KPATKA XAPAKTEPHCTHKA HA ITPOJAYKTA

1. HUME HA JIEKAPCTBEHHUS ITIPOAYKT

Anran Menton 5 mg/1 mg npecoBaHu TableTKH 3a CMy4eHe

Angal Menthol 5 mg/1 mg compressed lozenges

2. KAYECTBEH U KOJIMMECTBEH CbCTAB
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| TabseTka 3a cMydeHe ChAbPKA 5 M XJIOPXEKCHANHOB AMXHUAPOXIOpUA (chlorhexidine
dihydrochloride) v 1 mg nunokauHoB xuapoxiaopun (lidocaine hydrochloride).

TTOMOLIHHM BEllleCTBa C U3BECTHO JeHCTBHE: COpOUTOI.

3a MbJIHKA CITMCHK HA MOMOLLHUTE BELIECTRBA BHKTE TOUKa 6.1

3. JIEKAPCTBEHA ®OPMA

[IpecoBana TabneTka 3a CMy4eHe.

Awnray Menron e 6sna 1o noutu 61na, ¢ 1eKo MO3aeyHa CTPYKTypa TabJieTka 3a cMyYeHe ¢ Kpblila

(dopma M BKYC Ha MEHTA.

4. KIUHUYHH JAHHH

4.1 TepaneBTHYHH NOKA3aAHHA

AHras MeHTO/ € noKasaH 3a CHMIITOMATHYHO M JIOKAJTHO JieueHHe Ha 3a00/1sBaHusA Ha apHHKCa.
JlelicTBa KaTo Ae3MH(EKTaHT H JI0KaTHO 00e30014BallO CPeACTBO MPU Bb3MAJEHO MbPJI0 H ChCTOAHUA
Ha (apMHKCa W ycTHaTa KyXHHA, ChINPOBO/IEHH € pa3/ipa3HeHHe H DOIe3HEHO NperibllaHe, KaTo
(apHHIHMT, THHTHBHT, CTOMATHT W adTH. Hanu4ueTo Ha NMAOKaWH B CbheTaBa BOJH 10 Obp30

00/1eK4aBaHe Ha CHMITTOMMTE.

B cnyuau Ha 6akTepuaiHa HH(EKLMS CbIPOBO/EHA ¢ BUCOKA TEMIIEpaTypa € HeoOXoauMo

AOMBJIHUTEJIHO JICYEHHE.

Axras MeHTO/ He CbbpiKa 3aXap U MOXKE JIa Ce U3I10/13Ba OT JHabeTHLM.

4.2 [lo3upoBKa H HAYHH HA NPHJI0KEHHE

ﬂO?:H POBKa:

Bwspacmnu u oeya nao 12 2oounu: 6 no 10 TabneTku 1HEBHO, KOMTO ce cMyHaT OaBHO.
MakcumarHaTa e IMHUYHA 1033 XJJOPXEKCHIMH TMPH Bb3PacTHH € 5 mg, a THaoKauH — | mg.
MakcumarnHaTa JHEeBHA 1032 XJIOPXEKCH/IMH TPH Bb3pacTHH e 50 mg, a nuaokaud — 10 mg.

Jeya nao 6 200unu: 3 1o 5 TabNEeTKH JHEBHO.

Anran MeHToJ He TpsAOBa 1a ce U3MOoJI3Ba MpH Jlena noja 6-roJMiIHa Be3pacr.

Hauun Ha NMPHIOKCHHUE




OpodapunreanHo npuaokeHHe.
Eana TabneTka ce cMyue 0aBHO, KATO aKTUBHMTE BellleCTBa ce 0cBOOOKIaBaT 6aBHO M MOCTENIEHHO,
KaTo JeiiCTBAT IOKAIHO.

