NHCTPYKIUA
10 MeJUIMHCKOMY NPHMEHEHHUIO JIEKAPCTBEHHOI'0 Npenapara

HEJECTOAEPM-B® C TAPAMUIIMHOM®

Perucrpauuonubiii Homep: I1 N012747/01
Toprosoe Ha3BaHMe NpenapaTa
Lenecronepm-B® ¢ T'apamvuuaom®™

MexayHapoaHoe HeMATEeHTOBAHHOE HAUMEHOBAHNE WU I'PYNNMPOBOYHOE HA3BAHUE
beramerason + ['eHTamMuiiuA.

JlekapcTBenHnas popma

Massb a1 Hapy>KHOTO IPUMEHEHUS.

Cocras

1 r Ma3u COAEPKUT

NeiicTByIOIIMe BeliecTBa: Oeramera3oHa 17-Bajepar MHKpOHU3MpoBaHHBIH 1,220 wMr
(oxBuBanenTHo 1,000 mr Oeramera3oHa), TeHTaMUIMHA CyJIb(PaT MHUKPOHHU3UPOBAHHBIN
(axBuBanentHo 1,000 mr (unu 1000 ME) renTaMuniuHy OCHOBaHHSA);

BcIioMoraresibHbIe BemecTBa: nmapadus xuakuii 100,000 mr, mapadun 6enbiit MATKHi (.S.
Onucanue

OnHopoHast Ma3b OT TOYTH OEJIOTO /IO CBETJIO-KEITOrO0 1BeTa 6€3 MTOCTOPOHHUX YACTHII.
dapmakoTepaneBTHYeCKas rpynmna

AHTHOMOTUK-aMUHOTIIMKO3U]I + TIIFOKOKOPTUKOCTEPOHI.

Kon ATX: D07CCO01

DapMaKoJIOrHYecKue CBOMCTBA

Mass Ienecronepm-B® ¢ Tapamununom®

cogepxur  rmokokoptukocreponsn  (I'KC)
OerameTa3oHa BajepaT, OKa3bIBAIOUIMI  MPOTHBOBOCHAIUTENBHOE, IMPOTUBO3YJIHOE U
COCYJIOCY>KHBarolIlee JeicTBUE, M aHTUOMOTUK MeHTaMUIMH, 00JaJarouil aHTHOaKTepHalbHOM
AKTUBHOCTBIO IIMPOKOIO CIEKTpa JeHCTBUSA. B 4YHMClIO BOCHPUMMYHUBBIX K TE€HTaAMHUIMHY
OakTepuii BXOIAT YyBCTBHUTENbHBIC ImTaMMbl Staphylococcus aureus (koaryna3o-mo3uTHBHBIH,
KOaryJa30-HEraTUBHbIA M HEKOTOPbIE MEHULMUINHA30-IPOAYLUPYIOIIUE MTAMMBI), a TaKXe

rpamoTpHiaTensHple OakTepun Pseudomonas aeruginosa, Aerobacter aerogenes, Escherichia

coli, Proteus vulgaris u Klebsiella pneumoniae.



IHoka3anus K NpUMeHEHUI0

MectHoe neuenue 3aboneBanuii koxu, nognatomuxcs ['KC tepanuu, mpu HadIMuYUKU BTOPUYHOM
WH(MEKIMH, BBI3BAHHON BOCIPUUMYUBBIMU K TEHTAMUIIMHY MHKPOOPTaHW3MaMH, WU TIpU
MOJI03PEHHUH Ha TaKylo MH(EKIHIO: 3K3eMa (aTonudeckast, 1eTCKasi, MOHETOBUAHAS ), KOHTAKTHBIN
JIEpMaTUT, CEOOpPEHHBIN JepMaTHT, HEHPOJIECPMHUT, COJIHEUHBIM JEPMATHUT, 3KC(HOTHMATHBHBIN
JIEPMAaTUT, PaJUAIIMOHHBIN JJEPMAaTUT, OMIPENOCTh, ICOPUA3, aHOTCHUTAIBHBIN U CTAPYECKUH 3YI.
Ma3b NpUMEHSIOT IIPU MOPAKEHHUIX KOKU Ha (JOHE IK3EMBI WIIH TICOpPHA3a.

IIporuBonokazanus

[ToBbIlIeHHAs! YyBCTBUTENIBHOCTh K KAKOMY-THOO M3 KOMIIOHEHTOB Mpernapara.

TyGepkyiie3 K0XH, KOKHbIE TPOSIBICHUS cuuimca, BeTpsiHast OCIia, IPOCTOM reprec, IpuOKOBbIe
3a00JI€eBaHUS KOXKHU.

