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1.  HMMEHAJEKAPCTBEHMSIIIPOXYKT = ;. 22000 91 12. W

Amnran fIrona 3a aena 5 mg/1 mg npecobaHu TaGneTKH 33 CMydeHe -
Angal Strawberry for Kids 5 mg/1 mg compressed lozenges

2. KAYECTBEH 1 KOJTHMECTBEH ChCTAB

1 TabneTka 3a cMy4eHe ChABPKE 5 Mg XNOPXEKCHANHOB XHApoxXaopHa (chlorhexidine hydrochloride)
1 1 mg nunoxansor xuapoxmopus (lidocaine hydrochloride).

TMoMOLHH BELleCTBa ¢ M3BECTHO NeicTBHE: copOHTOIL.

3a MBIHANA CIHMCEHK HA TIOMONIHHTE BEIIECTRA BIDKTE TOYKA 6.1

3. JEKAPCTBEHA ®0OPMA

Ipecorana TabneTka 3a cMyucHe.
Anran SIrona 3a nena € 64ana no mourw 6sana, neKo NEeTHHCTa TabieTKa 3a ¢MydeHe ¢ Kpbenia gopmMa H
BKYC HA ATOfA.

4. KJIHHHUYIHH JAHHH
4.1 TepanepTH9AR NOKAIAHHAS

Amnran Srofa 3a ella € [OKa3aH 33 CHMITOMATHYHO H JIOKAJTHO Jieyenye Ha 3a0014BaHAs Ha
daprukca. JlelicTra KaTo Ne3uH(EKTaHT H JOKATHO 00e360I9BaIl0 CPEJCTRO NPH BB3MANEHO MbPIo H
CBCTOAHAA Ha (PAPHHKCA H YCTHATA KyXHHA, CBIIPOBOACHH ¢ pa3ApasHEHHe ¥ DONE3HEHO NperibLIaHe,
xaTo ¢apUHTHT, THHTHEHT, cToMaTHT M adTi. Hanu4nero va MMAOKaHH B ChCTaBa BOJH A0 6bp30
obniexJaBaHe Ha CHMITOMHTE.

B ciryyan Ha 6axrepuanna HHQEKIHA CEPOBOCHA ¢ BHCOKA TEMIIEpaTypa ¢ HeobXoaumo
JOITBJHHTENHO JICYeHHE.

Anran SIrona 3a Jlenia He ChabpyKa 3aXap M MOXE 3 e H3IOM3Ba OT AHA0eTHIM.

4.2 Jo3BpoBKA H HAYHH HA NPHJIOKEHHAE
O3HPOBKA;

Buspacmnu u deya nao 12 zoounu: 6 no 10 tabneTky qHEBHO, KOMTO CE CMyuaT OaBHO.
MaxcumansaTa eHHHYHA 038 XJIOPXEKCHIHH [IPH BE3PACTHE € 5 mg, a Jimjokaud — 1 mg,
MaxkcHManHaTa JHEBHa 1033 XJIOPXeKCHIHH MPH BB3pacTHA e 50 mg, a myaokauns — 10 mg.

Heya nao 6 zoounu: 3 1o 5 Tabnetku AHEBHO.
Anran frona 3a feua He TpaGBa Ja ce H3NION3Ba NIPH JeNa Mo 6-TOAMIIHA BB3pacT.

To3u nexkapcTBeH NPOAYKT ¢ MpeAHa3HAYESH 3a CHMITTOMATHYHO JieYeHHE H He TpAOBra 0%
ABJTOCPOMHO.

Axo He HacTenH noaodpenye ciel 3-4 THEBHO JiCYEHHE H MAIHEHTHT HMa GakTep
TEMIIEPaTypa € NpenopbYHTeNHa KOHCYITALHA C JIeKap H € Heo0X0NHMO JIeYeHH



Hauun Ha npHIOXKeHHE

OpodaprHreanno MpUIcKEHHE.
Enna Tabnerka ce cMyde 6aBHO, KATO aKTHBHHTE BEINECTBA ¢& OCBOOMKIABAT OABHO H MOCTENMCHHO,
KaTo AeHCTBAT JOKATHO.

