1. UME HA JIEKAPCTBEHHUA INPOAYKT

c?z L o/ Y
AH3UBEJI Menton 5 mg /4 mg/ 3 mg npecoBaHU TaONETKH 32 CMy4eHe

ANZIBEL Menthol 5 mg /4 mg/ 3 mg compressed lozenges 6- 399 2- 10 - ?:.3

2. KAYECTBEH U KOJIMMECTBEH CbCTAB
Bcsaka npecoBana tabnerka AH3UBEJI Menron 5 mg /4 mg/ 3 mg 3a cMyueHe cpabpxka 5,00 mg
xjopxekcuauHoB auxuapoxnopun (Chlorhexidine dihydrochloride), 4,00 mg 6en3okaun (Benzocaine)

u 3,00 mg eHokconoH (Enoxolone)

[TomowmHn BellecTBa € M3BECTHO AeicTBHE: Besdka npecoBanu Tabnerka 3a cmydeHe AH3MUDBEJ]
Menron ceaspxka 1241,00 mg copburton (Sorbitol) n 0,50 mg auecyndam kanuii (Acesulfame

Potassium)
3a MBJIHUA CIIMCHK Ha MOMOLIHUTE BELIEeCTBa, BHXKTE Touka 6.1.

3. JEKAPCTBEHA ®OPMA

[ IpecoBana TabneTka 3a cMy4eHe.
Kpbriu, 6enu, ABOHHOM3NI'bKHAIH TaONETKH, €AHOCTPAHHO rpaBHpaHHM ¢ Jjorotro Ha pupmata NOBEL

(m).

4. KIMHU4YHHU JAHHH

4.1 TepaneBTHYHH MOKA3AHHUA

AH3HWBEJI MenTon 5 mg /4 mg/ 3 mg e e)eKTUBEH 3a JIOKATHO ¥ BpEMEHHO CUMNTOMAaTUYHO
o0nex4yaBaHe Ha YMEPEHH HH()EKIIMO3HHU H Bb3MAJIMTE/IHH CbCTOAHHUA B YCTHATa KyXHHa.

4.2 103MpOBKA H HAYHH HA NPHJIOKEHHE

103upoBKa

Bv3pacmru u oHowiu Ha u Hao 12 200unu
[Ipenopbunrennara aHeBHa no3a AH3HWUBEJI MenTon 5 mg /4 mg /3 mg e enHa tabnerka npes
HHTEpBan oT 2-3 yaca. MakcuManHara JHeBHa /103a ¢ 8 TabneTkH .

Cneyuannu nonyaayuu
Leya noo 12-co0unu
[Ipenopvunrennara aHeBHa no3a AH3UEBEJI Menrton 5 mg /4 mg /3 mg e enna tabnerka npes

MHTepBaJl oT 4-5 yaca. MakcHMasnHaTa JJHeBHa 103a € 6 TabneTky.

HayuH Ha npuUokKEeHUE

AH3HUBEJI MenTton S mg /4 mg /3 mg ce npunara B yCTHaTa KyXHHa.
4.3 IlporuBONOKaA3aHHA

AH3UBEJI Menton 5 mg /4 mg /3 mg He TpaOBa a ce mpUeMarT OT Xopa ¢ U3pa3eHa
CBPBXYBCTBUTENHOCT KbM aKTHBHHTE BELECTBA HIH KbM HAKOE OT NMOMOLIHHATE BELIECTBa ,H3ﬁpaeun
B TOYKa 6.1 WK ApYry €CTEPHHU NPOU3BOHH C JIOKAITHO aHECTETHYHO AECHCTBHE, ’

Ty .
w



AH3HUBEJI Menton S mg /4 mg /3 mg He TpabBa 13 ce mpueMar OT MAIMEHTH CTpajalli OT
$eHUNKECTORYPHA.

AH3UBEJ]I MenTton 5 mg /4 mg /3 mg He TpsbBa Aa ce MpHnara MpH PaHH H pa3g3BABaHAA B YCTHATA
KYXHHA H I'BPJIOTO.

