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KPATKA XAPAKTEPHCTHUKA HA IPOAYKTA
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1. HMMEHA JEKAPCTBEHHA IIPOAYKT ,,w@ 33'2—?‘:

BHI'AMOKC 5 mg/ml, xanku 3a oum, pasTBop R et SRR :
VIGAMOX 5 mg/ml, eye drops, solution ?;_ 4 5 /7 l// /.7 / ‘73 3 3 >

A% Eﬂﬂ

2, KAYECTBEH A KOITHYECTBEH Ch(CTAB
1 ml ot pasTBOpa cChABPKa 5,45 mg MokcAdIOkcanRH xuApoxaopua (moxifloxacin hydrochloride),
EKBHBAJICHTHH Ha 5 mg mokcHpnokcaumH (moxifloxacin).

Besika xarnka 3a oun ceaspika 190 Mukporpama Mokcupnokcauns (moxifloxacin).

3a NBJIIHKA CTIMCHK HA MOMOIIHHTE BEINECTBA BHKTE Touka 6.1.

3. JEKAPCTBEHA ®OPMA
Kanku 3a o4y (pa3TBop)

[Ipo3pageH, 3€IeHHKABO-XEJT Pa3TBOP.

4. K/IHHHYHH JAHHH

4.1 TepaneBTHIHH ODOKAIAHESA

JiokanHo nedenue Ha OakTepHadHH KOHIOHKTHBHTH, IPHYHHEHH OT YYBCTBHTEIIHH HAa MOKCH(IOKCALIHH
inaMoBe (BX. ToukH 4.4 u 5.1). Tpabpa Aa ce B3eMe npensu OPHIHATHOTO PBKOBOCTBO 32 NIPABHIIHA
yrorpeba Ha anTHOaKTEpHANHM ATEHTH.

4.2 Mo3ppoBKa H HAYHH HA NPHIOKCHHE

EOSE POBK2a

Ynompeba npu gb3pacmnu, SXA0HUmMeRso cmapyecka av3pacm (> 63 200unu)

Jlo3aTa e ef{Ha Kamnka B 3aCerHaToTo OKo (04H) 3 MbTH AHEBHO.

Mndexnuara oGHKHOBEHO ce MOAOOpABA B pAMKHTE Ha 5 THA U NeucHHETO TpAOBa 1a Obae NpoAbIDKEeHO
cnel ToBa 3a ome 2-3 AHH. A0 [0 5 OHM cleq 3alo4BaHe Ha JedeHHeTo He ca Habioaasa moaobpenne,
OMAraQ3aTa WHIH JIc4eHHeTo TpAOBa Ja ce OOMHCHAT HaHORO. [TPOABIHKUTEIHOCTTA Ha JIEYEHHETO
3aBHCH OT TEXKEeCTa Ha nmpobnemMa H OT KIHHHYHOTO i OaKTePHONOTHYHOTO pa3BHTHE HA HHPEKIMATA.

Ieduampuunu nauuermu
He ¢ HeoOx0oauMO KopUrHpaHe Ha J03aTa.

Ynompeba npu nayuenmuy ¢ yeprodpobro u bvopeuno yepexcoane
He e HeobxoauMo KOpHUIHpaHe Ha A03aTa.

Ha4uHH Ha OpHIOKeHHEe




3a a2 ce npeanasAT alIMKaTOpa-KanKoMep H pasTBopa OT 3aMbPCABaHe, TpAOBa Aa Ce BHUMaBa 13 He ce
JOKOCBAT ¢ BbPXA Ha AlIHKATOPa-KAMKOMeD Ha OYTHIIKATA KieaquTe, 3a00uKangmara ru obnact uny
APYTH NOBBPXHOCTH.

3a 51a ce npegorBpatH abcopOHpaHeTO HA KAIKHTE Ipe3 HA3aIHATa MyKo3d, 0C00EHO NpH HOBOPOACHH
KbpMaueTa (Oebera) nin Jeina, Ha3oMaKpHMATHH KaHan Tpabsa Ja ce 3aTHCHE ¢ IIPBCTH, CIIEH [TOCTaBAHE
Ha KAMKHTE, 3a 2 A0 3 MuHYyTH, CiieA chaiisHe Ha KaNadkaTa, ako NPeAnasHAAT NPBCTEH ¢ pasxnaben,
MaXHeTe I'o NPeAn Ja H3TNON3BaTe MPOIYKTA.