Anran firona 3a gena He € CEBMECTHM C© HAKOH BEIIECTBA, KOMTO CE CPEIaT 4ecTo B MacTHTE 3a 350H.
o Task mpuuuha, MexTy ynotpebara Ha Anran frona 3a Aena u nacta 3a 3604 Tpabra 1a UMa
HHTEpsal ot noue 30 MEHYTH.

Anran froja 3a neua He TpaGRa 1a ce M3MON3BA HETIOCPEACTBEHO TIPEAH HIH N0 BpeMe Ha XpaHeHe.
43 Tporusomoxazanus

- CBIYBX‘lyBCTBHTeHHOCT KbM AKTHBHUTE BEIIECTBA HIH KbM HAKOES OT ITOMOHIHHATE BCIICCTRA,
w30poens B ToUKa 6.1.
- Jletla non 6-roguiiiHa BE3PACT.

44 Cpoennanms upenynpexaeRds H NPeAIa3HA MEPKH DpPH ynorpeda

IMpn Gaxrepuanuu HHPEKIHA, NPAAPYKESHH C IIOBHILIEHA TEJIECHA TEMITEPATypa
XIIOPXEKCHHH/THIOKaHH Ce W3MON3BAT CAMO KaTO AOITEIHHTEIHA TeparHil.

Ipu ynorpeba ot nauHeHTH CBC CHpAEYHA HEAOCTATHYHOCT, HapyeHa GpyHKuHs Ha YepHus Apod u
TAKHBA, JICKYBAHY C aHAIO3H HA NMHAOKaMHA (AHTHAPHTMHLH kiac [), ce H3IMCKBA MOBHIIEHO
BHHMAHHE, Thi KA&TO MOTAT 1 CE MNOBHINAT HEXENAHNTE edieKTH HA JIHAOKAHH.

Ilpenoprura ce MOBUIIEHO BHUMAHHE TIPH YNIOTpe(a Ha XITOPXEKCHAMH/THI0KAHH 1IPH NALHMCHTH,
CKJIOHHH KBM PEaKUMH Ha CBPbXYYBCTBHTETHOCT.

Ynorpefara Ha TO3H IEKApCTREH MPOAYKT TPAGBa Aa e OrpaHiyA o NOBAMABaHe HA Golkara H
ApazHeHeTo. YnoTpebarta Ha TO3H NeKPCTBEH NPOAYKT He TpAOBa fa Gbe LIrocpoyuHa u
HeNpeKsCHATA.

AKO He HACTBIIM nonobpenne cien 3-4 THeBHO neueHHe ¢ HeoOX0AMMO fa Ce HAa3HAYH JIONBIIHHTENHO
NeYEeHHe.

- CrmecTByBa MaTLK PHCK OT NOSBATA HA HEUYBCTBHUTENHOCT B 06/1acTTA Ha IJI0THCA H
HaMaJigsaHe KOHTPOJIA Ha MeATATENHAA pedeKe, KOeTo 1a A0BEAE 0 aCHHPAlHA Ha XpaHa B
JNHXaTeIHATE MHTHINA fIpK ynoTpebara Ha MHOTO BHCOKH 703H {nosede or 2{ TabIeTky 33 cMydeHe
JIHEBHO).

Cnen npunarare, He Tpa6Gea 1a ce NpHEeMaT XPaHa ¥ HAIIHTKH HJIH J1a C€ MHST 3B0HTE.

