KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA

e ——

1. NUME HA JIEKAPCTBEHMUS ITPOAYKT VAU SIHATENHA ATEHUNMSK 10 AELKAPCTBATA
[ Kparmwa xapaxmepuormuKa Ha NPOGYKIT - TDUACKeHUE 1

Anrain Mea 5 mg/1 mg npecoBaHu TabJIETKHU 3a CMyYeHE ‘ o Pos. N /w '27// 2, /#‘78

Angal H()ney S mg/l mg cﬂmpressed lozenges ................................................................

: PaspeweHue N¢

............................................

2. KAYECTBEH U KOJIMMECTBEH CBHCTAB

| TabsieTka 3a cMyudeHe ChbABPKA 5 Mg XJIOPXEKCUAMHOB AUXHApOXJIopUA (chlorhexidine
dihydrochloride) u 1 mg nunokauHoB xuapoxsyopua (lidocaine hydrochloride).

[ToMOILLIHM BELIECTBA C U3BECTHO JAEHCTBHE: COPOUTOII.

3a MbJIHUA CIIUCBK HA NMOMOIIIHUTE BELIECTBA BHKTE TOUKA 6.1

3. JEKAPCTBEHA ®OPMA

[IpecoBana TabJieTka 3a CMy4€He.
AHran Mej e 06s1a 10 noutu 0s:1a, JIEKO NeTHUCTA TabJIeTKa 32 CMy4Y€He C KpbIjia (popMa M BKYC Ha

MC/.

4. KJIMHWUYHHU JAHHHAU

4.1 TepaneBTHYHH NOKA3ZAHHUA

Anran Mej e noka3aH 3a CUMIITOMAaTHYHO M JIOKAJIHO JiedeHHUe Ha 3a00/1sBaHUs Ha (hapUHKCA.
JleiicTBa KaTo Ae3UH(EKTaHT U JIOKaJIHO 00€300/11Ballo CPEACTBO NMPHU BB3MAJIEHO I'bPJO0 U CbCTOSHUSA
Ha (hapMHKCa ¥ YCTHaTa KyXHHa, CbIIPOBO/IEHH C pa3/ipa3HEeHUE U O0JIe3HEHO IperblliaHe, KaTo
(dapUHIUT, THHTMBUT, CTOMATUT U adTH. HalMuMeTo Ha IMAOKaMH B ChCTaBa BOJM 10 Obp30
o0JieKkyaBaHe Ha CUMITTOMMTE.

B cnyuau Ha 6akTepuaiHa HH(EKLMA CHITPOBOAEHA C BUCOKA TEMIIEpATypa € HEOOX0AUMO
JOOTTBJIHUTETHO JIEHEHHE.

AHran Mea He chabpika 3axap U MOXKe J1a C€ U3I10J13Ba OT AUadeTHLIM.

4.2 [1o3upoBKa H HAYHH HA NPHJIOKEHHE

Jo3upoBKa:

Bw3pacmnu u oeya nao 12 2oounu. 6 1o 10 TabiieTku IHEBHO, KOUTO C€ cMy4aT OaBHO.
MaxkcumaliHaTa eIMHM4YHA J103a XJIOPXEKCH/IUH TIPH Bb3PacTHHU € 5 mg, a JIMA0KauH — | mg.
MakcumaiHaTa JHEBHA 103a XJIOPXEKCHMH MpHU Bb3pacTHU € 50 mg, a niuaokauH — 10 mg.

Jleya nao 6 2oounu: 3 10 5 TabneTKH JHEBHO.

AHran Mena He TpsAOBa Ja ce U3MoJ/3Ba MpU Jeua rnoj 6-roguilHa Bb3pacr.

To3u nekapcTBeH NMPOAYKT € NpeAHa3Ha4yeH 3a CUMIITOMATHYHO JIEYEHUE U He TpssOBa Objie U3I0J13BaH
JBJIFOCPOUHO.

