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ETEST® Levofloxacin (LE) (0.002-32 pug/mL)

Etest LE LEVOFLOXACIN - E-Tect neBodnokcauuH 32 (aanee no tekcty metoa ETEST LE, ETEST, TecT-
nonocka ETEST, metog ETEST, Habop peareHTtoB ETEST, TecT, TecT-nonocka, tect ETEST Levofloxacin)

VD)

Ha3HauyeHue

ETEST — 370 py4HOV KONMMYECTBEHHbIN METOA, ONPEAENEHUs YyBCTBUTENBHOCTU K aHTUMMKPOGOHBIM NpenapaTtam
rpaMoTpuLaTenbHbIX Y IPaMMONIOKUTENbHBIX a3POBHBLIX GaKTEPUI, U GaKTEPUI CO CIOXHBIMU NUTATENBHLIMU
noTpebHocTAMK. CUCTeMa COCTOUT U3 CTaHAAPTHOTO rpaJveHTa aHTUGNOTUKA, KOTOPLIV UCNOSb3yeTcs As
onpeaeneHns MMHUMarbHOW UHIMBupytoLlen koHueHTpauun (MUK, BelpakeHHOM B MKI/MIT), pasnuyHbIX aHTUMUKPOGOHbBIX
npenapaTtoB A1 MMKPOOPraHM3MOB NMOCPELCTBOM KySbTUBMPOBAHWUS Ha MUTATENIbHOM arape B TEYEHUE HOuUM.

lNMoka3aHusA K npUMEeHeHun

MeTtopn ETEST LE moxHO ucnonb3oBaTb Ans onpegenenns MUK nesocnokcaunHa B OTHOLLIEHUN CNEeOYOLLMX

MWKPOOPraHW3MOB:
» A3pobbl:

o [pamoTpuuaTenbHble asapobbl: Enterobacterales, Pseudomonas, Acinetobacter, Stenotrophomonas maltophilia
o pamnonoxwutensHble asapobbl: Staphylococcus, Enterococcus

 Streptococcus pneumoniae
* Haemophilus influenzae

MpuHUMn

ETEST npeacraBnset cobom TOHKYI0, UHEPTHYHO,
HEenopu1CTYH0 NNacTUKOBYIO TECT-NONOCKY. Ha oaHy CTOPOHY
TecT-nonocku (A) HaHeceHa wkana MUK B mkr/mn, a Ha
OpYryto — CTaHAapTHbIN rpaguMeHT aHTubnoTuka.

Koraa TecT-nonocky HaHOCHT Ha 3acesiHHYHO KynbTYpoi
MUWKpPOOpraHn3Ma noBePXHOCTb arapn3oBaHHOW cpeabl,
npeaBapuTernbHO COOPMUPOBaAHHbIN rpagUeHT
KOHUEHTpaLun aHTMONOTNKA HEMEANEHHO NPOHMKAET

B arap, a 3atem ob6pasyeT cTabunbHbIN,

HenpepbIBHBINA, 3KCMOHEHLMANbHBIA rpagueHT
KOHUEHTpaLumn aHTMBUOTNKA HENoCpeaCTBEHHO Nof, TecT-
nonockoMn. MNMocne nHkyGauum, B pesynsrate KOTOpoW
GakTepurarnbHbIi PpOCT CTAHOBUTCS 3aMETHbLIM, BOOMb TECT-
MOOCKM MOXHO YBUAETH CUMMETPUYHbIV 3MNUMC
UHrMbnpoBaHus. 3HayeHne MUK cunTbiBaeTcs co Lwkanbl
B MKI/MM Npu NOMTHOM MHrMGUPOBaHMKM pocTa GakTepuit

B MECTe NepeceyeHunsi 3a0CTPEHHOTO KOHLA annunca

C TECT-MOMOCKON.

HecmoTpsi Ha cxoacTBO € AMCKO-ANAdY3NOHHBIM METOAOM
(aHanoruyHas npouenypa NPUroToBNEHNs1 MOCEBHOM
KynbTypbl, BbIOOP NUTaTENbLHON CPeLbl U YCroBUS
uHky6aummn), ETEST He aBnsaeTcsa gucko-anddy3noHHbIM
METOJOM U NMONMHOCTBIO OTNMYAETCS OT 0ObIYHbIX ANCKOBbIX
MeToAoB. 'paaneHT KOHLEHTpaUnn aHTUMUKPOBHOIro
npenapata B ETEST npeaaputenbsHo cdhopMUpoOBaH,
npegonpeneneH n ctabuneH, u He 3aBUCUT OT Anddy3nu.

Kog

aHTMMWKpoBHoro

npenapata

Lkana MUK
(mKr/mn)

Aee B

8

s BKmolHeHuwaanbm
3 AHTHMUKPOGHbIN
15 rpagueHT

Ob6pasey mecm-nonocku ETEST

(8 3asucumocmu

om ripenapama docmyrle/ pas/iu4yHble
wkKarnsbl C'-ILIITIbIBaHLIFI)
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CocTtaB Habopa

WNHavBuayanbHas ynakoBka: Kaxxgaa TecT-nonocka CoaepXuT:
412393 30 TecT-nonocok » [OumanasoH MUK nesodnokcaumHa: 0,002—32 mkr/mn

YnakoBka Ha HECKOMbKO KapTPUMKEN:
423965 * 10 kapTpuoxKen, B KaXa0M no

10 TecT-NnoNocok 1 1 NnakeTuky
BnaronornoTuTens
* 1 KpblLKa

1 MHCTPYKUMSA NO NPUMEHEHUIO, MOXHO 3arpy3uTb € carTa www.biomerieux.com

Heob6xoaumblie MaTepuanbl, He BKIMlO4YeHHbIe B KOMNONEeKT

MaTepuanbi
+ ObwenabopatopHoe MuKpobuonormyeckoe obopyaoBaHue
+ TamnoHbIl (CTEPUIbHbIE, HETOKCUYHbBIE U HE CIIULLIKOM MIIOTHO CKPYYEHHbIE) Y NPOBUPKN.
+ PyyHoi annnukatop [Hanpumep, Mini Grip-It (Homep no katanory 411200), BakyymHbIii nnHLeT NEMA C88™ (Homep
no katanory 559804), nMHUET UNn aHanorM4Hoe yCTPOUCTBO)].

* McFarland Standard — Ha6op ctangapTtoB myTHocTn Mak®apnaHaa (Homep no katanory 70900) unu emy
aHanornyHbIn.

* WNHkyBaTtop (+35 °C £ 2 °C).

* MwukpoopraH13mbl Ans KOHTPOMS KayecTBsa.

* WHokynatop RETRO C80™ (mononHuTensHo) (Homep no katanory 559803).

+ AnnnukaTtop SIMPLEX C76™ (gononHutensHo) (Homep no katanory 559802).

