BAKTOBEIA

MHCTPYKLUUS MO MEAULIMHCKOMY NMPUMEHEHUIO
A€KAPCTBEHHOro CPEeACTBA

ToproBoe Ha3BaHue: bakTosera.

MexayHapoaHoe HenaTeHToBaHHOe Ha3BaHue: LiedptprakcoH + Cynbbakram.

TlekapcTBeHHas hopma: NopOLLIOK st IPUrOTOBMEHWSI pacTBOPA AN UHBEKLMWIA.

CocrTaB: Kaxabli (priakoH COAEPXKUT:

CrepunbHbin LiedbTprakcoH Hatpus USP akB. LedTprakcoHy 1000 mr;

CrepunbHbii Cynbbaktam HaTpuss USP akB. cynbbaktamy 500 mr.

®dapmakoTepaneBTUYeckas rpynna: aHTubnoTuk, LecanocnopwH |l nokoneHws c uHrnbutopom beta-nakramas.
Kop ATX: JO1D D54.

®dapmakonorunyeckme CBOMCTBa:

®apmakoOuHamuKa:
LlecbanocnopuHoBbIi  aHTMBMOTVMK ANS MapeHTepanbHOro MpYMEHEHWs, MpeAcTaBnsoWwmuii cobon KomMBuHaLuo
uedtprakcoHa (uedanocnopuHa Il nokoneHnus) u cynbbaktama (MHrMGUTOpa GeTa-naktamas). KombuHauus

YBENUYMBAET CMEKTP aHTUMWKPOBHOro [eicTBMSi LedTpuakcoHa W 3HaAYUTENbHO MOBLILLAET €ro  KIMHUYECKYo

adpbekTMBHOCTL. [penapar, obnagaeT BbipakeHHOW GaKTepuuMAHOW aKTUBHOCTBIO MPOTMB  LUMPOKOFO CrekTpa

KMUHUYECKM 3HAYUMbIX LUITAMMOB TPaMMOMOXUTENbHBIX WM rpamoTpuLaTenbHbiX aspoboB, B T.4. HO30KOMMUAmNbHbIX,

PE3UCTEHTHBIX K APYyruM aHTMbuotukam (sHTepobakTepun-npodyLeHTbl 6eTa-naktamas LUMPOKOro M paclUMpeHHOro

cnekTpoB, P. aeruginosa, Acinetobacter spp.). OTmMeyeHa xopowasi GakTepuumaHas akTMBHOCTb B OTHOLUEHWUM

aHaspobHbIx 6GakTepuii. [MepBWYHON Pe3UCTEHTHOCTbIO K npenapaTty obnagalT: MeTULUMNUHPE3UCTEHTHbIe

cradumnokokkn, nuctepun, E. faecium, E.faecalis, C. difficile, Chlamydia spp., Mycoplasma spp. BropuyHas

PEe3UCTEHTHOCTb MMUKPOOPraHM3MOB K Mpenapary, pa3BuBaeTCsl MeAneHHO (BbiCOKasi yCTOMYMBOCTb K AeicTBUIO GeTa-

naktamas).

AKTVBEH B OTHOLLEHWE CreayLLMX MUKPOOPraHU3MOB: rpaMnonoxuTenbHble aspobbl - Staphylococcus aureus (Bkntovast

LuTaMMBbl, NpoAyLMpytowve neHMumnnnHasy), Staphylococcus epidermidis, Streptococcus pneumoniae, Streptococcus

pyogenes, Streptococcus viridans;

rpamoTpuuaTtenbHble asapobbl: Acinetobacter calcoaceticus, Enterobacter aerogenes, Enterobacter cloacae, Escherichia

coli, Haemophilus influenzae (B T.4. WTammsbl, o6pasyolwme neHnumnnuHasy), Haemophilus parainfluenzae, Klebsiella

spp. (B T.u. Klebsiella pneumoniae), Moraxella catarrhalis, (Bkntovasi neHMumMnnMHnpoayumpyoLme wrammel), Morganella

morganii, Neisseria gonorrhoeae (B T.4. wTtammbl, obpasyowme nennumunnuHasy), Neisseria meningitidis, Proteus

mirabilis, Proteus vulgaris, Serratia spp. (B T.4. Serratia marcescens).

