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KPATKA XAPAKTEPHCTHKA

1. HME HA JEKAPCTBEHHA HPOAYKT

Septofort Strong 5 mg/5 mg compressed lozenges
Centogopt CTponr S mg/S mg npecosann TA0IETKHA 38 CMYUeHe

2. KAYECTBEH H KO/IHYECTBEH CbhCTAB

Beaka Tabnerka 3a CMyueHe ChABpPXKA:
5 mg xnopxekcHaHHOB TuxHapoxiaopunl (Chlorhexidine Dihydrocloride),
5 mg Gex3okauH (Benzocaine).

3a ITEIHHMSA CIMACEHK HA TOMOIIHUTE BEeHIeCTsa BIDKTe T. 6.1.

3. JIEKAPCTBEHA ®OPMA

ITpecoBann TaGneTKH 3a CMy4eHE
TabneTkn 3a cMy4eHe ¢ MOPTOKAIOB apoOMar, KBATCHAKABO-0enH, KpblllH, CKOCEHH H C JENHTeNnHa

1epTa Ha e[HATA CTPaHa.
4. KJIHHHYHH JAHHH

4.1 TepaneBTHYHH NOKAIAHHUSA
JlokanHo u BpeMeHHO OO/IeKYaBaHE HA CHMITTOMMTE Ha JICKH HHQECKLUHH Ha BPOTO, CHIIPOBOJCHH C

Gonka 6e3 TeMneparypa (apasHeHe Ha IEPIOTo, 3aryba Ha riaca, Aex adTO3CH CTOMATHT).

4.2 Ho3upoBka M HAYMH HA NPHIOKEHHE
3a opodapHHTreaHO NPHIOKEHHE

BBL3pAcTHH H Aella HaA 6 roavmnua Bbv3pact: OcraBeTe TabNerkara 3a CMy4YcHE Ja C€ PasTBOPH
0aBHO B ycTara, KATO MexAy OTHENHHWTE NMpHemH TpaOpa Aa H3MHHAT Hali-Manko apa vaca. [a He ce
npHeMaT nopeve 0T 8 TabNneTKH 3a CMy4eHe Ha JeH.

B cnywaii, 4e CHMITTOMHTE C€ BIOIIABAT HIIH NIPOALIXABAT NOBEHE OT ABA AHH, HIIH Ca CBIIPOBOACHH C

BHCOKa TEMIIEpaTypa, rMaBoboIne HAH NOBPHINAHE, TPAOBA A Ce npelieHH KNHHWYHATA CUTYanus.

4.3 IIporuBONOKAa3AHUSA

CBpBXIYBCTBHTENHOCT KbM XJAOPXEKCUIYH, OCH30KAHH WIH KBM HIKOE OT MOMOUIHHTE BellleCTRa.
PanH ¥ pa3g3psaBaHHs B yCTaTa.

Heua nmox 6 roguHM.

Hucku HHBA Ha XONIHHECTEPA3A.

44 ChnenHaJHH NpeAynpeKAeHHS H NPEANAZHA MEPKH NP ynotTpeba
BB3MOXKHO € MAlfMeHTH, KOUTO He MOHACAT eCTEPHH MECTHH aHecTeTHUM (0COOEHO MPOM3BOAHH HA

PABA), PABA, mapaGenn unu napajeHuneHgHaMuH (6o 3a xoca), CBlIO Ja HMaT HEMOHOCHMOCT
KbM OCH3IOKaUH.

To3u nekapcTeeH NPOAyKT TpAOBa Aa ¢& M3NON3Ba NpeANa3uBO NpH AeNA, THH Karo Te ca no-
YYBCTBHTEIHH KBM CHCTEMHATa TOKCHYHOCT Ha OeH30kamH H MOXe Ja ce pasBHe

MeTXeMornobuHeMna.




TTaiMeHTHTe B CTapueCKa Bh3PacT, CTPAjauMTe OT CEpuo3Ho 3alonspave wiu HemomHu Oonuu ca
¢/THAXBO YYBCTBHTES/IHH KM CHCTEMHATA TOKCHYHOCT Ha OeH30KaMH H 3aTOBa MOXE Aa Ce HYXKAadT OT
NO-HHCKH KOHUICHTPALMH HA TOBA JICKAPCTBO.