Anran ffroaa 3a aena cnybpika copduToN

Topa nekapcTEO ChABPXa 1,2 g COpOHTON BBE BCAKA MpecoraHa TabneTka. CopOHTONST MOXeE Jla
MPHYHHA CTOMAIIHO-YPERHO HEPA3MIONOKEHHE H ¢alo H3pa3eHo cIabHTeNHO AcHCTBHE.
CopburonsT € M3TOYHHK Ha ¢pykToza. ToBa Tpafa na ce BieMe 1o BHHMAHHKE [IPH NPSANHCBAHE
TIeXapcTBeHHA IPOXYKT 3a ICYCHHE HA NALACHTH ¢ HEDOHOCHMOCT KM HAKOM 38XapH WiIH Py
HACTICACTREHA HEIIOHOCHMOCT KBbM (PpyKTO3a.

m30ek3uMHTe 2D6 B 3A4, HO B3aMMOJENHCTBHETO CBC CYOCTPATH Ha TE3H CH3HMY,
MPENoPBKKTE ca 6e3 KIIMHHYHO 3HAYeHHE.




Iauyuenture He TpAGKA Jja NpHIArar XA0pXeKCHAMK/ THAOKAHH CHBMECTHO C XOIMHHECTEPasHH
HHXHOMTOPH (HAIP. HEOCTHTMHH, JHCTArMHH, THPHAOCTUIMAH) HIIH C APYTH IEKAPCTBEHH (IPOYKTH
3a JIeYcHHE HA MUACTEHHSA IPABHC.

o BpeMe Ha JIeUeHHETO ¢ XJIOPXEKCHHH/TH0KaHH, NIAIHEHTHTE He TPAO6Ba Ja npHiarat
€IHOBPEMEHHO APYTH JIOKATHH AHTHCENTHLM 3a Ae3HH(pEKUHA Ha IBuIoTo. ToBa He ce OTHACA 33
APYTH MEKAPCTBEHH MPOLYKTH, ChABPKAITH XAOPXSKCHAMH/ THAOKAHH, IOPaaH eHAKBHA cbCTap. IIpy
KOMOWHMpaHe Ha cnpeii ¢ TabneTku 3a cMyteHe, He TPAGEa Aa ce MpeBHINaBa NPESNOPBIMTETHATA
AHCBHA No03a.

XITOpXeKCHIIHH € HECHBMECTHM ¢ AHHOHHH BEIUeCTBa (MATID. HATPHEB TAYPHII cy(aT) H onpeaeieH
JOPYTH BEINECTBA (Hanp. ANTHHATH, TParakaHT), KOWTO 4eCTO CE H3MOM3BAT ¢ MacTute 3a 3504. I1o Tasu
NpHYHHA, MEKIY YNoTpe(ara Ha acTara 3a 350 | XIOpXeKCHIHH/ TMIOKANH TpaGBa Xa HMa noHe 30

MHHYTH.

[epuarpryta nomynaups
KombunamisTa Ha cripeii B TabneTku 3a cMyueHe He TpaOBa ja ce npuiara 1mp# jena.

4.6 ®PepruauTter, GpeMEHHOCT H KbpMEHE
To3u jlexapcTReH NPOAYKT € NpeaHA3HAYEH 3a IOKATHO NedeHHe. AKO H30poeHHTe NPeXyIpeKISHUs

H OTpaHMYeHHs 32 yNoTpebaTa ca B3eTH 0] BHUMaHWe, TO3H JIEKapCTBEH MPOAYKT Moxke Aa 6b/ie
H3M03BaH 110 BpeMe Ha GpeMenHOCT H kppMmene. [laimenTkuTe TpabBa na 6BaaT CHBETBAHH 12

HHQOPMHPpAT NEKYBAUIMA CH NeKap.
47 Edexrtn pppxy cnocobaocTTa 3a DIodupaHe H paboTa ¢ MAIIHAR

He ca nposexxaan npoyuaHus Ha eeKTHTE Ha XIOPXEKCHIMH/THOKAHH BLPXY CIIOCOGHOCTTA 38
wodupane 4 pabora ¢ MAITHHK.

