1. HME HA JEKAPCTBEHRAS ITPOIYKT
AH3IHBEJ Men 1 Jlumon S mg/ 4mg / 3 mg npecoBaHH TabNETKH 3a cMYUeHe
ANZIBEL Honey and Lemon 5 mg / 4mg / 3 mg compressed lozenges
2. KAMECTBEH H KOJIMYECTBEH ChCTAB
Besaka npecorana TaGnerxa 3a cMyuene AH3UBEJT Men 1 JluMoH 5 mg /4 mg /3 mg cbaBpKa 5,00
Mg XNOPXEKCHAMHOB NMXxunpoxnopua (Chlorhexidine dilydrochloride), 4,00 mg Genzoxaun
{Benzocaine} u 3,00 mg enoxconou (Enoxolone).

IMomowan BeecTsa ¢ u3BECTHO AcHCTEHE

Beska npecosana taGnerka 3a eMysene AH3UBEJ Mea u JlumoH chaspka 1238,00 mg copOHTON
(Sorbitol) u 0,25 mg auecyniam xanuit (Acesulfame Potassium)

3a MBNHHA CHMCBK HA IOMOLIHHTE BEILECTBA, BITE TOuka 6. 1.

3. IEKAPCTBEHA ®OPMA

IlpecoBaHata 6neTKa 3a cMydeHe.
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AH3HUBEI Men u Jlumon 5 mg/ 4mg / 3 mg ¢ eeKTHEEH 3a JIOKATHO M BPEMEHHO CHMIITOMATHYHO
00/eK4aBaHe HA yMEPEHH HROCKLMO3HH H BB3MATHTEIHH CHCTOAHUS B YCTHATA KYXHHA.

4.2 Io3upOBKA M Ha¥INH HA NPHIOKEHME

HGSHQOBK&

Buvspacmuu u ronowy va u nad 12 200unu
IpenopbumTennara nuepna nosa AH3UBEJI Men 1 Jlumon 5 mg /4 mg /3 mg e enna Tabnerka npes
HWHTEpBAN oT 2-3 uyaca. MakcHManHaTa AHeBHa no34a ¢ 8 TabneTkH .

Creyuannu nonyaayuu

Heya nod 12-z00unu

Ipenopbuurennara nuesna noza AH3UBEJ] Men n Jlumon 5 mg /4 mg /3 mg e exna Tabnetka npes
HHTEepBam oT 4-5 gqaca. MakcuManHara fHeBHa 1o3a € 6 TaGneTKy.

HaupH Ha npuioxenue

AH3UBEN Men u Jlumon 5 mg /4 mg /3 mg ce npunara s ycTHaTa KyxuHa.
4.3 IIporuBonoxasanus

AH3HBEJI Mex i Jlumox 5 mg /4 mg /3 mg He Tpa6Ba Aa ce MPUEMAT OT XOpa ¢ H

CBPEXUYBCTEHTE/IHOCT KBM AKTHEHHTE BELISCTRA HIH KM HAKOE OT MOMOLIHHTE B
B TO4Ka 6.1 Wau Apyry ecTepHH MPOH3IBOAHH C JIOKAIHO AHECTETHUHO NeHCTBHeE.




AH3HBEJI Men u Jlumon 5 mg /4 mg /3 mg He TpsbBa fa ce mpHeMaT OT NalMeHTH CTpajamH oT
(heHHTKETOHYpUA.

AH3UBEJI Mex u Jlamon 5 mg /4 mg /3 mg He Tpabea aa ce npunara 0pH PaHH U pa3sA3BABAHHA B
YCTHATA KYXHHA M FbpIOTO.

4.4 Cnenuaass npeaynpeiIcHns H NPeANa3HA MEPKH IIpH ynoTpeda

AH3UBEJI Men u Jlumon 5 mg /4 mg /3 mg Tpabsa Ja ce Npriara ¢ MOBHINEHO BHUMAHHE H CaMoO
TOJI, CTPHKTHO JIEKAPCKO HAONIONEHHE B CITy4aH HA ePOIMBHY, IECKBAMATHBHY IIPOMEHH Ha
JIMTaBHIlaTa HA YCTATA.