B cnepavTe cryday TpAOBA Aa ce HaNMpaBH OLICHKA Ha ChOTHOIUEHHETO MON3a-PHCK:

- Opanan HHQeKkuMH Ha TpetHpaHata obnacr (pH ¢ npoMeHeHo, KOSTO BOAW A0 HaManiBaHe Ha
JHECTETHYHHA eeKT).

- CepHo3Ha TpaBMa Ha JHraBHuaTa (NopuiueHa abcopOLHA HA AHECTETHKA)

- Octpu 366HM wioMGH: B cnyyali, Ye NOBBPXHOCTTA WK CTPaHHTE Ha TUTOMOaTa ca HepPaBHH, NOX
- pB3AeHCTBHE HA XJIOPXCKCHAMH Te OMXa MOIH Oa ce OLBETAT 32 IMOCTOSHHO, KOETO Aa HAN0KH
TAXHATA MOAMAHA 10 SCTETHIECKH CHOOpaKeHH .

XNOpXCKCHAHWH NPENH3BHKBA YyBENWHaBaHe Ha 3b0HHA KaMbK IPH MALHEHTH ¢ MNEPHONOHTHT.
[Moamspxaiite nobpa ycTHa XHMrHeHa, CBbC COEIHANHA MAcTa 3a HAMAIABAHE HA HATPYMBAHETO HA
350€H XaMBK H OLIBETABAHETO HA 3BOUTE, MPUYHHEHO OT XMOPXCKCHIHH.

TabneTkure 3a cMy4deHe He TpaOBa Aa ce XBBYAT HIH BATAT, Thil KaTo eeKTHT € H3UANO MECTEH H
AeHCTBUETO ILE CE NMPOABH CAMO IPH IHPEKTEH KOHTAKT CBC 3aCErHaTara MoBBPXHOCT.

4.5 BaaumoaeiicTpae ¢ APYrH JEKAPCTBEHH NPOAYKTH H ApyTH opMu HA B3aHMoaeHCTBHE

Jla He ce H3MON3Ba € APYTH JIEKapCTBEHH NPOAYKTH, ChABPIKAIIH aHTHCCITTHIH.
TMopany HATHYHETO HA OeH30KaMH B3aHMOAeHCTRA C:

XonuHecTepaiHH HMHXHOMTOPH: TMOTHCKar MeraonH3Ma HA MECTHHA AHECTETHK, C PHCK OT
M3pa3scHa CHCTEMHA TOKCHYHOCT.

CyntdoHaMHOu: BE3MOXHO & MeTaDoNMHTHTEe Ha OeH30KaHH Ja MMAT AHTArOHHCTHYHO ACHCTBHC
TI0 OTHOIIEHHE Ha AaHTHOAKTEpHATHATA aKTHBHOCT Ha CYIOHAMHJIATE,

BAHAHHE BHPXY AHATHOCTHYHH TECTOBE
Oxa3sa BIMAHHE BBLPXY JHArHOCTHYHM TECTOBE 38 H3CICIABAHE GYHKLUMATA Ha MNaHKpeaca ¢

HINONI3BaHe Ha OeHTHpoMHj. PesynraTHre ¢a HeAeHCTBHTENHH, ThH Kare OCH30KAMH CHUIO C€
MeTabonu3upa A0 apHAaMMHH M HCTHHCKOTO KONHYECTBO Ha Bh3CTaHOBeHA PABA ce moBHInapa.
[MpemopruBa C€¢ NPESYCTAHOBABAHE HA JICYCHMETO Hal-Manxko TPH OHH NpeaH OpPOBSKIaHE Ha
H3CNCABAHETO.

4.6 bpeMeHHOCT H KbpMeHe
HamMa AOCTATHYHO NAHHK 32 ynoTpeda Ha XAOPXEKCHUANE 1 GeH30KanH NIPH OPEMENHH JXKeHH.,

[Ipr npoBEACHH NPOYYBAHAA MPH OIMTHM JKKBOTHH, HE C& YCTAHOBEHH HAPYIICHHA HA QEPTHIHTETA,
¢eToTOKCHYHH e)EKTH, KAKTO H MEPH- H TIOCT-HaTaHa TOKCHYHOCT M0 OTHOMICHHE HA XJIOPXeKCHAHH.
He e H3BeCTHO N3 XNOPXEKCHIHH C€ HATh4BA B MaliMHHOTO MIISKO.