48 HexenaHH JeKapCTBeHH PeakAH

Habmonapana e 106pa NOHOCHMMOCT NpH TOKaNHO NPHIOKEHHE B YCTAaTa H apHHKCA, 3 KPaTKH
MEPHORH OT BPpEME B NPENOPLUAHHTE JO3H.

Hexenanute nekapcreeHH peakiis ca M30pOSHH CIIpAMO CHCTEMO-OPTaHHKTE KIacoBe U Ha fazarTa Ha
CNeJHATA KOHBEHIHA 32 YECTOTA:

Mmuoro vectu  (>1/10)

Yectu (=1/100 mo <1/10)
Hegecru {=1/1,000 no <1/100)
Penku (=1/10,000 zo <1/1,000)

Muoro peaks  (<1/10,000)
C HensBecTHa uecToTa (OT HATIMYHHTE [JAaHHH HE MOXKe 14 Gb/ic HaNpaBeHa OLIEHKA)

Hapymenne Ha HMYHHATA CHCTEMA

Yecmu: KOKHH PeaKUHH HA CBPBXYYBCTBHTEITHOCT
Pedxu: TEXKH DeaKUMH HA CBPBLXYYBCTBHTEITHOCT, BKMOUHTETHO aHa(HIAKTHYEH HIOK
Muozo pedru: yprukapua

C neuseecmna vecmoma: 3abapeHa peakigia Ha CBPbXUYBCTBHTEMHOCT (KOHTaKTHA anepruy
YYBCTBHTEHOCT) I JIPYTa JIOKANHA KOXKHA Peakuys Wiy peakiHd Ha 3p0HTe.

HcuxAaTpEYHA HApYMIEHUN
C neusgecmna vecmoma: He3n0K0HCTBO, HEPBHOCT, €y(hopHs

Hapymenns Ba HepBHATA CHCTEMA




C newzgecmua vecmoma.: CbHIIMBOCT, 3aMagHOCT, Je30PHEHTALNS, 00BPKAHOCT {BKIIOYHATEITHO
o0BbpKaHa peq), BEPTHIOo, TPEMOp, TICHX034, HEPBHOCT, NIapecTe3 s, MpaBydYKaHe, KOHBY./ICHH, 3aryba
HA CE3HAHHE, KOMAa

Hapymienns Ha o9HTE
C neuseecmna wecmoma. SPHTENHA HAPYUEHHS, BKIOYHTE/IHO 3aMbIVIEHO HWIH JIBOHHO BIDKIaHe

Hapymenns Ha yXoTo B JabapruTa
C Heuzgecmna yecmoma: THHUTYC

Pecnnpa'ropnn, TP‘BI[H]] HJIR MEIHACTHHA/IHE napymemm
C neuzeecmua vecmoma: acT™a, JTUCTIHEs,, CHHIPOM Ha [TOTHCKaHe HA JHIUAHETO, JHKATEIHA
ACTIPeCHA, CIMpaHe Ha IHIAHETO

CToMamHO-1peBHHE HApYIIeHHs
Hecmu: Tanene, MOBPLUIAHE, KOPEMHA GoNKa
C neusgecman yecmoma: 3aTpyaAHEHO NperitbinaHe, adrTy

Hapymenue ga K0XaTa H NOIK0KHATA ThKAH
Pedxu: XOHTaKTEH ACPMATHT
C neuseecmna vecmoma: JmollieHe Ha KOXATa, IOyBaHe Ha TIAPOTHIHATA KKIe3a

Mycxynno—cnene'mn HApYIIeHHAl H HAPYHICHHH HA CHhCAHHATES/IHATA ThKAH
C neuzgecmua yecmoma: MYCKYJIHH NOTPEIIBaHAA HIIH TpeMop

O6mpu gapymenne B epeKTR BA MACTOTO HA IIPH/IOKEHHE
C neussecmua wecmoma: acTeHHA, MPEXOAHO HAPYIICHAS Ha BKYCa HITH YCEIIaHe 32 TapeHe Ha e3HKa,
yCeLIaHe 3a ropemio WM cTyAeHO

