KPATKA XAPAKTEPUCTHKA HA ITIPOAYKTA

1. HUME HA JEKAPCTBEHHUSA ITPOAYKT | 71

| ' S
Awuran Sroza 3a aeua 5 mg/l mg npecoBaHu TabneTkH 3a cMyueHe %.'f._.” Pea. Ne ,1024‘(*(5 ..............
Angal Strawberry for Kids 5 mg/1 mg compressed lozenges enaaate o ——

2. KAYECTBEH U KOJIMYECTBEH CbhCTAB

1 TaGneTKa 3a cMy4eHe ChAbpPKA 5 M XJTOPXEKCHAHHOB AMXUAPOXJIOPHA (chlorhexidine
dihydrochloride) n 1 mg nupokauHoB xuapoxuopua (lidocaine hydrochloride).

[ToMOLIHM BELECTBA C M3BECTHO JEHCTBHE: COPOMTOI.

3a MbJIHUA CIMCHK HA NTOMOLHHUTE BElECTBAa BHXKTE TOUKa 6.1

3. JIEKAPCTBEHA ®OPMA

[TpecoBana TabiieTKa 3a cMyyeHe.
Anran Slrona 3a aeua e 6ana 10 noytu Osna, NeKko neTHrcTa tabieTka 3a cMyyeHe ¢ Kpbria popma u
BKYC Ha Aroja.

4. K/MHWYHHU JAHHH
4.1 TepaneBTHYHH MOKA3AHHA

Anran flrosa 3a jielia e nokasaH 3a CHMOTOMAaTHYHO W JIOKAJTHO JiedeHUe Ha 3abonsaBaHus Ha
¢apuHkca. JleiicTBa KaTo Ae3MHEKTaHT U 10KaIHO 006€30015BalI0 CPEICTBO MPH BB3NAJIEHO IbPJIO U
ChCTOSHUA Ha (PAPUHKCA W YCTHATa KyXHHA, ChIIPOBOIEHH C pa3ipa3HeHHe M OONe3HEHO Nperiblla‘e,
KaTo (hapHHIUT, THHTHBHT, CTOMATHT U adTH. HanmuuueTo Ha NMI0KaNH B CbCTaBa BOAM J10 ObP30
o0JsleK4aBaHe Ha CUMIITOMHUTE.

B ciyuau Ha GakTepraita MHpEKIMA ChIPOBOEHA C BUCOKA TeMIlepaTypa € HeoOXoUMO
JOIBJIHUTENIHO JIeUeHHe.

Anran frona 3a [leua He cbabpika 3axap H MOXKe Jia ¢e M3M0J3Ba OT AuadeTuu.

4.2 Jlo3HpoBKa H HAYHH HA MPHJIOKEHHE

EOBHQOBK‘AZ

Buvszpacmuu u 0eya nao 12 200unu: 6 1o 10 TabneTku AHEBHO, KOMTO ce cMy4at OaBHO.
MaxkcumasiHaTa eJMHHYHA 1033 XJIOPXEKCHIMH NPH Bb3pacTHH € 5 mg, a IHI0KauH — | mg.
MakcumaliHaTa JHEBHA /103a XJIOPXEKCHIUH MpH Bb3pacTHH € 50 mg, a nuaokauH — 10 mg.

Heya nao 6 coounu: 3 1o 5 TabieTKH JHEBHO.
Awnran flrona 3a neua He TpaOBa Ja ce W3MO3BA MPH Jeua 1o 6-roJuuiHa Bb3pacT.
To3un nexapcTBeH NPOAYKT € NpeaHa3HaYeH 32 CHMITOMATHYHO JieUeHHE U He TpH6Ba 61:11e HSHOJIS\BaH
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HauuH Ha npHIoKkeHHe

OpodapuHreanaHo NpUIOKEHHE.
Enna Tabnerka ce cMyue 6aBHO, KATO AKTUBHHTE BelllecTBa ce ocBoboxkaaBaT 6aBHO W MOCTENMEHHO,
KaTO AEHCTBAT JIOKAJHO,

Anran fArona 3a feLa He € CLBMECTHM ¢ HSKOH BEIECTBA, KOMTO Ce CPeLlaT YecTo B MacTHTE 3a 3b0H.
INo Tasu npuumHa, Mexay ynorpebara Ha AHran froaa 3a neua H nacra 3a 3564 Tpabsa na nma
HHTepBaT oT noxe 30 MUHYTH.