TpsaGea na ce uma npensus, ye AH3UBEI Mex u JlumoH 5 mg /4 mg /3 mg CEIBPXKA COpOHTON H
TOpajy TOBA NAUHEHTH C PEAKH HACASACTBEHH IPOMEHH ¢ HEMOHOCHMOCT KbM (pyKTO3a He TpibBa
Za MIPHEMAT TOBA JIEKAPCTBO.

Cop6uron Moxe Na IPHEHHH CTOMAIIHO pa3/ipasHeHue H IHapHs.

IIpuemsT Ha AH3UBEJT Men u JluMoH 5 mg /4 mg /3 mg oT nauMeHT! ¢ HeAoCTaThYHA abecopbuus
Ha KaiHH € PHCKOBAH, Thil KATO ChARPKa anecyndam kamal xato noacnanwren. Cea nepopanHa
ynorpeba, yBe/MeHHTE HHBA Ha Kajlui MOTaT Ja NPHYMHAT CTOMAWIHO pa3ApasHEHUE W NHApHA.

4.5 BaaumopieficTBHE ¢ IPYIrH NeKapCTBEHHE NPOAYKTH H APYTH (opmu Ha BlarmoeiicTEe

Bensoxann namasaea edekture Ha cyAQOHAMATNTE H AMHHOCATHIMIATHTE, KOSTO CE Ab/DKH HA
Heropua Metabonut-4-amuHoGeH30ar.

4.6 ®epTranTeT, GpeMEHAOCT H KbPMeHe

He ca u3BecTHH npoTHEONOKA3aHK 33 MpHAokeHneTo Ha AH3UBEI Mex n lumon 5 mg / 4mg / 3
mg npecoBanH TabNETKH 3a CMydeHe IO Bpeme Ha GPeMeHHOCT W KbpPMEHE.

4.7 EdexTa pbpxy cnocofnocTTa 3a modupase u pabora ¢ MamaHe

AH3UBEJI Mex u Jlumon 5 mg /4 mg /3 mg He noBaHsABa cnocoGHOCTTa 3a ModHpae K paGoTa ¢
MailHHA.

4.8 HexxenaHu JTeKapCTREHM PeaKIHN

Panxo ca noxnanpany o6y anepruyHy peaxiyy U CMyLIEHHS B XPAHOCMIJIATENHATA CHCTEMA.
Tipu npoawsxkuTenta ynorpeba na AH3UBEJ Men u JIaMoH 5 mg /4 mg /3 mg e BbaMOXKHO ;12 o6
NOAEH NIPeXoaHa NMPOMAHA HA BKyCa M YYBCTBO HAa CKOBAHOCT Ha e3MKa.

INpoasmwxurentaTa ynotpeba Ha IEKAPCTBEHH IPOIYKTH, ChABPIKALTH XIOPXCKCHIHE, MOYKE 1A
[0BENle O OLBETABAHE Ha 360HMA emaiin, oco0eHo NpH NALMEHTH ¢ TBBpIA ACHTAIHA IUTAKS,
BL3MOKHO € CBINO H/WIH 00paTHMO OLBETABAHE HA €3HKA.

BersokanH Moske 1a NpeIH3BHKa peaKily Ha CBPBX4YECTBHTEHOCT (HAND. Apa- PYTIORA alleprus) B
penKH ciydau 10 aHahunakTHYEH oK.

pu npunarase na GensokanH ca HaGMIOAARAHH METXEMOTTIOOHHEMMH NPH MAKH AeLa.

B pesyntar Ha npenosupane MM NPOABIKHTEHA YNIOTPeHa, MOTAT Ja c€ MOABAT OTOLM M 1d Ce
HaO/I01ABa XHNePTEH3HA.

