OBLLUAA XAPAKTEPUCTUKA JIEKAPCTBEHHOIO MNMPEMNAPATA

1. HASBAHUE NEKAPCTBEHHOIO MNMPEMNAPATA

BaneounH®

2. KONMMYECTBEHHbIA U KAYECTBEHHbIN COCTAB
Mexqquapop,Hoe HenateHToBaHHOe HanMeHOoBaHMe: 6aLl,I/1TpaLI,VIH+HeOMI/IL|,VIH

1 r Masn cogepxuT:

SaunTpaumH UMHK 250 ME

HeoMuLUMHa cynbdaT 5000 ME

MonHbIN NepedeHb BCnoMoraTesbHbIX BELLECTB CM. B pa3sgene 6.1.

3. POPMA BbIlMYCKA

Masb 4nsi Hapy>XHOTO NPUMEHEHUSI.
OnucaHue: xenToBaTtasi rOMOreHHasi Masb Co cnabbiM XxapakTepHbIM 3anaxom.

4. KNNMHWYECKUE OCOBEHHOCTHU
4.1. Tloka3aHuA K NPUMEHEHUIO

BaHeouuH npeacTtaBnsaeT cobon aHTMOMOTUK MECTHOIO AENCTBUS A1 NeYeHNA MHAEKLMOHHBIX
3aboneBaHn KOXWN N CIU3UCTbIX.

BaHeounH nokadaH Mpu MHMEKUMAX, BbI3BAHHbIX MUKPOOPraHM3mMamu, 4yBCTBUTEMbHLIMU K
HeOMUUMHY u  (unn) BauuTpaumHy. OdMEeKTUBHOCTbL Ma3n baHeouuH ycunuBaeTtcs
HarnoXeHnem NoBA3KW.

- Oyazoable UHGheKyuU KOXU, Harpumep:

ypPYHKYIbI, KapbyHKyrbl (Mocre onepaTMBHOIO feYeHnst), CTadUIOKOKKOBbLIN CUKO3, rMyBoKui
GONMNKYNUT, THONHBLIN TMAPaAEHUT, MAPOHUXUSI.

- bakmepuarbHble UHGbEKUUU KOXU OgpaHU4eHHoU pacripocmpaHeHHocmu, Harnpumep:
KOHTarnosHoe WMMNEeTUro, WHMPUUMPOBAHHbIE $A3Bbl  HWKHUX  KOHEYHOCTEW, BTOPUYHO
MHUUMPOBaAHHAA 3K3emMa, BTOpUYHAsA WHMekuus npu gepmaTosax, nopesax, ccaguHax,
oXorax, B KOCMETUYECKOW XMPYPruMm W nNpu TpaHCMnaHTauum Koxu (Takke B Lensx
NPOMUNAKTMKM 1 A11A NPOMNUTKN MNOBA3OK).

- lpopunakmuka uHgeKyuU rnocre xupypaudeckux eMeuwiamesribcme.

Ma3b BaHeouuH MoxeT OblTb UCMONb3OBaHa B KayecTBe [AOMOMHUTENBbHOrO feYeHns B
nocrieonepaumoHHoM nepuofe. HaHeceHve mMa3n baHeouuH Ha BUHTBI NPEANOYTUTENBHO NPU
MECTHOM fNeYeHUN MHPULMPOBAHHbBIX NONOCTEN U paH (Hanpumep, BakTepuanbHbIX MH(EKUMI
Hapy)XHOro CcnyxoBoro npoxoga 6e3 nepcdopaunn 6GapabaHHOM NEepenoHKW, paH Wnu
XVPYPruyeckux pas3pesoBs, 3aXK1BAIOLLMX BTOPUYHBIM HaTSHKEHUEM).

4.2. Cnocob npumeHeHUs n [o3bl

HapyxHo. BapocnbiM 1 geTsM Ma3b HaHOCAT TOHKMM CIOEM Ha NOpPaXKeHHble yyYacTku 2—3
pa3sa B cyTku. [Npn HeobxoamMmMocTM HaknagbiBatoT noBssky. O6nacTb HAHEeCEHUS He OOSKHa
npesbiwaTb 1 % nnowanm NoBepxHOCTU Tena (MPUMEepPHO COOTBETCTBYET pasMepy NadoHu
nauueHTa).

OnnTenbHOCTb NeYeHns He AomMKHa npeBbIwaTh 7 HEN.

