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HNHCTPYKUMUSA

' 110 MEJUIIMHCKOMY MTPUMEHEHHIO
TIPETTAPATA

XHKCO3H/A

PerucrpaunoHHBIH HOMep:

Toprosoe nHazpanune. XUKCO3UJ

Me:xayHapoaHoe (HemaTeHTOBAHHOE) HJIH FPyNNHPOBOYHOE HA3BAHHE.

r meo:«:HmemnxunoxcanuﬂnuOKcu,u+I/I30HHa3H;L |

JlexapcrBennass ¢opma. JlmoduamsaT JUIS  IPUTOTOBIEHMS  pacTBopa  JUIA
BHY TPUITJIEBPAJIbHOI'O BBEJICHHS U MHTaIAIMA.

CocraB Ha 1 dpakon:

['MapoKCUMETUIIXUHOKCATMHIUOKCU - 100 Mr; uzoHuasum - 250 mr.

Onucanne. Ilopucras Macca CBETJIO-)XKENTOro LBETa C 3éneHOBaTmM OTTEHKOM
HEOJHOPOJHOM OKpPACKHU. .

®apmakorepaneBTHYeckas rpynna. [ IpotuBotybepkyne3Hoe cpeacTBo.

Koa ATX. [JO4ACS51] |
dapmakojoruyeckue cBoicTBa. XUKCO3UI MpPEACTaBIsSeT COOOH KOMOMHAIMIO JBYX
npenapafon: aHTﬂﬁaKTepHaﬁBHom cpeacTBa mnpomnmemnxnﬁdfccanHHnHoxcuna "

HpOTHBOTY6e]3KYJTe3HOFO npenapara H30HHa3naa.

rH,ElPOKCHMCTHJIXHHOKCEU'[HHJIHO](CH,E[ aHTHGaI{TCpHEUIBHI:IH 6aKTele.lHﬂ,HbIH nperrapaT '

LIUPOKOTO CIEKTpa ,ueHCTBHﬂ AKTHBeH B OTHOLICHHH Proteus vulgans Pseudomonas

aeruginosa, Klebsiella pneumoniae, Escherichia coli, Shigella dysenteriae, Shigella
flexneri, Shigella boydii, Shigella sonnei, Salmonella spp., Staphylococcus spp.,
Streptococcus spp., maroreHHsix ana’poboB (Clostridium perfringens). [lelicTtByer Ha
IITaMMBbl OaKTepUH, YCTOHYUBBIX K JIp. IPOTHBOMHUKPOOHBIM JIEKAPCTBEHHBIM CpE/ICTBaM,
BKJIFOYasi aHTUOMOTHKH.
. :

B03MO0XHO pa3BHTHE JIEKAPCTBEHHOH yCTONIMBOCTH OaKTepuil.

M30HMa3ua - MNpPOTHBOTYOEpKYJIE3HOE CpeacTBO; JeHcTBYyeT OaKTepHOCTaTHYECKH.
SIBnsieTcs MpOJIEKapcTBOM - MUKOOaKTepHaibHas KaTajiaza-epokcuaaza Metaboliu3nupyer

H30HHa3xMg OO0 AaKTHUBHOI'O MeTaGOJIHTa, KOTOpBlfI, CBA3BIBAs’ACh C eﬁoun-(aunn-

nepeHocAIni 0eoK)-pelyKTa3oi CUHTa3bl XKHUPHBIX KUCIOT [I, HapymaeT npespalneHue
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JieNbTa2-HEHACHIEHHbIX JKAPHBIX ~KHCIOT B  MHKONeBylo kucioty. [Ilocnennss

[pefCTaBIseT oGO KUPHYIO KHCIIOTY C .pa3Be_TBJI-eHHOI\7I.I_[6Hb}O, KOTOpast, COEAMHSISACH C |
apaOMHOTaTaKTaHOM ([TOJTHCaXapr]), y4acTBYeT B 00pa30BaHUM KOMIIOHEHTOB KJIETOYHOM
crenku Mycobacterium tuberculosis. V3ounasua Takke SBISETCS HHIHOMTOPOM
MUKOOaKTEepHaJIbHOM KaTasa3bl-MepOKCUAA3bl, YTO CHHKACT 3allUTYy MHUKPOOpraHM3Ma
IPOTHB aKTUBHBIX (POPM KHCIIOPOJIA U [1EPOKCHIA BOAOPOIA.

