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MokcudnokcaumnH LLUTAOA

MeXxpayHapoaHoe HenaTeHToOBaHHOe Ha3BaHue ([leAcTBylOULEee BelecTBO):

o MokcugaokcauuH

MonesHble CCbINIKMU:

LleHa B AHpekce lop3gpaB Ctonnyku Anpesb
Cocpeectp”™™ Bukunegna™t

PJIC VIDAL Mail.Ru Drugs.com®*™

dopmMa BbiNycKa:
tDopma BbllTyCKa, onucaHne n coctas

Tabnertkw, NOKpbITbIE nneHo4YHou 060/104KOM XXENTOoro LUBeTa, KancynosunaHble, 4BOAKOBbINYKJble; A0P0 - CBETJIO-
XKEJITOro LBeTa.

1 Tab.
MOKCUJIOKCAUMHA rMapoxaopuna 136.8 mr,
HTO COOTBETCTBYET COAEPKAaHUIO MOKCUMDJIOKCALMHA 100 mMr

BcnomoraTenbHble BellecTBa: Lesina03a MUKpokpuctTananyeckas - 153.7 mr, nosnaoH (nosmugoH K30) - 20 mr,
KpOCKapMensosa HaTpua - 36.3 Mr, KanbUna cTeapaT 7 Mr, KpaxMan KyKypy3Hbii 50 MF, MaHHUTON 55 Mr, KpeMHUS ONOKCUS
KOJIIOUAHbIN - 6.6 MI, MarHmsa cteapart - 6.6 Mr.

CocTaB rnaeHo4YHov 060104KK: TunpoMennosa - 10.61 Mr, NnponuneHrnnkosb - 2.12 Mr, TuTaHa gnokcug - 3.4 mr, Tanbk 3.54
MI, KpacuTe b XXene3a OKCUA KpacHbi - 0.33 Mmr.

5 wT. - 6ancTepsl (1) - Na4kn KapTOHHbIE.

dapMaKoJsiormieckme CBoOMcTBa:
DapMakognHaMUKa

MpoTnBOMNKpOBHOE CPeacTBO U3 rpynnbl PTOPXUHONOHOB, AencTByeT bakTepnunaHo. MposBAsSeT akTUBHOCTb B OTHOLUEHMWN
LUIMPOKOro CNeKTpa rpamMnonoXnTEsNbHbIX U FPpaMoTpuLLaTeIbHbIX MUKPOOPraHU3MOB, aHadpPobHbIX, KUCSIOTOYCTONYMUBBLIX U
aTununyHbIX 6akTepun: Mycoplasma spp., Chlamydia spp., Legionella spp. 9ddexkTrBeH B 0OTHOWEHUN BaKTepnanbHbIX
LUITaMMOB, PE3UCTEHTHbIX K 6eTa-nakTaMaM n MakponmaamM. AKTUBEH B OTHOLLEHUN BONbLUMHCTBA LWUTaMMOB
MWKPOOPraHMU3MOB: FrpamMnonoXunTtenbHble - Staphylococcus aureus (Bkao4Yasa WTaMMbl, HEHYBCTBUTE/IbHbIE K METULIUIIINHY),
Streptococcus pneumoniae (BKtO4as WUTaMMbl, YCTONYMBbLIE K MEHULWIMHY 1 Makpoanaam), Streptococcus pyogenes
(rpynna A); rpamoTpuuaTenbHble - Haemophilus influenzae (Bknto4as Kak npoayumpytowme, Tak n He npoayuunpytowme beta-
nakTtamasy wrammbl), Haemophilus parainfluenzae, Klebsiella pneumoniae, Moraxella catarrhalis (Bknto4as kKak
npogyuunpyouwme, Tak n He npoayumpytowme beta-nakTamasy wrtammbl), Escherichia coli, Enterobacter cloacae; atunnyHeole -
Chlamydia pneumoniae, Mycoplasma pneumoniae. 1o gaHHbIM NCCe[OBaHNN in Vitro, XoTs NepeyncsieHHble HUXe
MUKPOOPraHn3Mbl 4yBCTBUTE/bHBIMU K MOKCU(IIOKCALVHY, TeEM He MeHee 6e30MacHOCTb M 3OMEKTUBHOCTb €ro npu JevyeHnumn
NHeKUNn He Bblna ycTaHoBNeHa. pamMnonoxnTebHble MUKPOOpPraHuaMmel: Streptococcus milleri, Streptococcus mitior,
Streptococcus agalactiae, Streptococcus dysgalactiae, Staphylococcus cohnii, Staphylococcus epidermidis (Bknto4asi LuTamMMsl,
YyBCTBUTEJNbHbIE K MeTUUMIANHY), Staphylococcus haemolyticus, Staphylococcus hominis, Staphylococcus saprophyticus,
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Staphylococcus simulans, Corynebacterium diphtheriae. 'pamoTpuuaTensHble MukpoopraHusmel: Bordetella pertussis,
Klebsiella oxytoca, Enterobacter aerogenes, Enterobacter agglomerans, Enterobacter Intermedius, Enterobacter sakazaki,
Proteus mirabilis, Proteus vulgaris, Morganella morganii, Providencia rettgeri, Providencia stuartii. AHaspobHbie
MUKpoopraHn3mbl: Bacteroides distasonis, Bacteroides eggerthii, Bacteroides fragilis, Bacteroides ovatus, Bacteroides
thetaiotaornicron, Bacteroides uniformis, Fusobacterium spp., Porphyromonas spp., Porphyromonas anaerobius,
Porphyromonas asaccharolyticus, Porphyromonas magnus, Prevotella spp., Propionibacterium spp., Clostridium perfringens,
Clostridium ramosum. ATunn4yHble MMKpoopraHnsmbl: Legionella pneumophila, Caxiella burnettii.

