KPATKA XAPAKTEPUCTHKA HA IIPOAYKTA



1. UME HA JIEKAPCTBEHMUA ITIPOAYKT

llllllllllllllll

AH3UBEJ Menron 5 mg /4 mg/ 3 mg npecoBaHH TaG|TETT
ANZIBEL Menthol § mg /4 mg/ 3 mg compressed |0gn8e. . 1016 N vt St nscsmsrmsssnsee

2. KAYECTBEH H KOJTHYECTBEH CHCTAB®
Beska npecoaHa Tabnetka AH3UBEJI Menton 5 mg /4 mg/ 3 mg 3a cMydeHe chbabpka 5.00 mg
XNOpXEKCHIUH xuapoxnopun (Chlorhexidine HCI), 4.00 mg Gensokaun (Benzocaine) u 3.00 mg

eHOKCOJIOH (Enoxolone)

Momoimuy BelecTBa ¢ M3BeCTHO AciicTBHe: Besdka mpecoBanm Tabnetka 3a cmyueHe AH3WBEJ]
MerTon ceabpka 1241.00 mg copburon (Sorbitol) u 0.50 mg auecyndam kammii (Acesulfame

Potassium)
3a ITBJIHWA CIIMCHK HA MOMOLIHHATE BELIECTBA, BIDKTE TOWKA 6. 1.

3, JIEKAPCTBEHA ®OPMA

[Ipecopana TabneTka 3a CMydeHe.
Kpbrim, 6eny, npoiiHoM3NbKHAMH TabAeTKH, €AHOCTPAHHO MpaBHpaHH ¢ Jioroto Ha ¢upmara NOBEL

(m).
4, KJIMHAYHHA JAHHHU

4.1 TepaneBTHYHH NOKAZAHHA

AH3HBEJI MenTon § mg /4 mg/ 3 mg e edekTHBEH 3a JIOKATHO H BpeMEHHO CHMITOMATHYHO
ofneKkuaBaHe Ha yMEPEeHH HHPEKIIHMO3HHU U Bb3NATHTEIHN ChCTOSHUA B YCTHATA KyXHHA.

4.2 Jlo3upoBKAa H HAMHH HA NPHJIOKEHHE

Ho3upoBka

Buw3pacmuu u wnoutu na v Hao 12 200unu
[Tpenopwuurenyara aHerHa no3a AH3MWBEJ MenTon 5 mg /4 mg /3 mg e eqHa TabimeTka npes
HHTepBal oT 2-3 yaca. MakcHManHaTa JHEBHA A03a ¢ 8 TabneTku .

Cneyuannu nonyrayuu
Heya noo 12-z00unu
[Mpenopwuntennata nuesHa no3a AH3WUBEJI Menron 5 mg /4 mg /3 mg e enna tabnerka npes

MHTEpBa OT 4-5 yaca. MakcHManHaTa AHEBHA 034 e 6 TabeTKH.

HayuH Ha HPHITOMNKCHHEC

AH3WUBEJ Mentoa 5 mg /4 mg /3 mg ¢ce npuiara B yCTHaTa KyXWHa,

4.3 [IporuBonOKA3ZAHMS

AH3HBEJI Mentoa § mg /4 mg /3 mg He TpabBa Ja ce npHeMar OT Xopa ¢ u3pase
CBPBXYYBCTBHTEMHOCT KbM @aKTUBHHTE BELECTBA WIH KbM HAKOE OT IIOMOLIHHTE BE
B TOUKa 6.1 Wil ApyrH eCTepHH NPON3BOSHH C JIOKAJl AHECTETHYHO ACHCTBHE.



AH3UBEJ Menron 5 mg /4 mg /3 mg He TpabBa Aa ce nmpHeMaT OT NALMEHTH CTpajalliH OT
$ESHWIKETOHYPHH.

AH3HUBEJI Mewton 5 mg /4 mg /3 mg He Tpabra 1a ce npuiiara Ipy paHd ¥ pa3fa3BsiBaHHA B yCTHATA
KYXHHa W I'bpJIOTO.

