KPATKA XAPAKTEPHCTHKA HA JIEKAPCTBEHUA ITPOAYKT

L ® HME HA JIEKAPCTBEHMSA NIPOAYKT

Awnran JIumon 2 mg/ml+0,5 mg/ml cnipeii 3a ycTHa MraBuLa, pasrBop
Angal Lemon 2 mg/ml+0,5 mg/ml oromucosal spray, solution

2, KAYECTBEH H KOJIMYECTBEH CbCTAB

1 ml ceabppka 2 mg XJIOPXEKCHAMHOB AUIIOKOHAT, kato 20 % pasteop (chlorhexidine digluconate)
(as 20 % solution)u 0,5 mg nuaokannor xuapoxnopua (lidocaine hydrochloride) .
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[ToMolIIHH BelecTBa C H3BECTEH eClJCKT: €TaHOJI.

Cnpeii 3a ycTHa JIMraBMIIa, pa3TBop.
Anran Jlnmon e 6ucThbp, Ge31BeTeH pa3TBOP ¢ MHPUC HA €TAHOT H JIAMOH.

4. KJ/IMHUYHHU JAHHHU

4.1 TepaneBTHYHH NOKA3AHHSA

Awnran JIuMoH e mokasaH 3a CHMITTOMAaTHYHO M JIOKAJIHO JieyeHHe Ha 3abonsaBanus Ha (apuHKca.
JleiicTa kKaTo Ae3HHDEKTAHT U JIOKaIHO 00e300/14Ballo CPEACTBO NPH Bb3MAJIECHO I'bPJIO U ChCTOAHMS
Ha (hapMHKCa H yCTHaTa KyXHMHa, ChIIPOBOJICHH ¢ pa3fipa3HEHHe H OOJIe3HEHO NperibilaHe, KaTo
(apUHIHT, THHTUBHT, CTOMATHT M adTu. HanuuueTo Ha TMIOKAHH B ChCTaBa BOAM 10 Obp30

o0neKuaBaHe Ha CHMITTOMMTE,

B ciryyamn Ha 6akTepuanHa HH(EKLMA CHIIPOBOJIEHA C BUCOKA TEMMEPATypa € He0OX0AUMO
JIOITbJIHMTENTHO JIEYEHHE.

Awnran JIMMOH He ChABpIKA 3aXap U MOKe /1a Ce M3I0/I3Ba OT JHA0eTHLIU.

4.2 Jlo3MpoOBKA H HAYHH HA NPHJIOKEHHE

EOBHQOBKEZ

Bwapacmuu u oeya nao 12-zoomuna éw3pacm: 3 1o 5 Bnpbckeanus, 6 1010 nbTH JHEBHO.
Heya nao 6 200unu: 2 10 3 BOPBCKBaHHUS, 3 10 5 MBTH JIHEBHO.

Awnran Jlumon He TpaGBa na ce npuiara rnpu aewa noj 6-roauiiHa Bb3pacr.

To3u nekapcTBeH NPOAYKT € npeAHa3sHa4YeH 3a CAMNTOMAaTHYHO JIe4eHHe U He TpsabBa Obae u3non3sa-

ABITOCPOYHO.

AKo He HacThIU nofodpeHne cies 3-4 THeBHO JieYeHHe U NalMeHThT UMa DaKTepHaH:
TeMMepaTtypa € NpenopbynTeIHa KOHCYJITAlUA C JIeKap U € HeoOX0MMO JieueHHe Ha

HauuH Ha npunoxkeHHe




OpodaprHreaiHO NPHIIOKEHHE,

IIpenu ynorpeba, nauueHTsT TpAOBa 12 U3MpPaBH aIUIMKATOpPa NEPIEHIMKYIAPHO Ha GyTHiIKaTa.
[laumenTsT TpsGBa 1a OTBOPHM ycTaTa CH IIMPOKO, /1a HACOYM arUTHKaTopa KbM ()apuHKCa U 1a
HaTvcHe OyToHa. [To Bpeme Ha npunaraneTo, TpsAOBa J1a ce 3aabpXKH AbXa.