4.4 CoensajBR TpeAYHIPEARACHES H NPeANa3HE MePKH NpH ynorTpeba

AH3HWBEJI Menrron 5 mg /4 mg /3 mg TpaGaa Aa ce nmpHiara ¢ NOBAIEHO BEAMAHHE H CAMO RO
CTPMKTHO Nlekapcko HaO/moeHne B ciTyJad Ha €pO3HBHHE, AECKBAMaTHBHH MPOMEHH Ha JIMTABHLIATA HA
ycTara.

Tpabsa na ce uMa npensui, 3¢ AHIVUBEJI Menton 5 mg /4 mg /3 mg chabpxka copOHTON M NOPaH
TOBA NMAIHEHTH ¢ PEAKH HACNEACTBEHM NPOMEHH ¢ HETIOHOCHMOCT KBM (PpyKTO3a He Tpsabra na
NpHEMAT TOBA IEKAPCTBO.

Cop6uTon MOXe O3 IpHIMHH CTOMAIIIHO pasApa3HeHHKe B JHAPHA.

IpremsT Ha AH3HUBEJI Menron 5 mg /4 mg /3 mg oT NalMeHTH ¢ HEAOCTaThIHA abcopOima Ha
KA/THH € PUCKOB&H, THH KaTo ChABPAKa anecyndam xamit xato noacnagutesn. Ciex nepopanHa
ynotpe6a, yRenHdeHNTe HHBA Ha KAJIKY MOTAT JAa HPHUMHAT CTOMAINHO pa3pa3sHeHHE U JHAPHA.

4.5 BaanmoneiicTeRe ¢ APYTR NEKAPCTEERA NPOAYKTH H APYTR $OopME Ba B3aEMoaclicTnae

bBeH30KaMH HaManARa edexTHTE Ha CYI(POHAMUAHTE H AMHHOCATHITWIATHTE, KOSTO €€ TbJ/DKM Ha
Heropya MeTabonHT-4-aMuHOOEH304aT.

4.6 DepTEAETET, GpEMEBRHOCT H KbPMeHE

He ca u3pecTHM npoTHBONOKAa3aHUA 3a npunoxeanero Ha AH3UDBEJI Mexron Smg/4mg /3 mg no
BpeMe Ha OpEMEHHOCT H KBPMEHE.

4.7 Edexrn s1pXy cnocofHocTTa 38 moPpHEpaHe B paboTa ¢ MAIDRAH
AH3UBEJI Menton 5 mg /4 mg /3 mg He mopmBa criocobHOCTTa 32 modupane U paboTa ¢ MAIIMHH.
4.8 Hexenann NexapcTBeRN PeaKnue

Panxo ca qoknaasany oOHMIM aNepruvyHy peaklMy H CMYIIECHUMA B XpAHOCMHIIATETHATA CUCTEMA.
[Tpr npoasipkeTenna ynotpeba Ha AHIUBEJI Merton 5 mg /4 mg /3 mg ¢ Bp3MOXHO Ia ce NIOABH
NMpeXoaHa NPOMAHA Ha BKYCA H YYBCTBO Ha CKOBAHOCT HA €3HKA.

[TpogpoxuTenHara ynorpeba Ha 1CKapCTBEHH NPOAYKTH, CHABPKAIIN XJIOPXEKCHAHH, MOXe Aa
JoBene A0 ouserapaHe Ha 3b0HHY eMalin, ocofeHo NP NauMeHTH ¢ TBhpIAa JeHTANIHa ILTaKa,
BB3MOXHO € CHINC W/HMHM OOpaTHMO OLBETABEHE Ha €3HKA.

ben3okauH MOXe A8 NPeaM3BHKA PEAKLIMA Ha CBPBRXYYBCTBHTENHOCT (HAMp. napa- rpynoBa aleprug) B
penKH cyuan 10 aHaGUIaKTHIeH IIOK.

IIpn npunarane Ha OeH30KAHH Ca HAGMOAaBaHN METXEMOrTIOOUHEMHH PH MAJIKH Aelia.

B pesynrar Ha npeno3apaHe WM MPOTB/DKUTENHA YROTpeba, MOFaT fa ce NMOoABAT OTOLM H Jia c¢
HaOMmoOAaBa XUIIEPTEHIHUA.