PekomeHayeMbie NnuTaTenbHbIE cpeabl

[ns onpeneneHust 4yBCTBUTENBHOCTU K aHTUMWKPOOHBIM Npenapatam (AST) crnegyeT Mcnonb3oBaThb
BbICOKOKa4eCTBEHHbIE Cpeabl ONpeaeneHHoro coctaBa, obecneymBatoLLme XopoLwnii pocT (CM. Tabnuuy 1 B KoHLE
pasgena «IHCTpYKUUsi NO NPUMEHEHMNIO» HAcCTOSLLEro BKNablla B ynakoBky). [Ins obecneyeHnsi nony4eHnst TOUHbIX
1 gocToBepHbIx nokasatenent MUK npoaykums BbIOGpaHHOM TOProBor Mapku J0MKHA UMETb XOPOLLYHO
BOCMPOU3BOAUMOCTb OT NapTUX K NapTuu.

YT1006bI npoBepuTb Ka4eCTBO Cpeabl, NnpoBeanTe nccnegoBaHne C NOMOLbO nogxoaAawmx WwWraMmmMmoB MUKPOOPraHM3moB
AnA KOHTpPONA KavyecTBa. Cwm. BKragpiw B ynakoBKy, NpegocTaBngemMbli MPOM3BOANTENEM Cpeabl.

Y6eaunTecnb, 4TO TonwMHa arapa B vaLike lNMetpu coctaensert 4,0 £ 0,5 mm 1 umeet pH 7,3 £ 0,1.

I'Ipe,qOCTepemeHml n Mepbl NpPpeaoCTOPOXKHOCTU

» Tonbko gns AMarHOCTUKM in vitro.

* Tonbko ansa npodeccMoHanbLHOro UCNoNb3oBaHus. [JaHHbIN TECT NpeaHa3HayYeH ANs UCNONb30BaHMWs
KBanuMguuUMpoBaHHbIMU COTPyAHMKaMKn nabopatopuu.

» Bcerga cobnioganite npaevna acenTuku Bo Bpems paboTel ¢ obpasuamu 6aktepuansHbix KynsTyp. Heobxognmo
cTporo cobnogaTtb yCTaHOBMNEHHbIE MEPbI MPEAOCTOPOXHOCTM B OTHOLLEHUM MUKPOOMONOINMYECKNX PUCKOB.

» TecT-nonocku npegHasHavyeHbl TONbKO ANA OOHOKPATHOIO NPUMEHEHUSA U HE OOMKHbI MCMONb30BaTbCS NOBTOPHO.

YcnoBus XpaHeHusa n CTabUNbHOCTb

Onsa nHaMBuAayanbHOW YNaKkoBKM:
» XpaHuTb Npu TeMnepaTtype, ykasaHHOW Ha yNakoBKe.
* He ucnonb3yinTe peareHTbl NOCIE UCTEYEHUSI CPOKA FOAHOCTM, YKa3aHHOTO Ha YraKoBKe.

« Tect-nonockn ETEST HeoGxoanMMo BCeraa XpaHuTb B CyXOM, NMPOXNagHoM, 3allyLLEHHOM OT BO3AENCTBUS SPKOro
cBeTa MecrTe.

* He xpanuTe TecT-nonockn ETEST, ocTtaBlumnecs nocne BCKPbITUSA MHAUBUAYANbHOWN YNaKOBKMU.

onsa YNakoBKM Ha HECKOJIbKO KaprMFDKeﬁ:
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» XpaHuTe He BCKpbITblE U BCKPbITbIE KAPTPWUAXM NPU TemnepaTtype, yka3aHHON Ha ynaKkoBKe.

* He ncnonb3ayiTe He BCKPbITblE KAPTPWUAXM NOCIE NCTEYEHUS CpOKa roAHOCTH, YKa3aHHOrO Ha ynakoBKe.

» Tect-nonockn ETEST, ocTaBlumecs Hen3pacxogoBaHHbIMW U3 BCKPLITOTO KapTpuaka, CneayeT XpaHUTb B CyXOM
MecTe. He BbIHMMaNTe BnaronornoTuTenb NOcrne BCKPbITUSA 1 3aKpbiBaWTe KApTPUAXK (BXOASLLEN B KOMMNINEKT
KPbILLKOW) cpa3y nocrne Ucnorib30BaHus.

» Tect-nonocku ETEST Heobxoaumo Bcerga XpaHuTb B CyXOM, MPOXaAHOM, 3alULLEHHOM OT BO34ENCTBUS SPKOro
cBeTa mecrTe.

* lNocne BCKpbITUS KapTpUAK MOXHO XpaHWUTb B TEYEHME KONNYECTBa AHEW, YKa3aHHOro Ha Hem cOboky. 3anvwure
[aTy BCKPbITUS KapTpumpka psagomM ¢ cumeoriom [ Elepeq UCMonb3oBaHMEM OCTaBLLKUXCS TECT-MOMOCOK y6eamnTecs,
4YTO CPOK XpaHeHus nocne BekpbiTvs (14 unn 31 AeHb B 3aBUCMMOCTY OT MOMEKYIbl) He NPEeBbILLIAET CPOK FOAHOCTY,
yKa3aHHbIV Ha ynakoBKe.

+ [locrne BCKpbITUSA KapTPUMK MOXHO HECKOSBbKO pa3 3akpbiBaTb U OTKPbIBaTbL. [pn Hagnexaluem xpaHeHun
1 obpaLLeHnn 3TO He BMMSIET Ha CTabunbHoCTb. KonnuecTso 6enbix NpsMOYronbHMKOB B KBagpaTe, HanevyaTaHHbIX
Ha NpaBoW CTOPOHE, O3HaYaeT, CKOMbKO Pa3 MOXHO OTKPbITb KapTPUAX, BKMoYas BCKpbiTue (3 pasalmnu 4 pasa B3
3aBMCMMOCTU OT MoseKynbl). YTo6bl 3adpmKkcMpoBaTh 3TO YNCHO, 3aKpacsTe OAMH M3 6enbiX NPSAMOYTrONbHUKOB MpU
BCKPbITUW KapTpuaXa 1 3aTeM 3akpalumsarite no ogHoMy 6enomy NpsiMOYrofbHUKY KaXabli pas, OTKpbIBas
1 3aKpblBas KapTpPUAX.

lMpumepsbi (SmUKemKU HUXe ﬂpUSOOFImCFI MOJIbKO 8 Cripa8oYHbIX L{EI'IFIX).'

ETEST® XXX 0.016-256 pg/mL ETEST® XXX 0.016-256 ug/mL
- i 14D || Em - - <.3p [0
[Iﬂ_ — == == == = 0g9998-01 [1[] ——— = = e 089899-01 (1
+ TMocne Toro kak kapTpuax ByaeT OTKPLIT MakcUMarbHOe KONMYECTBO pas, BCe OCTaBLUMECA TECT-MOMOCKM crieayeT
YTUIM3MPOBATb.

* Bxogsuien B KOMMNEKT KPbILLKO MOXXHO 3aKpbIBaTb TOMbKO KapTPUAKM 13 TOTO e KoMMekTa. He ncnonbayite
KPbILUKX OT APYr1X NapTuil Unu npenapaTos.
* KpblWwKy cregyeT yTUNM3MpoBaTb Nnocrie ee Ucronb3oBaHus ¢ 10 kapTpuakamuy U3 ynaKkoBKM.

