NHCTpyKUMA K npenapaTty KOANCTUH 1MNH
) ME dn. 20wT

Y3HaTb UeHy >>>

CocTtaB u popMa BbiNnyckKa

MopowoK Ana NpUroToBAEHUS pacTBOpa ANA UHBbEKUUN, NHPY3INN NN NHTANSLNA.
1 hnakoH coaepxuT: KonuctumeTaT HaTpus 1 mad. EL (80 mr).

PactBopuTtesnb: HaTpua xnopunga p-p 0.9% - 3 M.

dapmMmaKkonormyeckoe neumcreme

PapmakognHamMuka
MexaHun3m gencTeunsa

KonuctumeTaT HaTPUS - LUKINYECKUI NOANMENTUAHYIO aHTUONOTUK, KOTOPbLIN NPOMCXOAUT OT
Bacillus polymyxa var. colistinus n oTHOCUTCS K rpynne NoJIMMNKCUHOB. MNoMMNKCUHA
AHTUONOTUKM - 3TO KaTUOHHbIE areHTbl, LENCTBYOLWMNE NYTEM MNOBPEXAEHNSA KNETOYHbIX
membpaH. B pe3synbTaTe ux n3nonornieckoe Bo3gencTBmne ABNAETCA eTanabHbIM ANna 6akTepun.
MoNNMNKCUHBI AeNCTBYIOT n3bnpatenbHo Ha rpamMoTpulaTenbHble bakTepun, KOTOpble UMeT
rnapogobHbI BHELWHIOK MeMbpaHy.

Pe3ncTteHTHOCTb

Pe3ncTeHTHble BakTepun xapakTepusyoTca mognpunkaymen gocdaTHbIX Fpynn
nnonosimcaxapuaos, KOTOpblE 3aMeLatnTcsa 3TaHOIaMUHOM NN ammHoapabuHosoto. B
PE3UCTEHTHbIX OT NPUPOAbLI FPpamMoTpuLlaTenbHbiX BakTepuin, Taknx Kak Proteus mirabilis n
Burkholderia cepacia , HabnogaeTcsa nonHoe 3aMeleHmne nx IMNMaHoro gocgarta sTaHOIAMUHOM
nnn ammHoapabunHo3olo.

MepekpecTHas Pe3nCTEHTHOCTb

,D,OI'IYCKBETCFI nepekpectTHasa Ppe3anCcTeHTHOCTb MeXxay KOJIMCTUMEeTaToOM HaTpua n NOJIMMUKCNHOM
B. MoCKoNbKY M@xaHn3Mm OEeNCTBUA NOJIMMUKCUHOB OT/INYAeTCA OT MexaHn3Ma OeNCTBUS Opyrux
aHTNBMNOTUKOB, PEe3NCTEeHTHOCTb K KOJINCTUHOM N NOJIMMUKCNHa NYTEM BblLLEeYNMOMAHYTOIo
MeXaHN3Ma He npeanosiaraeT PeE3NCTEHTHOCTU K OPYIrMM rpynnaM rnpenapaTtos.

KOHTpOﬂbeIe TO4YKN

MpennoxxeHHas obuwas MMHUMaNbHaA NHrMbMpytoLwas KoHueHTpauua (MUK) ona
noeHTUMKaumm 6akTepuin, HYyBCTBUTENbHLIX K KONIMCTUMETATY HaTpus, cocTaBnseT < 4 mr / .

BakTepuu, ona kotopeix MUK KonucTtumeTaTy HaTpua cocTtasngeT = 8 Mr / N, pacLeHnBaTCA
KaK pe3nCTeHTHble.


