MUHUCTEPCTBO 3JJPABOOXPAHEHUS POCCUMCKOM ®EJIEPALINU
NHCTPYKIUA
10 IPUMEHEHHIO JIEKapCTBEHHOT'O Npernapara Julsl MEIUIIMHCKOTO IPUMEHECHHUS

Hedypo3un®
MOPOIIIOK JIJIsl HPUTOTOBJICHUS pacTBOpa sl MHbEKIUKA 750 Mr

Perucrpanuonnbiii Homep: I1 N014926/01

Toprosoe Ha3Banue npenapara: [lepyposun®™

Me:xkayHapoaHoe HelaTEHTOBAHHOEe Ha3BaHMe: LIEQPYPOKCUM

Xumnyeckoe HazBaHue: [6R-[6anbda,76era-(Z)]|(AMUHOKapOOHT )OKCH [MeTh |-7-[[ 2-
bypaHmT(METOKCUMMHHO )alleTHJI |aMUHO |-8-0KCO-5-THa- 1 -a3abuiukio[4.2.0]okT-2-eH-2-KapOoHOBas
KHCJIOTA (B BUJIE aKCETUJIA, TUIPOXIIOPHIA WIIM HATPUEBOM COJIH)

JlekapcTBeHHast (popMa: OPOILIOK I TPUTOTOBIIEHUS paCTBOPA 11 MHBEKIIUH.
Cocras: nedpypokcum - 0,75

Onucanue: OebIil UM IMTOYTH OCJIBIH ¢ )KEITOBATHIM OTTEHKOM TTOPOITIOK.
dapmakoTepaneBTHYeCKasl rpynna: AHTHOMOTUK, IiehaIoCOpuH

Koa ATX: [JOIDAO6].

dapMaKoJ0rHyecKue CBOCTBA

HedanocnopunoBerii  antubuotuk Il mokomeHust  AIsd  MApEHTEPAILHOTO  MPUMEHEHUSL.
JeiicTByeT OakTepuIMAHO (HapyIIaeT CHHTE3 KJIETOYHOM CTEHKH Oaktepuii). ObiamaeT MIMpPOKUM
CIIEKTPOM MPOTHBOMUKPOOHOTO EHCTBUSL.

BbIcOKOakTHBEH B OTHOIIEHWH I'PaMIIOJIOXKHUTEIBHBIX MUKpoopranu3amMoB (Staphylococcus aureus,
Staphylococcus epidermidis Bkmrouass — mTammel, YCTOWYMBBIE K TCHUIIWUIMHAM H 32
UCKJIIOYEHUEM IITaMMOB, PE3UCTEHTHBIX K METUIMIUIMHY), Streptococcus pyogenes u Ap. Oera-
TeMOJINTHYECKHUE CTPENTOKOKKH, Streptococcus pneumoniae, Streptococcus rpynmsl B
(Streptococcus agalactiae), Streptococcus mitis (rpynmsl  viridans), Bordetella pertussis,
6ompmmacTBO  Clostridium  spp.), rpamorpunatensHbix Mukpooprann3MoB (Escherichia coli,
Klebsiella spp., Proteus mirabilis, Providencia spp., Proteus rettgeri, Haemophilus influenze,
BKJIIOYAs INTAaMMbI, PE3UCTEHTHbIE K amnuuwuimHy, Haemophilus parainfluenzae, Bxirouas
MITAaMMBI, TPOAYIHUPYIONIME W HENMPOIYIHUPYIOINUE TeHUIMIINHA3y, Neisseria meningitides,
Salmonella spp., Bacteroides spp., Fusobacterium spp., Propionibacterium spp., Borrelia
burgdorferi), rpaMmosIOKUTEIBHBIX U TPAMOTPHIIACTIILHBIX aHA3p0OOB (BKIt0Uas Peptococcus spp.
u Peptostreptococcus spp.).