Ucnonb3oBaHue

* MNepepn ucnonb3oBaHnem TecT-nonocok ETEST u3 HepacKkpbITON ynakoBkM HEOOXOAMMO OCMOTPETL YNaKoBKy Ha
npegmMeT OTCYTCTBUSI NOBPEXAEHU. He ucnonb3yinTe B criyvae, ecnm ynakoBka Gbina noepexaeHa.

* MNocne n3bATMA U3 XONOAUNBbHNKA/MOPO3UIbHUKA HEOBXOAMMO BblAepXKaTh UHAMBUAYANBHYIO YNIAKOBKY UM
YMaKOBKY Ha HECKOSbKO KapTpuaxen npu KOMHaTHOW TeMnepaTtype A0 BCKpbITUs (okono 15 MuHyT, ecnu
Temnepartypa xpaHeHusi coctaensna +4 °C, unu okono 30 MUHYT, ecnv TemnepaTtypa XpaHeHWsi cocTaensina
-20 °C). UsBnekaTb TECT-NONOCKY 13 YNaKoBKW criedyeT HenocpeacTBEHHO nepes ucnons3osaHnem. MNepeq
BCKPbITUEM YNaKOBKM HEOOXOAMMO [0XAAThCA MOSHOro MCNapeHus Braru, KoTopasi Morfa CKOHAEHCMPOBAaTLCS Ha
BHELLHEN NOBEPXHOCTM YNaKOBKM.

* He npukacaiitecb kK NOBEPXHOCTU TECT-MOMOCKUN, HA KOTOPOW HAXOAUTCS rPAfAMEHT (K CTOPOHE, NPOTUBOMOOXHOW
wkane MUK). ns B3stua Tect-nonocok ETEST pekomeHayeTcsa ncnonb3oBaTb pyyYHON annnukaTop [Hanpuvep,
Mini Grip-It (puc. 1), BakyymHbii nuHueT NEMA C88™ (puc. 2), nuHUeT unun nogo6Hoe UM ycTponcTso]. B crniyyae
n3BneyeHust Tect-nonocok ETEST Bpy4HYH MUHLETOM MNKU NOA0OHBIM YCTPOMCTBOM pa3peLlaeTcsi npukacaTbest
TONbKO K KOopeLukaM (TOMy MEeCTY, Ha KOTOPOE HaHeCeH 2- Unu 3-6yKBEHHbIV KOA).

‘u

Puc. 1 Puc. 2
M3BneyeHne Tect-nonocku ETEST 13 unamemuayansHom M3BneyeHne Tect-nonocku ETEST 13 kapTpuaka ¢ NOMOLLbIO
ynakoBku ¢ nomotysto Mini Grip-It BakyymHoro nuHueta NEMA C88™
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* UHCTpyKUUM AN MHAUBUAYANbHOWN YNaKOBKMU:

Mpexpae Yem OTKPbIBaTb YNaKOBKY, OCTOPOXHO MOCTYYMTE YNakoBKOW Mo TBEPAON NOBEPXHOCTY,
YTOGbI TECT-MONOCKA OKa3anach Ha AHE YNaKOBKM, 3aTeM 3aKMUTE YNakoBKy Mexay G6orbLimm
1 yKasaTenbHbIM ManbLamMu, NOMEeCTUMB KOHYMK GOMnbLUOro nasnbLa B yriyoneHue Ha 3agHen
CTOpOHE.

HaxmunTe GonblunmM nanbuemM Brepes 1 ykasarternbHbIM nanbLem Hasag, YTobbl OTNOMUTL
anoM1MH1eByo 060MoYKy, NpY 9TOM BRaronornoTUTeNb OOMMKEH OCTaTbCA B BEPXHE YacTu
YMaKoBKMU.

OTOrHMTE BEPXHIO YacTb Ha3afd, YTOObl MONTHOCTLIO OTKPbITb YNAKOBKY.

MN3BneknTe TecT-nonocky ETEST 13 ynakoBku ¢ NOMOLLbIO MUHLIETA MW APYToro annnukaTopa.

MogHuUMUTE A3bIYOK U3 PONbIrM B BEPXHEN YacTu KapTpuaxa 1 NoTaHUTe Hasag,
YTOObI MONMHOCTBLIO CHATb.

MpumeyvaHue: YoeamTtech, YTO NOCIe BCKPLITUSA HA KapTpuaXKe He ocTanoch
donbru, NOCKOSbKY OHa NOMELLAET KaK CrieQyeT 3aKpbiTb €ro KPbILIKOM.

B kapTpuaxe HaxoguTcsa NakeTUK KannesmaHoM opMebl ¢ Bnaronornotutenem. He M3BlieKanUTe BraronornoTutenb

nocrne BCKpbITUA.

* MeTog py4How ob6paboTku: * MeTtoa aBTOMatu4yeckon obpaboTkM ¢

o Ecnu ncnonb3yeTcs BakyyMHbIN NMOMOLLIbIO aBTOMATU4ECKOro
nuHuet NEMA C88™ unn annnukatopa SIMPLEX C76™:
annnukaTtop Mini Grip-It o 3arpyaute KapTpuaxm c TecTt-
(pekomeHayemble MeToabl): nonockamn ETEST Hanpsimyto B
Bo3bmuTe BEpXHIOK TECT- aBTOMaTU4ECKWI annnukaTop
nonocky ETEST, He kacasick SIMPLEX C76™ (MHCTpYKUWK CM.
BMaronorfnoTuTens. B PYKOBOACTBE NOMb30oBaTensi

annnukatopa SIMPLEX C76™).
o Ecnu ncnonb3yetcs nuHUeT unm

aHanorMyHoe yCTpomncTBoO:
HaxmuTe ykasaTtenbHbIM
nanbLeM Ha y3Kuii KoHeL|

nakeTuka c BMnaronornotTuTenem,
4YTOObI NPUMNOAHATL TECT-
nonocku. He HaxumanTe Ha
okpyrnyto vactb. [Npuaepxmsas

nanbLeM BnaronornoTuTens,
U3BINEKUTE BEPXHIOD TECT-
nonocky ETEST 13 ynakoBku
MWHLETOM WN aHanornyHbIM
YCTPOWCTBOM.
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Cpaay nocne 1Mcnonb30BaHWs HaJeHbTe KPbILKY Ha KapTpyapK (B NpaBUibHOM
NONOXEHUN) N XpaHUTE ero, kak ykasaHo B pasgene YCIOBUA XPAHEHUA
N CTABUIIbHOCTb.

054384-01

MHCprKLl,I/ISI no npuMeHeHunro

MpurotoBneHue CycneH3uun U noceB

1.
2,
3.

