1. MME HA JIEKAPCTBEHUS IPOAYKT I770 /3G

AH3UBEJI Mea u JIumoH 5 mg / 4mg / 3 mg npecoBaHu TabJIETKH 32 CMY4YEHE 3% 5 37

ANZIBEL Honey and Lemon 5 mg / 4mg / 3 mg compressed lozenges 139 -05- 2075

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

Bcsaka npecoBana Tabnerka 3a cmyyeHe AH3UBEJ]I Men u JIumon 5 mg /4 mg /3 mg ceaspxa 5,00
mg XJopxekcuauHoB auxuapoxnopua (Chlorhexidine dihydrochloride), 4,00 mg 6eH30KkauH
(Benzocaine) u 3,00 mg eHokconoH (Enoxolone).

[loMOLIHH BELLECTBA C H3BECTHO AEHCTBHE
Beska npecoaHa Tabnerka 3a cmyyeHe AH3UBEJI Mea u JIuMon ceabpxka 1238,00 mg copdburon

(Sorbitol) n 0,25 mg auecyndam kanuii (Acesulfame Potassium)
3a MBJIHKAA CITUCHK HA MOMOIIHHUTE BellleCTBa, BHXKTE ToYkKa 6.1.

3. JEKAPCTBEHA ®OPMA

[IpecoBanara OJsieTKa 3a CMy4€EHE.
Kpbrnu, CBETIOXKBITH , ABOHHOM3MBbKHAIM TabJIETKH, €AHOCTPAHHO PaBUPaHU C JIOrOTO Ha (pupmaTa
NOBEL (n).

4. KIMHHYHHU JAHHH

4.1 TepaneBTHYHH NOKA3aAHHA

AH3UBEJI Mea u JIumon S mg / 4mg / 3 mg e e)eKTHUBEH 3a JIOKaJIHO U BpEMEHHO CUMIITOMATHYHO
o0jieK4aBaHe Ha yMEepeHH HH(EKLIMO3HH U Bb3NAJIUTEIHU ChbCTOSHUA B YCTHATa KYXHHa.

4.2 Jlo3MpoOBKAa H HAYHH HA NPHJIOKEHHE

Jo3upoBKa

Bv3pacmnu u onowiu na u Hao 12 200unu
[Ipenopbunrennara AHeBHa Jo3a AH3HWUBEJI Men u Jlumon 5 mg /4 mg /3 mg e eqna TabneTka npes
HHTEepBaJl OT 2-3 yaca. MakcumManHaTa JHEeBHa /103a € 8 TabJIeTKH .

Cneyuannu nonyiayuu
Meya noo [2-200unu
[Ipenoppuntennara aHeHa no3a AH3UBEJI Men u JIumon 5 mg /4 mg /3 mg e eqHa Tabnerka npes

HHTEpBaJ OT 4-5 yaca. MakcumasiHaTa AHEBHA [103a € 6 TabneTky.

HauyuH Ha NMpHIIOKEHHE

AH3UBEJI Men u Jlumon 5 mg /4 mg /3 mg ce npuiara B yCTHaTa KyXHHa.
4.3 llporuBOoNOKa3aHHA
AH3HWBEJI Mea n JlumoH 5 mg /4 mg /3 mg He TpaOBa Aa ce nmpueMar OT Xopa ¢ U3pa3eHa

CBPBHXYYBCTBUTETHOCT KbM aKTHBHHTE BELLECTBA WIH KbM HAKOE OT MOMOLLHHTE BEILECTEa, H30POeHN =
B TOYKa 6.1 WK ApYry eCTepHU NPOU3BOAHHU C JIOKAJTHO AHECTETHYHO JIEHCTBHE. ; Ui



AH3UBEJI Mea u Jlumon 5 mg /4 mg /3 mg He TpsAOBa Aa ce mpUeMart OT NMaLUMEHTH CTpaJalluy oT
(eHUIIKETOHYpHS.

AH3UBEJI Men u Jlumon 5 mg /4 mg /3 mg He TpsaOBa Aa ce nmpuiiara rMpv paHu U pa3fa3BsIBaHHA B
YCTHaTa KyXHHa H I'bpJioTo.