K nedypoxcumy ne uyBctBuTenbHBI: Clostridium difficile, Pseudomonas spp., Campylobacter
spp., Acinetobacter calcoaceticus, Listeria monocytogenes, ycTOWYUBBIE K METUIIMIUIMHY IITAMMBI
Staphylococcus aureus, ycroilumBhIe K METHIIMULIMHY mTaMMbl Staphylococcus epidermidis,
Legionella spp., Streptococcus (Enterococcus) faecalis, Morganella morganii, Proteus vulgaris,
Enterobacter spp., Citrobacter spp., Serratia spp., Bacteroides fragilis.

DapMaKOKHHETHKA

[TapeHTepanpHOE BBEEHHE: TTOCIIE B/M BBeAeHHs 750 MI MaKCUMallbHast KOHIICHTPAIHSI TOCTUTASTCS
yepe3 15-60 muH u cocraBuser 27 mkr/mi. Ilpu B/B BBenmenun 750 mr u 1,5 T MakcumaibHas
KOHIIeHTpanus uepe3 15 muH coctaBisger 50 u 100 MKr/mi cooTBeTcTBeHHO. TepameBTHUeCKas
KOHIIEHTpanus coxpansercs 5.3 U 8 4 COOTBETCTBEHHO.

[lepuon momyBbIBeneHUS TIpU B/B M B/M BBeleHHMH - 80 MHUH, Y HOBOPOXJCHHBIX - B 3-5 pa3
HPOJIOJDKUTETIBHEE.

Cas13b ¢ 6enmkamu 1iazmbl — 33 - 50 %.

He merabonm3upyercs B eueHu.

BbiBoauTCsl moukamu MyTeM KITyOO4KOBOW (MIbTpalMd M KaHaubleBoil cexperuu 85 — 90% B
HEM3MEHHOM BHJIC B TeueHHe 8 4 (OOoJbIlas 4acTh IMperapaTa BBIBOAUTCS B TEUYCHHE MEPBHIX 6 U,
co3JlaBasi IPU 3TOM BBICOKME KOHIIGHTpAIMKM B Moue); uepe3 24 4 BbIBOAMUTCS MOIHOCTBIO (50% -
MyTeM KaHableBo# cexpernu, 50% - myTeM KITyOOouKoBOW (PUIbTPALINH).

TepaneBTuueckre KOHIEHTPALUU PETUCTPUPYIOTCS B IVIEBPATBHON KHUIKOCTH, KEITYH, MOKPOTE,



MHOKapZe, KoXe W MITKuX TKaHax. KoHieHTpamuu nedypokcruma, MpeBbIIIAoNe MUHUMAIbHYIO
MO/IABIISIONIYI0 KOHIIGHTPALMIO JUIs OOJIBIIMHCTBA PACIPOCTPAHEHHBIX MUKPOOPTaHU3MOB, MOTYT
OBITh JIOCTUTHYTHI B KOCTHOM TKaHHW, CHHOBHAJIBLHOW YKHIKOCTH W BHYTpPHUIJIA3HOW KHIKOCTH. [Ipm
MEHUHTUTE TPOHHUKAET uepe3 reMarosHiedammdeckuii Oapbep. [Ipoxoaur dYepes mameHTy u
MPOHUKAET B TPYAHOE MOJIOKO.

IHoka3zanusi K MPUMEHEHHUIO.

BakrepuanbHple MH(EKINH, BBI3BAHHBIE YyBCTBUTEIBHBIMH MHKPOOPTaHU3MaMU: HH(EKIMOHHbIE
3a00JIeBaHUs JIbIXaTeIbHBIX MyTeH (OpOHXWT, MTHEBMOHMS, a0CIIECC JIETKHMX, SMITMEMa TUIEBPHI U Ip.),
JIOP-opranoB (CMHYCUT, TOH3WUIMT, (DapUHIUT W Jp.), MOYEBBIBOSIIIMX MyTed (mmenoHedpur,
IUCTHUT, CHMITTOMaTH4ecKasi GakTepuypusi, TOHOpes U JAp.), KOKU U MITKUX TKaHeH (poxka, MUoJepMus,
UMIIETUTO, (YypYyHKYJE3, LEIUTIOINT, paHeBass MHPEKLUs, SPU3UNCION U 1p.), KOCTEH U CyCTaBOB
(ocTeoMHeNUT, CENTUYECKUN apTPUT U JIp.), OPTAaHOB MAIOro Tasa (B aKyIIepCTBE M TMHEKOJIOTHH),
CENTULIEMHS], MEHUHTHUT, NMPOPUIAKTUKAa MH(PEKIMOHHBIX OCIOKHEHHH TPH OIepalusx Ha OpraHax
TPYJHOM KJIETKH, OpIOIIHOWM MOJOCTH, Ta3a, CycTaBoB ( B T.4. IPH OMEPALMSIX Ha JIETKUX, CEpILE,
NHIIEBO/E, B COCYIUCTON XUPYPIUU NPH BBHICOKOH CTETIEHN pUCKa MH(PEKIMOHHBIX OCIOKHEHUH, TIPH
OPTONEINICCKUX OTEPAITHsX ).