Hoseaute cpeay n Tect-nonockn ETEST go komHaTHOM TemnepaTypsbl.
Cwm. Tabnuuy 1 B kKOHUE 3TOro pasgena.
MoproToBbTE CYyCNEH3NI0: CyCneHANPYMTE XOPOLLO M30MMPOBAaHHbBIE KONTOHMK, BbIPOCLUME HA Yallke C arapom
B TeYeHne Houu. [Ins MMKPOOPraHM3MOB CO CITOXHbLIMU NUTaTENbHLIMW NOTPEOHOCTAMU, TAKMX Kak MHEBMOKOKKY,
CTPENTOKOKKM, TOHOKOKKW, aHaapobbl n Haemophilus spp., NCNonb3ynTe CyCcneH3uto, NPUroToBrEHHYH0 B OynboHe
B TeyeHne 15 muHyT. Y6eanTecb B HaNnymMm B NOCEBHON CyCNeH3nmn npaBunbHoro konnyectsa KOE/mn
(konoHneoObpasyLlas eanH1LA) OTHOCUTENBHO COOTBETCTBYHOLLIEro cTaHAapTa no wkane Mak®apnaHga. [JaHHbIn
MYHKT OCOBEHHO BaXXeH ANS MUKPOOPraHN3MOB CO CIIOXHBbIMW NUTaTENbHBIMM NOTPEBHOCTAMMU, U CIINM3UCTBIX KOFTOHWIA
MUWKpPOOPraHn3moB. [pn npaBunbHOM NPUroTOBMNEHUW CYCMNEH3UN NOCNEe KyNsTUBUPOBaHNS OOMKEH ObiTb MONny4YeH
CNIOLWHON MMM NPaKTUYECKM CMIOLLIHOW POCT Ha NOBEPXHOCTW cpeapbl.
CrangapTbl MyTHOCTM No wkane Mak®apnaHga He rapaHTMPYOT NPaBUITBHOrO KONMYECTBA XKMU3HECNOCOOHbIX
H6akTepun B cycneHann. Heobxoammo npoBoanTb PerynspHbIA NOACHET KOMOHWI ANS NPOBEPKM Toro, obecnevmBaeT
N1 ucnonb3yemasi METOAUKa NOCeBa MoJTy4YeHNe HYXKHOrO KOnm4ecTBa Xn3HecnocobHbix 6akrepun (B8 KOE/mn).
Cwmotpute pasgen KOHTPOJIb KAYECTBA.
BbInonHUTe NoceB: OKyHWUTE B MOCEBHYIO CYCMNEH3UI0 CTEPUITbHBIN, HETOKCUYHBIN U HE CIULLKOM TYro CKpYYeHHbIN
TamnoH. Yaanute nabbiTOK XXUAKOCTU, NPUKaB TaMMOH K BHYTPEHHEN NOBEPXHOCTU CTEHKM Npobupku. YaanuTe
Bonblue XMAKOCTK, Koraa AenaeTcs Noces Ha yallky avameTpoM 90 MM, U MEHbLLE NPY 3aceBaHUM YaLlku
anameTtpom 150 mm. TwaTenbHO pacnpeaenuTe CycrneHsuto no NoOBEPXHOCTU arapa LWTpuxamm B Tpex
HanpaBneHusix, Kaxabli pa3 noBopaymsas 4Yalky Ha 60 rpagycoB, 4Tobbl obecneunTs paBHOMEpPHOE pacnpeaeneHue
noceBHOro MaTtepuana. B kauecTse ansTepHaTVBbl MOXHO MCMonb3oBaTh MHokynatop RETRO C80™ ans
3abheKTMBHOIO pacnpeaeneHns NoCceBHON CYyCNeH3UM No NOBEPXHOCTM arapa (puc. 3) (MHCTPYKLMU CM. B
pyKOBOACTBE nonb3osatens uHokynatopa RETRO C80™). Naiite u3bbiTky Bnarm ancopbuposaThes B TedeHne 15-20
MWHYT, TaK 4TOObl MOBEPXHOCTL Gblfla NONMHOCTLIO CyXOM Nnepes HaHeCEHNeM TeCT-NOoNI0COK C rpagueHTOM
TEST

Puc. 3

lMoces Ha YallKy C arapoM ¢ NOMOLLLIO MHoKynsTopa RETRO C80™

HaHeceHue TecT-nonocok u VIHKysaLWIH

1.
2,
3.

Y6epuTtech, 4TO 3acesiHHasi NOBEPXHOCTb arapa NOMHOCTLIO Cyxasi.

Otkpowite ynakoBky ETEST, kak ykazaHO B MHCTPYKLIMU MO BCKPbITUIO 1 paboTe ¢ TecT-nonockamu.
TecTt-nonockn ETEST MOXHO HAHOCUTL Ha 3acesHHYI0 NOBEPXHOCTb arapa C NMOMOLLbIO PYYHOrO annnukaTopa
[Mini Grip-It, BakyymHoro nuHueta NEMA C88™ (puc. 4), nMHLETa Unn Apyroro aHanorniHoro ycTponcTsal
nméo
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aBTOMaTUYeckoro annnukatopa SIMPLEX C76™ (puc. 5). PaamecTtute Tect-nonocky ETEST wkanoii MUK Beepx
(no HanpaBneHWIo K KPbILLKE YaLlku) U MakCUManbHOWM KOHLEHTpaLwmei bnvke K Kpato vallkv (puc. 4 u 5).

B

Puc. 4 Puc. 5
HaHeceHnue TecT-nonocku ETEST Ha noBepxHOCTb HaHneceHue TecT-nonockn ETEST Ha noBepxHOCTb
arapu3oBaHHOW cpefbl C MOMOLLbI0 BaKyyMHOTO NUHLETa arapusoBaHHOW cpefibl C MOMOLLbIO aBTOMaTUYECKOro
NEMA C88™ annnvkatopa SIMPLEX C76™

4. MoxHo ncnonb3oBath WabnoH Anst onTMMarnbHOro nomelleHnst Tect-nonocok ETEST paBHoyaaneHHO opyr ot
Apyra B Yaluke ¢ arapom. B ogHon vawke gnametpom 150 Mm ¢ arapoM MOXHO pa3mecTuTb [0 LEeCTU TeCT-NON0COoK
ETEST (puc. 6a), a B ogHoM Yawke guametpom 90 mm ¢ arapom — 1o AByx (puc. 66). ns MMKpoopraHM3moB
C OXVAaemMou BbICOKON YyBCTBUTENBHOCTbLIO MCNOMb3YNTE MEHbLLE TECT-MOMOCOK Ha Yaluke avameTpoM 150 mm
1 TOMNbKO OAHY TECT-MOMNOCKY Ha Yaluke avameTpom 90 Mm.

Puc. 6a. Puc. 66.
LLlabroH anst 6 TecT-nonocok B Yaluke agnameTpom 150 mm LLlabnoH Ans 2 TecT-nomnocok B Yalluke auameTpom 90 Mm

5. Heobxogumo ybeanTbes, 4TO TECT-MONOCKa NOMHOCTLIO MpUNeraeT kK NOBepPXHOCTW arapa. He crnegyet pasmeluars
TECT-MONOCKY B MEPEBEPHYTOM MOMOXEHWM, Tak KaK annunc MHrmbnposaHns He obpasyeTcs, MOCKONbKY aHTUOMOTUK
He MOXeT NPOHUKHYTb Yepes HEMOPUCTYIO NNacTUKOBYIO TECT-NOMOCKY. [1pyM HEOBXOAUMOCTN MOXHO YAANUTL
BO3AYLUHbIE NOMOCTW, BUAMMbIE NOL TECT-NOMOCKON, OCTOPOXKHO HaXMMasi Ha TECT-MOMNOCKY (He ABUras ee) KOHYMKOM
annnukaTopa unu NUHLETOM, NPY 3TOM HanpasneHue ABMXEHNS AOIMKHO ObiTb OT MUHMManbHOW KOHLEHTpaLuum

K MakcumarnbsHoW. ManeHbkve nysbipbku He BANSIOT Ha pesynsTaTthl TecTuposBaHus. locne HaHeceHUsA TecT-
NONoCKy Henb3A cABUraTb, NOCKONbKY MPOUCXOAUT MIHOBEHHOE BbICBODOXAEHUEe aHTUOMOTHKa B arap.
KynsTmBmpoBaTh Yallkv C arapoM criegyeT B NepeBepHyTOM MOMOXEHUU (KPbILLKOW BHU3), MOCTaBNEeHHbLIMW APYT Ha
apyra, Ho He 6onee 5 vallek, B COOTBETCTBMM C YCNOBUSMU, MPUBEAEHHBIMW B PYKOBOACTBE HUXE.