MNayueHmb! ¢ HapyweHueM yHKUUU redyeHu/ rnoYyeKk: Mpu WUCMOoNb3oBaHUM B [03aX,
CYLLECTBEHHO MNPEBbLILAKLINX PEKOMEHOOBaHHbIE, BCNeaCTBME BO3MOXHOMO BCACbIBaHWUSA
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aKTUBHbIX BELLECTB, crieayeT obpalwatb BHUMaHWe Ha CUMNTOMbI, yKasbliBatoLime Ha Hedpo-
N (UnNM) OTOTOKCMYHOCTb. PekomMeHayeTcs NPOBOAUTbL aHanmabl KPOBM U MO4YM, a Takke
ayanomMeTpuyeckme nccnegoBaHmsl.

Hemu: cneunanbHble pekoMeHaauun no 4o3vpoBaHUo OTCYTCTBYIOT.

lMoxunbie nayueHmsl (cmapwe 65 nem): cneunarnbHble pekoMeHAaUMK No [03UMPOBaHUI0
OTCYTCTBYHOT.

4.3. lpoTtuBonokasaHus

'Mnep4yBCTBUTENBHOCTL K BauuTpauuMHy W (UNK) HEOMUUMHY, ApYrMM  aHTUbroTukam
aMWHOIMMKO3MAHOIO psaa Unu kakomy-nmbo 13 BcnomoraTterbHbIX BELECTB npenapara.

Cnenyet usberatb NPUMEHEHUS NPU THKENbIX NMOPaKEHNAX BOMbLUMX Y4ACTKOB KOXM, TaK Kak
abcopbuma npenapaTa MOXET MPUBECTU K OTOTOKCUYHOCTW, COMPOBOXAAMLLIENCA noTepen
cnyxa.

He npuvmeHATb y MaumMeHTOB C BbIP&XEHHbIMW HApYLUEHUSMU BblAENUTENBHOM  (DYHKLMK
BCNEACTBME CEPAEYHOM WUNN MOYEYHON HeLOCTaTOMHOCTM M YXKe WMEKLWMX NopaXeHUs
BECTUOYNSApHOM M (MNN) KOXNEapHOW CUCTEM B Chy4vasiX, €Cnu BO3MOXHa abcopbuus
npenapara.

He ucnonb3oBaTh B HApYy»KHOM CryXOBOM Mpoxofe npu nepdopauum 6apabaHHo nepenoHKu.

4.4. Mepbl NpeaoCTOPOXKHOCTU

Henb3sa gonyckate nonagaHusa baHeoumHa B poT, 0COB6eHHO y AeTen.

Mpy ncnonb3oBaHuM B A03ax, NPEBbILLAKLWMX PEKOMEHOOBaHHbIe, BCNeACTBME BO3MOXHOIO
BCacCblBaHWs npenapara, crnegyeT obpawatb BHMMaHWe Ha CUMMTOMbI, yKasblBalollme Ha
Hedpo- 1 (UNN) OTOTOKCUYHOCTb, OCOBEHHO Y NaLUUEHTOB C (HEMPO)TPOUYECKUMIU A3BaAMMU.

OTOT PUCK MOBLILLEH Y NALMEHTOB C HapyLleHWeM hYHKLMM neYveHn n (unu) nodek. B cBssu ¢
3TUM [0 U BO BPEMSI MHTEHCUBHOW Tepanun BaHeouMHOM Yy Takux NauueHTOB pekoMeHayeTcs
NPOBOAUTL aHaNM3bl KPOBU U MOYM, a Takke ayaMoMeTpUYeckmne NccrnenoBaHus.

M3-3a BO3MOXXHOIMO OTOTOKCUYECKOIO SCbeeKTa npn npMMmeHeHnn BaHeounHa Yy nauuneHToB C
XPOHNYECKMM OTUTOM crnenyet cobnoaatb Mepbl NPeaoCTOPOXHOCTN.

MN3-3a pucka KyMynaTUBHOM TOKCUYHOCTW crnegyeT wusberaTte KOMOMHMPOBAHHOW Tepanuu
MECTHbIMWN U CUCTEMHBLIMW aMUHOTTIMKO3MAAMM.