®DapmaKkoKuHemuka:

Mocne BM BBeaeHus LieddTpMaKCOH GbICTPO M MOMTHOCTHIO BCACLIBAETCH B CUCTEMHBbI KPOBOTOK. XOPOLLIO NPOHWKAET B

TKaHU W XnOKWe cpefbl OpraHu3Ma: AblxaTenbHble MyTW, KOCTU, CYCTaBbl, MOYEBbIBOASALLMIA TPAKT, KOXY, NOOAKOXHYO

KneTyaTKy W opraHbl OptowHON nomocTu. [pu BOCNaneHWU MeHWHreanbHbIX OBOMOYeK XOpOLO MPOHUKaeT B

CMWHHOMO3rOBYH0 XWAKOCTb. BruogoctynHocTb LedTprakcoHa npyv BM BBeaeHun coctaBnset 100%. MNocne BM BBeaeHus

Cmax gocturaeTcs vyepes 2-3 4, npu BB BBeAeHWM - B KOHLE MHEY3UK.

Mpu BM BBeageHun uedtpuakcoHa B fose 1 r Cmax B nna3me KpoBu cocTaBnsieT 76 MKr/Mn cooTBETCTBEHHO, npu BB

BBeAeHuM B fo3se 11 151 MKr/Mn COOTBETCTBEHHO. Y B3pOCHbIX Yepes 2-24 4 nocne BBeAeHWs npenapata B fose 50 mr/kr

KOHLIEHTpaLWsi B CMMHHOMO3rOBOW XWAKOCTU BO MHOro pa3 npesocxoant MIMK ana Haubonee pacnpocTpaHeHHbIX

BO3bOyauTenelt MeHuWHruTa. PaBHOBECHOE COCTOsiHME yCTaHaBnvBaeTCs B TedeHue 4 CyTOK BBefdeHWs npenapara.

ObpaTnmMoe cBsi3biBaHWe ¢ 6enkamu nnasmbl (anbbymuHamm) coctasnseT 83-95%. T1/2 coctasnsieT 6-9 y. MnasmeHHbIN

knupeHc—0,58-1,45 n/y, noveyHsl knuperc —0,32-0,73 n/u.

Y B3pocnbix nauneHToB TeydeHve 48 4 50-60% npenaparta BbIBOAMTCS MOYKaMU B HeusmeHeHHoM Buae, 40-50%

3KCKPETMPYETCS CXKENYbIO B KULIEYHWK, rae BruoTpaHcopMmupyeTcs B HeaKTUBHbIN MeTabonuT.

MakcvmanbHas KoHUeHTpauusi cynbbaktama B KpoBM OTMevaeTcs yeped monyaca rnocne BM BBegeHus, a nepuop

nonyBsblBedeHUs coctaBnset 1 yac. Bonbluas yacTb (85%) cynbbaktama BbiIBOAUTCS Novkamu. Kak LedTpruakcoH, Tak n

cynb6akTam XopoLUo pacnpeaensioTcsi o TKaHSIM U KUAKOCTSM opraHuama.

Moka3aHuA K NPMMEeHeHMI0:

BakToBera, npumeHsieTcsi Npy NevYeHNn MHAPEKLMOHHBIX NMPOLIECCOB, BbI3BAHHbIX MUKPOOPraHM3Mamu, 4yBCTBUTENbHLIMU

Knpenapary:

* VHGEeKUMiA AbIxaTeNbHbIX NyTel: OCTPbIX U XPOHUYECKUX BPOHXMTOB, KMCTO3HOrO rbpo3a, NHEBMOHWMIA, abcuecca

T1erknX, OCTPbIX U XPOHUYECKNX OTUTOB, CUHYCUTOB;

* WHEKLNI KOXKHbBIX MOKPOBOB;

* VHEeKUMA MOYeBLIBOAALLMX MNyTel (B TOM YMUCNEe OCMNOXHEHHbIX): NUENoHedpUTOB OCTPbIX W XPOHUYECKMX,

I'IpOCTaTI/ITOB LIMCTUTOB, yPETPUTOB, 3HAOLEPBULIMTOB, APYriX 3a60neBaHnii MOYeBbIAENUTENbHBIX NyTeN;
YpOreHUTarnbHbIX UHDEKLWIA: 3HAOMETPUTOB, NAapaMeTPUTOB, CanbMHroohopuTa;

« BakTepuanbHON cenTuuemmm;

* VH(EKUMIT CyCTaBOB U KOCTEN: apTPUTOB, OCTEOMUENNTOB;

* WHeKuMn opraHoB BGPIOLLIHON NONOCTYU: XONEeLUCTUTOB, NEPUTOHNTOB;

+ BakTepuanbHbIX MEHUHTUTOB;

* BTOPWYHbIX MHPEKLMI Y OHKOMOrMYECKMX GOMNbHbIX 1Y NALIMEHTOB CO CHMKEHHBIM UMMYHUTETOM.

