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1. UME HA JIEKAPCTBEHUS ITPOAYKT

TaBunex ®OPTE 300 mg cromMallHO-yCTOHYHMBH MEKH KarcCyJiH
Tavipec FORTE 300 mg gastro-resistant soft capsules

2. KAYECTBEH H KOJIMMECTBEH CHCTAB

1 kancyna ceaspka 300 mg macno ot mupokonucTHa naBanayna (Lavandula latifolia Medik).
3a MbJIHKS CITUCBHK Ha MOMOLLIHUTE BEILECTBA, BUKTE TOUKa 6.1.

3. JIEKAPCTBEHA ®OPMA

JKBJITH, NPOABLJIrOBAaTH, CTOMALLIHO-YCTOWYHBH MEKH KarCyJIH, ChIbPIKALIH [TPO3payHa,
MOJABHXXHA, CBETJIO-XBJITA 10 3€JIEHHKABO-)KbJITA TEYHOCT.

4. KJIUHWYHHU JAHHHU

4.1 TepaneBTHYHH NMOKA3AHHS

TaBunek ®OPTE e pacrurenen snexkapcTBeH NMpoAyKT 3a o0siek4aBaHe CHMIITOMHTE Ha OCTBP
OpOHXHT H 3a NMOAbPIKALLO JIEYEHHE Ha CHHY3HUT HJIH KalLlUTKLIA, CBbp3aHa C HACTHHKA.

AKO cnefl 7 AHH MOMIBPXKATE BHCOKA TEMIepaTypa HJIM He ce YyBCTBare Mno-a00pe, TpsdBa aa
MOTBPCHTE JIEKAPCKA MOMOLL.

TaBunek ®OPTE e npenna3HayeH 3a Bb3pacTH U Jienia Haj 12 roauHH.
4.2 Jlo3MpOBKA H HAYHH HA NMPHJIOKEHHE

Ho3upoBKa
Bb3pacTau v aeua Haa 12 rogunu: mo 1 kancyna 3 mbTH JHEBHO.

[lequaTpuyHa nonynanus
He ce npenopbusa ynorpeda npu aeua noa 12 rojuiiHa Bb3pacT, NOpajgH JHICA HA J0CTATbYHO

JadHHH.

HayuH Ha NpUJIOKEHHE
3a nepopajiHO MPHUJIOKEHHE.
[Ipuemaiite kancynure el ¢ MaJIko TeYHOCT, 30 MUHYTH MpeJH XpaHEeHe.

[IpOABIKMTENHOCT HA JICYEHHETO:
AKO criel 7 IHEBEH NPHEM, NOUIbp)KaTe BUCOKA TEMIEepaTypa HJIM He ce 4yBCTBaTe mo-1o0pe,

KOHCynTHpaiTe ce ¢ Bawus nekap.

4.3 IlporuBonokazaHusi




CBpbXUYBCTBUTETHOCT KbM aKTHBHOTO BeILUECTBO WM KBM HAKOE OT TMOMOLIHUTE BEILIEeCTBa
u30poeHH B Touka 6.1.

4.4 ChoeunaJHH NpeaynpexAeHHs H NpeJNa3Hu MePKH NpH ynorpeda

AKO NOJTy4YHTE 33/1yX, TPECKA HITH OTAEATE FHOMHH WITH KbPBAaBH XPAuKH, TPA0Ba Ja ce CBLpXKETe
¢ Bamus nexap He3zabasHo.

[lopaau nunca Ha AOCTATHYHO JAHHH, HE ce npenopbusa ynorpeba npu aeua nof 12 roguiiHa
BB3PacCT.

4.5 BsaumopgelicTBHe ¢ APYTH IeKaPCTBEHH NPOAYKTH K APYrH GOPMH Ha B3aHMoAeHCcTBHe
He ca nposexaaiy U3NMHTBaHHA 33 JIEKapPCTBEHH B3aHMOACHCTBHSL.
4.6 PepruauTer, GpEeMEHHOCT H KEPMeHe

He ce npenopbuBa ynorpebaTta Ha TOBA IEKAPCTBO MO BpeMe Ha GpPEMEHHOCT H KbpMEHE, Nopaau
JIKTICA HA AOCTATHYHO JAaHHH.

