BAHEOILIMH nopomiox Juist HApy>KHOTO IPUMEHEHHsI, TEKCT HHCTPYKIMHU (0JTHOBPEMEHHO JINCTKA-BKJIA/IbIIIA)

UHCTPYKIUSI
0 MeANIMHCKOMY NIPUMEHEHUI0 Npernapara
BAHEOILIMH®

Ha3BaHue J1eKapCTBEHHOI'0 CpeCTBA: EaHeOI_II/IH®.
MexayHapo/aHoe HeMATEeHTOBAHHOE Ha3BaHUe: OaluTpaIiuH + HEOMUITUH
®opMa BBIILYCKA: ITOPOLIOK JJIsI HAPYKHOTO IPUMEHEHUS.

Cocras

1 2 nopowika cooepacum:

AKTHBHBIC BEIIECTBA!

OarutparuH uHK — 250 ME;

HeomuIHa cyibdar — 5000 ME.

BcrnoMoraTensHble BEIIECTBa: TOPOIIKOBas OCHOBAa CTEPHIN30BaHHAs (KYKYpY3HBIH Kpaxma,
coJliepkamiuii He 6omnee 2 % MarHus OKCUIA).

Onucanme: MKW OSNBIN WK )KENTOBATHIN MOPOIIOK.

dapmakoTepaneBTHYeCKasi FPyNIA: IPOYHe AaHTUOMOTUKY JIJIsl HAPY)KHOTO MTPUMEHEHHUSL.
Koa ATX: DO6AX.

dapMakoJIOrn4ecKue CBoiicTBa

Dapmaxoounamuxa

baneonnH siBisieTcsi KOMOWHHPOBAHHBIM aHTHOAKTEPHAIBHBIM TIpPETapaToM, NpeaHa3HAYCHHBIM
UCKITIOUUTEIIHHO JJIS1 MECTHOTO ITPUMEHEHHS.

baHeonyH conep)kuT Ba OAKTEPHIIMAHBIX AaHTUOMOTHKA: HEOMHUITMH M OAITUTPALIUH.

BanuTpanua sBIsieTCsS MOMUMNENTUAHBIM aHTUOMOTHKOM, KOTOPBI WHTHOMPYET CHHTE3 KJIETOYHON
000JI09KH OaKTEpUH.

Heomuriun sBnsieTcss aMHHOTJIMKO3UIHBIM AHTUOMOTHKOM, KOTOPBIH HMHTHOUpPYET CHHTE3 OENKOB
OakTepuit.

Bamurtpariud akTHBEH TJIaBHBIM O00pa3oM B OTHOIIEHUU TPAMIIOJIOXKHUTEIBHBIX MHUKPOOPTaHU3MOB,
TaKMX KaK TEeMOJUTHYECKHH CTPEnTOKOKK, cradmiokokk, Clostridium spp., Corynebacterium
diphtheriae, Treponema pallidum, a Takke B OTHOIIEHHH HEKOTOPHIX TPAMOTPHUIATEIHHBIX
NaTOT€HHBIX MHKPOOPTraHM3MOB, Takux kak Neisseria spp. m Haemophilus influenzae. Crektp
NEHCTBUSL TIperapara BKIIOYAeT TaKKe AaKTHHOMHIETHI W (y300akTepuu. Pe3ncTeHTHOCTh K
OalUTpaLHy BCTPEYAETCs YPE3BBIUAIHO PEIIKO.

HeoMunmH  akTHBEH B  OTHOWICHWH  TPAMIIOJIOKUTEIBHBIX M TPaMOTPUIATEIHHBIX
MHUKPOOPTaHU3MOB, TaKMX Kak crapuiokokku, Proteus, Enterobacter aerogenes, Klebsiella
pneumoniae, Salmonellae, Shigellae, Haemophilus influenzae, Pasteurella, Neisseria meningitidis,
Vibrio cholerae, Bordetella pertussis, Bacillus anthracis, Corynebacterium diphtheriae,
Streptococcus faecalis, Listeria monocytogenes, Escherichia coli, Mycobacterium tuberculosis,
Borrelia u Leptospira interrogans (L. icterohaemorrhagicae). KomOunupoBanHoe npumeHeHue
OanuTpanHa ¥ HEOMHIIMHA O0ECTICUYMBACT MMUPOKUN aHTHMUKPOOHBIH CHEKTp, XOTS MpenapaTr He
akTuBeH B oTHomeHnu Pseudomonas, Nocardia spp., TpuOOB 1 BUPYCOB.