IIpoTruBonoka3zanus
l'unepuyBCTBUTENBHOCTH (B T.4. K JIp. LehaocnopiHam, NEHUIWLIMHAM 1 KapOarneHemam ).
C OCTOPOXKHOCTBIO — TEPHOJA HOBOPOKIACHHOCTH, HEJOHOIIEHHOCTh, XPOHHUYECKasl MOYeqHast

HEOOCTAaTO4YHOCTD, KpOBOTG‘-IeHI/I}I n 33.60JI€B3.HI/I}I )Ke.]’[y,Z[O‘-IHO-KI/IHIe‘-IHOFO TpaKTa ( B T.4. B aHAMHEC3€C,
HECTICITU(UYUECKUIN S3BEHHBIA KOJHT), OCJIAOJICHHBIE W WCTOIICHHBIC TAIMEHTHI, OEepEeMEHHOCTbD,
nepno;[ JIaKTaIluun.

Cnoco6 npuMeHeHHs U 103bI

B/M, B/B. B/B 1 B/M B3pocibpiM HazHa4yaroT 1o 750 mr 3 paza B CyTKH; MpH MHMEKIUSIX TSHKEIOTro
TeyeHHs - 103y yBennuuBaioT 10 1500 mr 3-4 pa3a B cyTku (Ipu HEOOXOAUMOCTH, HHTEPBAT MEXIY
BBEJICHUSIMU MOXKET OBITH COKpaltieH A0 6 1). Cpenssist cyrounast q03a — 3000 — 6000 mr.

Hetsim HazHavatoT 1o 30 — 100 mr/kr/cyT B 3 — 4 npuema. J{yist OonpIMHCTBA HHQEKIMI ONTUMAIbHAS
no3a coctapisier 60 mr/kr/cyt. HoBopoxkneHHBIM 1 AeTsM 110 3 Mec HazHaydaroT 30 mr/kr/cyT B 2 — 3
npuema.

[Tpu ronopee — B/M, 1500 Mr omHOKpaTHO (WM B BUE 2 MHBEKIWH 110 750 MT ¢ BBEJICHHEM B pa3HbIC
obnacTu, HarpuMep, B 00€ ATOTUYHbIEC MBIIILIB).

[Tpu GaxtepuambHOM MeHMHTHTE — B/B, M0 3000 Mr Kakaple 8 4; JETSIM MJIQMIIETO W CTapIIero
Bo3pacrta- 150-250 mr/kr/cyt B 3-4 nprema, HOBOpOkeHHbIM — 100 Mr/Kr/cyT.

[Tpu onepanusax Ha OPIOITHOM MOJIOCTH, OpraHaxX Ta3a M MPH OPTONEINISCKUX orepalusix — B/B, 1500
MT [IPY UHIYKIMH aHECTE3MH, 3aTeM JIONOJIHUTENBHO — B/M 750 Mr, yepe3 8 u 16 4 mociie onepanum.
[Tpu omeparusx Ha ceple, JETKUX, MHIIEBOJC U cocyaax — B/B, 1500 Mr mpu MHIYKIMKA aHECTE3HH,
3aTeM — B/M, 110 750 Mr 3 pa3a B CyTKH B T€UCHHUE TOCIEAYIOMMX 24 — 48 u.