AHran MeHTon He &€ CbBMECTHM C HSKOM BEUIECTBA, KOMTO Ce CPeLIaT YecTo B NacTHTe 3a 366u. [To
TAa3u NpUUKHA, Mexay ynoTpebara Ha AHran MeHTon 1 nacra 3a 361 TpabBa Aa WMa WHTEpBan OT
noHe 30 MHHYTH.

Anran MeHron He TpHGBa Ja C€ H3MOa3Ba HENMOoCpPeACTBCHO NPEAH KITH O BPEME Ha XpaHCHE.

4.3 IlporHBONOKAZAHASA

- CBpBbXYyBCTBHTEHOCT KbM 2KTHBHHTE BELLIECTBA WM KbM HAKOE OT MOMOUIHHUTE BEILECTBA,
u3bpoenu B Touka 6.1.

- Jeua noa 6-roaMiliHa Bb3pacT.

- Jlelia ¢ aHaMHe3a 338 MYCKYJTHH KpaMnH (BKIIOYHTENHO GeOpHIIHH rbpUoBe), ThH KaTO TO3H
MPOAYKT ChABPKA JIEBOMEHTO/.

4.4 CpoeunajHn npeaynpeXkieHHs H NpeINa3sHH MepKH IPH ynorpeda

Ipu Gakrepranyu HHGEKLUMH, MPHAPYKEHH ¢ MOBHILIEHA TeleCHa TEMIIEpaTypa
XJIOPXEKCUIAMH/MTHA0KAUH € U3MTOA3BAT CAMO KAaTO AONMbAHMTENHA TEPANHs.

Ilpu ynotpe6a ot nauMeHTH ChC CLpAeYHA HELOCTATEYHOCT, HapylieHa QYHKIIHA HAa YepHHA Apob H
TAKHBA, JIEKYBAHH ¢ aHANO3H HA TM0KaWHa (aRHTHApUTMHLM Knac [), ce M3MCKBa OBHUILEHO
BHMMAHHE, THI KATO MOTAaT Aa Ce MOBUIIAT HeXenaHUTe edekTH Ha THIOKaHH.

Tpenopbusa ce NOBUIIEHO BHUMaHKe NpH YNOTpeOa Ha XNOPXEKCHAXH/MTHIOKAMH NPU NMALHEHTH,
CKJIOHHH KbM PEaKLMH Ha CBPBbXYYBCTBHTEIHOCT.

Vnotpe6arta Ha TO3H JIEKapCTBEH TIPOAYKT TPAOBa la ce OrpaHH4H 10 NOBIMABAHE Ha HonkaTa U
IpazHeHeTo. YnoTpebara Ha TO3M JIEKAPCTBEH NPOAYKT He Tpiabea Aa 6bae AbArocpoyHa u
HeNpeKbCHATA.

AKoO He HacTLNH NogodpeHue cnel 3-4 JHEBHO NEUEHHE € HeOOXOAMMO Aa e Ha3HAYH ACTTLAHHTENHO
JIe4YEHHE.

ChilecTByBa MATBK PUCK OT MOABATA HA HEMYBCTBHTEJIHOCT Ha 00/1acTTa Ha IVIOTHCA M HaMaJ1ABaHe
KOHTpOJia Ha MBIITATENHHA pedieke, KOeTo Aa NoBeae N0 aclHpalMs Ha XpaHa B MXaTe/THHTE MbTHLIA
npu yrnotpebara Ha MHOro BUCOKH 1031 (noeeue oT 20 TabieTku 3a CMyueHe AHEBHO).

Caen npunarane, He TpAGea Aa ce NPHEMAT XpaHa K HalIUTKH WK Ja C€ MUAT 3p0HTE.

Anran Menroa cbIbpxa copGaTON

[TauMeHTH ¢ peAKH HACIEACTBEHH NPOOIEMH Ha HEMOHOCHMMOCT KbM (pykTO3a He Tpabea aa
W3MI0JI2BAT TO3M JIEKAPCTBEH NMPOAYKT.

