IHCTPYKIIA
JJIS1 MEeIUYHOT0 32CTOCYBAHHS JIKAPCHKOT0 32C00y

TAUTEPOHP
(TIGERON®)

Cknao:

Oitoua peuosuna: neBodnokcanut (levofloxacin);

1 TabrneTka MiCTUTB JIeBO(IOKCAIIMHY TeMIripaT y nepepaxyBanHi Ha JieBodokcanuH 500 mr abo

750 mr;

OdonomidicHi peyosunu. moBinoH K29/32, nemtono3a MiKpoKpUCTalliyHa, KPOCTIOB1IOH, MarHito cTeapaT, KPeMHII0
JioKcua KojoinHui 6e3Boauui, nokputts Opadry 03B84681 poxesuil: rinpomenosa, Tutany aiokcun (E171),
MOJIIeTUIICHTITIKOI, 3ami3a okcul uepBoHuit (E172), 3amiza okcua xostuii (E172).

Jlikapcbka ¢gopma. TabneTku, BKpUTI 000JIOHKOIO.
Ocnogni Qizuxo-ximiuni enacmugocmi.: TAONETKH KarcCyIomoaioHo1 popMu, BKPHUTI 000JIOHKOIO, POKEBOTO KOIBOPY
3 TucHeHHAM «500» a60 «750» 3 oHOTO OOKY.

dapMakoTepaneBTHYHA rpyna.
AHTuOaKkTepianbHi 3acobu rpynu XiHonoH1B @TopxiHononu. Kox ATXJ01IM Al2.

Dapmakonoziuni e1acmueocmi.

Dapmaroounamika.

JleBo(hOKCaIH — 11€ CHHTETHYHUH aHTHOAKTepialbHUN 3aci0 13 Tpynu GTOPXiHOJOHIB, €S (-) eHaHTIOMEPOM
pareMivyHo1 CyMillIi JIIKapChKOTo 3ac00y o(IoKCaIHYy.

Mexani3m jiiJleBodaokcamnuH y sIKOCTI aHTHOAKTEPiaTbHOTO MpermaparTy i3 rpynu GTOPXiHOIOHIB i€ Ha KOMIUICKC
JHK-/THK-ripa3u ta Tonoizomepasy V.

CriBBinHOIIEHHS apMaKoKiHeTHKa/hapMakoaMHaMIKA TyTiHb OaKTepialbHOI aKTUBHOCTI JIEBO(IOKCAMHY
3aJIe)KUTh BiJl CIIBBITHOIIEHHS! MAaKCUMAIbHOI KOHIICHTPAIil Y CHUPOBATII KPOBI (f7ax) 200 IO Mij
¢dapmakokiHeTHuHOIO KpHBoto (AUC) Ta MiHIMaJIbHOIO 1HT10Y04O00 (101aBisA04010) KoHIeHTpauieo (MIK
(MIIK)).

MexaHi3M pe3ucTeHTHOCTI. OCHOBHUN MEXaH13M PE3UCTEHTHOCTI € HACIIAKOM MyTallii y reHagyrA. In vitro

ICHY€E TepexpecHa pe3UCTEHTHICTh MIXK JIEBO(IOKCAMHOM Ta IHIIUMHU (PTOPXiHOJIOHAMHU. 3aBISKU MEeXaHi3My Aii
3a3BUYail HE ICHYE MEPEXPECHOI PE3UCTEHTHOCTI MIXK JIEBO(IOKCAIMHOM Ta 1HIIIUMH KJIacaMH
MpOoTUOaKTEepiaTbHUX 3aCO0IB.

Me:xoBi 3HaYEHHS

PexomeHnoBaH1 €BponeiicbKMM KOMITETOM 3 TeCTyBaHHs aHTUMiKpoOHOi uyTiuBocTi EUCAST) MexoBi 3HaYeHHS
MIK s neBodiokcamuay, oo BiAAUIIOTh Yy TJIMBI MIKPOOPTaHi3MH BiJl OPraHi3MiB MPOMIXKHO UyTIUBUX (TIOMipHO
PE3UCTEHTHHX) Ta MPOMDKHO YYTJIHBI BiJl pE3UCTEHTHUX OpPraHi3MiB, IpeacTaBieHi y Tabmuii 1 rectyBanHs MIK
(mr/m).

Taomuus 1
Kainiuni mesxkoBi 3Hauennst MIK EUCAST nas jgeBoduokcanuny (20.06.2006)
IlaToren | YyTtausi Pe3ucrenTHi
Enterobacteriacae <1 wmr/n > 2 MI/n
Pseudomonas spp. <1 mr/n > 2 MI/1
Acinetobacter spp. <1 wmr/n > 2 Mr/n
Staphylococcus spp. <1 mr/n > 2 Mr/n
S.pneumoniae! <2 mr/a > 2 Mr/a
Streptococcus A, B, C, G <1 wmr/a > 2 Mr/n
H. influenzae?.3 <1 wmr/n > 1 mr/a
M.catarrhalis3 < 1 mr/n > | M/




MerxoBi 3HaUEHHS, HE TTOB’s43aHi 3 | < 1 Mr/a > 2 Mr/n
BUIAAMU 3

IMesxoBe 3HaueHHss MIK Mi 4y TIIMBUMH Ta IPOMIXKHO Yy TJIIMBUMH (TIOMiPHO PE3UCTCHTHHMHU )
mramaMu 0yJ1o 3011b11eHo 3 1.0 10 2.0 3 MEeTOI0 CTpUMYBaHHS POCTY JAMKHUX IIITaMIB I[bOTO
MIKpPOOpraHi3my, 1110 AEMOHCTPYIOTh BapiaObeIbHICTh I[bOT0 MapameTpa. MekoBi 3HAUYCHHS CTOCYIOThCS
Teparii BUCOKHX J103.

