1. HME HA JEKAPCTBEHHA OPOAYKT

AH3HUBEJI Menron 5 mg /4 mg/ 3 mg npecorauu TabneTky 3a cMydeHe
ANZIBEL Menthol 5 mg /4 mg/ 3 mg compressed lozenges

2. KAYECTBEH H KOJTHYECTBEH CBCTAB

Beska npecopaua tabierka AH3HBEJT Menton 5 mg /4 mg/ 3 mg 3a cMyueHe cuabnpia 5,00 mg
XJIOpXeKCHAWHOB Auxunpoxnopun (Chlorhexidine dihydrochloride), 4,00 mg 6ensoxaun (Benzocaine)
d 3,00 mg enokcono (Enoxolone)

Homowmny BewecTea ¢ u3BecTHO Aeficreue: Beska mpecosann TaGnetxa 3a cmyyene AH3IHBEJI
Menron ceabpxka 1241,00 mg copGuton (Sorbitol) m 0,50 mg auecyndam kanuii (Acesulfame
Potassium)

3a IBJHHS CNUCHK HA NOMOLHKTE BELICCTEA, BIDKTE TOUK: 6.1,

3. IEKAPCTBEHA ®0OPMA

IIpecorana TabneTKa 3a CMy4eHe. .
Kpbrin, Genm, ABolinonsmbkHat Tabnerku, ennoctphMiai RANKTERHA AMAHUYA BAAERARGHTA
(m). Kodiina KEpaKmEpueiuke Ha nEogyKma - [ipunoxenus 1
KuM Pee. Ne ZOWV&/?.{
4. KIMHAYHA JAHHA VA
PaspeweHue Ne ’gé//”d///?k ..... !Z .............
07 M
4.1 TepanesTuuu noxasanns 1 OgoBREHUB N .ovrverecssisiessseeans S 13[]729

AH3HWBEJ Menton 5 mg /4 mg/ 3 mg e edekTHBEH 3a NOKATHO M BPEMEHHO CHMITOMATHYHO
oGnek4aBaHe Ha yMepeHd HHQEKIUHO3HH M BE3IATHTEHH CHCTOSHHA B YCTHATA KYXHHA.

4.2 Mo3npoBKa H HAYHH HA NPAIOKECHHE
03MPOBKA
Bwspacmuu u wrow va u wad 12 200urnu
IpenoppynrenHata axesna noza AHSUBEJ Menron 5 mg /4 mg /3 mg e enna Tabnerka npes
HHTepRan ot 2-3 9aca. MakcHManHata gHeeHa jqo3a € 8 TabaeTkn .
Creguanuu nonyratis
Heya nod 12-cocuru

Iipenopruntennara nHesna aoza AH3HBEJI Menton 5 mg /4 mg /3 mg e eqna TabeTka npes
HHTEpBat OT 4-5 4aca. MakcHMalHara qHesHa 403a € 6 Tabnerku.

HauuH Ha NpuiaoxeHue
AH3HBEJI Menton 5 mg /4 mg /3 mg ce npuaara B yocTHAT KYXHHA.

4.3 HpoTHBonoKazamuy

AH3MBEJI Menton 5 mg /4 mg /3 mg He Tpa6sa na ce npHeMaT oT Xopa ¢ Hapajf
CBPBXYYBCTBHTEIHOCT KbM AKTHBHHTE BEILIECTBA MM KBM HAKOE OT [TOMOLIHHTE
B TOYK& 6.1 MM APYTH ECTEPHEM DPOU3BOHH C NOKAJIHO AHECTETHYHO JeiicTBHE.



AH3HBEJI Menron 5 mg /4 mg /3 mg He TpaGea fa ce NPHEMAT OT NANMEHTH CTPAJAIH OT
(EHHIIKETOHY pHA.

AH3HUBEJI Menton 5 mg /4 mg /3 mg He TpaGra a ce IpAiara NPy paHy U pasA3BABAHAN B YCTHATA
KYXHHA H IBPJIOTO.

