NHCTpyKUMAa K npenapaTty Makcunum 1r
) (Uedhenum) don. 1wT

Y3HaTb UeHy >>>

CocTtaB u popMa BbiNnyckKa

MopoLwoK ansa NnpMroToBseHUs pacTBOpa 4S9 B/B U B/M BBeaeHusa 6enoro nam 6enoro ¢
XKeNIToBaTblM OTTEHKOM LIBETA.

1 hnakoH comepXuT akTuBHOE BeLlyecTso Uedenum 1 r.

BcriomoraTesibHble BellecTBa: L-apruHuH.

dapMakKonornyeckoe AeucTeue

LlechanocnopunHoBbin aHTBMOTUK IV nokoneHnsa. ObnagaeT WMPOKMM CNEKTPOM OENCTBUS B
OTHOLLUEHNW FPaMMONIOXKUTESIbHbIX U FpaMoTpULaTesNbHbIX BaKTEpPUI, LUTAaMMOB, PE3UCTEHTHbIX K
AMUHOrNIMKOo3Maam nnm LedanocnopuHoBbiM aHTUbMoTUKaM Il nokoneHus. Llechennm BbICOKO
YCTONYMB K rnaponn3y 60onbWNHCTBOM B-nakTamMas, obnagaet ManbiM CPOACTBOM B OTHOLUEHMUN B-
NakTaMa3s, KOOUPYEMbIX XPOMOCOMHbBLIMU FreHamun, 1N 6bICTPO MPOHMKAET B rpamMoTpuUaTeNbHbIE
baKTepuasbHblie KJETKN.

MaKCuUNM akTUBEH B OTHOLLIEHUMN FPaMIIoJIOMNTESIbHbIX a3pobHbix bakTepuyi: Staphylococcus
aureus (BKJOYas WTaMMbl, Npoayuupytowme B-naktamassbl), Staphylococcus epidermidis
(BkSOYasa WTaMMbl, Npoayumpytowine B-naktamasbl), gpyrme wrtammel Staphylococcus spp.
(Bkntovasa Staphylococcus hominis, Staphylococcus saprophyticus), Streptococcus pyogenes
(cTpenTokokku rpynnbl A), Streptococcus agalactiae (cTpenTokokku rpynnsl B), Streptococcus
pneumoniae (BKJt0Yas WTaMMbl CO CpedHEeN YCTONYNBOCTbIO K MeHnuUnanmHy - MMNK ot 0.1 o 1
MKr/mn), Streptococcus bovis (rpynna D), Streptococcus viridans, opyrue beTa-remonmtuyeckue
cTpenTokokkK (rpynnel C,G,F); rpamoTpulaTesibHbiX asapobHbix bakTepuyi: Pseudomonas spp.
(Bkntovasa Pseudomonas aeruginosa, Pseudomonas putida, Pseudomonas stutzeri), Escherichia
coli, Klebsiella spp. (Bknto4as Klebsiella pneumoniae, Klebsiella oxytoca, Klebsiella ozaenae),
Enterobacter spp. (Bknto4asa Enterobacter cloacae, Enterobacter aerogenes, Enterobacter
agglomerans, Enterobacter sakazakii), Proteus spp. (Bknto4as Proteus mirabilis, Proteus vulgaris),
Acinetobacter calcoaceticus (nogTun Acinetobacter anitratus, Acinetobacter Iwoffii), Aeromonas
hydrophila, Capnocytophaga spp., Citrobacter spp. (Bkntoyas Citrobacter diversus, Citrobacter
freundii), Campylobacter jejuni, Gardnerella vaginalis, Haemophilus ducreyi, Haemophilus
influenzae (BkAtO4Yaa WTamMMbl, Npogyumpyowme B-naktamasbl), Haemophilus parainfluenzae,
Hafnia alvei, Legionella spp., Morganella morganii, Moraxella catarrhalis (Bknto4as WTamMmbl,
npooyuunpylowme B-naktamasbl), Neisseria gonorrhoeae (Bkato4as WTamMMbl, npogyuupytome B-
nakTama3sbl), Neisseria meningitidis, Providencia spp.(Bknto4asa Providencia rettgeri, Providencia
stuartii), Salmonella spp., Serratia spp. (Bkato4aa Serratia marcescens, Serratia liquefaciens),
Shigella spp., Yersinia enterocolitica; aHaspobHbix bakTepuii: Bacteroides spp. (Bkato4asn
Bacteroides melaninogenicus, apyrue wrammbl Bacteroides spp. /B poToBOM NosiocTw/),
Clostridium perfringens, Fusobacterium spp., Mobiluncus spp., Peptostreptococcus spp., Veillonella
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spp.