Tabnuua 1. YkasaHus no BbIGOpy nuTaTenbHbIX cpes, NOAroTOBKE MOCEBHOro MaTepuana U KynbTMBUPOBaHUIO

MoceBHoW MaTepuan KynetusmpoBaHve
Mpynna Arapun3oBaHHas Ontuyeckas
MMKPOOPFaHI3MOB nuTaTenbHas cpena MuTatenbHas cpena NMoTHOCTb (MO Temnepatypa A e ez
a). 6) wikarne (£2 °C)
Mak®dapnanga
0,5 16-20 A
0,85 % NaCl (unm lo) 20-24 ©) gnsi
Aapobbl Mionnepa-XuHToHa Du ( (1, ecnn +35 °C Kpykaiowasn .
ConeBoW pacTBop) KOMOHUSA cpeda Acinetobacter spp.
cnuamcras) n S. maltophilia
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MoceBHow matepuan KyneTBupoBaHue
Ipynna ArapusoBaHHas OnTuueckas
MWKpPOOPraHM3MoB nutatenbHas cpega n”TaTen;H;H cpena BEES (e Tewnepatypa Atmocdpepa &) Bpems (4achbl) ?
. LiKkane
Mak®PapnaHga
Mionnepa-
XuHToHa + 5 % KpoBu BynboH Mionnepa-
(no ctanpaptam CLSI) XuHToHa (Mnm 0,5
Streptococcus — CONneBoW pacTeop Unu
P : u. MHF — arap p p (1, ecrn 5% CO, 20-24
pneumoniae Mionnepa-XuHToHa gnsi | OyNbOH € cepaeyHo- KOSOHMS
NPUXOTIUBbIX MO3IOBbIM 3KCTPAKTOM cnuaucTas)
MWKPOOPraHN3MoB (Mo (BHI)
ctaHpaptam EUCAST)
HTM — TecT-cpena
Ansi remounbHbIX
6akTepui (no
BynboH 0,5
ctaHgaptam CLSI) Y!
Haemophilus Mionnepa — XuHToHa,
aemop MHF — arap P (1, ecrm 5% CO, 20-24
influenzae vnu 6ynboH HTM (unu KOMOHUSA
Mionnepa-XuHtoHa ans
6ynboH BHI) cnusucTast)
NPUXOTNMUBBIX
MWKpPOOpraH1M3moB (no
ctaHgaptam EUCAST)
MpumeyaHus:

a) Bbino yctaHoBneHo, 4TO cycneHsmanbHbIM pacTBop (MO TEKCTY "coneBow pacteop") (Homep no katanory V1204)
coBmectum ¢ ETEST.

6) bbino yctaHoBneHo, 4To «Brain-heart infusion broth - CepaeyHo-mo3roBor 6ynboH (Mo TEKCTY «BYNboH C
cepaeyHO-MOo3roBbIM aKkcTpakTom»)» (BHI) (Homep no katanory 42081) coBmectum ¢ ETEST.

B) MoHwxeHne pH npu KynsTMBMPOBaHUN NPUXOTNMBLIX MUKPOOpraHmamoB B 5 % CO, MOXeT HeraTuBHO ckasaTbCs
Ha aKTMBHOCTU XMHOMNOHOB. CriegyeT yuuTbiBaTh, YTO MOMyT ObiTb MOMNyYeHbl pa3Hble pe3ynsTaTbl B 3aBUCMMOCTU OT
TOro, MHKYBMPYITCS N NONOCKN B OKpyxatowwemM Bozayxe unmm B CO,.

r) Y6egutech, 4TO YallKka C arapoMm KynbTMBMPOBanach B TEYEHNE PEKOMEHO0BAaHHOMO Nepuoaa BpeMeHu, npexae
YeM CHUMaTb NoKasaHusl, 0cO6eHHO B Cryyae 3ameaneHHOro NPosiBeHNs YCTOMYMBOCTU Y MEANEHHO PacTyLmnX
NPUXOTANBbLIX MUKPOOPraHN3MOB.

A) Ona MmegneHHo pacTywmx nsonatos Pseudomonas spp. BpeMs KynbTMBUPOBaHWS CrieayeT yBeNnnunTb Ao

48 yacos.

e) [ina meaneHHo pactywmx nsonatos Acinetobacter spp. u S. maltophilia nvikybupynte go 48 yacos.

PesynbraTtbl U MHTepnpeTaums

YyeT pesynsraTtoB

Korga poct 6akTepuii xopoLlo 3ameTeH, cuntanTe 3HadeHne MUK B mecTe, rge annunc MHrMGMpoBaHns nepecekaeT
TecT-nonocky. KoHeuHble 3HaveHnss MUK B metone ETEST 06bI4HO YeTKO BbipaXkeHbl, HO MOTyT HabnoaaTbcst

1 pas3nunyHble KapTUHbI pOCTa/MHIMBMpoBaHus. CM. NNMCTPaLUnN HUXKE (PUCYHKKN 7—12).

He yunTbiBanTe pesynsraThl, €Cnv KynsTypa BbIMMSANT CMELLAHHON UK ecrnn poCT GakTepuin o4YeHb
He3Ha4YUTENbHbINA UMK CIIULLKOM rycTol. MoBTOpuUTE TECT.

Ons 6akTepuunaHbIX NpenapaToB, TakuX Kak neBognokcalmH, koHeyHoe 3HavyeHne MUK cnegyet yuntbiBaTh

B MECTE MOJIHOro MHrMbupoBaHusi pocta. NoMyTHEHME 1 MaKpO- UMM MUKPOKOSIOHMK B Npeaenax 3 MM OT TecT-
NonocKu cregyeT yYnTbiBaThb Kak pocT.

PocT Boonb Bcero rpagneHTa (OTCyTCTBUE annumnca MHIMbupoBaHust) o3HavaeT, 4YTo 3HavyeHne MUK Boiwe nnm
paBHO HaMBbICLLIEMY 3HAYEHWIO Ha LUKane. Annunc MHIMOUPOBaHNUS HUXE rpagneHTa o3HavaeT, YTo 3HadeHne MUK
HUXe, YeM Hanbornee HM3Koe 3HaYeHne Ha Lukane.