Auran fIroaa 3a neua He Tpabpa 1a ce W3NOJI3Ba HEMOCPEICTBEHO NPEAH HITH N0 BpeMe Ha XpaHeHe.
43 IporaBonokazaHHsA

- CBpBX4yBCTBHTETHOCT KbM AKTHBHHTE BEIIECTRA MIIH KbM HAKOE OT MOMOIIHHTE BELIECTRA,
H36poeHu B To4Ka 6.1.
- Jleua non 6-roaMiiHA BL3pacT.

4.4 Cuoeudalnu npesynpekAeHHS H NpeJNa3HH MePKH NpH ynoTpeba

[Ipu GakTepuanHu HHEKUMH, NPHAPYKEHH ¢ NOBUILISHA TEIECHA TEMIIEpATypa
XAOPXEKCHAMH/NHAOKAHH C€ H3MOM3BAT CAMO KaTO JOIBIHKWTEIHA TEpariti.

TTpu ynoTpe6a OT NaLHEHTH ChC ChpAEYHA HEAOCTATHHHOCT, HapylleHa GyHKiMg Ha YepHHA Apob u
TAKHBA, 1EKYBaHH C aHaI03H Ha NMAOKAHHA (AHTHAPMTMHLIMA Kiac 1), ce H3MCKBA MOBHILICHO
BHHMaH¥e€, Thil KATO MOTAT [1a ce NOBUILIAT HeXeNaHuTe eeKTH Ha THOOKaHH,

IMpenopbusa ce MOBHLIEHO BHUMAaHHE MPH ynoTpeba Ha XJIOPXEKCHAHN/IIHAOKAHH NPH NTALIHEHTH,
CKJIOHHH KBM peakLiiH Ha CBPbXYYBCTBHTEJIHOCT.

Vnorpefara Ha TO3M NeKapcTBEH NPOAYKT TpAOBA fa ce OrpaHH4M A0 MOBJHABaHE Ha Gonkara u
ApazHeHeTo. YrnoTpebaTa Ha TO3M IEKPCTBEH MPOAYKT He TpAGBa Aa 6bae ApArocpoyHa u
HelpeKbCHaTa.

AKO He HACTBNM NoaobpeHue caea 3-4 THEBHO eveHHe € HeoOXOOHMO 1A C& HA3HAYH JOMbIHHTENIHO
JIEYCHHE.

- ChlecTBYBa MAITEK PUCK OT NOABATA HA HEYYBCTBMTENHOCT B 00/1aCTTA HA rNOTHCA H
HaMaaABaHE KOHTPOJIA Ha I'BNTATC/AHHA pe(]mexc, KOETO Ja A0BeAE 40 aclUpalHA Ha XpaHa B
OWXaTeHATE THTHILA NpH ynoTpebaTa Ha MHOTO BHCOKH A03M {(noseue o1 20 TabnetkH 3a cMy4eHe
JHEBHO).

Cnen npunarase, He Tpa0OBa na ce MpUeMaT XpaHa M HAMHTKH HITH JIa e MUAT 350UTe.

Awnran firoaa 3a Jena cbabLpxa copdHTON

Topa nekapcTBo cbaAbpa 1,2 g copbUTON BBB BCAKa npecoraHa Tabnerka. CopOHTONBT MOXKeE Ja
MPHYHHH CTOMALIHO-YPEBHO HEPA3NONokeHHe H cnabo u3pa3eHo cnabuTenHo AelicTBre.
CopGHTONBT € M3TOUHKK Ha ¢pykTo3a. ToBa TpAGBa fa ce B3eMe N0J, BHHMAaHHE NpH NpeanycBaHe
NeKapCTBEHHA MPOAYKT 3a JIEYEHHUE Ha MALEHTH ¢ HENOHOCMMOCT KbM HAKOH 3axapy HIM NpH
HacleICTBEHA HEIOHOCHMMOCT KbM (pykKTO3a.