4.4 CnenHajlHH npeaynpexaeHHs H NpeanasHd MEPKH NPH ynorpeda

AH3UBEJI Mea u JIlumon 5 mg /4 mg /3 mg TpabBa ga ce npuiara ¢ NOBUIIEHO BHUMaHHUE H CaMO
[0J CTPUKTHO JIEKAPCKO HaO/MOAEHHE B CIy4ad Ha €pO3UBHH, I€CKBAMAaTUBHH IIPOMEHH Ha
JIMraBMIIaTa Ha ycTara.

Tpabsa na ce uma npensua, e AH3UBEJI Mea u JIumon 5 mg /4 mg /3 mg ceabpxka copOUTON H
Mopajii TOBa MALMEHTH C PEAKH HACJIEACTBEHH POMEHH C HEMOHOCUMOCT KbM ()pyKTO3a HE TpAOBa
J1a IPUEMAT TOBA JIEKapCTBO.

CopOuTosn MOXKe Aa NPUYMHK CTOMALLHO pa3Apa3HEHUE U JUAPHA.

[TpuemsT Ha AH3UBEJI Men u JIumon S mg /4 mg /3 mg oT naumeHTH ¢ HeAoCcTaTh4Ha abcopOuus
Ha KaJIuM e pUCKOBAH, Thil KaTO ChbABPIKaA auecy)idaMm Kanuil kato noacnaaures. Cnea nepopajiHa
ynotpe0a, yBeJIMUEHUTE HUBA HA KAJIMM MOraT /1a NPHYMHAT CTOMALIHO pa3/ipa3HEHUE U IHapHA.

4.5 BzanmopaelicTBHe ¢ APYIrH JIEKAPCTBEHH NPOAYKTH H APYrd ¢popMH HA B3aHMOJeHCTBHE

beH3okanH HaMasiABa eeKTUTE Ha CYJIPOHAMUAMUTE H AMUHOCATHLIWIATUTE, KOETO C€ IbJDKH Ha
Herosus Metadbonur-4-aMmuHOOEH30aT.

4.6 ®epTHINTET, GPEMEHHOCT H KbpMeHe

He ca u3BecTHH npoTHBONOKa3aHus 3a npuwiokeHneTo Ha AH3UBEJI Mea u JIumoH S mg / 4mg / 3
mg MPECOBaHH TAONETKH 3a CMYY€EHE 110 BpeMe Ha OpEMEHHOCT M KbpPMEHE.

4.7 EdexTn BbpXy ciocobHOCTTA 32 MOopHPaHe H padoTa ¢ MAIIHHH

AH3HUBEJI Men u JlumoH S mg /4 mg /3 mg He noBiMsABa crocoOHocTTa 3a wodupaHe u paboTa ¢
MallWHH.

4.8 Hexxe1aHH JIEKAPCTBEHH pPeaKlLHH

Psanko ca noknaaBaHy oOLIM aJIeprH4HH peakUMH U CMYLLIEHHA B XpaHOCMHUJIATE/IHaTa CHCTEMA.
[Ipu npoasmkuTenna ynorpedba Ha AH3HUBEJI Mea n JIumon S mg /4 mg /3 mg e Bp3MOXKHO 112 ce
MOABH NPEeXOHa MPOMAHA Ha BKyCa H YYBCTBO Ha CKOBAaHOCT Ha €3MKa.

[Tpoaws/mkuTenHaTa ynorpeda Ha 1eKapCTBEHU NMPOAYKTH, ChAbpPXKalllH XJIOPXEKCHIHH, MOXe /1A
AOBENE 10 OLUBETABAHE Ha 3bOHUA €Mail)l, 0COOCHO NMpH NALMEHTH C TBbPAA EHTAJIHA IJ1aKa,
Bb3MOXKHO € ChII0 W/WIH 0OpaTUMO OLIBETABAHE HA €3HKa.

beH3zokauH MoOXKe na NpeaAu3BUKa peakLiMi Ha CBPBXYYBCTBUTEIHOCT (HAIp. napa- rpynosa ajeprus) B
PeIKH CITy4aH 10 aHa(pMJIAKTHYEH LUOK.

[Ipu npunarane Ha OeH30KauH ca HaOJII01aBaHH METXEMOTITIOOMHEMHH TPH MaJIKH J1eua.