K npenapaTy ycTov4uBbl HeKOoTopble wTaMMbl Xanthomonas maltophilia (Pseudomonas
maltophilia), Bacteroides fragilis, Clostridium difficile.

BONbWMHCTBO WITaMMOB SHTEPOKOKKOB (B T.4. Enterococcus faecalis) n ctadpuioKoKKOB,
PEe3UCTEHTHLIX K METULW/IJIMHY, YCTONYMBbLI K 60NbLUIMHCTBY LiedaNoCMOPNHOBLIX aHTUBNOTUKOB,
BKJItOYaA Ledenmm.

dPapMaKOKMHeETHUKa

BcacbiBaHue

CpefHue KOHLIeHTpauun Ledenrma B naa3me (MKr/mM) y B3pOC/bIX 3J0POBbIX MY>X4YMH Mnocse
OlHOKpPaTHOro B/B BBeAeHUs B TeyeHne 30 MUH npeacTaBsieHbl B Tabauue 1.

Tabnuua 1.

[Ho3a uedennma |0.54 |24 |44 |12y

500 mr B/B 38.2 [11.6|5.0 |0.2

1rs/B 78.7 |24.3|10.5(0.6

21 B/B 163.1(44.8(19.2 (1.1

C B NnJlasaMe KpoBu Ledennma npu B/B BBeaeHnn B gosax 500 mr, 1 r n 2 r coctasnseT

maxX
cooTBeTCcTBEeHHO 39.1 + 3.5 mkr/mn, 81.7 £5.1 mkr/mn u 163.9 £25.3 MKr/min.

Mocne B/M BBegeHUA uedennm BcacbiBaeTcsa NOAHOCTLIO. [pn ao3ax 500 mMr, 1rn2r Cmax
uedennma B naasme KpoBU COCTaBJISET COOTBETCTBEHHO 13.9 £3.4 mMKr/mn, 29.6 £ 4.4 mkr/mn,

57.5+9.5 mkr/mn; Tmax cocTasndeT cooTBeTCcTBEHHO 1.4+0.94, 1.6 £ 0.4 4, 1.5 £0.4 4. CpefHue
KOHUEHTpauun uedennma B naasMme (MKr/ms) nocsie ogHOKPaTHOro B/M BBeAEHUS NpencTaBAeHbl

B Tabnuue 2.

Tabnvua 2.

Do3a yedenmnma | 0.5 4| 14 294 84

500 mr 8.2 |12.5|12.0|1.9




1r 14.8 |25.9(26.3|4.5

2r 36,1 {49.9|51.3(8.7

PacnpegeneHune

CBa3biBaHWe C benkaMun nna3mbl cocTaBnseT MeHee 19% 1 He 3aBUCUT OT KOHUEeHTpauum
uedenvma B CbIBOPOTKE KPOBMW.

Y 300pOBbIX N0gen nNpu B/B BBeAeHNN Makcunmuma B fo3e 2 r ¢ UHTepBaJsioM 8 4 B Te4eHune 9 aHen
He Habnoanocb KymMynsuum Legenma B OpraHn3me.

TepaﬂeBTI/I‘-IeCKVIe KOHLUEHTpPauunn LI,ereI‘IVIMa O6Hapy)KVIBaIOTCﬂ B MO4eE, XeJiyu, I'IepI/ITOHeaJ'IbHOVI
XNOKOCTU, COOAEPKNMOM O0XKOIOBbIX BOJ'I)J,prEIZ, CIIN3NCTOM CeKpeTe 6pOHXOB, TKaHAX
I'Ipe,EI,CTaTeJ'IbHOVI xKene3bl, anneHgnkce n XXeJiH4HOM ny3blpe.

MeTabosm3m n BbiBEAEHNE

Lledpennm meTabonmsnpyeTcs B N-MeTUINUPPOSIMANH, KOTOPLIN BbICTPO NpeBpaliaeTcs B okcma N
-MeTUANUPPOINAMHA.

CpegHuin T1/2 uedenuma U3 opraHnu3aMa CoCTaBAseT 0K0J10 2 4. OBLWMN KNNPEHC B CpeaHeEM
cocTasnaeT 120 ma/mMuH. Lledennm BbIBOAUTCA NOYTU NOSHOCTLIO 3@ CHET NOYEYHbIX MEXaHWU3MOB
perynsuun, rnaBHbIM o6pa3omMm nyTem KiyboukoBor punbTpaunm (CpeaHnn NovYeyHbI KINPEHC
coctaensieT 110 mn/mMuH). B mode obHapyxuBaeTcsa npnbnmintensHo 85% BBeaeHHoro uedennma
B HEM3MEHEHHOM Bunge, meHee 1% N-MeTunnuppoananHa, okoso 6.8% okcuaa N-
MEeTUANMUPPOSINANHA N 0KOJO 2.5% anumMepa uedennma.

