KPATKA XAPAKTEPUCTHUKA HA ITPOAYKTA

1. UME HA JIEKAPCTBEHUA ITPOAYKT

Anran Slroaa 3a geua S mg/1 mg npecoBaHu TabJIETKH 3a CMyUYeHe
Angal Strawberry for Kids 5 mg/1 mg compressed lozenges

2. KAYECTBEH U KOJIMYECTBEH CbCTAB

| TabsieTka 3a cMyueHe ChbAbPXKaA 5 Mg XJIOPXEKCHAWHOB AUXHUApoXopua (chlorhexidine
dihydrochloride) v 1 mg nuapokanHoB xuapoxnopun (lidocaine hydrochloride).

[loMOILIHHU BeliecTBa ¢ U3BECTHO JICHCTBHE: CDpﬁHTDH. M3, o iHUTENHA ﬂrEHu,"H iU J1eXAPCTBATA

J-(,onau XAPSKITSPUGITIUKA HE NPOGgYKME - [punoxerue 1

Kbm Pez. Ne /?0‘97/0/'?\5

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

3a MbJIHUA CITUCHK HA NMOMOIIIHUTE BellleCTBA BUXKTE TOukKa 6.1

: Paspewerue Ne
3. JIEKAPCTBEHA ®OPMA 05 -08- 2026
BG/MA/MP - 29?37’;; ............... ——

[IpecoBana TabneTka 3a CMyUeHe. 6perue Ne ............................ Y

Awnran Sroaa 3a aeua e 6s1a 10 noutH 6s1a, JIEKO METHUCTA TabJIeTKa 3a CMyU€HE ¢ KpbI/ia popma
BKYC Ha Aroja.

4. KIMHUYHHU JAHHHAU
4.1 TepaneBTHYHH NOKA3AHHA

Axran Slroaa 3a aeua e rnokasaH 3a CHMITOMATUYHO M JIOKAJIHO JIeYeHHe Ha 3a001sBaHUA Ha
¢apuHkca. [leiicTBa KaTo Ae3MH(EKTAHT M JIOKATHO 00e3001Ball0 CPEACTBO MPH Bb3NAJIEHO I'bPJIo U
CbCTOAHHMA Ha apuHKCA M YCTHATA KyXHHA, CbIIPOBOAEHHM C pa3/ipa3HeHHe U OO0JIE3HEHO MperibliaHe,
KaTo ()apUHIUT, TMHTUBUT, CTOMATUT M apTU. Hanmuuero Ha TM10KaWH B CbCTaBa BOJM J10 OBbP30
oOsieKkyaBaHe Ha CUMITTOMUTE.

B cnyyau Ha OakTepuaniHa MH(EKUMS ChITPOBOAEHA C BUCOKA TeMmIiepatypa € HeoOX0aumo
OOITBJIHUTETHO JIEYEHHE.

Anran Aropaa 3a /leua He chabpaKa 3axap U MOXKE J1a CE€ U3I10J13Ba OT AUA0ETULIM.

4.2 [J1o3MpoBKa H HAYHH HA NPHJIOKEHHE

Jlo3upoBKa:

Bw3pacmuu u oeya nao 12 200unu: 6 no 10 TabjieTKU I1HEBHO, KOMTO ce cMy4aT 0aBHO.
MakcumaiHaTa eqJMHUYHA [103a XJIOPXEKCHMH NPU Bb3PacTHH € 5 mg, a TMA0KauH — | mg.
MakcumMasiHaTa JHeBHA /103a XJIOPXEKCHIUH MpHU Bb3pacTHHU € 50 mg, a tuaokauH — 10 mg.

Leya nao 6 2oounu: 3 10 5 TabNEeTKH THEBHO.

Anran fAroaa 3a aeua He TpsAOBa Ja ce M3MoJI3Ba IPH Jeua 1noj 6-roauiuHa Bb3pacr.

To3u nekapcTBeH NMPOAYKT € NpeHa3HauYeH 3a CUMIITOMATHYHO JIeYeHHe U He TpaOBa Ob/ie U3Io/I3BaH
JTBJITOCPOYHO.