AKO H€ HACTBIK NoAoOpeHue ciel 3-4 JHEBHO JICYEHHE U MAaLMEHTHT UMa OaKT
TeMIiepaTypa € NpernopbUYUTE/IHA KOHCY/ITALUA C JIEKap U € He0OX0AUMO Jieye



Ha4uH Ha NpHaQKEeHHe

OpodapuHreanHo NPHUITOKEHHE.
Enua Tabnerka ce cMyve 6aBHO, KaTO aKTHBHHUTE BellleCTBa ce 0CBOOOKIaBaT OaBHO Y MOCTENCHHO,

KaTo AeHUCcTBaT NNOKAHO.

Axran Men He € CLBMECTHM C HAKOH BEIHECTBA, KOUTO CE CpeLlaT 46CTO B nacTuTe 3a 360K. [1o Ta3u
NpHYHHA, MeXay ynotpebara Ha AHran Mex W nacTa 3a 30H TpsiOBa Ja MMa HHTEpBas oT noHe 30

MHHYTH.

Anran Men He Tpa0OBa Z1a ce H3M10/13Ba HENOCPEACTBEHO NpEaH HIIH MO BPEME Ha XPAHEHE.
4.3 TIIpoTHBONOKAa3aRHA

- CBPLX‘{}’BCTBHTEHHOCT KbhM AKTHBHHTEC BCUICCTBA UIIH KbM HAKOC OT [NOMOLIHHTE BCLICCTBA,

HM30pOEHM B TOUKa 6.1.
- Hena nox 6-roguiHa BL3pAacT.

4.4 CpoenHaJIHH NpeaAynpeXKIeHHA H NpeANa3HH MEPKH OpH ynoTpeda

[Tpu GakTepranHy UHGEKUMU, NPUAPYKEHH C MOBHIICHA TENECHA TEMITEpaTypa
XJIOPXEKCHAUH/IUAOKAHH C€ U3MON3BAT CaMO KATO ACMBLHUTEIIHA TEPANH.

[Ipu ynoTpe0ba OT NaLMEHTH CBC ChpAe4Ha HEAOCTATBYHOCT, HapylUeHa GyHKLMA HA YepHHs Apob U
TaKHBa, JIeKYBaHU C aHAJIO3W Ha IMAOKAMHA (AHTHAPUTMMLM Kiac [), ce H3UCKBA NMOBULIEHO
BHHMAaHME, Thii KATO MOraT a ce MOBHILAT HEXKEIAHHUTE €PEKTH Ha JIHOKAHH.

[IpenopbuBa ce noBullieHO BHUMaHHE MpH ynoTpeda Ha XTOpXEKCUAMH/NHIOKAHH MPH MALUEHTH,
CKJIOHHH KBbM PEAKLIMHA Ha CBPBXYYBCTBUTEIHOCT.

YnorpebaTa Ha TO3M JEKAPCTBEH NMPOAYKT TPAOBa 1a ce OrpaHU4H A0 NOBIMABAHE Ha OOJIKATa U
Apa3HeHeTo. YNoTpedaTa Ha TO3M IEKPCTBEH NPOIYKT He Tpiadsa ga ObAe ABLIrOCpOUHA U
HenpeKbCHaTa.

Ao He HacTBIH noaoOpeHue ¢nen 3-4 AHEBHO JeYEeHHE € HeOOXOAMMO Aa CE€ Ha3HAYHU JOMBJIHHTEIHO
JICYCHHE.

- ColecTBYB2 MATEK PHCK OT NOSABATA Ha HEYYBCTBHTE/IHOCT Ha 0bnacTTa Ha rinoruca u
HaMaJ1aBaHe KOHTPOJIA Ha IBbTATEHHA peduieKe, KOSTO Aa NOBEAE A0 aCMUpaLUs Ha XPaHa B
AUXATEITHUTE MbTHILA NPH yIIoTpedaTa HAa MHOTO BUCOKH A03U (noBeue oT 20 TabneTku 3a cMyUdeHe
JAHEBHO).