DapmaxoxkuHemuxa

[Tpu ucnonb30BaHUM 1O Ha3HAYCHHUIO baHeolnH AeicTByeT JTOKaIbHO B MecTe HaHeceHus. OIHaKo
B Cllydyac BCAChIBaHUSI TIIEPHOJ TOJYBHIBEICHUS M3 CHIBOPOTKH KpPOBH [UII HEOMHUIIMHA H
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BAHEOILIMH nopomiox Juist HApy>KHOTO IPUMEHEHHsI, TEKCT HHCTPYKIMHU (0JTHOBPEMEHHO JINCTKA-BKJIA/IbIIIA)

OaruTpamiHa COCTaBJISIET OKOJO0 2—3 dYacoB. [l oTHenpHBIX aKTHUBHBIX BemecTB baneormHa
NPUMEHHUMEBI Clenymue (papMakOKMHETHYECKHE JaHHble. BcackiBaHue OanuTpanuHa KOXKEH u
CIIM3UCTBIMU TMPAKTUYECKH OTCYTCTBYET. Te€M He MeHee, BCAaChlBAHHE JOJIKHO YUHUTHIBATHCS MpPU
HaJUYUHU OTKPBITHIX paH. HeOMUILIMH HE3HAUUTENIbHO BCACBHIBACTCS Yepe3 HEMOBPEXKICHHYIO KOXY,
HO OH OBICTPO BCAChIBAETCS Yepe3 KOXKY, He HMEIOIIYI0 POTOBOTO CJI0sI (S13BBI, paHbl, OKOTH H JIp.), U
yepe3 BOCMAJICHHYIO WIH MOBPEXKICHHYIO KOXKY.

TkaHneBass MEpEeHOCHUMOCTh XOpOIlasi, WHAKTUBALMA OWOJOrMYECKUMHU MPOAYKTaMH, KPOBBIO H
TKAaHEBBIMH KOMIIOHEHTAMHM HE OTMedaeTcs. Eciau mpemapaT HaHOCHTCS Ha OOIIMPHBIC YYaCTKU
MOpaXeHHsI KOXKU, CJeyeT MPUHUMATh BO BHUMaHHE BO3MOKHOCTh BCACBIBaHUS IperapaTa U ero
nociencteust (cMm. «IloOounoe nelicTBue», «B3aumoneiicTBue C JPyrUMH  JIeKapCTBECHHBIMH
cpenctBammy, «IIpotuBonokazanusi» u «Mepbl IPEIOCTOPOKHOCTH).

Iloka3aHusi K NpUMEHEHUI0

baneonnH moka3zaH Tpu WHQEKIMAX, BBI3BAHHBIX MHKPOOPTaHU3MAaMH, YYyBCTBUTEIBHBIMU K
HEOMHMIIMHY U (WJTH) OaruTparuHy.

BakrepuanbHble MHpEKINH KOKUA OTPAHMYEHHONH PACIHPOCTPAHEHHOCTH, TAKUE KaK: MOKHYILEE
KOHTarno3Ho€ HMMIIETUro, HMH(UIUpPOBaHHBIE TpOPUUECKHE S3BbI  HW)KHHUX  KOHEYHOCTEH,
MHQUIUPOBAHHAS dK3eMa, OaKTepPHAIbHBIN MEICHOYHBINH IEPMATHT, OaKTepPHATBHBIC OCIIOKHEHHUS TIPH
IIPOCTOM M OIOSICBIBAIOILIEM I'epIiece, BETPSHOU OCIIE.