AKO He HacTbNH noaodpenue cnen 3-4 QHEBHO JIeYeHHE U MALMeHTHT UMa OaKkTepHal
TEMIMepaTypa € NnpernopbYUTE/IHa KOHCYJITALUA C JIeKap U € HE0OOXO0IMMO JIeYeHHUE Ha




HayuH Ha npUnoKeHHe

OpodrapuHreanHo nNpruaoKeHHE.
Enna tabnerka ce cMy4de 6aBHO, KATO aKTMBHHATE BEILLECTBA €€ OCBOOOXKAABAT OABHO M MOCTENEHHO,

KaTo NeHCTRAT JOKANHO.

Auran Sroza 3a geua He € CBBMECTHM C HEKOH BEILECTBA, KOMTO Ce CpPelliaT YeCTO B MACTUTE 3a 3b0OH.
[To Ta3zu npuuHHa, MexX1y ynoTpeGaTa Ha AHran froaa 3a aeua U nacra 3a 3664 Tpa0Ba n1a UMa
HMHTEpBan oT noHe 30 MUHYTH.

Awnran Slroaa 3a aeuia He TpaAbBa Aa ce H3MOJ3BA HENOCPEACTBEHO MPEIN WIH MO BpeMe Ha XpaHeEHe.

4.3 IIporHBOmOKA3aHHSA

- CBP‘LX'-IYBCTBHTQJTHOCT KbM aKTUBHHTE BELUIECTBA HJIH KBEM HAKOC OT MOMOLIHHUTE BCIICCTBA,

136poeHH B TO4Ka 6.1.
- Heua noxa 6-roAUIIHA BLE3PACT.

4.4 ChneuHajJHH nNpeaynpexieHHs H NPeANAa3HA MEePKH NIPH ynorpeba

[Tpn OakTepuanHu nHQEKUMUH, NPUAPYKECHHU C NMOBHILICHA TEJIECHA TEMITEpATypa
XJIOPXEeKCHAMH/ MTMAOKAHH CE M3MION3BAT CAMO KATO JOMbJHUTE/IHA Tepanus.

[Ipu ynorpefa OT NaLMEHTH ChC ChPAEYHA HEAOCTATHYHOCT, HapyleHa GyHKIUA Ha YepHHA Apob U
TAKHBA, TEKYBAHH C aHAJI03M Ha TMAOKaWHa (aHTHAPUTMHULIM Knac 1), ce H3UCKBa NOBHILIEHO
BHUMAHME, Thil KATO MOraT Ja Ce NMOBUILIAT HEXKeTaHUTE €(PEKTH HA JTMAOKAKH.

[IpenophuBa ce MOBUIIEHO BHUMAaHKE NPH yroTpeba Ha XJIOPXEKCHAHH/JIMAOKAKWH MPH MalHEHTH,
CKJIOHHH KBM PEaKLHH Ha CBPBXYYBCTBHTEJIHOCT.

Vnorpe6ata Ha TO3M JIEKapCTBEH NPOAYKT TpAOBa a ce OrpaHHYM 10 NOBJHABaHe Ha DosikaTa U
Npa3HEHETO. YnoTpebaTa Ha TO3MU JIEKPCTBEH MPOAYKT He TpabBa Aa 6bAe ABAroCcpoyHa U
HEIPEKbCHATA.

AKO He HacTeIM noaoOpeHne ciier 3-4 THEBHO NevYeHUe € HeoOXOaMMO 1a ¢e Ha3HAYH AOITBIHHTETHO
JICUCHHUE.

- ChllecTBYBa MATEK PHCK OT MOABATa Ha HEYYBCTBUTENHOCT B 00/1aCTTa Ha IJIOTHCA U
HaAMABaHE KOHTPOA HA IRJITATENHUA pedliiekc, KOeTo Ja AOBEAE A0 aCIMpalMs Ha XpaHa B
IMXaTeNHUTE TbTHILA [TPH yrioTpebaTa Ha MHOTO BHCOKH 103H (noBe4e ot 2() TabneTku 3a cMyueHe
IHEBHO).

Cnen npunarade, He TPAOBa [a C€ MPUEMAT XpaHa U HAalMTKHU MM Aa C& MUAT 3b0MTe.