ITpn monuoit 3amene cyctaBa — 1500 Mr mopoimika CMENIMBAIOT B CYXOM BHJIE C KaKIbIM MAKETOM
MOJIMMEPA METUJI-METAKPUIIATHOT'O IIEMEHTA Mepest 100aBICHUEM >KUIKOTO MOHOMEPA.

[Tpu maeBMOHUM — B/M Wi B/B, 1o 1500 mr 2 — 3 pa3a B cyTku B TeueHue 48 — 72 4, 3aTeM NepexosT
Ha MPUEM BHYTPb (UCTIONB3YIOT JIEKApCTBEHHbIE (POPMBI 1S ipreMa BHYTpb) 1o 500 mr 2 pasa B CyTKu
B Teuenue 7 — 10 muei.

[Ipu oGocTpeHnn XpOHMYECKOro OpOHXHTAa Ha3HAYaloT B/M WM B/B, o 750 mMr 2 — 3 pa3a B CyTKHU B
TedeHue 48 — 72 4, 3aMeT MepexoAsT Ha MPHUEM BHYTPh (MCIOJB3YIOT JICKAPCTBEHHBIE (OPMBI ISt
npuema BHyTpb) 110 500 Mr 2 pa3a B CyTKH B TeueHue 5 — 10 nHei.

[Tpu xpoHHYecKol MOYEUHONW HEJOCTaTOYHOCTH HEOOXOAMMa KOPPEKLHUS peKuMa JO3UPOBAHUS: MPU
KimpeHce kpeatnHuHa 10 — 20 Mi/MuH Ha3HauyalOT B/B Wi B/M mo 750 mr 2 pas3a B CyTKH, IpH
KIMpeHce KpeatnHuHa MeHee 10 mu/mMuH - o 750 mr 1 pa3 B CyTKH.

[Tarmentam, HaxoAsIIMMCS HAa HENIPEPHIBHOM I'E€MOJUAIM3E C HMCIOJIB30BAHUEM apTEPHO-BEHO3HOIO
HIyHTa WK Ha TeMO(UIIBTPAIU BHICOKOM CKOPOCTH B OTIETICHUSIX MHTEHCUBHOM Tepariuy, Ha3HAuyaroT



750 Mr 2 pa3a B CyTKW; Ui TAIMEHTOB, HAXOMAIIMXCS HAa TeMOQWIBTPAIMH HU3KOH CKOPOCTH,
Ha3HAYaloT JJ03bl, PEKOMEHyEeMbIE MPH HAPYILCHUH (PYHKIIUH OYEK.

ITo6ounbIe 3P deKxThI

Annepruyeckue peakiu: 03HOO, ChIpb, 3y, KpallMBHUILA, PEAKO — MyJIbTU(OpPMHAs 3SpuUTEMa,
Oponxocmna3m, cuaipom CtuBeHca-/[KoHCOHA, aHAQUITAKTUYECKHIA IOK.

Co cTOpOHBI MHUIIEBAPUTEIBHON CUCTEMBL: JUapesl, TOIHOTA, PBOTA WJIM 3aIl0p, METEOPU3M, Ca3Mbl U
00Jb B KUBOTE, U3BA3BICHUS CIM3UCTOW OOOJOUKM TOJIOCTH PTa, KaHIUI03 MOJOCTH PTa, TIIOCCHT,
TIICEBIOMEMOPAHO3HBI  SHTEPOKOJIMT, HapylleHue (YHKIMU TI€4eHH (IOBBIICHWE AaKTHUBHOCTU
«TICYCHOYHBIX» (DEPMEHTOB B IUIa3Me — aclapTaTaMHHOTpaHc(epasbl, aJaHUHAMUHOTpaHC(epassl,
eTI0YHOM (pocdarasbl, JakTaTaeruporeHaspl, OmTupyOrnHa), XoaecTas.

Co cTOpOHBI MOYETIONOBOM CUCTEMBI: HapyIIeHHe (PYHKLIUH MOYeK (CHIDKEHHE KIMpEeHCa KpeaTHHUHA,
HOBBIILICHNE COJEPKaHUsI KpeaTWHUHA U OCTaTOYHOIO a30Ta MOYEBHMHBI B KPOBH), IU3Ypus, 3yJ B
HPOMEXHOCTH, BarMHHUT.