B ciyuaii, ye cripesaT HAMa J1a ce M3MO/3Ba 3a NEPHO] OT BpeMe, ce NMpernopbyBa MoYHCcTBaHe Ha
anMKaTopa clie rnociaeaHara ynorpeba upes cieaHara npoueaypa:

1. Cnpesr TpabGsa 1a ce o6bpHe 06paTHO U TpsOBa na ce HaTHCHe OyTOHA, I0KaTO HATHYHUAT B
arnJiMKaTopa pasTBOp € OTCTpaHeH (anaMKaTopa He MpbCKa MoBeye paTBop).

2. AnnvkatopsT TpaOBa Jla ce OTKauM OT OyTHJIKATA M 1a Ce NIOCTaBH B TOILI1A BOJA 33 HAKOJIKO
MHHYTH.

3. AnmMKaTopbT ce M3BaX1a OT BOJIaTa M Ce W3YaKBa J1a Ce H3CYIIH.

4. 3a nace 61okupa MexaHu3Ma Ha OyTHiIKaTa, CyXHAT aryiMKaTop TpA0dBa 1a ce MocTaBH BbpPXY
HETO, TaKa Ye JIa COYH Ha J01Y.

Anran JIAMOH crnipei He TpsOBa Aa ce U3M0/3Ba HEMOCPEACTBEHO MPE/IM WIIH 110 BpeMe Ha XpaHeHe.

4.3 ITpoTHBONMOKA3AHAS

- CBpbX4yBCTBHTEJIHOCT KbM aKTHBHHTE BELIECTBA WIH KbM HAKOE OT MOMOILIHUTE BELIECTBA,
136poeHH B Touka 6.1;

- Jleua noa 6-roaMiiHa Bb3pacT;

- AnKOX0/Ha 3aBUCHMOCT;

- Jeua ¢ anamHe3a 3a MyCKYJIHH KpaMITH (BKJIIOUHTENHO GedpHnHH rbpuoBe), Thil KaTo TO3H
NPOAYKT ChAbPIKa IEBOMEHTOJI.

Anran JIMMOH He € ChbBMECTHM € HAKOH BeIllecTBa, KOWTO Ce CpellaT YecTo B nacTure 3a 3u0u. [lo
Ta3u NpHYHHA, MeKy ynotpebara Ha Anran JInMoH cnipeii ¥ macTa 3a 301 TpaOBa na MMa UHTEpBa
oT noHe 30 MUHYTH.

4.4 CoennaaHu NpeIynpexIeHHs H NPeINa3zHH MePKH MPH ynorpeda

ITpu 6akrepuaniu MHPEKIMH, NPHAPYKEHH ¢ MOBHLIEHA TeJleCHa TeMNepaTtypa
XJIOPXEKCHIMH/THI0KAKH Ce W3MMO03BaT CaMO KaTo JOMbJIHKUTEIHA TeparHs.

[Tpu ynotpeba OT NalMEHTH ChC ChpEYHa HEIOCTATHYHOCT, HapyIleHa (yHKLMA Ha YepHUs apob u
TaKWBa, JIEKYBAHH C aHANO3M HA JTMAOKauHA (AHTHAPUTMHLM Knac [), ce M3MCKBa MOBUILIEHO

BHHMAaHHE, Thid KaTO MOrarT Jia Ce NOBHILAT HEXKeTaHUTe EIlJCI{TH Ha JINJJOKaHH.

IIpenopruBa ce NOBULIEHO BHUMAHWE NPH yrioTpeda Ha XJI0PXEKCHIMH/THA0KaHH MPH NALMEHTH,
CKJIOHHH KBbM PeaKkLMH Ha CBPBXYYBCTBHTEIHOCT.

YI'IOTp36<’:1Ta Ha TO3H JICKAPCTBEH MPOAYKT 'rpsﬁna Ja ce OrpaHHYH 10 MOBJIHABAHE Ha Gomc’g

HEMNpeKbCHaTa.

AKo He HacTeMU nojioOpenHue crnep 3-4 THEBHO JevyeHrWe e HeoOX0OUMO J1a ce Ha3Ha
JIeYeHHeE.