4.4 Cnenuansn npeAynpeskAeHHs B OpeANAIHA MEPKHA NPH YOTpeGa

AH3HEEN Menron 5 mg /4 mg /3 mg Tpafea na ce npuiara ¢ OBHIIEHO BHAMAHKE H CAMO MO
CTPHKTHO JIEKAPCKO HabMIONEHHE B CITydaH Ha epO3HBHH, JECKBAMATHRHM NPOMEHY Ha JIMTaBHLATA HA
ycTara.

Tpa6ra na ce uma npeneun, ve AH3UBEN Menton S mg /4 mg /3 mg chabpxa copSHTON H MOpau
TOBa MALMEHTH ¢ PEAKH HAC/IEACTREHH MPOMEHH ¢ HEMIOHOCHMOCT KEM (hpykTo3a He Tpabea aa
NPHEMAT TOBa JIEKAPCTEO.

Cop6HTos MOXKE /1a MPHYHHK CTOMALITHO PA3/Pa3HEHNE H qHAPHS.

NpremtT na AH3UBEJ Menron 5 mg /4 mg /3 mg oT HANMEHTH ¢ HEAOCTATHYHA abcopbiMs Ha
KaJIMH € PHCKOBAH, Thi KaTo ChIbpika anecyndam kamii kato noacnaguren. Cnen nepopaisa
yrioTpeba, yBenHIeHUTe HHBA HA KA1 MOraT Xa IPHYMHAT CTOMAIHO PasApasHEHHEe H UAPHS.

4.5 BaammopeiicTBEe ¢ APYIrH JeKAPCTBEHH NPOIYKTH M APYTH GOpMHE HA B3aHMOIeHCTBAE

Bensokann HamanaBa edekTHTE Ha CyIPOHAMHINTE H AMHHOCATHLIMIATHTE, KOETO C€ TBJDKH Ha
HETOBHS MeTaboNuT-4-aMuH00eH304T.

4.6 ©®eprRIATET, (peMEeHHOCT B KEPMEHE

He ca u3secTuu npoTuBonokasanms 3a npwiokernero Ha AH3UBEN Menron 5 mg / 4mg / 3 mg no
BpeMe Ha OPeMEHHOCT H KBpPMEHE.

4.7 Edexrn BLpxy cnocobHocTTa 32 modupane n pabora ¢ Mamunn
AH3HBEJI Menton 5 mg /4 mg /3 mg He NOBNHABA CTIOCOGHOCTTA 3a O(HPaKe W paboTa ¢ MAIIUHK.
4.8 HexenaHH NeKapeTBEHH PeakIun

Panko ca noknaaeasny oSIIH aJIEPrHYHH PEAKLUMH M CMYLIEHHSA B XPAHOCMMIIATENHATA CHCTEMA.,
[lpw npoabmxuTenna ynorpeba Ha AH3HEEJ Menrton 5 mg /4 mg /3 mg € BH3MOKHO 112 C€ NMOSBH
NPEXOAHA MPOMIHA Ha BKYCA H UYECTRO HA CKOBAHOCT HA €3HKA.

[TpogbmxkuTenHara ynotpeba Ha IEKapCTBEHH NPOAYKTH, ChABPKALIH XJIOPXEKCHIHH, MOXKE Ja
AOEENe N0 OLBETABAHE Ha 3BOHHA eMailn, 0co0eHO NPH NAlMEHTH ¢ TBLPIA ACHTANHA [UIAKa,
Bb3MOXKHO € CBILO W/HIH 00paTHMO OLIBETABAHE HA €3HKA.

BeHzokaun MOXe Aa Npeau3BHKa PEAKIIMH HA CBPBXYYBCTBHTEIHOCT (HAND. Napa- TpyToBa afeprus) B
PeAKM CiIyyan 1O aHa(pMIAKTHYEH [HOK.

I1pu npunarade #a Gensokamn ca HabmoONaBaHN MeTXEMOrNOGHHEMHH NPH MANKH Je1a.