Hapymenne Ha KPbBTa H JHMHATA CACTEMH
C Heuzgecmua wecmoma: METXeMOTNO0HHEMUS

Ilpx npoxbmxuTenHa ynoTpeba Ha XITOpXEKCH/MH (TT0 UsIaTa NOBHPXHOCT Ha YCTHATA KyXHHa) €
BBE3MOXKHO /14 C¢ TIOARH NpexonHo Kadseo ouseTsBane Ha 350uTe. ToBa ouseraBaHe MOXe Ja Oble
nouncreno. Hama noknaneano oupersisaHe, KOraTo JEKapcTBOTO € npiilaraHo B obnacTra Ha
(hapuHKca.

Ieguarpadna nonynaipas
Oqakna CEC, UC YECTOTATa H TEXKECTTA HA HEXKEIAHUTES peam.um IIpH Jeuara ca CbIIHTEe KaKTC B l'lpH

BB3IPACTHHTE,

Crobmarane Ha TONO3MPAHH HEXKEIAHA PEAKIMA

CrobmasaneTo Ha OJJO3MPAHH HEKENAHH PeakLBM CJIe]l paspelliaBaHe 3a ynoTpeba Ha JieKapCTBeHMs
HNPONYKT € BaxkHo. Topa I03BOUIABA 12 NPOSWDKM HAOIIONEHHETO Ha CHOTHOILEHWETO FI0JI3a/PHCK 3a
NEeKApCTBEHHs NPOAYKT. OT MeIUIIMHCKUTE CTICHAIMCTH Ce W3HCKBA Ja chobuasaT BCAKa
NOO3MPaHa HexeIaHa peakiyd upe3: M3ameipMrenHa areHIAA 10 IEKAPCTBATA, Y. ,,Jlamau I'pyen”
Ne 8, 1303 Cogmua, Ten.: +359 2 8903417, yebeaiit: www.bda.bg

4.9 Ilpenozmpane

Bonpeks, 4e TO3M JIEKapcTBEH NPONYKT € Mpe/iua3HadeH 3a JIOKaTHa ynorpeba, caile
BEPOATHOCT 34 MPEeA03KPaHe NOPajiH rpellika WM HeRHMMaHHe, 0coDeHO NpH Jena.

XnopxexcuauH ce abcopbupa B MHOIO MAITKO KOJIMYECTBO OT CTOMANIHO-YPEBHUS
ce abcopbupa no-66p30, HO GuoHATHYHOCTTA My € efBa 35%. Tokcuunure edekta ﬁ% e
BE3HHKBAT MIPH [UTa3MEHH KOHIICHTPALHH [10-BHCOKH o1 6 mg/l. >




Cnen npunaraneto Ha IpeKOMEPHH 1203H (noseye ot 20 TabneTky 338 CMyUeHe AHEBHO) MOTAT 4a
BL3HUKHAT HAPYIIEHHA HA IBITaHeTO (MOHIDKEH KOHTPO/ Ha MENTATENHHA pedJIekc) Mo H3K/IOUEHHE.

CrcTeMHaTa HATOKCHKALMA € PE3YJITAT OT HOBTHABAHETO Ha IEHTPAIHATA HEPBHA CHCTEM W
ChpACYHO-CHAORATA cHcTeMa. [ThpBHTE edekTH HA peno3HPaHeTo ca HAPYLIeHHS Ha LISHTpalHaTa
HepBHA CHCTeMa.

Ha 6a3aTa Ha JaHHHTE 3a OCTPA, NOAOCTPA H XPOHHYHA TOKCHYHOCT HA JIBeTEe AKTHBHH BELIECTBA, PH
npasWiHa ynoTpeba U B NpeNopbYaHHTE JO3M 32 NPECOBAHMTE TabIETKH, PHCKBT OT CHIHH CHCTEMHH
e()eKTH Ha THROKaHH € MHOT'O HACHK H OCHOBHO € CBBp3aH ¢ HelpaemIHa yrotpeba.

