JIncrok-Briaaapim: nHGpopmanus A1 noTpeduTeNs
baneormu® Mashb 171 HAPYKHOTO IPHMCHEHUSI

MeXIyHapOAHOE HEMATeHTOBAHHOEC HAUMEHOBAHHE:
OaruTparyH + HEOMHUITUH

Ilepen npuMeHeHHeM JaHHOIO NPeNapaTa BHUMATEJIbHO IPOYMTANTE JTMCTOK-BKJIAABIII,

NMOCKOJIBKY B HEM COAEepP:KaTCHA BaxkHbIe 1 Bac cBegenus.

Bcerna npumensiiite JaHHBIN NpenapaT B COOTBETCTBUM C YKa3aHHUSIMU, IPUBEACHHBIMH BO

BKJIQIbIIIE, UM MIPEANUCAaHUSIMU Bpaya.

- CoxpaHuTe 3TOT JIUCTOK-BKIaAbIII. Bo3moxHO, Bam notpebyeTcs mpounTaTh €ro emie pas.

- Ecnm y Bac BO3HUKIIN TONOTHUTENbHBIE BOMIPOCKHI, 00paTUTECh K JIeUalieMy Bpady WId
pabOTHHUKY aInTeKH.

- Ecnm y Bac Bo3HukiM Kakue-1100 HexenareabHble peakii, 00paTUTECh K JiedalieMy Bpady
WK paOOTHUKY anTeku. JlaHHas peKOMEHJaus pacipoCTpaHsIeTcs Ha JTI0ObIe BOBMOKHBIC
HEeXeJaTellbHbIE PEaKLUU, B TOM YHCIIE HAa HE IEPEUYHCIICHHBIE B pa3ee 4 JTMCTKA-BKIIA IbIIIA.

- Ecnm B Teuenue 7 nHeli Baie cocTosiHEE HE YIydIIaeTCs WIH HA000POT YXY/IIAeTCs,
o0paTUTECh K Bpayy.

Coaep:kaHue JIMCTKA-BKJIAAbIIIA:

Yro u3 cels mpeacTapiseT npenapat baHeoluH u AJis 4ero ero NpuMeHsIoT
O 4yewm ciietyeT 3HaTh nepej NpUuMeHeHreM npenapara baneounn
[Ipumenenue npenapara baneoux

Bo3MmoxHbIE HexenaTelIbHbIe Peakluu

Xpanenue npemnapara baneounn

ConepxuMoe ynakoBKH U IPOYUE CBEACHUS

S

1. Urto u3 ceds1 mpeacrapJisieT npenapat baneouuH u Ajs 4ero ero npUMeHsIIOT

baHeonnH sBiIsETCST KOMOWHHPOBAHHBIM aHTHOAKTEPUAIBHBIM TIPETapaToM, IpeJHa3HAuYCHHBIM
UCKJTFOUUTETHHO JUTSI MECTHOTO TIPUMEHEHHUSI.

baHeonnH coepKuT iBa OaKTEPHUITUIHBIX AHTHOMOTHKA: HEOMHUIIMH M OAIlTPAIHH.

BanuTtpanuH sIBIsSieTCS MONUMNENTHAHBIM aHTUOMOTUKOM, KOTOPBIA WHTUOMPYET CHHTE3 KIIETOYHOM
000JI0UKH OaKTEpHH.

HeoMurua sBIsSI€TCSI aMHHOTJIMKO3UAHBIM aHTUOMOTHKOM, KOTOPBIM HMHTHOUPYET CHUHTE3 OEIKOB
OakTepuil.

Bamurtparyia akTUBEH TIaBHBIM 00pa30oM B OTHOIICHHUU TPAMIIOJIOXKHUTEIBHBIX MHKPOOPTAaHH3MOB,
TaKMX KaK TEeMOJUTUYECKHH CTPENTOKOKK, ctaduinokokk, Clostridium spp., Corynebacterium
diphtheriae, Treponema pallidum, a TakXe B OTHOIIEHHMH HEKOTOPHIX TIPaMOTPULIATEIBHBIX
MaTOTCHHBIX MHUKPOOPTAaHWU3MOB, Takux Kak Neisseria spp. u Haemophilus influenzae. Cnextp
NEHCTBUS TIperapara BKJIIOYAET TaKKe AaKTHHOMHIETHI Hu (y3o0akrepuu. Pe3sncTeHTHOCTh K
OarUTpaIHy BCTPEYAETCS YPE3BBIUAITHO PEAKO.