[lepuon BakMHAIIMKM U KOXKHBIE TTOCTBAKIIMHAILHBIE PEAKIIH.

[Tepuon nakranuu.

BepemeHHOCTD (IUIUTENBHOE JI€YEHHE OOIIMPHBIX YYaCTKOB KOXKH).

JeTckuii Bo3pact — 10 6 MecCsIIEB.

C 0CTOpPOXHOCTHIO

bepemenHocTh (IIpU OTCYTCTBUM KpPUTEPHEB Ui NPOTHUBOIOKA3aHUS) — OCOOCHHO B 1-M
TPUMECTPE;

JlnurenbHoe JedyeHne oOMIMPHBIX YYaCTKOB KOXKH, OCOOEHHO y AETE!, WK NPU HAIMYUH TPEIIUH
KOKH, WM UCTIOJIb30BAHUN OKKITFO3HOHHBIX TIOBSI30K.

Cnocod npuMeHeHus U 103bl

HapyxHo.

HanocuTh Ma3b TOHKMM CJIOEM Ha IMOPa)KEHHBbIE YYaCTKU KOXH 2 pa3a B J€Hb — yTPOM H
BEYEPOM.

Heo0xoauMyro 4acTOTy MPHUMEHEHHs JIOJKEH YCTAaHOBUTH Bpay, OPHEHTHPYSCh Ha TSKECTb
3a0osieBaHud. B nerkux ciiydasx npMMEHEHUE OJIMH pa3 B JI€Hb OOBIYHO SBJISETCS JOCTATOYHBIM,
npu  Oojiee TSDKENBIX TMOPAKEHUSX MOXET TOoTpedoBaThCs Oojiee dYacToe MPUMEHEHHE.
ITponOMmKUTENBHOCTD JIEYEHHS 3aBUCUT OT CTEIIEHU BBIPA)KEHHOCTH, JIOKAJIU3ALUU [TOPAKEHUS U
OTBETA MALMEHTa Ha JICUCHUE.

ITo6o4uHoe neiicTBUE

[pu mnpumenennu Masu lLlenectomepm-B® ¢ TapamununoM® BeTpeuaroTcs — peakiuu

THUIICPYYBCTBUTCIILHOCTH, CbIIlb U HAPYHICHUC ITUTMCHTALIUN KOXKH.



Bo3MoHBI crenyromue MECTHBIE PEaKLMH, OOYCIIOBJIECHHbIE INPUMEHEHHEM OeTaMeTa3oHa,
OCOOEHHO MU MCIIONb30BAHUM OKKJIFO3MOHHBIX IOBS30K: pa3lipakeHue KOXH (3ylH, spuUTema),
OLIYIICHUE MOKEHUS, CYXOCThb KOXH, (OJUIMKYJIUT, TUIEPTPUXO03, CTEPOHIHBIC YIPH,
TUIIONINTMEHTALNS, [EPUOPAIbHBIA  E€PMATUT, AUIEPTUYCCKUN KOHTAKTHBIM  JEpMaTHT,
Mallepanus Koy, BTOpuuHasi UH(peKLus, aTrpodusi KOXKH, CTPUH, TOTHULA.

[Ipu neyeHuM TeHTaMHIMHOM BCTpPEYAeTCs NPEXOIALIee pa3JpakKeHUE KOXKU (dpUTema, 3yn),
0OBIYHO HE TPEOYIOIIEE OTMEHBI JICUCHUSI.

[Ipy nDpPONOIKUTENBHOM JIEYCHMHM WIM HAHECEHUMM Ha OOJbIIYI0 IOBEPXHOCTh BO3MOXHO
pa3sBUTHE CUCTEMHBIX MMOOOUYHBIX 3PdekToB, xapakTepHbix A ['KC: nmoblieHne maccel Tena,
0CTEOIIOPO3, TOBBIIICHHE aAPTEPHAIBLHOTO JABJICHUS, OTEKU, U3BSI3BICHUE CIU3UCTOW OOOIOUKH
KEIyTOYHO-KUIIEYHOTO TpPaKTa, OOOCTPEHHE CKPBITHIX OYaroB HH(MEKINH, TUIEPTIIMKEMUs,
BO30Yy:KJIeHHe, OECCOHHUIIA, HApyILIEHHEe MEHCTPYaJIbHOTO LIMKJIa, HEYETKOCTh 3PEHHUS.