AKO ce U3I0/13Ba OBeYE OT eNH JICKAPCTREH MPOAYKT 32 OYHO NMPHIOKEHHE, TpA0Ba 1a ce H34aKa MOHe
5 MAHYTH NPENH Aa ¢¢ HOCTaBH JeKAPCTBEHHAT MpoayKkT. Masure 3a ouum TpabBa aa ce npunarar
NOCHEOHH.

4.3 TIporueonokazaHAN

CBpBX4YYBCTBUTETHOCT KbM AKTHBHOTO BEINECTBO, KbM APYTH XHHOJOHH HIIH KbM HAKOE OT NNOMOIIHHTE
BEINECTBA, U30pOeHH B Touka 6. 1.

4.4 CregHaiHn NpeAYNPeKAeHHS R NPEANAIHE MEPKH IPH yHnorpeda

MMa cpobuieHna npH NauHeHTH Ha CHCTEMHO NPHJIATaHH XHHOJIOHH 33 CEPHO3ZHH H MOHAKOra daTtamuu
(aHa¢HUNaKTHYHH ) peakUHH Ha CBPBXYYBCTBHTEIHOCT, IONYUCHH [TOHAKOTA OIIE CIIE/] IThpBarTa J03a.
Hakon peakiuy ca CHIIPOBOACHH ¢ KapOHOBACKY/IAPEH KOJIANC, 3aryda Ha Ch3HaHHe, aHTHOE/EM (BKIL U
NapHHrealneH, GapHHreane H QanHaites o0ToK), 00CTpyKIUA Ha AUXATEIHHTE ITETHIA, JHCITHES,
ypTHKapna U chpbex (BK. Touka 4.8).

Vorpebara Ha neKapcTBeHHs MPOAYKT TpAOBa Aa ce npeKpaTH NpH N0ABA Ha a/lepruiHAa DEaKIlHi,
ceep3aia ¢ BUTTAMOKC. CepHo3HHETE OCTPH peaKiHH Ha CBPBXYYBCTBHTEIIHOCT KEM MOKCH(UIOKCALHH
H/IM KbM HAKOA JpYyra OT ChbCTABKHMTE HAa MPOAYKTa MOTaT X2 W3HCKBAT CIICNIHO JieueHne. Kucnopon 1
APYTH HAMUHH 32 MOAMbPKAHE Ha AAIIAHETO TPSOBA Ja ce [PAN0XKAT, KbAETO € KIIHHHYHC 10Ka3aHo.

Kakro 1 npu apyrn aHTH-HH(EKUHO3HM CPEICTBaA, IPOABIDKHTE/IHATA YIOTPEOa MoXe Ja JoBeae A0
CEBPXPAcTEX HA HEYYBCTBUTEIHH OPraHH3IMH, BKIIOUMTENHO ¥ TbOmakH. [Ipy nogea na cynepundexiusa,
yooTpebara TpaOBa fa ce npeyCTaHOBH M 12 Ce 3all04He AJITCPHATHBHA Teparys.

[pu cucTeMHa Tepanud ¢ payOpoXHHONOHH, BKJTIOUHTEIHO H ¢ MOKCUGIIOKCAllHH, MOXKE Ja CE NOSBH
BE3NANECHHE H PYNITYPd Ha CYXOXKHIHE, 0cOOSHO NP NO-BH3PACTHH NAIMEHTH H TAKMBA, NeKYBaHH
eHOBPEMEHHO ¢ KopTHKOoCcTepouam. Cnen ouno npwioxkenue na BUI'AMOKC, nnasmennre
KOHLICHTPAMAH Ha MOKCH(IOKCAIlHH ¢4 MHOTO NO-HUCKH, OTKONKOTO CJIe/ MPHEM Ha TEPaneBTHYHH
nepopanHi 031 MOKCA(pIOKCAHH (B3, ToUKa 4.5 1 5.2), BBIIPeKH ToBa TpAOBA 1a ce MOAXO0XKAa ¢
BHMMaHue H tedeHnetro ¢ BUI'TAMOKC tpabBa na ce mpeKpaTH NpH MBPBHTE NPH3HAINM Ha Bh3MaJiCHAE
Ha CYX0xuIHeTO (BX. TOUKa 4.8).

