NMPHJIOXKEHHE 1
KPATKA XAPAKTEPHCTHKA HA IPOJAYKTA



1. HME HA JEKAPCTBEHHA IPOAYKT

Jlesokcumen 0,5% KarnkH 3a OYH, PasTBOP
Levoximed 0,5% eye drops, solution

2. KAYECTBEH ¥ KOJIHMYECTBEH CHCTAB

! i3NLAHWTENKA ATEHUWA 1O NEKAPCTBATA

1
f
1 KoM Pege. NO eesreveneseansrassesrasuonase

{KpamKa xapaxmepuciiuxa Ha Npogysma - Npuacoenus 1

Ay ILE6

TTILLIST

Paspewerug Ne fol.re
i

i Eaﬁa5p€ﬂue N’ anapbpnaprddandand dlsnirun ik,

3 RE/F1HT f1f- T €]

1371 m

oy

Boeku MATHIUTED OT PasTBOpa ChIBPXKA 5 mg NeBOdIOKCAIHH (levofloxacin), cHOTBETCTBALL HA
5,12 mg nesodnokcauun xemuxuapart (levofloxacin hemihydrate).

[ToMOIMHO BEIECTRBO C M3BECTHO AEHCTBHE:
Bensankonnes xnopun 0,05 mg/ml.

34 THIHHS CIHCHK Ha MOMOIHHTE BellecTBa BHXKTE Tovka 6.1.

3. JEKAPCTBEHA ®OPMA

Kanks 3a o4uH, pasTBop.

BHCTBp, CBETJIOKEIT HIH 3e1CHUKABOXKBAT Pa3TBOP, MPAKTHYCCKH 0e3 BHIHMMH YaCTHIIH.

4, KJIAHAYHH JAHHHA

4,1 TepaneBTHYHH MOKA3AHHHA

JlerokcuMes 5 mg/ml KAIKH 33 OUH € Npe/HA3HaueH 3a JIOKAIHO JISUeHHe Ha GaKTepHain
BHHIIHY OYHY MHEKUMH MPH NAUMEHTH Ha BB3pacT Hay 1 roJuHa, NPUIMHCHH OT

MHKPOOPTaHU3MH, YYBCTBHTEIHH KbM nesodUIOKCAlMH (BXK. CBILC TOYKH 44 u5.1).
TpaGsa ga ce B3eMe N0/, BHHMaHHE 0QHUMATHOTO PHKOBOACTBO 32 MPABHUIIHOTO M3M0J3BaHe Ha

aHTHOaKTepHATHM BEINECTBA.

JleBokCHMEX € TIOKA3aH NPH BB3PacTHY, Aela Ha BB3PAcT OT 1 no 12 roAuHH H IOHOIIH Ha

BB3pact ot 12 1o 18 roauHH.

4.2 Jlo3upoBKa H HAYHH HA MPHI0KEHHE

EO3EQOBK3

[IpH BCHYKH TAUMEHTH Tipe3 MBPBHTE ABa JIHA Ce FIOCTABAT I10 €/IHa A0 JBE KATIKK B 33aCETHATOTO
0KO (04H) Ha BCEKH JIBa 4yaca, J0 8 IMbTH JHEBHO, KOraTo ¢a 6ynuu. Crep ToBa, 0T 3™ 0 7 JieH
- 110 TeTHPH METH JHEBHO. AKO €THOBPEMEHHO C€ H3MOJ3BAT APYTH O1HH NeKapCTBEHN
TIPOJYKTH 32 JIOKAJIHO MIPUIIOKEHHE, Ce H3HCKBA HHTEPRAN OT MOHe 15 MUHYTH MEXIY [BE

HaxalpaHH:A.

3apace npe0TBPATH 3aMBbPCABAHETO Ha KankoMepa H pasTBopa, BbPXET Ha Kal
TpSI6Ba Ja BIK3a B JOIMAP ¢ KIENAaYHTe HIIH OKOTHHUTE NOBBPXHOCTH.
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[IpoNBMKMTETHOCTTA HA ICUEHHE 3aBHCH OT TEXECTTa HA 3a60/9BaHETO, OT KIUHAYHKA H
GaKTepHOIOTHYEH X0/ Ha BHeKupATa. OGHIaliHUAT CPOK HA NEUCHHE © 7 nuu

Be30MacHOCTTa H epHKACHOCTTA Ha TIPOJYKTa IPH JIeYeHHe Ha A384 Ha pOTOBHLATa H ofpTanMus
HEOHATOPYM HE Ca YCTaHOBCHH.

Ileduampuuna nonynayun
JleBokcuMen 0,5% He ce MpenopHYBA IIPH ena NOA 1 ro{HHa IOPajiH JIKMCa HA NAHHH 33
edrkacHoCT H D€30MIaCHOCT.,

Jlo3upoBKATa € eIHAKBa NPH BB3PACTHH H JCIa Ha Bb3pacT >1 roauHa.

BeszonacHacTTa 4 edukacHocTTa Ha JIeBOKCHMMEN IIPH AL Ha BB3PacT >1 rofuHa € yCTaHoBeHa.
BesonacHoCTTa M eprKacHOCTTa Ha JIeBOKCHMEN TIPH NeNa Ha BB3PacT <1 roguHa He €
ycTaHoBeHa. JIuncsat faHHH,

Vnompe6a npu nayuenmu 6 cmapyecka 6vp3acm
He ce M3MCKBa KOPEKIHA HA 103aTa.