M30HMa3un TakKe AaKTUBEH B OTHOLICHUM HEeDOJIBIIOrO KOJIHMYECTBa LITaMMOB
Mycobacterium kansasii (nmpu uHGbeEKUUAX, BHI3BAHHBIX JaHHBIM BO30yauTeNneM, mepen
HAYAJIOM JICYEHHS] HeOOXOUMO ONPEeNiTh Uy BCTBHTEABHOCTS K H30HHA3ULY)
[IpoTHBOTYGepKyNe3Has aKTHBHOCTh KOMOMHAIMM I HApOKCHMETHUIXHHOKCATHHAMOKCH
+ W30HHa3u/] IPEBOCXOIUT aKTUBHOCTh M30HUA3KUa B CPEHEM B 5 pa3, KaK B OTHOLICHHH
4qyBCTBUTENbHBIX, TaK W YCTOMUMBBIX K NPOTHUBOTYOEpKYJE3HBIM IMpernaparam

MHUKoOakTepuil TyOepKyiesa.

d®apMaKOKHHETHKA.
BcaceiBanume: . Msonmasun . He BIUSIET Ha OHOL0CTYTHOCTD
I'UIPOKCUMETHIIXMHOKCATMHANOKCHIA. [ MAPOKCUMETUIXUHOKCATUHAUOKCU] npu

KOMOMHMDOBaHHOM  TIPMMEHEHMH C  M30HUWA3MJIOM  TOBBINIAET  OHOLOCTYIHOCTH
NOoCeIHETO: B TIPHCYTCTBHH mnpoKcnMeTannﬂomaﬂnHz{uc}Kcnha CoJiep)KaHne B KPOBH
ﬁ30Hua3H,ua CHHmaefcﬂ 3a c4eT Oolee Gbicrporo ero HpOHHKﬁOBeHm B TKaHHU. |

Pacnpenenenne: Xopolio pacupeaesnsiercs 10 BceMy OpraHu3My, IPOHHKas BO BCE TKaHH
ﬁ JKUIKOCTH, BI'{J'I}O‘;IaH uepeﬁpocnﬂﬂan.bﬂylo, nﬂeBpaﬂLHyfo,' aCLIUTHYECKY10; BEICOKHE

KOHLEHTpallHKH CO3Jal0TCA B JIETOYHOH TKaHH, IIO4YKax, IIe4Y€HH, MBIIIAax, CJIHOHE H

mokpore. [IpoHukaer uyepes miaueHTapHbli 0apbep U B Py AHOE MOJIOKO.

MeraGonuzm: M3oHuazun merabonusupyercs B NEUEHH IyTeM aLUETHIUPOBAHHSA C
o0Opa3oBaHMeM = HEaKTMBHBIX  MNpoAykToB. B  nedenn  auermnupyercs  N-
agetuntpancdepazoil ¢ oOpazoBaHueM  N-alleTWIM30HUA3Mj1a, KOTOPBIA  3aTeM
npeBpallaeTcsi B M30HUKOTHHOBYIO KHCIOTYy H MOHoauemnm‘,upmnﬂ, OKa3bIBAIOLIMH

. . ,

rernaToTOKCHYeCcKoe NeWCcTBHE MyTeM oOpazoBaHusi cuctemoil uuroxpoma P450 npu N-
TUIPOKCUTTUPOBAHUHN aKTHBHOTI'O IIPOMEXYTOYHOTO MeTabonura. CkopocTb
AlleTWIMPOBAHUS TEHETUYEeCKM JeTEPMUHUPOBAaHA; Yy JOAeH ¢ "MeaJeHHBIM"
aneTunupoBaHueM mano N-auetuntpancdepasbl. SBnsercs MHAYKTOpPOM H30(epMeHTa

CYP2EL. [Tepuon nonyseiBegesus (T1/2) nas "6.I)ICTpBIX auetuyssitopo” - 0.5-1.6 1; ana
2
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"Meﬂ,HeHHbIX" -2-5 .

