BAHEOIIVH mas3p 11 Hapy>KHOT'O IPUMEHEHHS, TEKCT MHCTPYKIMH (OJHOBPEMEHHO JINCTKA-BKJIAIBIINIA)

HHCTPYKIUSI
Mo MECIUIUHCKOMY IIPUMMEHCHMIO IIperapara
BAHEOIIMH®

HasBaHue JIeKapCTBEHHOTo cpeacTBa; baneomun”
MexkayHapoaHOe HeMATEHTOBAHHOE HA3BaHUe: OalUTPAIlH + HEOMUIMH
®opma BbINyCKA: Ma3b JJI HAPY>KHOT'O IPUMEHEHUS.

CocraB

1 r Ma3u conepKuT:

akxmusnvle sewecmea: dauntpau uuHK — 250 ME; neomununa cynsdar — 5000 ME.
Bcnomoeamenvuvie geujecmea: NaHOIMH, O€bIA MATKUHN MapaQuH.

Onucanue: )KeNTOBaTas TOMOI'€HHAs Ma3b CO CIIa0bIM XapaKTCPHBIM 3aIlaXOM.

dapmakoTepaneBTHYeCKAas IPYNIA: MPOYHe aHTUOMOTUKY AJIs1 HAPYKHOTO IPUMEHEHUS.
Kox ATX: DO6AX.

dapMaKoJIOrHYecKue CBOMCTBA

Dapmarxoounamuxa

baneonyH siBnsieTcsi KOMOMHHPOBAHHBIM aHTHOAKTEPHAIBHBIM TIPETIapaToM, MpeTHa3HaYeHHBIM
UCKITIOUYUTEIBHO JJIS1 MECTHOTO ITPUMEHEHMS.

baHeonyH conepkuT aBa OAKTEPHIIMIHBIX AaHTUOMOTHKA: HEOMHUITMH M OAIIUTPALIIH.

Barrpaiys sBiasieTcsl HONMUNENTHIHBIM aHTUOMOTHKOM, KOTOPbI MHTMOUPYET CUHTE3 KJIETOYHOM
000J104YKH OaKTepHil.

HeomunuH siBisieTcss aMUHOTIIMKO3U/IHBIM aHTUOMOTHKOM, KOTOPBIM MHIHOUPYET CUHTE3 OENKOB
OaKTepHil.

BauuTtpanmH  akTMBEH ~ IVIaBHBIM @ 00pa3oM B OTHOIIEGHHMM  I'PAMIIOJIOKHUTEIbHBIX
MUKPOOPraHMU3MOB, TaKUX KaK F€MOJIUTHYECKUHN CTPENTOKOKK, cTaduiiokokk, Clostridium spp.,
Corynebacterium diphtheriae, Treponema pallidum, a Takke B OTHOLIEHMH HEKOTOPBIX
rpaMOTpPULIATENbHBIX TATOTEHHBIX MUKPOOPIaHU3MOB, Takux Kak Neisseria spp. 1 Haemophilus
influenzae. CrnekTp neicTBUs mpemapara BKJIIOYACT TaKKe aKTMHOMMLETHI U (y300aKTepHuH.
Pe3ncTenTHOCTH K GalUTpalliHy BCTPEYAETCs YpE3BbIYAHHO PEAKO.

HeomunmH axkTMBeH B  OTHOUIEHHM TPAMIIOJIOKUTENBHBIX U TPaMOTPULATEIbHBIX
MUKpPOOPraHM3MOB, Takux Kak craduinokokku, 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).

KomOuHupoBaHHoe mpuMeHeHHe OauuTpalHa ¥ HEOMHUIMHA oO0ecleyuBaeT LIUPOKHIl
AHTUMHUKPOOHBIN CIIEKTp, XOTs Mpenapar He akTUBeH B oTHomieHuu Pseudomonas, Nocardia
Spp., FpuOOB U BUPYCOB.