BHUI"AMOKC ne Tpabsa aa ce w3mnor3ea 3a NpoQHJIAKTHKA HIH EMIAPHYHO JE€YCHHE Ha TOHOKOKOB
KOHIOHKTHBHT, BKJI. H rOHOKOKOBA Oy TAlMHA Ha HOBOPOACHOTO, MOPAAH MMPOKOTO PA3NPOCTPAHSHUE HA
$pAyopXHHOAOH-PE3NCTEHTHH IamMOBe Ha Neisseria gonorrhoeae. IlanpeHTHTE C OMHA HHPEKIWH,
NpHMHHEHH OT Neisseria gonorrhoede, TpaOBa ga 0baT NOLI0XKEHA HA MOAXAIIULO0 CHCTEMHO JICYEHHE,

[MauuenTtute Tpa6Ba na 6baaT HACTPYKTHPAHH Ja HE HOCAT KOHTAKTHH JCUIH B CXy4al Ha npy3
CHMITOMH Ha GakTepuanua ouHa uHdexius. “




[leauaTpH4Ha Nonynaius
Hanuure 3a edpukacaocT u 6ezonacHocT Ha BUI'TAMOKC npu nedyeHue Ha KOHIOHKTHBHT NpH

HOBOPOJEHH Ca MHOT'O orpannucHH. [Topasd T0OBa, He ce NpenopbYBa ynoTpebara Ha TO3H TeKapCTBEH
NPOAYKT 3a JledeHHe Ha KOHIOHKTHBHT IIPH HOBOPOJCHH. |

Hoesoponeunure ¢ ophthalmia neonatorum tpsioBa na 6b0aT NOANOMKEHH HA JCYCHHE, TOAXOAAIIO 32
TAXHOTO CBCTOAHME, BKJL. M CHCTEMHO JICHEHHE B CIydaHTe, NpH4YaHeHH oT Chlamydia trachomatis anu
Neisseria gonorrhoeae.

JlexapcTBEeHHAT IPOAYKT He c€ MPENMOpPhYBa 3a euenne Ha Chlamydia frachomatis IpA NaHEHTH Ha
BB3pacT NOA 2 FOAHHH, Thif KATO HE € OLCHABAH IIPH TAKHBA MALHEHTH. I1alHEHTHTE HA BB3pacT Hajl
2 roJTUHH C OYHH MHbeKIMH, TpHuHHeny ot Chiamydia trachomatis TpaOBa fa 6b1aT NOANOXEHH HA
NOAXOAALIO CUCTEMHO JISUSHHE.

4.5 BsammojaeiicTBHE ¢ JPra JEKAPCTBEHE NPOAYKTR B APYTH GOPMH Ha Bsanuonéﬁcnﬂe

He ce npoBexiaun crenmupudHy npoydranns 3a Bzanmoseiictasuara ¢ BATAMOKC 5 mg/ml kanku 3a
ouH, pa3TBop. Karo ce uma npeBi HUCKATA CHCTEMHA KOHLIEHTpanus Ha MOKCH(JIOKCALHH CIIEA
NIOKAITHO OYHO IPHIOKEHHE Ha JISKAPCTBEHHA IPOAYKT (BXK. TOYKA 5.2), JIGKAPCTBEHH B3aUMOIEHCTBHA Ca
MaJIKO BEPOSTHH.

4.6 @epruanrer, OpeMERNOCT H KbPMERE

BpeMeHHOCT

JIMIICBAT WM UMa OTpaHHYeHH AaHHH OT ynotpebata Ha BUTTAMOKC npu OpemeHHH xenn. [Topazu
He3HAYHTETHATA CHCTEMHA EKCIIO3HIMA Ha MOKCHQIIOKCALMH He C€ 04aKBaT eheKTH BhPXY

- OpeMeHHOCTTa. JIeKapCTBEHHAT IPOAYKT MOXKe [1a ce H3TO/I3Ba NO BpeMe Ha OPEMEHHOCT.

KepmeHe
He e m3BectHO nann Mokcudiokcanun/Metabonuture ce oTensT B kbpMaTa. [IpoyuBanusTa rnpH

*MBOTHM [TOKA3BAT OTHEAAHE HA HHCKH HHBA B MIIAKOTO ClIe]] TTEPOpaHO IIPHAOKEHHE Ha
MokcupaoxcauuH, ITpu Tepaneptuunn o3 Ha BUTAMOKC He ce oyakpaT eekTH BbpXy KEpMaYeTo.
JlekapcTBEHHAT MPOAYKT MOXKE a C€ H3MOM3BA 110 BpeMe Ha KbpMCHE.

DepTHIUTET
He ca npoBexaany npoyusanus 3a OLEHKA Ha edexTa oT ouHoTo npunoxkerune Ha BUI'AMOKC sbpxy

depTHINTETA.