Cnen npunaraHe, He TpAOBa [a c€ NMPHEMAT XpaHa U HANWTKH WIIK 1A ce MUAT 3u0uTe.
Anraj Mea coabpxka copbRTON
Tosa nexapcTBo cbabpxka 1,2 g copbuTon BB Beska npecoBaHa Tabnerka. CopOMTONBT MOXE 4

NPUMKHHHA CTOMALIHO-YPEBHO HEPA3MONOKEHUE U cnado u3pazeHo cnabUTenHo neicTBue.
CopOUTONBT € H3TOUHUK Ha (pYyKTO3a. Tosa TpaOBa Ja ce B3eMe 1071 BHUMaHUe MY NpenHcBaHe

JIeKapCTBEHHUA MPOAYKT 3a JCYECHUE Ha NALUEHTH C HEMOHOCUMOCT KbM HAKOH 3aXapy WIH MpH
HACJEACTBEHA HEMMOHOCHMOCT KbM QPYKTO3a.
4.5 B3aaMoaelicTBHE ¢ APYIH JIEKAPCTBERH OPOAYKTH H APYrd GopMH HA B3aHMOACHCTBRE

JIuzokauH € n3secteH HHXUOUTOP Ha vepHOAPOoOHUS eH3UuM CYP1A2 1 B no-Marnka CTeneH Ha

NPENOPBKHUTE Ca 0€3 KITHHUUHO 3HAYCHHE.

[TaupenTHTe HE TPAOBa Aa NMPUAAraT XJIOPXEKCHAHH/MUAOKAMH CbBMECTHO C XO
HHXHOHTOPH (HaNp. HEOCTHIMHUH, JUCTHIMHH, TMPUAOCTUIMHH) UK ¢ APYIH 11
32 JICUEHHE HAa MUACTEHHUA I'PaBHC.



[To BpeMe Ha JIEeHEHHETO ¢ XJIOPXEKCHAHMH/AUIOKAMH, NAalIMEHTUTe He TpAOBa fa npunarar
eJHOBPEMEHHO JPYTH JIOKAIHM aHTUCEIITHIIM 3a Ie3HHGEeKUMA Ha MbpiioTo. ToBa He ce OTHacA 3a
OPYTH JIEKapCTBEHH NPOAYKTH, ChAbPKALUM XITOPXSKCHIHH/THAOKAHH, NOpajiH €HaKBHA CheTas. Tpu
koMOHHUpaHe Ha cripei ¢ TabneTku 3a cMy4eHe, He TpsAbBa Ja ce NpeBHIlaBa NPEeNnopbUUTEITHATA
JTHEBHa J1034a.

X1OpXeKCHAHWH € HECHBMECTHM C aHHOHHH BELLECTBA (Harp. HATPHES Naypui CyIhaT) H ONpee/eHH
ApPYrH BelllecTBa (Hamp. A1IrMHATH, TPAarakaHT), KOMTO Y€CTO C€ W3MOJ3BAT ¢ nacTUTe 32 310u. [1o Tazu
MpHYMHA, MEXAY yRorpebaTa Ha nacrarta 3a 356H H XJIOPXEKCHAUH/IHOOKAUH TpAOBa aa uMa noHe 30

MHHYTH.

[TeauaTpUyHa nooyaalus
KomGuHauuaTa Ha cripeii ¥ TabneTku 3a cMydyeHe He TpabBa Oa ce npuiara np aela.

4.6 DepTHIATET, OPEMERHOCT H KbPMEHE

To3u nekapcTBREH NPOAYKT € MpeJHa3HauYeH 3a JIOKAITHO JieueHne. Ako H30poeHHTe NpefynpexacHus
M OrpaHHYeHMd 3a yrotpebaTa ca B3€TH N0 BHHMAHHE, TO3H JEKapCTBEH NPOAYKT MoXe Ja Obae
M3MO0J3BaH 110 BpeMe Ha OpeMeHHOCT U KbpMeHe. [latmedTkure Tpabsa Aa 6baaT cHBEeTBaHU Aa

MHGPOPMHPAT JIEKYBAILIUA CH JIEKAP.

4.7 EdexTn Bbpxy cnocofuocTTa 32 IodBpane B padora ¢ MANIHHA

He ca npoeexxaaHM NMpoyyBaHUA Ha e(eKTUTE Ha XJIIOPXEKCHAWH/TUAOKAHH BbPXY CMOCOOHOCTTA 3a
mogupaHe U pabora ¢ MalLIMHM.