HaynH Ha MpHUIOKEHHS

Hyx®H0 e BHHMAHHE BBPXBT Ha KANKOMepa Ja He I0KOCsa OKOTO MM OKONHUTE THKAHH, B
BCJIe/ICTBYE Ha KOETO /12 BH3HMKHE 3aMBPCABAHe Ha KarkoMepa M pasteopa. Crielt ynorpeba
GyTUIKaTa ce 3aTBaps NIIBTHO.

[Tpu eaHOBpEMEHHA YIIOTPeGa Ha PYTH JIOKAIHA OYHH MPOLYKTH € HYKHO T A3 € mpHiaraT B
WHTepBal OT Hal-ManKko 15 MUHYTH.

4.3 IIpoTHBONOKA3AHHSA

CBPBXUyBCTBHTENHOCT KBM aKTHBHOTO BELIECTBO EBOGNOKCALNH, KbM APYTH XHMHOJOHM HIH KbM
HSKOH OT TIOMOIIHHTE CHCTABKY, HANpHMEP GeH3AIKOHHEB XNIOPH, (BK. TOUK2 6.1).

44 CheudajHd OpeAyNpexaeHHA M NPEANA3HH MEPKH NPH ynorpeba

JIeBOKCHMEI OUHE KaNKH, He TpAOBa 1a ce HIKEKTHPAT CYOKOHIOHKTHBAITHO. PasTBOpET He OHBa
Jia ce BbBEXA AUPEKTHO B Ipe/IHaTa O4YHa KaMepa.

CrcremunTe (IyOpPOXBHONOHM NOHAKOTa NPEIU3BUKBAT Peakiliik Ha CBPBXHYBCTBATCIHOCT
JOpH TIpH QHOKPATHA 71032, AKO Ce [10ABH aNepruiHa peakiud KsM nepodiokcauyH ,Tpabea na
ce IpeyCcTaHOBH JICUEHUETO,

KaxTo ¥ IIpH APyrA aBTHOMOTHIM, POXBKHTENHATa YNOTpeda Modke 12 A0BEAE 10
CRpBXPAcTEX Ha HETYBCTBHTEIHH OPraHH3MH, BKIIOUATETHO rpOHUKH. AKO HACTBII BJIOLIABAHE
Ha HEQEKLMATA, WIH aKo He ce 3a0ens3na KNTHEMIHO nogo6peHUe B pa3syMHH CPOKOBE Ha

nedeHHe, NPEYCTAHOBETE M3M03BAHETO H HA3HAYETE ANTEPHATHRHA TS, K

€ YMECTHO, OlIBEeTABaHE ¢ (ITyopecLeHH.



TlanueHTHTE ¢ BERINHN GaKTEPHANHM OYHN HH(EeKIMH He TPA6BA A3 HOCAT KOHTAKTHH JICIIH.
JleBoKcHMEN CBIOBPKA GEH3ATKOHHEB XIOPH/, KOHTO MOjKe Ja NMPeAn3BHKA JPA3HEHE Ha OKOTO.

Moske Jja HACTBHITH BB3MAJEHHE U CKbCBAHE HA CYXOXKHIHA MPH CUCTEMHA Tepanus ¢
$yOpPOXHHONOHY, BKAIOYMTEIHO NEBOGIIOKCALMH, 0COGEHO IPH NMO-BB3PACTHH NAUMEHTH H
TALMEHTH, JIEKyBaHH SAHOBPEMEHHO € KopTukocTeporau. [Topamm ToBa € neoGxoauMo
NOBHINEHO BHAMAHHWE M JieueHreTo ¢ JleroxcHme Tpa6Ra Ja ce PEYCTAHOBH NPH ITBPBHTE
NpPH3HALM Ha Bb3NaleHHe Ha CYXOKHINATA (BXK. TouKa 4.8).

lleamaTpuyHa Honynanus
CrelManHHTe NPSAYNPEKACSHAS H NPEINa3KA MEPKH DpH yriotpefa ca efHA U CHIM NIPH
BE3PACTHH H Jielia Ha BB3PAcT Hajl 1 roauua.

4.5 BsanmopeiicTBHE ¢ IPYru JeKapCTBeHH NPOAYKTH H APYTH GopMH Ha
B3aHMONciicTBHE :

He ca nposexaaHu MpOy4BaRHA 32 B3aHMOJCHCTBHATA,

Creuyaiuy MPOy4YBaHMA 34 JEKAapCTBEeHUTe B3anMozelicTBHA Ha JleBOKCHME He ¢a IPOBEXJAHH.
THi KaTo MaKCHMAJTHHTE MJ1a3MEHH KOHLUEHTPAIMH Ha NeBOQIIOKCAIIHH Clie/l OYHO NMPHI0KCHHE
ca none 1000 M-TH HO-HUCKM B CPABHEHWE C Te3H, OTUETEHH CJie/i CTAHAAPTHC NEPOPaIHO
NPHIOKEHHE, MAIKO BEPOATHO € B3aUMOAEHCTBHATA, YCTAHOBCHH NPH CHCTEMHO NMPHIIOXKEHHE,
13 MMaT KIHHHYHO 3HAUEHHE, KOraTo C€ H3noa3Ba JIeBOKCUME,