4.5 BaanmopeiicTBHE ¢ APYTH MeKApCTBEHH NPOAYKTH H ApYrH {opMH Ha Baanmoneucmne
a1
JIngokauH e u3BecTeH UHXHOHUTOP Ha uepHOApoOHuA en3uM CYP1A2 U B no-mMan Sg.e’ﬂ lﬁﬁ 0
u3oeH3uMHTEe 2D6 M 3A4, HO B3aMMOIEHCTBHETO ChC CYOCTPATH HA TE3H €H3UM
npenopbKHTE ca be3 KITHHHYHO 3HaYEHHE.




ITaudeHTHTE HE TpﬂGBa Ja npunaratr XJ'IOpXEKCHJlHH/IIHJlOKaHH CBEBMECCTHO C XONMMHCCTCPAIHHA
HHXHGHTOPH (Hanp. HEOCTHI'MHH, AUCTHUI'MHH, ﬂHpHﬂOCTHFMHH) HNY ¢ IPYTH JIEKAPCTBEHU MMPOIYKTH
3a JICYCHHE HA MHACTCHHA IpaBuc.

[To BpeMe Ha NEYEHHETO ¢ XIOPXEKCHINH/THI0KAHH, NALMEHTHTE He TpAOBa Na npuiarat
€HOBPEMEHHO JPYry JIOKAIHH AaHTHCENTHLIM 3a Ie3HHbeKuns Ha repaoto. Tosa He ce oTHacd 3a
APYTH JIEKAPCTBEHH MPOAYKTH, ChABPKALIM XIOPXEKCHAMH/ THA0KAUH, MTOpaM eTHaKBUA cbeTaB. [lpu
KOMOUHHpaHe Ha cnpeif ¢ TabeTKH 3a cMyUeHe, He TpabBa Ia ce NpeBHINaBa NPeMopbUKTENHATA
IHEBHA J03a.

XJ10pXeKCHANH € HECHBMECTHM ¢ aHHOHHHM BelLeCTBa (HaNp. HATPHEB Naypui Cysitar) 1 onpeleleHH

APYTH BeleCTBa (HAID. AITHHATH, TPArakaHT), KOHTO YECTO ¢e M3MO0J3BaT ¢ nacTuTe 3a 360u. [Mo Tasu
npH4KHAa, Mexay yriorpebaTa Ha nacTata 3a 350H H XNOpXeKCHAWH/NMAOKaKH TpbBa na uma noue 30

MHHYTH.

[lenuaTpuyHa OOMyaalKs
Kom6uHauunaTa Ha cripeif u TabneTkH 3a cMydeHe He TpaOBa fia ce npiara NpH Jewa.

4.6 @epraauTeT, OPEMEHHOCT H KbpMEHE

To3u NeKapcTBEH MPOAYKT € NpeIHa3HAuCH 3a JIOKAHO JeUeHHe. AKo H3bpoeHHTe npeaynpexaeHHs
M OrpaHMuYeHMs 32 yroTpebaTa ca B3eTH MO/ BHUMAHKE, TO3H JIeKapCTBEH NPOAYKT Moxe aa Gwuae
H3MI0/I3BaH O BpeMe Ha GpemMeHHOCT U KbpMeHe. TlaunenTkuTe Tpsabea na 6baaT chBETBaHM Ja
MHQOpMHUPpAT IeKyBalLHA CH JIeKap.

4.7 EdexTH BLpXy cnocobHOCTTA 32 ModEpaHe H paboTa ¢ MAINHHH

He ca npoBexxani Npoy4BaHus Ha ePEKTHTE Ha XJTOPXEKCHAMH/TUA0KAHH BPXY crocobHOCTTa 3a
wo¢upaHe U paboTa ¢ MalLIHHK.