—



Ha ce u364arsa KOHTAKT ¢ OUHTe. AKOC CAPEAT HEOYaKBaHO MONa He B ouKTe TpAOea HezabaBHO 11a ce
HPOMUAT ¢ YHMCTa BOJA MM PAa3TBOP 33 OYHH IPOMHBKH 3a TIOHE 15 MHHYTH, IPH OTBOPEHH OYH.

ChIIeCTBYBa MATEK PHICK OT MOABATa HA HEUYBCTBMTEHOCT Ha 00/IACTTa HA TIIOTHCA H HAMAsABaHe
KOHTPOJIA HA MEITATETHHA pedieKe, KOeTo Aa A0Bee A0 aCIIHpaLig Ha XpaHa B JUXATEIHUTE METHALHA
npE ynoTpedaTa Ha MHOTO BUCOKM J03H (oBeYe OT 1 OMakoBKa JHEBHO).

Cnient npHnarane, He TpaOBa Ja ce TIPUEMAT XPaHa W HATIMTKH HIIH 12 ce MHAT 3b0MTE.

Anran JIEMOH CBABPKA €TABOIL.

To3u rexapcTBeH MPOIYKT ChABPIKA MAIKH KOJHYecTBa eTaro (anxkoxon) 1o 180 mg3a 5
BIPHCKBAHHA, EKBHBANEHTHH Ha 4,5 ml Oupa mnu 2 ml BMHO 32 5 BOPBECKBaHHSL.

BpeneH 3a xopa, cTpaJallin OT aIKOXOH3bM. Jla ce HMa npeasH npH GpeMEHHH MNH #KeHH,
KOHTO KEPMAT, IeLia H BECOKOPHCKOBH TPYIIH, KATO NAMEHTH ¢ YepHopodHo 3abonaBaHe Win
SNHIeIICHA.

Ilecuampuuna nonyaayus
Anran JluMoH cnipeii € npoTHRONIOKA3aH MPH JIEUA Ha BB3PacT MoK 6 TOAMHH.

4.5 BsaumopeiicTBHe ¢ APYTH JeKapcTBEHH NPOAYKTH | APYrH dopmMu Ba B3anMoAeiicTBHE

JlunokanH e w3secTen HHXMOUTOP Ha YepHOAPoOHHA er3uM CYP1A2 v B mo-Manka cTenex Ha
H30CH3UMHUTe 2D6 u 3A4, Ho B3auMOAEHCTBHETO ¢he CYOCTpaTH Ha TE3H €H3UMH, IIPHII0KEHH CIIPAMO
MPENOPBKHTE, ca 63 KIHHAYHO 3HAUEHHE.

Haumenrure He TPAOBA Na MpHIATaT XJOPXSKCHAMH/THAOKAMH CHBMECTHO C XOIMHECTEPazHH
HHXMOWTOpPH (HANp. HEOCTUIMHH, AUCTHTMHH, MEPHAOCTHIMEH) WIH C APYTI'H JNEKAPCTBEHH NPOJYKTH
32 JICYEHHE Ha MHACTEHMIA MPABKC.

1o BpeMe Ha NTEYEHHETO ¢ XIOPXEKCHIHH/THCKAHH, TAlMEHTHTE He TPAOBa N3 NpHiIarat
€IHOBPECMEHHO APYTH JIOKAMHHE aHTHCENTHIM 32 Ae3uH(eKLHA Ha rbpioTo. ToBa He ce OTHacH 3a
OpYTH JIEKAPCTBEHH MPOAYKTH, ChABPIKANIA XITOPXEKCHIHH/TMAOKAHH, Nopany eqHaksus ceeras. [Ipu
KoMOHHHpaHe Ha cnipei ¢ Tabnerky 3a cmyvede, He TPAOBA [d Ce NPCBHIABA NIPENOPHUMTENHATA
IHEBHA JO3a.