B pesynrar Ha npeo3npaHe HITH MPOABIDKHUTENHA YAOTPeOa, MOTAT 1a ¢e NIOABAT OTOUM H J1a ce
HabmonaBa XUNEPTEH3HA.

CrobuiaBaHe Ha NOJO3HPAHK HEXKENAHH PEAKITHH

CrofiasaHeTo Ha IONOZHPAHHK HEXKENAHH PeaKIMH CJIEA Pa3speilaBaHe 3a ynoTpeba Ha JIEKAPCTREHHA
NPOIYKT ¢ BaxkHO. ToBa mo3eonsaBa na NpoAkDKH HAOMOAEHHETO HA CHOTHOLIEHHETO ORSHFPICR

"~

HanwinaurenHa areHius no Jekapersara (HAJD):

BBIITAPHS, Codus 1303, yn. Jamau [pyes 8
Ten. +359 2 8903555



¢J1. moma: bda@bda.bg
yebeaiit: www.bda.bg

4.9 llpeaosapane

- Xuopxexcudunoe ouxuopoxaopud
AH3HWBEJI Menton 5 mg / 4mg / 3 mg ceaBpka XIOPXEKCHINHOR AUXHAPOXIOPHA, KolfTo e cnaGo
PA3TBOPHM H KOTHYECTBOTO OT Her0, KOETO ce abcopbupa npes koxkarTa B MMraBHLMTE CE elTHMHHHpA
OT HOBCLIKHA OPTaHU3bM (e3 oABa Ha CHMOTOMH HA HHTOKCHKALHSA, CHCTEMHHTE HHTOKCHKAIHH ¢
XJIOPXEKCHAUHOB AHXHAPOXJIOPH/ C& PEAKH.

- Denzoxaun
IlbperTe CHMITOMH Ha MHTOKCHKALMA ¢ GeHsokamu ca npebb3Gyaa Ha IIHC (rameme, Tpemop,
koHpysicuH). C Tedenue Ha BpeMeTo Moxe Ja ce Habmozapa noruckane Ha 1THC no moThckame ma
JNMINAHETO H koMa, Opaaukapani, AV-6nok.
TIpn mMankn jeiia GeH30KaHH MOYE A2 NPeU3BHKA METXEMOTODHHEMHA ¢ NKCIHEA K LUaHo3a.
Iiph Hanu4me Ha MpW3HaUM 33 HHTOKCHKAUMA ¢ Gewsokauu Tpaba xa ce mpeanpueMar MepkH 2a
€IIHMHHHpaHe ~ NMPEIKX3BHKBAHE HA OBPBLIAHe, CTOMANIHA NPOMABKA.
B ciyyay Ha XHIIOKCHS WIH 2HOKCHA € NIOKa3aHO 00ANIIBAHE © KHCIOPOA.
[Ipu nosBa Ha KOHBYICHH ce mpuiarar pauasenaMm wim Obp3ogeicTBamy  Gap6urypaTh
(POTHEOMOKA3aHM MPH aHOKCHYHHM KOHBYJcMu). Chbpaeuno-ceaoBHTe dyHiimn Tpabea ma Gbaar
MIOAABPHKAHK 9pe3 BIMBAHE HA IUIA3Ma HIIH eJIEKTPONIHTHH PA3TBOPH.

5. ®APMAKOJIOTHYHHM CBOMCTBA
5.1. dapmakoaAHEAMHYHE CBOficTBA

PapmakorepanersTiuna rpyna: [ipenaparn 3a nedeHHe Ha roprno, AutucenTHH (Antiseptics)
ATC kon: ROZA

AKTHBHO ATC Koa ATC rpyna

BEDi¢CTBO

Xiaopxexkcuana | RO2AAQS AHTHCENTHIIR
Benzkann RO2ADO1 AHeCTeTHIE, NOKANHH
Enokcoaon DO3AX10 IIporneopn3nanaTe BN