Bblneneﬁne: M30HUa3u/ BHIBOJIUTCS B 0¢HOBHOM TOYKaMM: B TeueHHe 24 Y BBIBOJUTCS
| 75-95% npenapara, B OCHOBHOM ‘B (QoOpMe HEaKTWBHBIX MeTabonuToB - N-
aleTHIM30HHA3Ua U M30HUKOTHHOBOX KUCIOTHL. [Ipu 3TOM y "OBICTpBIX aueTUIsTOpoB"
conepkanue N-aueTwin3oHuasuna coctaeiser 93%, a y "Meqnennsix" - He Gonee 63%.
He6osblure xoauyecTBa BbIBOAATCS Yepe3 KMIIeuHHK. IlpenapaT ynanserca U3 KpOBH BO
BpeMsi reMOJuaIi3a; 5 4 reMOIMaIn3 MO3BOJISeT YIaluTh U3 KPoBH 10 73% npenapara.
Iloka3zanusi K NpHMeHeHHIO. JleueHre neKapCTBeHHO-4yBCTBUTENbHBIX U JIEKAPCTBEHHO-
peaﬂcreHTHHx tboprvi TyOepKyJie3a JIETKUX U TUIEBPHI B COCTaBe KOMILITEKCHOIH Tepanuu:

- ¢H6po3uo—KaBepHo3Hofo TyGepkynesa;

- TyGepKye3a GpOHXOB;

- OpOHXHMANBHBIX CBUILEH;

- TyOepKyIe3HON SIMIHEMBI;

IIpoTuBonoka3anus:

- TUMEPUYBCTBUTENBHOCTD K THAPOKCUMETUIXUHOKCAIMHIMOKCHLY U.U30HUA3ULY;

- 3abosieBaHusl LEHTpPaILHON HEPBHOW CHCTEMBI (B T.4. JMWIENCHUS, CKJIOHHOCTh K
CYJIOPOXKHBIM TPHUIIAJKaM - PUCK yYallEHHUs [IPUTIAJIKOB);

- OCTpas cep/ieyHas HeJJOCTaTOYHOCTH;

- HeIOCTATOYHOCTh (PYHKIIUU HAATIOUYCYHHUKOB,;

- OepeMeHHOCTb;

- [IEPUOJ JIAKTALMH;

-netu 10 18 ser. _

C ocropoxHoCTBI0. 1leueHOYHAs HEAOCTATOUHOCT, JIEKAPCTBCHHBIN IeaTHT.

Cnoco06 npumMeHenuss W J[03bl. BHyTpumuieBpanbHO, HHrajusiuuoHHo. Copepxxumoe

(dnakoHa mepen BBEOECHUEM pAacTBOPAIOT B Boje s uHbekuui (10 mur). Uaransuuu

IIPOBOJATCS C UCIIOJIB30BaHUEM UHTAISATOPA.

Brympunnespansto (00NIbHBIE ¢ SMITMEMON TIIEBPAIbHOM MOJIOCTH): MAlMeHTaM ¢ MacCoH
- :

tena o 40 kxr - 2 ma, 40-50 xr — 8 mur, ipu macce 60 xr u 6omee — 10 mu. [Ipemapar

BBOJAT | pa3 B CyTKH, ITOCJie NpUeMa MULLIH.

