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KPATKA XAPAKTEPHCTHKA HA TIPOZIVKTA_ > dvar B3
J & “03- 2095

1. HME HA JIEKAPCTBEHUS ITPOAYKT

TaBunexk 150 mg cTomallHoO - YCTOHYHMBH KarcCyJiH, MEKH
Tavipec 150 mg gastro-resistant capsules, soft

2. KAYECTBEH U KOJIMYECTBEH CHCTAB

| kancyna ceabpxka 150 mg Spicae aetheroleum (LllupokonucTHa naBanayia, Macio)
3a MbJIHUSA CIUCHK HA MOMOILIIHHUTE BEILIECTBA, BUXKTE TOYKA 6.1.

3. JIEKAPCTBEHA ®OPMA

CrTomallHO - yCTOHYMBA KancyJja, Meka.

4. K/IMHHUYHHU JAHHHU

4.1 TepaneBTHYHH NOKA3aHHA

PacTurenen nekapcTBeH nNpopyKT
M3non3Ba ce KaTo €KCNEKTOPAaHT W KaToO CroMararejiHo CpeJCTBO KbM aHTHOMOTHYHOTO JICUEHHE
B CJIy4aH MpHu:

- OCTbp U XpOHHYEH OPOHXHT

- OpoHXHeKTa3uu

- KaluiyMua npy nyuayu

- CHHY3HT

4.2 JI03HpPOBKAa H HAYHH HA NPHJIOKEHHE

Jlo3upoBka
Bb3pacTHH W neua Hag 12 roaMHM: mo 2 KancyJi 3 mbTH JHEBHO.

HauyuH Ha npujoxeHue
TaBunek kancynu TpsAdBa 1a ce MOrIbLIAT LEH ¢ MAJIKO TeYHOCT, 30 MHHYTH NMpean XpaHeHe.

HsiMa u3anuTBaHus 3a NpUIOKeHHe U JI03MPOBKA NPH JIELA.

4.3 IIpoTHBONOKAa3aHHA

CBpBbX4yBCTBHTEIHOCT KbM QKTHBHOTO BEILECTBO HJIM KbM HSAKO€ OT NMOMOILIHHMTE BELIECTBa
H30poeHH B Touka 6.1.

4.4 CpeuHaJIHH npeaynpexaeHHsi U NPeANa3HH MEPKH NpH ynorpeba

[leauaTpuyna nony.Janus
[lennarpuunure wu3cneiBanus Ha TaBunek kancynu ca HemocraTbyHu. [lopaaum  ToBa
JICKapCTBEHHUAT NPOAYKT He TpsibBa jAa ce npuiara npud geua nojy 12 roaw
[TomowHoTO BewecTBo opawxeBo xbaTo S (E 110) mMoxe ga npuuuHu anep
FIIMLEPOJ MOXKE a MPUYMHH IJ1aBo0OJIHE, CTOMALIHO IPa3HEHe U JIHapusl.




Ako caen 14 qHH NpHeM Ha JIEKapCTBEHHA NPOAYKT CUMIITOMHTE NPOAL/DKABAT MM CHCTOAHHETO
Ce BJIOILIH, AA CE IPEOLIEHH NTEUEHHETO.

4.5 BaammoaeiicTBHE ¢ ApPYrH JIEKAPCTBEHH MNPOAYKT™™ H JApYyrH (OPMH HA
B3agMoaeHcTBHE

He ca nposexxaaH# npoy4BaHHA 3a B3aHMO/IeHCTBHA.

[lenuaTpHYyHa nonyjaalus

[IpoyyBanus 33 B3aHMOAEHCTBHETA Ca MPOBEKAAHH CAMO MPH BL3PACTHH.
4.6 QepTHAHTET, (PEMEHHOCT H KbpPMEHe

[Ipy ONMTH NPOBEACHH C XKHMBOTHH Macnoro oT [lHpokonucTHA JNaBaHAyNa B afeKBaTHH HO3M
HAMa TeparoreHen edexT. He ca nposexaaHH KIMHHYHH H3NHTBaHUA npH GpemeHHd. He e
H3BECTHO Jand MacioTo or lllnpokonucrHa JaBaHayNa npeMHHABA B niaofa M Kepmara. Ilpu
ABJIroroauinHa ynorpeba na TapHnex kancynu He ca NONYYEHH JaHHH 38 PHUCK NpH OpeMeHHH H
KbpMaikH. [Io BpeMe Ha OpEMEHHOCT H KbpMEHE Ce Mpuiara ciiefl NpeleHKa Ha ChbOTHOLWIEHHETO

1oJ13a/PUCK.
4.7 EdexTn BLpxy ciocofHoCTTa 32 odHpane u pabora ¢ MammuHn

TaBunek He MOBAMsBA WM NOBIHABA NMpeHeOpeXHMO cTeneH cnocoGHOCTTa 3a WwodHupaHe H
paboTta ¢ MaLLHHH.