4.7 EdexTH pbpxy cnocobroctTa 338 modpupane H pabora ¢ MAIHHE

BHI'AMOKC ue noBnHsBa HIH IOBJIHARA NpeHeOpexuMo cOcOOHOCTTa 3a mwodupane u pabora ¢
MAaIMHH, 00aye KakTo NPH BCHYKH KankHy 3a OYH, BpeMEHHO 3aMBbI/IABAHE HA 3PSHUETO HIIH APYTH
3PHTEIHH CMYIIEHHA MOTAT Ja NOBIHAAT CMocoOHOCTTa 3a wodupaHe WiH padoTa ¢ MaIIHHK. AKO IPH
TIOCTABAHETO HA JIEKapCTBEHHA IIPOAYKT 3PEHHETO CE 3aMBITIH, TALIMEHTHT TPAOBa Ja H3yaka AOKATO
3PEHNETO Ce TIPOACHH, [TpeaH Ja 1nodupa i aa paboTH ¢ MAIIMHHU.

4.8 Hexeaann JeKkapcTBEeHH PeaKkHA

O606menue Ha npoduna Ha He30NaCHOCT

karo 1 900 oT Te3n nauHeHTH ca moJiydaBaiy edeHue 3 eTH aHeBHo. L{dnara nonyn‘_i
6e30MacHOCTTa, KOATO € MONAYyYaBalia JIEKapCTBEHH NPOAYKT, ce ¢bcTor oT 1 389 n
Kanana, 586 naumentH ot Anonna u 277 naudedTH ot Uuaua. I1py waTo eqxo or ki
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NPOY4YBAHHA HE Ca JOKIAABAHH CEPHO3HH OYHH HIIH CHCTEMHM HEXENaHH peaKIiHH, CBBP3aHu C
JeKapcTBEHHs MpoaAyKT. Hali-decTo crobiiaBaHUTE HeXEIaHH PeakiiH, CBBP3aHH ¢ TEYEHHETO C
BUT'AMOKC, ca ouno apasHeHe u 0olka B OKOTO, BE3HHKBAIOH ¢ o01Ia vectoTa or 1% no 2%. Tesu
PEAKIIHE €A C YMEPeHa TexecT npH 96% oT nanues1mTe, P KOUTO Ca ¢ NOSBHIH, KaTo CaMo NpH
1 maumeHT ce € HanoXKUIO NpeKpaTIBaHe Ha JIEYCHRETO.

Tabauano 0600meHAe Ha HEXENAHHTE DEAKIIMH

ChneaHaTe HEXENAHH PEaKUMH ca MPYNHPaHH CHINIACHO CJICAHATa KOHBEHUMA: MHOrO YecTH (=1/10), yectn

(>1/100 po <1/10), mexectn (=1/1 000 no <1/100), peaxu (>1/10 000 no <1/1 000), MrOrO peaKH

(<1/10 000), unu ¢ HEH3BeCTHA 9ecTOTA (OT HAIHYHHTE JAHHH HE MOXeE Aa ObJie HanpaBeHa oneHka). [1pu

BCHKO TPYIIHPAHE B 3aBHCHMOCT OT 4€CTOTaTa, HEXCMAHHTE ICKAPCTBCHH PCaKIHH CC H36PO}IB&1T B
HH3XQUII pEd IO OTHOLICHHC HA TAXHAaTa CECPHO3HOCT.

C Hen3BecTHA
JyecToTa

CHeTeMO-0pranan KIacoBe YecroTa Hexenasn peaknayd
HapyunieHns Ha KpBBTa H Penxu HaMaJIeH XeMOTJIoOHH
JMMpHaTa cHCTEMA
HapyineHnus Ha HMyHHATa C HeH3BecTHA CBPBXYYBCTBUTEITHOCT
CHCTEMA 4ecToTa
HapymeHns Ha HepBHATA CHCTEMA Heuectn rnapobonue
Penxn napecre3us
C Hem3BecTHA 3aMAagsHOCT
4ecToTa
Hapvinenus Ha ouute Yectt Oonka B OKOTD, OYHO APa3HCHE
Heuectn TOYKOBHIESH KEPATHT, CYX0TA B
OKOTO, KOHIOHKTHBAJIHA XeMoparus,
O4YHA Xe[EPeMHA, O4YeH NPYPHTYC,
OTOK HA KJIenaya, OueH
AUcKoMopT
Penxu JedexT Ha pOrOBHYHHSA eNHTEN,