4.8 Hexenann jJeKapcTBeHH peaKUHH

HaGnrogapana € nobpa moHOCHMOCT NPH JIOKATHO NPWIOKEHHE B yCTaTa M (papHHKCa, 3a KpaTKy
NEpHUOAH OT BpEME B NMPENOPHYAHUTE AO3H.

Hesxenanure jekapcTBeHH peaKLIMH ca H3OPOEHH CMIPAMO CUCTEMO-OpPraHHHTE K1acoBe U Ha Oa3ara Ha
cneaHaTa KOHBEHLUHA 3a YeCTOTA:

Mmuoro yectd  (>1/10)

YecTH >1/100 no <1/10)
Heuectr >1/1,000 oo <1/100)
Penku (=1/10,000 ro <1/1,000)
Muoro peaku  (<1/10,000)

C HeH3BecTHa YecToTa (OT HAJIMYHMTE JAaHHU HE MOXE Na ObAe HanpaBeHa OLIEHKaA)

Hapymenne HAa HMYHHATA CHCTEMA

Hecmu: KOXHH peaklIMU Ha CBPBXYYBCTBHTEC/IHOCT

PeOxu. TEXKH PEaKLIMM HA CBPBXUYBCTBUTEHOCT, BIUTIOYHTENHO aHAQHIAKTHUYCH ILIOK

Mrnozo peoku: ypTukapus

C neuzsecmna yecmoma. 3a0aBeHa peakiUs Ha CBPBXYYBCTBUTEIHOCT (KOHTAKTHA aneprus, goTo
YyBCTBUTETHOCT) W/IH APYTra JOKAIHA KOXKHA PEaKLUMs WIH peakuHs Ha 3bbure.

IIcHXAATPHYHH HAPYIICHHS
C neuszgsecmna yecmoma. O€3NOKOACTBO, HEPBHOCT, €yPopHA

HapylieHHS HA HEPBHATA CHACTEMA
C neussecmna yecmoma. CbHIMBOCT, 3aMaAHOCT, 1e30pUeHTaLHA, OOBPKAHOCT (
o0BpKaHa ped), BEPTUTO, TPEMOP, IICHX03a, HEPBHOCT, NapecTe3ns, MpPaByYKaHe
HA Ch3HAHHE, KOMa




O4Hn HApYmIEeHASA
C neuzgecmna vecmomq. 3pUTENIHH HAPYILUCHHUA, BKJIIOYMTENHO 3aMBbIJIEHO WIH ABOHHO BHXKIaHE

Hapyuenne Ha yxoro H JabupuHTa
C Heuszeecmna vecmoma.: THHUTYC

PecnHpATOPHA, IPHAHR HJIA MeIHACTHHAJINH HAPYILICHHS
C neuzsecmna vecmoma. acTMa, AUCIIHEA, CHHAPOM HA MOTHCKAaHE Ha NUIUAHETO, JUXATE/IHA
AeTIpecHs, CITMPAHE Ha AUIIAHETO

CromMamHo-9peBHR HAPYIICHHS
Yecmu: rajeHe, noBpbIaHe, KOpeMHa bosika
C neuseecman wvecmoma. 3aTpyAHEHO Nperibilane, abTH

Hapymenne Ha KOXKATa H NOAKOXKHATA THKAH
Pedxu: KOHTAKTEH ACPMATHT
C neuzsecmua vecmoma: JNIOWIEHE HA KOXKATa, [TOAYBAHE Ha NapOTHAHATA XJIe3a

MycKy/IHO-CKeIeTHH HAPYIICHHAS A HAPYIICHHN HA CLeAHUHHTE/IHATA ThHKAH
C Heuzgecmua wecmoma. MYCKYJIHH TIOTPENBAHUA HIAH TPEMOP