Hneanayuonno: nauuentaM ¢ mMaccoi tena 30-40 kr - 5 mn, 40-50 xr — 8 mu1, 60 kr u

bonee — 10 mn. IIpenapaT BBOAAT exeAHEBHO, | pa3 B CyTKH, rnocie npuema MUy,

[IpomomxuTenbHOCTE Kypea aedeHus - 16-21 nens.
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,I[ononHHTenBHo npu 06omx cnocobax BBEACHMs Ha3HAYACTCS M30HUA3HL (BHyTpL WITH

BHYTPUBEHHO B CyTOYHOM Jo03e 10 MI‘/KF) IIPIpH,IIOKCHH (BHTaMHH Bs) 30 wr 2 pasa B

CYTKH Tocie enbl. HasHadeHuwe Apyrux MpOTHBOTYOEpKYIe3HBIX MpenapaTtoB 3aBUCHT OT
xapakTepa TyOepKyJie3HOTo Mpoliecca U XapaKkTepa JeKapCTBEHHOH yCTONYUBOCTH.
IToGounoe geiicTBHeE.

Co CTOpPOHBI HEpPBHOW CHCTEMBI: TOJOBHasi 00ib, TOJIOBOKPYXEHHE, T'MIIEPTEPMHUs,
OeccoHHMLIA.

Co cTOpOHBI NUIIEBAPUTEIBHON CUCTEMBI: TOLIHOTA, FaCTPAJITHUsL.

Anneprullecrcne peakLMK: KOXHas Chlllb, 3y [, HIIEPTepPMHUs, apTPAIITHsL.

MecCTHbIe peakiuy: paspaxkeHue B MecTe HHBEKIMH,

Ilepeno3upoBka. Ciiyyau nepeo3upoBKY HE ONUCAHBI.

JlekapcTBeHHOE B3aUMO/IeHCTBHE.

OCHOBHbIE BUJIbl B3aUMO/IEWCTBHUS IIPUBEICHBI ISl BXOJSIIET0 B COCTaB H30HHA3U/A.
dapmakoaiHHAMHYECKOE: [IpM  COYETAaHWU  HM30HMA3WIa C  [HMPA3UHAMHIOM,
pudaMnuuHOM, 3TaMOyTOJIOM M aAMHUHOIJMKO3MJAMH IIOBBIIAETCS AHTHMHUKpOOHAas
akTuBHOCT B oTHomeHnud MBDBT. Lluknocepun W aucynaphupaMm  YCHUIMBAIOT
HeONaronpusTHBIE HEHTPaTbHbIE YPHEKTb H30HHA3NA.

C 0CTOPOXHOCTBIO caenyet KOMGHHHpOBaTB ¢ MOTEHLHANBHO Helpo-, renaro- |
HetbpomlccanMMn JIEKapCTBEHHBIMH CpEACTBAMU H3-3a PHCKA yCHIICHUS N06OYHOrO
JNEUCTBUS.

‘ CoquaHHe C HHpHIl,OKCHHOM CHHIKAcCT OHaCHOCTB pa3BUTUA nepm})epnqecm«lx HeBpPITOB

(DapMaKOKHHeTqucxoe.

~ Ilpn xOMOMHHMpOBAaHMH C [apALETAMOJIOM BO3PACTAET IENaToTO- W HEPPOTOKCHIHOCTS;

WU30HMA3WJl MHIAYyLUpyeT cucreMy uurtoxpoma P450, B pesynbrate 4ero Bo3pacraer

MeTaboIU3M napaueraMosia 10 TOKCUYHBIX IPOLYKTOB.

DTaHOJ MOBBIIIAET IeMaTOTOKCUYHOCTh M30HUA3K/1a U YCKOPSET €ro MeTadoIN3M.

CHwxaer MeTabonu3M TEOPUINIMHA, YTO MOMKET MPUBECTH K TOBBILIEHUIO €ro
. »

KOHLIEHTPALHH! B KPOBHU.

CHwkaeT MeraboiMuecKue TMpeBpalleHuss MU [MOBBIIAET KOHIEHTPALMd B KPOBHU

angeHTaHuzIa.

[{uknocepuHn U AWCyJb(GUpPaM YCUIMBAIOT HEONaronmpUATHBIE LEHTpalbHble 3((EKTh

H30HUasuaa.

4
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[loBblIaeT rernaToTOKCHYHOCTh PUGAMITHIIMHA.