X/IopXeKCHAHH HMA LIHPOK CNSKTHP Ha aHTHMHKPOOHO AeicTBHE Cpelly rpaM-TIOJIONHTEHA H
rpaM-oTpuuaTenHy Gakreprd. XIopxeKCcHANH pasrpakia IMToIUa3MeHaTa MeMOpaHa Ha
GaKTepUaHHUTE KIETKY. AKTHBHOCTTA My CPELLY APONKAM, AEPMATOHHTH, MMKOGAKTEPHH H HAKOM
BUsloBe Pseudomonas n Proteus e HucKa. AKTHBHOCTTA Ha XJIOPXEKCHAMHA ¢ Hali-BHCOKa B HeyTpanHa
WK 71800 asfkanHa cpefla, a B KMCena Cpejia akTHBHOCTTA MY € No-Hucka. [Ipy no-npowpkiTeneH
npreM eeKTUBHOCTTA Ha XNOpXekcuauHa, pecn. AHSUBEJ Menton 5 mg /4 mg/ 3 mg npecopanH
TalNeTKH 33 CMyUeHe ¢ BKYC Ha MEHTOJ HAMANdBa B PE3YJITAT Ha MPOMEHH BHB ATR-H

KYXHH3.
Bbensokann e no6pe W3BeCTeH JoKaNeH aHecTeTHK. BeH30KaHH NPOHHKB2 B JTHIF
YIpaxXHABa CBOA e(DEKT BEPXY TepMHHANHKATE GOKOBH PELIENTOPH HA JIHTaB '
AHecTeTHUHOTO My peficTere 3amousa caen 15-30 cexynnu. [Tpu paspesxnang
CITHOHKA AHeCTETHYHHA €(eKT MMA NPOXB/DKKTEIHOCT oT 5-10 MHHYTH.
EHOKCO/I0E MMA NPOTHBOBB3NANHTENHO JeACTBHE BLPXY GykojapHHranHars




5.2 ®apMaKkoKHHETHYIHNH CBOICTBA

XilopxeKcHaaR

[Topapu kaTHOHHATa CH MPHPOJA, XIOPXCKCHIMH € CBBP3BA YCTOAYHBO ¢ KOMXKATA, JIMTARHLIHTE U
ApYTH TBKaHH K TOBA ONpeAess cnabara My pesopOIHs dpes IHraByliaTa Ha ycrara. Crien nepopaiHo
npHnaratHe Ha XJOPXEKCHAMH NPH ILTbX0BE M MHIIKH Ce YCTAHOBABA BHCOKA e(JeKTUBHOCT B
XPaHOCMHJIATENHHA TPAKT, TOH Ce OTKPHEA B CIIfOHKATa ciex 8-us yac.He ca oTKkpHMTH cnean ot
XJIOPXCKCHIHH B KPBBTA e/l NepopaiHa ynoTpe6a. ENTHMHHHpaHETO My ce MIRBPLIBA TIABHO Ypes
Qexamaure {90%). TIpy n3nuTBAHHA © XOPa YCTAHOBEHOTO BPpEMe Ha IIOMY>KHBOT € 4 uaca,
Beuzoxann

Kakro roBeteTo JIoKaTHH aHeCTETHIH ce afcopbupa upes MemGparuTe Ha TUTARHIATA H 11pe3
YBpeJieHaTa kowa. beH30kanH e oKaNneH aHecTeTHK OT eCTepeH THIL, KOSTO ONpeieNs Heropata cnaba
BOAOPAa3sTBOPHMOCT, a OT APYra CTpaHa W clabata My aGcopOums. Toi ce XHAponM3Mpa OT eH3MMH
HApEYCHH eCTepa3H 10 Napa-aMHHOOEH30€Ha KHCE/IMEA U €TaHOJ1, KOHTO ce MeTabon3upa A0 aleTwi-
KOSH3HM A, a Nnapa-aMHHOOSH30€eHa KHCE/IHHA C& KOHIOTHPA C TVIMLMH K CE OTAeMA HETIPOMEHEHA ©
YpuHaTa. XunponusaTa Ha GeH30KAHH & M3BHPLIBA IPSHMYILECTEEHO B IL1a3MAaTa H B II0-Majka
CTEeTeH B YePHUA Apo0.