Anran firoaa 3a nena chraAbLpKa copOuTON

Tora nexapcTso ceabpika 1,2 g copburon BbB Beska npecoBaHa Tabnetka. CopOUTonsT MOXKeE J1a
NPH4YMHH CTOMANIHO-YPEBHO Hepas3nonoxeHue H cnabo uspaseHo craburenHo neACTBHE.
CopburonsT € U3TOUHHK Ha ¢pykrosza. Tosa Tpabsa aa ce B3eMe noJ BHHMaHHE [IPU [IpEANUCBaHE
neKapcTBEHHs MPOAYKT 32 iCUeHHE HA MaLMeHTH ¢ HENMOHOCHMOCT KbM HSKOH 3aXapH WK NpH
Hac/IeACTBEHA HEMOHOCHMOCT KbM PPYKTO34.

4.5 BsamMonelicTBHE ¢ IPYIH JIEKAPCTBECHH NPOAYKTH H APYrH OPMH Ha B3aHMOACHCTBHE

npenopbkuTe ca 6e3 KIMHUYHO 3HAUCHHME,




[TanveHTHTE He TPAOBA @8 MpUAaraT XJI0pXeKCHAMH/INIO0KAHH ChBMECTHO C XONMHECTEPa3HU
UHXUOUTOPH (Hamnp. HEOCTUTMHAH, JUCTUIMHH, MUPUAOCTHIMHUH) HITH C APYTH JIEKAPCTBEHH NIPOLYKTH
3a JiIeYyeHHE Ha MHACTEeHHs I'paBHC.

[To Bpeme Ha NeUEHHETO C XJIOPXEKCHAMH/IKOKAUH, NALIMEHTHTE He TpAOBa fa mpHaaraT
eIHOBPEMEHHO APYTH JIOKAIHU aHTUCEIITULM 32 Ae3HHGEKLIHMA Ha rbpaoTo. ToBa HE e OTHacH 3a
APYTH JIEKAPCTBEHH MNPOLYKTH, ChAbPKaLuM XJA0PXEKCHIWH/ THIOKaUH, Nopaan eJHaKBHA ¢heTaB. [1pu
xOMOMHHpaHe Ha cripeit ¢ TabieTku 3a CMyucHe, He TPAOBa f1a ce NpeBHILIaBa NPENopbUUTENHAT

AHCBHA J034.

XopXeKCHIHH € HECHBMECTHM ¢ aHHOHHH BEILECTBA (Hamnp. HATPHEB Jaypui Cyadart) H onpeaeneHH
APYTH BelllecTsa (Hamp. aITHHATH, TParakaHT), KOMTO YECTO C€ M3MO3BAT ¢ NAacTHTE 3a 3u0H, I1o Tasu
npHUuKHa, Mexay ynotpebara Ha nacTata 3a 360M M XJIOPXEKCHIAHH/IMIOKAHH TpadBa na uMa noxe 30

MUHYTH.

[leavaTpyyHa nNoMmyaaLHs
KombuHalLmsTa Ha cnpeii ¥ TabneTky 3a cMy4veHe He TpadBa a ce Mmpuiara NpH Jeua.

4.6 DepTuadaTeT, OpeMeHHOCT H KbPMEHE
To3u nexapcTBEH NPOAYKT € NMPeAHA3HAueH 3a JIOKAIHO JIeHeHHe. AKO H3OpOEHHTE NpeaynpeKIeHHA

M OTpaHHuYeHuA 32 ynoTpedara ca B3e¢TH NOA BHUMAaHHE, TO3M JIEKAPCTBEH NPONYKT MoXKe 1a Onae
M3110/13BaH N0 Bpeme Ha OpeMeHHOCT M KbpMeHe. [laimenTikrre TpabBa ga OpaaT ChBETBAHH A

HHQOPMHUPAT JIEKYBAILLMS CH JIeKap.
4.7 EdjexTn BHpxy cnoco0HOCTTA 32 modupane H pabora ¢ MAIIARH

He ca npoeex<aany nNpoy4uBaHusd Ha eeKTHTE Ha XJOPXSKCHANH/TMAOKAHH BEPXY CNOCOOHOCTTA 38
uodHupase 4 paboTa ¢ MaLUMHH,

4.8 Hexenann JeKAPpCTBEHH PeaKknHH

Ha6moaasana € no6pa NOHOCUMOCT NMPH JIOKAJTHO NPUIOKEeHHE B ycTaTa U (papHHKCa, 38 KPaTKH
NMEPHOAH OT BpeMe B MIPENOPBYAHHTE JO3H.