Heomunux akTHBEH B OTHOIIICHUH TPAMIIOJIOKHUTEIBHBIX M TPAaMOTPHUIIATEIbHBIX MEKPOOPTaHH3MOB,
TakuX Kak cTaduioKokku, 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 mnpuMeHeHHE OauuTpalMHa W HEOMHMIMHA 00ecneurMBaeT  HIMPOKHMA
AHTUMUKPOOHBIN CIIEKTpP, XOTs Mperapar He aKTUBEH B OTHOIICHUU Pseudomonas, Nocardia spp.,
IpuOKOB ¥ BUPYCOB.
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baneounH mnoka3zaH npu WHQPEKUMAX, BBI3BAHHBIX MHUKPOOPraHM3MaMH, 4yBCTBUTEIbHBIMU K
HEOMUIIMHY U (WwiM) OauutpanuHy. O¢p(GeKTUBHOCTh Ma3u baHEOIMH ycuiIMBaeTcs HalloKEHHEM
MTOBSI3KH.

- Ouazoevle uHgheKyuu Kox*CU, Hanpumep:

GbypyHKyYJBI, KapOYHKYJIBI (TIOCTIE OMEPATHBHOTO JICUYCHHsI), CTAPUIOKOKKOBBIN CHKO3, TITyOOKHit
(OJTUKYINUT, THOWHBINA THAPATCHUT, TAPOHUXUS.

- bakxmepuanvuvie unghexyuu Kodxicu 02paHuienHou pacnpocmpaHenHocmu, Hanpumep:
KOHTaruo3HOe  HMMIIETUTO0, HMH(UIUPOBAHHbIE S3Bbl  HIDKHUX  KOHEYHOCTEH, BTOPHYHO
MH(ULIMPOBAaHHASA dK3€Ma, BTOPUYHAs MH(EKIUS IpU JepMaro3ax, nopesax, ccaauHax, 0)Korax, B
KOCMETHYECKOH XUPYPrHUM U NPH TPAHCIUIAHTAIMM KOXKHU (TakXke B LENAX MPO(QMIAKTUKUA U IS
MIPOIUTKHU MOBSI30K).

- IIpoghunaxmura ungexyuu nocne Xupypeuueckux eMeulamenbCms.

Ma3p baneonuH MoXeT OBITh HCIIOJIb30BAHA B KAayeCTBE JIOMOJHUTENIBHOTO JIEYEHHS B
nocjeonepaioHHoM rnepuoae. Hanecenne ma3u baneounH Ha OMHTBHI NPEANOYTHUTEIBHO IPH
MECTHOM JICUEHHU HH(UIMPOBAHHBIX MOJOCTEW W paH (Hampumep, OaKTepHalIbHBIX WH(EKIHMA
Hapy>KHOT'O CIIyXOBOI'0 Mpoxoja 6e3 nepdopannu 6apabaHHOM NEPEeNOHKH, paH WK XUPYPTrHUECKUX
pa3pe30B, 3aKUBAIOIINX BTOPUUYHBIM HATSKEHUEM ).

2. O yeMm cieayeT 3HATH Nepel NpUMeHeHNeM NpenapaTa baneouun

He npumensiiite baneouun, ecam y Bac:
TMIIEPUYBCTBUTENBHOCTh K OanuTpauvHy # (WIM) HEOMMLUHY, JIPyTUM  aHTUOMOTHKAM
AMHUHOITIMKO3HUHOI'O psAaa UIIn KaKOMy-J'[I/I6O M3 BCIIOMOTr'aTCJIbHBIX BCUICCTB IIpcIiapara.