4.8 Hexenanu JeKAPCTBeHH PeaKIHH

HaGmonaasaHa e 1o6pa NOHOCHMOCT NMPH JIOKATHO NPUIOKEHHE B YCTaTa H (hapHHKCa, 33 KpaTKH
NepPHOAM OT BpeMe B NPENOpPbHaHHTE JO3H.

Hexenanure JEKAPCTBEHH PEaKLHH Ca H36POCHH CIIpAMO CHCTEMO-OPTraHHHTE KJIaCOBE H Ha Gazara Ha
CNneJHaTa KOHBCHLHA 3a HECTOTa:

Muoro yveectn  (=1/10)

Yectu (=1/100 go <1/10)
Heyectn (=1/1,000 a0 <1/100)
Peaxu (=1/10,000 mo <1/1,000)

Mmuoro peaku  (<1/10,000)
C Heu3BecTHa vecTOTa (OT HAMMHMTE JAHHH He MOXke Ja Objie HanpaBeHa OLieHKa)

Hapymenne na HMYHHATA CHCTEMA

Hecmu: KOXHH peaKUMH Ha CBPBXHYBCTBHTEHOCT
Peoxu.: TeXKH peaKIIHH Ha CBPBXYYBCTBHTEHOCT, BKNIOYMTENTHO aHAPHIAKTHYEH IOK

Mrnozo peoxu: yprukapus

C neuzsecmua vecmomaq. 3a0aBeHa peakLHs Ha CBPBXYYBCTBHTEIHOCT (KOHTAKTHA aJl /prpmz q)OTo
YYBCTBHTEIIHOCT) HIIH APYTa IOKATHA KOXHA peakLHA WIH peaKkLMA Ha 3p6uTe.

ICHXHATPAYHH HADPYIICHHUSA
C neuzgecmua wvecmoma: 6e3NOKOHCTBO, HEPBHOCT, eydopus

Hapymenus Ha HePBHATA CHCTEMA



C neuzgecmua vecmoma. CbHIMBOCT, 3aMadgHOCT, Je30PHEHTALHS, O0BLPKAHOCT (BKIIOYHTENHO
o6bpKkaHa pet), BEPTHIO, TPEMOP, NICHX03a, HEPBHOCT, NAPECTE3UA, MPaBYYKaHe, KOHBYJICHH, 3aryba
H4 Ch3HAHHE, KOMa

Hapymemm HA OUHTE
C neuzgecmna wecmoma. 3PHTCITHHA HApPYUWCHHA, BKTIOYHTCTHO 3AMBITICHO HITH JIBOMHO BHXKZAHE

Hapynienns Ha YX0TO H Ja0HpAHTA
C neuzgecmua wecmoma: THHHTYC

Pecnnpa"ropmi, PBHAHA HJIH MEAHACTHHA/JHH HADYIHCHHA
C HeussecmHa wecmoma: acTMa, JHMCNHedA, CHHAPOM Ha MOTHCKAHE Ha JHITIAHETO, JHXATENMHA
Aenpecud, CrnipaHe Ha THIIAHETO

CToMalWIHO-YpeBHH HADYIIEHHS
Yecmu: rageHe, noBpuilaHe, KopemHa Gonka
C neuszgecman yecmoma: 3aTPyIHEHO NperibilaHe, adTH

Hapymenne Ha KOKATA H NOAKOKHATA ThKAH
Pedxu: KOHTAKTEH AepMaTHT
C Heuszgecmna wecmoma: MMOLIEGHe HA KOXKaTa, IOyBaHe Ha NapoTHIHATA »}ulela

MycKy/JIHO-CKeTeTHH HAPYIIEHHS H HAPYIIEeHHH HA CheAHHHTEIHATA ThKAH
C neuzeecmua vecmoma: MYCKYJIHH IOTPENBAHUA WIH TPEMOP