HapyILIEHHS HA POTOBHLATA,
KOHIORKTHBHT, Gnedapur,
NIOAYBaHe Ha OKOTO, OTOK Ha
KOHIOHKTHBATA, 3aMBIIICHO 3pEHHE,
HaMmaJeHa 3pHTe/IHa OCTpOTa,
ACTEHOIIHA, EpUTEM HA Kierada

eHOO0¢TANIMHAT, A3BEH KEPATHT,
€po3HA Ha pOroBHLATA, a0pa3Ho Ha
POroBHIATA, YBETHYEHO BETPEOUHO
HaNAraHe, IOMbTHABAHE Ha

pPOTOBHLIATA, POrOBHYHH
HHUIITPATH, OTAr




OT/ICTIAHE Ha CEKPET OT OKOTO,
yCelllaHe 3a YYKA0 TAJIO B OYHTE

P ki e o |

CopaeyHu HapylIeHAs C HeusBecTHa cbpuebueHe
| 7eCTOTa
PecnupatopHu, rphAHH H Penxu HasajeH AuckoMQpopTt, dapHHro-
MEAHACTHHANHH HapyIIeHHA napHaHreaiHa 6onka, ycemane 3a
YyKIO0 TSUIO (rBpIIo)
C HeusBecTHA NuCITHes
4ecTOTa
CromaliHo-4pesHY HapyIIEHHA Heuecrn TUCTey3us
Penxu | moBpBINaHE
C neusBecTHa rajicHe
9eCcTOTa
XenarobuauapHd HapyIeHHS Pepxn MOBHINCHA alaHHH-

aMHMHOTpaHc(Epa3a, 1I0BHIIEHR
rama-riayTaMuiaTpatcdepasa
HapyuieHns Ha Koxara u C sens3BecTHA epuTeM, o0puB, IpYPHTYC,
HOOKOXKHATA THKaH 4ecTOTa ypTHKAPHA

Onucanke Ha N30PAHH HEXCHAHA PDeaKLHH

[Tpu nandeHTH, NONYYABAH CHCTEMHO JIEYEHHE C XHHOJIOHH, HMa ChOOIIEHHS 334 CepHO3HU M MOHAKOra
daTanHH peaklHy Ha CBPBXYYBCTBHTEAHOCT (AaHAQUIAKTHYHH ), HIKOHM, BRIHHKBAIH CNel TFpBaTa K034a.
Hakon ot peaknnute ca 6WH CHIPOBOISHH ¢ KAPOHOBACKYNapeH KoJainc, 3aryba Ha ch3HaHHe,
aHTHOEAEM (BITIOUHTENHO JapuKreaneH, papunreanct uid dagnaneH oTok), 0OCTpyKIHs Ha
AMXaTeJHUTE MbTHIIA, AUCIIHEN, YPTHKApUA B chpOek (BX.TOUKA 4.4).

[Ipu nanuenTH, MOTyYaBaNM CHCTEMHO JiedeHHe ¢ MIyOPOXHHONOHH, HMa CHOOIIEHNA 3a PyNTYPH Ha
CYXO0KH/IHA Ha paMOTO, pbKaTa, AXHJIECOBOTO HJIM APYTH CYXOXKHINA, KOHTO H3HUCKBAT XHPYPTHYHO
Bb3CTAHOBABAHE HIIH BOAAT OO TpaiiHa HHBATHAHOCT. [IpoyyuBanHsATa H TOCTMAPKETHHI'OBHSA OIIHT CBHC
cHCTeMHH JNYOpOXHHOJIOHH NOKA3BaT, Ye PUCKBT OT TE3H PYNITYPH MOXKE Aa ce MOBHINH MpPH NalUeHTH,
MoJy9YaBalild KOPTHKOCTEPOUIH, OCODSHO NIPH repUATPHYHH MAlHEHTH H# IPH CYXO0XHIHA, MOATONEHH Ha
rOJAAMO HaNpekeHHe, BRIIOYHTENHO AXHIECOBOTO CYX0XKHIIHE (BXK.TOUKA 4.4).

[leanaTpu9aHa nonynanus

[Tpu KTHHAYHH H3NUTBaHHA € JoKa3aHo, 4¢ BUI'TAMOKC e 6e3onaceH IIpH neAHATPHYHH NallHEHTH,
BKMOYKTENHO W TIPH HOBOPOAESHH. 11pH nauneHTH Ha BB3pacT NoA 18 roauHy, AseTe HAH-YECTH REXEIAHA
PEeAKI[HH ¢4 0YHO Apa3HeHe H 00JIKa B 0KOTO, HacTLIBAIIH ¢ 4ectoTa 0,9%.