Hexenanure JICKApPCTBCHH PCAKIIMH Ca H36POBHH CIIpAMO CHCTEMO-OPITaHHHTC KJIACOBC H HaA Oa3aTa Ha
cJi€AHatTa KOHBCHLIMA 38 YECTOTA.

Muoro uectu  (=1/10)

Uectn (=1/100 oo <1/10)
HeyecTn >1/1,000 oo <1/100)
Penkw (>1/10,000 mo <1/1,000)

Muoro peaxu  (<1/10,000)
C HeH3BeCTHa yecToTa (OT HAJTMYMHHMTE JAHHU HE MOXKe Aa ObJle HampaBeHa OLEHKA)

Hapymense Ha HMYHHATA CHCTEMA

Yecmu: KOXKHHU peakLdy Ha CBPbXHYBCTBHTEIHOCT

Peoku: TEXKH peakiii¥ Ha CBPBXYYBCTBHATEIHOCT, BKIIKOYHTETHO aHA(QHIAKTHYEH LLIOK

Mnozo peoxu:. ypTUKapus

C neuzgecmua yvecmoma: 3abapeHa peakiid Ha CBPBXUYBCTBHTEIHOCT (KOHTAKTHA ajeprus, Gporo
qyBCTBHTEIHOCT) MK APYra JJOKAJIHA KOXKHA PeaKLMA WM peaKklus Ha 3p0HTe.

IIcHXHATpHRYHE HAPYIICHHS
C neuzeecmna vecmoma. 0€3N0KONCTBO, HEPBHOCT, €yQopHs

HapymeHHs Ha HEPBHATA CHCTEMA




C neusgecmua yecmoma:CbHINUBOCT, 3aMasgHOCT, I€30pUEHTAUUA, 00BPKAHOCT (BKITIOUHTEIHO
0o0BpKaHa ped), BEPTHIO, TPEMOP, NICHX03a, HEPBHOCT, MapecTe3us, MpaByuKaHe, KOHBYICHM, 3aryba
Ha Cb3HAHHE, KOMa

HapyuieHns HA OUYHTE
C neuzgecmua yecmoma.: 3pUTENHH HApYLUIEHUs, BIUTIOUUTETHO 3aMBIJIEHO WIH ABOMHO BIDKIAHE

HapymieHHs HA YXOTO H JJaOHpHHTA
C neuzgecmua yecmoma: TUHUTYC

PecnupaTopHH, rpbIHHE H/IH MeJHACTHHAIHE HAPYIUECHHAS
C neuszgecmua yecmoma. acT™a, AUCIHENA, CHHAPOM Ha ITOTUCKAHE Ha JHLIAHETO, AMXATE/IHA

ACTIpECHA, CIIKPAHC Ha JHIIAHETO

CroMamHo-YpeBHH HAPYILEH
Yecmu: rafeHe, NoBpbILaHe, kopemHa 6onka
C Heuzgecman yecmoma: 3aTpyAHCHO NperabliaHe, apTH

Hapymenne Ha KOXKATA H NOAKOXKHATA THKaH

Peoxu: KOHTaKTEH AEPMATHT
C neuzgecmna yvecmoma: NIOLWEHE HA KOXKaTa, MOAyBaHe Ha MapoTHAHATA XKJie3a

M}’CKYJIHH—CKEJ]ETHH HAPDYIOICHHSA H HADYIIICHHA B CHCIHHHATC/IHATA ThKAH
C reuzgecmna wecmoma. MYCKYJITHH NMOTPEIIBaAHUA WK TPEMOP