XNOpXeKCHIVMHE € HECEBMECTHM C aHMHOHHH BelllecTBa (Halp. BaTpHeB IaypH cyidaT) H onpefeeH:
JIPYTH BEIlecTRa (Hamp. aiTHHATH, TParakaHT), KOUTO YeCTO ¢& H3IMO3BAT ¢ macTdre 3a 350u. [lo Ta3u
NpHYHHA, MEXXITy YroTpedaTa Ha nacTarta 3a 3500 B XJIOPXeKCHIMH/ THAOKaHHE TpabBa 1a uMa noxe 30

MHHYTH.

llenpaTpuyHa OOy TaIHA
KomOuHarusTa Ha cripeif i TabneTks 3a cMyueHe He TpiaGBa 1a ce IPHIara npH Jena.

4.6 ®@epruinTer, PEMEHHOCT H KbpMene

bpeMeHHHTe KeHH H Te3H, KOMTO KbpMAT TpaOBa Aa UMat npeasud, dye Anran Jlumon ceabpixa 44,4%
ATKOXOJL.

To3n neKkapcTBeH NPOaYKT € MpeAHa3HaveH 33 JIOKATHO JeueHHe, AKO H30poeHHTe NpeaynpexKIeHus
H OTPaHHYCHHA 33 ynoTpebara ca B3eTH MoJl BHUMaHHe, TO3W ISKAPCTBEH MIPOAYKT MOxXke Ja Obae
H3MONI3BAH N0 BpeMe Ha GpeMeHHOCT U KbpMehe. [TaneHTKHTE TpAGBa a2 6BaT CHBETBAHU Na
HHpOPMHpaT NEKyBaIIUs CH JeKap.

4.7 EdexTH BbpXxy cnocoGHOCTTa 32 WiodHpaHe H paboTa ¢ MAIIHHH

He ca nmpoBexnan# NpoyuBaHHA Ha eeKTHTe Ha XNOpXeKCHAHH/THIOKAHH BhD
modupate u paboTta ¢ MALIHHH.




4.8 HemenaHn nTeKapcTBeHH pPeAKIHH

Ha6nionapana e 106pa MOHOCHMOCT IPH NOKATHO NPHIMKEHKHE B YCTaTa M (hapHHKCA, 38 KPATKH
TIEPHOMIM OT BpPEME, B MPENIOPEYAHATE JO3H.

Hexemanure JICKAPCTECHH PLAKIIHH Ca HSﬁpOEHH COpAMO CHCTEMO-OPraHHATE KNAacOBe H Ha fas3ara Ha
CIIEAHATA KOHBCHIHA 34 YECTOTA:

MHoro weetn  (>1/10)

Yectu (=1/100 mo <1/10)
Heuectn {(=1/1,000 oo <1/100)
Penkn (>1/10,000 o <1/1,000)

Mmuoro pearn  (<1/10,000)
C HeH3BecTHa YecTOTa (0T HATTMUHHTE JAHHH HE MOXe J1a Objie HalpaBeHa OIICHKR)

Hapymenne Ha HMYHAATA CHCTEMA

Yecnmu: KOMHH peakLHH HAa CBPBXUYYBCTBHTEHOCT

Peoxu: TEXKH PeaKIliH HA CRPBXIYBCTBHTEIHOCT, BKIIOMUTEIHO aHaQHIaKTHIEH 10K

Muozo pedxu: ypTHKapHs

C neuzsecmna vecmoma: 3abaBeHa peakiia Ha CBPBXUYBCTBHTENHOCT (KOHTAKTHA aeprus, $oTto
YyBCTBHTE/IHOCT) HIH APYyTa JIOKaJIHa KOXKHa PeaKilid HIIH peaklus Ha 3p0uTe.

IlcHXHYIHA HApYMEHAs
C newseecmna yecmoma: 0e3NOKOHCTBO, HEPBHOCT, ey(opus

Hapymenna Ha HEPBHATA CHCTEMaA

C neuzgecmua wecmoma: CbHIVBOCT, 3aMasgHOCT, Je30pHEHTallA, OObPKaHOCT { BITFOUHTEIHO
o0BpKaHa pey), BepTHrO, TPEMOp, ICHX03a, HEPBHOCT, IAPECTE3NA, MPABYUKAaHe, KOHBYJICHH, 3aryba
HA CH3HAHHE, KOMA

Hapymennn Ha 0YHTE
C Heuzsecmna yecmoma: 3pyUTeTHH HAPYIIeHW, BKIFOUHTEIHO 3aMbITIEHO HIH IBOHHO BIDKIAHE