AKO €IHOBPEMEHHO C€ H3TOJI3BAT APYTH JIEKapCTBEHH MPOAYKTH 32 OKAJHO OUHO MPHICKEHHE,
ce H3HCKBA WHTEPBAJI OT NMOHE 15 MUHYTH MEXIY ABE HaKalBaHHA,

46 @epTHaHTET, OpeMEeHHOCT H KbpPMeHE

EpemenHocT
HsaAMa foCTOBEPHH AaHHH 33 H3MOJI3BAHETO Ha AeBO(IOKCALMH TPy OpeMEHHH JKEHH.

ITpoyupaHusi IPH )XKBOTHH He MOKA3BaT IMPEKTHA HITH HHAKPEKTHA PeNPOAYKTHBHA TOKCHYHOCT
(Rx. Touka 5.3). [ToTeHIMANHHAT PHCK [IPH XOpaTa He € ycTaHoBeH. Jlepokcumen TpabBa Ja ce
H3MOT3BA N0 BpeME Ha GPEMEHHOCT caMO aKo 04aKBaHaTa N0J13a ONpap/aBa MOTEHIHMAHHA PACK
3a NoJa.

Knpmene
JlepodhokcauuH ce oraens B Kbpmara. B TepanesTHYHE 1034 HA JIEBOKCHMEA HE CE OUaKBaT

HEXENAHH eeKTH BepXy KbpMadero. JlesokciMes TpaGBa Aa Ce H3NOA3Ba N0 BPEME Ha KbpMEHE
CaMo aKo 0YaKBaHATA MOJI3a OTIpaBJaBa NOTCHIMAHUA PHCK 33 KEPMAUuCTO.

PepTHIMTET
JlepodoKcalMH He BOAW A0 yBpexXJaHe Ha epTHIIHTETA MPH NITBXOBE, CE]| EKCNO3NLIHUH,

SHAYATEITHO NPEBHIIABAIIN MAKCHMAIHATA €KCTIO3HIMS TIPH XOPa Clie]{ OYHO MPHIIOKEHHE (BHX
TOo4YKa 5.3).

4.7 Edexrs Bbpxy cnocobGHocTTa 32 modupane 4 pafoTa ¢ MALIHHE

Jlesonokeaius umMa c1a6o BAHAHEE BBPXY CIIOCOOHOCTTa 38 [OGHpaHe 1




AKO MMa TPEXO/IHO IOBIMABAHE Ha 3PEHHUETO, MALIMEHTET TpA08a Aa Gbjie MOCHBETBAH A4 H3HaKa
20 3OHCTPAHE Ha 3PEHHETO NPeaM Aa WodHupa Wiy paboTH ¢ MAIIKHA,

4.8 Hexenann JeKapCTBeHEH PeAKLBH

[Ipx npu6nwsurento 10% OT MAMEHTHTE MOTAT A3 C€ 0YAKBAT HEXCNAHH PCAKLIHH. Peakuuute
Ce TIpelIeHABAT OGHKHOBEHO KATO JIeKH M YMEPEHH, MPeXOHU Ca ¥ C¢ OrpaHHaBaT Haii-Beye B
OKOTO.

Trif KaT0 MPOAYKTHT CHALPKA OEH3ANKOHHEB XJIOPHL, IOABATA HA KOHTAKTHA €K3EMa H/WIH
JApasHEHE MOraT Jia cé ALJDKAT WM Ha AKTHBHATA CBCTABKA AW Ha TO3H KOHCEpBAHT.

Crie AHHUTE HEKENIaHH PEAKIH, OLEHEHH KaTo BEPOATHO UM BE3MOKHO CBBP3AHH C JIEUCHHETO,
ca MOKIIAIBAHH M0 BpeMe Ha KIHHHYHATE MPOY4YBAaHHA H OCTMAPKETHHIOBHA OITAT ¢
JleBOKCHMEA,

Hamyruenun na ouume
Yectr (>1/100 <1/10): mapeHe B OKOTO, HAMANEHA 3PHTE/IHA OCTPOT2 M MYKO3HA CEKPCLIMA.

Heuectn (>1/1 000 <1/100): cneneaHe Ha KJIENauHTe, XEMO3NC, KOHIOHKTHBAIHA NAMTHIApHA
peaxups, OTOK Ka Kileflauure, oueH anckomdopt, copbex B 0KOTO, Hoska B OKOTO, UHGBEKIHA Ha
KOHIOBKTHBaTa, (OJKKYIH HA KOHIOHKTMBATA, CYX0Ta B OKOTO, EPHTEM HA KJIENada H
doTodobus.

TIpu KIMHUYHWTE DPOYYBAHHA He ca HAO/oJaBaHH NPELMIIHTATH IO POTOBALIATA.

Hapyuenun na umynnama cucmema
Pexxu (>1/10 000 <1/1 000): OKONIOOUHH aNePrHYHE PEAKIHH, BKIL. KOXEH OGpHB.