VeuauBaeT AEHCTBHE IPOU3BOIHBIX lj{yMapuHa u .HH,EI,.aHIIIfI_OHaI, 6eH30nHa3enHHoé,
kapbamasenuHa, TeohOWUIHHA, TTOCKONBKY CHIDKAeT UX MeTaboJM3M 3a cyeT aKTHBALUH
uzohepmeHTOB 1HTOXpoma P450.

[ MIOKOKOPTHKOCTEPOUIBl YCKOPSIOT MeTaboNu3M B IE€YEHW W CHIKAIOT. aKTHBHBIE
KOHIEHTpALMK B KPOBU.

[Nogasnster metabosnu3m HEHUTOMHA, YTO MPUBOAUT K MMOBBILICHUIO €r0 KOHLEHTPALMH B
KPOBU U YCHJICHHIO TOKCHYECKOro 3(dexTta (MOKET NOTpeOOBATHCS KOPPEKIHS pexUMa
/103MpOBaHKs (PEHUTOMHA, OCOGEHHO Yy GONBHBIX C MEICHHBIM ALeTHIMPOBAHHEM
M30HHA3UMA); CIEAyeT YYMTHIBATh NpH HA3HAYEHHH B KAyeCTBE MPOTHBOCYIOPOXKHOIO
CpPeACTBa NPH MEePEeI03UPOBKE U30HUAZHIOM.

AHTtanuaHble npenapatbl (0COOCHHO aTMHHHUICOAEPIKAILKE) 3aMe[UIIOT BCAChlBAaHUE U
CHIDKAIOT KOHIIEHTPAIIMIO U30HUA3U/Aa B KPOBU (QHTALIU/bI cne,uy‘eT NpUHUMATH He paHee
yeM yepe3 1 4 mocie nmpuemMa H30HHa3uaa).

[Ipu opHOBpeMEHHOM mNpUMEHEHHH € SHGOIYPAHOM A W30HHMA3U] MOJXKET YBEIHUYUBAThH
oOpa3oBaHUe HEOPTaHUYECKOTO ¢bTopucToro MeTabonura, obnafaromniero
He(QPOTOKCHYHBIM JIeHCTBHUEM. |

[Ipu coBmMecTHOM mpueMe ¢ pudaMIHLUAHOM CHH)KAaeT KOHLEHTPaLMI KeTOKOHA3071a B
KPOBH. | | | |

[loBpIlIaeT KOHLIEHTPALMIO BaJbIIPOEBOM KHCIOTHI B KpPOBH (HEOOXOIUM KOHTPOIIb

KOHLIGHTpAllMi BaJIbIIPOEBON KHUCJIOTBHI, MOXET NOTpeOOBaThCs KOPPEKLUs pexuMa

ﬂoal«ipOBaHHﬁ). |

Ocobrre ykazanus. |

JUns 3ameUleHUs] Pa3BUTHUSI MUKPOOHON YCTOMYMBOCTM Ha3HA4yarOT COBMECTHO C [Ip.

IPOTHBOTYOEpKyIe3HBIMH JIeKapCTBEHHBIMHU CPEICTBAMH.

B cBA3M ¢ pa3HONl CKOPOCTBIO MeTabonu3Ma TIepel TNpPUMEHEHHEM M30HUa3Hua

1enecoobpa3Ho OMpenensaTh CKOPOCTh ero MHAKTUBAIUHU (MO0 JUHAMUKE COAepKaHUs B
L .

KpoBH U Moue). Y "ObICTpPBHIX aleTHIATOPOB" M30HMUA3UJ NPUMEHSIOT B OoJiee BBICOKHX

103aXx.