4.4 Cnenuaanu npeaynpexienns H NPeAnasHH MEPKH NPH ynoTpeba

AH3HBEJI Meuton 5 mg /4 mg /3 mg Tpabea Aa ce npunara ¢ MOBHIICHO BHUMAHHE H CaMO NOJ
CTPHKTHO JIEKAPCKO HAGMIOAEHHE B C/Tyuad Ha €PO3HBHH, JCCKBAMATHBHH NMPOMEHH HA JIMTAaBHIlATa HA
yCTaTa. |
Tpsabsa ga ce uma npeasua, e AH3UBEJI Menron S mg /4 mg /3 mg cpAbpska COPOUTONI B NOpasy
TOBa [ALIMEHTH ¢ PEAKH HACIIEACTBEHH POMEHH ¢ HEMIOHOCHMOCT KbM $pyKTO3a HE TPAOBA Aa
NpUEMAaT TOBa JIEKAPCTBO.

CopOuton Moe Aa MPHYAHHN CTOMAILHO pa3apa3sHeHHe H JHapusl.

[TpuemsT Ha AH3HUBEJI MenTon 5 mg /4 mg /3 mg OT NalHeHTH C HEACCTaThYHA abcopOuHa Ha
KaJIiii € PHCKOBaH, Thi KaTO CHABPKA alecy/idam Kammi kaTo noacnaauren. Cuel nepopaita
yrorpeba, yBeNMUSHATE HHBA Ha KaJiii Morat Aa OpHYHHAT CTOMAIHO pasgpasHeHHe H AHapHs.

4.5 BaaamoaeRcTBHE ¢ APYTH JIEKAPCTBEHH NPOAYKTH H APYTH GOpMh HA BIAHMOACHCTBHE

BenzokanH HaMasifiBa ePeKTHTE Ha CYIPOHAMHAIUTE H AMKHOCATTHLHIIATHTE, KOETO C€ ABDKHA Ha
Heroeua Mertabonur-4-aMuao0eH304ar.

4.6 ®epTHAMTET, OpeMEHHOCT H KbpMeHe

He ca v3BeCcTHH MPOTUBONOKA3aHKA 3a nipuiokeHuero Ha AH3UBEIT Menron 5 mg / 4mg /3 mg no
BpeMe Ha OpeMEHHOCT U KbPMEHE.

4.7 EdexTH BHpPXY cnocofHOCTTA 32 modgHpaHe H padoTa ¢ MAIHHH
HefpHnoxumo.
4.8 Hexeranu JieKapCTBEHH peakuMu

Panko ca qoknafpaHu o0l AJIepruyHH peakly U CMYLUEHUS B XpaHOCMHJIaTENHATa CHCTEMA.
[Tpu npoassxkurenHa ynorpeda ua AH3HMBEJI Menron 5 mg /4 mg /3 mg e BE3MOXHO Ja C€ NOABH
NpexoaHa MpOMAHA Ha BKYCa U UyBCTBC H& CKOBAHOCT Ha €3HKa.

[IpoabmxuTenHata ynorpeda Ha JISKAPCTBEHH NMPOAYKTH, ChABPKALIM XIOPXEKCHAXH, MOXKE 11a
NOBENE A0 OLBETABAHE Ha 3bOHMA eMaiin, 0co0CHO Npu NALMEHTH ¢ TBBPAA ACHTAIHA [/1aKa,
RB3IMOXKHO € ChIINO H/HIHU 00paTUMO OLIBETABAHE HA €3UKA.

BeH3okaud MOXKe /1a IPeAM3BMKA PEaKLHK Ha CBPBhXYYBCTBUTENHOCT (Hanp. napa- rpynosa aneprus) B
PeAKHA ClIyyaH A0 aHapUNaKTHUYeH 110K,

TTpy npunarane Ha GeH30KaKH ca HaOMOAaBaHH METXEMOTIIOOMHEMHUH TIPH MaJIKH AgLa.