Bemsoxaun: He ce cnofmaBa 3a BB3HMKHANM MpoOneMH, CBBp3aHH ¢ ynoTpeda Ha OeH3oKauH 110
BpPEME HA OpEeMEHHOCT HNH KbPMEHE.

4.7 EdexTn Bbpxy cnocobuoctTa 3a mopHpate H paboTa ¢ MANIHHH
To3H NeKapcTBEH NPOAYKT He MOBIKHABA cnoco0HOCTTa 3a wodupaHe H paboTa ¢ MalIMHA

4.8 HexenaHu JeKapcTBeHH peaKlHH

B53MOXHA € NMOsABA Ha MAMEHTALMA Ha MOBBPXHOCTH B YCTHaTa KyXMHa (356H, e3uK, 30HH nnoMbH,
350HH MPOTE3H H APYTH anapary B ycrara). [TMrMeHTauMATa MOKE A2 € NO-H3paseHa NpPH JIHLA CbC
350eH KaMbK. OLBETIBAHETO MOXe Aa € BUIHMO €IHA CEAMMIIA Ce/ 3alovBaHe Ha ICYCHHETO.

QuUBETABAHETO HA €3MKA OT3By4aBa CHOHTAHHO H He e onacHo. OnpersBaHeTo Ha 3b0MTE HE €
MOCTOAHHO H MOXE Jla Ce OTCTPAHM C YCTHA XHMrueHa. OuBeTSBAHETO Ha IIOMOHTE M
MMOCTOAHHO.




[lpy naumMeHTH, Mpd KOHTO ¢& MPUIAraHH PasTBOpH ¢ XJMOPXEKCHAMH 38 NPOMHBKa Ha YCTara, ¢a
otbea3anm ABe HEeXENaHH PCAKUHH, BKIIOYBALIM NPOMEHH BBB BKYCOBHTE YCEIIaHHA H YBelIHYaBaHe
3a 350HHA KaMBK.

Cro0mana ce 3a peiky ciyuas Ha Jipa3HeHe B ycrara (npesuMHo npH aeuia mexny 10 u 18 roguun)
BBB BpPB3Ka C OeNeHIy ce Jie3uH, KOHTO MOHAKOra ¢a GonesHeHH W OOHKHOBEHO OT3BYYaBaT, 8 CHIIO
Taka H JApa3sHEeHE Ha BbPXA Ha €3HKAa.

[Ipu nmamMeHTH, NpH KOHTO ¢4 NMPHIATAHH PA3TBOPH ¢ XJIOPXEKCHAMH 3a MpOMMBKA HAa YCTara, ca
oThena3aHy Clydad H3 MeCTHH ANTCPrHYHH peakiMH. Te3d aneprHYHM PESKIHH MOHSAKOra ca
CBNPOBOICHY CBHC 3aMTyIIBaHe Ha HOCA, CHPOEHK H KOXKCH 06pus.

Hexenann edekTH, KoHro 6HXa MOINMH Aa Ce TOABAT BCNEACTBHE YMOTpeOara Ha OEH30KaHH ce
ABDKAT HA TpHIaraHe Ha MHOIO BHCOKHM A03@ unn Obp3a abcopOuui, KakTo M HA H3IMEHCHA
YYBCTBHTEJIHOCT HA NAIIHEHTA KBbM JICKAPCTBEHH NMPOAYKTH H BKIIOYBAT KOHTAKTHA CEHCHOMWIH3AMS H
aHTHOEAEM (NOCPENCTBOM ANEPrHYHA peakid HAH XOHTakTeH AepmardT). HaGmoaasanw ca cuino
CMBIeHe, chpOerk, nojyBaHe WIH 3a49epBABaHe BHTPe B WK OKOJIO YCTara, KOUTO He ca OHnM HanMue
Npear NCICHHETO.