Ha 6a3a Ha JaHHHTE OT KIHHUMHHATE H3NHTBAHAA, IPOBEICHHU ¢ NeAHATPHYHH NalHe
HOBOPOAEHH (BXK. TOYKa 5.1), BHABT H TEXKESCTTa HA HEXEJIAHUTE PCakIiH MPH 1€
ca nonoOHH HA Te3M MPH Bh3PACTHH.




Crobuapane Ha MOAQ3APAHH HEXENAHH peakIN

Cpob1asaneTo Ha NOJO3NPaAHH HEAENaHY PEAKUMHE Ccliell pa3pellaBane 3a ynoTpeda Ha nexapcTBeHHs
MPOAYKT € BAKHO. TO NO3B0JIMRA Ja [IPOABIKH HabmoneHueTo Ha ChOTHOMICHUETO NOI3a/PUCK 32
JIeKapCTBEHHA NPOAYKT. OT MEIHIHHCKHTE CIICIHAIHCTH CE€ H3HCKBA Ja Cho0IMaBaT BCAka noA03upanHa
HeXKeNaHa peaKliis 9pe3 HAHOHAIHHA perylIaTopeH OpraH Ha ajpec:

bruiarapus

HampnHATeNHA areHIHA IO JIeKapeTRaTa
yn. ,,Jdamsan ['pyes” Ne 8

1303 Codus

Ten: +359 2 8903417

yeGcalit: www.bda.bg

49 Ipenozmpane

OrpaHuveHHAT KanalMTeT Ha 3a0bpXaHe Ha KOHIOHKTHBAIHHUS CaK 3a OTAIMONIOTHYHHTE MPOAYKTH
IpaKTHYECKH H3KMo4YBa npeao3npanero Ha BUITAMOKC,

I{4107T0 KOAMYECTBO Ha MOKCH(NOKCALMH B €4Ha OT1aK0oBKa € NPeKancHO Manko, 3a Ja NPHIHHH
HEXENaHU JICKAPCTBEHH peakiiiu clel cnydaiiHo MorrsInaHe.

5. ®OAPMAKOJIOrHYHM CBOHCTBA

5.1 ®apMakoIHHAMHAYHH CBOHCTRA

dapmakoTepanesTHdHa rpyna; OQTaIMONOTHYHH CPEACTBA; MPOTHBOHH(PEKIIMO3HH CPEACTBA, APYTH
npoTHBOoMHpeEKIHO3HH cpencrpa, ATC koa: S01A EO07

MexaHnu3soM Ha AelicTere:
MokcH{IoKcaluyH, YeTBBPTA reHepanus giyopoxnHoiot, nogrucka JIHK rupasa u Tomonzomepasa IV,

HeoOxonumu 3a Gaxrepuanuara [JHK pennukanus, Bb3¢TAHOBSABAHE H peKOMOHHALHS.

PesucrenTHOCT:

Pe3ancTeHTHOCTTA KM (PIyOPOXHHONIOHHTE, BKIIYHTENHO H MOKCH{UTOKCAUHH, OCHOBHO HAacThIBa 4pe3
XPOMO3OMHH MYTalliiH B reHdte, koaupaiy JIHK rupasata u rononsomMepaza [V. [lpu rpam-
OTPHIATENHHTE DaKTepHy, pe3HCTEHTHOCTTA KbM MOKCH(IOKCAHH Moxe Ja Oble nopaau MyTallHH B
mar (MHOXeCTBeHa aHTHOHOTHYHA PE3UCTEHTHOCT) H gnr (XHHOJOHOBA PE3HCTEHTHOCT) 'EHHH CHCTEMH.
Pe3ncTeHTHOCTTA € CBIIO TaKa CEbP3BAHA M ¢ eKCIpecus HA DakTePHANHUTE eqUIYKC NPOTEUHH H
HHAKTHBHpaHe Ha eH3uMH. KpBhCTocaHa pesHCTEHTHOCT ¢ feTa-nakTaMuTe, MaKpOJIHAHTE H
AMHHOTIIMKO3HIUTE HE C¢ OYAKBA NOPaaH Pa3NHKHTE B HAYHHA UM Ha JeHCTBHE.