Mpenapat Takke wucnonb3yeTcsa Ans NPOMUNAKTUKN WHGEKLUMOHHbIX OCMOXHEHWA B npefonepalyoHHOM W

nocronepauyoHHOM neproaax.

MpoTuBonokasaHus:

* MPOTVBOMOKAa3aH MauuveHTaM C annepruyeckumm peakunsMmn Ha cynbbaktam u LedTpuakcoH, a Takke Ha apyrue

LiechanocnopyHbl v NEHNLIMIMNMHBI.

C 0cmopoxHoCMbHo Npy TnepounupybuHeMn y HOBOPOXAEHHbIX, HEOHOLLEHHbIX AETel, NoYeyHas /Mnmu nevyeHoYHas

HEAOoCTaTOYHOCTb, HecneunduU4eckuid A3BEHHbIN KOMUT, 3HTEPUT WNW KOMWUT, CBSA3AHHbIA C NPUMEHEHWUEM

aHTMbakTepuanbHbix J1C.

BepemernHocmb u nepuod nakmayuu:

MpumeHeHne npenapata Bo Bpemsi 6epeMeHHOCTV BO3MOXHO TOMNbKO B TOM Crlyyae, ecnv npeanonaraemas nonb3a ans

MaTepu NpeBbILAeT NOTeHUManbHbIN puck Ans nnoaa. Mpu HeobxoAMMOCTH Ha3HaveHWsi NpenapaTa B Nepuog nakrauum

cnegyeT NpekpaTUTb rpyAHOE BCKapMIIMBaHue.

Cnoco6 npMMeHeHus U A03bl:

BHYTPUBEHHO 1 BHYTPUMBbILLEYHO.

Bsapocnbim u 0emsim cmapwe 12 nem - no 1-2 r (B pacyeTe Ha uedTprakcoH) 1 pa3 B cyTku unm 0,5-1 r kaxaple 12 v,

CyTOYHas [03a He A0IHKHa NpeBbIaTb 4 T.

[ns HogopoxdeHHbIX (00 2 Hedenb) - 20-50 Mr/Kr B CyTKW.

[na epydHsix demell u demell o 12 nem cyTodHas fosa - 20-80 mr/kr. Y aeten ¢ maccon Tena ot 50 Kr v BblLLE NPUMEHSIIOT
[03bl ANs B3POCTbIX.

[oay 6onee 50 mr/kr macchbl Tena HeobxoaMmo HasHavaTb B Buae BB uHdy3um B TedeHre 30 MuH. [inutensHOCTL Kypca
3aBUCUT OT XapakTepa v TshkecTu 3aboneBaHus.

[pu eoHopee - BM ogHokpaTtHo, 250 Mmr.

[ns npogbunakmuku rnocreonepayuoHHbIX OCIOXHEHUU - OAHOKPATHO, 1-2 T (B 3aBUCKHMOCTM OT CTEMEHU OMNacHoOCTU
3apaxeHus) 3a 30-90 MuH Ao Ha4Yana onepauuu.

lNpu onepayusix Ha mosicmou u nMpsIMoU KUWwKe PeKOMEeHAYIOT AOMOMHUTENbHOE BBeAeHWe npenaparta u3 rpynnbl 5-
HUTPOVMWAA30MOB.

Mpwv 6akmepuanbHom meHuHaume y epydHbix Oemeti u Oemel mnadweeo sospacma - 100 mr/kr (Ho He Gonee 4 1) 1 pa3 B
cyTku. MNpoaormKUTENbHOCTL NEYEHNS 3aBUCUT OT BO3BYaAMTENS 1 MOXET cocTaBnsTb oT 4 AHer Ans Neisseria meningitidis
0o 10-14 gHen ans vyBCTBUTENbHbLIX WTaMMOB Enterobacteriaceae.

LHemsm ¢ uHheKyuaMU KOXU U Msi2Kux mkaHel - B cyTodHom fo3se 50-75 mr/kr 1 pas B cyTku unu 25-37,5 mr/kr kaxable 12 4,
He 6onee 21 B CyTKN.