O6umn Hapyumenue H e)eKTH Ha MACTOTC HA IPHJACIKEHHE
C neuzgecmua vecmoma: acTeHUA, MPEXOAHO HAPYIIEHHS Ha BKYCa MIIH YCellaHe 3a NapeHe Ha e3HKa,
yCelllaHe 3a FOPELLO HIIH CTYAEHO

Hapymenne Ha KpLBTa H THMHATA CHCTEMH
C neuseecmua vecmoma: MeTXeMOTIoOHHEMHA

[Mpu npoabMKHTENHA YHOTpeOa HA XJTOPXEKCHIHH (MO LA1aTa MOBBPXHOCT Ha YCTHATA KYyXHHA) e
BbL3MOMKHO Ja CE MOABH NPEeX0AHO KadABO oLBeTABaHe Ha 3b0MTe. ToBa oLiBeTABaHe MOXke Aa Obae
nouucTeHo. Hama qoksiaaBaHo OLBETABaHE, KOTaTo JIEKAPCTBOTO € MPUIIArado B 00J1aCTTa Ha
dapuHkca.

[leauaTpyuHa nonyaauxs
Oqakna C€, H€ YECTOTATA H TEKECTTA HA HEXKCITAHHTE peaxuuu l'IpPl Aclara ¢a CerILIHTE KAKTO H l'lpH
BB3PACTHHTE.

CroblliapaHe HA NOAO3HPAHYN HEXKETAHH PEAKLIHA

CrpofluaBaHeTo Ha MOJI03HPAaHH HEXENAHH peaKLHH CJIeH pa3pellaBaHe 3a ynoTpeba Ha IeKapCTBeHuA
NPORYKT € BaxkHO. ToBa 110380J14Ba Aa NPOAB/DKM HaOMIOAEHHETO Ha ChOTHOILIEHHETO NON3a/PHCK 3a
NIeKapCTBEHUA NPOAYKT. OT MEJHLIMHCKUTE CTIELHATHCTH Ce M3HCKBa Ja chobLIaBaT BesKa
NI0A03HpaHa HEXeNaHa peakuus 4pe3: ManwinHuTenHa areHuus no nekapcreara, yn. ,,Jlamax [pyes”
Ne 8, 1303 Codwus, ten.: +359 2 8903417, yeGceaiir: www.bda.bg
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Bbnpeky, ye To3M JIeKapCTBEH NMPOAYKT € NpeJHa3HayeH 3a NokanHa ynotpeda, Chile
BEPOATHOCT 32 Mpeo3HUpaHe NMOPaaH rpellika WIH HeBHHMaHKe, 0COOEHO NpH Jelia.

XnopxeKCHIHH ce abcopbKpa B MHOMO MANIKO KOMHYECTBO OT CTOMALIHO-YPEBHHSA TP
ce abcop6bupa no-6up30, HO OHOHATHYHOCTTA MY € eaBa 35%. TokcHYHUTE edexTn Ha
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BB3HHKBAT NIPH IU1a3MEHH KOHLEHTPALMH 0-BACOKH OT 6 mg/l. {‘a‘mma‘g;’[\ SOl

M rteiaal: |



Cnien IpUNAraHeTo Ha rpekoMepHH 03K (moBeue ot 20 TabneTkH 3a cMyveHe JTHEBHO) Morar Jia
BB3HMKHAT HAPYIIEHHA Ha MBJITAHETO (MOHMKEH KOHTPOJ Ha MbATATENHHA pedieKe) Mo HIKITIOUCHHE.

CHcTeMHaTa HHTOKCHKALIMA € Pe3YIITAT OT NOBIHABAHETO HAa LUEHTpaATHATZ HEPBHA CHCTEMA H
ChpPAEYHO-CBAOBATA CHCTCMA. H’prHTe C(bCKTH Ha Npeao3HpaHeTO Ca HAPYIICHHA Ha LICHTPAaJlHaTa
HEpBHA CHCTEMA.