Cumnmomu Ha UHMOKCUKAYUA!

JlupokauH MOMKe a NPeAH3BHKA CHCTEMHa HHTOKCHKALIMS (TOKCHYHATA 034 34 BB3PAcTHH € Hax
0,5 g), kaTo ce 3acATa LEHTPaIHATA HEPBHA CHCTEMA H CHPAEYHO CHJOBATA CHCTEMA.

CumrrroMuTe ca:

- rnasoGolIHe, XamMOLHHALIMH, 3aMasHOCT, ChHIMBOCT, 6e3n0KOHCTBO, NAPeCTEe3Hd, HapyIIeHNH
Ha NOBOpa WIIH CIIyXa, H3TPBIIBAHE OKOJO yCTaTa, MeTabONMTHA alpo03a, ICHX034, eMHIeNTHYHA
KOMA, IOTHCHATO CH3HAHHE, YMOpa, TPo3gBaHe, HEPBHOCT, IIyM B YUIMTE, HHCTAIBM, MYCKYJIeH
TPEeMOP, KOHBYJICHH, JETIPECHS, AUCIIHEA.

- HAMAJICH KOHTPakTWIKTET HA ChPACYHHA MYCKY, epHdepHA Ba30AMIATAIHA, XMITOTEH3HA,
GpanvKapmis, HapYIIEH ChPACUEH PATEM (CHHYCOB apecT, TAXMAPHTMEA), CHPAESUEH aPECT,
IHPKYJIaTOPeH KOJIanc,

B nonmbiHeHne Ha TE3H CHMITTOME ¢4 M3BECTHH €JHHWYHE CITyYaH Ha MPEJO3UPAHE C XIIOPXEKCHIHH
ChC CIICHUTE CHMITTOMHE: (aprureaneH efem, HEKPOTHUHH JIE3UH HA e30daryca, NOBHIICHA HHBA Ha
cepyMHHTE TpaHcamuHazH (30 wbTH HaZ HOpPMATa), NOBPLINAHE, CTOMANIHH ¥ TyONCHAIHH EPO3KM ¢
aKTHBEH aTpodHueH racTput, ey(QopHs, 3pHTeAHA HapymeHHa H IIbJIHA 3ary0a Ha BKyc (KOATO
mpoabKaBa 8 Haca).

Ha Gasara na pannmTe 32 OCTPa, NOAOCTPA ¥ XPOHKYHA TOKCHYHOCT Ha IBETe aKTHBHH BELIECTBA, TIPH
npasHHa ynotpefa u B npenopbyaHmTe JO3M 3a NIPECOBAHNTE TaONETKH, PHCKET OT CHIHH CHCTEMHH
eheKTH Ha THAOKAHH € MHOTO HHCHK H OCHOBHO € CBbp3aH ¢ HellpaBH/IHa yriotpeba.

Jeyerne:

Cucmemna unmoxcuxayus.:

- He3aGaBHo crpase H3N0/I3BAHETO HA JIEKAPCTBEHHEA MMPOAYKT;

- IIpunarat ce aHHOHHH BelIecTsa;

- XocnHaTanusanus, 3a Ja ce OCHTYPH BL3CTaHOBABaHe HA THINAHETO, OBITARABAHE HA
NEXHMIPATAOHATA H NOANBPKAHE HA KPHBHATA WHPKYTALHS;

- B cnyvan Ha repuoBe: nHazenam.

5. ®APMAKOJOTHYHH CBOHUCTBA

5.1 ®apmakoIRHNAMBYHH CBOHCTBA
(MapmakoTepaneBTHIHA rpyna: npenapats 3a rypio, ATC xon; RO2ZAAQS

JIHAOKaHH XHOPOXJIOPH € JOKaJieH, IepHdEepHO AelicTRall AHECTETHK OT PYNATa Ha aMMANTE, KOHTO
HMa MOBBPXHOCTEH aHAMreTHYeH edekT 0e3 Aa MORIHABa MOTOPHATA PYHKIMA HA MACTOTO Ha

nputokenue. Tol aeiicrea noxanHo nox ¢opMara Ha HelioHH3MpaHa 6a3a. JIanokaun uma
OaroNMpPHATHO CHOTHOIIEHHE SPHKACHOCT/TOKCHYHOCT B MHOTO PAKO MOXE Ja TIpe

&JICPrHYHA PeaKiIHH.