Bnoknpyet Tononsomepasamu Il u IV, bepmeHTbI, KOHTpOAIMpYoLWMe Tonosormnyeckmne csonctea AHK, n yyacteytowme B
penavkaunm, penapauun n TpaHckpunuumn AHK. JencTsne MOKCUMIOKCaLHa 3aBUCUT OT €ro KOHLEHTPaLnn B KPOBU U
TKaHAX. MMHUMasbHble BaKTepnuMAHble KOHLLEHTPALUM MOYTUN HE OT/INYAKOTCA OT MUHUMasIbHbIX NMOAABAAIOLLLNX
KOHLEeHTpauun.

MexaHUu3Mbl Pa3BUTUS PE3UCTEHTHOCTMW, MHAaKTUBMPYOLLME MEHNUUIINHBI, LedasoCnopuHbl, aMUHOTIMKO3MAbI, MaKpPOUAbI
W TeTPaLMKJIIMHbI, HE BAUSIOT Ha aHTnbBaKTepmnasibHy0 akTUBHOCTb MOKCUGIOKCaUMHa. NepekpecTHas pe3ncTeHTHOCTb
MeX[y MOKCUMJIOKCALUHOM 1 3TUMM NMpenapaTtaMy oTCyTCTByeT. Mna3mMuaHo-onocpefoBaHHbI MexaHN3M pa3BuTus
pe3nCTeHTHOCTU He Habmopancs. Obwas YacToTa Pa3BUTUS PE3UCTEHTHOCTU - HU3Kas. iccnenoBaHus in vitro nokasanu, 4To
PEe3NCTEHTHOCTb K MOKCM(IOKCALIMHY pa3BMBaeTCs Me[JIeHHO B pe3yJibTaTe psga nocjiefoBaTeslbHbIX MyTauui. Mpu
MHOIOKPaTHOM BO3A4ENCTBMN Ha MUKPOOPraHN3Mbl MOKCU(IOKCaLMHOM B CYyOMMHMMaNbHbIX MOAAaBASIOLNX KOHLEHTpaLumax
JMWb He3HaYNTEesIbHO MOBLILIATCA NokasaTenun MMK. Mexay npenapaTtaMu U3 rpynnsl PTOPXMHOJIOHOB HabnopaeTcs
nepekpecTHas pe3ncTeHTHOCTb. OHaKO HEKOTOPbIE FPaMMONOXUTENbHbIE Y aHa3pObHbIE MUKPOOPraHM3Mbl, YCTONYUBBLIE K
APpYruM PTOPXMHOJIOHAM, YYBCTBUTEJIbHbI K MOKCU(IOKCaLINHY.

dDapMaKOKMHETUKa

Mocne npnema BHYTPb MOKCUMIIOKCALUH abcopbupyeTcst 6bICTPO 1 NOYTU MOJIHOCTbIO. MNocne of4HOKpPaTHOro Npuema
MokcudiokcaymHa B no3se 400 mr C,,,x B KpoBU gocTturaetcs B TedeHume 0.5-4 4 n coctasnsaet 3.1 mr/n.

Mocne ogHokpaTHOW NHGY3MKM B fo3e 400 mMr B TedyeHue 1 4 C,x BOCTUraeTCsa B KOHUE MHJY3un 1 coctasnsaeT 4.1 mr/n, 4To
COOTBETCTBYET €€ yBeNMYeHno NpubansntenbHo Ha 26% No CpaBHEHMIO C BEJIMYMHOW 3TOr0 NnokasaTens rnpu npueme
BHYTpPb. lNpn MHOroKpaTHbIX B/B MHPY3UAX B fo3e 400 mr npogomkuTensHocTeo 1 4 C,,, BapbupyeT B Npegene ot 4.1 mr/n
0o 5.9 mr/n. CpegHune Cg,, paBHble 4.4 Mr/n, AOCTUIAOTCA B KOHLE UHY3UN.