PapMaKOKNHETUKAE B 0CObbIX KIANMHNYECKNX cJiydasx

lMocne ogHOKpaTHOro B/B BBEAEHMA NpenapaTa B Ao3e 1 r nauneHTam ctapwe 65 net
oTMeyvanoch yeennderHme AUC n ymeHbLUeHWE NOYEYHOr 0 KJIMPEHCA, N0 CPaBHEHUIO C MOJ1I0AbIMU
601bHbIMU.

MaymeHTaM C HapyLweHnaMn GyHKUNM novyek TpebyeTcsa Koppekumsa pexnma go3npoBaHus. Y
nauneHTOoB C NOYEYHON HEAOCTATOYHOCTbLIO PA3JIMYHOW CTEMeHN TAXKECTH T1/2 U3 opraHmsma
yBenuymsaeTcs. [pu TaxKenblX HapyLeHnAaX PyHKLMN noyek, Tpebywmnx nposeseHne ceaHcoB
anannsa, T, ,, cocTaBnsieT B cpeagHeM 13 4 npu remoananmse n 19 4 npu nepmtoHeasibHOM
nanuse.

1/2

dapMaKoKMHETUKa Ledenma y nauneHToB C HapyLeHNAMU YHKLUUN NevYeHn nan
MYKOBMCLINA030M HE N3MeHeHa. Koppekuunsa A03bl A1 TakKMx NauMeHToB He TpebyeTcs.

Y neTen B Bo3pacTe oT 2 MecaueB A0 11 neT nocse 04HOKPaATHOro B/B UAu B/M BBeAEeHUSA
npenapaTta B go3e 50 Mr/kr maccbl Tena u nocyie BBeJeHNA HECKONIbKUX 403 NMpenapaTa Kakable
8 4 (n =29) nnm Kaxxable 12 4 (n =13), HO He MeHee 48 4 0BLWMIN KITNPEHC U VOI COCTaBAsANMN
3.3x£1.0 ma/muH/kr n 0.3x£0.1 n/Kr. BeiBegeHne uedennma B HEM3MEHHOM BNAe C MO4Yon
cocTtaBnsano 60.4+30.4% oT BBeAEHHOW [A03bl, @ MOYeYHbIN KIUPEeHC B cpegHem 2.0x1.1



MJI/MUH/KF. Bo3pacT 1 NoJ1 NaUNEeHTOB HE OKa3biBaJIN CYLLLECTBEHHOI0 BANUSAHUA Ha obLWmin
KJVPEHC U Vd C y4eTOM MOMNpaBKM Ha Maccy Tefna Ka)kaoro.

Mpwu BBEAEHUM NpenapaTa B fo3e 50 Mr/kr kaxable 12 4 (n =13) kymynaumm uedenmma He
OTMeYasioCb, B TO BPeEMS Kak Cmax, AUC n T1/2 yBesIN4nBannuCb nNpumMmepHo Ha 15% B
CTauMOHAPHOM COCTOAHUN NPWU BBeAeHUUN Mo cxeMe 50 Mr/kr ka>kgble 8 4. PapMaKOKMHeTU4Yeckue
napameTpsbl Ledenuma y geTten nocne /B BBegeHmnsa B gose 50 Mr/kr cpaBHUMbI C
(hapMakKoKUHETNYeCKNMU MapamMeTpamMin npenapaTa y B3pOC/biX MNocie B/B BBEAEHUNA B f03e 2 T.

Mocne B/M BBEeOeHud Cmax uedenuma B naasMe KpoBu CoCcTaBNsNa B cpegHeM 68 MKr/mn 3a
MegunaHy 0.75 4. Yepes 8 4 nocne B/M BBEAEHUSA KOHLUEHTpauusa uedenmnma B njasMe KpoBu
cocTaBfsnia B cpeaHeM 6 MKr/ma. AbcontoTHaa bnoaoCTynHOCTb Ledenma nocse B/M MHbEKL NN

cocTaBnifeT B cpegHeM 82%.

KoHLeHTpauum npenapaTta B CMMHHOMO3roBon )xuagkoctn (CMXX) n B nna3mMe KpoBu y AeTen npu
baKkTepunanbHOM MEHUHIrUTe nNpeacTaBseHbl B Tabnuvue 3.