VY nerell, KpoMe TOro, MOI'YyT OTMEYaThCs cieayoume nodouHsle 3GGeKTsl, 00yCIOBICHHbIE
IPUMEHEHUEM OerameTa3zoHa: 10/1aBJICHUE byHKIMN TUIIOTaJIaMO-TUIIO(pU3apPHO-
HAJIIOYEYHUKOBOW cucTeMbl, cuHApoM HMnenko-KymmHra, 3aaepka pocra, OTCTaBaHUE B
npubaBke Macchl Teja, IMOBBILIEHHE BHYTPUYEpENHOro jaBieHUs. CHMOTOMBI YrHETCHHS
(GYHKLIMU KOpPbI HAJIIOYEYHUKOB Y JI€TeH BKIIOUYAIOT B ce0sl CHI)KEHHE KOHLEHTPAIMU KOPTU30J1a
B IJIJa3M€ U OTCYTCTBHE OTBETa Ha CTUMYJISLUIO aIpeHOKOpTUKOTporHoro ropmona (AKTI).
[ToBbillIeHHE BHYTPUUYEPETIHOTO JABJICHUS NPOSBISETCS BBHIOYXaHHMEM POJHUYKA, TOJIOBHOM
00J1b10, IBYCTOPOHHUM OTEKOM JIMCKA 3pUTEIBHOTO HEPBA.

Ecnin y Bac ormeuatorcss moOouHble 3((eKThl, YyKa3aHHble B WHCTPYKIMHM HIX OHHU
yecyryomsitoresi, win Bbl 3aMermnu moOble Ipyrue mnodouyHble 3¢ (eKTsl, HE yKa3aHHbIE B
MHCTPYKLHHU, COOOLIUTE 00 3TOM Bpady.

Ilepeno3upoBka

Cumnromel. YUpesmepHoe nnm anutenbHoe npuMmeHeHne MecTHbIX ['KC wmnm npuMmeHeHue B
J103aX, MPEBBIAIONIUX PEKOMEHIYyEeMbIE, MOTYT BbI3BAaTh YTrHETeHHE (YHKIUU THIO(PHU3apHO-
HAJIIOYEYHUKOBOW  CHUCTEMBI, YTO MOXET CTaTb IPUYMHOM  PA3BUTHS  BTOPUYHOU
HEJ0CTaTOYHOCTU KOPbI HAJIOUYEYHUKOB U MOSBICHUS CUMIITOMOB I'MIEPKOPTULIM3MA, BKIHOYAs
cunapom Muenko-Kymmnra.

OpHokpaTHasi TNepeao3UpOBKAa TEHTAMUIMHA HE COIPOBOXAAETCS TOSABIEHHEM KaKHUX-ITH00

CHMIITOMOB. JIJ'II/ITCJ'II)HOG MNPUMEHCHUE WX MPHUMCEHCHUC B  J103aX, IMPEBBIMIAOIINX



PEKOMEHTyeMbI€, MOTYT IIPUBECTH K 3HAYUTEILHOMY POCTY HEUYBCTBUTEIHHOW MHUKPO(IIOPHI, B
TOM 4YHCJIe TPUOKOBOI, B 04are mMopa>KCHUs.

Jleyenune. Iloka3zaHO COOTBETCTBYIOIIEE CHUMIITOMAaTU4YecKoe JieueHue. OCTpble CHUMIITOMBI
TUTIEPKOPTHIIM3MA  OO0bIYHO  oOpaTtuMbl. IIpuy  HeoOXoAMMOCTH  TMOKa3aHa  KOPPEKIIHS
3JIEKTPOJIMTHOTO aucOananca. B ciiydae XpoHUYECKOT0 TOKCHYECKOTO JEHCTBUS PEKOMEHTYETCs
nocrenennas orMena I'KC.

[Ipy HEKOHTPOJIMPYEMOM POCTE€ HEUYBCTBUTEIBHBIX MHUKPOOPIaHU3MOB WJIM DPAa3BUTUU
rpruOKOBOM MHPEKIINH CIIEAYET MPEKPATUTD JICUCHHUE U IMTOJ00paTh COOTBETCTBYIOINIYIO TEPAIHIO.
B3aumoneiicTBue ¢ IpyruMu JieKapcTBEeHHbIMH NpenapaTaMu

Kakoro-nmi6o B3aumMopeiicteus npenapara llenecromepm-B® ¢ Tapamunmnom®

C JApPYrHMH
JIEKapCTBEHHBIMHU CPEJICTBAMH HE 3apETUCTPUPOBAHO.

Oco0ble yka3anus

[Tpu orcyrcTBUM >¢deKTa OT JICUSHUs B TEYCHUE IBYX HEIEIb PEKOMEHAYEeTCs OOpaTHUTHCS K
JevaieMy Bpady Juisd yTOYHEHHS TUarHo3a v JICYCHUsI.