AbBconoTHaa 6MoJOCTYNMHOCTbL COCTaBAAET 0K0J10 91%.

dapMaKoKMHeTMKa MOKCUpoKcaLMHa npu npmemMe B 0AHOKpaTHbIX Ao3ax oT 50 mr oo 1200 mr, a Takxe a pgo3se 600 mr/cyT
B TeyeHne 10 gHen ABNAETCHA IMHENHON.

PaBHOBeCHOE COCTOSIHME OOCTUraeTCs B TeYyeHne 3 oHeEN.

Cssi3blBaHUe ¢ 6enkamm KpoBu (rnaBHbIM 06pa3oM ¢ anbbyMnHamn) coctaBnseT okono 45%.

MokcugnokcaumH 6bICTPO pacnpenensieTcs B opraHax n TkaHax. Vy coctaBnaeT npnbanmsntensHo 2 n/kr.

BbiCOKMe KOHLEeHTpaLuum MoKCMgIoKCcaLlmHa, npeBbillaoL e TakoBble B NJa3Me, CO34alTCs B JIEFOYHOW TKaHW (B T.4. B
aNbBeoNAPHbIX Makpodarax), B CIM3NCTon 060n04ke BPOHXOB, B HOCOBbIX Ma3yxaX, B MArKMUX TKaHAX, KOXe N MOAKOXKHbIX
CTPYKTYpax, o4arax BocnaseHus. B nHTepcTuumanbHOM XXNAKOCTUN U B CJIlOHE NpenapaT onpeaenseTtcs B cBo6oaHOM, He
CBsI3aHHOM C 6enkaMu BUAe, B KOHLEHTpaLum Bbile, 4eM B naa3Me. Kpome Toro, BbICOKME KOHUEHTPaL MM akTUBHOIO
BellecTBa ONpenensanTCs B opraHax 6ploHOM NOAOCTN M NEPUTOHEAIbHON XXUOKOCTU, @ Tak)KXe B TKaHAX XKEHCKMX MON0BbIX

OpraHoB.

BroTpaHchopMunpyeTca 0 HeaKTUBHbIX CYbOCOEANHEHNI N TNIOKYPOHNA0B. MOKCUIOKCaLMH He nNoaBepraeTcs
6roTpaHchopMaLMn MUKPOCOMasIbHbIMU (DEPMEHTAMUN NMEYEHN CUCTEMBI LMTOXpoMa P450.

Mocse NPoxoXxaeHus 2-oi asbl 6UOTPaHCHOPMALUN MOKCUMIOKCALMH BEIBOAUTCSA N3 OpraHM3Ma noYkamu u yepes
KULWEYHWK KaK B HEM3MEHEHHOM BU[e, TaK U B BUAE HEAKTUBHbIX CyNb(POCOeANHEHUI N TOKYPOHWLO0B.

BbIBOANTCA C MOYON, @ TaKXKe C KaJIoM, Kak B HEM3MEHEHHOM BUAE, Tak U B BUAE HEAKTUBHbIX MeTabonToB. Mpwn

ofHOKpaTHoM fo3e 400 Mr okos10 19% BbLIBOANTCS B HEM3MEHEHHOM BUAE C MOYOMN, 0KOJ10 25% - C KasioM. Ty, cocTaBnseT
npumepHo 12 4. CpegHuin obwnin KNnpeHc nocse nprema B fgose 400 mr coctaBnsieT ot 179 Mn/MuH 1o 246 MA/MUH.

Moka3zaHuA K NPUMEeHeHMI0:

NHpeKunn BEPXHUX U HUKHUX OTAESIOB AblXaTesbHbIX nyTe|7|: OCprII7I CUHYCUT, O60CTpeHI/Ie XpoHun4yeckoro 6pOHXV|Ta,
BHE60/IbHNYHAA MHEBMOHWS; VH(EKLNN KOXU U MATKUX TKaHen.

OTHOCHUTCA K bonesHaMm:

e BbpoHxuTt
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e VIHhekuunmn

e [1HeBMOHMUSA
e CuHycut

MpoTuBOoNnoKasaHusA:

[eTcknii 1 NoAPOCTKOBLIN BO3pacT A0 18 neT, 6epeMeHHOCTb, NakTauus (neprod rpyAHOro BCKapMJIMBaHWS), NMOBbILIEHHAS
YyBCTBUTE/IbHOCTb K MOKCU(IOKCALMHY.

Cnocob nMPUMEeHeHUA U A03bl:

BHyTpb, 400 Mr 1 pas/cyT. Kypc nedeHus npm o6ocTpeHnmn xpoHn4eckoro 6poHxmnta - 5 gHen, BHEGONbHUYHOW MHEBMOHUY -
10 gHen, OCTPOM CUHYCUTE, MHPEKLMAX KOXKU U MATKUX TKaHen - 7 goHen.