Tabnnua 3.
OTHoWweHue
Bpemsa nocne KoHueHTpaumna B KoHueHTpauna B CMXK .
* * KOHLUEeHTpauun B
BBeLeHUNs nnasme KpoBu (MKr/mn) (MKr/mn) *
CMXX/nnasmMe Kposu
0.5y 67.1+51.2 5.7+0.14 0.12+0.14
1y 44.1+7.8 4.3x1.5 0.1+0.04
2y 23.9+12.9 3.6x2.0 0.17+0.09
4y 11.7+15.7 42+1.1 0.87+0.56
84 49+5.9 3.3x2.8 1.02+0.64

* Bo3pacT Aeten oT 3.1 Mec A0 12 neT Co CTaHAAPTHLIM OTKJIOHEHMEM B BO3pacTe 3 roga.

[o3a npenapaTa - 50 Mr/Kr Mmaccebl Tena npu B/B BJINBaHUN B TevyeHne 5-20 MnH Kaxxable 8 4.
KoHueHTpaunu B nnasme n CMXX onpegesieHbl B KOHLE BAMBAHUA Ha 2 UK 3 fEeHb JlIe4eHUs
npernapaTom.

NMoka3saHuAa npenapaTta Makcunum



JleyeHmne MHMEKLNOHHO-BOCNANNTESNbHbLIX 3a60/1€BaHUIA, BbI3BaHHbIX YyBCTBUTENbHbLIMU K
npenapaTy MUKPOOPraHM3Mamu:

® MHQEKLNN HUXKHUX OTOENO0B AblXaTe/IbHbIX NyTen (BKA0Yasa NHEBMOHUIO N BPOHXNT);

® MH(EKLNN MOYEBLIBOOALWMNX NYTEN (KaK OCNOXKHEHHbLIE, B T.4. NNeNIoHepUT, Tak 1
HEOC/I0XKHEHHbIe);

® MHMEKUNN KOXKU N MAMKNX TKaHeWN;

® nHTpaabaoMnHaNbHbie NHPEKLMN (BKAOYAA NEPUTOHUT U MHPEKLINN XKENYHbIX NyTen);

® rMHeKonorn4yeckue nHpekumu;

® cenTnuemMus;

® HenTponeHn4yeckasa anxopanka (B Ka4ecTBe sMNNPUYECKON Tepanun);

* 6aKTepunanbHbIN MEHUHIUT Yy AETEN.

MpodrnakTnKa UHGMEKL M NPU NPOBEAEHNN NMOSTOCTHbLIX XUPYPrUYeCKNX onepauni.

Pe>xuMm po3upoBaHUA

JNleyeHne MakCMNMMOM MOXXHO Ha4YMHaTb elle A0 I/I)J,eHTI/ICbVIKaLI,I/IVI MUKpPOOpPraHn3ma BO36y)J,I/ITeJ'Iﬂ.

D,o3y n nNyTb BBeOoeHNA yCTaHaBJINBaAlOT B 3aBNCUMOCTU OT HYYBCTBUTEJIbHOCTU BO36yJJ,I/ITeﬂﬂ,
TAXKECTHN I/IHCbeKLI,I/II/I, a TaK>Xe OT COCTOAHUA q)yHKLI,I/II/I novek 60sbHOrO.

B/B NyTb BBeAeHUA npegnodyTutTeneH ona 60sbHbIX C TAXXENbIMU NN YEPOXKALWNMUN XKN3HN
MHpekunamu.

B3pocnbiM n getam ¢ maccon tena 6onee 40 Kr Npy HOPMabHON QYHKLMKW MOYeEK npenapaT
Ha3Ha4valT B CefyloLWmX 403aX.

VNHTepBan mexay

CteneHb T>XecTu 3abosieBaHns Pa3oBas go3a
BBEOEHUAMU
MHbekunm Mmo4eBbIBOAALLMX NYyTEW Erkom v 0.5-1 r B/B nnun
. Kaxxable 12 4
cpenHen CTerneHn TaXecTu B/M

Apyrvie nHdekummn Nerkom n cpegHen cTeneHn
TAXKECTH

1 r B/B nan B/M Kakable 12 4

TsKenble nHpekunn 2T B/B Kaxxable 12 4

O4eHb TaXXenble u yrpoxxatowine XXmn3Hun

2 B/B Kakable 8 4
NHpekunn

AN npogunak TUKN BO3MOXXHbIX MHBEKLMY MPY MPOBEAEHNN XUPYPrniYeckux onepaumni 3a 60



KnnpeHc KpeaTUHNHa

MMM HYYana onepauuu npenapaT BBOAAT B A03e 2 I B/B B TedeHne 30 MuH. Mocsie oKoHYaHus
B/INBAHUSA OOMNOJIHUTENIbHO Ha3HavYalT MeTpoHnaa3on /B B gose 500 mr. PacTBopbl
MeTpoHuga3oJsia He csiegyeT BBOAUTbL OQHOBPEMEHHO C npenapaTtoM Makcunum. NHQY3NOoHHYIO
CUCTeMy nepen BBeAeHMEM MeTpoHMAa301a cedyeT NPOMbITh.