[lpu pucke pasButus InepudepuuecKoro HeBpuTa (MauuMeHThl crTapue 65 er,

COMYTCTBYIOIMKA  caxapHblid  auaber, OepeMeHHOCTb, XpOHHMYEcKass IO4YeqHas

HEOOCTAaTOYHOCTh, aJIKOT'OJIM3M, THIIOBUTaMHHO3 B6 BcneacrBue HEIMOJIHOLCHHOI'O
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MUTaHKs, COl'[yTCTByTO].LIeH HpOTPIBOCYJlOpO}KHOH Teparnum) pelcomeﬂﬂye'rcs Ha3zHaYeHHe

10~25 Mr/cyT MMUPUIOKCUHA. |

" Bo BpeMs JIeueHus crelyeT u3berars ynoTpebIeHus chpa '(ocoﬁgﬂﬁo LIBEHLAPCKOTO WK
YEeMIMPCKOro), pbiObl (OCOOEHHO TYHIA, CAapAWHENIBI, CKUIJKeKa), IMOCKOIBbKY IIpH
OJTHOBPEMEHHOM YIMOTPeOJeHUH UX C W30HUA3UJOM BO3MOXKHO BO3HUKHOBEHUE peakLui
(runepemMusi KOXH, 3yJl, OLIyHLIEHUE >XKapa WM XO0JI0Ja, ceplaueOueHue, IMOBBIIIEHHOEe
NIOTOOTAENEeHUE, 03HOO, rosoBHas 0O0Nb, FOJOBOKPY)KEHHE), CBSI3aHHBIX C MOJABIEHUEM
aKTUBHOCTH MOHOAMHHOOKCHIA3bl M IHAMHUHOKCHIA3bl U TPHUBOAAIIUX K HapymeHmo
MeTabomu3Ma THpaMHHa Y TUCTaMMHa, conepmamnxca B p516e U ChIpe.
Cnenye'r MMETh B BUJY, YTO W30HMA3HJ MOXET BbI3bIBATH THIIEPIIUKEMHIO C BTOPHUHOM
IJIFOKO3YpUEH; TeCThl C BOCCTAHOBIEHHEM MEIU MOTYT OBITh JIO)KHOIOJIOKUTENBHBIMH; Ha
(hepMeHTHBIE TECTHI HA TJIFOKO3Y IIpernapar He BIHseT.
@®opma BbINycKa: THOPHIN3AT Ui IPUTOTOBJICHUS pacTBOpa Ul BHYTPHUILICBPAIBHOTO
BBeneHus U uHranauui. [To 350 mr (100 mr + 250 Mr) npenaparta Bo (IakOHBEI TEMHOIO
(opamxeBOro) crekia, YyKyNOpeHHble pPE3MHOBEIMH TIpoOKaMH U OOKaTaHHbIE
ATIOMHUHUEBBIMU KOJITIAYKAMHU.
IlIo 1 unu 10 pnakoHOB BMecTe ¢ HHCTPYKUHEH 10 npﬂmeHeHmd MOMEILAIOT B [1a4YKy U3

KapTOHa.

CpOK FO}IHOCT u: 3 roga. He ucnonp3oBarth 1o3xe chKa YKa3aHHOI'0O Ha YIIaKOBKE.

YceaoBus xpauemm' B 33[[{H1H6HHOM OT CBETa H HeHOCTyHHOM ISt ,E[eTeH MeECTE, ﬂ'pH

TEMIEpaType He BbILLIE 8°C.

YcenoBus OTIIYCKA M3 anTeK: 10 pCUCIITY Bpayva.

IIpoussoaurtens: OO0 Pupma «Depment», Poccus
123423, r. Mocksa, yi1. Hmwxane MueBHUKH, oM 37 A
ten./daxc (495) 635-04-48, 635-00-28

3A0 «ObnuHCKas XUMHUKO-(apMalLieBTHYeCKasi KoMnadus», Poccus
249036, Kanyxckas obsacts, r. O6uuHCK, yi. Koponesa, 4

tes./daxc (48439) 9-38-41, 9-38-42
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H.peml_pnﬂme;mlcaﬁmc: _ 'OOO «an-d)apm»', Poccus
| Ten/daxc (495) 984-28-40 (41)

I'eHepanbHBIN JUpEeKTOP

000 "Mup-®apm HN.X. Ucmarunos

L RN,
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