CLOSQ JABAHC HA ITONOIUPAHH HEKCAAHH peaKiiHH

Cro0uaraHeTo Ha MON03MPAHH HEKE/IAHH PEaklMH Clie/l pa3pelaBane 3a ynoTpeGa Ha JTeKapcTEeHHS
NPORYKT ¢ BaxHO. ToBa No3BO/ABA A IPOABILKH HAGIIIONEHHETO HR CHOTHOMCHHMETO NO3a/PUCK 33

AEKApCTBEHUS NPOAYKT. HeskenanuTe peakuus Moxe fa 6bAaT croblueHn aupe
Hsmrenamrtenna arennua no nexapersara (MAJT): /

BLJITAPHSA, Codus 1303, yn. Jlaman Fpyes 8§
Ten. +359 2 8903555 (



€n. nowa: bda@bda.bg
yebcaiit: www.bda.bg

4.9 Iipeaosnpane

- Anopxexcuounos ouxudpoxnopud
AH3UBEJ Men a1 Jlumou 5 mg/ 4mg / 3 mg cbaBpka XIOPXEKCHIHHOB AUXHAPOXIIOPHA, KOHTO €
¢1ab0 Pa3TBOPHM M KOZIMHYECTBOTO OT HEro, KoeTO ce aGcopGupa Tpes KOKaTa i JHTABMITITE ce
C/THMHHHDPA OT YOBELIKHSA OpraHH3bM €3 Mosea Ha CHMITTOMM Ha WHTOKCHKAIMS. CHCTEMHHTE
HHTOKCHKALHH ¢ XJIOPXEKCHAAHOB AUXHAPOXAOPHI ca PEIKH.

- benzoxaun
TTbpBiTe CHMITOMH Ha MHTOKCHKaLMA ¢ GeH30KanH ca peps36yaa na IJHC (ramewe, Tpemop,
KOHBYJICHH). C TeYeHHe Ha BPEMETO MOXE 1a ce HaGmoaasa noTuckane Ha LIHC 1o noTuckane Ha
AWIAHETO ¥ KoMa, Opanvkapaua, AV-6nok.
Ilpu mankn nenia GeH30KAHH MOMKeE [ NPEAH3BHKA METXEMOTTOOHHEMHS C AHCITHES M LIMAHO34.
Ilpu HanuUke Ha NpH3HALK 3a WHTOKCHKALMA ¢ GEH30KaWH TpabBa a ce MpeanpueMar MEPKH 34
€IMMHHNpaHe — NPESAN3BHKBAHE HA NIOBPBIaHe, CTOMAILHA ITPOMHBKA,
B ciyyau Ha XHnokcHs WITH aHOKCHA € MOKa3aHO oG aHIIBaHe ¢ KHCTOPOA.
Ilpu nosiBa Ha KOHBYJICHH Ce NIPHAATAT AHa3enaM HiTH 6bpioaeiicTBamy Gapburypatu
(MpoTMBONOKA3AHH TIPY AHOKCHYHH KOHBYJIcHH). ChpaeuHO-ChA0BHTe QYHKUHM TPSOBa A2 611aT
NoANBPAKAHK YPe3 BAMBAHE Ha MUTA3MA HIH ENCKTPOJIHTHH PasTBOPH.

5. PAPMAKOJIOTHUHH CBOHCTBA
5.1 @apmMakogHAAMMYHA CBOCTEA

PapmakoTepanesTHYHa rpyna: [IpenapaTy 3a neveHue Ha rapmo, AHTHCenTHIH (Antiseptics)
ATC xom:RO2A.