https://krasnodar.lux-farma.com/colistin

LlyBCTBVITeJ'IbHOCTb

MpeobnagaHue NnpnobpeTeHHOW Pe3NCTEHTHOCTUN MOXXET BapbMpPOBaThbCSA B 3aBUCUMOCTU OT
reorpadunyeckoro rnoJoXKeHunsa n BpeMeHmn onsa ndbpaHHbix BUoos baktepuin, a noTomy
»KesnaTesibHO MoJslyYeHne MecTHon MHopMaunm 0 pe3ancCTEHTHOCTN, 0COBEHHO MPU JIeYeHUN
TXKeNblX MHhekunn. B cnyvyae HeobxoaAMMOCTHU, eCnim MecTHoe npeobnagaHne pe3ncTeHTHOCTH
TaKoOBa, YTO MNoJib3a NnpenapaTta NPu HEKOTOPLIX BUAAX MH(EKUNA ABNAETCA COMHUTENbHON,
cnenyeT obpaTUTLCA 3a NpodecCnoHanbHON KOHCYNbTaLUnen.

dapMaKOKMHEeTUKA

BcacblBaHUA B nMMLEBAPUNTEJIbHOM TPaKTE Y 300PO0BbIX JINL, MPONCXOAUT NALb B He3HayYnTeNnbHON
creneHn.

PacnpepesneHune

Y mauneHToB C KUCTO3HbIM (hnbpo3oM nocne npumeHeHns 7,5 Mr / Kr / cyT npenapaTa B
pa3faenbHbiX A03aX, BBOAUMbIX MyTeM 30-MUHYTHbIX MHDY3MN A0 cTabunmsaynm CoCToAHMUS,
MaKcuMasibHaa KoHueHTpauunsa (C max ) cocTtasnana 23 + 6 Mr / a1, a MUHUMasibHas
KoHUeHTpaumsa ( Cmin ) yepes 8:00 coctasnsgna 4,5 £ 4 mr / n. B apyrom nccnegosaHuu, roe
TakUM naumeHTam seoaumnam 2000000 egnHuy, Kaxkable 8:00 B Te4yeHune 12 aHen,

Cmax cocTtasnsana 12,9 mr / n (5,7-29,6 mr / n), a Cmin - 2,76 mr / n (1-6,2 mr / n). Y 340poBbIX
n0obpoBosbLIEB, KOTOPbLIM Aenann BOMOCHYI0 MHBbeKUUIO 150 Mr (MpyUMepHO 2 MUIIMOHA eANHNL),
MaKCMMasibHasa KOHUEeHTpauusa B naa3me Kposun 18 mr / n Habnwganace 4epes 10 MuH nocne
WHBEKLUN.

Cs3biBaHMe ¢ 6enkamm KPOBW He3Ha4YnTeNbHO. MONIMMNKCUHBI KYMYJIMPYIOTCS B NMeYeHn, no4vkax,
Mo3re, cepgue n MblllUax.

B xope nccnenoBaHuin y naunMeHTOB € KUCTO3HLIM (hMBpP0O30M MOCTOAHHBIN 06beM pacnpeneneHms
coctasnan 0,09 n / kr.

In vivo KonucTMmeTaT HaTpusl NpeBpaLlaeTcs B 0OCHOBY. [MockonbKy 80% A03bl MOTyT ObITb
obHapy>XeHbl B MOYe B HEM3MEHEHHOM BMAE, @ C XKeN4Yblo JlIeKapCTBEHHOE CPeACcTBO He
BbIBOASITCS, MOXKHO NMPEANoJIOXMTb, YTO NpernapaT, KOTOPbIA OCTaNCs, UHAKTUBUPYETCSA B TKAHSX.
MexaHW3M MHAKTMBALINUM HEN3BECTEH.

naBHbIN NYyTb BbIBEAEHUSA NMpenapaTa rnocie napeHTepasbHOro BBeAEHUS - BbiIBeAEHME NOYKaMN.
40% napeHTepasbHON A03bl 06HapyxunBaeTcsa B Mo4ve B TedeHue 8:00 n npumepHo 80% - 4yepes
24 yaca. [NoCKOIbKY KOMCTUMETaT HaTpUs B 3HAYUTENbHOW CTEeNeHN BbIBOAUTCSA C MOYOWN,
naymeHTam C NoYeYHOM HeLOCTaTOYHOCTbIO TpebyeTca yMeHblUeHne 003bl AN NpefoTBpalleHns
HakKornseHns npenapaTa.