Bo BpeMsi gamTenbHbIX (bonee 12 4) xmpyprudeckux ornepaumi 4yepes 12 4 nocne nepson 403bl
peKkoMeHOyeTCs NOBTOPHOE BBeAEHME PaBHOW [03bl NpenapaTa MakcMnuMm ¢ nocaeayowmnm

BBEAEHNEM METPOHMAa30Ma.

Ina neten B Bo3pacTe OT 2 MeC MaKCMMaJibHas [03a He O0J1KHa MPeBbilaTh PEKOMEHAYEMYIO

003y ons B3pocabix. CpeaHaa go3a Ansa gerten ¢ Macconm Tena Ao 40 Kr ripy 0C/I0)XKHEHHbIX NN
HEOC/I0XHEHHbIX MHPEKLUMAX MOYEBBLIBOAALLNX MTYTEW (BKJIOYasA NMNesIoHe(PUT), HEOCSIOXKHEHHbIX
UHPEKUMNAX KOXKN U MAFKUX TKAHEW, MHEBMOHUUN, IMINPUYECKOM JIEHEHUN HENTPONEHNYECKOM
smxopaakuy coctasngeT 50 Mr/kr kaxkable 12 y.

MaumeHTaMm ¢ HeﬁTponeHMHECKOVI ﬂMXOpa,QKOVI n 6aKTepl/la/7beIM MEHWHIrnTom npenapat

Ha3HayvatT no 50 Mr/kr ka)kabie 8 y.

CpefHsas Npoaoo/mKNTENLHOCTb Tepanuu cocTasngaeT 7-10 aHen. Mpu TAKeNbIX NHPEKLUAX MOXKET
notpeboBaTbCs 6onee NPOAO/IKUTESIbHOE JIEYEHME.

Y 60bHbIX C HapyweHusaMn GyHkunn nodek (KK meHee 30 ma/mMunH) Heobxogmma Koppekuums
pexxnma Ao3MpoBaHMA npenapaTa. icxogHas fo3a Makcunmma AosmkHa BbiTb Takom Xe, Kak 1
Ans 60NbHbLIX C HOPMaNbHOM hyHKLUMEN noYvek. Moaaepxueatowme 003bl NpenapaTa onpeaenstoT

B 3aBUCUMOCTMU OT 3Ha4YeHum KK.

PekoMeHOoyeMble
2 I KaXgble 500 Mr ka)kable
0Oo3bl| 2 I Kaxkable 8 4 1r kaxaoble 12 4
12y 12 y
pekoNethfyemas
[o3a,
KoppeKkuunn
He 2 T Kaxable 500 Mr Kaxgble
50-30 21 Kaxgble 24 4 |1 r kKakable 24 4
TpebyeTcs 124 24 4
2 r KaXgble 500 mr kaxable |500 Mr Ka>kgble
29-11 1 r kaxxaoble 24 4
24 4 24 4 24 4
<10 1 r Kaxabie 500 Mr kakable |[250 Mr kaxgble | 250 Mr Ka)kable
B 24 4 24 4 24 4 24 4

Mpun remoananuse 3a 3 4 U3 opraHnsma ygansetca npmbnmsntenbHo 68% obLiero konnyecTsa
uedennma. No 3aBepLlIeHNN KaXA0ro ceaHca HeobxoAMMO BBOAUTbL MOBTOPHYIO 403y, PAaBHYO
ncxoaHowm pose. Y 60sbHbIX, HAXOAAWMXCSA Ha HenpepbIBHOM aMbynaTOPHOM NepUTOHEasIbHOM




Avanuise, MakcMnuM MOXXHO MPUMEHATb B CPeAHMX PeKOMeHA0BaHHbIX Ao3ax, T.e. 500 mr, 1 r

WAN 2 T B 3aBUCUMOCTM OT TSXKECTU UHEeKUNN, C MIHTEPBAIOM MeXXy BBEAEHNSAMN Pa30BOM O03bl
48 v,

Y peTein C HapyLWeHUaIMN PYHKLNN MOYEK PEKOMEHAYIOTCS TaKMe XKe U3MEHEHUS pexxnma
N03MPOBaHNS, KaK 1 B3POC/IbIM, B COOTBETCTBUM C NPMUBEAEHHON Bbille Tabnuuen.