B pe3yniTaT Ha Npeao3upaHe MIH MPOaB/DKUTENHA yroTpeda, MOraT ia Ce NOABAT OTOLH H Ja ¢
HaOMoMaBa XUNEePTCH3HS.

Cbo011aBaHe Ha MOAO3UPAHH HEeXENaHU peaKkiuy
CpobiiapaHeTo Ha MOAO3UPAHK HEXKETTAHH PEAKLIMH CJIeJ paspellaBaHe 3a ynoTpebghah

npoAyKT e BaxxHo, Toba no3Bongsa Aa NPoAbIKH HabIIOAEHHETO Ha ChOTHOIICHHETRIAN3R/
nekapcTBeHus IpoaykT. Heskenanure peaknun Moke 1a 6paaT CHOOILEHH OHPEKT R TTR
M3nenHuTeIHa areHuus no nekapereara (MAJI): | = P s

BbJI'APHA, Codma 1303, yn. lamau I'pyes 8 \ o8
Ten. +359 2 8903355
R




en. nowa: bda@bda.bg
yeOcanT: www.bda.bg

4.9 Tlpenosnpane

- AXnopxexcuoun
AH3HUBEJI Menton 5 mg / 4mg / 3 mg cbAbpKa XAOPXSKCHIAHH XMAPOXJIOPHA, KOHTO € c1abo
pPa3TBOPUM H KOJHYECTBOTO OT HETO, KoeTo ce abcopbHpa npes koxara M JIMFraBUIIUTE C€ eTHMHHUPA
OT YOBEUIKHA OpraHu3bM 6e3 nogsa Ha CHMITOMH Ha HHTOKCHKAIHa. CHCTEMHHTE HHTOKCHKALIMH ©
XJIOPXEKCHAMH XHAPOXJIOPHT, Ca PEAKH.

- benzoxaun
[TepBHTE CHMIITOMM Ha HHTOKCHMKAaIMA ¢ OeH3okamH ca mnpepb3dyaa Ha LIHC (rapene, tpemop,
koupyncun). C TeueHre Ha BpeMeTo MOXke na ce Habmonapa notuckane Ha [THC no motwckahe Ha
AULIZHeTO U KoMa, Opaaukapawi, AV-010k.
Ipu Manku aena GeH30KaHH MOYKE [a TIPEAU3BHKA METXEMOTTIOOHHEMHA C IUCITHEA H IIHAHO34.
[Ipy HanuuMe HA MpU3HALM 33 WHTOKCHKauua ¢ OcH3okauH TpsabGBa la Ce€ IpeAnpHeMar MepKH 3a
ENUMHHHPaHE — MPeAU3BUKBAHE Ha MOBPbLIAHE, CTOMALHA IPOMHBKA.
B cayyau Ha XMIOKCHA WK aHOKCHS € TOKAa3aHO O00AHIIBAHE C KUCIOPOA.
[lpy mofBa Ha KOHBYJICMHM Ce MOpWiaraT JAWdasenamM MWIH Obp3ofcHcTBam OapOHTYpaTH
(MPOTHRONOKA3aHH TIPH AHOKCHYHM KOHBYJCHH). ChpieuHo-ChaoBuTE GyHKIMH TpsadBa Aa Obaat
NOTBPKaHH Ype3 BIMBAHE HA J1a3Ma UNH €JIEKTPOIMTHH Pa3TBOPH.

5. PAPMAKOJOTIHYHM CBOHUCTBA

3.1. PapMakoANHAMHYHH CBOHCTBA

dapmakoTepaneBTHuHa rpyna: [Ipenapaty 3a ledeHne Ha repno, Antucentund (Antiseptics)
ATC koa: RO2A