Meuoro peaxl (<1/10 000): eauaIuHU CHOOLIEHHA 38 anauAaKCHA.

Hapywenun na nepsiama cucmema
Heuectn (>1/1 000 <1/100): rnaBoboire.

Pecnupamopnu, 2peOnu 4 MEOUQCHTUHATHY HAPYULEHUS
Hegectn (>1/1 000 <1/100): pHHHT.

Mmoro peaxu (<1/10 000): expHu4HY choOmeHAs 32 OTOK Ha JapHHKCA.

JTonvuanumennu ReJCeaanu peaxkyul, KOumo ca HabRIO0asany NPy CUCMEMHO NPUROICERUE HA
AKMUEHOMO 6CECMBO (T1EBOMACKCAYUH) U NOMERYUANHO MO2AMN 0a ce noseAm u npu
npunoscenue Ha Jlegoxcumed: TIPH MALKEHTH, TOY4ABAIIH CHCTEMHH (bnyopOXHHONIOHH, C€&
¢H00IIaBA 33 CKBECBAHMA HA CYXOXKMIIMATA Ha paMOTO, PHKATA, aXH/ICCOBOTO HAH IPYrH
CYXOXKH/IAA, KOMTO H3HCKBAT XHPYPTHYHO BH3CTAHOBIBAHE HIIH BOJAT 0 MPOABIIKHTEIHA
yuBanuaHoct. [IpoyuBaHuATa U MOCTMAPKETHHNOBHA OTUT CHC CHCTEMHH XHHOIOHH N0Xa3BaT,
ye PUCKET OT Te3H CKECBAaHKA MOXe A2 6b/ic yBEIHUEH NPH NAUHCHTH, NOJTydaBatiy
KOPTHKOCTEPOH/H, 0COOEHO NPH MANMEHTH B CTAPYECKa BH3PAcT M NPH CYXOXAI
Ha BUCOKO HATOBapBaHe, BKTIOYHTENHO aXHIIECOBOTO CYXOXKHIHME (BXK. TOUKA




IMennarpuyna nonynanysi
UYecToTaTa, BUIA H TEIKECTTa Ha HeXEIaHKUTe NeKapCTREHH PEaKIiHA NpH nena ce ouakBa fia oeae

CHINATA KAKTO H NIPH BB3PACTHH.

O61I0TO KOMHYECTBO NEBOPIOKCALMH B €{HA GYTHIIKA C OYHH KAllKH € MHOTO MAJIKO, 33 Jia
NpeAM3BHUKA TOKCHIHY PEakUHK [IPH NOIPEeIHO NpHEMAHE TIPes ycrara. AKO C€ CMETHE 34
HeoBX0omMMO, MALWEHTET MOXe /ia ce Habmo/iaBa KINHUYHO U Jia & MpeinpueMar
HeoOxoauMuTe Mepku. IIpH JOKanHO CBPBXA03HPAHE C JleBOKCHUMEN, OUHTE MOTAT Ja ce
H3IUIAKHAT ¢ YMCTa (YSIOIMAHA) BOAA HA CTaliHa TeMNEpaTypa

Cro0mapane Ha NONO3MPAHY HeKENaHH peakuuu

CpofmaBaHeTo Ha NI0J03UPAHK HeKeNaHH PEakl|H Clie]l paspeiaBaHe 3a ynotpeba Ha
NEeKapCTBEHNA OPOIYKT € BaXo. ToBa no3BoNABa 12 NPOABIIKH HaOMOAEHHETO Ha
CHOTHOLIEHHETO TI0/133/PHCK 33 NEKAPCTBEHYA NPOAYKT. OT MEAHIMHCKITS CTICIMAIMCTH Ce
H3HCKBa /12 ¢HOOINARAT BCAKA NOAOIMPAHA HeXeNaHa peaKiya Ypes:

ManbarMTeNHa areHiMs 110 JeKapCTBaTa
yi. . Jdaman ['pyep® Ne8

1303 Codus

Ten.: +359 2 8903417

yebGeaiir: www.bda bg

5. ®GAPMAKOJOTHMYHU CBOMCTBA

5.1 ®@apmMakoXUHAMHYHM CBOHCTBA

dapmakoTepanesTHyHa rpyna: OgTanMoiorHusy, arTHHHDEKIMO3HH, (IyOPOXHHOMOHH,
ATC kon: SO1AEQS.

Jlesodokcarys e L-#30Mep Ha palleMHYHATA JICKAPCTBEHA cyOcTaHLmA ofIoKcalyH.
AHTHOAKTepHanHaTa akTHBHOCT Ha 0(JIOKCAlEH ¢ ONPEALHA OCHOBHO OT L-u3omepa.

Mexauu3bpM Ha JielicTBHE

Karo ¢nyopOXHHONOHOB aHTHOAKTEPHANEH areHT, nepodnokcaruH WHXMOHpa GakTepHanuaTa
un ¥l TonousoMepasa - JIHK-rupasa u Tonon3soMepasa IV. JleBodaokcali NPeHMYIECTBEHO
araxypa JJHK-rupasara npi ['pam-oTpuuarentn 6akIepiH H TONOH3OMEPAsA IV I'pam-
TIOJIOKHTEHY OaKTepHH.