Ha 6a3ata Ha naHHKTE 32 OCTpa, NOJOCTPa M XPOHHYHA TOKCHYHOCT Ha ABeTe aKTHBHH BELICCTRA, NIPH
npaBW/iHa ynotpeba v B NPenopBYaHUTE JO3M 3a NPecOBAHHTE TAONETKH, PUCKBT OT CHIIHH CHCTEMHH
edeKTH Ha THAOKAHH € MHOTO HHCBHK M OCHOBHO € CBBP3aH ¢ HEMpaBHiIHA ynoTpeba.

Cumnmomu HQ UHMOKCUKQYUA.

JIMaoKauH MOXe 1a NpeIX3BHKA CHCTEMHA HHTOKCHKALMA (TOKCHYHATA 033 33 Bb3PAaCTHH € Hal
0,5 g), kaTo ce 3acAra UeHTpaJlHaTa HEPBHA CHCTEMA H ChPJEeYHO CbAOBATa CHCTEMA.

CUMNTOMHUTE ca:

- riaasoGone, XamoLHHALMH, 3aMasHOCT, CHHIHBOCT, 6€3MOKOHCTRO, MApecTe3HA, HapyUeHUs
HA FOBOpA WIH CIIyXa, M3TPBIIBAHE OKOJIO YCTaTa, MeTabONHTHA alMIo3a, ICHX03a, ENHICNTHYHA
KOMa, MOTHCHATO Ch3HAHKHE, YMOpa, NMPo3ABaHe, HEPBHOCT, IIYM B VIIHTE, HUCTAEM, MYCKYITEH
TPEMOp, KOHBYJICHH, AENPECHA, TUCTIHEA.

- HaMajleH KOHTPAKTHIMTET Ha CbpAevHUA Mycky, nepHdepHa Ba3oaHNaTalMg, XHIIOTCH3HA,
GpaauKapans, HapyLIeH CbpACYEH PUTEM (CHHYCOB apecT, TAXHAPHTMHA), CbPIEYEH apecT,
LIMPKYJaTOPEH KoJargc.

B aombiHeHKe HA Te3H CUMIITOMM Ca M3BECTHH €JHHHYHH ClTy4ad Ha NPEJ03HPaHe ¢ XJIOPXEKCHIANH
ChC CNEOHHTE CHMITTOMM: (papHHIealleH €AeM, HeKPOTHYHH JIe3HH Ha e3odaryca, NOBUIUEHH HHBA HA
CepyYMHHTE TpaHcaMHHasH (30 TbTH Ha HOpMaTa), MOBPhILAHE, CTOMAIIHY H AYOAEHAIHH €PO3HH ©
aKTHBeH aTpodH4YEH racTPHT, €y(hOPHA, 3PHTE/IHH HAPYIIEHHA M IThJIHA 3aryba Ha BKYC (KOATO
npoas/bkaea 8 yaca).

Ha 6asata Ha JaHHMTE 33 OCTpa, IOXOCTPA M XPOHHYHA TOKCHYHOCT Ha JIBETE aKTHBHYM BEILECTBA, IIPY
npaBujiHa ynotpeba U B MpenopbsYaHKTe J03H 3a PecOBAHUTE TaGNeTKH, PUCKBT OT CHITHM CHCTEMHH
e¢eKTH Ha TMIOKAMH € MHOTO HHCHK M OCHOBHO € CBBP3aH C HelpaBHIHA yrotpeba.

JleueHue:

CuCMEMHG UHMOKC uxauwl:

- He3a6aBHo CIIHPAHE H3IMOJI3BAHETO Ha nexapcmenm l'lpOIIYKT;

- TIpunarar ce aHHOHHM BEUIECTBA;

- XocmHTan13anms, 3a Ja e OCHIYPH Bb3CTAHOBABAHE Ha AHIIAHETO, OBJaAABaHe Ha
JeXHApaTalnsTa i NOATBP/KAHE HA2 KPbBHATA LIMPKYTIALIMSA;

- B ciyuau Ha rbpuoOBe: AHa3enam.