CJ'IG}IYGT n30erath IMPUMCHCHUSA TIPHU TAKCIIBIX IMOPAKCHHUAX OOIBIINX Y4aCTKOB KOXH, TaK KakK
BCACbIBAHUC IIPCIIapaTa MOXKET OBITh TOKCHYHBIM IJI CJIyXa U IPUBECTU NaXKC K €ro IoTepe.

He HNPUMCHATD IIPU BBIPAKCHHBIX HAPYHICHHUAX BLI,HCHHTCHLHOﬁ (byHKI_[I/II/I BCJICICTBUC cep;lequﬁ nim
MOYECYHOMI HEAOCTATOYHOCTU M IPU UMCIOIIUXCS 10 HadaIa JICUCHUSA TTOPAKCHUAX B€CTI/I6YII$[pHOI\/JI u
(I/IJ'II/I) KOXHeapHOﬁ CHUCTEM B ClIydasX, €CJIM BO3MOKHO BCACBIBAHUC IIpCIIapaTa.

He ncnonp3oBaTh B Hapy>KHOM CIIyXOBOM IPOX0/ie Ipu nepdopanun 6apabaHHOMN MEepenoHKH.

Oco0ble ykazaHusi 1 MepbI IPEI0CTOPOKHOCTH

Henw3s nomyckars nonaganus baneonnna B poT, 0COOEHHO y JAETEH.

[Ipu wucnonb30BaHMM B J103aX, MPEBBIIIAIONIUX PEKOMEHOBAHHBIE, BCIEACTBUE BO3MOKHOTO
BCACBIBaHUS IpenapaTta clieyeT oopamaTh BHUMaHHWE Ha CHMITTOMBI, YKa3bIBAIOIINE HA TOKCHYHOCTD
IUIs cilyXa | (MIJIK) [oYeK, OCOOEHHO Y MallUeHTOB C (HeHpo)TpoUuecKUMU sI3BaMH.

OTOT PUCK MOBBILIEH Y NAI[MEHTOB C HapylIeHneM (PyHKIMYU MIeYeHU U (UIK) rnodek. B cBsa3u ¢ aTum
710 ¥ BO BpeMsl MHTEHCUBHOM Tepanuu mpenaparoM baHEOoIMH y TakUX MalUeHTOB PEKOMEHAYETCs
MIPOBOAMTH aHAJIM3bl KPOBU M MOYH, a TAKXKE ayAMOMETPUYECKUE UCCIIEJOBAHMS.

N3-3a BO3MOXHOIO TOKCHYECKOIO BIMSHUS Ha CIyX NMpH NpUMeHeHHH baHeolnnHa y ManueHToB ¢
XPOHUYECKHM OTUTOM CJIEYET COOI0AATh MEPBI IPEJOCTOPOKHOCTH.

N3-3a pUcCKka KYMYHHTHBHOﬁ TOKCHUYHOCTH CJICAYCT n30erath KOM6HHHpOBaHHOﬁ Tepaliu MCCTHBIMU
1 CUCTCMHBIMH aMHHOTI'TTMKO3UJaMU.

B CJIy4a€ HCKOHTPOJIHNPYEMOI'O BCACbIBAHUS IIpCIIapara BaHeOLII/IH CJIeayceT O6p8.TI/ITB BHHMAHHEC Ha
IMOTCHIUUAJIBHYIO BO3MOXXHOCTH 6JIOKaI[I)I HGpBHO-MBIIHGHHOﬁ IMPOBOAMMOCTH, 0COOCHHO y
IHanucHTOB C allMA030M, MHUaCTEHHUEH rpaBuC Wjin ApyrumMu HeﬁPOMBImeqHBIMH 3a00/1€BaHUSIMU.
YCTpaHI/ITL TaKyIo 6J'IOKaIly MOKHO IIpH IIOMOIIX NPCIapaToB KaJbLIUA NI HCOCTUIMUHA.
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[Ipn nnuTenbHOM HMCHONB30BaHWU 0CO00€ BHUMAHHE CleIyeT oOpaliarh Ha 4Ype3MEpHBIH poCT
YCTOWYMBBIX MHKPOOPraHU3MOB, 0coOeHHO rpuOkoB. Ecnum Takoe mnpousoiaer, He0OX0IuMO
COOTBETCTBYIOILIEE JICUEHHE.