Mpy msxenbix uHghbekyusx Opyeol nokanudayun - 25-37,5 mr/kr kaxaple 12 4, He 6onee 21 B cyTKU.

Mpw cpedHem omume - BM, ogHokpaTHo, 50 mr/kr, He Gonee 1T.

Mauuentam ¢ XTTH koppekuusi o3kl TpebyeTtcs nuwb npu KK Huxe 10 mi/MuH. B 3TOM criyyae cyTodHast 403a He AoMmkKHa
npesbIWaTh 2T.

lMpasuna npueomosneHus U 86edeHUs Pacmeopos:

CniepyeT ncnonb3oBaTh TONMbKO CBEXENPUrOTOBMNEHHbIE PacTBOPbI!

[ns BM BBegeHus 1r (B pacyete Ha uedTpuakcoH) npenapata pacTtBopsitoT B 3,5 mn 1% pactBopa nupokauHa.
PekomeHaytoT BBoAMTL He Boree 11 B ogHy sroauy.

[na BB uHbekumm 1 1 (B pacyeTe Ha LedTpuakcoH) pacteopsitoT B 10 Mn Boab! ANst MHbekumin. Beoasat BB meanexHo (2-4
MWH).

[ina BB nHdy3unii pacteopsitoT 2 T (B pacyeTe Ha LedTpuakcoH) B 40 mn pactBopa, He copepkaluero Ca2+ (0,9% pactsop
NaCl, 5-10% pactBop AekcTpo3bl, 5% pacTBop neBynosbl). o3kl 50 mr/kr n 6onee cneayeT BBoAWUTbL BB kanenbHo, B
TeyeHne 30 MUH.

Mo6oyHbIe oencTBUA:

Co cmopoHb! nuwesapumernbHoli cucmemMsl: TOLHOTA, PBOTa, Auapes, TPaH3WTOPHOE MOBbILEHWe aKTUBHOCTU
NeYEHOYHbIX TPaHCaMMHA3, XonecTaTuyeckasi )KenTyxa, renaTut, NceBaoMeMOPaHO3HbIA KOSUT.

Annepauyeckue peakyuu: KOXHas Cbifb, 3yA, 903MHOMUNNS; peako - oTek KBuHKe.

Co CcmMOpoHbI cucmeMbl Kpo8emeopeHUsi: Npyu ANIMTENBHOM MPUMEHEHUM B BbICOKMX [03aX BO3MOXHbI U3MEHEHWs
KapTWHbI Nepudepryeckoit KpoBU (NENKoNeHUs, HENTPONEHNS, TPOMBOLIMTONEHUS, reMONUTUYECKas aHEMUS).

Co cmopoHbI cuCmeMbl c8epMbI8aHUSI KPOBU: TMMONPOTPOMBUHEMMSI.

Co cmopOHbI MOYe8bIOeUMErTbHOU CUCMEMbI: UHTEPCTULMANbHBIA HEPHT.

Sgphekmel, 06ycriosneHHble Xumuomepanesmu4yeckum 0elicmeuem. KaHANAO3.

MecmHbie peakyuu: dnebut (npv BB BBeaeHUm), 6onesHeHHOCTb B MecTe MHbeKumuy (Mpy BM BBeaeHWN).
Mepepo3upoBka:

HepoctaTouHo [faHHbIX O cryvasx nepefo3vpoBKM npenapata. B cnyyae BO3HWKHOBEHWSI Nepeao3vpoBKU
PeKoMeH0BaHO cYMMNToMaTyeckoe neyeHvie. lemMmoamanus unu nepuToHearbHbI Ananu3 HeaEKTUBHBI B CHUXEHUM
KOHLeHTpaLumn Npv nepeosvpoBke.

B3aumopeicTeme ¢ Apyrummu nekapcTBEHHbLIMU CpeACcTBaMm:

LledbTprakcoH n ammHornmkosuabsl obnagatoT CUHEPr3MoM B OTHOLLIEHUU MHOTVX rpaMoTpuLaTenbHbiX GakTepui.
HecoBmecTvM c aTaHonoM.

HIMBMu ap. MHMGUTOpbI arperauuy TPOMGOLIMTOB YBENUYMBAKOT BEPOSITHOCTb KPOBOTEYEHHS.

