KPATKA XAPAKTEPUCTHKA HA ITPOJAYKTA

| 13MLRVTENHA ATEHLWS NO NEKAPCTBATA

HME HA JEKAPCTBEHMHS NTPOJAYKT Kpamxa Xapaxmepucinuna Ha NDOGYXINE - [1puAOKBHUE 1

SO0 *
CBHTO(bOpT 2 mg HPECOBaHH THﬁHB‘TI{H 33 CMy'-{BHe Kom Poa. Ne ... 082~ 580 .......................

|

Septofort 2 mg compressed lozenges PaspeuweHue Ne

2. KAUECTBEH U KOJMYECTBEH CBCTARB | OQOBPEHUB N ...

BG/MA/MP - 6‘9‘:};{ ........ /12-85-2025

--------

-”..l

AKTHBHO BellecTBO: EaHa TabneTka 3a CMy4YEHE ChAbBpXKA 2 Mg XJIOPXEKCHAHHOB AWIIOKOHAT
(chlorhexidine digluconate).

[TomMoHY BELLIECTBA ¢ M3BECTHO JEHCTBHE!
EaHa Tabnerka 3a cMyuene csabpaka 637 mg copouTos.
Enna Tabnerka 3a cMyueHe cbabpka 8 mg acnapram.

3a NBJAHHA CMUCHK HA NOMOIUHUTE BELLECTBA BHOXXTE TO4KA 6.1.

3. JIEKAPCTBEHA ®OPMA
[lpecoBaHa TabneTka 3a CMyueHe

Onucanue: Tabnetkara € 6ﬂ€ﬂ03€ﬂeHa, [1OCKa, KpblJjla, ¢ MEHTOB apoOMaT, ¢ MCK MCHTOB BKYC,

4. KIAHMHHYHH JAHHH
4.1 TepaneBTHYHH NOKAZAHUA

JleyeHne Ha: THHMHBHATH, MHPEKUNH HA YCTHATA KYXHHA, adTH, MMKO3a, NPOTE3HH CTOMATHTH, TNTOCHTH,
(apHHITHTH M JIOKAIHKW TOH3HIIUTH.

3a noaabpKaHE Ha YCTHAaTa XUrMeHa Cliel TOH3WIO0EKTOMUA H eKCTpakuua Ha 3b0U. JOMBIAHWTENHO
nedeHne Mpu 3aboigBaHHA Ha JIMraBHLATa Ha YCTHaTa KyXWHA, CBBP3aHH C €pPO3HH OT pasiivyeH
NPOU3XcA (6pO3UH OT NTHLLIeH, NeM(MDUIoUa, T.H).

4.2 Jlo3HpOBKA M HAYHH HA NPHJIOKEHHE

o3upoBka

Bv3pacmuu

| TabneTka 3a cMy4deHe 3 MbTU AHEBHO CIE/l XPaHEHE, 1O MBIHO pa3TBapsHe B YCTaTa, ¢ UHTEPBAN
MEXAY OTACIHUTE MPHEMH OT MUHUMYM 2 yaca. He TpsabBa ma ce KOHCYMHUPAT XpaHa M HANWTKH B
pamkuTe Ha 1-2 4aca cnen npuema Ha tabnerkara.

Heya u wonowu
Hena or 5-12 roauun: 2 no | Tabnerka nBa NbTH AHEBHO.

Jdena naa 12 roaunu n wonomn: | Tabnerka 3 NbTH AHEBHO.

To3n npoayKT He ce npenopb4YBa 3a Aeila 104 5 roAHUIHA BL3PACT.

4.3 IIporuBONOKa3aHHA




CBpbX4YBCTBHUTEIHOCT KbM XJIOPXEKCUIMH WIH HAKOE OT FIOMOLIHHTE BELIECTBA.
Jleua nos 5 rognuIHa BbL3pacT.

4.4 Cneunannn npeaynpexkaeHus H NpeaAnasHH MEPKH NpH ynoTpeda

Manon3eaHeTo Ha MPOAYKTAa NPH CMHTCUBHT HE MOJXKE /1a 3aMECTH MOYUCTBaHETO Ha 3bOuTe. B Tesu
clyyad, NPOAYKTBT CE€ HM3MOA3Ba KAaTO JOMbJHEHWE KbM MEXAHUYHOTO IOYHUCTBAHE Ha 3BOMUTE.
BpeMeHHO, MeaMKaMEHTHT MOoXKe Aa Obje H3MON3BaH CAMOCTOATENIHO, CAMO KOTaTo NMOYUCTBAHETO HA
3bOUTE € HEBB3MOXKHO, BCACACTBHE HA MTMHTUBYUT, ONepaliid Ha BEHLIMTE WNH APYra CTOMaToNoruyHa
onepaumMsa. Karo udn0, CUMNTOMUTE Ha Bb3NANCHHE HAa BEHLHWTE OTIIYMABAT 3a HAKONKO AHH, HO
TabneTkuTe TpAOBa 1a Ce U3NOA3BAT 3a Olle 2-3 HU, C e NPEBEHUUSA OT NOBTOPEHHE HA MHGEKLMHATA.
3a na ce u3berne kadsaBaro ouBeTABaHE Ha 3bOMTE, MPOAYKTLT He TpAOBA Aa ce M3MOJI3Ba NOBEYE OT
€ZtHa CEIMMLIA, KAaKTO K A1a HE C€ M3M0JI3Ba 4eCTo 6e3 OCHOBaTeNnHa NPUUHHA, 0co0EHO OT AeLia ¥ FOHOLIH
no 18 roamuiHa BBL3pAcT (3a Ta3n Bb3pacToBa rpyna, edekTbT U HesonacHocTTa npy ynotpeda He ca
HAMbJIHO 10KA3aHH ).