CrobmaBaHe HA MOJOIAPAHM HEXENAHH PEaKIIHH
CrobiarapeTo Ha NOOO3HPAHH HEXeNTaHU PeakIuH CJieq paspelnaBaHe 3a ynorpeba Ha NeKapCTBEHHA

NPOAYKT € BakHO. ToBa Mo3po/Ba Aa NpOARIDKH Ha0MIOIEHRETO Ha CHOTHOMEHHETO MOJI3a/PHCK 3a
JIEKAPCTBEHAA NpoAyKT. HexenaHHTe peakiiy Moxke Aa 6paaT CROOIICHH IHPEKTHO HA
HamenuuTenna aredims no nexapereara (MAJI):

BBIITAPUA, Codua 1303, yn. Jamsmi I'pyes 8
Ten. +359 2 8903417




enn. nowa: bda@bda.bg
yebcalT: www.bda.bg

4.9 Ilpenosmpane

- Xnopxexcuournoe Suxudpoxiopud
AH3HUEEJI MenTon 5 mg / 4mg / 3 mg chIbpXKa XINOPXEKCHAHHOB NMXHAPOXIIOPHE, KOHTO ¢ cnabo
Pa3TBOPHM H KOJIHIECTBOTO OT HEro, koero ce abcopbrapa npes koxata U JIMFABHIHTE C& eTHMHHNPA
OT 9YOBEIIKHA OpraHm3pM 0€3 MosBa Ha CHMITTOMH Ha MHTOKCHKAIMA. CHCTEeMHHTe UHTOKCHUKALMH ¢
XJIOPXEKCHAMHOB ANXHAPOXIIOPH/ €A PEAKH.

- benzoxaun
[IspraTe CHMIITOMH Ha HMHTOKCHKAaIMA ¢ OemsokamH ca mpepb3byaa Ha IIHC (ragene, tpemop,
koHBYJICHH). C TedeHme Ha BpeMeTO MOXe Aa ce Habmopasa noruckane Ha [IHC po nmotnckane Ha
NUINaHeTO H KoMa, Opamnkapaus, AV-6nox.
IIpn Mankn gena GeH30KaMH MOXE A2 NMPEAH3IBHKA METXEMOIOOHHEMHA ¢ IHCITHEA H IHaHO034.
Ilpy HamMu¥e HA NMPH3HALM 38 HHTOKCHKAIMA ¢ OeH30KaMH Tpia0Ba Ja c¢ NMpEANpHEMAT MEPKM 38
eIMMHHHpPaHe — NpeH3BHKBAHE HA [TOBPBINAHE, CTOMALIHA IIPOMHKBKA.
B ciyday Ha XHTIOKCHS WIYH AHOKCHUS € NMoKaszaHo ofaumuBaHe ¢ KHCNopoa.
Ilpp nosea Ha KOHBYNCHM C¢€ [pHIarar AWazenaM HIH  Onpsopeficteam  Gapbmryparn
(TpOTHBONOKA3AHY NPH AHOKCHYHM KOHBYJICHM)., Chpaedno-chaoBHTe QyHKimH Tpabpa ma Onaar
NOABPKAHR Ype3 BIMBAHE HA IU1A3Ma WIK €NCKTPOJINTHH Pa3TBOPH.

§. DPAPMAKOJIOTMYHH CBOUCTBA
5.1. ®apMaxkoAHRaMAYHE CRONCTBA

dapmMakoTepanesTHuna rpyna: IlpenapaTti 3a neveHHe Ha rspao, AHTHCenTHIM (Antiseptics)
ATC kon: RO2A

AKTHBHO | ATC Kon ATC rp_;na
BCIIECTRBO _ _ _
Xnopxexcaaar | ROZAAOS ABTHCENTRIOH