IIpoduinakTuka nyno4YHou HH(PEKIUUH Y HOBOPOKICHHbIX.

IpopmiakTuka wuHPeKUUN MOCTe XHUPYPru4YecKHx (IepMaToOJOrH4ecKUX) BMeENIATeIbCTB:
nopomok  baHeouuH  MokeT  OBITh  HCIOJB30BaH Ui JONOJHHUTEIBHOIO  JICYEHHS B
MOCJIEONEPAlMOHHOM Tiepuojie (Tociie MCCeYeHUs, KayTepHu3alluu, JJIs JIeUeHHs TPEIIMH Ha KOXe,
SMU3UOTOMHUH, MOKHYIIIUX PAaH U I1IBOB).

IIpoTruBonokasanus
['umep4ayBCTBUTENLHOCT, K OamuTpanHy W (WJIM) HEOMHUIIMHY, JPYTHM  aHTHOMOTHKAM
AMHUHOTJIMKO3UTHOTO Psi/ia FITH KAaKOMY-JIMOO M3 BCIIOMOTaTeNILHBIX BEIIECTB Mpernapara.

Cne;[yeT I/I366I‘ aTb TPUMCHCHUS IIPU TSAKCIIBIX IMMOPAKCHHUAX 60JII>IHI/IX Y4JaCTKOB KOXH, TaK KakK
BCachIBaHHE TIperapaTa MOXKET MPUBECTU K OTOTOKCUYHOCTH, COTIPOBOYKIAIONICHCS TIOTepeH ciyxa.

He npumeHATs Npu BBIpaKEHHBIX HAPYIICHUSAX BBLACTUTEIbHON (PYHKIIMU BCIEACTBUE CEPACUHOMN WU
MOYEYHOU HEIOCTaTOYHOCTH M MMEIOLIUXCS J0 Hayalla JISYCHUS! MOPAKEHUAX BECTUOYISPHON /WM
KOXJICAPHOM CUCTEM B CIIy4asiX, €CJIM BO3MOXHO BCAChIBAHUE Mpernapara.

He ncnons30Bath B HAPYKHOM CITyXOBOM IIPOXO07Ie TpH nepdopaiun 6apabaHHOMH MEPEOHKH.
[Ipenapar Henb3s HAHOCUTH Ha IJ1a3a.

Mepbl Ipe0CTOPOKHOCTH

Henp3s nonmyckats nonagaaus baneorHa B poT, 0COOEHHO y AETEH.

HpI/I HCIIOJIb30BaAHUN B 034X, IMPCBBIIAOIHNX PCKOMCHIOBAHHLIC, HM3-3a@ BO3MOXKHOI'O BCACBIBAHUA
mperapara cleAayeT oOpamaTh BHUMAaHHE HAa CHMIITOMBI, YKa3bIBalolue Ha Heppo- u (WiH)
OTOTOKCHYHOCTh, 0COOCHHO Y MAIMEHTOB C (HEHPO)TPOPUUECKUMH S3BAMHU.
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BAHEOILIMH nopomiox Juist HApy>KHOTO IPUMEHEHHsI, TEKCT HHCTPYKIMHU (0JTHOBPEMEHHO JINCTKA-BKJIA/IbIIIA)

OTOT PUCK MOBBIIIEH Y MAIIMEHTOB C HApYIIEHUEM (PYHKIMY TIeYeHH U (WIK) 1oYeK. B cBsi3u ¢ 3TuM 110
Y BO BpEMs MHTEHCUBHOM Tepanuu baHEOIMHOM y TakuX MALMEHTOB PEKOMEHAYETCS! NPOBOJIUTH
AQHAJIN3bl KPOBU M MOYH, @ TAK)KE ayAMOMETPUYECKUE UCCIIEI0OBAHUS.