AKTHBHO ATC Kon ATC rpyna

BellECTBO

XJIOpXeKCH/AHH RO2AAQS AHTHCENTHIH
BeH3kanH R02AD(1 AHECTeTHIH, JIOKAJHHA
Enoxconon D03AX10 IIpOoTHBOBBL3NANHTEIHH

XJI0pXeKCHAHH MMa LIHPOK CIIEKThP HA AHTHRMUKPOOHO ASHCTRHE Cpellly MPaM-TIOJIOKHTEIHH H
rpaM-OTPHULIATE/IHH BaKkTepHH. XJIOPXEKCHAMH pasrpaykia UMTOILIa3MeHaTa MemOpaHa Ha
DaKTEPUAHUTE KIETKH, AKTHBHOCTTa MY CPeLLy APOXIH, AePMATOPHTH, MHKOOAKTEpPHH H HAKOH
BUiOBe Pseudomonas u Proteus e HUCKa. AKTHBHOCTTa Ha XJIOPXEKCHAHHA € HAW-BHCOKA B HEYTpaJIHa
wau cnabo aikajiHa ¢pefia, a B KMcela cpejia aKTUBHOCTTA MY € mo-HHcKa. I1pH no-npoab/pkureneH
npHeM eeKTHBHOCTTA Ha XjiopXeKcHaHHa, pecn. AH3UBEJI Menton 5 mg /4 mg/ 3 mg nn |
TaOJIeTKH 34 CMyUY€eHe C BKYC Ha MEHTOJ1 HAMAJISBa B Pe3YJITAT Ha TIPOMEHH BEB (Iopa é@(ﬁﬂiﬁﬁgg
y ig 19
KYXHUHA. o Q‘,@ . 2P
ben3okann e 100pe H3BECTESH JOKAICH AHECTETUK. BeH30KaMH IPOHKMKBA B nnnm}mn JHTE Cocragn
yNpaskHABA CBOS ecbelcr BBPXY TepMHHanHme BONIKOBH PELISTITOPH HA JIMTABULIATA H lg K ST R

CJIFOHKA aHECTeTHYHHA e(PeKT MMa NPOABIKUTEAHOCT OT 5-10 MUHYTH.
EHOKCO0/I0H HMA MMPOTUBOBB3NAJIUTEIHO AEHCTBHE BEPXY OyKo(paprHraiHaTa JIMraB



5.2 PapMakOKHHETHYHH CBOHCTRA

XJTOpXeKCHAHH

[Topaav KaTHOHHATA CH NPUPOAA, XJIOPXEKCHUINH CE CBbp3Ba YCTOWYHBO ¢ KOXKATA, IMTaBULIMTE K
APYTH ThKaHHW H TORA ofpe/en cnabata My pe3opOLud ypes JIMraBUIAaTa Ha yeraTta. Criell NepopaiHo
MpUIaraHe Ha XNMOPXeKCHAMH TIPY IUTbXOBE H MHUILIKH C€ YCTAaHOBABA BHCOKA €(PeKTUBHOCT B
XPAHOCMUNATENIHHA TPAKT, TOM ce OTKPUBA B CIIOHKaTa cnef 8-ua gac.He ca otkpury cneam ot
XJ1I0PXEeKCHAMH B KPBBTA CAE nepopanya yrnorpeba. Enumubrpanero My ¢ H3BBPIIBA T1aBHO Ypes
dexanuute (90%). Ilpu uanKTBanKUs C XOpa YCTAaHOBEHOTO BpeMe Ha MOYKHBOT € 4 yaca.
beHn3oKann

KakTo nopeueto nokajnHy aHecTeTULIH ce abcopbupa upe3 MeMOpaHHTE Ha JIHTABMLIATA H TIPE3
yBpeZIeHaTa Koxa. BeR30KaHH € JIoKaieH aHECTETHK OT eCTEPEH THII, KOETO ONpeAc/ia HerosaTa ciaba
BOZIOPA3TROPHMOCT, a OT APYTa CTpaHa 1 cnabarta My abcopbuus. Tol ce XUAPONU3MPA OT EH3HMH
HapEeUYeHH ecTepasH A0 napa-aMHHOOEH30eHa KHCEINHA U €TaHol, KOWTO c& MeTad0IM3Kpa O aneTui-
KOCH3UM A, a2 napa-aMHHOOEH30eHa KHCE/TMHA C€ KOHIOTHpA ¢ IIHLIMH HIH C€ OTAC/A HENPOMEHEHaA C
ypuHara. Xuaponuzara Ha HeH30kauH ce U3BbPIIRA IIPSHMYLIECTRCHO B M1a3MaTa H B N0-Manka
CTENEH B YEpHUA Apob.