4.5 Bi3anMoneiicTEBHE ¢ IPYTH JIEKAPCTBEHH NPOXYKTH H Apyru ¢GopmMHu Ha B3aHMoaeiicTBAE
JInpokaHH e H3BECTeH MHXHOMTOP Ha yepHoapobunsa ensuM CYP1A2 u B no-manka cTeneH Ha

H30eH3UMHTE 2D6 1 3A4, HO B3aUMOIEHCTEHETO Che CYOCTPATH HA TE3H €H3UMH, MPHICKEHH CTIPAMO
npenopbkuTe, ca 6e3 KINIMHMYHO 3HAYEHHE.

[MauuenTHTe He TPAGBA a NPHIAraT XJIOPXEKCHIAHH/THAOKAHH CBBMECTHO C XOJTHHEC,
WHXUOUTOPH (HaNp. HEOCTHTMHH, THUCTHTMHH, THPHAOCTHIMUH) HJIK € JPYTH JIEKap
3a JleueHWe Ha MUACTEHHS IPaBHC.



ITo BpeMe Ha NIEUEHHETO C XJIOPXEKCHANH/THAOKAHH, NAalMeHTHTeE He TpaDBa aa npunarart
€JHOBPEMEHHO APYTH JOKATHY aHTHCENITHLIM 3a Ae3HH(eKLMA Ha repioTo. ToBa He Ce OTHacA 3a
APYIH NEKapcTBEHH NPOAYKTH, ChAbPKALIH XIOPXeKCHIHH/TAIOKANH, IOpaan eAHaKBHA cbeTab. [Ipu
koMOUHMpaHe Ha cripeii ¢ TabneTkn 3a cMy4cHe, He TpsOBa 1a ce MpeBHLIaBa NPENopLYHTEIHATA
JHeBHaA 103a.

X10pXEeKCHAHH € HECHEBMECTHM C AaHWIHOHHM BELIECTBa (HANp. HATPHEB JlaypHIl cy/dar) U onpeaeneHu

APYTH BELIECTBA (Hamp. anrHHaTH, TPArakaHT), KOHTO Y€CTO cé U3MOA3BAT ¢ nacTHTe 3a 3u6u. I1o Tasu
NpH4HHa, Mexay ynorpefaTa Ha nacTara 3a 3b0M H X/IOPXEKCHAHH/THIOKAKH TpAdBa Na uMa roke 30

MHHYTH.

IeanaTpyyHa nonyaauus
KomGuHanuaTa Ha cnpeii U TabneTku 3a cMy4eHe He TpabBa Ja ce NpHiara npey aeua.

4.6 @epTHINTET, GPEMEHHOCT H KbpMeEHe

To3M eKkapcTBeH MPOAYKT € MpeaHa3HaueH 3a JIOKANHO JieueHHe. AKO H3GPOEHHTE Mpeay NpeXACHHUA
M OrpaHH4eHHs 32 ynotpe6ara ca B3eTH 10J BHUMaHHE, TO3H JIEKaPCTBEH NPOIYKT MOXe Aa Obae
H3NOJI3BaH NO BpeMe Ha GpeMEeHHOCT U KbpMeHe. [TauxeHTkuTe TpaOpa a 6BbAAT CHLBETBAHH Aa
HH(pOpMHMpaT NeKyBalIMs CH IEKap.

4.7 EdexTH BLpXy cnocofaoctTa 32 mogapane B paboTa ¢ MAIIHHK

He ca npoBexaaHu npoy4BaHua Ha edeKTUTE Ha XITOPXEKCHAMH/ THI0KAHH BbPXY CIOCOOHOCTTa 32
wodupaHe 1 paboTa ¢ MalUMHA.

4.8 Hexenann JekapcTBeHH PEAKUNH

Ha6nionaBana € 106pa NOHOCHMOCT MPH JIOKATHO TIPHIOKEHHE B ycTaTa H dhapHHKca, 3a KpaTKH
MEPHOAM OT BPEME, B MpenopbHaHuTe OO3H.