B cinyuae HekoHTponupyemoro BcachiBaHUs baHeonmHa criegyer oOpaTUTh BHUMAaHUE Ha
NOTEHIUAJIBHYIO BO3MOKHOCTD OJI0Ka/(bl HEPBHO-MBIIIEYHON MPOBOJUMOCTH, OCOOCHHO Y MaIEHTOB
C alMI030M, MHACTEHHEH TpaBUC WM APYrMMU HEHPOMBIIICYHBIMH 3a00JIeBaHUSMU. Y CTPAHUTD
TaKyro 0JIOKay MOKHO TP MIOMOIIH TPENapaToB KAIBIUS WX HEOCTUTMIHA.

[Ipu mMTENnsHOM HWCHONB30BaHUHM OCOOOE BHHMAHHUE CIIEAyeT oOpaliarh Ha Ype3MEpHBIH poCT
YCTOWYMBBIX MHKPOOPTaHW3MOB, 0coOeHHO TrpuOoB. Ecim Takoe mpowm3oWieTr, ciemyeT Ha3HAYHUTh
COOTBETCTBYIOIIIEE JICUEHHE.

[Tpu pa3BUTHH AJUIEPTUUYECKUX PEAKIUI WM CYTIEPUH(EKITUH JISYSHHE TIPErapaToM MPEKpaIaroT.

BepemeHHOCTH M IPyAHOE BCKApPMJIMBaHUE

Ecnu umeercst puck BcaceiBanusi baneornHa, BoO Bpemsi 06peMEHHOCTH U TPYJHOTO BCKAPMIIMBAHUS
CIIeIyeT YUUThIBaTh cienytomiee. [10106HO BceM IpyruM aMHUHOIIMKO3H1aM, HEOMUIIMH ITPOHUKAET
yepe3 IUTalleHTapHbI Oapbep. [Ipw CHCTEMHOM HCIOJIB30BAHMHM AMHHOTIIMKO3HIIOB B BBICOKHUX
J103aX OTMEYaIoCh MOBPEXKACHHUE CIIyXOBOTO arnrapaTa y mioja.

B cBsi3u ¢ 3TUM JaHHBIN npenapar clieqyeT IPUMEHSATh TOJIbKO B TOM CIy4ae, €Ciu MOTEeHIMaIbHas
M0JIb3a MPEBBIIIAET PUCK IS IJI0/A.

Bausinue Ha CIOCOOHOCTH YNIPABJIATH TPAHCIIOPTOM HMJIHM APYTHMH MeXaHU3MAMU
He usBecTHO.

Cnoco6 npuMeHeHus U 103bI

HapyxHo.

B3pocnbiM 1 AeTIM MOpPOLIOK HAHOCST TOHKUM CJIOEM Ha MOPa)KEHHbIE Y4acTKU 00bIYHO 2—4 pa3a B
cytku. Ecnu TpeOyercs, HakiIaapBatoT MoBsA3Ky. OOnacTh HaAHECEHUsI HE JTOJDKHA MpeBbimaTh 1%
IUIOIIA/IM IOBEPXHOCTH TeJa (IPUMEPHO COOTBETCTBYET pa3Mepy JaJ0HHU MalEeHTa).

JmuTenbHOCTD JICUEHHS HE JOJKHA MPEBbIIATh 7 JHEH.

Iayuenmor ¢ napywenuem yHkyuu neuenu/novex: NMPH HCIOIB30BAaHUU B J103aX, CYIIECTBEHHO
MPEBBIIIAIONINX PEKOMEHIOBAHHbIE, BCJIEICTBUE BO3MOYKHOTO BCAaChIBAaHUS AKTHBHBIX BEIIECTB,
ciemyer oOpaiaTh BHUMaHHWE Ha CUMIITOMBI, YKa3bIBaomue Ha HEDPo- U (W) OTOTOKCHYHOCTb.
PGKOMGH,Z[YGTCSI OpOBOAWUTDH aHAJIU3bI KPOBU U MOYH, a4 TAKKC ayJUOMECTPHUICCKUC UCCIICAOBAHU.
Jlemu: ciennaabHble PEKOMEH AU 110 JO3HUPOBAHUIO OTCYTCTBYIOT.