B pe3ynraT Ha npego3upaHe WIH NPOABIDKUTENHA yIioTpeda, Morar J1a ce NosBAT OTOLM M J1a ce
Ha0/r01aBa XUIIEPTEH3HUA.

ChoblL1aBaHe Ha NMOAO3UPAHN HEXEIaHH PeaKLIMK

ChoO1aBaHeTo Ha MOAO3MPAaHH HEXEJIaHH PeaklMu CJie]l pa3peliaBaHe 3a ynorpeda Ha IeKapCTBEHHS
MPOAYKT € BaXKHO. ToBa no3BosisABa Aa NpoaABb/LKK HAOIIOAEHHETO Ha ChbOTHOLLIEHHETO MOJI3a/PUCK 34
NIeKapCcTBeHUsA NpoAyKT. Hexenanure peakuuu Moxe 1a ObaaT cboOLEHH IUPEKTHO Ha
H3nenHuTenHa areHums no nekapcreata (MAJ):

BBJI'APUA, Codus 1303, yn. lamsan I'pyes 8 P
Ten. +359 2 8903417 "



es1. nowa: bda@bda.bg
yebcair: www.bda.bg

4.9 llpeao3supane

- Xnopxekcuounoe ouxuopoxiopuo
AH3UBEJI Men u Jlumon 5 mg / 4mg / 3 mg chbabprka XJIOPXEKCHAUHOB TUXUIAPOXIIOPHI, KOUTO €
c1abo pa3TBOPUM U KOJIMYECTBOTO OT HEro, KOETO ce abcopOupa npe3 Koxkara U JIMFraBHLUTE ce
eNIMMHHUPA OT YOBELIKHA OpraHu3bm 0e3 1osBa Ha CHMIITOMH HAa HHTOKCUKaUus. CUCTEMHHTE
MHTOKCHKALMH C XJIOPXEKCHIHUHOB JUXHUAPOXIIOPH/ Ca PEAKH.

- benszokaun
[IspBHTE CHMIITOMH Ha HHTOKCHKaLUA ¢ OeH30KkauH ca npesbp30yaa Ha LIHC (ragene, Tpemop,
KOHBYJICHM). C TeyeHHe Ha BpeMeTo Moxe aa ce Habmoaasa notuckane Ha LIHC no notuckane Ha
IHUILIAHETO W KoMa, Opaaukapaua, AV-0510k.
[Ipn Manku aeua 0€H30KauH MOXKe J1a MpeAU3BUKa METXEMOTTIOOMHEMHUA ¢ IUCITHES W LIMAHO3a.
[Ipn HaniMYHe Ha NMPU3HALM 32 HHTOKCHUKALMA ¢ O€H30KauH TpAOBa /J1a ce npearnpHeMar MepKH 3a
eJIMMUHUPAHE — [PEIM3BUKBAHE HA MOBPBLIAHE, CTOMALIHA TPOMMBKA.
B cimy4yan Ha XMITOKCHA MJTH aHOKCHSA € MOKa3aHO OO0 MILBaHE C KHCIIOPO/L.
[Ipn mosiBa Ha KOHBYJICHH ce€ MpHJIaraT AUasenam Wik 0Obp3oaeicTBaliy bapoOuTypaTH
(MpOTHBOIOKA3aHH NPH aHOKCHYHU KOHBYJICHMH). CbpaeYHO-CBA0BHTE QYHKLUMH TPAOBa 1a ObaaT
NOJABbPKAHHU Ype3 BIIMBAHE HA IU1a3Ma WIH €JIEKTPOJIMTHH Pa3sTBOPH.

5. DPAPMAKOJIOTMYHU CBOUCTBA
5.1 ®PapMakoAHHAMHYHH CBOHCTBA

dapmakoTepaneBTHYHa rpyna: Ilpenapatu 3a neueHHe Ha ropsio, AHTHCENTHLM (Antiseptics)
ATC xon:RO2A.