AKTHBHO ATC Kon ATC rpyna

BeHIeCTRBD

XnopxexcHanH RO2AA05 AHTECENTHIM

Benzoxaun RO2ADO1 AHecTeTHUH,
JOKAJHH

Enokeosion DO3AX10 Apyrn
UHKATPHIAHTH

MexaunspM Ha JeiicTBEe

X.10pxeKCHANH HMa LWIHPOK CIICKTHP HA AHTHMHKPOGHO AEHCTBHE CPEINy IPAM-HONOKHTENAHH H
rpaM-oTpHUaTeHH SakTepuu. XIOpXeKCHANWH PasTpax/a LHTOIUIa3MeHaTa MemOpana Ha
GakTepHanHuTe KIETKH. AKTHBHOCTTA My CpeLy APOX/IH, AePMATODHTH, MHKOGAKTEPHH H HAKOH
BunoBe Pseudomonas v Proteus € HUCKA. AKTHBHOCTTA Ha XITOPXEKCHIMHA € Haii-BUCOKA B HEYTPanHa
Wik cnabo ankajiHa cpeza, a B KACENA cpeaa e no-HACKa. TIpH NO-IPONBLIDKHTENCH IIpHEM
©(heKTHBHOCTTA HA XITOPXEKCHIMHA, pecT. AH3HOEN HaMaNABa B PE3yITaT Ha IPOMEHH BBB qiopaTa
Ha YCTHATA KyXHHa.

Beuzokans ¢ 106pe M3BECTEH JIOKATIEH AHECTETHK. BeH30KaHH IIPOHHKBA B JTHIIOM
YNpaXHsB2 CBOA €T BbPXY TEPMHHATHHTE GOMKOBYM PELENTOPH HA JIHTABHUATS
AnecrerdinoTo My AeiicTRre 3anousa chen 15-30 cexynan. Tpn paspexxaane 46
CIIFOHKA aHECTETHYHHS epeKT HMa MPOABILDKUTENHOCT OT 5-10 MAHYTH. F&
Enokco108 M2 NPOTHBORBINATHTENHO AeiicTBHE BEPXY OykodapHHranHarTy b1
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5.2 PapMaKoKHHEETHYBH CBOHiCTRA

Xnopxekcuana

opagm xaTHOHHATA CH NPHPOZIA, XIIOPXEKCHHH CE CBBP3RA YCTOWYHBO C KOXKATA, JTUTABHIITE H
ApYTH TBKaHH H TOBa orpeAens cnafara My pe3opOitia upes Auraganara Ba yerata. Cren TIEpopanHo
TIpHJIAraHe Ha XJIOPXEKCHAHH NPH MITbXOBE H MHIIKH C€ YCTAHOBABA BHCOKA e(pEKTHBHOCT B
XPaHOCMUNATENHNA TPAKT, TOA O& OTKpHBA B CIOHKATA cnen 8- vac.He ca oTkpiTH cneau ot
XJTOPXCKCHIHH B KPBBTA ClleA epopasiHa ynorpeSa. EMUMHHEpaneTo My ce H3BBPLUBA TAABHO Ypes
(exanuure (90%). IIpH M3NHTBAHMA ¢ XOpa YCTAHOBEHOTO BpeMe Ha NOMYKUBOT € 4 uaca.
Benzokaun

Kaxto noseuero noxanuu anectetnin ce abcopbupa upes MemGpaHITe Ha THraBHLaTa # npes
YBpeneHaTa Koxxa. beH30oKaHH € Nokaien aHeCTeTHK OT eCTepeH THI, KOETO ONpeeA Heroeata ciaba
BOJOPA3TEOPHMOCT, & OT IPYT4 CTpaHa u cnabara My aGeopSuus. Tol ce xuAponznpa o eH3HMH
HAapEueHH eCcTepa3u N0 Mapa-aMHHOGEH30eHa KUCENHHA i €TAHOI, KOHTO ce MeTabonH3Mpa A0 aLeTHII-
KOeH3mM A, 2 napa-aMUHOGEH30€HA KMCEHHA cé KOHIOTHPA ¢ TIIMIIHH WITH Ce OTAes HEMPOMEHEHA ¢
ypHHara. X#Aponu3ara Ha GeH30KauH Ce M3BBPILEA PSHMYIIECTBEHO B IIA3MATE ¥ B TIO-MaTKa
CTeNneH B YepHHUA APoO.