[Ipu pazBuTHN alNIEPrUYECKUX PeaKUil WK CyNepruHpEKIUH JIedeHHe MpenapaToM MpeKpaaroT.
ITocne BO3IEHCTBHSA COMHEUHOTO CBETa WM YJIbTPa(pHUOIETOBOIO H3IYYEHHUS MOTYT Pa3BUTHCA
(hOTOYYBCTBUTEIBHOCTD WIIH (DPOTOTOKCUYECKUE PEAKIINH.

B3anmopaeiicTBHe ¢ APYrUMH JIeKAPCTBEHHBIMH CPeICTBAMU

Ecnu Brl npuHuMaeTre/nmpuMeHsieTe, HeJaBHO NPUHUMAITH/ TIPUMEHSITH T cOOMpaeTech
MIPUHUMATH/TIPUMEHSTH JIF000€ JIPYroe JeKapCTBEHHOE CPEACTBO, COOOIIUTE 00 3TOM JieHalemMy
Bpauy WM pabOTHUKY alTEeKH.

B cnydae BcachIBaHUS aKTHBHBIX BEIIECTB COMYTCTBYIOIIEE Ha3HAYCHHUE 11e(DaToCTIOPHHOB WITH APYTHX
AQHTUOMOTHKOB aMUHOTJIMKO3UIHOTO PsiIa MOKET MOBBIIIATH TOKCUYHOCTb IS IIOYEK.
OnHOBpEeMEHHOE MPUMEHEHHE TaKUX JUYPETUKOB, KaK 3TAKPUHOBAs KHCIOTA WM (PypOCEMHI, MOXKET
YCWJIMBaTh TOKCUYHOCTB JUISI ITIOYEK U CITyXa.

Korzaa umeer Mecto BcachIBaHUE Ipenapara, BBEACHHE HAPKOTHUECKUX CPEACTB, AaHECTETUKOB U (MJIN)
MHOPENAKCAHTOB MOKET YCUJINTh HEPBHO-MBIIIEUHYIO OJIOKady.

bepeMeHHOCTh, KOpMJICHHE TPYABIO H (PEPTHIBHOCTH

Ecnu Bpl 6epeMeHHbI, KOPMUTE IPyIbIO, IyMaeTe, YTO OEpeMEHHBI, WU IIIaHUPYyEeTe
OepeMeHHOCTh, IIepe]] MPUMEHEHUEM JTaHHOTO Npenapara NpOKOHCYIbTUPYHTECH € JIeUalium
BpPauoOM WM PAOOTHUKOM ANTEKH.

Ecnu umeercs puck BcacsiBaHusi baneolrHa, Bo BpeMsi 06peMEHHOCTH U TPYIHOTO BCKapMIIMBAHUS
ClIeflyeT yUUuThIBaTh cieaytomiee. [logo6Ho BceM ApyruM aMUHOTIIMKO3UAaM, HEOMHUIIMH IPOHUKAET
yepes IualeHTapHbii 0apbep. [Ipu cucteMHOM MCTIOIB30BaHUU AMUHOTIIMKO3U/I0B B BBICOKUX J103aX
OTMEYAJIOCh TIOBPEXKICHUE CIIyXOBOT'0 anrnapara y Iuioja.

B cBsA3uM ¢ 3TUM JaHHBIN IIpenapar cleyeT IPUMEHATh TOJIBKO B TOM CJIydae, €CiIu MOTeHIUaIbHas
I10JIb3a NIPEBBIILIAET PUCK IS IJI0JA.

Bausinue Ha cIOCOOHOCTH YNIPABJATH TPAHCIIOPTHBIMH CPeICTBAMH U padoTaTh ¢
MeXaHUu3MaMHu
HewnssectHo.