Mexanuzmu 3a pesucmenmiocm
BaxrepuaTHaTa pe3HCTEHTHOCT KbM JIEBOGIOKCAIIHE MOXE /13 CE Pa3BHe IPE/MMHO
TOCPEACTBOM /Ba OCHOBHH MCXaHH3Ma - HaMalBaHe Ha pHTpabaKkTepUaHaTa KOHUSHTpalus Ha
NEKAPCTBEHUS [IPOAYKT MIIH POMAHA HA TPMUEITHHTE 38 JIEKAPCTBEHHA TIPOLYKT eH3HMHU.
TIpoMeHHTe B MPULIETHATE MECTA Ca Pe3yIITarT Ha MyTallii B XPOMOZOMHHTE reHH,
ITHK rvpasata (gyrA u gyrB) u ronousomepasa IV (parC u parE; grid u grlB
Staphylococcus aureus). Pe3ACTEHTHOCT, ABL/DKALIA CC HA HHCKA auTpabaxTe
KOHLEHTPAUWA Ha IEKAPCTBEHHA NPOAYKT € CAE/ICTBHE WM HA IPOMAHA B TN




membpana (OmpF), Bogea 10 HaManeHO HaBIU3aHE Ha ¢ryopoxurosoHa B [pam-
OTpHUATENHWTe GaKTepyM WM HA MEXAHH3IbM Ha ednykc-nomna. Pe3uCTEHTHOCT Ype3 edmyke-
TIOMIIA € OTIKCAHA NPH NMHeBMOKOKH (PmrA), cragunokokH (NorA), anaepobu u ['paM-
oTpuIaTeHK GaKTepHH, PE3MCTEHTHOCT KBM XHHOJIOHHTE 4pE3 IUIasMALH (ompenenska OT gnr-
rena) e onucana npu Kiebsiella preumoniae wn E.coli.

Kpvemocana pesucmenmuocmi

Moaxe 12 ce [IOABY KPBCTOCAHA PESHCTEHTHOCT MEX/Y (IyOpOXUHONOHH. EnuH9YHHTE MyTaLMH
MOTAT 1 Jia He IOBEJAT A0 KIMHKIHA PE3SHCTEHTHOCT, HO MHOKECTBEHHTE MyTallHi 0OHKHOBEHO
BOJAT A0 KIWHHYHA PE3UCTEHTHOCT KBM BCHUKH JIEKAPCTBEHH MPOJYKTH OT KIac
dnyopoxurononu. IIpomsHa B TOPUHHTE HA BEHINHATA MeMOpaHa H H3MOMIBAIHTE CHCTEMY
MOTAT 7ia KMAT IUpOK CyOCTpaT, 3acarawl HAKOJKO Kilaca aHTHOAKTepHANHH areHTH H Ja
JOBENAT JO MYJITHPE3HCTEHTHOCT.

Tpanuunu emotinocmu

MIC rpanH4H# CTOHHOCTH, Pa3AeaAIIN YyBCTBHTENHA OT YMEPEHO YyBCTBHTCIIHH
MUKPOOPraHH3MH H YMEPEHO YYBCTBHTE/HM OT PE3UCTEHTHA MHKPOOPraHH3MH cmopen EUCAST
(Esponeiicxu Komuter 3a M3cnepane Ha AurubaxTepraniara UyBCTBHTENHOCT) €A CNEAHHTE:

Pseudomonas spp., Staphylococcus spp., Streptococcus A, B, CG:
Yyscraurennn <1 mg/L, pesucrenthu >2 mg/L.

Streptococcus pneumoniae:
Yypcreutenan <2 mg/L, pesuctentHi >2 mg/L.

Haemophilus influenzae, Moraxella catarrhalis:
Uyscreurensn <1 mg/L, pesuctenthn >1 mg/L.

BCHUKH ApYTd MaTOTEHH:
Yyscreutenau <! mg/L, peauctentay >2 mg/L.

Anmubaxmepuanen cnexmuop

YecroTata Ha NPHAOGHTATA Pe3HCTEHTHOCT Ha ONPEAEICHH BHIOBE MOXC 12 BAPHPA B
3aBACHMOCT OT Ieorpaf)ckoTo MECTOTIONOKEHHE H BBB BPEMETO, 33T0BA € HENATENHO 1A hMa
MecTHa HHOPMAHHS 38 PE3UCTEHTHOCTTa, 0COOEHO KOTaTo Ce JIEKYBAT TEXKKH unexuyu. ETo
3amo npejcTaBeHaTa HHPOpMAaLWA faBa caMo nprOIHM3NUTETHH HACOKH 33 BEPOATHOCTTA
MHKPOOPTaHH3MHTE J1a C& UYBCTBHTEHH KbM NeBOdIOKCAIMA WK He. Koraro MecTHaTa 4€CTOTA
Ha PE3UCTEHTHOCT € TAKABA, Y€ N10/138Ta OT JIEKaPCTBEHHA NPOAYKT IPH NOHE HAKOIKO THIIA
HH(EKIMHE € N0/ CbMHEHHE, TPAGBaA Aa Ce MOTBPCH MHCHHETO HA eKCNepT.