TecTBane 33 YYBCTBHTENHOCT I'DAHHYHH CTOHHOCTH

HsamMa dpapMakonoriuHy JaHHH, CIIOCTABALIA KIHHHYHHA H3X07 3a MOXUUIOKCALMH, IPHI0KEH KATO
nokaneH arent. Karo pesynrar Epponetickata KoMucus no H3nuTBaHe Ha BHTAMHKPOOHATA aKTHBHOCT
(EUCAST) mpeanoku clienHuTe enHaeMHONoOrndHe rpadnyaH croiiiocte (ECOFF mg/l), monyuenn ot
KPUBHTE Ha pastpeaeneaue Ha MIC, na mokassaT YyBCTBHTEIHOCTTA KbM JIOKATHAA MOKKH(IIOKCALHH.,

Corynebacterium ND
Staphylococcus aureus 0.25 mg/l
Staphylococcus, coag-neg., 0.25 mg/l




Streptococcus pneumoniae 0.5 mg/l

Streptococcus pyogenes 0.5 mg/l
Streptococcus, viridans group 0.5 mg/l
Enterobacter spp. 0.25 mg/l
Haemophilus influenzae 0.125 mg/l
Klebsiella spp. 0.25 mg/
Moraxella catarrhalis 0.25 mg/l
Morganella morganii 0.25 mg/l
Neisseria gonorrhoeae 0.032 mg/l
Pseudomonas aeruginosa 4 mg/
Serratia marcescens 1 mg/l

PaznpocTpaHeHneTo Ha NpHAOOHTATA PE3UCTEHTHOCT 3a OTNPEAC/IEHH BUAOBE MOXE J1a BApHpa
reorpa)CKH H BB BPEMETO, M € XKeNaTelIHO /1a HMa MecTHa MH(opMaITHs 38 pe3HCTEeHTHOCTTa, 0c00eHo
[IpH ie9eHUe Ha TeXKU HHexkni. Moxe na ¢e NOTHPCH €KCIIEPTHO MHEHME, KOraTo JOKAIHO
nmpeobnanaBainaTa pe3UCTEHTHOCT € TaKaBa, de MoJ3aTa OT MOKCHQUIOKCAIHH TIPH HAKOH BHAOBE
HHpEKUHH € CEMHHTEIHA.

OBHKHOBEHO YYBCTBHTEJIHHA IIJAMOBE

Aepo6an I'paM-oA0KRTEIHE MEKPOOPraHH3IMH:
Corynebacterium species BIIIIOUHTEIHO
Corynebacterium diphtheriae
Staphylococcus aureus (1yBCTBUTEIHH KbM METHIHIIHH)
Streptococcus pneumoniae
Streptococcus pyogenes
Streptococcus viridans Group

Aepo6un I'paM-oTpERaTERIHE MEKPOOPTaHH3MH:
Enterobacter cloacae
Haemophilus influenzae
Klebsiella oxytoca
Moraxella catarrhalis
Serratia marcescens

AnaepoOHH MEKPOOPIAHA3MEA:
Proprionibacterium acnes

JApyra MEKpOOPrafna3IMu:

Chlamydia trachomatis

BAJIOBE, 3A KOUTO NNPHAOBUTATA PEIMCTEHTHOCT MOXE /A E IIPOBJIEM

Aepobun I'paM-noN0KHTEIHAE MEKPOOPraga3IMA:

Staphylococcus aureus (p€3NCTEHTHH KbM METHLMIHH)

Koarynazo-orpuuarenuu Staphylococcus species (pe3MCTEHTHH KbM METHIHIIHH)
Aepolaf I'paM-~0TPROATENHE MEKPOOPragHIMHA;

Neisseria gonorrhoeae

Apyra MHKpPOOPragH3MH:
Hama




OPTAHHM3MH C HACJIEAEHA PE3UCTEHTHOCT
AepobaB I'paM-0TPHEOATEIHR MEKPOOPranH3IMA.
Pseudomonas aeruginosa

Apyra MHKpPOOPTARA3IMHE:
Hama

5.2 ®apmaxkoknAeTHYHH CBOicTBA

Cnen nokaino ouno npunoxesne a BA AMOKC, mokcudnoxcalin ce abcopdupa B CHCTEMHOTO
KpbBooOpamenne. HsMepeHn ca mnasMeHUTE KOHLIEHTPallHK Ha MOKCH(AOKCALHH NpH 21 MBKE H KEHH,
MOJTy4aBaAIH JIOKAIHO 04HO nprioxeHne Ha BUT'TAMOKC B aBere 04H 3 TbTH AHEBHO B NMPOXBLIDKEHHE
HA 4 auu. Cpeguure Coa 1 AUC B CTAIMOHAPHO CHCTOAHUE ¢ ChOTBeTHO 2,7 ng/ml 1 41,9 ng-hr/mi.
Te3u cTORHOCTH Ha eKCIIO3HLHA ca nprOnu3uTenHo 1 600 1 1 200 MbTH Mo-HACKU OT CPEAHATE Crax H
AUC, noknaipaHH cliell TepaneBTHYHY nepopanHH 1034 oT 400 mg MokcHdnokcauuH. IlnasMeHuaT
NOJIY;KMBOT Ha MOKCH(IOKCALMH € H3yHcieH Ha 13 vyaca.