DapmaxoxkuHemuxa

[Ipu wucnonp3oBaHMM MO Ha3HA4YeHHIO baHeOLMH AEWCTBYET JIOKAIbHO B MECTE HAHECEHHS.
OpHako B ciiydae BCAChIBaHHS TEPHOJ] TIOTYBBIBEICHHS U3 CHIBOPOTKH KPOBH ISl HEOMUIIMHA U
OanuTpaluHa COCTaBJSAET OKOJO 2—3 yacoB. Jlis OTAENbHBIX aKTHBHBIX BellecTB baHeoruHa
IPUMEHUMBI CIieAyroImune papMakKOKHUHETHIECKHE JaHHbIe. BcackiBaHne OanuTpannHa KOXel u
CJIM3UCTBIMU MPAKTUYECKU OTCYTCTBYET. TeM He MeHee, BCaChIBaHHE JIOJKHO YUUTBHIBATHCS MPU
HAJIMYUUA OTKPHITBIX paH. HeOMWIIMH HE3HAYMTEIHHO BCACHIBACTCS UYEpe3 HEMOBPEKICHHYIO

02 oxTs16ps 2015 . CDS_Bacitracin Neomycin_topical v02 05 2015 Crp. 1 u3 5



BAHEOIIVH mas3p 11 Hapy>KHOT'O IPUMEHEHHS, TEKCT MHCTPYKIMH (OJHOBPEMEHHO JINCTKA-BKJIAIBIINIA)

KOXXY, HO OH OBICTPO BCACBhIBA€TCsl 4epe3 KOXKy, HE MMEIOILYI0 POTOBOIO CJIOs (S3BBI, PaHBI,
O’KOTH U JIp.), U 4epe3 BOCHAJICHHYIO UJIU MOBPEKICHHYIO KOXKY.

TkaHeBass MEPEHOCHUMOCTb XOpOIasi, UHAKTUBAIMs OMOJOTHYECKUMHU HPOJYKTaMHU, KPOBBIO U
TKaHEBBIMU KOMIIOHEHTaMHU He oTMeuaeTcs. Ecinu nmpenapat HaHOCUTCS Ha OOIIMPHBIE YYaCTKU
HOPAXEHMsI KOXKH, CIENYeT NPUHUMATh BO BHUMAaHHE BO3MOKHOCTb BCachIBaHMs IpernapaTta u
ero nocneacteus (cM. «Ilobounoe aeiicTBue», «B3aumoaeicTBue ¢ IpyrumMu JIEKapCTBEHHBIMU
cpenctBammy, «IIpotuBonokasanus» u «Mepbl IPeJOCTOPOKHOCTH).

Iloka3zanus K NPUMEHEHHIO

baneonnH moka3aH mpu WHQEKIUSAX, BBI3BAHHBIX MHUKPOOPTaHW3MAaMH, YyBCTBUTEIBHBIMU K
HEOMUIIMHY U (1n) 6auuTtpanuny. ¢ deKTuBHOCTh Ma3u baHeoH ycuiuBaeTcsl HalloKeHHEM
TIOBSI3KH.

- Ouazogvle uHgexyuu Koxicu, Hanpumep.

GypyHKYIBI, KapOYHKYJIBI (TIOCTIE ONIEPATHBHOTO JICYCHUS ), CTAUIOKOKKOBBIA CHKO3, TITyOOKHH
(GOJUTUKYIIUT, THOMHBIN TUAPAJICHUT, TAPOHUXHSL.

- bakmepuanvhvle unghekyuu Kodcu 02paHuueHHoU pacnpoCcmpaHeHHOCmu, Hanpumep:
KOHTaruO3HO€ MMIIETUI0, WHQUIMPOBAHHBIE $3Bbl HW)KHHUX KOHEYHOCTEH, BTOPHYHO
UHQUIMPOBaHHAS dK3eMa, BTOpUYHAsT HH(MEKINS MPU JepMaTo3ax, mope3ax, cCaJnHaxX, 0XKorax,
B KOCMETHUYECKON XUPYpPIrUU U NMPH TPAHCIUIAHTAIIMM KOXKHU (TAKKe B LEISAX TPOPHIAKTUKY U JUIs
MPOMUTKU MOBSI30K).