MNMocne BBeAEHNS 340POBbIM B3pOC/bIM A06pOBObLAM Nepnog NoslyBbiBeAEHUS COCTaBnseT
npumepHo 1,5 4yaca. B nccnegoBaHunu, roe naymeHTam ¢ KUCTO3HbIM nbpo3oM BBOAWIM Pa30BYIO
30-MUHYTHYIO NHQY3UI0, Nepunog nojlyebiBegeHnsa coctasnan 3,4 = 1,4 vaca.

KnHeTtunka KonmcTtnmMeTtaTy HaTpus nonobHas Yy neten n B3POC/bIX, BKJIKOYad INL NOXNNOro



BO3pacTa Npu HOpMasibHOM (YHKLUK NoYeK. XOTs AaHHble No NpMMeHeHUIo npenapaTta
MaafeHLaM orpaHnyeHbl, NpeanosiaraeTcs, YTO KMHEeTMKa NpenapaTa Y HOBOPOXKAEHHbIX
nofobHa KUHETUKN y AeTel N B3POCsIbIX, HO ClefyeT YYNTbiBaTb BO3MOXXHOCTb 60Jiee BbICOKMX
MaKCMMalbHbIX KOHLEHTPaL M B CbIBOPOTKE KPOBU 1 Boslee ANNTeNbHbIN nepunos
NnosyBbIBEIEHNS Y TAaKUX MALNEHTOB, a CliefoBaTeIbHO, HEOOX0AUMO KOHTPOJIMPOBATL YPOBEHb
npenapaTa B CbIBOPOTKE KPOBU.

NMoka3aHUA K NPUMEHEeHMUIO

JleyeHne HEKOTOPbIX TSXKeNbIX MHEKLWIA, BbI3BaHHbIX FpamMoTpuLaTeNbHbIMU BakTepuamm,
BKJIIOYAs MHPEKLNM HUXKXHUX OblXaTesbHbIX MyTeln 1 MO4YeBOro TpakTa, korga 6osee WNPOKO
NCNoJib3yeMble CUCTEMHblE aHTUbaKTepmnanbHble CpeacTBa NPOTUBOMOKA3aHbl NN
Hea(hEKTUBHbI N3-3a Pa3BUTUA BaKTepuasbHOM PEe3NCTEHTHOCTH.

NMpoTuBONOKa3aHusA

® MNoBblEHHaa YyBCTBUTENIbHOCTb K KONMCTUMETATY HaTpUs (KOIMCTUHOM) NN K
nosIMMUKCNHa B.
®* Hannyme y naumeHTa myasthenia gravis .

Cnocob npuMeHeHua n A03bl

[o3a npenapaTa 3aBUCUT OT TAXKECTU U BUAa NHMpEKLNN, a TaKXKe OT Bo3pacTa, MacChl Tesa u
DYHKLMKM MOYeEK NauneHTa. Ecnm knmHnyeckasa nnm baktepuosiorndeckasa spHeKTUBHOCTb
rnpenapara 3amMepjJsieHa, 403y MOXHO YBEJINYNTb B 3aBUCUMOCTUN OT COCTOAHNA NaumeHTa.

BosibHBIM C HapyLleHUneM (PyHKLUN NoYeK, HOBOPOXAEHHbIM U MaLMeHTaM C KUCTO3HbIM
hnbpo3om peKkoMeHAYyeTCs KOHTPOJIb KOHLUEHTPaLUK npenapaTa B nja3me KpoBu. KOHLEHTpaumi
10-15 mr / n (npumepHo 125-200 ME / mn) konnucTtnmeTaTy HaTpua AOJ/DKHO XBaTaTb OJ19 JledeHuns
bonbwmHCTBaA MHpeKUnin. OBbIYHO NevyeHne pekoMeHayeTCa NPOBOANTL B T@4EeHNEe MUHUMYM 5
oHen.

et n B3pocsible (BKAKYas NL MOXUIOro BO3pacTa)

C maccon Tena go 60 kr: 50 000-75 000 ME / kr / cyT. CyTO4YHYt0 403y OeNnaT Ha 3 BBeaeHus
WHTEepBas MeXay KOTopbiMK cocTaBnseT npumMmepHo 8:00. MakcuManbHas CyTo4Haa oosa
coctasnseTt 75 000 ME / kr / cyT.