O0mn sapymenne B epekTH HA MACTOTO HA NPHJIOKEHHE
C neuzgecmna yvecmoma. aCTEHUA, MPEXOAHO HAPYIIEHU Ha BKYCa WIH ycCelllaHe 32 apeHe HA e3HKa,
ycellaHe 3a ropello Wiy CTYACHO

HapymenHe HA KPBbBTA H JHM(PHATA CHCTEMH
C Heusgsecmua wecmoma. METXEMOIOOHHEMHS

[Tpu npoawpxHUTENHA YNOTpeda Ha XNOPXEKCHAMH (MO LiANaTa NOBBPXHOCT HA YCTHATA KYXHMHA) €
BB3MOXKHO [Ia C€ MOABU NpeXoJHO kadaBo oLBeTaBaHe Ha 3p0uTe. ToBa olBeTsraHe MOxke Aa Obae
noyrcTeHo. Hama noknaaBaHo OUBETABAHE, KOFATO JISKAPCTBOTO € MpUnaraHo B obnacrra Ha
¢dapHHKcA.

IlenuaTpyyHa nonyjatug
Ouakpa ce, Y€ YeCTOTaTa H TeXKECTTa Ha HEXKETAaHUTE PeaKLHH NPH JelaTa ca CbIIUTE KaKTO U NpH

Bh3PaCTHHTC,

CrobuiaBane Ha MOAO3UPAHH HEXENAHH PEAKLIHU
Cpob1aBaHeTo Ha MOAO3MPAHH HEXKEJIAHN PeakUny Ched paspellaBaHe 3a ynorpeba Ha IeKapCTBEHHA
NPOAYKT € BaXXHO., TOBa NO3BONABA /12 MPOABJLKH HAOMOAEHHETO HA ChOTHOILIEHHETO MON3a/PHCK 32

NIEKAPCTBEHUA NMPOAYKT. OT MEAULIMHCKHKTE CNELIMAIHCTH C€ H3HCKBA Ja choOi1aBar Beska
NoJO3UpaHa HexesaHa peakuusa upes3: ManwaHWTeNHa areHUMA No 1eKapcTeara, yi. ,.,JlamaH I'pyep”

Ne 8, 1303 Codus, Ten.: +359 2 8903417, yebcaiiT: www.bda.bg

4.9 Ilpenozmpane

Bonpeky, 4e TO3U ICKAPCTBEH MPOAYKT € NpeAHa3Ha4eH 3a JIOKaaHa ynotpeba, ChllleCTBYB
BEPOATHOCT 3a NpeJo3HpaHe MopalH rpelika Wiy HeBHUMaHHue, ocobeHo NpH aena.

XnopxekcHAUH ce abcopbupa B MHOIO MAITKO KOJMUYECTBO OT CTOMALIHO-YpPEBHUA Tpa
ce abcopbupa no-06up30, HO OMOHANMYHOCTTA MY € €aBa 35%. TOKCHUYHHTE eeKTH Ha
BB3HUKBAT MPH IU1a3MEHH KOHLUEHTPALMH MO-BHCOKH 0T 6 mg/l.



Crnen npuiaraHeTo Ha NpeKOMEpPHH 103K (nosede oT 20 Tabnerku 3a cMy4eHe THEBHO) MOraT Ja
BB3HHKHAT HapyIlIEHHA HA M'bJITAHETO (TOHMWIKEH KOHTPOJ Ha IbITATE/THUA pedIeKC) O U3KITIOYEHHE.,

CUcTeMHAaTa MHTOKCHUKALIMA € PE3YJITAT OT MOBIMABAHETO HA LICHTpATHATA HEPBHA CHCTEMA H
CHPJIeYHO-ChA0BATa CHcTeMa. [1epBHTE epeKTH Ha Npeno3HPAHETO Ca HApYIIEHHA Ha LleHTpalHaTa
HEPBHA CUCTEMA.

Ha Gazara Ha JaHHHTE 3a OCTPa, HOA0CTPa U XPOHHYHA TOKCUMHOCT Ha JBETE AKTHBHH BELIIECTBA, NpH
npaBWIHa yrnotTpeba H B NPeNnopbYaHUTE A03H 33 IPECOBAHMTE TAOJIETKH, PUCKBT OT CHJIHH CUCTEMHH
edeKTH Ha TMIOKAWH € MHOIO HUCHK H OCHOBHO € CBLP3aH ¢ HelpaBHIHa ynoTpeda.