- IIpoghunaxmuka unghexyuu nocne Xupypeuveckux emMeulamenbCme.

Ma3p baneonnH MOXXET OBITh HCIIONB30BaHA B KadyeCTBE MJOMOJHHUTEIBHOTO JICUCHHS B
nocieonepanoHHoM nepuoze. Hanecenne ma3u baneonun Ha OMHTHI MPEINOYTUTENBHO IMPU
MECTHOM JICYCHWH OOJBHBIX ¢ WHOUIMPOBAHHBIMU IIOJIOCTSMH W paHaMH (Hampumep,
OakTepHaNbHBIX HMH(EKUUH Hapy)XHOTO CIyXOBOro mnpoxoja 0e3 mnepdoparuu OGapabaHHON
NIEPENOHKH, paH WU XUPYPTHUECKUX PAa3pE30B, 3AKUBAIOIINX BTOPUIHBIM HATSHKCHUEM).

IIporuBonoka3zanus
['unepuyBCcTBUTENIBHOCT K OamuTpanuHy M (WiIM) HEOMULUHY, JAPYrMM aHTUOMOTHKaM
AMUHOTJIMKO3UAHOTO Psi/ia WIIM KaKOMY-JIMOO U3 BCIIOMOTaTeNIbHBIX BELIECTB Mpenapara.

Cnez[yeT n30erath MMPUMCHCHUA TIPU TAKEIIBIX MOPAKCHUAX OONBIINX Y4aCTKOB KOXKH, TaK KaK
BCAaCbIBaHHUC IIpCIllapaTa MOXKET MPUBCCTU K OTOTOKCUYHOCTH, COHpOBO)K,Z[ElIOU.ICfICH HOTCpCI\/'I

ciyxa.

He npumMeHsaTh py BBIPaKEHHBIX HAPYILEHUSIX BBIACIUTEIbHON (YHKIIMU BCIEICTBHE CEPIECUHOM
WIA IIOYEYHOW HENOCTaTOYHOCTH W IpU HUMEIIIMXCA [0 Hadaja JICUYEHMs IOPaKEHUSIX
BECTHOYIISIpHOM U (MJIM) KOXJIEapHOM CUCTEM B CIIydasix, €CJIM BO3MOKHO BCachbIBaHUE Mpenapara.

He ucnonp3oBath B Hapy>kHOM CIIyXOBOM MPOX0jie IIpH nepdopanuu 0apabaHHOMN MEPEHOHKH.

MepbI NpeI0CTOPOKHOCTH

Henw3sa nomyckath nonaganust baneonnHa B poT, 0COOEHHO y JETEl.

[Ipu umcmonb30BaHUM B 033X, MPEBBIMAIOIINX PEKOMEHIOBAHHBIC, BCIEICTBHE BO3MOXKHOTO
BCACBhIBaHMsI MperapaTa cieayeT oopaiiarh BHUMaHUE Ha CUMIITOMBI, YKa3bIBarOIIKe Ha Hedpo-
U (W) OTOTOKCHYHOCTh, 0OCOOEHHO Y TAIMEHTOB C (HEHPO)TpohrUuecKuMU S3BaMHU.

OTOT PUCK HOBBIIIEH Yy MAUEHTOB C HapylIeHHeM (YHKLIMU MeYeHH U (WiIK) modek. B cBs3u ¢
OTUM O U BO BpEMA MHTCHCHUBHOU TCparnun BaHGOHI/IHOM Y TaKuX MMAaUCHTOB PCKOMCHAYCTCA
IIPOBOAMTH AHAIM3bI KPOBU M MOYH, @ TAK)KE ayITUOMETPUUECKUE HCCIIEA0BAHNUS.