MobouyHoe pencreue:

Co CTOPOHbI HMLL(eBapMTeanOﬁ cnctembl: abgoMuHanbHble 60K, TOWHOTA, Avaped, peoTa, aAuncnencmna, MeTeopumsm, 3anop,
noBblLLEHNE aKTUBHOCTU NeYeHO4YHbIX TPpaHCaMWHa3, n3BpalleHne BKycCa.

Co cTopoHsl UHC n nepugepmndeckort HEPBHOM CUCTEMbI: TONOBOKPYXXeHue, 6eCCOHHMLA, HEPBO3HOCTL, YYBCTBO TPEBOTH,
acTeHus, ronosHas 6osb, TpeMop, NapecTesuns, 60Jb B HOrax, Cy4oporu, CryTaHHOCTb CO3HAHUS, Aenpeccus.

CO CTOPOHbLI CePAEYHO-COCYANCTON CUCTEMbI: TaXMKapanus, nepudepuyieckne oteku, nosbilweHve Afl, cepauebrerve, 60nb B
rpyan.

Co cTopoHbI NabopaToOPHbIX MOKa3aTeseN: CHUXKEHNE YPOBHS NPOTPOMOUHa, NOBbILLEHNEe aKTUBHOCTU aMuiasbl.
Co CTOPOHbI CUCTEMbI KPOBETBOPEHMS: NENKOMNEHUS, 303MHODUANS, TPOMOBOLMTO3, TPOMOBOLUTONEHMNSA, aHEMUS.
Co CTOPOHbI KOCTHO-MbILLEYHOV cUCTeMbI: 60/b B CMIUHE, apTpasrus, Muanrus.

Co CTOPOHbI M0J1I0BOVi CUCTEMBI: Bar MHabHbIA KaHANA03, BarMHUT.

Annepruyeckue peakumu: Cbifb, 3y, KpanuBHULA.

NMpuMeHeHne Nnpu 6epeMeHHOCTU U KOPMJIEHUM TPy A blO:

MOKCM(bﬂOKcaLLMH MNPOTMBOMNOKa3aH K NpUMeHeHWIo Npun 6epeMeHHOCTI/I n B nepunog naktauum (prD,HOFO BCKapMJ'IVIBaHI/Iﬂ).

BBBHMO,IJ,EVICTBVIG C APYIrMMM JNieKapPCTBEHHbIMU CcpeacTBaMm:

Mpwn 04HOBPEMEHHOM MPYMEHEHM aHTaUMObl, MMHEpasbHble BelWwecTBa, NoJIMBUTaMUHLI yXyaLwaoT abcopbuuio (Bcneacteme
o6pa3oBaHMA XenaTHbIX KOMMJIEKCOB C MOJIMBANEHTHLIMU KaTMOHAMMN) N CHUXKAIOT KOHLLEHTPaLUI0 MOKCM(JIOKCaLNHa B
nsia3Me (0HOBPEMEHHbI MPYeM BO3MOXKEH C MHTEPBAsIoM B 4 4 [10 UK 2 4 MNoc/e NprMeMa MOKCUGIIOKCaLIMHa).

Mpwn npneme MokcugnokcaLunHa Ha poHe NpUMeHeHUa ApYrux GTOPXMHONOHOB BO3MOXHO pa3BUTUE (hOTOTOKCMHECKNX
peakuum.

PaHUTUANH CHUXXaeT BCacbiBaHME MOKCUQIIOKCaLMHA.

Ocobble yka3zaHUsA U Mepbl NPeaoCTOPOXKHOCTHU:

C OCTOPOXXHOCTbIO HAa3HAYaT MOKCUMIIOKCALMH NPW 3NNNEeNTUYECKOM CUHAPOME (B T.4. B aHaMHe3e), anuencuu,
neYeHOYHOM HeJOCTAaTOYHOCTU, CMHAPOME YAJINHEHNA UHTepBasa QT.

Bo Bpemsa Tepanun (hTOPXMHOJIOHAaMK MOTYT Pa3BMBATLCS BOCMANIEHME U Pa3pbiB CYX0XUINS, B 0COOGEHHOCTM Y MOXKUIbIX

6ObHLIX U Y MaUMEHTOB, NapassienbHo nonydatowmx FKC. Mpu nepebix NprsHakax 60an AN BOCNANEHNS CYX0XMNANIA
60JIbHbIE [O/KHbI NMPEKPATUTL JledeHne 1 0cBOBOANTL OT Harpy3KM Nopa)KeHHy KOHEYHOCTb.

UcTouHumK: http://drugs.thead.ru/Moksifloksacin_ShTADA
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