Camo OHe3H 6aKTepHaNHH BUAOBE, KOMTO 0OMKHOBEHO MPUYHHABAT BBHIIHH O'THH HHpeKLIHH
KATO KOHIOHKTHBHT, ¢a NPEACTAaBEHH B Cie/BaliaTa TabnHua.

AHTHGAKTEpHANEH CEKTHP - IPYNA YYBCTBATEIHOCT H XaPAKTEPHCTHKA Ha PE3HCTEHTHOCTIA

copen EUCAST .
I'pyna I; OGuKHOBEHO YYBCTBHTENHH HIAMOBE - X
AepobHn Gram-nosioxHTeIHH MHKPOOPTranHIMH v %
Staphylococcus aureus (MSSA)*




Streptococcus pneumoniae

Streptococcus pyogenes

Viridans group streptococci

Aepolun Gram-0TpHUATETHH MHKDPOOPTaHH3IMH

Escherichia coli
Haemophilus influenzae

Moraxella catarrhalis

Pseudomonas aeruginosa | (u3BBHOOHAYHY IAMOBE)
JApyra MHKpOOpraHHiMH
Chlamydia trachomatis (Te4eHHETO HA MAKEHTH C XTaMHUAHANCH

KOHIOHKTHBHT W3HCKBA CHI'BTCTBALIO
CHCTEMHO AHTHMHKPOGHO NieueHue)

I'pyna II: Illamose, IpH KOATO nprAoGHTATA PE3HCTCHTHOCT MOKe 1A 6nae npobaem

Aepo6an Gram-noJioKHTEIHH MEKPOOPraHH3MH
Staphylococcus aureus (MRSA)**

Staphylococcus epidermidis

AepoGhn Gram-oTpHUIATEIHH MEUKPOOPraHHIMH

Pseudomonas aeruginosa | (GonBYYHHM MAMOBE)

* MSSA = METHIHIMH-YYBCTBHTENIHY LIaMOBE Ha Staphylococcus aureus
** MRSA = METHITHH-PE3HCTERTHH LIaMoBe Ha Staphylococcus aureus

JIaHEWTe 32 Pe3UCTEHTHOCT, A/iCHH B TAONHIIATA Ca HA OCHOBA Ha PE3yNITATHTE OT
MYJITHUEHTPOBO KOHTPOIHMPAHO NPOYy4BaHe BBPXY YECTOTaTa Ha PEIHCTEHTHOCT ¢pell
GaKTepHanA¥l IAMOBE H3ONMPAHH MPH NAUMEHTH ¢ OYHH HH(EKIHH B TepMaHHs, IOHH~HOEMBPH
2004.

MHKpOOPTaHH3MHTE Ca ONPEAENEHH KaTo JIeBOIOKCAlMH-1yBCTBHTC/IHM Ha Gasara Ha TAXHATa
4yBCTBHTEJHOCT i7t Vilro W Ha MA3MEHHTE KOHLEHTPAlMH, JIOCTHIHATH CIIEA CHCTEMHA Tepartds.
IIpH NOKaNHA Tepanus e AOCTUraT NO-BACOKH MHKOBU KOHUEHTpalMH OT TE3H, OTKPHKTH B
mnasmara. He e u3BecTHO, 06ave, ciiel TOKAAHO MPHIOKEHHe Ha MeIMKAMEHTa BEPXY OKOTO,
JIaNM ¥ KAK KHHETHKATa MOXE /12 POMEHU aHTHOAKTCPHANHATA AKTHBHOCT HA neBoQIOKCALIMH.

[leauaTpu4Ha nonynanvis
dapmako HHHMAaUHWTE CBOWCTBA ca ¢IHAKBY NPH BB3PACTHA H JeLa Ha Bp3pact =1 roauHa.

5.2 ®apMAKOKHHETHMHH CBOHCTBA

AfcopOuua
Criell HocTaBsAHe B OKOTO, NeBodioKcalHH ce 3anassa A00pe B CIIb3HMA dum.

B npoyusane BBPXY 3ApaBH J0GPOBONLK, CPEAHHTE KOHUCHTPALHH HA neBodIOKCAlHH B
CITB3HAA GHIM, H3MEPEHH YETHPH H IIECT Yaca CleJ JIOKANHO NOCTaBiHe, Ca GuIM CHOTBETHO
17,0 1 6,6 pg/mL. TleT oT mecTHMa H3CACABAHH Ca HMATIH KOHUCHTPAlHH OT 2 pg/mL unu no-
BMCOKM HA YSTBHPTHA Yac cNiej NOCTaBsHero. YeTHPH OT LECTHMA H3C/IeBAHH C2 JAILPIKANH
Ta3H KOHUEHTpAaLUs 6 yaca Cleji NoCTaBAHETo.