Hapymienns Ha ¥X0To 1 1afapuuTa
C HeussecmMa Hecmoma. THHUTYC

Pecnnpa'mpnn, TPBAHHE H/IH MeAHACTHHAJHH BaDYNICHHA
C Heuzgecmna Yecmoma. acT™Ma, JUCITHEA, CHHAPOM Ha IIOTHCKaHE Ha JHINAHETO, JHXATC/IHA
ACTIpeCHA, CiHpaHe Ha JHUIAHETO

CTroMAmHO-YPeBHHE HAPYIIEHMS
Yecmu. rafeHe, MOBphIIaHe, KopeMHa 0oNKka
C neusgecman wecmoma. 3aTpPyIHEHO NIperTbLane, ahTH

Hapymenne Ha xoxaTa B NOJKOXKAATA THKAH
Pedru: KOUTAKTEH JepPMATHT
C neuszeecmua wecmoma. MOLICHe Ha KO)KaTa, TIOAYBaHe Ha NIAPOTHIHATA JUIe3a

MycKy/IHO-CKeJIeTHH HapYIICHAN H HAPYIICHHSA HA CLEARHEHTETHATE ThKAH
C neusgecmua vecrmoma. MyCKYJIHU MOTPENBAHMS WM TPEMOP

OO0ma HapymeHHe H HAPYIICHHS HA MACTOTO HA NPHJIOKEHHE
C neusgecmna wecmoma. aCTSHUA, TPEXOAHO HAPYUICHHA Ha BKyCa HJIH yCelllaHe 3y
ycelllaHe 3a ropeuio Wil CTYAESHO (

g

Hapymenne Ha KpbBTa B THMpHATR CHCTEMH !
C neuzgecmua wecmoma: MeTxeMornobuHeMus "




Ipu npoappxHTenHa ynoTpeda Ha XIOPXEKCHHH (IO 1IaTa NOEBPXHOCT HA YCTHATA KYXHHa) €
BBE3MOXKHO J1a ¢e MOABH [peXoaHo kadero ouperssane Ha 3n6ure. ToBa oLBeTABaHE MOKe Na OBIe
nourcTeHo. Hama goknagsaHo olBeTABaHe, KOraTo REKapCTBOTO € npwiarano B odnacTra Ha
dapuHKca.

Henuarpudna nomynargus
(Quaxsa e, 9¢ YECTOTATA N TEHECTTA HA HEXKCITAHUTE peakiliH NPy ASLATa € ChIIMS KAKTO H MpH

BL3PACTHHTE,

CpoblLiapaHe Ha NONO3MPAHH HEXKETAHH PeaKITHH
CrobinapaHeTo Ha MOO3HPEHH HEXKENAHH peakLUHH Cliefl paspeliapaHe 3a ynoTpeba Ha eKapCTBEHHA

npoaykT e BaxxHO. ToBa Mo3BONABA A3 MPOIBIE HAGHIONEHHETO HA ChOTHOLIEHHETO MON3a/PUCK 33
NEKapCTBEHHA MPOayKT. OT MEJIMIHMHCKHTE CICLMATHCTH C¢ H3UCKBA Ja choOIIaBaT BCAKA
NOA03MpaHa HeKeMaHa peakiiys Ype3 HAUMOHATHA CHCTeMA 3a chobiasaHe kbM Hanbnaurenta
areHIMA N0 JleKapeTeara, yi. ,.Jlaman Ipyes” Ne 8, 1303 Codma, Ten.: +359 2 8903417, yebeaiir:

www.bda.bg.

4.9 THpeaozupane

Brnpeki, qe TO3H JiekapceTBeH NPOAYKT € TPeAHA3HAYEH 34 JJOKAIHA ynorpeda, ChIlleCTBYRa
BEPOATHOCT 3a NPefO3HpaHe MOPAAH rpelllka WIH HEBHUMAaHHE, 0CO0EHO MPH Aena.