3. Ilpumenenne npenapara baneonun
TouHo mpunepxuBaiiTech HUKENPUBEICHHBIX YKa3aHUM 1100 Ha3HaueHu Bpada. Eciu Bbl B uem-
1100 COMHEBAETECh, MPOKOHCYIBTUPYHUTECH C BPAYOM HIJIM pAOOTHUKOM aNTeKH.

HapyxHo.

B3pocibiM U 1eTsM Ma3b HAHOCAT TOHKUM CIIOEM Ha MOpa)KeHHbIE y4acTKu 2—3 pasa B cyTku. [lpu
HEOOXOIMMOCTH HAKJIAABIBAIOT MOBs3KY. O01acTh HAHECEHUS HE IOJDKHA MpeBbIaTh 1 % romanu
MOBEPXHOCTH Tela (MPUMEPHO COOTBETCTBYET pa3Mepy JIaJJOHU MAIUEHTA).

JIMUTEeNbHOCTh JICYCHUSI HE JOJDKHA TMPEBBINIATh 7 JIHEW, KpOMe CIydaeB, KOTJa Bpay Ha3HAUMI
JIPYTYIO JUIUTEIHHOCTD JICUEHUSI.

Iayuenmol ¢ HapyweHuem GyHKyuu newenu/noyex: MPU UCTOIH30BAHUU B JI033aX, CYIICCTBECHHO
MPEBBIIAIONINX PEKOMEHIOBAHHBIC, BCJICIICTBHE BO3MOXXHOTO BCACBHIBAHHMS AKTHBHBIX BEIICCTB,
ciemyeT oOpaiiaTh BHUMaHUE Ha CHMIITOMBI, YKa3bIBAIOIIUE Ha TOKCUYHOCTD I TOYEK U (MJIH)
cinyxa. PexomeHayeTcss MpPOBOAUTH aHAIM3bl KPOBH W MOYHM, a TakXke ayJuOMETpHYecKHe
HCCIICIOBaHUS.

Jlemu: ciennraabHble PEKOMEHIAIUH 110 JO3UPOBAHHIO OTCYTCTBYIOT.
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THoowcunvie nayuenmor (cmapwe 65 nem): cneuuaidbHble PEKOMEHAALMM 10 JO3UPOBAHUIO
OTCYTCTBYIOT.

Ecau Bel npuMenuniu 0oabiue npenapara baneouunH, yem cjie10Banno

B ciydae nepeno3upoBKY WK MPOTIJIATBIBAHUS Ma3H IMOCOBETYHTECH C BPayoOM.

[Ipu wucmonb30BaHWKM B J103aX, MPEBBIIIAONIUX PEKOMEHIOBAHHBIC, BCIEICTBHE BO3MOKHOTO
BCAChIBaHUS IpenapaTa ciieayeT oopaiiaTh BHUMaHHUE Ha CUMITTOMBI, YKa3bIBalOIIMEe HA TOKCUYHOCTD
JUIS cayxa U (W) IoYeK, 0COOCHHO Y MAIMEHTOB ¢ (HeHpO)TpOohUUECKUMU S3BAMH.

Ecan Bol 3206111 npuMeHuTh baneouun
[Ipu npomycke MprUMEHEHUs HAHECUTE Mpernapar, Kak TOJIbKO 00 3TOM BCIIOMHHUTE.

Ecnu y Bac umeromcs 60Nnpocsvl N0 NPUMEHEHUIO OaHHO20 npenapamada, nocoeemyﬁmer C revawjum
epaviom uiu pa60mHMKOM anmeku.

4. Bo3Mo:KHbBIe HexKeJIaTeJbHbIe peaKnu

Kaxk u Bce JICKAaPCTBCHHBLIC IIPCIIapaThl, ,Z[aHHLIﬁ pceriapaTt MOXKET BbI3bIBATH HECKCIIATCIIbHBIC
pCaKkuunu, XOTd pa3BUBAIOTCA OHU HE Y BCCX.