C maccon Tena 6onee 60 kr: 1000000-2000000 ME 3 pa3a B CyTKW. MakCMMa/ibHasA CyTOYHas [03a
coctasnset 6000000 MO.

Cnocob npnmMeHeHuns

MpenapaT MOXXHO BBOAUTL nNyTeM UHGY3un obbemom go 50 ma B TedeHmne 30 MUHYT. MauneHTbl C
MOJIHOCTbIO MMMNJIAHTUPOBAHHLIM YCTPONCTBOM BeHO3HOro goctyna (TIVAD) MOryT nepeHocuTb
60N10CHY0 MHBbeKUMo B Ao3e ao 2000000 ME B 10 mA, KOTopble BBOAATCS B Te4eHUe He MeHee 5
MUHYT.



O6bI4HYyt0 003y Ans B3pocabix 2000000 ME pacTteopstoT B 10-50 mn 0,9% pacTBopa HaTpus
xJaopupa onsa nHhysmn nnm B Boge ona nHbLekunin o obpasoBaHns npo3pavyHoOro pacTeopa.
PacTBOp NpefHa3Ha4YeH TOJIbKO 4151 04HOPA30BOro NpMMeHeHns 1 tobon oCcTaToK pacTBopa
HeobxoaAMMOo yTUIN3NpPoBaTh.

Mepeno3upoBka

MNepeno3npoBKa NpenapaTta MOXET CTaTb NPUYNHON HEPBHO-MbILWEYHOM 610Kaabl, 4TO, B CBOO
oyepenb, MOXXeT NPUBECTU K MbllLeYHON cnaboCcTn, anHO3 U OCTAaHOBKM AbiXxaHWUs. MNepeno3nposka
MOXXET CTaTb MPUYMHON OCTPON NOYEYHOW HEOAOCTAaTOYHOCTN, KOTOPAsa XapakKTepmlyeTca
CHV>KEHMNEM MOYENCNYCKaHUA 1 MoBbILLEHNEM KOHUeHTpaunn ACK n KpeaTUHMHa B NJa3Me KPOBMU.

Cneundgunyecknin aHTUAOT OTCYTCTBYeT. PekoMeHayeMasa noanep xmsatowtas tepanus. Mo>xxHo
NPUHSATL Cllegylowme Mepbl A8 YBeIMYEeHNss CKOPOCTU BbiBOAA KONUCTUHOM; (DOPCUPOBAHHbIN
Anype3 C UCNOoJIb30BaHNEM MaHHUTA, NPOJIOHIMPOBAHHbIA FeMOANANN3 U NEePUTOHEASbHbIN
remoananms, - Ho Ux ahHEeKTUBHOCTb HEM3BECTHA.

MobouHblie nencreus

Mo6o4Hble 3¢hheKTbl CO CTOPOHbLI MOYeK 0ObIYHO BO3HMKAN NOCae npuemMa [03, NpeBblllatoLmnx
pekoMeHAyeMble, Y NaLNeHTOB C HOPMasibHOM YHKLUNEN NOYEK NN B CBA3M C HEAOCTATOYHO
NMOHM>XXEHHOW 0,030/ NpenapaTa y NauMeHToB C NOYeYHON HeJOCTAaTOYHOCTbIO, N B pe3y/bTaTe
COBMECTHOI0 NMPUMEHEHNA APYrnx HEPPOTOKCUYECKUX NMPenapaToB. TN peakuum obbl4HO
obpaTuMbI Nocne NpekpalleHns nevyeHus.

BblCOKME KOHLEHTPALMN B CbIBOPOTKE KPOBU KOJIMCTUMETATY HaTpUs, KOTOpbIe MOryT ObIThb
CBsA3aHbl C Nepefo3MPOBKON NN HEBO3MOXKHOCTbIO YMEHbLUNTbL A03Y Y NauMeHTOB C NOYeY4HON
HeLOCTaTOYHOCTbIO, Kak Co0bLLanoch, NMPUBOANIN K HEMPOTOKCUYECKUX 3hDEKTOB, TaKUX KaK
napecTe3nn, Mbllle4yHasn c1aboCcTb, FOJIOBOKPY)KEHME, HEBHATHAs peyb, BA30OMOTOPHas
HecTabunbHOCTb , HAPYLLUEHUS 3PEHUS, CNYTAHHOCTb CO3HAHWUS, NCUX03 UK AMHO3.