O0mR HEApyYmEHAe H HAPYIICHHA HA MECTOTO HA NPHJIOKEHHE
C Heuszgecmua yecmoma. aCTeHHs, MPEXOAHO HaPYLUICHHA Ha BKyca WIH ycelilaHe 3a NapeHe Ha e3UKa,

yCellaHe 3a ropcuio Wi CTyJACHO

Hapymenne Ha KPbBTA H 1AMGHATA CHCTEMH
C neuizgecmua vecmoma. MeTXeMorioouHeMus

[Ipu npoabs/DKUTENHA YIIOTpeOa Ha XAOPXEKCUAKH (IO LIAN1aTa MOBbPXHOCT HA YCTHATa KyXUHa) €
BH3IMOKHO J1a ¢e TOABH NpexonHo Kadapo oupeTaBaHe Ha 3u0MTe. ToBa oLiBeTABaHEe MOXe aa Onae
noyrcTeHo. HaMa aoknanBaHo olBeTABaHEe, KOraTo JICKAPCTBOTO € NMpUiiaraHo B 00acTra Ha
¢dapHHKca.

[lenHaTprUyHa NoNyJIaLus
OuyakBpa c¢, 4e YECTOTATA U TEKECTTA Ha HEe)KEeJIAHUTE peaKiLiMM IMpH JeLiaTa ca ChUIMMTE KaKTo H NpH

Bb3PAaCTHHUTC.

CroflaBane HA MOAO3UPAHN HEXENAHH peakKIIuM
Cro0l1aBaHeTO HA NOAO3UPAHM HEXKE/IAHW pPeaKLMM Clie]l paspelliaBaHe 3a ynorpeba Ha IeKapCTBEHUA

NPOAYKT € BaXkHO. TOBa No3B0OMABA Aa MPOABLIKH HabMOACHUETO HAa CHOTHOLLEHHETO NON3a/PHUCK 34
JIEKapCTBEHUSA NMPOAYKT, OT MEAULIMHCKHTE CNIELMAJIMCTU Ce H3UCKBa J1a ChOoO1aBaT BCAKA
NOoJ03UpaHa HeKelaHa peakuud upes: MU3nmbaHuTeIHA areHluys 110 iekapcTpara, yi. ,,Jlamad ['pyes”

Ne 8, 1303 Codus, ren.: +359 2 8903417, yebcaiit: www.bda.bg

4.9 Ilpeao3uapane

Bunpeky, Yye TO3M JIEeKapCcTBEH NMpOAYKT € NpeJHa3HayeH 34 JIoKanHa ynorpeba, ChilecTByBa
BEPOSATHOCT 3a NMpeAo3HpaHe NMOpaau rpellka Uiyd HeBHUMaHKe, 0cobeHO IMpH Aeua.

XNopXeKCHAKH ¢€ abcopbrpa B MHOIO MaJIKO KOTMYECTBO OT CTOMAILHO-YPEBHMA TPakT. JINgOKauH
ce abcopbupa no-0bp30, Ho OSHOHATMYHOCTTA MY € eaBa 35%. TokcHuHHTe edeKTH Ha JIYIQKAY
BBE3HHKBAT IPHU [U1a3MEHH KOHLEHTPpaLUH 10-BUCOKH OT 6 mg/l.




CHUcTEeMHATa MHTOKCUKALIMA € PE3YJITaT OT MOBAHABAHETO HA UCHTPATIHATA HEPBHA CHCTEMA H
CbpAEYHO-ChAOBaTa cucTeMa. [IbpBHUTE €dekTH Ha NPEAO3HPAHETO Ca HApYLICHWA HA LCHTpaiHaTa
HepBHA CUCTEMA.

Ha 6a3ara Ha JaHHHWTE 3a OCTpa, IOJOCTPa M XPOHHYHA TOKCHUHOCT Ha JBETEC AKTHBHH BEILIECTBA, NPH
npaBHIHa ynoTpeda U B Npenopb4yaHuTe JO3H 3a NMpecoBaHHTe TabneTku, PUCKBT OT CHIIHH CHCTEMHHM
edeKTH Ha IMIOKAHH € MHOIO HHCBK H OCHOBHO € CBbp3aH C HelpaBHIHA ynoTpeda.