KoHIleHTpalHuTe Ha JeBo(IOKCALHE B Nia3maTa Ha 15 30paBH MBJIHOJET
H3MEPBaHH [0 PAa3NIHYHO BpeMe npe3 |5 AHeBeH Kypce Ha IeYeHHE C JICE




OMHH KankH, pa3Teop. CpeiHaTa KOHUESHTPaUWd Ha nesodroKcalMH B NnasMara 1 9ac cnex
noctapase Bapupa ot 0,86 ng/mL na 1™ nen o 2,05 ng/mL na 15 nen. Haii-BHCoKaTa
MAaKCHMAIHA KOHUEHTPAIEA Ha NeBodokcanuy ot 2,25 ng/mL e u3MepeHa Ha 4-u4 geH cnel 2
JIHH TOCTABHE HA BCEKH 2 yaca NpH obwmo 8 1034 Ha /IeK. MakcHMANHHTE KOHLUEHTPalKHA HA
neBodNOKCAIMH ca ce yenuyiiH ot 0,94 ng/ml Ha 1% gen go 2,15 ng/mL Ha 15 nen, koeTo €
noBede ot 1000 [T MO-HHCKO OT KOHIEHTPALMHTE, ChOOIIEHH CIe/l CTaHAAPTHHTE NPHEMH Ha
nepodIoKcanMH Npes ycTara.

34 cera He ¢a 3BECTHH TUIA3MEHHTE KOHICHTPALHH Ha NEBOQIOKCALH, KOUTO C& NIOCTHrAT CIIeA
nocTaBsaHe B MHQPSKTHUPAHH OYH.

53 Tpesxauuaunx Jannd 3a GesonacHocT

[peaAKNMHHYHUTE BB3ACHCTBYA Ca HaOIOJABAHH CaMO TIPH €KCMO3HUMH, 3HAYHTENHO NMO-BUCOKH
OT MAKCHMATHHTE eKCTIO3ULIHH ClIe[{ [IOCTABAHETO Ha JieBodokcauH 5 mg/ml O4YHH Karky,
pasTBOP, KOETO HMa MAJIKa 3HATHMOCT 32 KJIHHHIHOTC H3MO0/I3BAHE.

B npoyuBauHs npH XMBOTHH € YCTAHOBEHO, 4 HHXHOUTOPUTE Ha FHpa3aTa MpeaAu3BHKBAT
CMYLIEHHA B pacTeXa Ha CTABUTE, HOCEMIH TEXKCCT.

Kakto K Apyrute $IyopOXHHONOHM, NEBO(IOKCALMH HMA BIUAHAC BBPXY xpyupia (HaGpbBane
M KyXHMHH) ¥ TUTEXO0BE H Ky4eTa Clle[| BHCOKH NepopatHy 034.

KatapakToreHeH OTEHLHAT HE MOXE Aa ¢ H3KIOUH NOPaaH JIUIICAT2 HA cnerudpHIHH
NMpoy4BaHRA4.

HapyllleRus B 3p€HHETO TPH KMBOTHH HE MOTAT JIa C€ M3KMIOUAT ChC CUIypHOCT Ha Gazara Ha
ceralllHATe JaHHH.

Penpodyxmusna moxcuunocm

JleBOG)IOKCALIMH HE € TEPATOrEHEH Y ITbXOBE IPH BUCOKH NepopanHu 1031 10 810 mg/kg/nen.
Teii KaTo ce 3Hae, ue nepoduokcaiuy ce abcopbupa HaNbIHO, KHHCTHKATA MY © anneiina. He e
3afens3aHa pasauKa BbB HapMaKOKMHETHYHHTE NapAMETPH NPH €IMHHMIHA H MHOXKECTBEHA
nepopanHa 5o3a. CHCTEMHOTO EKCTIOHHPAHe Ha MUIBX0BE Ha 034 OT 810 mg/kg/aen e
npubmmaurento 50 000 METH NO-TONAMO OT TOBA, KOETO C€ MOCTHIA NpH X0pa cien Jo3u oT 2
Kanku feeodaokcaimu 5 mg/ml B aeete our. [Ipu nrbxosete Haili-BHCOKATa 033 NPHYKHABA
yBeJMYEHa CMBPTHOCT Ha IUI0/ia H 3a6aBEHO Ch3PABAHE, CHBIAJAIIH ¢ TOKCHIHOCT TIpH Malkara.
He ce nabmonasa TepatoreHeH edexr, KoraTo 3ajilii ca Nojy4asai nepopaiko Ae 50
mg/kg/Aen unu BeHO3HU A03H Ao 25 mg/kg/nen. JlepodiokcalMH He TIPEAH3BHKBA HAPYUICHHA
BBB (GEPTHIHOCTTA H Pa3SMHOKABAHETO ¥ ILIBXOBE TIPH NIEPOPANHH 11031 10 360 mg/kg/nen,
KOHTO BOJAT IO TUIA3MEHH KOHHEHTpallH NpHOTH3HTEIHO 16 000 mBTH NO-BUCOKH OT
NOCTUTHATHTE ¢Nlel 8 0YHH JI03H [pH XOpaTa.