EHOKCOJIOH € TPOTEKTOPeH HHXUOATOP Ha eH3iMa — 11 B-XxuapokcHCTepOMA AeXHuAporeHasa, KOWTO
Ne3aKTHBHPA KOPTH30J1, @ ynorpedara ¢ XMAPOKOPTU3OH, NPH U3CIICABAHHUA ¢ KHBOTHH, TIOKa3Ba
3aCHJIBAHE JICHCTBHETO HA XHAPOKOPTH3OH B KOXKATA.

5.3 lIpeAKTMHHYHH AAHHH 32 §e30MaCHOCT
HeknHHHYHHTE AaHHH He MMoKa3BaT oco0eH PHCK 3a Xopa Ha 6a3aTa Ha KOHBEHIHOHAJTHHTE
(GapMaKoJIOrHyHH NpoyuBaHHA 3a 6e30MacHOCT, TOKCHYHOCT NIPH MHOTOKPATHO TpUIaraHe,

reHOTOKCHYHOCT MMPH MHOMOKPaTHO NMpWIaratue, rcHOTOKCHYHOCT, KaPLIMHOICHECH NOTCHUHAI,
PENPOAYKTHBHA TOKCHUYHOCT H TOKCHYHOCT 38 PasBUTHETO.

6. PAPMAHEBTHYHHA JAHHH

6.1. CouchbKk HA NOMONIHHTE BENMIECTBA
- CopbuTon

- Auecyndam kanui

- MarHesueB creapar

- Hatypanen apoMar - MEHTON

6.2. HecLEMECTHMOCTH

XnopxeKcHaHH MOXe Jia Obie Ae3akTHBMpaH OT 3axapo3a, nonucopbat 80, Hepa3TBOpUM MarHe3uH,
LMHK ¥ KaJLUEBY COJH.

6.3. Cpox Ha roguoct
3roIMHH.
6.4. Cnieunajann ycjaoBHs HA ChXpaHEHHE

Jla ce cbhxpandasa nnoa 25°C.,
JTa ce chbXpaHiaBa B OpUrHHAIHATA ONAKOBKA.




6.5. Bua H cbALpKAHHEE HA ONIAKOBKATA

Bmctep ot Henpospaudo PVC/PE/PVDC - AnyMuHHEBO (DOTHO.
Bceku Snnerep ecpappika 10 Tabnerkn,

PasmMep Ha ONIAaKOBKHTE:!

- 10 npecoBann TabneTKH 38 cMyveHe — 1 GnuCTep/KyTHS

- 20 npecoBanu TabNETKH 3a cMyueHe — 2 OuHcTepa/KyTHs

- 30 npecosaHu TabneTku 3a cMyueHe — 3 GnucTepa/Ky T

6.6. Cnenanan npeANASHH MEPKH NpPH HIXBLPJISIHE
Heun3non3saHuAT AeKapCTBEH NPOAYKT WIH OTIAABYHHTE MaTEPHAIN OT Hero TpAOBa Aa ¢e U3XBBPIAT

B CBOTBCTCTBHC C MCCTHHTC H3UCKBAHHA.

7. MPUTEXATEJI HA PASPEIHIEHUETO 3A YIIOTPEBA

HOBEJI PAPMA EOOJQ
OxosioBphcTeH NBT Ne 36
Codusa 1413, Bearapus

8. HOMEP(A) HA PASPENIEHUETO 3A YIIOTPEBA

11-26074/20.06.2014 r.
9. IATA HA IBPBO PA3PEINABAHE/TIOTHOBSABAHE HA PAZPEINEHHETO 3A
YIIOTPEBA

20.06.2014 .,

10. JATA HA AKTYAJIUBUPAHE HA TEKCTA

11.2015r.