CumMnmomu Ha UKMOKCUKQYUA.
JIujoKavH MOXe Ja Npearn3BHKa CACTEMHA HHTOKCHKALUMA (TOKCHYHATA 1033 3a Bb3PacTHH € Hal
0,5 g), kaTo ce 3acAra UEHTpaJHaTa HEpBHA CHCTEMA U ChPACUYHO ChAOBATA CUCTEMA.

CUMIITOMUTE Ca.
- rMaBobonye, XaMLUHALKH, 3aMasHOCT, CbHJIKBOCT, 0€3MOKONHCTBO, NMapecTe3usa, HapyIeHUs

Ha rOBOpa WIH ¢yXa, H3TPBIIBaHE OKOJIO YCTaTa, MeTaboINTHa alKa03a, ICUX03a, eNWIeNnTHYHA
KOMa, [TOTUCHATO Ch3HaHHE, YMOpa, MPO3SBaHe, HEPBHOCT, LIYM B YILIHTE, HHCTAT'BM, MYCKYJIEH
TPEMOpP, KOHBYJICHH, Aenpecus, JUCITHES.

. HaMaJleH KOHTPAaKTHJIHTET Ha ChpAEHHUA MYCKyJl, nepudepHa BazoawIaTalya, XHIIOTEH3NA,
Opaaukapaus, HapyllleH ChbpACYEH PUTEM (CHHYCOB apecT, TAXMAPHTMHIA ), ChpAEYEH apecT,
IMPKYNATOPEH KOJIanc.

B nomsaHEHHE HA TE€3H CHMITTOMH Ca H3BECTHH €AUHUYHH CJIYYaH Ha NPEAO3HPaHE ¢ XJIIOPXEKCHANH
ChC CJACAHUTE CHMIITOMH: (papMHIrealieH efleM, HEKPOTHUHH JIe3HH Ha e€30(aryca, MOBUIICHH HHUBa Ha
cepyMHHUTE TpaHcaMHHa3H (30 mbTH HaJ HOpMAaTa), NOBpbliaHe, CTOMALUHHA H JYOACHAIHH €PO3HH C
aKTHBEH aTpo(HYEH racTpuT, €yQopHs, 3pUTEIHH HAPYLICHHUA M IThjHA 3aryba Ha BKyC (KOsATO
npoAsKaBa 8 4aca).

Ha 6a3aTa Ha AaHHMTE 33 OCTPA, IOAOCTPa H XPOHHMYHA TOKCHYHOCT Ha [B€TE aKTHBHU BELIECTBA, NPH
[IpaBuIHAa ynoTpeOa 1 B Npernopb4YaHuTe S03H 3a IPECOBAHUTE TabNETKH, PUCKDBT OT CHIIHH CHCTEMHH
edexTH Ha JIMTOKAUH € MHOI'O HUCBK U OCHOBHO € CBbp3aH ¢ HENpPaBHJIHA yrioTpeda.

Jleuenue:

Cucmemna UHMOKCUKQYUA:

- HezabaBHo crniMpaHe H3MOA3BAHETO HA JIEKAPCTBEHHA NIPOAYKT,

- [Tpunarat ce aHMOHHM BELLECTBA,

- XOCIMTATH3aL4A, 34 Aa C€ OCUI'YPU BB3CTAHOBABAHE HA JHUIAHETO, OBIAJAABAHE HA
NeXuApaTalUaTa H NOAbPKAHE HA KPbBHATA LIMPKYJIALIHUS,

- B cnydaun Ha ropyoBe: AHa3cnam.

5. GOAPMAKOJOINMYHU CBOHUCTBA

5.1 ®PapMaKOAHHAMHYHH CBOHCTBA
dapmakoTepaneBTH4HA rpyna:; npenapaTtH 3a repjo, ATC koa: RO2AA0S

JIHAOKaHH XHIOPOXJOPH € JIOKAJICH, NepUdepHO OEeHCTBAlll aHECTETHK OT rpyrnara Ha aMHAWTE, KOWTO
“Ma MOBBPXHOCTEH aHANreTH4eH edekT 0e3 na rnoBnusARa MOTOPHATA PYHKLUMA HA MACTOTO Ha
npunoxeHue. Toi pelicTBa nokaiHo noa popMara Ha HEHOHU3MpaHa Oasa. JluaokauH uma
ONaronpUATHO CHOTHOWEHHE €YUKACHOCT/TOKCHYHOCT H MHOTO PAIKO MOXKE 14 NIPEIU3BUKBA
ANEPruyHHA PECaKUHH.