Hoowcunvie nayuenmsr (cmapwe 65 1nem): CIEUHAIbHBIE PEKOMEHJALUMU TO JI03UPOBAHUIO

OTCYTCTBYIOT.

Ilepeno3upoBka

IIpy wucnonb30BaHMM B J103aX, CYIIECTBEHHO MPEBBIIIAIONIMX PEKOMEH/IOBAHHBIE, BCIIEICTBUE
BO3MOXKHOTO BCACBIBAHMSI AKTHUBHBIX BEILIECTB, CIEAyeT oOOpamiaTh BHUMAaHHE HA CHMIITOMBI,
yKa3bIBarolye Ha Hepo- U (M) OTOTOKCHYHOCTb.

Ilo6ounoe neiicTBHE
[To6ounbie ad ekt  KIacCUPUIMPOBAHH B COOTBETCTBHM C CHCTEMaMH M YacTOTOW HX
BO3HHKHOBEHHSI CIIEIYIONTMM 00pa3omM: odeHb 4acteie (>1/10), gacteie (> 1/100, <1/10); HewacTsie
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BAHEOILIMH nopomiox Juist HApy>KHOTO IPUMEHEHHsI, TEKCT HHCTPYKIMHU (0JTHOBPEMEHHO JINCTKA-BKJIA/IbIIIA)

(>1/1 000, <1/100), penxue (>1/10 000, <1/1 000), ouens peakue (<1/10 000), yacToTa HEU3BECTHA
(HEe MOXKET OBITh YCTAHOBJICHA HA OCHOBE MMEIOIIUXCS TaHHBIX).

Hapymemm CO CmMOopoHbl ummynnoﬁ cucmemol

Penxue: MIpY HATMYHMH aJuIepruy Ha HeoMulidH B 50 % cimydaeB OymeT HaOIonaThCs
HepereCTHaH annepmﬁ Ha ,upyme AMUHOTJIMKO3UIHBIC aHTI/I6I/IOTI/IKI/I.
YacToTa HEU3BECTHA: 10 CPAaBHEHHWIO C BO3JICHCTBHEM Ha 3JIOPOBYIO KOXY INPH MPUMEHCHHH Y

MAlMEeHTOB C XPOHWYECKUM JIEPMaTo30M (Hampumep, C 3aCTOWHBIM
JIEPMATUTOM WIIM XPOHHYECKUM CPEIHMM OTHTOM) CEHCHOMIM3amusl KO
MHOTUM JpYI'MM TpernaparaM, BKJIIOYash HEOMHUIMH, Kak MpaBHJIO,
ycuimBaeTcsl. B HEKOTOPBIX citydasix MposIBICHHEM aJUIePTUH MOXKET OBITh
OTCYTCTBHE 3)KUBIISIONIETO 3¢ deKTa npenapara.

Hapywenus co cmopoHsl HepeHOIl cucmembl
YacToTa HEeU3BeCTHa:! MOBPEKICHNE BECTUOYIISIPHOTO HEPBa, HEHPOMBIIIeYHas OJI0KaIa.

Hapywenusa co cmoponul ciyxa u nadupunma
YacroTa Hen3BecTHa: OTOTOKCHYHOCTb.

Hapywenusa co cmoponul Kodicu u nOOKOIHCHbIX MKaHel

Penkue: aJJIepTUu, IPOSIBIIAIONINECS B OCHOBHOM KaK KOHTAKTHBIN JIEPMaTHT.

Yacrora HEU3BECTHA! JUINTENIbHOE HCIIOIb30BAaHUE MOYKET IIPUBECTU K PA3BUTHIO AIJIEPIUYECKUX
peakiuii, CONPOBOXKIAIOIIUXCS MOKPACHEHUEM, CYXOCThIO M LIENTyHICHUEM
KOXH, KOKHOM CBIIBIO U 3yAOoM. PacrpocrpaHeHue NOBPEXKIACHUNA WU
OTCYTCTBHUE 3KHUBIIIONMIETO APPEKTa MOKET OBITH POSBICHUEM AJIJICPTHH.