HesxenaHWTe IeKapCTBEHH peakUMH ca H3OPOeHH CTIpAMO CHCTEMO-OpraHHHTE K1acoBe M Ha Oasara Ha
CNeIHATA KOHBEHLIMA 3a YecToTa:

Mmuoro yectn  (=1/10)

Yectn (=1/100 po <1/10)
Heuectn (=1/1000 no <1/100)
Peaxu (=1/10 000 mo <1/1000)

Muoro peaku  (<1/10 000)
C HeuzBecTHa 4ecTOTa {OT HANMYHKMTE AAHHH He MOXKe Na ObAe HanpaBeHa OLieHKa)

Hapymenue na AMYHHATA CHCTEMA

Yecmu: KOXHH peaklidH HA CBPBXYYBCTBHTEIHOCT

PeOxu: TeXKH peakLMH Ha CBPBXYYBCTBHTEHOCT, BIIIIOYHTENHO aHA(HITAKTHYEH LIOK

Mhnozo pedxu: ypTrkapus

C neuszsecmua wecmoma: 3abaBeHa peakliMa Ha CBPBXYYBCTBHTENHOCT (KOHTAaKTHA aneprus, goro
YyBCTEMTETHOCT) HITH JpYra JIOKaHa KOXKHa PeaKLMs WIH peakiMs Ha 3b0HTe.

IlcaxXAYHA HApYINEeHAA
C neuseecmua wecrmoma: 6€310KOHCTBO, HEPBHOCT, eydopHsa

Hapynienns Ha HepBHATA CHCTEMA

C neuzgecmua wecmoma: CbHIHBOCT, 3aMAagHOCT, 1€30PHEHTALHA, 00BPKaHOCT (BRI
00BpKaHa pey), BEPTHIO, TPEMOP, ICUX03a, HEPBHOCT, apecTe3Hs, MpaByiKaHe, KO
Ha CBb3HaHHE, KoMa

Hapymienns Ha ounTe



C Hewsgecmna vecmoma: 3PHTETHH HADYLIEHHUA, BKTIHOYHTETHO 3aMBIJICHO HITH JBOHHO BHAIAHE

HapyweHnne Ha yxoTo H JabupanTa
C neuzgecmua vecmoma: THHUTYC

PecnHpaTOpHH, TPHAHH HJIH MEIHACTHHAIHH HAPYICHAN
C Heuseecmna vecmoma: acTMa, JUCTIHES, CHHAPOM Ha NOATHCKAHE Ha AMIIIAHETO, [UXATeNHA
Henpechs, CIMpaHe Ha AUILIAHETO

CToMamHo-9peBHH HAPYIIEHASA
Yecmu: ranese, NoBphllaHe, kopeMHa 6onka
C Heuzgsecman wecmoma: 3aTpyAHEHO NpernbliaHe, agTu

Hapymienne Ha KOKATa H NOJKOKHATA THKAH
Pedxu: KOHTAKTEH OEPMATHT
C neuzsecmna yecmoma. JIIOUICHE HA KOXKAaTa, NOAyBaHe HA MAapOTHAHATA JXKiIe3a

MYCKY/IHO-CKEJICTHH HAPYIIEHHS H HAPYIICHHS HA CheIHHHTE/HATA ThKAH
C Heuszgecmna yecmoma: MyCKYJTHH NOTPENBAHUA WIH TPEMOD

O0H HApYIIenHe H HAPYIIEHHUS HA MACTOTO HA NPAJIOKEHHE
C neuzgecmua wecmoma: acTEHHA, NPEXO/IHO HAPYLIEHHA HAa BKyca KM YCEllaHe 3a NIapeHe Ha €3HKa,
ycellaHe 3a roperio HiH CTyAeHO