He ca HanMyHH AaHHH 3a BAMAHUE BBPXY hepTHIHTETA.
4.7 EdexTn Bbpxy ciocofnocTTa 32 odHpaHe ¥ paGora ¢ MAIIMHU

He ca mpoBexaaHH HM3MUTBAHMA 32 BIHSHHE BBPXY cnocobHocTTa 3a wodHpaHe u pabota ¢
MAILHHM.

4.8 Hexenanu 1ekapCTBeHH PeAKIHH

I1pHu oueHKaTa Ha HEXKE/IAHH NIEKAPCTBEHH pPeaKIHH, ca H3MON3BAHU CNEAHHTE YECTOTH:
- Heuecru (ot 1 1o 10/1000 naumeHTH);

- Mmuoro peaku (no-manko or 1/10 000 nauueHTH);

HeuecTH: MOXE Na Ce NOABH YPUTBAHE H JIEKO raficHe.
MnRoro pegkH: Bb3MOXXHH Ca aJlepruyHy peaklyH 1o Koxara.

CnobmasaHe Ha NOXO3UPAHY HEXKEJIaHH peaKLHH
Cpo0liaBaHeTO Ha MOAO3MPAHH HeEXelNaHH peakuMH cleAl paspewasadHe 3a ynoTtpefa Ha

JICKApCTBEHHA TIIPOAYKT € BakHO. ToBa IMMO3BONABA JAa NPOObDKH HaOMOAEHHETO Ha
CbOTHOILUEHHETO MNOJN3A/PHCK 3a JEKAPCTBEHHA MPOAYKT. OT MEAMLMHCKHMTE CNEHHANHCTH Ce
H3HCKBA Jla ChoOINABAT BCAKA NOJ03HpaHa HeXeNaHa peakiug upes:

M3nbJHUTENHA areHUHd NO JIEKapCTBaTa

yn. ,,Jamsu I'pyeB” Ne 8

1303 Cogus

Ten.: 02 8903417

yebcaliT: www.bda.bg

4.9. Ilpenozupanre

Hsama choOiueHus 3a cnyyau Ha npenosvpase.




5. ®OAPMAKOJOIHYHH CBOHNCTBA

5.1 PapMaKOAHHAMHYHA CBOlicTB2

(dapMaxoTepanesTd4YHa rpyna: MyKOJHTHK, MPOAYKTH MPH KALTHLA H HACTHHKA
ATC xon: RO5SCB

Taeunex ®OPTE uma orxpaysaio gciictsre (yBendvaBa My KOUHIHAPHHSA KIHPBHC IIOPAaH
CEeKpellHs Ha CIy3) H MOBHILIABA YSCTOTATA HA LHJIHAPHOTO JeHCTBHE, CNeJOBATENHO BUCKO3HHUAT
Clly3 C€ BTEYHABA H aKTHBHO C€ TPAHCIOPTHPa A0 YCTHATA KyXHHA, KaTO MO TO3H HAUYHH Ce
YNECHABE OTXPA4YBaHETO.

Pannomusupano, ABOKHO-CIANO, Mnauebo-KOHTPONMPAHO NPOYYBaHe, BKIIOYBAIIO 258 nauMeHT!H
¢ OPOHXHT, NOKa3Ba MONOKHUTENEH KIMHHUYEH edekT H fobpa noHocHMocT chen 10 auu nedeHue.
ITopobpenuero Ha  cuMnTOMHTE Ha OpoHXUT € Ouno oueHeHo mno  BSS.
B apyro paHaoMH3HpaHo, miauefo-KOHTpOAMpaHO npoy4yBaHe, BKMOYBAWIO0 220 nmaiMeHTH, ¢
CHHY3HT, € OHJ1 HaONI01aBaH NOJOKHUTENEH KITHHUYEH edeKT H ONaronpHATHA CHBMECTHMOCT, ClIEA
NpOABLJIDKHTENHOCT Ha Jne4deHHeTro oT 10 aHu. [lopoOpeHueTo Ha CHUMNTOMHTE Ha CHHY3HT €
oucHeHo no TSS ckana. Oceen ToBa, B npoyuyBanero SNOT-20, B rpynarta Ha NeKyBaHHTE C
Tasunex ®OPTE ce nabmozasa 3HauHuTENHO NOJOOpEeHHEe Ha KAYECTBOTO HA XXHBOT, B CPABHEHHE

¢ miauebo rpynara.