AKTHBHO ATC Kon ATC rpyna

BeleCTBO

Xaopxekcuaua | RO2AA0S AHTHCENITHIH

beH3okauH R02ADO1 AHECTEeTHIIH,
JIOKA/IHH

Enokcosion D03AX10 HApyrn
HHKATPH3AHTH

MexaHH3BbM HA NeHCTBUE

XJ10pXeKCHAHH UMa LIMPOK CIIEKThP HA aHTUMHUKPOOHO IeACTBHE CpelLly rpaM-INoJIOKHTEITHH U
rpamM-oTpyuaTeHu OakTepun. XJIOPXEKCHANH pa3rpakia LMTOIUIa3MeHaTa MeMOpaHa Ha
OakTepHaTHUTE KIETKH. AKTHBHOCTTA MY Cpelly APOXIH, AepMaTOGUTH, MUKODAKTEpHH U HAKOH
BU0Be Pseudomonas U Proteus € HUICKa. AKTUBHOCTTa Ha XJIOPXEKCHAHHA € Hal-BMCOKa B HEYTpaJlHa
WK cnabo ankajHa cpeja, a B KMUcesla cpela € no-Hucka. Ilpu no-npoasmkureieH npuem
e(peKTUBHOCTTA Ha XJIOPXEKCHMHA, pecn. AH3u0en HaMalisBa B pe3yJ/ITaT Ha MPOMEHHU BbB (hyiopaTa
Ha yCTHaTa KyXHUHa.

ben3okanH e 100pe H3BECTEH JIOKAJIEH aHECTETHK. beH30KanH NMPOHUKBA B JIMNOQHITHUTE CJIOEBE U
YIpaXKHABA CBOS €(PEKT BbpPXY TEPMUHAJIHUTE O0JIKOBH peLENTOPH Ha JIMIaBUIIAaTa H KOXKATa.
AHeCTeTHYHOTO My AeicTBHe 3anouBa ciep 15-30 cexynau. I1pu pa3pexaane Ha cyOCTaHLMATA CbC
CITFOHKA aHECTEeTHYHHA €(PeKT UMa NPOIABIDKHUTEITHOCT OT 5-10 MUHYTH.

EHOKC0/I0H UMa ITPOTHBOBB3NAJIUTEITHO AeiCTBHE BHPXY OyKo(dapHHraiHaTa JIMraBuua, - -



5.2 ®apMaKOKHHETHYHH CBOHCTBA

XJIOpXEeKCH/IHH

[Topanu KaTHOHHATA CH MpPUPOAA, XJIOPXEKCHIUH CE€ CBBbP3Ba YCTOMYUBO C KOXaTa, JIMMaBHLIUTE U
APYTHd ThbKaHH U TOBA onpezesns cnabarta My pe3opOLusa uypes 1urasuuara Ha ycrara. Cre nepopanHo
pHJIaraHe Ha XJIOPXEKCHIMH MPH IUTbXOBE U MHMILIKH C€ YCTAaHOBSIBa BUCOKA €()EKTHBHOCT B
XpaHOCMHJIATEJIHUA TPAKT, TOM ce OTKPHUBA B CIIKOHKaTa ciiel 8-us yac.He ca OTKpUTH criein OT
XJIOPXEKCHIMH B KpbBTa cjie] nepopaiHa ynorpeda. ExMMHHHpaHeTo My ce H3BBpLIBA IJIaBHO Ype3
dbexanuure (90%). [Ipn U3nUTBaHMA C XOpa YCTAHOBEHOTO BpEME Ha NOJIYXKUBOT € 4 yaca.
benH3zokaHH

KakTo noBe4eTo JIOKaJIHK aHECTETHLIH ce abcopbupa upe3 MeMOpaHHUTE Ha JIMraBHLIaTa U Ipes3
yBpe/ieHaTa Koxa. beH30KauH e 10KaJleH aHeCTETHK OT €CTEPEH THIl, KOETO ornpeaess Herosara ciada
BOJIOPA3TBOPHMOCT, a OT Apyra cTpaHa u cnabara My adbcopouus. To# ce Xuaponu3upa OT EH3UMH
HapeYyeHU ecTepasu A0 napa-aMMHOOEH30€Ha KHCEJIMHA U €TaHOJI, KOUTO ce MeTaboM3upa 10 aleTul-
KOEH3MM A, a mapa-aMMHOOEH30€Ha KMCEJIMHA C€ KOHIOTHPa C INIMUMH WM C€ OTAE/A HENMPOMEHEHaA ¢
ypuHaTa. XHIpoJin3aTa Ha OEH30KauH ce U3BbPLIBA PEUMYILLECTBEHO B IJIla3MaTa M B [10-MaJika
CTeNneH B YepHHUA Apo0.