N3-3a BO3MOXKHOTO OTOTOKCHYECKOro 3¢ ¢dekra mpu npuMeHeHuu baHeolnHa y MalMeHTOB C
XPOHUYECKHM OTUTOM CJIeTyeT COOII0AAaTh MEpPhl IPEIOCTOPOKHOCTH.
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H3-3a pHUCKa KYMYHHTHBHOﬁ TOKCHUYHOCTHU CJICAYCT n3oerathb KOM6HHI/IpOBaHHOﬁ TCpannuunu
MECTHBIMH U CUCTEMHBIMHU aMHUHOTJIMKO3HIaMH.

B CJIyda€ HCKOHTPOJUPYECMOI'0 BCACbIBAHUA BaHeOI_[I/IHa cIeayer O6paTI/ITL BHMMAaHHEC Ha
NMOTCHUUAJIBHYIO BO3MOXHOCTH 6n01<az[1,1 HCpBHO-MI:IHIC‘—IHOfI IMpOBOANMOCTH, 0COOCHHO y
MMalMCHTOB C allJJO30M, MHACTEeHUEH T'paBuUC WA JPpYTUMU HeﬁpOMBImeqHLIMH 3a00JIeBaHUSIMU.
YCTpaHI/ITB TaKYyIo 6n01<az[y MOKHO IIpH IIOMOIIHX MPEIapaToB KaJblUUs WM HCOCTUTMUHA.

[Ipu nMTenbHOM HCIONIB30BaHUM 0CO00O€ BHUMaHME cienyeT oOpamaTh Ha Ype3MEpHBI pocT
YCTOMYMBBIX MHMKPOOPraHU3MOB, 0coOeHHO TpubOoB. Ecmum Takoe mnpousoiaer, criexyer
Ha3HAYUTh COOTBETCTBYIOLIEE JICUECHHUE.

[Ipy pa3BUTHUM QIEPrUUYECKUX peakuuid WiIM CcynepuH(peKnuil JeueHue mpenapaToM
IIPEKpaIIaloT.

[Tocne BO3EHCTBUSL COJTHEUHOTO CBETA MU YIbTPaduOJIETOBOrO M3IYyYEHHUS MOTYT Pa3BUTHCS
(OTOUYBCTBUTEIIBHOCTD MIIM (POTOTOKCHUECKUE PEaKIUH.

bepeMeHHOCTD U IPyIHOE BCKAPDMJ/IMBaHUe

Eciu wumeercs puck BcacbiBaHusi baHeonuHa Bo BpeMsi OE€peMEHHOCTH U TPYAHOTO
BCKapMJIUBaHMs, CIelyeT YUUThIBaTh cienyomee. [lomo6HO BceM IpyruM aMHUHOTJIMKO3UIAM,
HEOMMIIMH NPOHUKAaeT uepe3 IUlaleHTapHbli Oapbep. [Ipm cucTeMHOM HCIOJIB30BAHUU
aMUHOTIIIMKO3UOB B BBICOKHUX J103aX OTMEYAJIOCHh IIOBPEKICHUE CIIyXOBOI0 amnmnapara y Iioja.

B cBa3m ¢ 3TMM gaHHBIM Tpenapar CciIeayeT NPUMEHSATh TOJNBKO B TOM CIIydae, €CIIH
MOTCHIMAJIbHAS T10J1b3a IPEBBIIIAET PUCK I ILIOAA.

Biusinue HA CIOCOOHOCTH YNIPABJSATH TPAHCIIOPTOM HJIH APYTHMH MEeXaHM3MaMM
He uszBecTHO.

Cnoco0 npuMeHeHUs U 103blI

Hapy»xHo. B3pocnbeiM U 1€TsM Ma3b HaHOCST TOHKHM CJIO€M Ha IOpPa)KEHHbIE y4acTKH 2—3 pasa
B cyrku. [Ipy HeoOXoIMMOCTH HakJIaAbIBAIOT MOBs3KYy. OO6nacTh HaHECEHMs] HE JOJDKHA
npeBblaTh 1% Muomaad MOBEPXHOCTU Teja (IPUMEPHO COOTBETCTBYET pasMepy JaJOHU
MAIlUCHTA).