HesxenarenbHple peakuuyl KIacCH(PUIMPOBAHBI B COOTBETCTBHHM C CUCTEMAaMHU OpPraHOB M YacCTOTOM
BO3HUKHOBEHHSI CJICTYIOIIUM 00pa3oM: odeHb yacTeie (> 1/10), gacteie (> 1/100, < 1/10), HeuacTsie
(= 1/1000, < 1/100), peaxue (> 1/10 000, < 1/1000), ouens penkue (< 1/10 000), vacToTa HEM3BECTHA
(HEe MOXeET OBITh YCTAHOBJICHA HA OCHOBE UMEIOIINXCS JTAHHBIX ).

B nenom, baneonuH Xxopomio mepeHOCUTCS MPU HAHECEHWH Ha KOXY, CIM3HCTYIO O0OJIOUKY WIIH
PaHEBYIO TIOBEPXHOCTb.

Hapywenus co cmoponst uMMyHHOU CUCHEMbL

Penkue: NpU HAIMYMK aJjiepruy Ha HeoMunuH B 50 % ciaydaeB Oyner HaOmoAaThes
MepeKPecTHas aJuleprus Ha APYTHe aMUHOTIIMKO3HU/IHbIE aHTHONOTHKH.

YacToTa HEU3BECTHA: 110 CPABHEHUIO C BO3JCHCTBHEM Ha 370POBYIO KOXY NpPU NPUMEHEHUH Yy
MAalMeHTOB C XPOHWYECKUM JepMaro3oM (HampuMep, ¢ 3aCTOMHBIM
JIEpMAaTUTOM WJIM XPOHHUYECKUM CPEIHHUM OTHUTOM) CEHCHOWIM3aLUs KO
MHOTMM JpyTUM TpernaparaM, BKIIOYas HEOMHIUH, KaK MpPaBUIIO,
ycunuBaeTcs. B HEKOTOpPBIX clydasX MPOSIBICHHEM aJUIEPTUU MOXKET OBITh
OTCYTCTBHUE 3aKHUBIISIOIIETO 3P PeKTa npemnapara.

Hapywenus co cmoponst HepE8HOIL cucHembl
YacroTa HEU3BECTHA: OBPEXKICHHE BECTHOYIISIPHOTO HEPBA, HEMPOMBIIIEUHas OJI0Kaa.

Hapywienus co cmoponst op2ana ciyxa u 1a0upunmusle HapyuieHus
YacToTa HEeM3BeCTHA: TOKCUYHOCTD IS CITyXa.

Hapywenus co cmoponsl KO)icu U NOOKONCHBIX MKAHE

Penkue: aJJIepruy, MPOSIBIISIIOIINECS B OCHOBHOM KaK KOHTaKTHBIN JIEpMaTuT.
AJuieprus Ha HEOMULIMH BCTPEUYAETCsl pexke, YeM OOBIYHO MPUHSITO CUUTATh.

YactoTa HEU3BECTHA: AJIUTEIBHOE UCIIOJIb30BAHUE MOKET IPUBECTH K PA3BUTHUIO AJUIEPTHUECKUX
peakuuii, COMPOBOXKAAIOIINXCS MOKPACHEHHEM, CYXOCTbIO M IIEITyIICHHEM
KO>KH, KO’KHOM ChINbIO U 3yA0M. Eciu nopaxeHue pacupoCTpaHseTcss WU He
3a)KMBAET, 3TO MOXET OBITh CBS3aHO C aJIJIEprHeil.
[Tocne BO3EHCTBHS COTHEUHOTO CBETA WJIH YJIbTPAa(QHOIETOBOTO M3ITyUEHUS
MOTYT pa3BUThCA (POTOUYBCTBUTEIBHOCTD WM (DOTOTOKCUYECKUE PEAKIINH.
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Hapywenusa co cmoponst nouex u mo4egvle00aujux nymeil
YacToTa HeU3BeCTHA: TOKCUYHOCTD JIJISl TTOYEK.