M36biToYHas Bnara B Yallkax nepen noceBoM, He[OCTaTOYHO BbICYLLIEHHAs NOBEPXHOCTb Nepes HanoXeHnem TecT-
NonocoK U/nnu HepaBHOMEPHO 3aCESIHHbIE LLUITPUXOM MOBEPXHOCTW MOTYT NMPUBECTM K OTCYTCTBUIO CMITOLLHOIO pocTa
unu 3ybuaTeiM Kpasm annunca. [MoBTopuTe TecT, ecnu y4eT KoHeuHbIx nokasatenen MUK 3atpyaHeH. B cnyyae
HepoBHbIX nepeceyeHnin MUK ¢ nonockol yumTeiBanTe 6onbluee 3HaveHue. Ecnv passegeHun > 1, noBTopuTe TECT.
[ns TouHOro onpeneneHns KoHeYHbIx 3HaveHnn MUK ons nHeBMOKOKKOB, SHTEPOKOKKOB, Acinetobacter spp.

n Stenotrophomonas spp. HaKMOHWTE YallKy U/Unn NCMoNb3ynTe YBENUYUTENBHOE CTEKIO.

B cnyyae TyHHenbHOro pocta npeHebperavite TOHKOW NMMHWEN pocTa BAOMb TECT-MOMOCKN.
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Mpumepbl yyeTa pe3ynsraToB
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Puc. 11
S. pneumoniae
ATCC® 49619™
MWK = 0,75 mkr/mn
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Puc. 12
H. influenzae
ATCC® 49247™
MWK = 0,023 mkr/mn

UuTepnpeTtauus

[ns wHtepnpeTtaunm 3HaveHnn MUK, nonyyeHHbIx ¢ nomoLlbio metoaa ETEST, MOXHO Nonb3oBaTbCst MOPOroBbIMA
3HavyeHusmm MUK ana onpegeneHns Kateropuin HTeprnpeTaumm, onybrnmkoBaHHbIMKY YpaBneHnemM no KOHTPOIo
KayecTBa NuLLEBbIX NPOAYKTOB 1 nekapcTBeHHbIx cpeacTs (FDA)/CLSI, EUCAST wn/vnu Bawmnm HauMoOHanbHbIM

KOMUTETOM.

TekyLuMe norpaHnYHbIe 3HAYEHWS NPUBEAEHbI HA Takux BeG-cavtax: https://www.fda.gov n/vnu https://clsi.org n/vnun

www.eucast.org

Byayun nonHocTbio konuyecTBeHHbIM MeTogoM onpeaenenus MUK, ETEST gaeT Bo3amoxHOCTb nabopatopum
coo6WMTb ToUHbIe 3Ha4veHns MUK BmecTe ¢ kaTeropuen nitepnpetaunn. ETEST onpegensiet 3Havenns MUK no
HenpepbIBHON LLUKane u MoOXeT Noka3aTb pesyrnbsTaThbl B MPOMEXYTOYHOM MOMOXEHUN MexXay TpaguLMOHHbLIMU
OBYKpaTHbIMW passBedeHnsmu (B nonpassegeHus). Ecnn snavenne MUK no metogy ETEST HaxoauTca mexay
CTaHAapTHbIMY OBYKpaTHbIMW pa3BedeHns MU, TO ero cregyeT OKpYrnuTb A0 GrvbkanLllero BepXHEro 3HaueHust
OBYKpaTHOro pa3BefeHns nepes TeM, Kak KaTeropusmpoBsartb.
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lpumep nopoeossix 3HadeHuli MUK EUCAST (mka/mn):

S
]
YysecmeumenbHocmb npu R
HyscmeumenbHocmb ripu .
cmaHOapmHOM pexume o Yemoutyugsocmb
ysenu4yeHHoMm 8o30elicmauu
do3uposaHusi
<0,06 0,12-1 22

MWK 1 mkr/mn no metony ETEST kaTeropmavpyeTcs Kak 4yBCTBUTENbHOCTb NPU yBENUYEHHOM Bo3aencTeum (1), B TO BpeMs kak
KOHLeHTpauums 1,5 okpyrnseTcsa Ao 2 MKI/MIN 1 KaTeropusnpyetcs kak yctonumeocTtb (R).

KoHTponb kayecTBa

YUTto6bl NnpoBepuThL paboune xapakrepuctnkm Habopa peareHtoB ETEST, kauyecTBO cpef, NOCEBHOrO Matepuana

1 Mcnonb3yemblx NpoLeayp, NPoTeCTMPyNTe WTaMMbl Ans KOHTpons kadecTsa (KK), npuBegeHHbie B crieaytoLlen
Tabnuue. PeareHTbl 1 ncnonb3dyemble NpoLeaypbl CYATAIOTCS YAOBNETBOPUTENBHBIMUW, €CMNW NoMny4YeHHble 3HavyeHns MUK
COOTBETCTBYIOT CNeAyoLmMM cneumndgmrkaumam KOHTPONSA KavyecTBa:

MI/II_IKPé:';\MPX_II_/IAI\(I(DﬁBSS)FO Kom LUTAMMBbI 711 KK ETEST OWAMA3OHbI MM';EI;IH KK ETEST (mkr/
E. coli ATCC® 25922™ 0,008-0,064 2).6)
S. aureus ATCC® 29213™ 0,064-0,5 @). 6)
NesodpnokcaLmH e E. faecalis ATCC® 29212" 0,25-2 2).6)
0,002-32 P. aeruginosa ATCC® 27853™ 0,54 2). %)
S. pneumoniae ATCC® 49619™ 0,5-2 2.6
H. influenzae ATCCP® 49247™ 0,008-0,032 @
MpumevaHus:

+ a) CLSI M100: Performance Standards for Antimicrobial Susceptibility Testing, 29t Edition (CLSI M100.
HopmaTtuBHbIe nokasaTenu TeCTMPOBaHNS aHTUMUKPOOHON YyBCTBUTENLHOCTH, 29-e nsgaHue).

* 6) EUCAST: European Committee on Antimicrobial Susceptibility Testing, version 9.0, valid from 2019-01-01
(EUCAST: EBponenckuit KOMUTET NO TECTMPOBAHUIO aHTUMUKPOBHOW YyBCTBUTENBHOCTM, Bepcns 9.0,
pewncteuTenbHa ¢ 01.01.2019 ).

Pesynbrathl aHanv3a naumeHTa He cnegyet coobuats, ecnu pesynstathl KK BeIXoAaT 3a npeaens! yTBEPXKAEHHbIX
3HayeHu KK. YactoTta nposegeHusa KK gomkHa yctaHaBnmeaTbesa kaaon naboparopmen MHAMBUAYansHoO.
PykoBogsLimne npmHUmMnbl NpeacTasneHbl B JOKYMEHTax no onpeaeneHnto YyBCTBUTENbHOCTU K aHTubrnotmkam CLSI
cepuit MO7 1 M100." 2

Mpepenbl 3HaveHun ana KK metoga ETEST moryT otnmdaTecs ot cneuudukauunii CLSI n (nnn) EUCAST B HEKOTOPbIX
cnyyasx. MNpepensl 3HadeHuin ana KK metopa ETEST ocHoBbiBatoTCa Ha obwmpHor 6a3e, cobpaHHO Npu KOHTPOINIbHOM
TEeCTMPOBaHUN BOMbLLOIO YMCIa Cepuii peakTMBOB B TEYEHNE HECKONbKUX NET, U BKMYAOT AaHHbIe MHOMOLLEHTPOBbIX
nccnenoBaHUn.