2IItamu 3 BenmmunHamu MIK BHIIle MEKOBOTO 3HAYECHHS MK Iy TJIHBHMH Ta MPOMIYKHO Ty TIHBUMH
(MOMIpHO PE3UCTEHTHUMH) IITAMaMHU € IyKe PIIKICHUMHU a00 MPO HUX e HE MOBiAOMIIsIIOCs. Tectn
Ha i1eHTH(]iKalio Ta MPOTUMIKPOOHY UyTIHUBICTh Ha OYy/Ib-SIKOMY TaKOMY 130JISTi CJIi1 TOBTOPUTH, 1
SKIIO Pe3ysbTaT Oye MATBEPKEHO, HAIICTIATH 130T Y JOBIAKOBY JIa00OpaTopito.

3 MesxoBi 3nauernss MIK, He moB’si3aHi 3 BUgaMu, OyJ10 BU3HAYEHO TIEPEBAXKHO, BUXOIAYHN 3 TAHUX
dapmakokiHeTHKH/hapMaKoAMHAMIKH, BOHHU € He 3aJIeHUMH Bij posnoainy MIK nesrux Bupis. Ix criff
BUKOPHUCTOBYBATH JIMIIIE JIJIsl BUJIIB, SKMM HE OYJI0 BU3HAUYEHO KOHKPETHE JIJIsl BUAY MEKOBE 3HAUCHHSI,
Ta HE BUKOPUCTOBYBATH JJIsl BUJIIB, Ie TECTYBaHHS Ha Yy TJIHMBICTh HE PEKOMEHIYETHCS UM JIJIS SIKMX
ICHY€ HEIOCTaTHBO JO0KAa3iB MO0 CYMHIBHUX BUMIB Enterococcus, Neisseria, TpaMHeTaTUBHI
agaepoOn).

Pexomennoani CLSI (Incturyrom Kiiniuaux ta Jlaboparopuux Crannapris, paHimeNCCLS) MexoBi 3HaUeHHS
MIK mys teBoduiokcanusy, 10 BUIIIISAIOTH Yy TIMBI BiJl TPOMIKHO YYTJIUBHUX OPraHi3MiB Ta MPOMIDKHO UyTIUBI BiJl
PE3UCTEHTHHUX OpraHi3MiB, 3a3HaueHo y Tabmumi 2, 1st TectyBanns MIK (MKr/min) uun qucko-audy3Horo MeTomy

(miameTp 30HHU [MM]| 3 BUKOPHCTAHHSIM JIMCKA 3 JIEBO(MIOKCAIIMHOM 5 MKT').

Ta0mus 2

PexomennoBani CLSI mexoBi 3Hauennst MIK Ta qucko-audy3noro meroay ajs jgesoduiokcaunny (M100- S
17, 2007)
| IlaToren
Yytausi
Pe3ucrenTHi
Enterobacteriacae |
< 2 MKI/MII
>17 MM
> 8 MKI/MII
<13 MM




He Enterobacteriacae

< 2 MKT/MII
>17 MM

> 8 MKI/MII
<13 mm




— & IVIIN1/ IV1JX
>17 Mmm
> 8 MKI/MII
<13 MM

Stenotrophomonas maltophilia

< 2 MKI/MII
>17 MM




> 8 MKI/MII
<13 mm

Staphylococcus spp.

< 1 MKIr/Mi
>19 MM




> 4 MKr/MII
<15 wmm

Enterococcus spp.

< 2 MKI/MII
>17 MM




> 8 MKI/MII
<13 mm

H. influenzae
M.catarrhalis!




— &~ IVMIN1 /7 1IVIJ1

>17 mm

Streptococcus pneumoniae

< 2 MKI/MII
>17 MM




> 8 MKI/MII
<13 mm

bera-remonituynuii Streptococcus

< 2 MKI/MII
>17 MM




> 8 MKI/MII
<13 mm




! BigcyTHicTh a00 piKiCHE TMOIUPEHHS PE3UCTEHTHUX IITAMiB MMOMEPEAHBO BUKITIOYA€ BU3HAYCHHS Oy /b
SKHX KaTeropiil pe3yIbTaTiB, IHIINX, HIK «4yTHBi». )i mramis, o Jar0Th pe3yIbTaTH, SKi CBITYaTh 1P
«HEUYYTIUBY» KaTeropito, iIeHTu(ikarlisi opraHi3miB Ta pe3yJbTaTH TECTIB Ha MPOTUMIKPOOHY Uy TIUBICTh
MaroTh OYTH MIATBEPKEHI JOBIIKOBOIO J1a00paTOPI€I0 32 JOMIOMOTOI0 €TAJIOHHOTO METOTYy PO3BE/ICHD

CLSI.