5.3 IlpeaknaRnvYHE JaHHN 3a 6e3onMacHOCT

TTpu HEKNHHUYMHHTE MPOYYBAHHA camo TP eKCIO3HLHM, 32 KOHTO C€ CHHTA, Y€ ¢a B JOCTaThYHA CTENEH
NO-IOJIEMH OT MAKCHMAJIHATA EKCNIO3HIHS [IPY X0pa ciej IPUIOKEHHE B OKOTO, ce HabniozapaTt edexry,
KOHTO MOKA3BAT MaJIKO 3Ha4YeHHe 3a KITHHAYHATA ynoTpeda.

KakTto u npH Apyrure XHHOJIOHM, MOKCH(DIOKCALHHA CHILO Taka € PTEHOTOKCHYEH in vilro NipH 6aKTepHH H
kneTky Ha 6o3aitnnm. Thi kaTo Te3H epeKTH MOTAT Ja C€ NPOCHEAAT M0 B3aNMOAEHCTBHATA C
DaKTepHAIHATA THPa3d 1 SHAYMTEIHO NMO-BUCOKUTE KOHIICHTPAUy HOpany B3auMoaelicTareTo ¢
tonousnoMepasa Il B kneTknTe Ha O03aliHuH, MOXE Aa ¢e AONYCHE, Y€ CBINECTBYBA NMpar Ha
T€HOTOKCHYHOCTTA. BBIIpexH BHCOKHTE J03H MOKCH(UIOKCALMH, NIPH in Vivo HITHTBAHUA HE MOXE J1a ce
OTKpPHE JOKa3aTeJICTBO 38 reHOTOKCHYHOCT, TepaneBTHYHHTE 103K IIPH X0Pa H3TMOI3BAT CIICIOBATENHO
aJlekBaTHa rpannna Ha 6ezonacHocT. He ¢ HabmonaBaHa HHAHKAIHA 32 KapiiHOreHeH e(eKT NpH
HavaneH MOJACI Ha [IPOH3BEXIaHE NTPH ILTbXOBE.

3a pa3iHKa OT APYrdTe XHHOJOHH, MOKCH(IOKCAUMH He [MoKa3Ba (OTOTOKCHYHH H POTOTEHOTOKCHYHH
CBOMCTBA NIPH CKCTEHIHBHH iR Vifro B in vivo npoy4YBaHus.

6. ©®APMALIEBTHYHH JAHHH

6.1 CrhoHchk A NOMOIIHETE BEMIECTBA

HarpueB X1opua

bopHa kucennHa

X10poBOAOPOAHA KUCETHHA W/ HITH HaTPHEB XHAPOKCH] (3a kopekuHa Ha pH)
[Ipeuncrena Boaa

6.2 HechBMeCTAMOCTH

HenpunoxnaMmo.




6.3 Cpox aa roaHocr

3 roguHu

Jla ce H3XBBPAH 4 CEAMMIH CJIE] MBPBOTO OTBAPAHE.

6.4 CnemsaafH ycJOBHN HA ChbXPaneHHe

JlexapCTBEHHAT MPOAYKT HE U3MCKBA CHEIHATHH YCIOBHS Ha ChXPaHEHHE.

6.5 Bua A cLALPRAHAEES HA ONAKOBKATA

Bytinka ot 5 ml ¢ DROP-TAINER pasnpeacAHTeNHA CHCTEMA, ChCTOAINA €€ OT pO3padHH OyTHiKa H
a[LTHKATOP-KANKOMED OT MONHETHIICH ¢ HACKA INIBTHOCT H 6402 kanauka OT NOMHIPONHIeH. 3JamHTEH
NPBCTEH OKOJO Kanadxara Ha OYTHIKATA € IOCTABEH ¢ e NPeAOTBpaTaBaHe Ha (annuduKaius.

Bua onakoBka: KyTHS, ChIbpxkama 1 Oyrunxa
6.6 Coennandn npexnasHH MepKH npa H3XBLpasHe B pabora

HeH3non3BauuAT IEKapCTBEH MPOAYKT HITH OTNAXBYHHTE MATEPHANH OT HEro TpAOBa Aa Ce H3XBBPIAT B
CBOTBETCBHE C MECTHHTE HIUCKBAHUA.
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