Enokconon e nporexropen uuxuGHTOp Ha eHzuMa — 11 f-xuapokcucTeponn JeXHAPOTeHasa, KOHTo
A€3aKTHBHPA KOPTH30L, 8 YIOTPebara ¢ XHAPOKOPTH3OH, [IPH H3CNEABAHMAA ¢ JKUBOTHH, NOKA3BA
3acHNIBale NefCTBHETO Ha XHAPOKOPTHIOH B KOMATA.

5.3 Ilpeaxauunvyan Jaupd 33 GezonacHocr
Hexknuununute nanHu He rnoka3ssat ocoleH pHCK 33 XOpa Ha Ga2aTa Ha KOHBEHITHOHANHITE
¢apMakonornisy Npoy4RaHHA 3a GE30NACHOCT, TOKCHIHOCT HPH MHOTOKPATHO TIpHNaraxe,

PECHOTOKCHUHOCT IPY MHOTOKPATHO TIPHITATAHE, TEHOTOKCHYHOCT, KaplIHHOINC¢HEH NOTCHIUAT,
PCNpOSYKTHBHA TOKCHYHOCT H TOKCHYHOCT 3a pa3sBHTHETO.

6. PAPMAINEBTHYHHA NTAHHIA

6.1. CnHChbK Ha NOMOINAATE BEINECTBA
- Copburon

- Anecyndam KanHii

- MarHesHer creapar

- Hatypanen apoMar ua men

- Hatypanen apoMart Ha JTHMOH

6.2. HecrEMecTHMOCTR

Xnopxexcnann Moxe na Gbae Ne3axTHBHpaH OT 3axapo3a, noascopbar 80, HePasTBOPHM MarHesuii,
HHHK ¥ KATHHCBH COJH.

6.3. Cpok ua ropsoer
3 roaman.
6.4. Cienna/IHH YCIOBHS HA ChbXpAHEHHE

Ja ce cuxpansea noa 25°C.
Jla ce cbxpaHsiBa B OPHrHHATHATA OTAKOBKA.,




6.5. BHY H cBAbLPXKAREE HA 0DAKOBKAT2

Bauctep ot Henpospauno PVC/PE/PVDC - AnyMusmeso GouHo.
Beeku Omuctep opabpxa 10 Tabnerxn.

Paimep Ha onakoskwe:
- 10 npecosanm Tabnetrn 3a cMyyee — 1 6aucTep/kyTHs
- 20 npecopanu TabneTk 3a cMydere — 2 Gaucrepa/KyTia
- 30 npecopany Tabnerky 3a cMydene — 3 6nacTepa/iyTs
6.6. Cuenuaing HPeANAIEE MEPKHE NPH HIXELPIAHE
HensnospasusT sekapeTeeH HPOZYKT HAH OTHANLIHWTE MATEpUany OT HETO Tpabra 1a ce H3XBLPJIAT
B CHOTBETCTBHE ¢ MECTHHTE H3HCKBAHMS.
7. MPATEXATEJ HA PASPEIIEHHETO 3A YIIOTPEFA
HOBEJ ®APMA EOO]
Oxonospberen meT Ne 36
Codua 1415, Brirapus
8. HOMEF(A) HA PAPEIUEHUETO 3A YIIOTPEERA
Per. Ne 20140194
9. JATA HA IIBPBO PASPEINNABAHE/NOTHOBABAHE HA PASPEUIEHHUETO 3A
YIIOTPEBA

Jlata Ha mepeO paspemasane; 20.06.2014 r.
Jara Ha MOCNeRHO TOMHOBSBAHE:

10. JATA HA AKTYAJIM3MPAHE HA TEKCTA

07.2019r.