Oﬂ,HOBpeMEHHoe npunMmeHeHmne HeagenonAapnmsyrowmnx MNOopeIakKCaHTOB U AHTNBNOTUKOB C
aHaNor N4YHbIMIN HeMpOTOKCI/I‘-IHbIMI/I 3qDCIL)EKTaMI/I MOXET NpnBecTn K HeI7IpOTOKCI/I‘-IHOCTI/I.
YMeHbLIeHne 003bl MOXKET 061er4ynTb 3TN CUMATOMBI.

Bbinn coobuieHns o BO3HMKHOBEHMUN peaKu,vu7| rmnepyyBCcTBUTENIBHOCTU, BKJ1IIOHaA KOXKHbIE
BbICbIMaHUA NN aHI'I/IOHeBpOTVILIeCKI/IVI oTek. lNpun 3Tnx ABNIeHNAX NIe4eHnsa cnenyeT NpekpaTuTb.

Co CTOPOHBbI l/lMMyHHOVI CUCTEMbI: peakKunn rmnepv4yBCTBUTENIBHOCTUN TaKNe KaK KOXXHble
BbICbIMaHUA N aHFMOHeBpOTMLIeCKMVI oTeK.

Co CTOPOHbI HEPBHOW CUCTEMbI: HEMPOTOKCUYHOCTb (NInLeBas U poToBasa NapecTtesnn), rosioBHas
00/1b, MbllLeYHasn c1aboCcTb, FONIOBOKPYXKEHWE, aTaKCus.

Co CTOPOHbI KOXU: 3y A,

Co CTOPOHBbI MOYEBbLIAESINTESIbHON CUCTEMBI: HapyLweHne (byHKLI,VII/I MoYyekK, BbiI3BaHHOE
yBeJin4eHneM KpeatnHnHa KpoBu " / W MOYEBUHBLI U / NN YMeHbLUEHNEM KNINPEHCa KpeaTUHNHa



noyvye4yHaada HegoCTaTO4YHOCTb.

Obne HapyLlleHns n peakunm B MeCcTte BBeJeHNs! peakKunn B MeCTe BBeaeHNA.

NMpuMeHeHMe B nepuon 6epeMeHHOCTU U KOPMJIeHUA
rpyabio

HeT AOCTaTOYHbIX AaHHbLIX OTHOCUTENBLHO MPUMEHEHUS KOJIMCTUMETATY HaTpuUs bepeMeHHbIM
XXeHLWmnHaM. iccnenoBaHme pa3oBbixX 03 Y 6epeMeHHbIX XKEeHLLUWH NoKa3asno, YTo KoncTmMmeTaTt
HaTPWUA NMPOHUKAET Yepes niaueHTapHbI 6apbep, NO3TOMY BO3MOXXEH CYLLLECTBOBATbL PUCK
(heTOTOKCUYHOCTM NPM Ha3HAYeHUN BepeMeHHbIM XXEHLLNHAM NOBTOPHbLIX O03.

[JaHHble 0 BO3MOXXHOWN reHOTOKCUYHOCTM npenapaTta orpaHnN4eHbl, a AaHHble O KaHLUepOoreHHOCTH
KOJIMCTUMETATY HaTpusa OTCYTCTBYIOT. [MpooeMOHCTPUPOBAHO, 4YTO in vitro konnctunmeTaT HaTpund
Bbl3blIBa€T XPOMOCOMHbIE OTKJIOHEHNA B He/10BEHECKUX J'II/IMCbOLI,I/ITaX. 3T0T 3q3CI.)EKT MOXXeT bbITb
CBA3aH C COKpaweHneM MNTOTUHECKOIO MHAEKCa, TaKXXe Habnoganocs.