: Benixkann | RO2ADO1 | AHeCTeTHHH, JOKAJIHE

| Enoxconon [ D03AX10 ] IIpoTHBOBLINANATEIHE |

X10pxeKcHARE MMa IIHPOK CNCKTHP HA AHTHMHUKPOOHO aeHCTBHE Cpellly rpaM-NoJIOXHTEIHH U
rpaM-OTPHUATEIHM OakTepuu. XNOPXEeKCHANH parpakaa UMTOMNa3MeHaTa MeMOpaHa Ha
GaxTepHATHHTE KIETKH. AKTUBHOCTTA MY Cpelly APOXIH, ZepMATOPHTH, MHKOOAKTEpHH H HAKOH
BHEOBE Pseudomonas ¥ Proteus € HACKA. AKTHBHOCTTA Ha XJIOPXEKCHIHHA € Hali-BHCOXa B BCYTPaJIHa
WIH ¢cnabo asikanHa cpela, a B Kucena cpefa akTHBHOCTTA My € no-Hucka. Ilpu no-npoasokureneH
npHeM eeKTUBHOCTTA Ha XNopXekcuaunHa, pecni. AH3UBEJ] Menton 5 mg /4 mg/ 3 mg npecosaHu
TaONeTKH 3a CMY9YCHE C BKYC Ha MEHTOJT HAMAJIABa B PE3yNTAT Ha NPOMEHH BB (piopaTa Ha yCTHATa
KYXHHA.

Benzoxann ¢ 100pe H3BECTEH MOKANEH aHeCTeTHK. BeH30KaWH NMPOHAKBA B THNOGWIHUTE CIOSBE U
YIHPaXKHABA CBOA €PEKT BBPXY TEPMHHAIHMTE OOJIKOBH PELIENTTOPH Ha JIMFABHIATA B KOXKATA.
AHeCcTeTHIHOTO MY JeHcTBHe 3ani09Ba cnef 15-30 cexynnn. IIpu paspexaaHe Ha CyOCTAHI[HATA CBC
CIIOHKA AHECTETHYHHNA e(eKT HMa NPOTRDKHTENHOCT 0T 5-10 MHHYTH.

EHOKC0JIOH MM2 NPOTHBORBITIATHTENHO AclicTaye BLpXy OykodapHHramHaTa urap




5.2 ®apMaxkoxHHETEYER CBOHCTRE

XIopxexcHARE

[lopaau KeTHOHHATA CHM IIPHPOAA, XJTOPXECKCHAHH C€ CBBP3BA YCTOMYHBO C KOXATa, IMMABHLUHTE H
HPYTIH THKAHHM H TOBa onpexnens cnabata My pesopbuma apes MuraBauaTa Ha yerata. Cne nepopanuo
NpANarale Ha XIOPXEKCHANH NPK IUTEXOBE M MHINKH CE YCTAHOBABA BHCOKA ¢(EKTHBHOCT B
XPaHOCMHWIRTEJTHHA TPAKT, TOH C¢ OTKPHBA B CIOHKATa ciieq 8-ui 9ac.He ca oTkpuTH Cneam ot
XNOPXEKCHAMH B KPBBTA CJIeA nepopanHa ynorpeba. EnAMUHUpaHeTO My Cé H3BBpINBA IMABHO Ype3s
dexamuure (90%). [Ipr H3NMUTBAHAA C XOpa YCTAHOBCHOTO BpEME HA MONYXHBOT € 4 Jaca.
Beniokann

KaxTo noBeqeTo NOKANMHH aHeCTETHIM ¢ abcopbupa ape3 MeMOpaHUTE Ha JIMTaBHIIATA H ITpes
yBpeacHaTa Koxa. BeH30KkaMH € JIOKaNeH aHECTETHK OT ECTEPEH THIIL, KOETO ONpeAei% Heropara ciaba
BOJIOPA3TBOPHMOCT, a OT AApyTa cTpaHa H cnabata My abcopbima. To#t ce XxuapoMHsupa OT CH3HMA
HapeYeHH ecTepas A0 Napa-aMUHOOEH30¢HA KHCENIHHA # €TaHOM, KOHTO ce MeTaboymampa Ao anern-
KOCH3UM A, a Mapa-aMHHOOEH30eHa KHCENHHA C€ KOHIOTHPA ¢ INIMIAH KNH C€ OTAC/A HEMPOMEHEHA C
ypHHaTa. XHAPOAH3ATA Ha O€HI0KAMH CE W3BLPIB2 NPEHMYINCCTEBCHO B IUIA3MATa H B IO-MAJIKA
CTENEH B 9epHHA Opob.