X/IOpXEKCHTHH CE CMATA 33 OTNHNYEH OpaleH aHTHCENTUK. EAHO 0T oCHOBHMTE MY
AOMBJIHEHHE KBM HErOBOTO MOIMHO aHTHMHKPOOHO AeficTBHe € cnocoOHOCTTa My
pasno0c00pasHA cyOCTpaTH, KaTo 3ana3ka CBoATa aHTHOAKTEPHATHA aKTHBHOCT H T



0cBOGOKABA, KOETO BOMM JI0 NPOTLIDKHTENHO NIOMIBPkKaHE HA ¢(EKTHBHE KOHIIGHTpauH. Tosa
CBO¥CTBO ¢ HapW4a CyOCTAaHTHBHOCT (IORBPXHOCTHA AKTHBHOCT).

XITOpXeKCHIVH € KaTHOH-aKTHBEeH anTucenTiueH areHt. Tolf npaTexaea cHICH GRKTEPHIHACH €(eKT,
KakTo cpeirxy ['paM-no3nTueHE Taka u [ paM-AeraTueHH GakTepuu (Hanp. Micrococcus sp.,
Staphylococcus sp., Streptococcus sp., Bacillus sp., Clostridium sp., Corynebacterium sp.).
[Ipurerkara chHIIO AHTHMHKOTHYEH eeKT cpellly TepMaTO(pUTH H APOXKIH, H HITIEeXAa NPOosBABa
[POTHBOBHPYCEH eheKT CPelly HAKoM BUpYcH (in vitro akTHBHOCT cpemy influenza, HSV-1, HSV-2).

XIOpXeKCHAMH HMa CHIIEH MOJIOXKHTEACH 3apsaj, NOPaau KOETo Ce CBbpP3Ba C OTpUUaTeNneHo
3apefeHaTa 6aKTepuanta K1eTbyHa CTEHa M U3BBHKAETBYHU CTRYKTYPKU. AjcopbumaTa e
cneunduuHa 1 3acara ocaT-cbabKalMTe YacT Ha BakTepUanHaTa KNeTbYHa cTeHa.

XAOpXEKCHIMH C& CBBP3BA C OTPHIATENHO 3ape/ieHUTE IOBLPXHOCTH Ha OpalIHAaTA MyKO3a, 350UTE H
HHTpaOpaTHaTa IU1aKa, Karo TOBa CIIOMara 3a ABIroTpaiHaTa HATHYHOCT Ha XJIOPXeKCHIHH B yCTHATA
KyXuHa. B mpoy4saHe npH Xopa € YCcTaHOBEHO, Ye pasTBOpH, chabpkaiiH 0,2% xmopxekcuaus
3ama3paT aHTHOAKTEPHATHOTO CH ACHCTBHE A0 7 yaca cliefl IPHIoKEHHE.

52 @DapMaKoKHHETHYHM CBOlcTBa

Mamxy xo/mMecTda OT aKTHBHHTE CHCTABKH MOTrart na JOCTHTHAT XPAaHOCMHIATE/THATA CACTCMA [IPH
TOTIBINAHE HA CNFOHKA. XJIOpXeKcHauH He ce abcopbupa B cToMAlHO-YpeBHHA TPaKT. Cliel JIOKANHO
TIPHIIOXKEHHE BBPXY 3/paBa KOxKa, XITOPXEKCHAHH C¢ aAcopOHpa B FOPHHA CJIOH, KOETO BOJH A0
ABIAroTpacH aHTHOAKTEpHaneH edekr. B dpapMakoKnHETHIHN TPOYUBAHHA € YCTAHOBEHO, Y€ OKOI0
30% ot XIOpXEKCHIMH ce 33]{EPIKA B YCTAHATA KyXHHA Clie]] H3IUTAKBAHE, KOATO cJIe/l ToBa
TIOCTENEHHO ce 0CBOOOKIaBA B C/IIOHKATA.,