I'IpaBVlna npuroToBieHna n sBegeHNA paCcTBopoB

Ons npurotoBsieHUs pacTBopa A4 B/B BBEAEHUSA NOPOLLOK ONS UHBEKLWA BO hslakoHe
pacTBOPAT B 5 MA nam 10 Ma cTepunbHOW BOAbl AN UHBEKUWN, 5% pacTBOpe rtoKO3bl UK
0.9% pacTBope HaTpuAa xJopuaa, Kak ykasaHo B Tabnuue, npneegeHHonm Huxxe. B/B CTpynHo
Makcmnnmum BBOAAT B TedeHune 3-5 MuH. [1na BBeoeHus Yepes cucTteMy A4 B/B BANBaHUSA
NMPUrOTOBJIEHHbLIN PAacTBOP COBMELLAIOT C APYrMMN pacTBopaMn OJ19 B/B BIMBAHUN N BBOOSAT B
TedyeHne He meHee 30 MUH.

PacTtBopbl npenapaTta Makcmnum B KoHUeHTpauuu oT 1 no 40 Mr/mn COBMeCTUMBbI CO
cnepyrowmMmn pacTeopamm s napeHTepanbHoro eeegeHuns: 0.9% pacTBopoM HaTpua xaopuaa
ansa nHbvekunin, 5% mnnm 10% pacteopamu raOKo3bl 418 MHbeKUuin, M/6 pacTBOPOM HaTpuUd
NakTaTa onga MHbeKUuMn, pacTtBopoM 5% raoko3bl 1 0.9% HaTpua xnopmaa oasa UHbeEKUWNA,
pacTBOpOM PuHrepa c iaktaTtoM 1 5% pacTBOPOM rIOKO3bl 419 UHBEKLUNA.

Ons npurotoBaeHUs pacTBopa AJ1s B/M BBEAEHUNS MOPOLLUOK AS UHbEKLUMN BO JlaKOHe
PacTBOPSAT B CTEPUIIbHON BOAE ANSt UHBbEKLUWA, 5% pacTBope rnoKo3bl Anst MHbekuun nnm 0.9%
pacTBOpPE HaTpuUsa xnopuaa oNa MHbekUunin, bakTepmocTaTUYeCKon Boae A1 MHbEKLNI C
napabeHom nnum 6eH3nnoBbiM cnnpToMm, B 0.5% nnn 1% pactBope nMaokanHa rugpoxsaopuaa, Kak
yKa3aHo B Tabnuue.

Mopolwok ans O6bem p-pa ang O6beM nonyyeHHoro p- | KoHueHTpauuns
NHBbEKL NN pa3BeneHus (mn) pa (mn) uedenuma (Mr/mn)
B
'8 1500 mridn. 5 5.6 100
BBeOgHne
1r/dn. 10 11.3 100
B/m
/ 500 mr/cn. 1.3 1.8 280
BBEeOggHNEe
1r/dn. 2.4 3.6 280

|_|pVI XpaHeEHWN MOPOLUOK BO q)ﬂaKOHe NN pacTBoOpP MOXKET NMOTEMHETL, OAHAKO 3TO HE BJIMAET Ha
adKTUBHOCTb MpenapaTa.



MobouHoe pencreue

Co CTOPOHbI NULeBapUTEIbHON cUcTeMbI: 1.2% - pnapes; >0.1-1% - TowHoTa, pBOTa, KOJUTLI
(Bkntovaa ncesgomembpaHo3Hbii KonuT); 0.05-0.1% - 60amn B XXMBOTE, 3aMNop, NU3MEHEHME BKYyCa.

Anneprmndeckmne peakumm: 1.8% - cbinb; >0.1-1% - 3y, kpanueHuua; meHee 0.05% -
aHaunakTuyeckmne peakuun.

Co cTopoHbl UHC n nepugepunyveckori HepBHow cnctemsbl: >0.1-1% - ronosHble 6osn; 0.05-0.1% -
ro/I0OBOKpYXeHune, napectesnn; meHee 0.05% - cygoporu.

LepmaTtonornyeckmne peakumm: 0.05-0.1% - nokpacHeHne Koxxn. Hanbosnee 4acTo y oeTen - Cblinb.
Co CTOPOHbI CUCTEMbI KPOBETBOPEHUSA: <2% - aHeMUs.

Co cTopoHbI riokasaTtesen 1abopaTopHbIX nccaegoBaHum: 3.2% - nosbiweHne ANT, 2.7% -
nosbiweHne ACT; =2% - nosbiweHne LL®, nosbieHne obwero bunmpybuHa, 303mHopunnms,
yBenn4yeHmne npoTpoMObUHOBOIro BpEMEHU NN YaCTUYHOro TpomMmbonnacTUHOBOro BpeMeHn; <0.5%
- BDEMEHHOE MOBbILLEHNE a30Ta MOYEBUHbI KPOBU U/UIN KpeaTUHMHA CbIBOPOTKN, TPaH3MTOPHasA
TpoMBOLUNTONEHNSA, TPAH3UTOPHAA JIEMKONEHUSA 1 HenTponeHuns; 18.3% - MoSIOXKNTENbHbIN
pe3ynbTaT TecTa Kymbca 6e3 remonnsa.