XnopxexkcHauH ce abcopdupa B MHOTO MANTKO KOJTHYECTBO OT CTOMAMIHO-YPEBHHA TPakT. JIMaoKkanH
ce abcopOupa no-65p30, Ho GHOHANTMYHOCTTA MY € eBa 35%. TokcHHATe edexTy Ha JIHI0KauH
BEB3HHKBAT MPH I1a3MEHH KOHLISHTPAUHH TIo-BHCOKH OT 6 mg/l.

Cren npanaraHeTo Ha npekoMepHH 1034 (noseue ot 20 TabneTky 3a cMy4eHe JHEBHO) MOTaT Ja
BBE3HHKHAT HAPYIIEHHA HA I'BJITAHETO (HOI{PDKeH KOHTPOJT Ha CBITATCTHHRA peclmelcc) 10 H3AKITIOYSHHE.

CHcTeMHATa HHTOKCHKAIIMS € Pe3YJITAT OT MORIHABAHETO HA LICHTPAJIHATA HEPBHA CHCTEMA U
CBPIEYHO-CHAOBaTa chicTema. [IbpBHTE edekTH Ha MpeJO3HPAHETO Ca HAPYIIEHHA Ha HeHTPAHATa
HepBHA CHCTEMA.

Ha Ga3ara Ha JaHH#Te 32 0CTPa, MOZOCTPA H XPOHHYHA TOKCHYHOCT Ha JABETE AKTHBHH BEIIECTBA, MPH
NpaBUNHA ynorpeba H B IPenopbiaHiTe KO3 33 CNpel, pUCKET OT CHITHH CHCTEMHH e)eKTH Ha
JMAOKAMH € MHOTO HHCBK M OCHOBHO € CBBP3aH C HelipaBH/Ha ynotpeba.

CumMnmomu Ha URMOKCUKAYUA:

Jlupokany MOXKe I1a MpeqU3BHKA CHCTEMHA HHTOKCHKALIMA { TOKCHYHATA 1034 33 Bb3PACTHH € Hal
0,5 g), KaTo ce 3acATa LIEHTPATTHATA HEPBHA CHCTEMA H CHPASYHO-CHI0BATA CHCTEMA.

CuMrroMuTe ca:

- riaBobONKE, XATIOLHHALINY, 3aMATHOCT, CHHIHBOCT, 6e3NMOKoHCTRBO, MapecTe3ya, HapYILICHHS
Ha TOBOpA HIH CIyXa, H3TPBIBAHE OKOIO YCTaTa, MeTaboinTHa aUMA03a, ICHXO034a, elMHJIENTHYHA
KOMa, TIOTHCHATO Ch3HAHHE, YMOPA, TPO3SBaHe, HEPRHOCT, IIIyM B YIIMTE, HACTAI'EM, MYCKYIICH
TPEMOP, KOHBYJICHH, JIETIPECHA, TUCTIHEA.

- HaMaJleH KOHTPaKTHIMTET Ha ChPAEYHHA MYCKYJ, epHtepHa Ba3OIHIATALIMSA, XUIIOTCH3HA,
GpanukapaMa, HapyLieH CEPACYEH PUTHM (CHHYCOB APECT, TAXHAPHTMHA ), ChPICYSH apecT,
IHPKYAATOPEH KOJIamc.

aKTHBEH aTpo(HUYEH racTpur, €y(GopHA, 3pUTENIHH HapyLeHHA H ITbJIHa 3ary0a Ha &
npoabkaea § gaca).

JeueHne:




Cucmemna unmoxcuxayus.

- Hesabapuo cnipake H3MON3BaHETO Ha JeKapCTBeHHA TIPOAYKT;

- IMpunarat ce aHUHOHHK BELIECTBA;

- Xocnuramusanms, 3a Ja ce OCHIYPH Bb3CTAHOBSBaHE Ha JHLIAHETO, OBlAMABAHE Ha
JexuaparauMaTa H NOJIbP/KaHe Ha KPBBHATA LIMPKYJTALIHA;

- B cny4ad Ha mpHIanbUH: AHA3CTIaM.