Co cTOpoHBI OpraHoB KpoBeTBOpeHus: cHukeHue Hb u remarokpura, aHemusl (armsiacTuyeckas WU
TeMOJIMTUYECKAs), S03UHO(DWINS, HEUTPONICHUs, JEHKONEHHs, arpaHyJoHUTO3, TPOMOOIMTONCHUS,
TUHONPOTPOMONHEMHS, YAJTMHEHUE TIPOTPOMOMHOBOTO BPEMEHH.

MecTHbIE peakiyu: pa3apakeHne, MHQUILTPAT U 00JIb B MecTe BBeACHUS, (PaeOuT.

Ilepeno3upoBka.

Cumrrromsr: Bo30y»kaenue LTHC, cynoporu.

JleueHue: Ha3HAuUEHUE IIPOTUBOCYJIOPOKHBIX CPEACTB, OOECIEUEHHE BEHTWILMM U 1nepy3ud,
KOHTPOJIb U MOAJEPKaHUE KU3HEHHO BAXHBIX (DYHKLMI OpraHu3Ma, reMOMalii3 U epUTOHEATbHBIN
JAAITA3.

B3aumMoneiicTBHe ¢ APYTHMH JIEKAPCTBEHHBIMH NPeNapaTaMu.

OnHOBpEeMEHHOE MEpOpalbHOE HA3HAUEHHUE «IIE€TJIEBBIX» JUYPETKOB 3aMENISET KaHaJIbHYIO
CEKpEeIHI0, CHIDKAET MOYEYHBIH KIUPEHC, MOBBIIIACT KOHIIEHTPAIMIO B IJIa3M€ U yBEIMYUBAET
NepUO/I TTOTYBBIBEICHUS LIEPypPOKCUMA.

[Ipy oAHOBpEMEHHOM NPUMEHEHUU C AMHUHOTTMKO3UJIAMHU M JUYPETHUKAMHU TOBBIIIAETCS PHUCK
BO3HHKHOBEHUS] HEYPOTOKCHUECKUX P PEKTOB.

[IpemapaTsbl, CHUXKAIOUIHE KUCIOTHOCTD KEJIyJAOYHOIO COKa, CHIXKAIOT BCcachlBaHHE HedypoKcuMa
U ero OMOIOCTYITHOCTb.

®apManeBTUYECKH COBMECTUM C METPOHHUAA30JI0M, a3JIOLUJUIMHOM, KCUJIMUTOM, C BOJHBIMU
pacTBopamu, cogepxkamumMu 10 1% nunokanHa rugpoxiopuna, 0,9% pacTBopom HaTpus XJopuia,
5% pactBOpoM nekcTpo3bl, 0,18% pacTBopom Hatpus xsopuaa u 4% pacTBOpoOM JIEKCTPO3bl, 5%
pactBopoM nekctpossl U 0,9% pactBopoM Hatpus xiopuaa, 5% pactBopoM aekcTposbl U 0,45%
pacTBOpoM HaTpus xyopuaa, 5% pactBopoM nekctposbl U 0,225% pacTBopom HaTpus XJIOpuia,
10% pactBOopoM nekcTpo3bl; 10% MHBEPTHPOBAHHBIM CaxapoM B BOAE JJII MHBEKIMM, paCTBOPOM
Punrepa, pactBopom nakrara Hatpus, pactBopoMm ['aptmana, 0,9% pacTBOpoM HaTpus XJIOpHUIA,
5% pacTBOpOM AEKCTPO3bl M THAPOKOpTH30HOM, remapuHoMm (10 ex/mm u 50 emx/mm) B 0,9%
pacTBope HaTpus xJopuaa, kamus xinopuzaom (10 MOx/a u 40 MDx/n) B 0,9% pactBope HaTpus
XJIOpUJa.

®apmareBTHYeCK HECOBMECTUM C AMUHOTTIMKO3UIaMU, pAaCTBOPOM HaTpHs OukapOoHara 2,74%.