Mpun ogHOBPEMEHHOM NPUMEHEHUN C "neTneBbIMK" AnypeTukamu u Ap. HedpoTokcuyHbiMmM J1IC Bo3pacTaeT puck pasBuTust
HePOTOKCUYECKOTO AENCTBNUS.

dapmaLeBTUHECK HECOBMECTVIM C pacTBOpaMu, COAEPXKaLLMMM Apyrue aHTUBUOTUKN.

Oco06ble yka3aHus:

Mpn HasHayeHun npenapata baktoBera, HeobxoauM TwaTenbHbIN COOpP aHamHe3a ANs WUCKMIOYEHWUS Hannyms
annepruyecknx peakumnin Ha NeHMLMNNUHLL 1 LedanocnopmHbl. MNpu nosBneHnn peakumin rmnepyyBCTBUTENBHOCTM
peKkoMeHayeTcs HeMeANeHHO NpekpaTuTb NPUMEHEHNe npenapara.

Mpn OQHOBPEMEHHOWM TSXENON MOYEYHOW M MEeYEHOYHON HeJOCTAaTOYHOCTV Yy MauMeHTOB, HaxoAsWWXCS Ha
remMoavanuae, cnegyet perynspHoO KOHTPONMPOBaTb KOHLEHTPaLMIo LiedpTprmakcoHa B Nna3me KpoBMy.

Mpv onuTEenbHOM NeYeHU HeoBXOAMMO PEryNSiPHO KOHTPONUPOBAaTL KapTUHY Nepudepnyeckoin KpoBK, nokasatenu
YHKLMOHANBbHOTO COCTOSAHUS MEYEHN U NMOYEK.

B pegkux cnyvasix npyu Y3U xenyHoro nysbipsi OTMEYalTCs 3aTEMHEHWs!, KOTOpblE MCYE3aloT MOCne OTMEHbI
npenapara (gaxe ecnu 310 ABMeHne conpoBoXxaaeTcs 6onsamu B npaBom nogpebepbe, peKOMeHAYT NpoaomKaTb
Ha3HaveHue aHTMBMOTVKa M NPOBEAEHWE CUMMTOMaTUYECKOTO NEYEHNST).

Mpy npuMeHeHnn npenapata Henb3si yNoTpebnsiTb 3TaHoON, T.K. BO3MOXHO pa3BuTVE AWUCYNbMOUPaMONoao6HbIX
appekToB (MOKpacHeHve nuua, cnactudeckve 6onm B XunBOTe M B 06nacTu xenyaka, TOWHOTa, pBoTa, ronoBHas
60nb, cHwkeHne A[l, Taxnkapams, oaplLLKa).

Ha doHe npumeHeHnsi npenaparta bakToBera nuuam NoXunoro Bo3pacta M OCnabneHHbIM NauveHTaMm MOXeT
norpeboBaTbcs Ha3HaveHNe BuTammHa K.

HecmoTpsi Ha nogpobHbIi cbop aHamHesa, 4TO SBMSETCA MPaBUMOM W ANs Apyrux LedanocrnopuHOBbIX
aHTUGMOTUKOB, HESb3s UCKIIOYNTE BO3MOXHOCTb Pa3BUTUSI aHadUIaTUYecKoro LWoka, YTo TpebyeT HeMeaneHHon
Tepanuu: cHavana BBoaaT BB anvHedpuH, 3atem - FKC.

®dopma Bbinycka:

MopoLuok Anst NPUroToBNEHUst pacTBopa ANs UHbeKUUiA Bo dnakoHax. OanH dnakoH BMecTe € MHCTPyKUMen Mo
NPUMEHEHWIO B KAPTOHHOW yNaKoBKe.

YcnoBus xpaHeHuUs:

XpaHuTb B CyXOM, 3alLMLLEHHOM OT CBeTa MecTe, Npu Temnepatype He Bbille 25°C 1 B MecTax, HeAOCTYMHbIX ANs
nerven.

CpOK rogHOCTH:

YkazaHo Ha ynakoBke. He ncnonb3oBath No MCTEYEHUN CPOKa FOAHOCTU.

YcnoBus oTnycka:

Mo peuenTy Bpava.

MpownsseneHo ans:

Vegapharm LLP
ToHaoH, Benuko6putaHus Vegapharm
MpownssognTens:

HutuH Nandpcannes J1a.

NHana