5. ©®APMAKOJIOTHMHHU CBOMCTBA
5.1 <PapMakoJHHAMHYHH CBOficTBa
dapMakoTepaneBTHYHA rpyna: npenapatH 3a rupiio, ATC kox: ROZAAQS

JIupokaHH XMOPOXIOPHA € TokaneH, neprgepro aelicTBall AaHECTETHK OT TPyIaTa Ha aMUAHTe, KOHTO
HM2 TIOBBPXHOCTEH aHIreTH4YeH edexT Oez a noBnMARa MOTOPHATA dYHKIMA HA MACTOTO Ha
npuioxeHne. Tol aeictea nokanko noa gopmara Ha He-Houuznpana 6aza. Jlunokauy uMa
GHaronpHATHO CHOTHOLIEHHE e(HUKACHOCT/TOKCHYHOCT ¥ MHOTO PAILKO MOXE 12 NPeIM3BHKBA
ANEPrHYHE PEAKIMH.

XNIOpXeKCHIIMH CC CMATA 3a OTIHYEH OpaNieH aHTHCeNTTHK. EHO 0T OCHOBHHTE My NPEAHMCTEA, B
DOIbIAHEHHE KbM HEMOBOTO MOIHO AHTHMHKPOOHO JeHCTBHE, € CIOCOOHOCTTA MY /13 C& CBBP3Ba C
pasHooobpazHy cybeTpaTi, KaTo 3aMa3Ba CBOATA AaHTHOAKTEPHAIHA AKTHBHOCT M IOCTENEHHO Aa ce
0cBO0OKIaBA, KOETO BOJH 4O MPOABIKMTENHO TIOATBPKAHE Ha eheKTHBHH KoHUeHTpaukn. ToBa
CBOMCTBO ce HapHya CyDCTAHTHBHOCT (TTOBBPXHOCTHA AKTHBHOCT).

XJIOpXeKCH/IMH ¢ KaTHHOH-aKTHUBeH aHTHcerrTnyeH arent. Tolt npHTexKaBa cHiTeH GaKTepuiuIeH
eeKT, KaKTO cpelily rpaM-NO3MTHBHH Taka M rpam-HeratHeHM Gaktepuu (Hanp. Micrococcus sp.,
Staphylococcus sp., Streptococcus sp., Bacillus sp., Clostridium sp., Corynebacterium sp.).
[IpuTekapa CHIO AHTHMHKOTHYEH edeKT cpelily AepMaTOdHTH H APOXKIH H HITJIEXKIa NPOABABA
ANPOTHBOBHPYCEH €(eKT cpellly HAKOH BUPYCH (in vitro akTHBHOCT cpeity influenza, HSV-1, HSV-2).

XIOPXEKCHIMH UMa CHJISH TIOJIOMKHTENEH 3apAl; TIOpaaH KOETO C& CBBP3Ba ¢ OTPHLATEICHO
3apenicHaTa OaKTepHaTHa KJIETBYHA CTEHA H H3BBHKIETHYHH CTPYKTYPH. AJcopOumaTa ¢ crienudpuaHa
H 3acsara ochaT-CBIbPKAIIKTE YaCTH Ha GaKTepHaiHATA KIETHYHA CTeHA.

XTIOpPXeKCHIIHH C€ CBBP3Ba ¢ OTPHUATENHO 3apeieHHTE IIOBLPXHOCTH HA OpajiHaTa MyK03a, 3b0HTe H
HHTP&-OpalTHaTa [U1aKa, KaTo TOBA CIIOMAara 3a TbAroTpaiHaTa HATHYHOCT HA XJIOPXEKCHIHH B
YCTHATa KyXHHa. B npoy4Base npH Xopa € yCTaHOBEHO, Y€ Pa3TBOPH, Chabpxkalun 0,2%
XTOPXEKCHJIHH 34Ta3BaT aHTHOAKTePHANHOTO CH JielicTBHE A0 7 Haca i€/ NPHUIICKEHHE.