ECJZI/ly Bac nosieumcs kakas-nubo nesicenamenvHast PEeAKYUA, nocoeemyﬁmer C 6pavyom uiu
pa607’}1HuKOM anmexu. Taxoice nocoeemyﬁmecz) C HUM, ecau 'y Bac nosissmcs nescenamenvhvie
PeAKyUlU, He nepeduciieHHble 6 INoM JAUCMEKe-8KAaA0blUe.

Coo0uieHne 0 HexKeJIATEJIbHBIX PeaKIHAX

Ecnu y Bac Bo3HuKIIM Kakue-TnO0 HexellaTelbHbIe PEAKINH, IPOKOHCYIBTUPYHUTECH C BPAauOM WIIH
paboTHHKOM anTeku. JlaHHAas peKoMeHJalMs pacHpoCTpaHseTCs Ha JI0Oble BO3MOXHBIC
He)KeJIaTeIbHbIe PEeaklii, B TOM YHCIie Ha He TEepEUnCIICHHBIC B IaHHOM JIMCTKE-BKIIAAbIIe. Bor
TaKXKe MO)KeTe cooOIIaTh O JIF0OBIX MOA03PEBAEMbIX HEXETATENbHBIX PEAKIMUAX HANpsMYyIO 4yepes
HallMOHAJBFHYIO CHCTEMY COOOIIEHHUs O HEeXeNaTeNbHBIX peakiusax. Coolias o HeXemaTeTbHBIX
peakiusix, Bel momoraere noiay4uTts 6osiblie CBeACHUN 0 6€30MaCHOCTH Ipemnapara.

S. Xpanenne npenapara baneouun

XpaHHUTB B HEJOCTYITHOM JIJISI ICTEH MECTe.

He ucnonp30BaTh 10 HCTEUEHUH CPOKA TOJHOCTH, YKA3aHHOTO Ha YIaKOBKeE.
XpaHuTh Ipu TeMIiepaType He Bbiie 25 °C.

He BbiOpackIBaiiTe npenapat B KaHaJIM3ALMIO WK OBITOBBIE OTXO/bI. Y TOUHUTE Y paOOTHUKA alTeKH,
KaK clelyeT yTUIM3UpOBaTh Ipenapar, KOTopblii Bam Gombie He HyXeH. DTH Mepbl HO3BOJIAT
3alUTUTH OKPY’KAIOLIYIO CpEeay.

6. Coep:kuMoe yNIaKOBKHU U MIPOYMe CBeIeHUSA

1 r ma3u ba"neouuH coaepKuT:
akxmusHble sewecmea. dGauntpauud uuHK — 250 ME; neomununa cynsdar — 5000 ME.
Bcnomozamenvhvle eeujecmea. naHOINH, O€NbIN MATKUM napaduH.

OnucaHne BHEIIHET0 BUAA
JKenropaTast romoreHHas Ma3b CO CIa0bIM XAapaKTCPHBIM 3aIllaXOM.

XapakTep H COAepPKMMOE YIIAKOBKHU
TybGa u3 amomunus, comepxkamas 20 T Ma3u Uil Hapy>XHoro npumeHeHus. [lo omnou TyGe ¢
JUCTKOM-BKJI/IBIIIIEM B KAPTOHHOM IMayKe.

YcaoBus ornycka
OTtnyckaercs 6e3 peuernTa.

Jlep:kaTeiib perucTPAHOHHOIO YI0CTOBEPEHHUS
Cannos I'm6X, buoxemumrpacce 10, A-6250 Kynmib, ABctpus.

IMpousBoauTein
Camorac ®apma ['m6X, OctepBenunren, Jlanre ['€pen 3, 39171 3ronbuerans, ['epmanus.

IlepecmoTp TekcTa
Maprt 2024 r.

[Iperensun norpedbuteneii HaNPaBISITH B MECTHOE OTIeaeHUE KoMnanuu «CaH03» MO0 Ha ajipec
3J1. ITOUTHL: patient.safety.cis@sandoz.com
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Package leaflet: Information for the user
Baneocin® ointment for external use

International nonproprietary name:
bacitracin+neomycin

Read all of this leaflet carefully before you start using this medicine because it contains

important information for you.