ITpoayxTbT cbABLPKE COPOUTON, MOPAAN KOETO HE € NMOAXOAALL 3a XOpa ¢ PPYKTO3HA HETNOROCUMOCT U
HEAOCTAaTBLYHOCT Ha eH3uMa GpykTo30-1, 6-nudocdaraza. CbabpaaHHeTO HA COPOUTON, BMECTO 3axap,

npasu Centodopt noaxoaduy 3a ynorpeda npn avadetnum.

[lopaau cbabpkaHMETO HA acnapTaM, NPOAYKTHT He TpAOBa J1a c€ W3NON3Ba OT NALMEHTH, CTpaalilH
OT PEHWIIKETOHY pHA.

4.5 B3auMoaeHCcTBHE ¢ APYIH JEKAPCTBCHH NPOAYKTH M APYIE (OPMH HA B3aHMOJIeHCTBHE
He ca u3BecTHM.
4.6 bpeMenHocT B KLpMenHe

Henpunoxumo.
4.7  EdexTn Bbpxy cnocodHOCTTA 32 opHpane H padoTa ¢ MAIIHHH

Centodopt 2 mg npecoBaHd TalsieTKMW 3a CMy4Ye€He HE OKa3Ba BJIMSHHE BbPXY cmocoOHOCTTa 3a
wodupaHe H padboTa ¢ MaLIHHH.

4.8 Hexenanu JeKapcTBEHH peaKIHH

3auepBaBaHe MO KOXAaTa, ANeprHYHH peakLMH, ApPA3HCHE Ha YCTHATA JIMraBiua W o0paTUMoO
CBETNIOKa(ABO OLIBETABaHE HAa 3b0UTE H €3MKa (KOETO MOXKE Jla C€ NPEAOTBPaTH Ype3 peA0BHO U AKTUBHO
MOYHMCTBaHe HA 3bOMTE, WIH NpeKpaTABaHEe Ha NEYEHUETO) MOrar jJa ce NOoABST panko. BpeMeHHO
HapyLLUEHUE HA BKYCOBOTO YCELIIaHE W NapeHe Mo €34Ka MOFAT Aa ¢e MOABST B HAYaOTO Ha JICUECHHETO.
[TauHeHTH, 4yBCTBUTEIHH KbM COPOMTON MOraT Aa MoJyyaTt quapus.

CrobuiapaHe Ha NOAO3UPAHN HEXKENAHHU PEAKLIMH
CopobluaBaHeTo Ha NOAO3IHPAHH HEXENaHH peakliMH clie]l pa3pellaBaHe 3a ynorpeda Ha JIEKapCTBEHHS
NPOAYKT € BakHO. ToBa no3pojsBa Aa NpOIbL/DKH HaOMOAEHHETO Ha CHOTHOLIEHHETO MON3a/PHCK 34
AEKApPCTBEHUS NMpoAYKT. OT MEANLIMHCKHUTE CIIELHATHCTH C€ H3UCKBA Aa choOLIaBaT BCAKA MOAO3HpaHa
HEXKEJIaHa pPeaklus Ype3 HaUHOHAIHA CHCTEMA 3a choDlNaBaHe: '

HanbaHUATENHA areHLUuUs No leKapcTrBara
yi. ,,JJamsH ['pyeB” Ne 8
1303 Codusn

Ten.: +359 2 8903417
yeGeakT: www.bda.bg




4.9 Hpeaosnpane

Tbi kaTo xnopxekcHauH ce abcopbupa cnabdo, cucTeMeH edeKkT He Ce OMaKBa, HO MOXKe J1a ce NPOSBH
CNel MPHEM Ha FOJIEMH KOJHYECTBA OT aKTHBHATa ChCTaBKa.

Tepanus: ITpueM Ha MAsKO, BENTBK, JKENATHHOB Pa3TBOP, WK racTponaaBax Npy HeoOX0aHMOCT.