JUIMTenbHOCTD JIEUEHUS HE JOJKHA NIPEBBILIATL 7 JHEH.

Tayuenmol ¢ napywenuem @yHKkyuu nevenu/noyex: Npu UCIOIb30BAHUU B J103aX, CYIIECTBEHHO
IPEBBILIAIOIINX PEKOMEHIOBaHHbIE, BCIECICTBUE BO3MOKHOTO BCAChIBAHMS AKTHBHBIX BEIIECTB,
cienyer oOpamaTh BHMMAaHME Ha CHUMIITOMBI, YyKasblBalole Ha Heppo- u  (wim)
OTOTOKCHUYHOCTb. PexkoMeHayeTcs NpoOBOAWUTH aHAIM3bl KPOBM M MOYHM, a TaKke
ayTMOMETPUYECKHE UCCIIEI0OBAHUSI.

Jlemu. crienuanbHble PEKOMEHIAIMH 110 103UPOBAHUIO OTCYTCTBYIOT.

Toowcunvie nayuenmor (cmapwie 65 nem): cleUUaIbHbIE PEKOMEHIALUM 110 J103UPOBAHMIO
OTCYTCTBYIOT.

IToOounoe neiicTBue

[ToGouHble peaknuy KIACCU(PHUIIMPOBAHHI B COOTBETCTBMHM C CHCTEMaMH MW YacTOTOM WX
BO3HHKHOBEHHSI CIEAYIOIMIMM o0pa3oMm: oueHb uacTthie (>1/10), wacteie (> 1/100, <1/10);
Hevacteie (>1/1 000, <1/100), peakue (>1/10 000, <1/1 000), ouenp peaxue (<1/10 000),
4acTOTa HEU3BECTHA (HE MOXKET ObITh YCTAHOBIIEHA HA OCHOBE MMEIOIIUXCSI TAHHBIX ).

B 1iestom, baHeomnH XOpoIIo MepeHOCHTCS P HAHECEHUH Ha KOXY, CIU3UCTYIO 000JIOUKY WIIH
paHEeBYIO MMOBEPXHOCTb.

Hapymemm CO CmMOpPOHbL wwnyunoﬁ cucmemaol
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BAHEOIIVH mas3p 11 Hapy>KHOT'O IPUMEHEHHS, TEKCT MHCTPYKIMH (OJHOBPEMEHHO JINCTKA-BKJIAIBIINIA)

Penxue: Opy HaIWYUM amieprud Ha HeomMuiuH B 50 % ciydaeB Oyner
HAOJIOIAThCSl TICPEKPECTHAS AJUICPTHs Ha JPYrue aMHHOTIIUKO3HTHBIC
AHTUOUOTUKMU.

YacToTa HEU3BECTHA: 110 CPaBHEHHUIO C BO3JIEHCTBUEM Ha 3/I0POBYIO KOXY MpU MPUMEHEHUH Yy
NAlUEHTOB € XPOHMYECKUM JEpMaTo30M (HampuMep, C 3aCTONHBIM
JEPMaTUTOM WJIM XPOHUYECKUM CPEAHMM OTHUTOM) CEHCHOWIM3ALUs KO
MHOTMM JApYrMM I@penaparaM, BKJIIOYas HEOMHIMH, KakK IPaBHIIO,
ycuiauBaeTcs. B HEKOTOpBhIX ciy4asX MpOSIBICHUEM aJUIEPIUU MOXKET
OBITh OTCYTCTBHE 3KUBIIAIOIIET0 AP QeKTa mpenapara.

Hapywenusa co cmoponsl HEpeHOUl cucmembl
YacroTa HEM3BECTHA: TTOBPEKICHUE BECTUOYISIPHOTO HEPBA, HEHPOMBIIIEYHAsT OJIOKaa.

Hapywenusa co cmoponwt ciyxa u nabupunma
YacTtoTa HEU3BECTHA: OTOTOKCHUYHOCTb.

