaHIUpaHH 00BUTH TableTKH, MOCTABEHH B
PVC/PVAC/Al 6muctepn.
Bunose onakosku: 110 30 1 1o 90 06BUTH TabIeTKY.

He BcH'KY BHIOBE OIAKOBKH Morat fa 6B1aT myCHATH Ha nasapa.
6.6 Cnenmanum NpexnazHE MepKA NpR H3XBBLPJISHE

HeH3nolspaHuAT NpoAyKT MM OTHANBYHATE MaTEPHANH OT HETO TpsOBa 1a ce U3XBBPILT B
CBOTBETCTBHE C MCCTHHTE H3HCKBaAHMS.

7. IIPHTE)XATEJI HA PASPEIHEHHUETO 3A YIIOTPEEA

Pharmazeutishe Fabrik Montavit Ges.m.b.H.
Salzbergstrasse 96

6067 Absam/Tirol,

ABcCTpud

phone: + 43 5223 57926 0

fax: + 43 5223 57926 11

e- mail: pharma@montavit.com

8. HOMEP HA PA3PEIIIEHHETO 3A YHHOTPEEA
Perucrpanuonen Homep: 20190263

9. JATA HA ITBPBO PA3ZPEIIIABAHE. / INIOJHOBSIBSIHE HA PA3ZPENNIEHUETO
3A YIIOTPEBA

Jlata Ha mppBO paspemasane:;15.11.2019

Jlara Ha nocIeHO NOMHOBABAHE:

10. JATA HA AKTYAJIMBUPAHE HA TEKCTA

Cenremspu 2024