5.2 <PapMakoKHHETHYHH CBOHCTBA

Manky KONHYECTBAa MOTaT A3 AOCTUTHAT XPaHOCMHIATEIHATA CHCTEMA TIPH NMOTABIIAHE Ha MAITKH
KonudecTsa AHran JIEMOH WK Ype3 cloHKaTa. XAOopXeKCHIMH He ce abcopOHpa B cTOMAIIHO-
4pepHMs TpakT. Crie NOKATHO NMPHIOKEHHE BRPXY 3MpaBa KoxXa, XIOPXeKCUIHH ce aacopbupa B
FOPHAA CJTOH Ha koxkaTa, KOeTo BOIH OO ABIroTpaeH aHTHOaKTepHalleH edekT no koxkarta. Bre
(hapMaKOKHHETHYHH [TPOYYBAHHA © YCTAHOREHO, Ye oKono 30% o1 XJOpXeKcHIHH ce 3aabpKa B
yCTanaTa KyXHHa ciej H3UTaKkBaHe, KOHTO cliej] TOBa MOCTeNeHHD ¢e 0CBO00KIaRa B CINFOHKATA.

Pezopbuuns Ha JIOKANHIA AHECTETHK JTHIOKAWH MOXKeE Ja ce HaOMIioaBa OT CTpaHa Ha YGri:
(apuHTeaTHaTa raprLa. Bnpeku ToBa, roiaMara 4acT OT Hero ce pasrpaxia npez
CHCTEMHATA LHPKYIALMA. AHECTETHHHHAT e)eKT [IPH JOKANHO NPIIOKESHHE HA 1
NPOABABA OT BTOPATa MMHYTA H ¢ C NPOAbLKHTENHOCT oT 30 10 45 MHH. ABecTe
NOBBPXHOCTHA M He 00XBaIla CyOMYKO3HHTE CTPYKTYPH.




5.3 Npeakianaa«ia AaEHH 3a Gezonmacaoct

HYG.T[HK)IBaHPlTe HEK/THHHYHH JAaHHH NOKA3BRAT, HC XIOPXCKCHIHH H THOAOKAHH HMAaT _uoﬁpa
MOHOCHMOCT.

6. GAPMANEBTHYHH JAHHH

6.1 CoecLK HA DOMOIHATE BEINECTBA

JluMOHeHa KHCelTHHa, MOHOXHAPAT

Cykpanosa

Etanon 96 %

Apomar Ha numMoH CRA1585L

TpormuneHrIiMKon

I'nuuepon

TlpeuncTena Boaa

6.2 HecnBMecTHMOCTH

Henpunoxumo.

6.3 Cpox na rogaoct

3 roapuu

6.4 Cnennanan ycioBHs H3 ChXpaneHHe

Ja ce cexpaHaBa Ha MACTO HEZJOCTBIHO 33 Aclia. [a ce chXpanasa nog 25°C. He manonzpaiite AHran
JIMMOH ciien cpoka Ha roaHocT, OTOesI3al Ha KyTHaITa/eTHkeTa cnel Haanuca "T'onen a0:". [Tepeure
JBa CHMBOJIa O3HAYABAT MEcella, CNeBAIIHMTe IBa WIH YeTHPH CHMBONa-roauHara. CpoKsT Ha
FOTHOCT OTTORapd HA MOCNEAHMA JeH OT oCoYeHHs Mecel. AHran JINMOH MO2Ke Ia e W3INO3Ba JIo 3
MeceLa clie]] MbPBOTO OTBapAHe.

6.5 BugucnabpKanHe HA ONAKOBRATA

byrnika oT TBMHO CTBKJIO ¢BC crpeii oMna, ceabpikaig 30 ml cnpeii 5a yCTHa JIMraBHLA.

6.6 Cnennannu npeanaszEH MepKR HPH H3XBLpJisAHE H paboTa

Hsama coentHanHe H3UCKBAHHA.

7. IIPHUTEXATEJI HA PASPEIIEHHUETO 3A YIIOTPEGA

Sandoz d.d.
Verovikova 57,
1000 Ljubljana
Cnopenus




8. HOMEP(A) HA PASPEINIEHHETO 3A YIIOTPEBA

Per. No:

9. JATA HA ITbPBO PA3SPEIIABAHE/TIOJHOBABAHE HA PA3SPEIIIEHHETO 3A
YIIOTPEBA

Jlata Ha epBO paspemaBaHe:

10. JIATA HA AKTYAMM3HPAHE HA TEKCTA

12/2620