Cumnmomu H@ UKMOKCUKQYUA.
JInpoxkavH MoXke Ja rpean3BHKa CHCTEMHA HHTOKCUKALMA (TOKCHYHATA 103a 3a BE3PacTHH € Hall
0,5 g), KaTo ce 3acAra LUEHTPATHATAE HEPBHA CHCTEMA H ChPASYHO CbhJOBAaTa CHCTEMA.

CuMrniToMHUTE Ca:
- rnapo0o/IHe, XaMIOLKWHALMH, 3aMagHOCT, ChHIMBOCT, 6€3n0KONUCTBO, NapecTe3nus, HapyILCHHUS

Ha rOBOPa WIH CJIyXa, H3TPhIBaHe OKOJIO YCTaTa, MeTabonuTHA a1M1034a, NICHX034, CNHICNTHYHA
KOMa, MIOTHCHATO Ch3HAaHHE, YMOpa, PO3iBaHe, HEPBHOCT, WIYM B YIIWUTE, HUCTArbM, MYCKYJICH
TPEMOP, KOHBYJICHH, ACIIPECHS, IHUCITHEA.

- HaMalleH KOHTPAKTHINTET Ha ChbpAEYHHMA MYCKYJI, epupepHa BasoauaaTaLus, XHIIOTEH3HKA,
GpaaMkapaua, HapyIIeH ChpAeYEH PUTHM {CHHYCOB apecT, TAXHAPHTMHA ), CHPACUEH apecT,
LUPKYJIATOPEH KOJarIC.

B nombjiHEeHHE Ha Te3H CHMIITOMH ¢a H3BE€CTHH €IMHUYHH ClTy4YaH Ha NIPEaO3UpaHe ¢ XIOPXEKCHAUH
CHC CNEJHUTE CHMITOMMU: (PapHHrealicH e1eM, HEKpPOTUYHM JIE3MH Ha e30¢aryca, NOBHILIEHA HABA Ha
cepyMHHUTe TpaHcaMuHasH (30 nbTH Hal HOpMaTa), NOBPbIlAHE, CTOMALIHH U TYOACHAIHH €PO3HH C
aKTHBEH aTpo¢HyeH racTpur, eyGopusi, 3puTeIHH HapyIICHHS H ITh/THA 3aryba Ha BKYcC (KOATO
npoab/DKaBa 8 yaca).

Ha 6a3ara Ha naHHUTE 3a OCTPA, NOAOCTPA H XPOHHYHA TOKCHYHOCT Ha JIBETe aKTHBHH BEUIECTBA, TIPH
MpaBKIHA ynoTpeda M B MPenopb4aHUTe A03H 32 NpecoBaHUTE TAOJIETKH, pUCKBT OT CHJIHK CHCTEMHH
e(EKTH HAa THAOKAHH € MHOTO HUCBK M OCHOBHO € CBbP3aH C HefpaBHIIHA YoTpeba.

Jleuenue:

Cucmemua unmoxcuxayun.

- He3zabaBHo criHpaHe U3NMON3BAHETO HA JIEKapCTBEHHS MPOAYKT;

- [Ipunarar ce aHHOHHH BELLECTBA,

- Xocnuranu3alusi, 3a Ja ¢€ OCHIypH Bb3CTAHOBABAHE Ha JUILAHETO, OBJIaAABAHE HA
JeXuapaTauMaTa U NoJAbp KaHe Ha KpbBHATA LIMPKYJIallks,

- B cnyyau Ha repHOBE: OHA3CIIaM.