Ecnm npu  mpuMeHeHHMH — mpemapaTa  OTMEUSHO — pa3fpaKeHHWe WM OBBIIICHHAS
qyBCTBUTEIBHOCTB, JICUCHHE CIICTYET IPEKPATUTh U 1M0100paTh MAIMEHTY JPYTYIO TEPAIuIo.
JIrobbie  moGounbie dddextsr cucremHbix ['KC, Bkimtowas yruereHue (QyHKIUH KOPHI
HA/IMTOYEYHUKOB, MOTYT OTMEYaThCs Takke Npu ucronb3oBaHuM MecTHhIX ['KC, ocobenHo y
nereil. CuctemHas abcop6uust MecTHbix ['KC  MoxeT mMoBbIIATBCS MNPU  JUIMTEIBHOM
NPUMEHEHHH, JICYEHUH OOLIMPHBIX MOBEPXHOCTEH Tejla WM HCIOJIb30BAHUU OKKIIFO3MOHHBIX
HOBSA30K. B Takux cimy4asx, oCOOEHHO y JeTeH, ciieayeT COONI0aTh COOTBETCTBYIOUINE MEpHI
NPEIOCTOPOKHOCTH, BKITFOUAIOIINE BO3MOKHOCTh OTMEHBI IIperapara, OonpeiesieMy0 BpauoM B
3aBHCUMOCTH OT TSKECTH 3a00JIeBaHUs.

CucrtemHass abcopOuys reHTaMHUIIMHA TPY MECTHOM NPUMEHEHUHM MOJKET MOBBIIIATHCS B CIydae
HaHECEeHUs Ha OOMIMpHBIE YYaCTKH KOXH, OCOOEHHO MpPH JUIMTEIFHOM JICYCHHH WM TpU
HAJIMYAWA TPEIIMH KOXKU. B TakuWx cilydasX BO3MOXXHO DPa3BUTHE HEXKETATEIbHBIX SIBICHHM,
XapaKTepHBIX ISl T€HTaMUIIMHA MPU €ro CHUCTeMHOM mpuMeHeHuu (cM. paznen «Ilobounoe
JEeUCTBHEY»), MOITOMY PEKOMEHIYETCS OCTOPOXKHOE IPUMEHEHUE, OCOOEHHO Yy JeTel,
npeaycMaTpuBaroliee OIMpeaesieHHe BpauoM YacTOTHl TNMPUMEHEHHUS W TPOJOJDKHTEIHHOCTH
Teparum.

HaOnromanuche TepeKpecTHble aJUIePTHYeCKHe peakuy K aHTHOMOTHKAM W3  TPYIIIEI

AMHUHOTJIMKO3HU0B.



[Ipu AnUTENHbHOM MECTHOM MPUMEHEHMHM TEeHTAaMHUIMHA MOXXET H3pelka HaOIoaaThCcsl pPOCT
HEYYBCTBUTEIHHONW MHUKPO(MIOPHI, BKIOYas rpruOKOBYIO. B 3TOM ciydae, Kak U Mpu pa3BUTHU
pa3apakeHus, PEaKIWH TIOBBIIIEHHOW YyBCTBUTEIBHOCTH U CYNEPHUH(EKIUU, JCUCHUE
HEOOXO0IUMO MPEKPATUTh U HA3HAUYUTH COOTBETCTBYIOIIYIO TEPAIIUIO.

Masp Ilenecronepm-B® ¢ IapamummHOM® MOKa3aHa TONBKO ISl HAPYKHOTO TPHMEHEHHS M HE
npeaHa3HadeHa JJsl IPUMEHEeHHs B 0()TaIbMOJIOTHH.

IIpy CMCTEMHOM M MECTHOM NPUMEHEHUU KOPTHUKOCTEPOUIOB MOTYT OTMEUYAThCS HAPYLICHUS
3penusi. Eciau manueHT npeabsBiseT kajlo0bl HA HEYETKOCTh 3PEHHUs WIH ApPyTryue HapylleHUs
3peHusl, clieyeT oOpaTUThCs K OPTATbMOJIOTY JJIsl OLEHKH BO3MOXKHBIX MPUYHMH, KOTOPHIE MOTYT
BKJIIOYATh KAaTapaKTy, [JIayKOMY, CEPO3HYIO XOPUOPETUHOIIATHIO.

IIpumeHeHnue B neguaTpuu

® MOKET OBITH HCIOJIHL30BaHA I JICUCHUHA I[eTeﬁ B

Maszb I_[eneCToz[epM-B® ¢ I'apamunuaom
BO3pacte oT 6 Mecs1LIEeB.