B cnyyae HekoHTponupyemown abcopbuumn BaHeoumHa cnegyeT obpaTtuTb BHUMaHWE Ha
NnoTeHUManbHyt0 BO3MOXHOCTb Onokagbl HEPBHO-MbILLEYHON MPOBOAUMOCTM, OCOOEHHO Y
naunMeHToB C aumao3oM, MUacTeHVEeM rpaBuC UMW APYTUMW  HENPOMbILLEYHBIMU
3aboneBaHUsIMU. YCTpaHUTb Takyto Griokagy MOXHO MpW MOMOLLM MpenapatoB KanbUusi Unm
HEeOoCTUrMuHa.

Mpun onuTEensLHOM UCMNONb30BaHUM 0COB0Ee BHUMaHWE credyeTt obpalwatb Ha Ype3MepHbIA POCT
YCTOMUYMBBIX MMKPOOPraHn3amoB, ocobeHHO rpubkoB. Ecnmn Takoe npousongeT, cregyet
Ha3Ha4YNTb COOTBETCTBYIOLLEE NEeYEHNeE.

Mpn passuTUK annepruyecknx peakumn wnNu  cynepuvHdeKUuun  nedyeHne npenapaTom
npekpaLuatoT.

Mocne BO3AENCTBUS COMHEYHOro CBETa UMK yNbTpaduoNeToBOro M3ny4YeHUs MoryT pasBUTbCS
hOTOUYBCTBUTENBHOCTb UMM POTOTOKCUYECKNE PEAKLIUN.

4.5. B3aumopgencTBue ¢ APYrMMU NEKapCTBEHHbIMU CpeacTBaMu
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B cnyyae abcopbumm akTUBHbBIX BELLECTB COMYTCTBYHOLLEE HAa3Ha4YeHWe LedarnocrnoprHoB Unm
APYrMX aHTUBMOTUKOB aMUHOITIMKO3UAHOMO psifia MOXKET MOBbILLAaTh HEPPOTOKCUYHOCTb.

OpHoBpeMeHHOe NMPUMEHEHUE TaKUX OUYPETUKOB, Kak STakpuUHOBas KMUcrnoTa unmu dpypocemua,
MOXET YCUnunBaTb 0TO- U HEPOTOKCUYHOCTb.

Korga nmeet mecto abcopbums npenaparta, BBEAEHNE HAPKOTUYECKNX CPEACTB, aHECTETUKOB U
(M) MMOpENakcaHTOB MOXET YCUITUTb HEPBHO-MbILLEYHYHO GrioKkaay.

4.6. BepeMeHHOCTb U rpyaHoOe BCKapMnuBaHue

Ecnn wumeetca puck abcopbumm bBaHeoumHa, BO Bpemsa OepeMeHHOCTM W rpyaHOro
BCKapMIvBaHus crnegyeT yuuTbiBaTb cnegytowee. NMogobHo BCceM OpyrM aMUHOMMMKO3naaMm,
HEOMULMH MPOHMKAET uYepes3 MraueHTapHbin Oapbep. [py CUCTEMHOM MCMOMbL30BaHUN
aMMHOITIMKO3NO0B B BbICOKMX 403aX OTMEYariocb NOBPEXOEHME CITyXOBOro annapara y nroga.
B cBA3n ¢ aTMM [gaHHbIM NpenapaTt cnegyet MPUMEHSITb TONbKO B TOM Chnyyae, ecnu
noTeHUunanbHas Nonb3a NpeBbILaeT PUCK AN nnoaa.

4.7. BnusHue Ha cNOCOBHOCTL YNPaBMATbL TPAHCMOPTOM UMK APYFMMU MeXaHU3Mamm
HewusBecTHO.

4.8. lobo4yHoOe gencrTBUe

HexenaTenbHble peakuun KrnaccuduumMpoBaHbl B COOTBETCTBUM C CUCTEMaMW U 4YaCTOTOW WX
BO3HVMKHOBEHUS CrieayoLwmm obpasom:

OYeHb YacTble (=1/10);

yacTtble (= 1/100, <1/10);
HeyacTble (=1/1000, <1/100);
peakve (=1/10 000, <1/1000);
OYeHb peakne (<1/10 000);

4YacToTa Hen3BeCTHa (He MOXeT ObITb yCTaHoOBJ1€Ha Ha OCHOBE NMEeKLLNXCA ,El,aHHbIX).