Hapymenne Ha KPLBTA H THMPRATA CHCTEMH
C neuzgecmua wecmoma: METXEMOTNO6MHEMHS

Tpu npoab/xuTenHa ynotpeda Ha XJIOPXEKCHAKH (M0 LAIaTa MOBLPXHOCT HA YCTHATA KYXHHA) €
BB3MOKHO [a Ce TIOSBM NpeXoaHo KadaBo ouseTaBaHe Ha 3b0UTe. ToBa orpeTABaHe MoXe na 6bae
nouncTeHo. Hama A0K/IafBaHO OLIBETABAHE, KOTATO IEKapCTBOTO € NpHiaraHo B oGnactra Ha
tdapuHkKca.

INennaTpruna Monyaanya
Ouakpa €€, e YeCTOTaTa H TEKECTTa Ha HEXKCIaHHNTE PECAKLIHH TIPH [cLaTa © CbUIHA KAKTO H TIPH
BBE3PACTHHTE.

Cl,oﬁganaﬂe Ha Noa03upaHH HeXeNaHH peakluHH
C1o611aBaHeTo Ha NOJO3HPaHK HeXKeTaHH PEaKLHH ClIe/ paspeliaBaHe 3a ynotpeda Ha leKapcTBEHHA

NpoAYKT € BaxkHO. TORa MO3BONABA 2 MPOABIDKH HabMOASHHETO Ha CHOTHOLLCHHETO MO/13a/PUCK 32
nekapcTseHUa npoaykr. OT MEIHWUMHCKHUTE CITELIHATIMCTH €& H3KCKBA Aa choOliaBaT BeAka
TIONIOZHPAHA HeKeTaHa PeaklUs Ypes HalMOHAIHA CHCTEMA 32 ChoOIaBaHe

kbM HambiaMTenHa areHuus no nekapcTsata, yi. ,,Jdamsas [pyer” Ne 8, 1303 Codnus, Ten.: +359 2
8903417, yebeaiiT: www.bda.bg.

4.9 Ilpeao3upane

BuIpekH, Ye TO3M JIEKapCTBEH MPOAYKT € MpeAHAa3HAYEH 3a TOKanHa ynortpeba, chlllecTBYBa
BEPOATHOCT 33 Mpeo3HpaHe NMopajH rpelka WiH HEBHAUMAaHKe, 0CoDeHO NpH aewa.

XnopxekcHauH ce abcopbHpa B MHOTO MaJIKO KOJIMYECTBO OT CTOMALUHO-YPEBHHA TP ﬁﬁ.ﬁgxg

, ALy
ce abcopOupa no-6up20, HO OuoHanKMuHOCTTa MY € eaBa 35%. TokcHuHUTE edeKTH @ﬁﬁo&anﬁf’ 7
BB3HHKBAT [PH [IA3MEHH KOHLIEHTPALHHK M0-BHCOKH OT 6 mg/l.

Cnep npunaraHero Ha npekoMepHH A03H (noeeue ot 20 TabneTkH 3a cMyyeHe 1
BB3HHMKHAT HAPYIICHHS HA MTAHETO (MTOHIKEH KOHTPON Ha I'bITaTeNHus pedurel



CucTeMHATa HHTOKCHKALIMA € Pe3yJITaT OT [TOBNHABAHETO HA LICHTpaNHaTa HEPBHA CHCTEMA H
ChpAeUHO-ChAOBaTa cHeTeMa. [IbpBuTe ehekTH Ha Npeo3MPaHETO Ca HAPYIUEHHA Ha LUEHTPATHATA
HEpBHa cHCTeMa.

Ha Ga3aTta Ha JaHHHTE 3a OCTPa, NOZOCTPA H XPOHUYHA TOKCHYMHOCT Ha JBETE aKTHBHM BELUECTBA, NPH
npaBWiIHa ynoTpeba U B MPeNopbYaHHTE A03M 32 NpecosaHnTe TabNeTKH, PHCKBT OT CHIHHM CUCTEMHH
e(eKTH Ha TMIOKAKH € MHOTO HHCBK H OCHOBHO € CBBP3aH ¢ HENMpaBWIHa ynoTpeba.