XJTOpXEKCHAMH C€ CMATA 3a OTIIHUYEH OpaJieH aHTHCENTHK. EAHO OT OCHOBHHUTE My NIpEIMMCTBA, B
OOMBJIHEHHE KbM HEMOBOTO MOLIHO aHTHMHKPOOHO AEHCTBHE, € CrIocOOHOCTTa MY J1a CESBED AL
pasHoo00pa3Hu cyGcTpaTH, KaTo 3ana3Ba CBOATa aHTHOaKTepHaliHa aKTHBHOCT, U MO eReHe

0oCcBOOOXKaBa, KOETO BOIH OO MPOTB/DKUTENHO NOANBPKAHE Ha e(peKTHBHH KOHLIEH W i

CBOMCTBO c€ HapH4a CYOCTAHTHBHOCT (IOBBPXHOCTHA AKTHBHOCT).




XIIOpXeKCHAMH € KaTHOH-aKTHBEH aHTUCENTHYEH areHT. Tol npuTexaea CHicH OaKTEPULIMICH e(deKT,
KaKTO Ccpellly rpaM-NO3HTUBHU TaKa U rpaM-HeraTUBHM OakTepHH (Hamnp. Micrococcus sp.,
Staphylococcus sp., Streptococcus sp., Bacillus sp., Clostridium sp., Corynebacterium sp.).
[MpuTexapa CHLIO AHTHMHUKOTHUYEH e(eKT cpellly AepMaTOQHTH U JPOKIH, U H3TTIEKAa NposBABa
NMPOTHBOBUPYCEH epeKT cpellly HAKOW BHpYCH (in vifro akTMBHOCT cpewy influenza, HSV-1, HSV-2).

XnopxeKCHIHUH UMa CUIIEH TOIOKHUTENEH 3apsA; NOpPad KOETO Ce CBhP3Ba ¢ OTPHLIATENICHO
3apeieHaTa OakTepHaiHa KJIeTbYHa CTEHA M MU3BBHKJIETHYHH CTPYKTYPH. Afcopbuusara ¢ cneuudUuHa
M 3acara gochar-ChaAbPXKALUMTE YaCTH Ha DaKTEepHaIHaTa KJIEThYHA CTEHA.

XIIOpXEKCHIHH C€ CBBP3Ba C OTPHLIATENIHO 3apeJCHUTE MOBBPXHOCTH Ha OpaliHaTa MyKo3a, 3p0HTe U
MHTpaopaiHaTa I[U1aKa, KaTo TOBa CIoMara 3a ALJIroTpaHHaTa HATHYHOCT HA XJIOPXEKCHAHH B YCTHATA
KyXHHa. B mpoyuBaHe Npu xopa € yCTaHOBEHO, u€ pasTBOPH, ChAbpiKaLIH (,2% XITOPXEKCHAHH
3ana3BaT aHTHOAKTEPHATHOTO CH JeHCTBHE OO 7 Yaca ciie NpHIoKeHHe,

5.2 @apMaKOKHHETHYHH CBOHCTBA

MankKH KonHuecTBa OT aKTUBHHMTE BELLIECTBAa MOraT J1a JOCTUIHAaT XpaHOCMWIATE/IHATa CUCTEMA NIPH
NOrIbIiaHe Ha CIIFOHKA. XJ10pXeKCHANH He ce abcopdupa B CTOMAIIHO-YpeBHHS TpakT. Criex IOKaNHO
NMPWIOXKEHHE BBPXY 3/1paBa KOXKa, XJIOpPXEKCHAHUH ce afcopOypa B FOPHHA CJIOR Ha KOXaTa, KOETO
BOJH IO ABLJIrOTpPacH aHTHOaKTepHalieH eQeKT o KoxkaTta. BbB GpapMakoOKHMHETHYHH MPOYYBAHHA €
YCTAHOBEHO, 4e oKkoJio 30% OoT XJIOpXeKCHAMH Ce 3abpika B YCTaHaTa KyXHHa C/Ie]l H3IUIaKBaHe,
KOHTO ciieq TOBa NMOCTENEHHO c€ OCBOOOXKAABA B CIIIOHKATA.