Hapymemm CO CmMOPOHBL KOJCU U HOOKOJCHBIX MKAHEll

PGI[KI/IGZ AJUJICPruy, IposABIIAIOIIHUECS B OCHOBHOM KakK KOHTAKTHBIM ACPMATHUT.
AJ'IJ'ICpl"I/ISI Ha HCOMHUIIMH BCTPEYACTCA PCIKE, YCM 00BIYHO IIPUHATO
CUUTATh.

YacTtoTa HEM3BECTHA: IJUTEIBHOE UCIOJIb30BaHUE MOXKET NMPUBECTH K PA3BUTHIO AJNIEPTHUECKUX
peaKkIuii, COmPOBOXKAAIONINXCS TTOKPACHEHUEM, CYXOCThIO U MIETYIICHUEM
KOXH, KO’KHOM CBITNIbIO U 3yI0M. Eciiu nmopaxeHue pacrnpocTpaHseTcsl Uiu
HE 3a)KUBAET, 3TO MOKET OBITH CBSA3aHO C aJUIEPTUEH.
[Tocne BO3AEHCTBUS COTHEYHOTO CBETa WIU  yAbTpadHOIeTOBOTO
W3ITY9CHUS MOTYT pa3BUTHCS (hOTOUYBCTBUTEIILHOCTD WIn
(OTOTOKCHYECKHE PEaKIIUH.

Hapywienua co cmoponbt no4ek u mMo4eevig00Auiux nymeil
Yacrora HEU3BECTHA: HE(PPOTOKCHUUHOCTB.

Ilpu noseneHuu nepevucieHHvlX UIU UHbIX, He YKA3AHHLIX 6 OAHHOM JUCMKe-6K1aoblule,
HOOOYHBIX peaKyuii HeodX00UMO 0Opamumvbcs K 8pay.

Ilepenosuposka

[Ipu wucnonb30BaHUM B J103aX, MPEBBIIIAIOIINX PEKOMEHIOBAHHBIE, BCIEACTBHE BO3MOXKHOIO
BCAChIBaHMs Iperapara cieayeT oopaiiaTh BHUMaHHE Ha CUMIITOMBI, YKa3bIBAIOLIHE Ha HEPpo-
U (UJIM) OTOTOKCUYHOCTh, OCOOEHHO Y MAllMEHTOB C (HEHPO)TPOUUECKUMH SI3BaAMHU.

B3aumopneiicTBHe ¢ APYTUMH J1eKAPCTBEHHBIMH CPeACTBAMH

B ciyuae BcachlBaHMSI aKTHBHBIX BEILECTB COIYTCTBYIOIIEE Ha3HAuUeHHE LE(aTOCTIOPUHOB HIIH
JPYTrUX aHTUOMOTUKOB AMUHOTJIMKO3UIHOTO PsiJIa MOKET MOBBIIIATh HEPPOTOKCUYHOCTb.
OnHOBpEeMEHHOE NMPUMEHEHHE TaKUX JUYpPETUKOB, KAaK 3TaKpUHOBas KUCIOTa WM (pypocemu,
MOKET YCUJIMBATh OTO- U HE(PPOTOKCUYHOCTb.

Korzma mmeer mecto BcacklBaHUE ITperiapaTra, BBEIEHHE HAPKOTUYECKUX CPEACTB, aHECTETHKOB U
(MIM) MHOPETAKCAaHTOB MOXET YCHIIUTh HEPBHO-MBILLIEUHYIO OJIOKaTy.

YnakoBka
Ty6a u3 amromunHus, conepxkamias 20 r Ma3u uis HapykHoro npumeHeHus. [1o onHoil TyOe ¢
WHCTPYKLUEN IO MENUIIMHCKOMY IIPUMEHEHUIO B KAPTOHHOM MayKe.
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YcaoBust XpaHeHUs
XpaHuTh 1ipu Temreparype He Bbiiie 25 °C. XpaHuTb B HEIOCTYITHOM JIJIs IETEN MECTe.

Cpoxk rogHoctu
3 roga. He ucnonp30BaTh mocie HCTEYEHHS CPOKA TOAHOCTH, YKA3aHHOTO Ha YIaKOBKE.