[Ipy nossa Ha HexeNAHM peaklMH, JCYCHHETO TPAOGBA Na ce MpeycTAHOBH M TOBA Aa ¢ Cholim B
CHCTEMHTE 3a JiekapcraeHa Ge30NacHOCT.

4.9 MNpenoznpane

I1pu H3INON3BaHe Ha MPENOpPHYAHHTE AO3H € TPYAHO HOa ceé NMOABH nperosupaxe. IIpn npeaosnpane c
XJIOpPXeKCHAHH, MPeAMMHO NpH AeNa, BH3HUKBAT CHMITTOMM Ha ANKOXOJIHA MHTOKCHKauMsA (3aBaieH
TOBOP, CEHIIMBOCT H HECTaOHNHA TIOX0AKa).

Banpexn, 4e Gex3okanH ce abcopOupa B MAJIKa CTEINCH, NMPH CHIIHO H3pa3eHa CHcTeMHa abcopbims ce
orbena3sar npoapH Ha cruMynHpaHe Ha ITHC (ueHTpasHara HepsHa CHCTeMa), KOMTO BK/IHOYBAT
3aMBIJICHO 3peHHE MM ABONHHO BHKOAHE, 3aMafHOCT, I'bPYOBE, IUYM B YIIHTE, pasipasHHMOCT,
nocneapand or noruckaHe Ha IIHC (ChHAMBOCT), MOTHCKAHE Ha CHPACYHOCHAOBATA CHCTEMA,
NOBHIICHO H3MOTABAHE, HHCKO KPBBHO HaNATaHe WiH 3a0aBeHa 1 HEpHTMHYHA CHPACYHA ASHHOCT.

JleqeHuETO HA MPEAO3UPAHETO ¢ XTOPXEKCHAHH € OCHOBHO CHMITTOMATHYHO.

IMpenosupanero ¢ GEH3IOKAHH C€ TPETHPA ¢ Nojasaie Ha KHCIOpoR (B ciydas € HeobXOmUMO Ja ce
H3MON3Ba KOMAHIHO IMINAHE), a 32 NOTHUCKAHEeTO Ha CHPACYHOCHIOBATA CHCTEMA C€ MpHnara
Ba3OKOHCTPUKTOP M C€ BIHBAT TEYHOCTH HHTPABEHO3HO. DBB3MOXHO € BB3HHKBAHE Ha
MeTxeMornobuneMns (npofBeH2 CBC 3aTPYAHEHO AMINAHE, 3aMaAHOCT, yMopa H cnabocT), 3a
JIEUYEHHETO HA KOATO C€ H3NOM3BA METHICHOBO CHHBO,

5. @®APMAKOJIOrHYHH CBOHCTBA

3.1 PapMakKoaAHHAMHYHH cBolicTBA

PapmakorepanesTHdHa rpyna: Antucentuu. ATC xox ROZAA.

XJNOPXEKCHAHH € AKTHBHO QHTHCENTHYHO CPEHCTBO Cpellly paslMH4YHH FpaM-TIOJIOKHTENHH H rpaM-
OTpHLATENHH aepoOHH M aHacpoOHH OaKTepuy, BBNPEKH, Y9¢ MO OTHOUICHHE Ha MOCACAHWTS He

NpHTEXABa MOIEH e(eKT.

B HHCKH KOHLICHTpALMH UMa 6aKTepHOCTATHHO, A BhB BHCOKH CaKTepHIMAHO nelcTBHE.




MUKXpOOPTaHN3MNTE, KOHTO HMAT BHCOKA YYBCTBHTENHOCT KbM XJAOPXEKCHOAMH BKJIIOYBAT HAKOH
cradunokokn, Streptococcus mutans, salivaris u Streptococcus sanguis. Benpeku ue e ycTaHOBEHA
M3BECTHA AaKTHBHOCT KBM HAKOM rpaM-orpuuartennu Oaxtepud, Kxaro Acinetobacter baumannii,
Escherichia coli, Klebsiella, Salmonella u Pseudomonas, npu MEOr0 IaMoBe HA TE3H H APYTH rpaM-
oTpuuarenHn OaxrepHu ca HeoOXOOMMH BHCOKH KOHLIEHTpAUMHM HA XJIIODXEKCHAMH, 3a Aa Onae
eeKTHBECH IeKaPCTBEHHUAT MPOAYKT.