CUMRMOMU HA UHMOKCUKQYUA.

JInaokamun Moxe Aa NpeaM3BHKA CHCTEMHA MHTOKCHKALMA (TOKCHYHaTa J03a 33 BE3pacTHH € Hall

0,5 g), KaTo ce 3acAra LeHTpaHATa HEPBHA CHCTEMA H ChPAEUHO CLAOBATA CHCTEMA.

CHMINTOMHTE ca:

- rnagobonue, XamnoLUHHALIHH, 3aMasgHOCT, CHHIHBOCT, Oe3MOKOHCTBO, MAPECTE3NA, HAPYLLIEHHS
Ha rOBOPA WIH CNyXa, H3TPBIBaHE OKOJO yCTaTa, MeTaboNIMTHA auM03a, ICHX03a, ENTMICITTHYHA
KOMa, IOTHCHATO Ch3HAHKHE, YMOpa, MPo3aBaHe, HEPBHOCT, LWIYM B YIIHTE, HUCTAEM, MYCKYJIEH
TPEMOP, KOHBYJICHM, AETIPECHA, AUCTIHES.

- HaMajeH KOHTPaKTHAMTET Ha ChPASYHUSA MycKyN, nepH¢epHa BazoAHNATALMA, XHIIOTEH3US,
Opaaukapaus, HapyLIeH ChpAedeH pUTEM (CHHYCOB apecT, TAXHaPUTMHA), CbpPIEYEH apecT,
LUPKYJIATOPEH KONanc.

B nonmbiHeHHe Ha TE3M CUMITOMH Ca H3BECTHH €IHHHYHH CITyYaH Ha [IPCI03HpaHe ¢ XJIOPXECKCHAHH
ChC C/ICTHUTE CHMIITOMH: (papHHTealeH e/leM, HEKPOTHYHH JIe3MH Ha e3odaryca, MOBHILEHH HHBA Ha
cepyMHHTe TpaHcaMHHasH (30 MbTH Hag HOpPMAaTa), NOBPbLIAHE, CTOMAILHH U JyOJeHATHH €PO3HH €
aKTHBEH aTpo(UUEH FacTPHT, €yDOPHA, 3PHTEIHH HAPYLLIEHHA M IThJHA 3ary6a Ha BKYC (KOATO
npoxbmkaea 8 yaca).

JleueHue:

CucmemHa UHMOKCURAYUA:

- HesabaBHo crimpaHe W3N013BaHETO HA JIEKAPCTBEHUSA MPOAYKT;

- TMpunarar ce AHHOHHH BEIEeCTRA;

- XoCOHTANH3ALIKA, 33 [Ia C€ OCHTYPH Bb3CTAHOBABAHE Ha AMILAHETO, OBMAAABAHE HA
JeXHApaTaLHaTa U NOAAbPKAHE Ha KPbBHATA LMPKYNaLIHg;

- B ciydyau Ha npUOAABLK; AHA3EIAM.

5. ®APMAKOJOIHYHH CBOMCTBA

5.1 <DapMakoIHHAMHYHH CBOHCTBA
(PapmakoTepaneBTHYHA Ipyna: npenapati 3a repio, ATC xon: RO2AAQ5

JInpoKaHH XHAPOXJIOpH] € NOKaTeH, neprudepHo NefdCcTBAIl AHECTETHK OT FPyNaTa Ha aMHAMTE, KOHTO
HMa MOBBPXHOCTEH AHANINETHUYEH e(belc'r 6e3 Ja NoBNHABA MOTOpHATA beHKl.lHﬂ Ha MACTOTO Ha
npunokenne. Toié aeficTea nokanHe noa gopmara Ha He-fionn3HpaHa 6aza. JIngokauH uma
61aronprATHO CHOTHOILIEHHE €(PHKACHOCT/TOKCHYHOCT M MHOTO PAIKO MOXKe Ja MpeAu3BHKBA
ANICPrUuvYHH peaKLUHH.