Hapywienus co cmoponsl noueK u mo4uesvle00auux nymeii
YacroTa Hen3BecTHa: HE(PPOTOKCUYHOCTb.

Ilpu nossnenuu nepevuucieHHbiX Ul UHbLIX, He YKA3AHHbIX 8 OAHHOM JUCTKe-8KIadblue, NODOUHbIX
peaxryuii He0O6X00UMO 0OPAMUMBCA K 8paY).

B3aumopneiicTBHe ¢ APYTrMMH J1eKAPCTBEHHBIMH CPeICTBAMH
B ciyuae BcachIBaHUSI aKTUBHBIX BEILIECTB COIYTCTBYIOLIEEe Ha3HAUEHHE 1Ie(aIOCIOPUHOB WU IPYTUX
AHTUOMOTHKOB aMHHOTJIMKO3UIHOTO Psiia MOXKET MOBBIIIATH HEPPOTOKCUIHOCTb.

OnHOBpEeMEHHOE NMPUMEHEHHE TaKUX AUYPETHUKOB, KaK STAKPUHOBAS KUCIOTAa MM (PypOCEMH], MOXKET
YCUJINBATh OTO- U HE(PPOTOKCUYHOCTb.

Korna nmeeT Mecto BcacklBaHUE Mpenapara, BBEACHUE HAPKOTUUECKUX CPEJICTB, AHECTETUKOB U (WIIN)
MHUOPETAKCAHTOB MOXKET YCUIINTh HEPBHO-MBIIICYHYIO OJTOKaTY.

YnakoBka
[To 10 r mopomka Jyisi HAPY>KHOTO MPUMEHEHHS B TIOJUATUIICHOBBIX OaHKAX C IMOJIUAITHIICHOBBIM

7103aTopoM; o 1 GaHKe ¢ MHCTPYKLUEH 110 METUIIMHCKOMY IIPUMEHEHUIO B KAPTOHHOM MayvKe.

YcaoBust XxpaHeHUs
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XpaHUTh B 3alIMIIEHHOM OT CBETa M BJIard MecTe MpH Temieparype Huxe 25 °C.
XpaHUTh B HEAOCTYITHOM JIJIsI IETE MECTE.

Cpok rogHoctu
2 roxa. He ucnonp30Bath nocjae UCTEUEHHs CPOKA FOJTHOCTH, YKa3aHHOT'O Ha YIIaKOBKE.

YcaoBus ornycka
bes peuenra.

Nudopmauus o npousBoauresie
®apmanoiituie @adbpuk Monrasut I'm6X, 3ansubeprimrpacce 96, 6067 Ab63am, ABCTpus.
Cannos I'm6X, buoxemumrpacce 10, A-6250 Kynanb, ABcTpus.
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Baneocin, cutaneous powder, prescribing information (and a package leaflet at the same time)

PRESCRIBING INFORMATION
BANEOCIN®

NAME OF THE MEDICINAL PRODUCT: BANEOCIN®
INTERNATIONAL NONPROPRIETARY NAME: Bacitracin+neomycin
PHARMACEUTICAL FORM: cutaneous powder.

COMPOSITION:

1 g of powder contains:

active substances:

250 I.U. bacitracin zinc;

5000 L.U. neomycin sulphate.

The excipients: aseptic powder base (maize starch containing not more than 2% of magnesium
oxide).

DESCRIPTION
Fine, white to yellowish powder.

PHARMACOTHERAPEUTIC GROUP
Other topical antibiotics. ATC code: DO6AX.

PHARMACOLOGICAL PROPERTIES

Pharmacodynamic properties

Baneocin is an antibiotic combination to be used locally only.

It contains two bactericidal antibacterial agents: neomycin and bacitracin.

Bacitracin is polypeptide antibiotic which inhibits synthesis of bacterial cellular membrane.
Neomycin is aminoglycoside antibiotic which inhibits synthesis of bacterial proteins.