[To oTHOIIEHHE HA aHacpoOHHTe GakTepuH, XJOPXEeKCHIOHH ¢ ¢eKTHBEH cnpaMO HAKOH Bacterioid,
Propionibacterium, mamose Selemona, He € NO-MaNnko AKTHBEH 1O OTHOIICHHE HA Veillonella.

MexaHW3MHA Ha JeHCTBHE: XNOPXEKCHAYVH € KATHOHHO ChEAMHEHHE; RHTHOAKTEpHANHOTO My AeHCTBHE
€ CICACTBHE HA MPHBIMMAHETO MEKIY MNONOXKUTENHO 3apEAEHHA XIOPXeKCHAHWHH OTPHIATENIHHA
3apAJ Ha KIETHYHATA NOBLPXROCT Ha Oakrepuure. XNOPXeKCHAVH CE aficopOHpa B KIICTHYHATA CTEHA
HA YYBCTBHTSJIHHTE MHKPOOPraHH3MH, KOHTO I'o aacopOupar no HauYMH, KOHTO € CHIHO cneuMpHueH
38 OMpelNeneHH CheAHHEHHA, KOMTO ChIbpkaT Qocdarn. Tosu edexkr npoMeHA LENOCITa HA
KIeTbuHaTa MeMbpata H noBHInasa HeHHATa NPOMYCKIHBOCT.

BEH30KAUH € eCTepeH MECTeH AHCCTETHK 3a JIOKanHo npuroxeHHe. Tol Omoxkupa oOGparnmo
oOpa3yBaHeTo M MPOBEKAAHETO HA HMITYIICH IO XORA HA HEPBHHTE BJIAKHA, IOCPEICTBOM HaMAlIABaHS
Ha nepMeabUINTETa HAa HEBPOHAIHATA MeMOpaHa KbM HaTpHepHTe HOHH H MO TO3H HAYWH BPEMEHHO
crabwnmsupa. Tosn edexkT norucka AenmonapH3alMOHHATA (a3a HA HEBpoHAaNIHaTa MeMmOpana,
¢h3flaBaliky YCIIOBHA 332 aKUMOHEH NOTEHUMaN Ha HELOCTaThYHO PasMpOCTpaHeHMe H Nocieasauia

6nokana Ha NPOBEXARHETO.
5.2 OapMaKoOKHHETHYHH cBONCTEA

Oxono 30% ot xnopxekchHamHa ce abcopbupa B ycrHaTa KyxuHa, KOSTO HMA OTPHLATENEH 3apiaj ¢
nocnenpamo 6aBHO ocBOOOXKAaBaHe, OT HAKONKO KO 24 vaca, Ha abcopOUpaHHs neKapcTBeH MPOMYKT
B CMIOHKATA.

Manko konuuecTBo ce abcopObrpa B XpaHOCMHAATEIHMA TPAKT H ce SJIMMHHHPA HAITBJIHO ¢ ekanuure
M M&IK4a 4acT C YpHHATA.

BeH3zokaHH ce pe3opOupa B Manka CTeneH npe3 nurapuuara. Merabonmanpa ce 0T IUIa3MEHATa H B N0~
MaJIKa CTeneH OT 4YepHoapoOHara XOJMHECTepasa, KaTo C€ XMAPOMH3HpA A0 €CTEPHO CBEAMHEHHE,
KOETO OCBOOOIKI2BA eTaHon M napa-aMMHOOeH30eHa kucenwHa. [lapa-ammnoOeHzoeHaTa KHCceNnHA
MOXE ha ¢€ HITBPYH B HEMPOMEHEHO CHCTOSHHE ¢ YpPHHATA, fla C€ CBBDXKE C ITHLECPHH HIH JXa C
XHAPOJTH3HpA A0 aMHHOXHMITYpOBa KHcenHHa. Pasrpaxxaanero & pH 3aBHCHMO.