— Keep this leaflet. You may need to read it again.

— If you have any further questions, ask your doctor or pharmacist.

— Ifyou get any side effects, talk to your doctor or pharmacist. This recommendation
applies to any possible side effects, including those not listed in section 4 of the package
leaflet.

— If within 7 days your condition does not improve or, on the contrary, worsens, consult a
doctor.

What is in this leaflet

What Baneocin is and what it is used for

What you need to know before you use Baneocin
How to use Baneocin

Possible side effects

How to store Baneocin

Contents of the pack and other information
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What Baneocin is and what it is used for

Baneocin is an antibiotic combination to be used locally only.

Baneocin 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 microorganisms such as Neisseria spp. and Haemophilus
influenzae. 1t 1s also effective against actinomycetes and fusobacteria. Resistance to bacitracin is
extremely rare.

Neomycin is active against both Gram-positive and Gram-negative microorganisms 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.

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.
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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).

2. What you need to know before you use Baneocin

Do not use Baneocin if you have:
hypersensitivity to bacitracin and/or neomycin, other aminoglycoside antibiotics or any of the
excipients of the medicine.

Avoid use in severe, large-area skin injuries, since absorption can be toxic for hearing and can
lead even to 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

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 toxic effects for kidneys and/or hearing 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 toxicity for hearing, 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
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sun or to ultraviolet radiation.

Other medicines and Baneocin
Tell your doctor or pharmacist, if you are taking/using, have recently taken/used or might
take/use any other medicine.

If absorption occurs, toxicity for kidneys can be increased in case of simultaneous
administration of cephalosporins or other aminoglycoside antibiotics.

Intensification of the toxicity for kidneys or hearing 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.

Pregnancy and breast-feeding

If you are pregnant or breast-feeding, think you may be pregnant or are planning to have a
baby, ask your doctor or pharmacist for advice before using this medicine.

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.

Driving and using machines:
None known.

3. How to use Baneocin

Always use this medicine exactly as it is written in this leaflet or as your doctor has told you.
Check with your doctor or pharmacist if you are not sure.

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 toxicity for kidneys and/or toxicity for hearing
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.

If you use more Baneocin than you should:

In case of overdose or ingestion of the ointment, consult a doctor.

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

If you forget to use Baneocin:
If you forget to use Baneocin, use it as soon as you remember.

If you have any further questions on the use of this medicine, ask your doctor or pharmacist.
4. Possible side effects
Like all medicines, this medicine can cause side effects, although not everybody gets them.

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: toxicity for hearing

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.

Renal and urinary tract disorders
Not known:  toxicity for kidneys

Reporting of side effects

If you get any side effects, talk to your doctor or pharmacist. This includes any side effects
not listed in this leaflet. You can also report side effects directly via the national reporting
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system. By reporting side effects you can help provide more information on the safety of this
medicine.

5. How to store Baneocin

Keep out of reach of children.

Do not use this medicine after the expiry date stated on the package.
Do not store above 25 °C.

Do not throw away any medicines via wastewater or household waste. Ask your pharmacist
how to throw away medicines you no longer use. These measures will help protect the
environment.

6. Contents of the pack and other information

1 g of Baneocin ointment contains:

active substances: bacitracin zinc — 250 1.U.; neomycin sulphate — 5,000 I.U.
Excipients: wool fat, white soft paraffin.

What Baneocin looks like
Yellowish homogeneous ointment with a slightly characteristic odour.

Contents of the pack
20 g of ointment for external use in aluminum tubes. There is one tube with a package leaflet

in a carton box.

Prescription status
Over-the-counter medicine.

Manufacturing Authorization Holder
Sandoz GmbH, Biochemiestrasse 10, A-6250 Kundl, Austria.

Manufacturer
Salutas Pharma GmbH, Osterweddingen, Lange Goehren 3, 39171 Siilzetal, Germany.

Revision of the text
March 2024

Consumers’ claims could be addressed to a local representative office of Sandoz company or
to e-mail: patient.safety.cis@sandoz.com
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