Ecnwn 3HadyeHns MUK B oTHoweHun wtammoB ansa KK HaxogsaTtcs Ha nonpassegeHuns Huke HkHero npegena KK, nx
crnegyeT OKpYIMuTb A0 GrnvpkanLlero BepxXHeEro 3Ha4eHnst ABYKpaTHOrO pa3BedeHnsi nepeq TeM, Kak yCTaHOBUTb
cootBetcTBUue KK. MogobHbiM obpasom, ecnu 3HaveHuss MUK HaxogaTcs Ha nonpasBedeHus Bbille BEPXHEro npeaena
KK, nx cnegyet cuntatb HecooTBeTCcTBYOWMMN KK.

Heobxoanmo npoBoaAnTb perynsipHbii NOACHET KOMOHUIA AN MPOBEPKM Toro, obecnevmBaeTt Ny nonyveHHasi NIoTHOCTb
CYCMeH3Un MOCEBHOIO Matepmana nonyvyeHne AoCTaTo4uHOro KONIMYeCTBa XXM3HeCnocoOHbIx 6akTepuin B KOE/mn.
MpurogHbI MaTepuan ans nocesa Aact NpubnuanTensHo ot 1-5 x 108 KOE/mn.

CraHgapTbl MyTHOCTM Nno Mak®apnaHay He rapaHTUPYIOT NPaBUNbLHOrO KONM4YeCcTBa XKU3HECNOCOOHbIX
6aktepun B KOE/mn.

Oxuaaemble pe3ynbraTthbl
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YpoBHU YyBCTBUTEJIbHOCTU K aHTMbMoTUKam ansi pa3nnyHbIX Ouronornyecknx I'IOI'IyJ'IF!LI,VIVI 6aKTepVIl7I 6onblLue HEBO3MOXHO
npeackasaTtb B CBA3WM C NPOrpecCuBHbIM pa3BUTUEM yCTOI;ILIl/IBOCTVI. |_|O3TOMy na60paTopV|;| AOJNKHa Nonb3oBaTbCA
OXungaembiMn pesynbratamm MWK pasnnyHbix aHTNOMOTUKOB ANs pedepeHTHbIX LUTAMMOB KOHTPOMS KadyecTBa, 4YTOObI
obecneynTb COOTBETCTBUE TEXHUKU TEeCTUpOBaHUA HeobxoanmbIM TpeﬁOBaHVIFlM N pa3yMHYH TOYHOCTb nojly4aeMblX
KIMMHUYECKMNX pe3ynbraToB.

PaGouune xapakTepucTuku

Pabouve xapakrepuctukun ETEST ana neBodnokcauyHa Obiny ycTaHOBMNEHbBI C UCMONb30BAHWEM CPaBHUTENMbHbIX
oueHok. OTu nccnegoBaHusi nokasanu, 4to MUYK no metoay ETEST LE koppenupytoT ¢ pedbepeHTHbIM METOAOM
CLSI M07'. Meton ETEST cuutaertca no cyllecTsy akuBaneHTHbIM MeToaam CLSI, koraa sHaveHns MUK n3 o6eunx
npouenyp nokaselBatoT nonHoe cooteetcteme (EA) = 90 % B npegenax + 1 passeneHus.

Paboure xapakTepncTmku npuBeaeHbl HUXe:

MwukpoopraHunsm LTammel (N) % nonHoro cooTeeTcTams (EA) 2)
Aspobbl 591 99
S. pneumoniae © 335 100
H. influenzae 223 99

MprmeyaHns:
* a) EA — % 3HaueHuni MUK B npegenax + 1 pasBeaeHns pedepeHTHOro Metoaa.
* 6) CnocobHocTtb Tecta ETEST Levofloxacin k ucnonb3oBaHuto co cneayowmmMm yCTONYMBBIMU U30MSTaMu1
Hen3BeCTHa, TaK Kak BO BPEMSI BbINOSTHEHWNS CPaBHUTENbHOIO TECTUPOBAHUS JOCTATOYHOTO KONMyecTBa
YCTOMYMBBIX LUTAMMOB B Hanuuum He 6bino: S. pneumoniae.

BaXxHble 3ameyaHun

1. WHoraa HekoTopble KOMOMHauum 6akTepum n aHTMOMOTYKA Aal0T HEOXKMAAHHbIE pe3ynbTaThl. B Takmx cnyvasx
MaroonbITHOMY NepcoHany byaeT CNOXHO NPUHATL peLleHne no KoHevyHomy 3HaveHnto MUK. OgHako, 4ToObl
Hay4MTbCsl NPABUIILHO ONpeaenaTh KOHeYHble 3HavyeHns MUK, coTpyaHuKn MOryT NpakTUKOBAaTbLCS, PErysipHO
ncnonb3ys pedepeHTHbIE LWTaMMbl U CPaBHUBAs CBOK paboTy ¢ pedynbrataMu KBanmuUMpoBaHHbIX PabOTHUKOB.

2. Kak n Bce gaHHble AST, pesyneratsl ETEST aBRsSOTCA TONbKO 3HAYEHUSIMU in Vitro n MOryT ykasbiBaTb Ha
noTeHLanbHy YyBCTBUTENBLHOCTb MUKPOOPraHN3MOB in vivo. Micnonb3oBaHue pe3ynsTaToB Npu BbIOOpe nevyeHns
OOJDKHO ObITb €4UHOMNMYHBIM PELLIEHNEM N OTBETCTBEHHOCTbLIO Nevallero Bpaya. OH JormKeH NpuHMMaTh BO
BHMMaHUe MeaNLUMHCKUIA aHaMHe3 1 BCHO M3BECTHYI0 MHAIOPMaLMIO O NauneHTe, hapMakoKMHeTUYecKne
1 chapmakognHamMmyeckme CBOMCTBA aHTUBMOTMKA U KITMHUYECKUI ONbIT NIeYeHNs1 4aHHbIM NpenapaToM MHAEKLUNA,
BbI3BaHHbIX KOHKPETHLIM GakTepuanbHbIM NAaToreHoM. Takke cnegyeT yuuTbiBaTh TUM aHTUOMOTHKA, 403Y U PEXUM
[031poBaHMs.

3. [nsa nony4eHus AONOMHUTENBHON MHPOPMALN O KOHKPETHBIX OFPaHNYEHUSIX B MHTEPNpEeTaLun pe3ynsraTtoB u/mnm
OrPaHUYEHMUAX KITMHUYECKOTO NCMOb30BaHUSA aHTMONOTUKA B Pa3nNYHbIX TEpaneBTUYECKMX CUTYaLMAX CM. Tabnumupl
M CHOCKM Ha cTaHaapTbl nHTepnpetaumn MUK B nocneaHux Bepcusax pekomenaaumn EUCAST nnu gokymentos CLSI
no onpeaeneHnto YyBCTBUTENBHOCTM K aHTMOMOTUKam Ang npoueyp passeaeHus (cepum MO7 n M100).1* 2,3

YTunusaumsa orxogoB

yTVIJ'Il/I3VIpyl7ITe Mcnonb3oBaHHbIE N HEUCNONb30BaHHbIE peareHTbl, a Takke KOHTaMMHUPOBaAHHbIE pacXoaHble MaTepuanbl
B COOTBETCTBUU C TpEGOBaHVI‘iIMVI, npeabasndaemMbiMn Ana ytmnmsaulmm MHEKLMOHHBIX MaTepmanos.