4.8 Hexenann jexapcTBeHH PeaKnHA

CromaliHo-4YpeBHH Hapy1ueHHA (HEUECTH): YPUIBaHe U rajieHe.
HapyiieHHs Ha HMyHHATa CHCTEMA: BE3MOXKHH Ca ANEPrHYHH PEaKLHH.

CeollLaBane Ha NOAO3UPAHU HEXKENAHH PEaKLHH
CpollaBaHeT0 Ha MONO3HPAHH HEXeNaHW peaklUHM cliel paspellaBaHe 3a yrnoTtpeba Ha
NeKapCTBEHHA TNPOAYKT € BaxHo. ToBa MO3BOJABA JRa MNpOXBMKH HaONIOJEHHETO Ha

CHOTHOLUEHHETO NOJ3a/PUCK 3a NEKApPCTBEHUS NPOAYKT. OT MEAHMLMHCKUTE CNELHAJIMCTH Ce
H3HCKBA J1a ChOOLIABAT BCAKA MOA03UpaHa HEXENAHA peakilus upes:

H3anenuuTeNHa areHuus no J1eKapeTaaTa

ya. , JlaMsH ['pyeB” Ne 8

1303 Codus

Ten.: 02 8903417

yebcaiiT: www.bda.bg

4.9. Ilpeaosupane

Hsama cro0LIeHns 3a Cly4an Ha npenosHpaHe.
He ca M3BECTHH CHMNTOMHMTE Ha MHTOKCHKAUMA NpPH NPENO3MPaHE HA MacioTO OT
Ll1MpokomiCTHA NaBaHAy/1a, EBEHTYAIHO MOXe J1a C€ OYaKBAT rafieHe H APYTH CTOMAIlHO-YPEBHH
CMYLUECHHS.

Hama cneyuduuen aHTnaorT.

5. ®APMAKOJOINYHH CBOHCTBA




5.1 MapMakoAHHAMHYHH CBONCTBa

dapMakoTepaneBTHYHA MPYNa; PaCTUTENEH EKCIIEKTOPAHT, TABaHAYIOBO Maclo
ATC koa: RO5CAQ0

TaBHNIeK KancCyjAH CBABPXKAT AaKTHBHOTO BewecTBOo Spicae aetheroleum (HlnpokonucTHa
NIaBaHyNa, Maciio) B CTOMALLUHO - YCTOHYHBH MEKH KArCy M.

Macnoro or lllnpokxonucTHa naBaHayna OKa3Ba pa3IMyHH JeueOHN eeKTH:

e Orxpausail edexr:
Macaoto or lllupokonucTHa naBaHjayna yBeJW4YaBa MYKOLMIHAPHUA KJIHDPBHC, BCIEACTBHE HA
CMOCODHOCTTa Ja BTEYHABA MYCKYCAa M Ja YBEJHUYaBa TPENTEHETO HA PECHHYKHTE. T'hCTHAT

MYCKYyC ce 0CBOOOX/1aBa M aKTHBHO TPAHCMOPTHPA KbM YCTaTa, TaKa Ce YJIECHABA OTXPaYBaHETO.

¢ AHTUMHKpPODEH edekT:
In vitro, macnoro ot Illupokonucraa naBanayna uHxHOUpa pacTexa Ha HAKOH GakTepuu H rpOH

(BxmounTenHo TyOepKynosHara 6akrepus), HO HE HapylllaBa YpeBHaTa (Jopa.

e IMyHOCTHMY Nanu:

TaBunek Kancynd yBeanyasa ¢arouurapHara CocOOHOCT Ha JIEBKOLUTHTE NPH 3ApaBH X0pa H
npd nauMeHTH ¢ benoapoOHa TyGepkynosa H MO TO3W HAUMH CTHMYJAHpa HecneiHpuyHus
HMYHHTET Ha OpraHM3Ma.