YcaoBus ornycka
Otnyckaercs 6e3 peuernra.

HNudopmauus o npousBoauresie
Canpnos I'm6X, buoxemumrpacce 10, A-6250 Kynuib, ABcTpust
Mepk KI'aA u Ko., Bepk IlInurrans, ['eccaracce 20, A-9800 Llnurrans/[pay, ABcTpus
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Baneocin, ointment for external use, prescribing information (and a package leaflet at the same time) 1

PRESBRIBING INFORMATION
BANEOCIN®

Name of the medicinal product: Baneocin®
International Nonproprietary Name: bacitracin+neomycin
Pharmaceutical form: Ointment for external use.

Composition:

1 g of ointment contains:

active substances: bacitracin zinc — 250 [.U.; neomycin sulphate — 5,000 [.U.
Excipients: wool fat, white soft paraffin.

Appearance: yellowish homogeneous ointment with a slightly characteristic odour.

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. It 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.
Pharmacokinetics

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.

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; biological products, blood and tissue components do not inactivate the
product. Where extensive skin lesions are treated, consideration must be given to potential
absorption and its consequences (see “Undesirable effects”, “Interaction with other medicinal
products”, “Contraindications” and "Special warnings and precautions for use”).

Therapeutic indications
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Baneocin is indicated in infections caused by microorganisms susceptible to neomycin and/or
bacitracin. Dressing potentiates the effect of Baneocin ointment.

Focal skin infections, such as:

furuncles, carbuncles (following surgical treatment), staphylococcal sycosis, deep folliculitis,
suppurative hidradenitis, paronychia.

Bacterial skin infections of limited extent, such as:

Contagious impetigo, infected ulcers of the lower limbs, secondarily infected eczema, secondary
infections in dermatoses, cuts, abrasions, burns, in cosmetic surgery and skin transplantation
(also for prevention and to impregnate the dressing).

Prevention of infection following surgical procedures.

The Baneocin ointment can be used as adjunctive treatment during the postoperative period. The
administration of the Baneocin ointment on bandages is preferable in the topical treatment of
patients with infected wounds and cavities (e.g., bacterial infections of the ear canal without
perforation of the eardrum, wounds or surgical incisions healing by secondary intention).

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.

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.

Because of possible ototoxicity, caution is advised in the use of Baneocin in case of persistent
chronic otitis media.

The combined use of topical and systemic aminoglycosides should be avoided because of the
risk of cumulative toxicity.

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.

Discontinue the medication if allergies or superinfections occur.
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Photosensitisation or phototoxic reactions cannot be ruled out in the case of exposure to the sun
or to ultraviolet radiation.

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, apply the ointment sparingly to the affected area 2—3
times a day, cover with a dressing if required. Application area should not exceed 1 % of the
body surface (about the size of the patient's palm).

Duration of the treatment should not exceed 7 days.

Patients with impaired liver and/or kidney function: when doses substantially greater than the
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.

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)

Baneocin is generally well tolerated in case of application to skin, mucous membrane and wound
surface.

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

Ear and labyrinth disorders
Not known:  Ototoxicity

Skin and subcutaneous tissue disorders

Rare: Allergies that primarily manifest as contact dermatitis.
Allergy to neomycin is less common than is generally assumed.
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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.
Photosensitisation or phototoxic reactions cannot be ruled out in the case of
exposure to the sun or to ultraviolet radiation.

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.

Overdose

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.

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.

Pack size
20 g of ointment for external use in aluminum tubes. There is one tube with instructions on
medical use in a carton box.

Storage conditions
Do not store above 25 °C.
Keep out of reach of children.

Shelf life
3 years. Do not use after the expiration date printed on the package.

Prescribing status
Over-the-counter drug.

Information about manufacturer

Sandoz GmbH, Biochemiestrasse 10, A-6250 Kundl, Austria.
Merck KGaA & Co. Werk Spittal,

HlJsslgasse 20, A-9800 Spittal an der Drau, Austria.
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