B uenom, BaHeouuH XopoLLo NEPEHOCUTCS MPY HAHECEHUM Ha KOXY, CIIM3UCTY0 060M04KY UK
paHeBYH0 NOBEPXHOCTb.

HapyweHusi co cmopoHbI UMMYHHOU cucmemMbl

Penkue: npu Hanuuum anneprmm Ha HeomuuuH B 50 % cnyyaeB 6yget
HabnogaTbea nepekpecTHas anneprus Ha apyrvne
aMWHOTIMKO3WAHbIE aHTUONOTUKM.

YacToTa HeusBecTHa: MO CpPaBHEHWIO C BO3OENCTBMEM Ha 3[40POBYKD KOXYy nNpu

NPUMEHEHUN Y NALMEHTOB C XPOHMYECKMM SEePMaTo30M (Hanpumep,
C 3aCTOWHbIM AOepMaTUTOM WMN XPOHUYECKUM CPeaHUM OTUTOM)
ceHcnbunm3aumMs KO MHOMMM  ApyrMMm  npenapataMm, BKIo4as
HEOMUUMH, KaK npaBuno, ycunueaeTcd. B HekoTopbIx cryyasx
NPOsiIBNEHMEM anneprum MoXeT ObITb OTCYTCTBUE 3aKUBMSOLLENO
adbdpekTa npenapara.

HapleGHUﬂ CO CMOPOHbI HepBHOlj cucmembi
YactoTa HemsBecTHa: nospexgeHne BeCTI/l6yJ'IF|pHOF0 HepBa, HeVIpOMbILUGHHaﬂ onokaga.

HapyweHusi co cmopoHbI op2aHa criyxa u 1abupuHmHble HapyweHusl
YacToTa HeusBecTHa: OTOTOKCUYHOCTDb.
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HapyweHusi co cmopoHbI KOXKU U MOOKOXXHbIX mMKaHeU

Pepkue: annepruu, NPosiIBNSIOLLMECS B OCHOBHOM Kak KOHTaKTHbIN AepMaTUT.
Anneprusi Ha HEOMULMH BCTPEYaeTCsa pexe, YeM OObIYHO MPUHATO
cunTaThb.

UactoTa HeusBecTHa: ANUTENbHOE WUCMOMb3oBaHWE MOXET TMpuMBECTUM K  pPasBUTUIO
annepruyecknx peaxumn, COMPOBOXAAMOLWMXCS MOKPaCHEHUEM,
CYXOCTbIO U LUENYyLIEHNEM KOXMW, KOXHOW CbiNbio U 3yaom. Ecnn
nopakeHne pacnpoCTPaHAETCS U He 3aXUBaeT, 3TO MOXET ObITb
CBSA32HO C annepryen.
MNocne BO3AENCTBMSA COSTHEYHOro CBeTa UNKn ynbTpaduoreToBoro
n3nyydeHms  Moryt  pasBuUTbCA  (POTOUYBCTBUTEMbHOCTL UMK
hOTOTOKCUYECKME peaKkLu.

HapyweHusi co cmopoHbI NoYeK u Mo4yeebigodsiuyux nymeu
YactoTa HeM3BecTHa: HePOTOKCUYHOCTb.

4.9. NEPEOO3NPOBKA

Mpn ncnonb3oBaHWM B [03aX, NPEBbILLAOLWMX PEKOMEHOOBaHHbIE, BCNEACTBME BO3MOXHOIO
BCaCbIBaHWUsI aKTMBHbIX BELLECTB criegyeT obpalatb BHUMAHME HA CUMMTOMbI, yKasbliBaoLLMe
Ha Hedpo- U (UNIN) OTOTOKCMYHOCTL, OCOOEHHO Yy MALUMEHTOB C (HEMPO)TPOMYECKMMN S3BaAMMW.

5. DAPMAKONNOM'MYECKUE CBOUCTBA
Mpoyne aHTUBNOTUKN ONa HapyXHOro npumeHeHus. Kog ATX: DOGAX.

BaHeounH sBNsieTcs KOMOUHAUMENn aHTUOMOTUKOB, MpPeAHA3HAYEHHOW WCKIMIOYUTENBHO A4S
Hapy>XHOro npumeHeHnsi. OH coaepXuMT ABa BbICOKOIMEKTUBHLIX (DakTepnumMaHbIX)
aHTMbaKTepuanbHbIX npenapata — HeOMUUMH W GauuTpauuH, KoTopble obnagatoT
CUHEPrNYHBbIM OEVNCTBUEM.