MecTHbie peakumn: 5.2% - npwn B/B BBeAeHUn (2.9% - pnebutsbl, 0.1% - BocnaneHue); 2.6% -
BOCMasneHmne nam 60ab Npn B/M MHbEKUNSAX.

lMpoyune: >0.1-1% - nosBbiWeHNe TeMnepaTypbl Tena, BaruHut, aputema; 0.05-0.1% - ogblwika,
03HO00, reHnTaNbHbIN 3ya, KAaHONO03.

Makcunmm o6bIYHO XOPOLLO NEePEHOCUTCH. B KIIMHNYECKNX UCMBITAHMAX YaCcTOTa NOB0YHbIX
3(hheKTOB, CBA3AHHbIX C MPMMeHeHNeM npenapaTa, bbls1a HMU3KoW. Hanbonee YacTbiMu
No6oYHbIMK 3peKTaMmM BbIIN CUMNTOMbI CO CTOPOHbI NMULLEBAPUTESIbHON CUCTEMbI 1
anneprmyeckne peakuum.

Mpy npyuMeHeHUn Apyrux aHTUOMOTUKOB rPyrrbl LLeghasioCropnHOB: BO3SMOXKHbI KpanuBHULA,
cnHapom CTuBeHca-[>XOHCOHA, MHOXKECTBEHHAs 3pUTeMa, TOKCMYECKNIA HEKPOJIN3 3NnaepMuca,
KOJINT, HapyLleHne YHKLUNKN NoYeK, TOKCMYeCcKas HedponaTus, annacTuyeckas aHeMus,
remMosIMTMYecKasi aHemMunsi, KPOBOTOYMBOCTb, Cy40OPOrv, HapyLleHne yHKLUW NevYeHn, BKoYas
X0s1ecTas, N JIOXKHOMOJIOXKNTESNIbHbIE pe3y/ibTaTbl aHaIM30B Ha FIOKO3Y MOYMW.

npOTMBOﬂOKaBaHMH K TPUME@HEeHMIO
* noBbllWEHHas YyBCTBUTENIbHOCTL K Liehennumy nnm L-aprmHuHy, a Takxe K

LedanoCrnopmHOBLIM aHTUBNOTMKAM, MEHUUUNMHAM UM ApYruM 6eTa-nakTaMHbIM
aHTNbMOTUKaM.

NMpuMmeHeHue nNpu 6epeMeHHOCTU U KOPMJIEHUMU TPy Ablo

AfeKBaTHbIX U CTPOro KOHTpPOJINPYyEMbIX nccnenoBaHnn 6esonacHoOCTH npnMmeHeHuns Makcunuma



npu 6epemMeHHOCTM He NMPOBOANIOCH; MPUMEHEHMEe NpenapaTa BO3MOXXKHO TOJIbKO Nopg,
HabnogeHnem Bpava.

Ledenum BbloensieTcs C rpyAHbIM MOJIOKOM B O4€Hb HU3KUX KOHLEHTpauusx. MpumeHeHne
npenapaTa B Nepuog NakTauum (rpyaHOro BCKapMJ/IMBaHUSA) BO3MOXHO B TOM CJlyyae, Koraa
npeanosiaraeMas nosib3a A8 MaTepu NPEeBOCXOAUT NOTEHUMANbHBIN PUCK AN rpyaHOro pebeHka.

B skcnepumMeHTasbHbIX NCC/1IEA0BaHMAX Ha NabopaTOPHbIX XXUBOTHbIX He Obl/1I0 BbISIBJIEHO KaKOro-
nnbo BO30eNCTBMA Ha PENPOAYKTUBHYO (DYHKLMIO U KaKoro-1nbo heToToOKCMYEeCcKoro oencTems
uedennma.

NMpuMeHeHMe NpU HapyLleHUAX (PYHKLUMN novyek

Y 60nbHbIX C HapyLweHnsaMn pyHkumn novek (KK meHee 30 mn/mMunH) Heobxoamma Koppekuums
peXxuma [03MpoBaHMA npenapaTa.

Ocobble yka3aHus

ONs noeHTUMKaLUNM MMKPOOpPraHn3Ma-Bo3byanTens u onpeneneHuns 4yBCTBMTENbHOCTY K
uedenumMy cnenyeT NPOBECTM COOTBETCTBYOLLNE TECTHI.

Mpun pucke cMewaHHon aapobHo/aHaspobHoM (BkaoYaa Bacterioides fragilis) nHhpekunm nevermne
npenapaTtoM Makcunum B KOMBMHauUnm C npenapaToMm, LENCTBYOLWNM Ha aHa3pobbl, MOXXHO
Ha4YnHaTb 40 ngeHTndukKaumm solbygntens.