PesopOima Ha ToxanHHsg aHECTETHK JTHAOKAHH MOXe a ¢¢ Hab/MIoNaBa oT CTpaHa Ha YCTHATa M
tapunreannara surasuna. Brapeku ToBa, ronAMara 4acT OT HEro Ce pasrpak/ia Mpeau 1a AOCTHIHE
CHCTEMHATA IHPKYNAud. ARECTeTHHHHAT e(eKT NPH IOKAMHO NPHIOKEeHHe Ha THAOKAHH ce
MPOABABA OT BTOPATA MHHYTA H € C MPONRLKETENHOCT oT 30 1o 45 MuH. AHecTe3HATa &
HNOBEPXHOCTHA K He 00XBama cyOMyKO3HMTE CTPYKTYDH.

53 Hpeaxinaa4an gaand 3a GezonacrocTt

Hyﬁnmcynaﬂme HCKJTHEHYHH JaHAH IIOKA3BAaT, 4¢ XITOPXEKCHIHH 4 JIHAOKAHH ¢ MoHacqAT )106136.

6. @APMALEBTHYHU JAHHUA

6.1 CoucLk Ha NOMOIMHATE BEIECTRA
JlesoMenrTON

Besponna neMOHeHA KHceTHHA

CopGuton

Marnesnes creapar

Cyxpanosa

Apomar Ha aroga 502301 TP 0551

6.2 HecbBMeCTHMOCTH

Henpunoxumo.

6.3 Cpok Ba roasocy

30 mMecena




6.4 Coennanum yc/0BHES HA CLXpaHCHHE

Ja ce cbXpaHaBa HAa MACTO HEJJOCTBITHO 34 JIela.
Ha ce cexpansea non 25°C.

Jla He ce w3non3ea Anran Slropa 3a fena clieq CPOKa Ha FOAHOCT, OTOEA3aH Ha xymﬂralﬁnncrepa
caen magnuca "T'onen ao0:". [TspeuTe /Ba CUMBOJIA 03HAYABAT MECEIIA, CIICABALIMTE ABA HITH YeTHPH
CHMBONA-rofHHaTa. CpOKET HA rOAHOCT OTTOBApA Ha TOCIEHHA /IEH OT HOCOYEHHS MeceLl.

6.5 Bnaa B chALPAKAHEE HA ONAKOBKATA

Awnran SIrona 3a aetta npecoBanu Ta6IeTKH 34 CMYUEHE ¢4 HATHYHH B KYTHH ¢ 24 1abneTkH,
onakopahM B 6aucTepn win nepdopupanu eqroaososu Giucrepd or PVC/PCTFE/Al v
PVC/PE/PVDC/Al ¢gonuo.

6.6 CnensanHH MPeANa3HH MEPKH NPH H3XBLPAAHe H paboTa

HsiMa crielHa/iHA H3HCKBAHMSL,

7. IPHTEXATEJ HA PAZPEINIEHHETO 3A YIIOTPEBA

Sandoz d.d.

Verovikova 57,

1000 Ljubljana

CrnoBeHus

8. HOMEP(A) HA PAZPEIIEHHUETO 3A YIIOTPEBA

Per. Ne: 20210143

9. JATA HA ITBPBO PABPEIMABAHE/TIOAHOBSIBAHE HA PASPENIEHUETO 3A
¥YIIOTPEBA

Jara Ha mepBo pazpemaeane: 02 ouu 2021

10. JATA HA AKTYAJIM3HPAHE HA TEKCTA

10/2021