5.1. ®apmakoguMmHamMmuka

BaunTpauuH  akTMBeH rnaBHbIM  00pasoM B OTHOLUEHUW  FPaAMMONOXUTENbHbIX
MWKPOOPraHM3moB, Hanpumep, reMosIMTUYECKOro CTPEenTOKOKKa, ctadunokokkos, Clostridium
spp., Corynebacterium diphtheriae  w Treponema pallidum, a Takke HEKOTOpPbIX
rpaMoTpuLaTeNbHbIX MaTOreHHbIX OpraHM3MoB, Takux Kak Neisseria spp. n Haemophilus
influenzae. OH Takke a3ddeKTMBEH B OTHOLIEHMM aKTMHOMULETOB U hy3obakTepun.
YCTONYMBOCTb K HaumTpauuHy BCTpedaeTcs YpesBblidaiHO peako.

HeomunumH BO34eNCTBYET Kak Ha rpamnonoXuTenbHble, Tak W Ha rpamoTpuuaTtenbHble
MUWKpPOOpraHmambl, TakMe Kak crtadurnokokku, Proteus, Enterobacter aerogenes, Klebsiella
pneumoniae, canbMoHennbl, wwurennsl, Haemophilus influenzae, Pasteurella, Neisseria
meningitidis, Vibrio cholerae, Bordetella pertussis, Bacillus anthracis, Corynebacterium
diphtheriae, Streptococcus faecalis, Listeria monocytogenes, Escherichia coli n Mycobacterium
tuberculosis. Borrelia n Leptospira interrogans (L. icterohaemorrhagicae) Takke NogaBnsarOTCs
3TUM NpenapaTom.

KomGuHMpoBaHHOE BO3OENCTBME [ABYX aKTMBHbIX BewectB obecrneynmBaeT  LUMPOKUIA
AHTMMUKPOOHbIN cnekTp. OgHako npenapaT HeaddeKTMBeH B OTHoweHun Pseudomonas,
Nocardia spp., rpubKoB 1 BUPYCOB.
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OO6bl4HO GauuTpaumH U HEOMUUMH He Ha3HayalT cUcTeMHO. MecTHoe npuMeHeHve masu
BaHeouMH B 3HAYMTENBbHOW CTEMEHU CHWKAET PUCK CEHCMOMIM3auuM K MNOTEHLMAmNbHO
TpebyeMbiM CUCTEMHbLIM aHTUOMOTUKAM.

TkaHeBasi NEPEHOCMMOCTb XOpOLUAs, MHAKTUBaUMsi BGUONOrMYEeCcKMMM NPOAYKTaMu, KPOBbIO M
TKaHEBbIMW KOMMOHEHTaMN He oTMeYaeTcd. Ecnv npenapaT HaHOCUTCSl Ha OOLUMPHBIE Y4acTKM
NOPaXXeHUS KOXW, cregyeT NpMHUMaTh BO BHUMaHME BO3MOXHOCTbL abcopbumm npenaparta 1 ee
nocnegcteui  (cMm. pasgenbl  «[oboyHoe pencteue», «BsaumogenctBne c  gpyrumu
NeKapCTBEHHbIMK cpeacTBamMmy, «poTnBonokasaHmsay, « Mepbl NPegoCTOPOXKHOCTUY ).

5.2. dapmakoknHeTU4YECKMEe CBOUCTBA

Mpun npaBnnNbLHOM NpUMeHeHUM baHeouuH OeWCTBYET fIoKanbHO B MecTe HaHeceHud. Ecnu
BCe e npowusowna abcopbums, nepuos nonyeBbiBeOEHUS HEOMUUUHA U BauuTpaumHa ms
CbIBOPOTKM COCTaBnseT NpuMepHo 2—3 yaca.

Cnepyowas obwas nHhopmaumio 0 hapMakoKMHETMKE OTHOCUTCA K OTAENbHbIM aKTUBHbIM
BellecTBam npenapata baHeoUnH®:

e bBaunTpauunH no4Tn He BcacbiBaeTCa CNU3NCTOM 06ONOYKON U KOXEN. TeM He MeHee,
Henb3s 3abbiBaTb O BO3MOXHOCTM €ro BCaCbIBaHNSA Yepes3 OTKPbITble paHbl.

e Abcopbuna HeoMUUUHA Yepe3 HEMOBPEXAEHHYI KOXY HOCUT OYEHb OrpaHUYEHHbIN
xapakTep. B oTcytcTBME cnos kepatuHa (BCneacTeue A3Bbl, paHbl, 0Xora v T.4.) Unm
npyv HanNU4MM BOCMANUTENBHOrO npouecca, MO0 NOBPEXAEHUIN Ha KOXE HEOMULIMH
ObICTPO BCacbiBaeTCA.