5.3 [peaxxaunu<Hu JaHHH 3a (e30nacHOCT

HeknHHMYHHTE JAHHKR He noxaspar ocobern PHCK 332 XOpa Ha fazara Ha KOHBEHIHOHAIHHTE
(l)ﬂpMﬂKDJIOI‘H‘IHH H3NHUTBaHMA 32 OGE30MacHOCT, TOKCHMHOCT npH MHOTOKPaTHO MNpPHIAaraHe,
MeHOTOKCHYHOCT, KaPLMHOICHCH NMOTCHUHANT HAH PENPOIYKTHBHA TOKCHYHOCT.

TIpH nposeneHUTe NPOYIBaHMs MPH ONMMTHH XKHUBOTHH, HAMA AOKA3ATENICTBA 32 YBpEXKAaHE Ha TUI0AA
NpH IUTbXOBE M 3aifl[y, MpH KOHTO XJIOPXEKCHAMH € IMpPHWIOKEH B JA03H CBOTBETHO [0
300/mg/kg/nrenno u xo 40/mg/kg/aaeBHo. W Apere mo3upoekH ca choTBeTHO OKkoNo 300 H. 40 nbTA
MO-BHCOKH OT TE3H, HA KOMTO ¢ M3/IOKEH Y0BeK NpH norrbinade Ha 30 ml pasTBop 3a H3nakpane HA

YCTHATa KyXHHAa JHEBHO.

[Tpu npoyyuBaHus NO OTHOMICHHA HA (EPTHUIUTETA NpH ONMUTHH KHBOTHH, HE Ca YCTAHOBEHN PHCKOBE
33 $epTHIIATETA NIPH [UTBXOBE, NPH KOHTO € MpHAoKeHa Ao3a ot 100/mg/kg/nHesHD.




ToxcuuHocTrTA HA OCH30KaHH CBINO ¢ HHCKA. JleranHara fo3a Npu xopa € HensBectHa. DeaepanHarta
arcHIMA 33 KOHTPON Ha XpaHMTe H jekapcrBara (FDA) ne ¢ orfenasana cnyyait ¢ araneH Kpa#i npH
opanHa abGcopOLa Ha GEH3OKaHH,

6. @©APMAHEBTHYHH JAHHHA

6.1 Chaucobk Ha NOMOIXHHUTE BellleCTBA
Mannton (E-421), MHxpoKpHCTanHa LENyno3a, NOBHAOH, MATHESHEB CTEAPAT, HATPHMEB LMKIIAMAT,
3aXapHH HaTpHil, MEHTONOB 8pOMAat H MOPTOKANOB apOoMar.

6.2 HechrBMECTHMOCTH
Henpunoxumo.

6.3 Cpox uaroasocr
2 rOAMHH

6.4 CrneuMaiHH yCJIOBHA HA CHXPaHEHHE
Ha ce cexpanaba noa 30° C,

6.5 JlaHHH 332 OIIAKOBKATA | |

Kytusa, ceaspxkama 12 unn 24 TtaGnerks 3a cMyuene B alyMHHMeBR OnHCTepH, OOBHTH ¢
nomueunugen xnopun (PVDC) u cnoli 0T MONMHBMHWIXJIOPHA/TIONHETIWICH/ IONUBIWIHACH XIOp
(PVC/PE/PVDC). -

6.6 Chnenuasiy NpeanasHn MEpPKH NPA H3XBbLpAAHE H pabora
Cenrrodopr CTpoHr ce oTnycka 6€3 NeKapcko npeanucaHue.

HewznonspaHuaAT MpOAYKT MAH OTNMAXBYHHTE MATEPHMANH OT HEro Tpabea Aa ce H3XBBPAAT B
CHOTBETCTBHE C MECTHHTES M3UCKBAHHUA HIH Aa CE BHPHAT B anTeKarTa,

7. TNPHATEXATEJ HA PA3ZPEIHEHHETO 3A YHHOTPEBA

WALMARK, a.s.
Oldtichovice 44,
739 61 T¥inec,
Yemxa PemyOmika

8. HOMEP HA PASPEINEHHETO 3A YIIOTPEBA
20130359

9. JATA HA IBPBO PAIPEINABAHE/NMMOAHOBABAHE HA PASPEIIEHHETO 3A
YIIOTPEBA

25.10.2013

10. JATA HA AKTYAJIH3HPAHE HA TEKCTA

Hexemspn 2013