XJ10pXeKCHAMH Ce CMATA 33 OTVIMYEH OPANIeH aHTHCENTHK. ENHO OT OCHOBHHTE MY NpeaHMCTBa, B
OOIMb/IHEHHE KbM HETOBOTO MOLIHO AHTHMHKPOOHO JeHCTBHE, € cnocofHOCTTa MY ta ¢e CBBP3Ba ¢
pasHooobpa3HH CyOCTpaTH, KaTo 3ana3pa CBOATA aHTHOAKTEpHAIHA aKTHBHOCT, H NIOCTENEHHO Aa ¢e
ocBobo0x1aBa, KOETO BOAM A0 NPOABIDKHTETHO NOJABPXKAHE Ha €(PEKTHBHH KOHUeHTpauuu. Tosa
CBOHMCTBO Ce HapHya CyOCTAHTHBHOCT (MOBBPXHOCTHA aKTHBHOCT).

XI0pXeKCHAMH € KaTHHOH-aKTHBEH aHTHCeNTHYeH areHT. Tol npuTexaea cuieH 6a
edeKT, KaKTO CpeLly rpaM-NO3UTUBHH TakKa W rpaM-HeraTHeHM GakTepus (Hanp. Mi
Staphylococcus sp., Streptococcus sp., Bacillus sp., Clostridium sp., Corynebacteri
[TpHTexaBa cHINO AHTHMHKOTHYEH €DEKT CPELLY JEPMATOPUTH U APOMKIM, H H3IIIE

NPOTHBOBHpPYCEH eheKT Ccpellly HIKOH BHPYCH (in vitro akTHBHOCT cpellty influenza,



XnopxekcHIMH MMa CHIIeH MONIOAKMTENIEH 3apan; NOPann KOeTo Ce CBLP3Ba C OTPMUATeNeHO
3apefeHaTa BakTepuania KNeTbUYHa CTEHa N 3BBHKNETBYHW CTPYKTYpU. AgcopbéuuaTta e
cneunduuHa 1 3acara pocdaT-CbAbpPKAWMTE YacTh HA BakTepmuanHaTa KNeTb4YHa CTeHa.

XOpXeKCHAHH Ce CBBP3Ra ¢ OTPHLIATENHO 3apeAEHHTE NOBbPXHOCTH Ha OPATHATA MyK03a, 350HTE H
MHTpa-OpaNnHaTa I1aKa, KaTo TOBa CIIOMAra 3a ABIToTpaHHaTa HaTHYHOCT HA XJIOPXEKCHIHH B
yCTHATa KyXHHa. B npoy4saHe npu xopa € YCTAHOBEHO, Ue pa3TBOPH, Ceabpxaum 0,2%
XJIOPXEKCHAMH 33aMa3BaT aHTHOAKTEPHAITHOTO CH AeHCTBHE A0 7 4aca Ced MPHIOKEHHE.

5.2 <PapmakoxHHETHIHH CBOHCTBA

MaJK¢ KOHYECTBA MOTAT Ja AOCTHIHAT XpaHOCMHMIATEIHATa CUCTEMA TPH NMOrTbIUAHE HAa MATIKH
KOJMM4ecTBa AHran MeHTon Wi upe3 cmoHkarta. XJopxekcHauH He ce abcopbupa B cToMalHo-
upeBHHs TpakT. Ciefl TOKATHO IPUIOKEHHE BBPXY 31paBa Koxa, XJIOPXEKCHAHH ce aacopbupa B
FOpPHHA CJIOH Ha KOXATa, KOeTO BOAM IO IBIroTpaeH aHTHOaKTepHaneH edekT no kokara. Bua
(dapMakOKMHETHYHH NPOYHBAHHUA € YCTAaHOBEHO, 4e 0Koo 30% OT XOpPXeKCHAKWH CE 3aabpXKa B
yCTaHaTa KyXMHa clie]] M3UIaKBaHe, KOHTO e ToBA NOCTENEHHO ¢e 0CBOGOXKAaBa B CIIIOHKATA.