5.3. [doknunHunyeckue gaHHble NO 6e30nacHOCTH

[aHHble, Kacawlwmecs KaHUepOreHHblX WM MyTareHHblXx 3ddekToB npu AAUTErbHOM
npumMeHeHnn GauuTpauuHa B UCCrEA0BaHMAX Ha XXUBOTHbIX, OTCYTCTBYIOT. In vitro HEOMULMH
B CaMOM BbICOKOW U3 MNpUMeHsieMblX KoHueHTpauui (80 mr/mn HeomuuMHa) noBbiLAET
4acToTy XPOMOCOMHbIX abeppauunn B numdoumTax Yyenoseka. YumTbiBas To, YTO npenapar
NPUMEHSAETCS MECTHO, a €ero nornoweHne MWUHUManbHOE, KIMMHUYECKOE 3Ha4YeHue 3TOoro
HabnogeHns  npeacTaBnsieTcs  COMHUTENbHbIM.  [locne  nepopanbHOro  BBEAEHWS
G6aumTtpaumHa (100 r Ha MeTPUYECKYdD TOHHY MPOAYKTOB MUTAHUSA) KPOSIMKAM CHUKEHWUS
PepTUNBbHOCTN, YMCna KporbyaT B MOMETe WM BpPeMEeHW BbDKMBAHUS MNOTOMCTBA He
Habntoganochb.

6. PAPMALEBTUYECKMWE OAHHbIE

6.1. BcnomorartenbHble BelecTBa

JlTaHonwWH, 6enbii MArkuin napadguH

6.2. HecoBmecTumocTb

He npumeHumo.

6.3. Cpok rogHocTu

3 roga. He ucnonb3oBaTtb N0 UCTEYEHUN CPOKA FOAHOCTU, YKa3aHHOTO Ha YNaKoBKe.
6.4. OcoOble Mepbl NPeAOCTOPOXKHOCTU NMPU XpaHEeHUN

XpaHuTb B HEAOCTYMNHOM A AeTEN MeCTe.
XpaHuTb Npu Temnepartype He Bbiwwe 25 °C.
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6.5. XapakTep n cogepxumoe ynakoBku

Tyba 13 antomMuHus, cogepxawas 20 r masm angd HapyXHoro npumeHeHus. Mo ogHon Ty6e ¢
WHCTPYKUMEN NO MEANLIMHCKOMY NPUMEHEHMWIO B KAPTOHHOW Madke.

6.6. WUHCTPYKUMA No npuMeHeHuo/ obpaLLeHunio

He npumeHumo.

7. AEPXATENb PETUCTPALUUOHHOIO YOOCTOBEPEHUA
Canpos 'mM6X, bBroxemuwtpacce 10, A-6250 KyHanb, ABCTpuS.

MpoussoaunTtens:
Cantotac ®apma 'M6X, OctepBeguHreH, Jlanre NeépeH 3, 39171 3ionbueTans, FepmaHus.

8. YCnoBus OTIMYCKA
Ornyckaetca 6e3 peuenTa.

9. MNEPECMOTP TEKCTA
Mapt 2022 .
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SUMMARY OF PRODUCT CHARACTERISTICS

1. NAME OF THE MEDICINAL PRODUCT

Baneocin®

2. QUALITATIVE AND QUANTITATIVE COMPOSITION
International nonproprietary name: bacitracin+tneomycin

1 g of ointment contains:

250 1.U. bacitracin zinc

5000 I.U. neomycin sulphate

For the full list of excipients, see section 6.1.

3. PHARMACEUTICAL FORM

Ointment for external use
Description: yellowish homogeneous ointment with a slightly characteristic odour.

4. CLINICAL PARTICULARS
4.1 Therapeutic indications
Baneocin ointment is a local antibiotic for the treatment of skin and mucosal infections.

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 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).