5. @OAPMAKOJOINYHHU CBOHCTBA

5.1 PapMakoJHHAMHYHH CBOHCTBA
dapmakoTepaneBTHYHA rpyna: npenapati 3a repiio, ATC koa: ROZAAQS

JIngokavH XHUAPOXJIOPHA € JIOKAJIEH, NepruepHO AESHCTBAll] aHECTETHK OT rpyrnarta Ha aMHJIUTE, KOHTO
MMa MOBBPXHOCTEH aHanreTudeH edexr 6e3 na NoBnMABAa MOTOpPHATA PYHKUUA HA MACTOTO Ha
npunoxenue. Toi aeficTea TokanHo noj ¢gopMara Ha HeHOHM3UPaHa Oasa. JInaokauH uMa
ONnaronpHATHO ChOTHOIUEHHE €PUKACHOCT/TOKCHYHOCT U MHOTO PAIKO MOXE 13 IIPEAH3BH
AJICPrUYHH PCaKLHH.

XNOpXEKCHAWH C€ CMATA 33 OTITHYEH OPAJICH aHTHCENTHK. ETHO OT OCHOBHHTE MY Np
NOMBJIHEHHE KBM HEMOBOTO MOILIHO aHTHMHKPOOHO ACHCTBUE € CnOoCODHOCTTA MY 11a C
pa3zHooo0pa3HHu CyOCTpaTH, KaTo 3ana3Ba CROATA aHTUOAKTEpHUAITHA AKTUBHOCT H NOCT




ocBoOMKAaBa, KOETO BOAM 10 NMPOABIDKUTEIHO NOAObPXKAHE HA €PEKTUBHH KOHHEHTpauuu. Tora
CBOMCTRO e Hapu4a CYOCTAHTHBHOCT (IMOBbPXHOCTHA AKTHBHOCT).

XIIOpxeKCHAKH € KATHOH-AaKTUBEH aHTHCENTTHYEH areHT. Toi npHTexXaea CHIECH DaKTepHUHACH €QEKT,
KakTo cpelry [ paM-no3uTHBHY Taka u [ pam-HeraTHBHU OaxTepHu (Hanp. Micrococcus sp.,
Staphylococcus sp., Streptococcus sp., Bacillus sp., Clostridium sp., Corynebacterium sp.).

[IpuTekaBa CBILO AHTUMHKOTHYEH eeKT cpellly AepMaTOPHUTH H APOKAM, H H3TJIEK A TPOABIBA
NPOTHBOBUPYCEH e(eKT Cpelly HAKOH BUPYCH (in vitro akTuBHOCT cpeity influenza, HSV-1, HSV-2).

XNOpXeKCHAHH UMa CHJIEH MOJIO)KHTESEH 3apaj, NMOPaau KOETO C€ CBBP3Ba C OTPULIATENEHO
3apefeHaTa OakTepHallHa KJIETbYHA CTeHAa H H3BLHKIIETBYHM CTPYKTYPHU. Aacopbuuara e crieluduiHa
H 3acsara ¢ocharT-ChAbPIKALLMUTE YaCTH Ha OakTepyanHaTa KIeThYHa CTEHA.

XIOpXeXCHIUH ce CBbP3Ba ¢ OTPHLIATETHO 3apeAeHUTEe MOBEPXHOCTH Ha OpalHAaTa MyKo3a, 3b0uTe U
HMHTPAaoOpaHaTa IUlaKa, KaTo TOBa CrioMara 3a ABAroTpaiHaTa HUTHYHOCT Ha XJIOPXEKCHIUH B yCTHATA
KyXHHa. B npoy4BaHe NpH XOpa € YCTAHOBEHO, Y€ pasTBOpH, cbhabpxkauiy 0,2% xnopxekcHauH
3ana3Bar aHTHOAKTEPUATHOTO CH AEHCTBHE 10 7 Yaca ciel NMpHIoKeHHUE.

S.2 @apMakOKHHETHYHH CBOHCTBA

Manki KolHyecTBa OT aKTHBHUTE ChCTAaBKH MOrat Aa JOCTMIHAT XpaHOCMIWIATe/IHaTa CUCTEMA TpH
orjblilaHe Ha C/ArOHKa. XJI0pXeKCHaAKH He ¢e abcopdHpa B cTOMALUHO-UpeBHHA TpakT. Clel JOKATHO
[IPUIIOKEHHE BEPXY 3ApaBa KoXa, XJIOPXEKCUAWH ce aicopOHpa B rOPHUA CJIOH, KOETO BOAU A0
AbJroTpaeH antubakrepuancH epekT. BpB papMakOKHHETHYHH NMPOYYBAHHA € YCTAHOBEHO, Y€ OKOJ10
30% oT XJIOpXeKCHIMH CE 3a0BPKaA B YCTAHATA KyXHUHA ClIeR M3MUIaKkBaHe, KOHTO ces ToBa
MOCTeNneHHO ce 0cBOO0XKaBa B CAIOHKATA.