5.2. PapMakoKHHETHYHH CBOHCTB2

He ca Hamiuuu papMakOKHHETHYHH JAHHH 33 €ETEPHYHOTO MAaclo.
5.3 Ilpeaxnunudnu nanuu 3a fe3onacHocT

[IpeaxnMHHKYHUTE JaHHU HE M0Ka3BaT OCOOCH PHCK 33 XOopaTa Ha 0a3a Ha KOHBEHLIMOHAJIHHUTE
(GapMaKOJOrd4YHH H3MHTBAHHA 3a 6€30MacHOCT, TOKCHYHOCT NMpPH MHOIOKPATHO MPHAAraHe M

pPENpOAYKTHBHA TOKCHYHOCT.
3a n1aBaHAyNOBOTO Maclo MyTAreHHHAT H KAHLUECPOreHEH NOTEHI{HANl He ca U3MTHTBAaHH.
MacnoTo oT LHPOKONHCTHA NIAaBAHAYNIA € C HUChK CEH3HOHIM3UPAlLl TOTEeHLMAl.

6. DapMaleBTHYHH JAHHH
6.1 CoHcbK Ha NTOMOLHHTE BelllecTBA

Kancyna:

Xenatun

nuuepon 85%

Hoxpumue:

CobnonuMep Ha MeTakpunoBaTa KucenunHa d eruaakpunar (1:1) 30 % nucnepeus
Harpuee naypuncyndar

[TponuaeHrAKKON

[Homucopbar 80

I'nuneponoB MoHnocteapar 40-55

6.2 HechBMeCTHMOCTH

He e npunoxumMo.




6.3. CpoK Ha rogHocCT

3 roovHH

6.4 CnenmnajtHu yCJ10BHSI HA CbXPaHCHHE

Ha ce cbhxpansipa nog 30°C,
Jla ce chxpaHsiBa B opruHanHaTa KapToOHEHa KyTHA, 3a Aa ce Npeanasu OT CBET/IMHA.,

6.5 Bua v ¢cbabpxanne Ha ONAKOBKATA

Tasunek ®OPTE kancynu ca onakosaHu B 6nuctepu ot anymutueso / PVC/PVAC donuno. Buaose
ONAaKOBKH:

20 kancynun (2 6aucTepa ¢ 10 kancy/ i NOCTABEHH B KAPTOHEHA KYTHA)
60 xancynu (6 6auctepa ¢ 10 Kancyiu NOCTaBeHU B KAPTOHEHA KYTHA)

He BCHUYKHM BHAOBE ONAKOBKK MOraT Aa ﬁ'h,!],HT MYCHATH Ha l1a3apa.

6.6 Cnenuajanu npeanaiiu MepkKd IPH H3IXBHPJaAHe

Heu3non3eaHust nekapcTBEH NPOAYKT WM OTINAAbYHHTE Marepudand OT Hero Tpabea aa ce
H3IXBBPIAT B CbOTBETCTBUE ¢ MCCTHUTE H3HCKBAHMUSA,

7. IPUTEXATEJI HA PASPEHLIEHHUHETO 3A YIIOTPEBA

Pharm. Fabrik Montavit Ges.m.b. H.

Salzbergstrasse 96
6067 Absam/Tirol
ABCTpHA

phone: +43 5223 57926 0
fax: +43 5223 57926 11
E- mail : pharma@@montavit.com

8. HOMEP HA PAZPEUIEHHUETO 3A YIIOTPEBA
Per, Ne: 20200032

9. AATA HA ITBPBO PA3PEILIABAHE/TIOJHOBSIBAHE HA PA3ZPEIIEHHETO 3A
YITOTPEBA

JlaTa Ha nbpBo pazpewapane: 28.02.2020
Hata Ha nocneaHo noaHesapade: 29.10.2024

10. IATA HA AKTYAJIU3IUPAHE HA TEKCTA

03.2026