5. ®APMAKOJIOITHYHU CBOHCTBA
(apmakoTepanesTHuHa rpyna: AHtHcentuud, ATC koa: RO2AAQ05
5.1 PDapMakoIHHAMHYHH CBOHCTRA

MexaHUu3bM Ha AelicTBUE

XN0pXeKCHAHH uMa OakreprocTarHiyeH v OaktepuumaeH edekt. Toil HMa W AHTHMHKOTHYEH edekT
BbPXY HAKOH KOXHM rsOnukd. bakrepuanHure knetku abGcopOupar cyOcraHuuaTa Obp30, KoeTo
HapyllaBa KieTb4HHA nepmeabunauter. JlunopunuuTe rpynu Ha XJIOPXEKCHAWHA BOAAT A0
AE€30PUEHTALNA Ha KIEThYHUS JMMONPOTENHEH CAOH, KOETO HapyllaBa OCMOTHYHATa CrOCOOHOCT Ha
KneTb4yHaTa MeMOpaHa Ha Daktepuute. TORa BB3NPENATCTEA HABIHU3aHETO HA DaKTepHallHATa KIIEeTKa
npe3 MeMOpaHaTa Ha KIIETKMTE Ha OPraHU3Ma, KaKTo Ype3 U3TpakaaHe Ha TUTBTEH CJIOH NOo KiIeTb4YHaTa
NOBLPXHOCT Ha 0aKTEPHUTE, TaKa H Ype3 pa3pyllaBaHEe Ha LIMTOMJA3MeHaTa UM MeMOpaHa.

5.2 PapMaAKOKHHETHYHH CBOHCTBA

[Ipubnusnrenno oxoso 30% OT MONOKHUTENHO 3apeleHHTE MONEKYJTH XJTOPXEKCHAHH ce abcopOupar B
OTPHUATENHO 3apeIeHaTa YCTHA KyXHHA KbM NPOTEUHHTE OT THHKKA CNIOH CIIOHKA (CIOHKOB (HiIM),
KOWTO MoKkpHBa 350UTe U nurasuuara. Taka abcopbupaHoTo aekapcTBo GaBHO C€ OTAENA B CIIIOHKATA B
npoab/kerue Ha 24 uyaca.  AHTHOakTepHaNHOTO neiCTBHE npoabixkaea oT 8 ao 12 wuyaca.
[lpoabmKUTETHHAT aHTHOakTepHAleH e(eKkT Ha XNOPXEeKCHAMHA € B pe3yiaTar Ha HezabaBHO
OaKTEPULIMIHO AEHCTBUE, OnaroJapeHHMe Ha Ha4dajlHO BHCOKMTE KOHUEHTPAaUWH, MOCIEABAHO OT
OakTepuocTaTUueH e(dekT B pe3ynTaT Ha 0aBHO OCBOOOXKIaBaHe Ha XJIOPXEKCHAWH OT YCTHaTa
JTAFABHLIA, B HUICKH KOHLIEHTPaLUH.

XnopxekcUauH ce abcopdupa caado OT raCTpPOUMHTECTHUHAJIHUA TPaKT.

5.3 IlpeaxsinHuyHN JaHHY 32 6e30NACHOCT
Henpunoxumo.

6. @©APMAIEBTHYHH JAHHH

6.1 CnucbK HA NOMOUWIHHTE BeLIECTBA

Mint Green P-WS (Meanu xkomnnekcu Ha xnopodgun E-141), marsesueB creapar, apoMaT MEHTAa,
acnapTtaMm, UapeBHYHO HULLECTE, COPOHTOIN.

6.2 HecbBMECTMMOCTH
[lpoayKTBT € HECBBMECTHM C aHHOHHU CcyOCTaHUMU, TakHBa C€ CLABPKAT B MOBEYE 3BOH,

nopaan koeto tpadsa ga Mma 30-MUHYTEH MHTEPBA MEXIY NOYHCTBAHETO H
TabneTkure.

6.3 Cpok na rognoct

2 rOAUHU "\



6.4 ChneunanHn ycJ10BHA HA CbXPaHEHHe

Ja ce cpxpansaBa noa 25°C Ha cyxo MACTO,
Jla ce cbXxpaHsBa B OpYrHHA/IHATE ONAKOBKa, 32 Ja Ce Npe/nasf OT CBETIIMHA.

6.5 JlaHHH 332 ONAKOBKATA

1 wnn 2 6aucrepa ot PVC/PVDC//Al dosmno ¢ no 12 tabneTkn, noctaBeHn B KAPTOHEHA KYTHA 3a€/1HO
C JIUCTOBKA 3a MaLMeHTA.

6.6 CneunanH# nNpeAna3ZHH MepPKH NPH H3XBLPJIAHE H paboTa

Hsama crieudanHu U3UCKBaHUA.

7. INPUTEXATEJI HA PASPEHIEHHUETO 3A YIIOTPEEA
STADA Arzneimittel AG

Stadastrasse 2-18
61118 Bad Vilbel

['epmanus

8. HOMEP(A) HA PA3PEIIEHUETO 3A YIIOTPEBA

20100580

9. JATA HA ITHPBO PA3PEIHNABAHE/TIOJHOBABAHE HA PABPEIIEHHETO 3A
YHOTPEBA

Jarta Ha mbpBO paspewnasane: 13.09.2010r.
Jara Ha nocneaHo noanoeseane: 17.11.2015

10. IATA HA AKTYAJINZUPAHE HA TEKCTA

03/2025