Pezopb1iusa Ha TOKanHUA aHECTETUK JIMIOKAKH MOXKE Oa ce HaO/aaBa OT CTPaHa Ha YCTHATA U
¢dapuHreanHara Jurasuia. Brrnpexu Tosa, ronaMaTa 4acT OT HErO ce pasrpaxzia Npeau Aa JOCTHIHe
CUCTEMHATa LMPKYIAUHA. AHECTETHYHHAT eeKT Npu NOKATHO NMPUIOKEHUE Ha NUAOKAUH C€
NpoABABA OT BTOPATA MUHYTA U € C NPOABIDKUTENHOCT OT 30 10 45 MUH. AHECTE3HATA €
NOBLPXHOCTHA K HE 0OXBallla CYOMYKO3HUTE CTPYKTYPH.

5.3 IIpeakauaH4YHEM JAHHH 32 6e30mMaACHOCT

Hy5HHKyEaHHTe HCKIIHHHYHH JaHHH TMOKa3eaT, 4€ XJIOPXCKCHIAHWH H JIHINOKAHH CC [TOHACAT ﬂOﬁpE‘r.

6. ©APMAIIEBTHYHMUA JAHHU

6.1 CoHChK HA DOMOIIHHTE BelmecTBAa

JlesomeHToOnN

JIMMOHEHa KHCETHHA

Copburon

Marnesnes creapar

Cykpanoza

Apomart Ha aroga 502301 TP 0551

6.2 HecbBMECTAMOCTH

Henpuinoxumo. ’A

6.3 Cpok na roanocTt

30 mecena
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6.4 CrnennajanH YCJIOBHA HA ChXpaHeHHe

Ia ce cnxpaHaBa Ha MACTO HEOOCTBITHO 3a ACLiA.
Ha ce cexpanssa nox 25°C.,

Ia He ce w3nonssa AHran Slroga 3a aAcua cneq cpoka Ha FOJHOCT, oTOeNA3aH Ha KyTuaTa/0nucrepa
caed Haanuca "['oaeH no:". [IbpBUTE ABa CUMBOJIA 03HAYABAT MECELia, CleBalllHTe ABa WIIH YeTHPU

CHMBOJAA-I'OMHATA. CPGK'BT Ha rogHOCT OTroBapia Ha NoCiaciHHuA ACH OT NOCOYC€HHA MCCEL.

6.5 BnamcoAbLPXKARHE HA OMAKOBKATA

Awuran frona 3a Aeua NpecoBaHH TabNETKH 3a CMyUeHe ca HalIMYHH B KyTHH ¢ 24 TabneTky,
OMaKoBaHH B OaHcTepH Wik nepdopupany egHoao3oBn 6nucrepu ot PVC/PCTFE/Al nnu

PVC/PE/PVDC/Al donuo.
6.6 CroennajJHH DpeANA3HH MEPKH DPH H3IXBLP/ASHE H padoTa

HaMa cneuMaiHy U3HCKBAHHA.

7. ITPHTEKATEJI HA PABPEINIEHHETO 3A YIIOTPEBA
Sandoz d.d.
Verovikova 57,

1000 Ljubljana
CnoeeHus

S. HOMEP(A) HA PABPELHIEHHUETO 3A YIIOTPEBA
Per. Ne: 20210143

9. JAATA HA ITBPBO PAZPEHTABAHE/TIOJHOBABAHE HA PAZPEINEHUETO 3A
YIIOTPEBA

Hata Ha mbpBo pa3peiuasane: 02 roun 2021
JlaTa Ha MOCNEAHO NOAHOBABAHE:

10. JATA HA AKTYAJ/IMZUPAHE HA TEKCTA

04/2026