¢ AHTHXEMOIHTHYEH e(eKT:
Macnoro or IilupokonncTHa JaBaHAysa MOXe Ja JAE3aKTHBMpa YBpexaaiute edexkTH Ha o-
XCMOJIH3HH H CTPENTOJNH3HH, KOHTO €A TOKCHHH, KOHTO C€ OTAESAAT OT GaKTepuHTe.

5.2. PapMaKOKMHETHYHH cBolcTBa

TaBumnex xancynu ca nekapcTseHa opMa - CTOMALHO-YCTOWYHBH Kamncy H.

Cnen nepopajneH npuem Ha 1,8- uuHeon 3a npocneasBaHe Ha Macnoto ot lllupoxonuctHa
NlaBaHAlyJia B CTOMAlUHO-YCTOHYHBHTE Kancynu ce oTOena3Ba YAbIDKaBaHE Ha BpEMeETo JO
AOCTHraHE HA MaKCUMaNHa KOHLCHTpauHA, 6e3 npoMsiHa Ha OHOHAIHYHOCTTA.

5.3 IlpeaxnuHu4HHA JAHHH 3a 6€30MaACHOCT

[IpeAKNHHHYHHTE NAHHK He noka3BaT ocobeH puck 3a xopaTa Ha 6a3a HAa KOHBEHLHOHATHUTE
(hapMakonordudy H3NUTBaHHA 33 6€30MacHOCT, TOKCHYHOCT MPH MHOrOKPATHO MpHIAraHe M

penpOAYKTHBHA TOKCHYHOCT.
3a naBaHAYNOBOTO MACJIO MYTArCHHHSAT H KaHLIEPOT€HEH MOTSHL{HAM He Ca H3TTUTBAHHU.
Macnoto ot LllupokondcTHA NaBaHAYIa € C HUCbK CEH3HOMAH3HNpaLl MOTeHLHAT.

6. DapManeBTHYHR JAHHM

6.1 CoHchbK HA NOMOIIHHTE BEllleCTBA

Kancyna:

["nuuepon 85%,

Xenatuu,

Ouseturtenn: opaHxeso xbunto S (E110)




XuHoauHoBO #baT0 (E 104),

Eyapaxur L 30-D-55(ceaepixalll CbNONHMEp Ha METAKPHIIOBAT2 KHCENHHA — eTunakphmart (1:1),
HaTpHEB Jaypuncyndar v noaucopbar 80),

[IponuneHrankon,

[Tonncopbar 80,

I"nuueponos Morocreapart 40-55.
6.2 HecbBMeCcTHMOCTH

He e npunoxumo.

6.3. Cpok na rogHOCT

3 (TpH) roauHu

6.4 CnenxaaHu ycnoBus Ha ChbXpaHeHHe

Ha He ce cexpansapa Han 30°C.
Ha ce cpxpaHsiBa B OpHIMHAHATA KAPTOHEHA KYTHS, 33 Ja Ce MPEANasH OT CBET/HHA.

6.5 Bua 1 coabpAaHME HA ONAKOBKATA

TaBunek Kancyu ca onakopany B 6nucrepu or anymunueso / PVC/PVADC doauo mo:
20 xancynu (2 6nucrepa, Bceku chabpikaill 10 xancynm);
30 kancyau (3 6smcrepa, Beeku chabpxau 10 kancysn), NOCTaBEHH B KAPTOHEHA KYTHS.

6.6 Cnenuannu npeAnasHy MepKH NPH H3XBBHPJISAHE

Heu3non3BaHHAT NMPOAYKT WM OTNAXbYHHTE MaTepHany OT HEro TpAbGBa Ja ce H3XBLPIAT B
CBHOTBETCTBHE ¢ MECTHHTE H3HCKBAHHA,

7. IPUTEXATEJI HA PASPEIIEHHUETO 3A YIIOTPEBA

Pharm. Fabrik Montavit Ges.m.b.H.
6067 Absam/Tirol

ABCTpHA

phone: +43 5223 57926 0

fax: +43 5223 57926 11

E- mail : pharma@montavit.com
8. HOMEP HA PAZPEIHEHHMETO 3A YIIOTPEEA

20011223

9. AATA HA IThPBO PA3PEHIABAHE/MIOJHOBABAHE HA PA3PEIHEHHUETO 3A
YIIOTPEBA

Jlara Ha mepeo pa3speiasane 19 gexemBpu 2001 r.
Jlata Ha mocneaHo noaHoBsBaHe 9 peppyapu 2012 r.

10. JATA HA AKTYAJIMINPAHE HA TEKCTA




Hexemspu 2016