Bacitracin is mainly active against Gram-positive micro-organisms, such as haemolytic
streptococci, staphylococci, Clostridium spp., Corynebacterium diphtheriae and Treponema
pallidum, and some Gram-negative micro-organisms such as Neisseria spp. and Haemophilus
influenzae. 1t is also effective against actinomycetes and fusobacteria. Resistance to bacitracin is
extremely rare.

Neomycin is active against both Gram-positive and Gram-negative micro-organisms such as
staphylococci, Proteus, Enterobacter aerogenes, Klebsiella pneumoniae, Salmonellae, Shigellae,
Haemophilus influenzae, Pasteurella, Neisseria meningitidis, Vibrio cholerae, Bordetella pertussis,
Bacillus anthracis, Corynebacterium diphtheriae, Streptococcus faecalis, Listeria monocytogenes,
Escherichia coli and Mycobacterium tuberculosis, Borrelia and Leptospira interrogans (L.
icterohaemorrhagicae). Broad-spectrum activity is achieved via the combination of bacitracin and
neomycin, although this combination is not active against Pseudomonas, Nocardia spp., fungi and
viruses.

Pharmacokinetic properties

When used as instructed, Baneocin acts locally at the site of administration. However, if
absorption should occur, the serum half-life for neomycin and bacitracin is around 2-3 hours.
With regard to the individual active ingredients of Baneocin, the following general
pharmacokinetic particulars apply:

There is practically no absorption of bacitracin by the skin and mucous membranes. However,
absorption should be considered in the presence of open wounds.
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Neomycin is only slightly absorbed through intact skin. However, neomycin is rapidly absorbed
through skin with no keratin layer (ulcers, wounds, burns etc.) and through inflamed or damaged
skin.

Tissue tolerance is good; there is no inactivation by biological products, blood or tissue
components. In the case the medicine is applied onto extensive skin lesions, consideration must
be given to potential absorption and its possible sequelae (see “Undesirable effects”, “Interaction
with other medicinal products”, “Contraindications” and "Special warnings and precautions for
use”).

THERAPEUTIC INDICATIONS
Baneocin is indicated in infections caused by pathogens susceptible to neomycin and/or bacitracin.
- Bacterial skin infections of limited extent such as:

weeping impetigo contagiosa, infected lower limb trophic ulcers, infected eczema, bacterially
infected nappy rash, bacterially infected herpes simplex, herpes zoster and varicella vesicles.

- Prevention of umbilical infections in neonates.

Baneocin powder may be used as an adjuvant therapy in post-operative care (excisions/
cauterisations, treatment of fissures, episiotomy, weeping wounds and scars).

CONTRAINDICATIONS
Hypersensitivity to bacitracin and/or neomycin, other aminoglycoside antibiotics or any of the
excipients of the medicine.

Use in severe, large-area skin injuries should be avoided, since absorption can cause ototoxic
side effects with hearing loss.

In the case of severe cardiogenic or nephrogenic excretory disorders and previous damage to the
vestibular and/or cochlear organs, do not use Baneocin if there is a possibility of absorption.

Must not be used in the external auditory canal if the eardrum is perforated.
Baneocin must not be used on the eye.

SPECIAL WARNINGS AND PRECAUTIONS FOR USE

Avoid getting Baneocin into the mouth, especially in children.

When higher than recommended doses are used—especially in the case of (neuro)trophic
ulcers—observe closely for nephrotoxic effects and/or ototoxic changes because of the
possibility of absorption of the medicine.

This risk is increased in patients with impaired liver and/or kidney function; therefore - in this
case - urine and blood tests as well as audiometric examinations are recommended before and
during intensive therapy.

In the case of uncontrolled absorption of Baneocin, consider the possibility of neuromuscular
blockade, especially in the presence of acidosis, myasthenia gravis or other neuromuscular

diseases. Calcium or neostigmine can counteract a blockade of this type.