Enoxcono8 € npOTEKTOPER HHXHGHTOP Ha eH3MMA — 11 P-XHAPOKCHCTEPOHZ AEXHAPOTEHAA, KOHTO
Ae3aKTHBHPA KOPTU30/1, a yrioTpebara ¢ XHAPOKOPTHAIOH, IPH M3CIEABAHNA C SKHBOTHH, [IOKA3Ra
3aCHIBaHE JeHCTBHETO HA XUIPOKOPTHIOH B KOXKATA.

5.3 [IpeakTHHAYHYN Ja8HHA 32 Ge3onacuocT

HeknuHHYHATE JaHHKA He 110Ka3BaT 0coGeH PHCK 3a Xopa Ha 6a3aTa Ha KOHBEHLHOHAITHHTE
(papMaKorOrHHH NPOYIBAHMA 32 HE30NACHOCT, TOKCHYHOCT IIPH MHOTOKPAaTHO NPHJAraKe,
TEHOTOKCHYHOCT MPY MHOTOKPATHO NPHIAraHe, FeHOTOKCHUHOCT, KAPLIMHOTEHEH IOTEHIHATL,
PenpoAYKTHEHA TOKCHYHOCT M TOKCHUYHOCT 34 Pa3BHTHETO.

6. PAPMAUEBTHYHHA JAHHH

6.1. Cplchbk Ba DOMOIHATE BEMIECTEA

- Copburon

- Anecyndam kanuit

- Marneznes creapar

- HarypaneH apomar - MeHTON

6.2, HecBBMeCTHMOCTH

XnopxexcHAHH mMoxke na Obae nesaKTHBHPaH OT 3axapo3a, nonucopbar 80, HepasTBOPHM MarHesHi,
[MHK U KATLKEBH COJH.

6.3. Cpox Ha rogmocT
3 rogMHH.

6.4. Crienquanny ycJIOBHA HA CLXPAHeHne

Ja ce cpxpandea nmon 25°C.
Ha ce cpxpaHABa B OPMIrHHAJIHATA ONAKOBKA.,




6.5. BEA ¥ cLABPRKAHNE HA ONAKOBKATA

bisctep or menpozpauno PVC/PE/PVDC - Anymununepo ¢omHo.
Bceexu bnMcrep coabpxka 10 Tabnerin.

PasMep Ha ONMakOBKMTE:

- 10 npecosanu TabneTKH 32 cMydeHe — 1 Gnucrep/KyTHA

- 20 npecosani TabIeTKH 3a cMy4eHe — 2 GaucTepa/KyTHA

- 30 npecosany TabNeTKH 3a cMyueHe — 3 OnHcTepa/KyTHA
6.6, Coeuna oA nipeAnazny MepKH NpPH H3XPbPIASHE
HeusnonssaHuaT ekapcTeed NpoIyXT WM OTIANBYHATE MATEPHANY OT Hero TpaGha Ja ce M3XBBPIAT
B CHOTBETCTBHE C MECTHHTE H3HCKBAHHS.

7. IlPHTEXXATEJ] HA PAZPEHIEHUETO 3A YIIOTPEBA

HOBEJI ®APMA EOO/JI
OxkonoBprcTeH 5T Ne 36
Codusa 1415, Brarapus

8. HOMEP(A) HA PASPEIIEHHUETO 3A YOOTPEBA

Per. Ne 20140195

9. TATA HA ITHPBO PASPEIIABAHE/NMMOTHOBSIBAHE HA PASPEINIEHUETO 3A
YIIOTPEBA

Jlata na mepBo paspemapane: 20.06.2014 r.
Jata Ha mocneaHo NOTHOBABAHE:

10. TIATA HA AKTYAJTH3HPAHE HA TEKCTA

07.2019 .