Oco0ble ykazaHus

HaI_II/IeHTBI, HMCBIIMC B AHAMHE3C AJUICPIrUYCCKHUC PCaKIIMKW Ha NCHHUUWIUIMHBI, MOT'YT HMCTb
TUIEePYYBCTBUTEIBHOCTD K 11e(alloCIOPUHOBBIM aHTHOMOTHKaM. B mpoiiecce nedeHns HeoOXxoaum
KOHTPOJb (YHKIHMU TOYEK, OCOOCHHO Yy OOJIbHBIX, MOIYYAIOUIMX Ipernapar B BBICOKUX J103aX.
Jleuenue pexoMeHayeTcsl MPOAOIKaTh B TeueHue 48 — 72 4 mocye UCYE3HOBEHHUSI CUMIITOMOB, B
ciydae nH(EKIui, BRI3BAaHHBIX Streptococcus pyogenes, peKOMEHIyeTCs MPOI0JDKATh JICUeHUE He
Mmenee 10 naeit.

Bo Bpems JieueHuss BO3MOXKHA JIOKHOTIOJNIOXKMTENbHAas mpsmas peakius KymbOca wu



JIO’KHOTIOJIOKUTENbHAS PEaKIMsi MOYH Ha TIIIOKO3Y.

ITocne pa3BeneHuss MOKHO XPaHUTh IIPU KOMHATHOW TEMIIEpaType B TEUEHUE 7 4, B XOJIOAWIBHUKE
B TeueHue 48 4. Jlomyckaercsi IpUMEHEHHUE TTOKENTEBIIETO 32 BpeMsl XpaHEHHUsI pacTBOpa.

Bo Bpems sieueHust HeNb3s yoTPEOIATh STAaHOI.

VY nanueHToB, MNONyYamoIIUX HedypOKCUM, IpPU ONpPENEIeHUH YPOBHSA TIJIIOKO3bI B KpPOBHU
PEKOMEHIYIOT HUCII0Ib30BATh TECTHI C IIIIOKO300KCH1a301 HIIM F€KCOKHMHA30M.

Ha ¢one neuenuss MEeHUHTUTA Y J€TE BOZMOKHO CHIDKEHUE CITyXa.

IIpu mepexone OT mapeHTEpaIbHOTO BBEACHMS K IPUEMY BHYTPb CIIEIYET YYHUTHIBATH TKECTb
uH(EKINH, YyBCTBUTEILHOCTh MUKPOOPTraHM3MOB U 00liee cocTosiHUe nanueHTa. Ecinu yepes 72
Y 10cie mpueMa negypokcumMa BHYTPbh HE OTMEYAETCSl KIMHMYECKOTO YIIyUIIeHUs, HE00X0IUMO
MPOJOKUTH TAPEHTEPAIbHOE BBEICHUE.

®opma BbINyCKa
[Topomok a1 mpUTOTOBICHUSI PacTBOpa sl MHbEKUUH BO ¢uiakoHax 1o 750 mr. OnuH ¢iakoH B
[Ia4Ky KapTOHHYIO.

YciaoBusi XxpaHeHust
B 3amuienHom ot cBeTa, HEJOCTYITHOM JUIsl A€Tel MecTe npu TemnepaTtype He Boime 25°C.

Cpok roguoctu
3 rona. He ucronb30Bath MOCIIE HCTEUEHHSI CPOKA TOTHOCTH, YKa3aHHOTO Ha yITaKOBKE.

YcaoBus oTnycka U3 anrTexk
ITo peuenty Bpaua.

HsroroBurenn
«Iporexx buocucremcey» I1sr.JITA., MHAMA.

IIperen3nu moTpeduTesiell  OTHPABJATH B aJpec BJajeJblia PerMcTPAlHOHHOIO
YAOCTOBEepeHHs:

AO «Hayuno-npounsBoactBeHHbIN LeHTp «JIbDA», Poccus

P®, 115088, r. Mockaa, yi. Yrpenickas, 1. 14, ctp. 2

ten./akc: +7 (495) 785-51-30