In case of prolonged use, pay particular attention to overgrowth of resistant organisms, especially
fungi. If this occurs, take appropriate therapeutic measures.
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Discontinue the medication if allergies or superinfections occur.

PREGNANCY AND BREAST FEEDING

If possibility for absorption of Baneocin exists, the following should be considered in
pregnancy and during breast feeding. Neomycin, like all aminoglycoside antibiotics, can
cross the placental barrier. Damage to the hearing of the foetus has been described at high
systemic doses of aminoglycosides.

Therefore, the medicinal product should only be administered if the potential benefit exceeds
the risk to the foetus.

EFFECTS ON ABILITY TO DRIVE AND USE MACHINES
None known.

POSOLOGY AND METHOD OF ADMINISTRATION

For external use.

In adults and children, Baneocin powder is generally sprinkled sparingly onto the treatment site 2 -
4 times daily. Apply a dressing if required. Application area should not exceed 1 % of the body
surface (about the size of the patient's palm).

Duration of treatment should not exceed 7 days.

Patients with impaired liver and/or kidney function:

When substantially higher than recommended doses are used observe closely for nephrotoxic
effects and/or ototoxic changes because of the possibility of absorption of the active substances.
Urine and blood tests as well as audiometric examinations are recommended.

Children: there are no special recommendations on dosing.

Elderly (older than 65 years old): there are no special recommendations on dosing.

OVERDOSE
When doses substantially greater than the recommended doses are used observe closely for
nephrotoxic and/or ototoxic changes because of possible absorption of the active substances.

UNDESIRABLE EFFECTS
The undesirable effects are classified according to body systems and their frequency as follows:

Very common (>1/10)

Common (> 1/100 to <1/10)

Uncommon  (>1/1,000 to <1/100)

Rare (>1/10,000 to <1/1,000)

Very rare (<1/10,000)

Not known  (Frequency cannot be estimated from the available data)

Immune system disorders

Rare: If a neomycin allergy is present, cross-allergy to other aminoglycoside antibiotics
will also exist in about 50% of cases.

Not known: Compared with intact skin, sensitisation toward many different substances,
including neomycin, is generally promoted by use in chronic dermatoses (e.g.,
stasis dermatitis or chronic otitis media). Under certain circumstances, the allergy
may manifest merely as failure to heal successfully.

Nervous system disorders
Not known:  Vestibular nerve damage, neuromuscular blockade
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Ear and labyrinth disorders
Not known:  Ototoxicity

Skin and subcutaneous tissue disorders
Rare: Allergies that primarily manifest as contact dermatitis.

Not known: In case of prolonged use, allergic reactions such as redness, exsiccation of the
skin, skin rash and pruritus may occur. Spread of the lesions or failure to heal may
be allergic in origin.

Renal and urinary tract disorders
Not known:  Nephrotoxicity

If you get any of the listed side effects, talk to your doctor. Also talk to your doctor, if you get
side effects not listed in this leaflet.

INTERACTION WITH OTHER MEDICINAL PRODUCTS
If absorption occurs, nephrotoxicity can be increased in case of simultaneous administration of
cephalosporins or other aminoglycoside antibiotics.

Intensification of the oto- or nephrotoxicity is possible if diuretics such as ethacrynic acid or
furosemide are given simultaneously.

If absorption occurs, the neuromuscular blockade can be exacerbated by the use of narcotics,
anaesthetics and/or muscle relaxants.

NATURE AND CONTENTS OF CONTAINER
A PE container with a PE dosing unit contains 10 g of cutaneous powder. There is one container
with a package leaflet in a carton pack.

STORAGE
Protect from light and moisture. Store at the temperature below 25°C.
Keep out of reach of children.

SHELF LIFE
2 years. Do not use after the expiry date indicated on the package.

PRESCRIBING STATUS
Over the counter medicine.

INFORMATION ABOUT MANUFACTURER

Pharmazeutische Fabrik Montavit GmbH, Salzbergstralie 96, 6067 Absam, Austria.
Sandoz GmbH, Biochemiestrasse 10, A-6250 Kundl, Austria.
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