Pe3op6iina Ha NOKAHUA aHECTETHK JIMAOKAHUH MOXe Ja ¢¢ HabaroJasa OT CTpaHa Ha YCTHATA H
thapuHreanHata nuraBuua. Burnpexy TOBa, rofaMara 4acT OT HEro C& Pasrpakaa Mpenu Ja JOCTHIHE
CHCTEMHATS LHPKYAaLHA. AHECTETHUHHAT ¢EeKT NPH NOKATHO NPUIMKEHHE Ha IMIOKAHH Ce
NpoABABA OT BTOpaTa MHHYTA U € C NpoaAbMKHATENHOCT oT 30 no 45 MuH. AHecTe3uATa €
HOBbPXHOCTHA H HE 00XBalla cyOMYKO3HHTE CTPYKTYPH.

53 IlIpenkIuHRYHH JAHHH 32 De30MaCHOCT

[Ty6nuKyBaHKTE HEKTHHHYHH JAHHY TI0KA3BaT, Y€ XIIOPXEKCHANH H JIWIOKanH e NoHacAT aodpe.

0. OAPMAIIEBTHYHH JAHHH
6.1 CuoHcbk Ha NOMOIIHHTE BellleCTBA
Cop6uron

Marnesues creapaT

JIMMOHeHa KHcenHHA

JlepoMeHTON

6.2 HecbBMECTHMOCTH

Henpunoskumo.

6.3 Cpox na rogaoct

3 rogusH

6.4 Cpneudannu ycl10BHA Ha ChXpaHeHHe

Jla ce cbxpansBa Ha MACTO HEAOCTBIHO 3a Aeua. [la ce cbxpanasa noa 25°C B OpMrHHAIHATA
onakoeka. He nanonsgaiire AHran MeHTon ¢lel cpoKa Ha FOAHOCT, 0TOeNA3aH Ha Wﬂ'fﬁ{ﬁ%(‘:repa
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CHMBOJIA-IrOAHHATA. CpOKbT Ha MOAHOCT OTroBapia Ha NoCNeaHHA I€H OT l'IOCO'-leHH}fY - o
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6.5 BHAH CLABPKAHAE HA ONAKOBKATA \\



Auran MeHTON NpecoBaHH TabneTKH 3a CMy4eHe ca HAHYHH B KYTHH ¢ 12, 24, 36 wiu 48 Tabnetku B
nepdopupany envonososn 6muctepu ot PVC/PCTFE/AI donuo; 6nuctepn vin nepdoprpasH
eqHono3osH 6ucrepu ot PVC/PE/PVDC/AI Tpucnoiiso gonuo.

He Bcuuxy BUOOBe OmakoBKH Morat aa ObJaT mycHatH B npoaaxba.

6.6 CrHenHaJHH NpeANAIHA MepPKH NPH H3XBLP/AAHE H paboTa

Hsama cnenHaIHH H3HCKBAHMA.

7. TPHTEXATEJ] HA PABPEIIEHHETO 3A YHHOTPEBA

Sandoz d.d.

Verovikova 57,

1000 Ljubljana

Crnosenus

8. HOMEP(A) HA PASPEINIEHUETO 3A YIIOTPEBA

Per. No: 20160343

9. JATA HA ITBPBO PABPEIIABAHE/TIOJHOBSABAHE HA PA3PEINIEHHETO 3A
YIIOTPEBA

Jarta Ha mbpBO paspewasane: 04.11.2016r.

Hara na nocneavo nognoeasane: 07.12.2021

10. JATA HA AKTYAJIM3UPAHE HA TEKCTA

05/2026