TI'enna moxcuunocm

Jlenodnoxcalun He NPeIU3BMKBA CHHH MYTALHH B KIETKUTS HA Hakrepun W Go3aliHULM, HO
MpeAN3BAKBA XPOMO30MEM abepauu in vifro B GenoapoOHK KNETKH Ha KMTaliicKu XxaMCTep npH
100 pg/mL unu noseue, B OTCHCTBHETO Ha META0OIHTHO AKTHBHpaHE. Tpn onHTH i1 vivo He
FIOKA3Ba FEHHOTOKCHYCH NOTEHLMATL




DomomoxcueH NOMeRYua

TIpoyuBanus MpH MHIIKHA ClE/ NEPOPAIHO H BEHO3ZHO JO3HPAHE MOKA3BAT, 4e NeBOPIOKCAUNH
1Ma POTOTOKCHYHA AKTHBHOCT CaMO MPH MHOTO BHCOKH 7034, Cliell mocTaBsHe Ha 3% oueH
pasTROp NEBOMIOKCALMH FHPXY HIGPBCHATA KOKA HA MOPCKM CBHHYETA, He ca HabmoJaBaHH
HHTO KOXeH GOTOCEHCHOMNMIUpAL, MOTEHIHAN, HATO KOJKEH (POTOTOKCHYEH NMOTEHIHA.
Jlepodnokcaly He NOKa3Ba reHOTOKCHYEH NIOTEHIHAA BBB (JOTOMYTAr¢HHH ONTMTH M HAMaIABA
Pa3sBHTHETO Ha TYMOPH BBB (POTOKAPLIHHOTEHHU OTTHTH.

Kapyunozenen nomenyuan

B KbIrocpoYHe KapUMHOTEHHO MPOYYBAaHE MPH IUTEX0BE, NEBO(IOKCALMH He TIOKA3Ba
KapIlMHOTeHEeH HITH TYMOPOTECHEH MOTCHUMAN Clel eXeHEBEH NepOPaICH IpHEM Ha 103U 10
100 mg/kg/nen 3a 2 roguHn.

Ouenka Ha pucka 3a oxonnara cpena (ERA

HauucneHaTa NPOrHo3MpaHa KOHUEHTpaums B okontara cpeia (PECsuracewater) 32 JleBokcHMEN 5
mg/ml KanKu 3a OUM e Toj] rpaHuuaTa Ha aeficteue 0,01 pg/l, a cTolHOCTTa Ha JeBOQIOKCALIHH
LogKow ¢ nos rpanuiiara Ha selicreue 4,5,

Manxko BepoaTHo ¢ JlepokcHMeA 5 mg/m!l Kanku 3a 04M Jia IPeICTABIABAT PUCK 3@ OKO/IHATA
cpena, Thil KaTo 3a TO3M NPOAYKT H HEroBaTa aKTHMBHA ChCTABKA EBOQIIOKCALMH HAMA OTaceHHA
3a OKOJIHATa Cpeia.

6. ®OAPMAIEBTHYHHU JAHHH

6.1 CnuchK Ha NOMOIIHATE BEI[eCTRA

HatpueB xnopun

BeH3ankoHHEB XJIOpHA

HartpHeB XHIPOKCH WK KOHLIEHTPHPAaHA XI0POBOAOPOIHA KHCEIHHA
Bopa 33 HHXeKIH

6.2 HechBMeCTHMOCTH

TpH /mMICa HA NPOYYBAHNMA 32 HECBBMECTHMOCTH TO3H JIEKAPCTBEH NPOAYKT He TpAbBa fa ce
CMECBa ¢ APYrH NeKapCTBEHH NPOAYKTH.

6.3  Cpox Ha roaHoCT

IMpenw oTBapane: 3 roJMHU.
Jla ce M3MoN3Ba B PaMKHTE Ha 4 CEAMHUM ClIER ITEPBOTO OTBAPAHE HA ONAKOBKATA.

6.4 ChenHaaHH yCJIOBHS 32 ChXpaHeHne

Ha ce cpxpanasa nog 25°C.
Jla ce chXpaHaBa B OPHTHHAJHATA ONAKOBKA, 33 Aa CE MpPEe/Na3H OT CBETJIHHA.
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65 Bup H ChALPXKAHNE HA ONIAKOBKATA

Kankwute 3a oum, pasteop, ce Chabpxat B 6sna HenpospauHa LDPE 6ytunka ot 5 ml, ¢ 6an
LDPE annukarop-kankomep, 3ateopeHa ¢ 6ana HDPE xanauka Ha BHHT CBC 3alllHTeH NPBCTEH.
ByTHikaTa € nocTaBeHa B KAPTOHEHA KyTH, ¢ JHCTOBKA 3a NMAIHEHTA.

6.6. CoenmajJHH NpeanasHH MepKH NPH H3XBLPJsSHE

HensnomsepaHHAT NeKapcTBEH NPOAYKT HWIM OTIAXBYHATE MATEPHAJM OT Hero Tpabsa aa ce
H3XBEPJSIT B CHOTBETCTBHE C MECTHHTE H3HCKBAHHA.

7. NPHUTEXATEJI HA PASPEIIEHHETO 3A YIIOTPEBA
Bopna Memicuue Espona EOOJT
Oyn. Cumeononcko moce 130, er. 3

1700 Codus
bbirapus

8. HOMEP HA PAJPEHIEHUETO 3A YHOTPEBA
Per. No

9. JATA HA OBPBO PA3PEINABAHE/MIOJHOBSBAHE HA PAZPEIIEHUETO
3A YOOTPEBA
Jlata Ha mBEpBO pa3pemaBaHe:

10. JATA HA AKTYAJIH3HPAHE HA TEKCTA

11/2021
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