5. ®APMAKOJOIrMYHH CBOHCTBA

5.1 ®apmakoaHHAMH4YHH CBOHCTBA
®dapmMakoTepaneBTHYHa rpyna: npenapati 3a repno, ATC koa: RO2ZAAOQ5

JIupokaMH XHAPOXJIOPHI € IOKATeH, nepudepHO NeHCTBAI AHECTETHK OT TPYNaTa Ha aMHIBEe; KoitTe...
HMa NOBBLPXHOCTEH aHanreTHyeH edexr Ge3 Na NoBAMABa MOTOPHaTa GyHKUMA HA MRCTC’I%Y"
npunoxenue. Toii aeicTra NokanHo nox popmara Ha HelioHM3MpaHa 6a3a. JIMNOKaHH UM
61aronpHATHO CLOTHOLIECHHE e(PHKACHOCT/TOKCHYHOCT H MHOTO PAAKO MOXE 1a npej
ANepriHYHH peakiLyH,

XJ'[OpXéKCPII(PIH CE€ CMATA 34 OTITHYCH OpaJicH aHTHCCTITHK. Enxo oT ocHOBHHTE MY npe
JOMBJAHCHHE KbM HETOBOTO MOILHO aHTHMHKp06H0 AeiicTBHE e cnocoOHOCTTa My na c¢



ocBoBGOXKAABA, KOETO BOAM A0 NPOAB/HKMTENIHO NOANLPXKAHE HA ehEeKTHBHH KOHLIeHTpaumH. Tosa
CBOMCTBO ce Hapuua CY6CTAHTHBHOCT (NOBBPXHOCTHA AKTUBHOCT).

XopXeKCHMH € KATHOH-AKTHBEH aHTHCENTHYEH areHT. Toil mpuTexapa cHleH GakTepuuMaeH edekrT,
KakTo cpewry I paM-mo3HTHBHH Taka ¥ ['pam-HeraTuBHH GakTepru (Hanp. Micrococcus sp.,
Staphylococcus sp., Streptococcus sp., Bacillus sp., Clostridium sp., Corynebacterium sp.).
[puTeskaBa ChIO AHTHMHKOTHYEH €eKT cpeilly AepMaTO(GHTH H APOXKIHM, ¥ M3TTIEXKAa NPOABABA
NPOTHBOBHUPYCEH epeKT Cpely HAKOH BUPYCH (in vitro akTHBHOCT cpemty influenza, HSV-1, HSV-2).

X10pXeKCHAMH MMa CHIIEH NIONOKATENEH 3apaj, IOPaJy KOETO C€ CBbP3Ba C OTPHULIATEIIEHO
3apeaeHara GakTepHaiHa KIEThYHA CTEHa M M3BBHKIETBYHH CTPYKTYPH. AficopOuunsTa e creuuduyHa
u 3acara gpochaT-ChaBPKALIMTE YaCTH Ha DaKTepHANIHATA KIEThYHA CTEHA.

XNopXeKCHAMH ce CBbP3Ba ¢ OTPULIATENHO 3apeAeHHTE NMOBbPXHOCTH HA OPAJIHATA MYKO3a, 350MTE H
MHTPaoOpajHaTa MUIaka, KATO TOBA CMOMAra 3a JLJIroTpaiHaTa HATHYHOCT Ha XJIOPXEKCHAHH B YCTHATa
KyXHMHa. B npoyuBaHe Npu Xopa € yCTAHOBEHO, Y€ pasTBOpH, ChAbpxkallH 0,2% XI0pXeKCHanH
3aMa3BaT aHTHOAKTEPUATTHOTO CH JeficTBHE A0 7 Yaca clell NPHIIOKEHHE,
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MaJsku KOM4eCTBa OT AKTHBHMTE CHCTABKH MOTaT Jia AOCTHIHAT XPAHOCMHJIATENTHATA CHCTEMA TIPH
NONTbIIAHE HA CMIOHKA. XJIOpXEKCHAKH He ce abcopOHpa B CTOMaIHO-YpeBHHA TpakT. Crell JOKATHO
NPUIOKEHHE BBPXY 3ApaBa KOKa, XNOPXEKCHIHH Ce aacopOupa B rOpHHA CJIoH, KOETO BOAH 10
OBAroTpacH aHTHOaKTepHaneH edekT. Bbe hapMakOKUHETHYHH NPOYUBAHHS € YCTAHOBEHO, Y€ OKOJIO
30% OT XNOPXEKCHIHH Ce 3a0bpKa B YCTaHATa KyXHHa clle]l H3lllaKBaHe, KOHTO cliell ToBa
NOCTENeHHO ce 0cBo00KIaBa B CITIOHKATA.