KonuctumeTaT HAaTPUS MOXXHO NMPUMEHATL B nepunon 6epeMeHHOCTN ToJIbKO TorAa, Koraa rnoJb3a
OJ1 MaTepu NpeBbIWAET NOTEHUWaIbHbIA PUCK ANa naoaa.

KonuctumeTaT HaTpumsi B HEGObLUNX KOHLUEHTPAUMSAX NMPOHMKAET B rPyAHOE MOJIOKO, MO3TOMY
KOpMJIeHe rpyaiblo BO BPEMS SlIe4YeHUs Jlyylle NpekpaTuTb.

letn

MPUMEHSIIOT AETAM C POXAEHUS.

CnocobHOCTb BAIMATDL Ha CKOPOCTb péakuvum npm
ynpaBJIeHUUn aBTOTPAHCNOPTOM MJIM APYIT'MMU MeéXaHU3MaMm

Bo BpeMsi nevyeHns KONMCTUMETaTOM HAaTPUA rOJIOBOKPYKEHNE, CNYTAaHHOCTb CO3HAHMUS U
HapylleHune 3peHuns. MauneHTam clegyeT pekomeHaoBaTh nsberaTb yrnpaBsieHus
ABTOTPAHCMOPTOM UK PaboTbl C MEXAHU3MaAMWU.

He cnepyeT HapylwaTb NpaBusia NPUMEHEeHNs 1eKapCTBEHHOro CPeacTBa, 3TO MOXKeT MoBpeanTb
3[10POBbIO.

B3auMopgencTBue C APYrMMHu JieKapCcTBeHHbIMU CpeacTBaMMm
um ppyrme ¢popMbl B3aMMoaencTBusA

CnenyeT nsberatb COBMECTHOI0 MPUMEHEHUS KOJIMCTUMETATY HaTPUs C APYruMin
JNIEKApPCTBEHHbLIMU CPeACTBaMN, MMELWMMN HENPOTOKCUYECKOoe 1 / UIN HePPOTOKCUYECKoe
3ppekT. K HUM OTHOCATCA aHTUBMOTUKIN rpynnbl aMUHOTIMKO3UA0B, TakKMe Kak FeHTaMULNH,
aMMKaUMH, HETUAMULNHA N ToBpamMuLnH. MNpy 0AHOBPEMEHHOM MPUMEHEHUN C aHTUOBMOTMKaMM
rpynnbl LedanocnopuHOB MOXKET YBENINYMBATLCSA PUCK HEDPOTOKCMYHOCTN.

C 0coboi 0OCTOPOXXHOCTLIO CneayeT NPUMEHATb HENPOMbILLIeYHbIe 6/I0KaTopbl U AU TUIOBLIN



3hnp NaumeHTaMm, KOTopble NOoNy4alT KOIMCTUMETAT HaTpus.

YcnoBus XpaHeHunA

XpaHnTb npu TemnepaType He Bbiwe 25°C.
XpaHUTb B HELOCTYNHOM OJ1A AeTel MecTe.

PacTBop ocTaeTcs pusnyeckn n xmMmnyeckn ctabusieH Ha NPoTAXKeHUN 24 4Yacos nNpu
TeMmnepaType 4 ° C.

C MUKpobMoIornyeckom To4YKN 3peHunsl, pacTBop cjiedyeT cpa3y Ucnosb3oBaTb. Ecnv pacTBop
6bIM NCMOSIb30BaHbl He Cpa3y, TO 3a CPOK N YCJIOBUSI €r0 XpaHeHMsl COOTBETCTBYET
nonb3oBaTeNb. Kak NpaBuio, pacTBOpbI C/ieAyeT XpaHUTb He bonee 24 4acoB Npu TeMmnepaType 2-
8 ° C, KpoMe BOCCTAHOBJIEHHbIX U pa3BeAeHHbIX B KOHTPOJIMPYEMbIX N BaJINAN3NPOBAHHbIX
CTEPUNIbHbBIX YCJIOBUSIX.

CpoK rogHOCTH

3 roaa.

KaTeropua oTnycka

Mo peuenTy.