EHOKCOJIOH € MpoTeKTOPEH HHXHUOUTOP Ha eH3uMa — 11 B-XuapokcUcTepoHa AeXHApOoreHasa, KOHUTo
NIe3aKTUBHPA KOPTHU30J1, a ynoTpebara ¢ XMAPOKOPTHU3OH, ITPH U3CIEABAHHUSA C XKUBOTHH, MTOKa3Ba
3aCHJIBaHe JEeNCTBUETO HAa XMAPOKOPTH30H B KOXKaTa.

5.3 [IpeakIHHAYHH JaHHH 32 De30maCHOCT
HexknmHUYHUTE JaHHHM HE NOKa3BaT 0COOEH pHUCK 3a Xopa Ha 0a3zaTa Ha KOHBEHIIHOHAJIHUTE
(apMaKoJIOrHYHH NPOYy4YBaHHA 3a 0€30MacHOCT, TOKCHYHOCT IPH MHOIOKPATHO MpUJIaraHe,

Fr€CHOTOKCHYHOCT INPH MHOIOKPATHO MNpHJIaraHE, rCHOTOKCHYHOCT, KapUHHOI'€HEH TTOTCHLHAJl,
peENpOoAYKTHBHA TOKCHYHOCT H TOKCHYHOCT 3a Pa3BHTHETO.

6. PAPMALEBTHYHU JAHHH
6.1. CnuCBLK HA NOMOILIHHTE BellecTBA

- CopOuTon

- Auecyngpam kanui

- MarHe3ues creapar

- Hatypanen apomMat Ha meJl

- Hatypanen apoMaT Ha JIUMOH
6.2. HecbBMeCTHMOCTH

XNopxeKCHAUH MOXe N1a Ob/1e Ae3aKTHBHPAH OT 3axapo3a, nmosucopbart 80, HEpa3TBOPHUM MarHes3uu,
LIMHK ¥ KaJILMEBH COJIH.

6.3. Cpok Ha roasocTt
3 ronuHu.

6.4. CnennajiHu YCJIOBHSA HA CbXPaHeHHe

Jla ce cexpansaBa noa 25°C.
Jla ce chXpaHfABa B OpUIHHAJIHATA ONAKOBKA.




6.5. Bua B cbaAbpKaAHHE HA ONAKOBKATA

Bnmucrep ot Henpo3pauHo PVC/PE/PVDC - AnymuHueBo (oiuo.
Bceku 6nucrep cpabppxa 10 Tabnerkwu.

Pa3mep Ha ONIAaKOBKHTE:
- 10 npecoBanu TabneTku 3a cMyuyeHe — | OucTep/KyTHSA

- 20 npecoBaHu TabJIeTKH 3a cMyueHe — 2 ucTepa/Ky THs
- 30 npecoBaHu TabneTKy 3a cMyueHe — 3 6nucTepa/KyTus

6.6. CnenuHa/JJHH NpeaAna3Hd MEPKH NPH H3XBbLPJAHE

Heun3nos3BaHUAT JICKAPCTBEH MNPOAYKT HJIKH OTNIAABYHHTC MATEPHAJIH OT HEI'O TpﬂﬁBﬂ JAd C€ H3XBBPJIAT
B CbOTBETCTBHE C MECTHHTC H3UCKBAaHHA.

7. MIPUTEXATEJI HA PASPELLIEHHUETO 3A YIIOTPEBA

HOBEJI ®PAPMA EOO/J]

Oyn. ,.benarapusa’ Nel09

Codmus 1404, benrapus

8. HOMEP(A) HA PASPELLIEHHETO 3A YIIOTPEBA

Per. Ne 20140194

9. IATA HA ITbPBO PA3ZPELLUABAHE/TIOAHOBJIBAHE HA PAZPELLEHHUETO 3A

YINIOTPEBA

JlaTa Ha nbpBO paspeiuaBane: 20.06.2014 r.
JlaTa Ha mocnenHo noaHossBaHe: 18.07.2019

10. IATA HA AKTYAJIUBUPAHE HA TEKCTA

01.2025 r.