Pezopbums Ha TOKANHUA aHECTETHK JIHAOKAHUH MOXe Jia ce Habnrogaea OT CTpaHa Ha yCTHaTa H
¢apunreanHara nuraBuua. Benpeku Topa, ronaMara 4acT OT HETrO CE pasrpaxkaa NpeH Aa NOCTHIHE
CHCTEMHATA LIUPKYNaLuus. AHECTETHYHHAT e(PeKT NPH TOKATHO NPHICKEHHE Ha JIHJIOKAHH Ce
NpOsABsEa OT BTOPaTa MMHYTA U € ¢ MPOABDKATENHOCT 0T 30 00 45 MMH. AHeCTe3uaTa €
MOBLPXHOCTHA U He 00XBama cyOMyKO3HHTE CTPYKTYPH.

5.3 IlpenxnAAMYHH JaHHH 3a fe30nacHOCT

My6nukyBaHHTE HEKITHHMYHH JaHHM MOKA3RaT, Ye XAOPXEKCHAWH H JIHIOKaKH ce MOHACAT nodpe.

6. OAPMAITEBTHYHH JTAHHI1
6.1 Cuoacek Ha MOMOIIHATE BeIECTBA
JiepoMeHTONT

JIMMOHEHa KHCceTHHa

Copburon

MarHe3sunes creapar

Cykpanosa

Apomat Ha aroga 502301 TP 0551

6.2 HecuyBMecTHMOCTH

Henpunozxkumo.

6.3 Cpok Ha rognoct

30 mecena




6.4 Choeunanss yc/JIOBHA HAa ChbXpaHeHHE

Hla ce chxpaHABa Ha MACTO HEJOCTBITHO 34 JeLa.
Jla ce cwxpanasa mog, 25°C.

Jla e ce usnonssa Arran fAroaa 3a aeua cliell CpoKa Ha roAHOCT, oTOeNd3aH Ha KyTHATa/GMcTepa
cnen Haanuca "logen no:". [IpBUTE ABa CHMBOA O3HAYaBaT MECELIa, CIENBALIMTE B MM YETHPH
cHMBONa-roaMHaTa. CpoKHT Ha TOAHOCT OTFOBApA HA MOCIEAHUS JEH OT NOCOUYEHH Mecell.

6.5 BuaHchIbPKAHRHE HA ONAKOBKATA

Anran Slrona 3a fieuia npecoBadM TabNETKH 3a CMy4€eHe Ca HATMYHH B KyTHH ¢ 24 TabneTky,
OMaKOBaHM B 6nMcTepy unM nepdopupanu eaHonozosu 6aucrepu or PVC/PCTFE/Al unu
PVC/PE/PVDC/Al donuo.

6.6 Cnenuanuu NpeANA3HH MEPKH IPH HIXBbPasAHe 1 pabora

Hsama cneupandy H3UCKBAHHA.

7. IMMPUTEXKATEJ HA PAZPEIIEHHETO 3A YIIOTPEBA

Sandoz d.d.

Verovikova 57,

1000 Ljubljana

Cnosenus

8. HOMEP(A) HA PASPEIIEHHMETO 3A YIIOTPEBA

Per. Ne: 20210143

9, JATA HA ITBPBO PA3SPEINABAHETIOAHOBABAHE HA PAZPEINEHHETO 3A
YIIOTPEBA

Jara Ha mbpBo paspeiuaBase: 02 oHu 2021

Jara Ha noclieIHO NOJHOBABAHE:

10. JJATA HA AKTYAJIM3UPAHE HA TEKCTA

04/2026

*
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