Enoxkconon e NpoTeKTopeH HHXHOATOP Ha eH3uMa — 1] B-XHAPOKCHCTEpONA AeXHAPOrenasa, KoHTo
AE3aKTHBHPA KOPTH30JI, & YNoTpebaTa ¢ XHAPOKOPTH3OH, IIPH H3CIEABAHMA C XXHBOTHH, IOKa3Ba
3acHiIBaHe ReHCTBHETO Ha XHAPOKOPTH3OH B KOXATA.

5.3 [IpeaxnuavEE JaBEE 33 6ezonacHoCT

HexnHHUYHETE AaHHA HE NOKa3BaT OCOOEH pHCK 3a xopa Ha §a3aTa Ha KOHBEHIMOHAITHUTE
dapMaKoJNIOrHYHA MPOY9IBaHMA 32 6€30MACHOCT, TOKCHYHOCT NP MHOT'OKPATHO NpHJIarane,
FreHOTOKCHYHOCT IPH MHOTOKPATHO NpHIaraHe, ’eHOTOKCHIHOCT, KAPUHMHOI'CHEH NOTEHINAT,
PEeNpOAYKTHBHA TOKCHIHOCT H TOKCHIHOCT 32 Pa3BHTHETO.

6. DPAPMAIIEBTHYHH JAHHH

6.1. CnRcnLk HR DOMOIIIEATE BEIIIECTBA

- Copburon

- Anecyngam xamui

- MarskesueB cTeapar

- HatypaneH apoMar - MeHTON

6.2. He¢CLRMECTEMOCTH

XnopxekCHAUH MOXe Aa Oble Ae3aKTHBHPAH OT 3aXapo3a, noaucopdar 80, Hepa3TBOpPHM MarHe3HH,
IIHHK ¥ KANIMEBH COJTH.

6.3. Cpox Ba roanoct
3 roguHH.

6.4. CnenpanHH yCJIOBHS HA ChXPAHEHHE

Ha ce cpxpanapa nox 25°C.
Ha ce chXpaHABa B OPHTHHAJIRATA ONAKOBKA.




6.5. BRA B chObLpPAAHEE HA ONAKOBKATA

Bmuctep ot Henpospauno PVC/PE/PVDC - AnryMunHero donuo.
Bcexu 6nrcTep cpappixa 10 Tabnerxm.

Pa3sMep Ha ONAaXOBKHTE:

- 10 nmpecopann TabneTku 3a cMydene — | GmcTep/KyTHSA

- 20 npecopany Tabnerky 3a cMydcHe — 2 Omucrepa/xyTHA

- 30 npecopaHu TabneTKM 3a cMy4eHE — 3 OnucTepa/KyTHA
6.6. CoennanEn OpeAna3Hl MepKE NPH W3XBHPJARHE
Hen3nomsBaHHAT IEKAPCTBEH NPOAYKT HIIH OTNATRYIHHMTE MATEPHAIH OT Hero TpabBa fa ce H3XBHPJIAT

B CHOTBETCTBHC C MCCTHHATC HINCKBAHMNA.

7. IPHTEXATEJI HA PASPEHIEHHMETO 3A YITOTPEBA

HOBEJI ®PAPMA EOO/
oyn. ,,brarapus® Nel09
Co¢mus 1404, bunrapus

8. HOMEP(A) HA PA3ZPELLIEHHETO 3A YIIOTPEBA

Per. Ne 20140195
9. JATA HA ITHPBO PAZPEINABAHE/TIOJHOBABAHE HA PAZPELLIEHHETO 3A
YIIOTPERA

Jlata Ha mepRO paspemapane: 20.06.2014 r.
IlaTa Ha nocneano noaunorapane: 18.07.2019

10. JATA HA AKTYAIN3IHUPAHE HA TEKCTA

01.2025r.