Mpwu pa3BUTUKN TAXKENON annepru4eckon peakumnm Bo BpeMs BeegeHnsa MakcunnMma MoxeT
notpeboBaTbCs HeoTNOXXHOE B/B BBeAeHNE TKC, aHTUTMCTaMUHHbIX, Ba30MpPeCCOpPHbIX
npenapaTos, B/B BIMBaHME (PU3N0IOrM4EeCKNX PacCTBOPOB 1 NMpoBeAeHMe Mep, HanpaB/e€HHbIX Ha
nogfaep>XaHume MyHKLUN ObIXaHUS.

Mpun nosiBNeHUn gnapen Ha oHe nevyeHns MakCcunmMmMom cnegyeT YYUTbiBaTb BO3MOXXHOCTb
pa3BUTUSA NceBooMeMbpaHO3HOro KonTa. Jlerkme oopMbl KOMTa MOFyT MPOATN CaMOCTOSITE/IbHO
nocsie NpeKpaleHns npmema npenapaTta; YMEpPEHHbIe UK Ts)Kesble cylydan MoryT noTpeboBaTb
cneumanbHOro ieyeHuns.

Mpu npuMeHeHUNn Makcnnuma (Kak n Apyrmx aHTUbMoTMKOB) BO3SMOXKHO pa3BuTumne
cynepuHgekumnmn, 4To TpebyeT OTMeHbl NpenapaTa N Ha3HaYeHUs COOTBETCTBYIOLLLEr0 Ie4eHMS.

Mpwn ogHOBpeMeHHOM BBeAeHUN pacTBopa Makcunuma (kak u 6onblUNHCTBA ApYyrux 6eTa-
JlaKTaMHbIX aHTUOMOTUKOB) C paCTBOPaMn MeTPOHMAA30J1a, BaHKOMULIMHA, FeHTaMULnHa,
TobpaMuumHa cynbdaTta N HeTUAMULUMHA CyNbhaTa BO3MOXXHO (hapMaLieBTUYeCcKoe
B3ammopgencTeue. MNMpu HasHavyeHM MakcmnmMa C nNepeyncieHHbIMU NpenapaTaMn cneagyetT
BBOAUTb KaXXObld aHTUONOTUK OTAEJIbHO.

Wcnonb3oBaHue B negnatpumn
Mpocunnb 6e3o0nacHOCTN NPUMEHEHMS NpenapaTa y AeTel N Yy B3pOCsbiX OANHAKOB.

Be3onacHOCTb 1 3PPEKTUBHOCTb NPUMEHEHMNS NpenapaTa y AeTeN B BO3pacTe A0 2 MeC He



yCTaHOBJIEHa.
MpenapaT pekoMeHAyeTCa NPUMEHATb Y AeTen C 2 MecsLues.
Nepeno3upoBKa

CumMnTOMBI: TIPN 3Ha4YUTENbLHON nepeno3npoBKe onmcaHbl CAMNTOMbI 3HUedasionaTuu.

Jle4eHue: B cny4vasix 3Ha4YNTENIbHOMO NMPEeBbILEHNS PEKOMEHA0BaHHbIX 003, 0CO6eHHO y 60JIbHbIX C
HapyLweHsaIMN PyHKLNM NoYeK, NoKasaH remMoaunanuns.

JleKapcTBeHHOe B3auMogeucTBme

B nccnepoBaHumsax in vitro 6bi1 nokasaH CUHEPrmn3m AencTema Makcnnmum no OTHOLLIEHUIO K
AMUHOI IMKO3naaM.

MNpn 04HOBPEMEHHOM NMPUMEHEHUWN NPenapaToB PUCK Pa3BUTUA HEPPOTOKCUYHOCTU 1
OTOTOKCUYHOCTN aMUHOT JINKO3UAHbLIX aHTUBMOTUKOB BO3pacTaeT.

YcnoBusa xpaHeHus

MpenapaT cheayeT XpaHUTb B HEAOCTYMNHOM AN AeTen, 3alMUEHHOM OT CBeTa MecTe, Npu
TemnepaType He Bbiwe 30°C.

CpoOK rogHOCTH

3 roaa.

MpuroToBNEeHHbIE PacTBOPbLI NpenapaTa 414 B/B U B/M BBeAeHNA CTabunbHbl B Te4eHne 24 4 npu
KOMHaTHOM TeMnepaType uan 7 gHeNn Npu XpaHeHnn B xonoannbHuke (2-8°C).

YcnoBusa peanusauum

MpenapaT oTNyCcKaeTcsa Nno peuenTy.