4.2 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
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changes because of the possibility of absorption of 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.

4.3 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, the use of Baneocin is not indicated if there is a
possibility of absorption.

Must not be used in the external auditory canal if the eardrum is perforated.

4.4 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.

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.

Photosensitisation or phototoxic reactions cannot be ruled out in the case of exposure to the
sun or to ultraviolet radiation.

4.5 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.
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If absorption occurs, the neuromuscular blockade can be exacerbated by the use of
narcotics, anaesthetics and/or muscle relaxants.

4.6 Pregnancy and lactation

If possibility for absorption of Baneocin exists, the following should be considered in
pregnancy and during lactation. 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.

4.7 Effects on ability to drive and use machines
None known.
4.8 Side effects

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

Very common (21/10)

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

Uncommon  (21/1,000 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.qg.,
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.

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.
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Renal and urinary tract disorders
Not known:  Nephrotoxicity

4.9 Overdose

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

5. PHARMACOLOGICAL PROPERTIES
Other topical antibiotics. ATC code: DO6AX.

Baneocin is a combination of antibiotics intended for local treatment only. It contains two
antibacterial, locally highly effective (bactericidal) substances, neomycin and bacitracin, which
synergistically complement each other.

5.1 Pharmacodynamic properties

Bacitracin primarily affects gram-positive microbes such as hemolytic streptococci,
staphylococci, Clostridium spp., Corynebacterium diphtheriae and Treponema pallidum, and
some gram-negative pathogens like Neisseria spp. and Haemophilus influenzae. It is also
efficient against actinomycetes and fusobacteria. Bacitracin resistance is extremely rare.

Neomycin is effective against both gram-positive and gram-negative bacteria, such as
staphylococci, Proteus, Enterobacter aerogenes, Klebsiella pneumoniae, salmonella, shigella,
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) are also suppressed.

The combination effect leads to a broad-spectrum effect. Pseudomonas, Nocardia spp., fungi
and viruses are not included.

As bacitracin and neomycin are normally not used systemically, the patient risk of sensitization
against such antibiotics they potentially need systemically is significantly reduced by local
Baneocin application.

Tissue tolerance is good; there is also no inactivation by secretion, blood or tissue parts. In
extensive defects, the possibility of absorption and its possible consequences (see “Side
effects”, “Interaction with other medicinal products”, “Contraindications” and “Special warnings

and precautions for use”) must be considered.
5.2 Pharmacokinetic properties

When used as intended, Baneocin acts locally at the application site. Should absorption have
nevertheless occurred, the serum half-life for neomycin or bacitracin is approximately 2 — 3
hours.

For the individual active substances of Baneocin Ointment the following general
pharmacokinetic particulars apply:

Bacitracin is practically not absorbed by mucosa and skin. Absorption in the case of open
wounds, however, must be born in mind.
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Neomycin is absorbed by intact skin only to a limited extent. In loss of the keratin layer
(ulcers, wounds, burns, etc.) and in cases of inflamed or damaged skin, neomycin is
absorbed quickly.

5.3 Preclinical safety data

No data are available on carcinogenic or mutagenic effects after long-term administration of
bacitracin in animal studies. In vitro neomycin increases the frequency of chromosome
aberrations in human lymphocytes at the highest concentrations (80 pg/ml neomycin). It
remains open to question to what extent this observation is relevant in local application and
practically negligible absorption. After oral bacitracin administration (100 g/ton of food) to
rabbits, no adverse effect was observed on fertility, size of offspring or their survival time.

6. PHARMACEUTICAL PARTICULARS

6.1 List of excipients

Wool fat, white soft paraffin

6.2 Incompatibilities

Not applicable

6.3 Shelf life
3 years. Do not use after the expiry date stated on the package.

6.4 Special precautions for storage

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

6.5 Nature and contents of container

20 g of ointment for external use in aluminum tubes. There is one tube with a package leaflet
in a carton box.

6.6 Instructions for use and handling

Not applicable

7. MARKETING AUTHORIZATION HOLDER

Sandoz GmbH, Biochemiestrasse 10, A-6250 Kundl, Austria
Manufacturer:

Salutas Pharma GmbH, Osterweddingen, Lange Goehren 3, 39171 Sllzetal, Germany.

8. GENERAL CLASSIFICATION FOR SUPPLY
Over the counter medicine.

9. REVISION OF THE TEXT
February 2022
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