Jetu mMoryT ObITh OoJsiee BocipuuMuMBHI K JeiicTBui0 MecTHbIX ['KC, BbI3bIBalOIIMX YrHETEHUE
THIOTAIaMO-TUTIO(PU3apHO-HAITOYEUHUKOBOMH CHCTEMBI, YeM MAIMEeHThl CTapIIer0 BO3pacTa.
D70 cBsA3aHO ¢ OoJiee BHICOKOM abcopOIuei mpenapara y JeTeil BCIeCTBUE OObIICH BeTHUNHBI
COOTHOUIEHUS TUIOLIAU TOBEPXHOCTH U MacChl Teja.

IIpumeHeHnne BO BpeMsi 0epeMEHHOCTH M JIAKTALUH

B cBs3u ¢ tem, uro Oe3omacHocTh mpumeHeHHs: MecTHbIX ['KC y OepeMeHHBIX He ObuLia
yCTAaHOBJIEHa, HA3HAUYE€HHUE IpenapaToB 3TOro Kjacca BO BpeMsi OEpEeMEHHOCTH OIpaBJaHO
TOJIBKO, €CIIM T0Jb3a JJII MaTepu SIBHO INPEBBIIAET BO3MOXHBIM Bpen it miuona. ['KC He
JOJIKHBI IPUMEHSATHCS BO BpeMsl OEpEMEHHOCTH JUIUTEIBHO WIH B OOJIBIINX J03aX.

Tak kak 10 HacTOSIIEro BpeMEHU He ycTaHoBieHO, MoryT Jiu ['KC npu MecTHOM NpUMEHEHUHU U
CHUCTeMHON abcopOIMK TNPOHMKATh B TPYAHOE MOJOKO, CIEAyeT IPUHATh pEIIeHUue O
OpeKpalleHu KOPMJICHUs TpyAbl0 WM 00 OTMEHEe Ipemnapara, YUMThIBas, HACKOJIbKO
HE00X0JUMO €ro NpUMEHEHUE AJI1 MaTepH.

Biansinme Ha cnocoOHOCTL YNPaBJIAATHL TPAHCHOPTHBIMHU CpeICcTBaMH H padoraTth ¢
MeXaHHU3MaMH

®

He BbIsIBIEHO Kakoro-nmubO BIMSHHS TperapaTa HeﬂeCToaepM-B® ¢ TlapamunmHom™ Ha

CMOCOOHOCTH YMPABIIATH TPAHCIIOPTHBIMU CPEACTBAMHU U PabOTATh C MEXaHU3MAaMH.



®opma BBINLYCKA

Masb q1s HapyskHoro npumenenus 0,1 % + 0,1 %.

I[To 15 r nmu 30 r ma3u B TyOBl aJlOMMHMEBBIE, ITOKPBITHIE 3AIIUTHBIM JAKOM (3MOKCUIHOE
MTOKPBITHE), C TOPJIOBUHON C BUHTOBOW pe3b0OH, MOKPHITOM MeMOpaHoi u kosmauykoM u3 [19BII.
OTKpBITHI KOHEIl 3alOJHEHHONW TyObl MMEET KOJBbILO XOJIOAHOTO 3aleyaThIBaHHUs M 3aKPBIT
MEXaHUYECKUM 00xkuMoM. Ha KoJmadke uMeeTcst OCTpue sl OTKPBITHS MEMOpPaHEI.

[To onHoO¥ TyOe BMeCTe ¢ MHCTPYKLIMEH 110 MPUMEHEHHIO B KAPTOHHOHN TauKe.

Cpox rogHoctu

3 rona. He ucnonb3oBatk mpenapar 1o UCTEYEHUU CpOKa TOTHOCTH.

YciaoBust XxpaHeHUs

B HepoctynHOM 11 feTei mecre.

XpaHuTth 1pu Temneparype He Boiie 25 °C.

YcaoBus ornycka

Ilo peuenry.

IIpousBoaurenn

Bnagenen peructpanuonsoro ygocrosepenus: AO «EAPTEP», Poccus

[IpousBeneno: ®amap A.B.E, 3aBox ABion, 49-i1 kM HarmoHanbHOW noporu AduHbl-Jlamus,
r. ABiona, Attuka, 19011, I'perust

Opranuzanusi, NPUHUMAIOIIAS NPEeTEeH3UH NOTpeduTeei:

AO «BAUEP», Poccus

107113, r. Mocksa, 3-s1 PeiOunckas yi., 1. 18, ctp. 2

Tem.: +7 (495) 231-12-00

www.bayer.ru

[annas Bepcust uHcTpyKuus aeiicrsyer ¢ 04.08.2022