Pe3opOuusa Ha TOKATHUA AHECTETHK NHAOKAWH MOXeE a ce HabmoJaBa OT CTpaHa Ha yCTHATa U
¢dapyHreaTHaTa NHrasuLa. Belpeku ToBa, FOAAMAaTa 4acT OT HEro C€ pasrpakja npeau 1a JOCTUIHE
CHCTEMHATA LHPKYJIaUHa. AHECTETUUHUAT €PeKT NPH JOKATHO MPUIOKEHUE HAa JIMIOKAUH CE
NpogBsABa OT BTOpaTa MHHYTA U € ¢ Npoab/LKUTENHOCT OT 30 10 45 MHH. AHecTe3HATa €
NOBBPXHOCTHA H He o0xBailla CyOMYyKO3HMTE CTPYKTYPH.

5.3 IIpeaknRHAYHR JaHHH 38 0€30MACHOCT

H}’ﬁﬂHK}’BﬂHH’I‘E HCKJIHHHYHH JaHHH NMOKa3BaT, HC XJMOPXCKCHAHH N JIHAOKaHH CC [MOHACAT ,[IOGPE.

6. OAPMANEBTUYHH JAHHHA

6.1 CnHcbK HA DOMONIHATE BellleCTBA

JInMoHeHa KHceJIMHa
Copburon

MarHe3deB cTeapar
Crepus

Apomart Ha Men S-169336

6.2 HeCchbBMECTHMOCTH

Henpunoxumo.

6.3 Cpok Ha roxHocr

3 rOAMHH

6.4 Croenralnn yC/10BHA HAR ChXpaHeHHe

Ila ce ¢pxpaHdABa HA MACTO HEAOCTHIHO 3a Aella.




Ha ce cpxpansBa nog 25°C.

Ia He ce u3noy3sa AHran Mej ciiel cpoka Ha rOJHOCT, OTOEsA3aH Ha KyTUATa/OlUCTepa Clten
Haanuca "T'ogen no:". IIspBuTe iBa CHMBOJIA O3HAYABAT MeCeLId, CICABALINTE JBA HITH YETUPH
CHMBoNa-roavHara. CpoKbT Ha FOAHOCT OTIOBAps Ha MOCNEAHUA AEH OT NOCOYEHH MECEL.

6.5 Buja B chbaABpKAHHE HA ONAKOBKATA

Anran Men npecoBany TaGeTky 3a cMyUueHe ca HUTHYHM B KyTHH ¢ 24 TabneTkH, onakoBaHH B
6nucrepy wik nepdopupany enHono3zosd dnucrepu or PVC/PCTFE/Al unu PVC/PE/PVDC/AI
(hpoJTHO.

6.6 ChonenHaJlHH NpeANA3HH MEPKH NPH H3XBbLPJISHE H padoTa

Hama crieMaiiHy U3HCKBAHHA.

7. TIPATEXATEJ HA PASPEHIEHHETO 3A YIIOTPEBA

Sandoz d.d.

Verovskova 57,

1000 Ljubljana

Cnosenus

8. HOMEP HA PAZPEIIEHHUETO 3A YIIOTPEDBA

Per. No20210142

9. JNATA HA ITBPBO PAZPEITABAHE/IIOAHOBABAHE HA PAZPEIIEHUETO 3A
YIHOTPEBA

Harta Ha mepBo pa3spewaBane: 02.06.2021

Jata Ha nocaeaHO NOAHOBABAHE:

10. JATA HA AKTYAJIMIUPAHE HA TEKCTA

04/2026