Kaxpas na60paTopV|ﬂ ob6s3aHa 06anJ,aTbCF| C Nony4YeHHbIMKU OTXo04aMn N CTOKaMun B COOTBETCTBUN C UX TUINOM U
CTeneHblo ONaCcHOCTU, a Takxe O6pa6aTblBaTb N yTnnm3npoBaTtb X B COOTBETCTBUM C YCTAHOBIIEHHbIMU NpaBuiiamMmn 1
HOpMaMu.

Cnucok nutepatypbl

1. CLSI M07: Methods for Dilution Antimicrobial Susceptibility Tests for Bacteria That Grow Aerobically (Latest edition)
(CLSI MO7: MeTtogbl npoBeaeHUst TECTOB Ha onpeaeneHne YyBCTBUTENbHOCTM adpobHbIX GakTepuii K
aHTMMUKPOOHBLIM Npenapartam nyTeMm pasBeAeHus (nocrnegHee nsgaxue)).
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2. CLSI M100: Performance Standards for Antimicrobial Susceptibility Testing (Latest edition) (CLSI M100.
HopmaTtuBHbIe nokasaTenu TeCTMpoBaHWUs aHTUMUKPOBHO YyBCTBUTENLHOCTY (NOcneaHee uaaHue)).

3. EUCAST: European Committee on Antimicrobial Susceptibility Testing (Latest edition) (EUCAST: EBponetickui
KOMMWTET MO TECTUPOBAHMIO YYBCTBUTENBHOCTU K aHTUMUKPOBHLIM NpenapaTam (nocneaHee nsgaHue)).

Tabnuua cumBOonNoB n 0603Ha4YeHUN

Cumson O603Ha4eHne

Homep no KaTtanory

MepguuunHckoe nsnenve ans
JNarHoCTUKW in vitro

M3arotoBuTenb

TemMnepaTypHbI Auana3oH

Mcnonb3oBaTb A0

Kog naptum

3anpeT Ha NOBTOPHOE NpuMeHeHne

CpoK XpaHeHUs nocre BCKPbITUS

O6paTnTech K MHCTPYKLMM NO
NPUMEHEHMI0

CopepXMmoro 4oCTaTouHO Ans
npoBedeHns N-KonMyecTea TECTOB

[aTta nsrotoBneHus

& <] B )\ @< K

OrpaHu4yeHHas rapaHTus

KomMnaHus bioMérieux rapaHTupyeT, 4to paboune xapakTepucTUK1 4aHHOTO U3Oenns COOTBETCTBYIOT YKasaHHOMY
NpeaycMOTPEHHOMY Ha3HayeHWIo B TEYEHWe BCEro Cpoka aKcnyatauum npu ycrnoBum, 4To CTPOro cobmnofeHbl Bce
npouenypbl N0 UCMONL30BaHUIO, XpaHEHUIO 1 06paboTke 1 Mepbl 6e30MacHOCTH, Kak MOAPOOHO U3MOXEHO B UHCTPYKLUSX
No 3Kcniyataumu.

3a 1cknoYeHnem BbllLE€YyKa3aHHbIX Clly4YaeB, KOMMNaHUA bioMérieux He gaeT HUKaKNX rapaHTui, B TOM Yucne
noapasymeBaeMbIX rapaHTui TOBApHOro Ka4yecTBa W rapaHTuii COOTBETCTBUS npeannonaraemMomMy Ucnosib3oBaHUIo, N He
[aeT HUKaknx obs3atenscTs, B TOM YUCHe SIBHO BbIpaXeHHbIX, nogpadymMmeBaeMbIX NI KOCBEHHbIX, B OTHOLLUEHUN
MCMNONb30BaHMsA Kakoro-nnbo peareHTa, nporpaMmMHoOro obecneyeHus, np|/|60pa N pacxogHbIX MaTtepuanoB (,qanee —
«CMCTeMa»), OTIIMYHOIO OT YKa3aHHOIo B MHCTPYKUUAX NO 3KCnnyaTaumn.

UcTopusa nepecmoTpoB

KaTteropmm TMnoB nameHeHum

H/M He npumeHumo (nepBoe usgaHue)

KoppekTypa McnpaeneHue ownbok B AOKYMeHTaumm

TexHnyeckme [obaenexne, nepecMoTp W/Mnu yaaneHue KacaroLencs npogykra MHdopmauum
N3MeHeHus
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® .
ETEST® Levofloxacin (LE) (0.002-32 pug/mL) 053635 - 01 - 2021-03 - ru

AOMUHUCTPATUBHbIE BBeneHne n3ameHeHNn HETEXHNYECKOIO XapakTepa, 3acnyxunsarownx BHUMaHUA
N3MEeHeHnA nonb3oBaTensd

MpumeyaHue. He3HadyumernbHbie murozpagckue, epaMmMamuyecKue USMEeHEHUs U UBMEHeHUs 8
hopmMamupogaHuU 8 UCMOPUIK NEPECMOMPO8 HE BKITKOYEHbI.

[ata Bbinycka Howmep Bepcumn Tun nameHeHnn O630p U3MeHeHun
2021-03 053635-01 MepBoe n3gaHue H/M

[ns nonyyeHnst TEXHNYECKOWN KOHCYNbTaLun 1 NoaaepXkv npocbba ob6pallatbes K yNornHOMOYEHHOMY NpeacTaBUTerNio
npounssoguTens Ha tepputopun Poccuiickon degepaunm:

000 «brnoMepbe Pyc»
Appec: Poccug, 115230, Mocksa, 1-bih HaratuHckun npoesg, 4. 10, ctp. 1
Ten./dakc: +7 (495) 221 10 79
TenedoH ropsiven nuHnm: 8 (800) 250 10 79

e-mail: info.russia@biomerieux.com

Beb-canT: www.biomerieux-russia.com

B cnyyae BbisiBNeHWs NOGOYHbIX AeMCTBUN, HE YKasaHHbIX B UHCTPYKLMK MO NPUMEHEHUIO U PYKOBOACTBE Mo
aKCnyaTauumM MeamUMHCKOTo U3AENs, HexenaTerbHbIX peakuuii Npu ero NpUMeHeHnn, 0coGeHHoCTeN
B3aUMOZENCTBUS MEQULIMHCKUX U3Oenuii Mexay coGoM, hakToB 1 0GCTOATENbCTBE, CO34a0LLIMX YTPO3Y KU3HU U
3[10POBbLI0 FPpaXkaaH U MeAULMHCKUX paGOTHUKOB NPU NPUMEHEHWUM U SKCTNyaTaLMmy MeaUUMHCKUX U3Lenui,
HeoGXoAMMO HanpaBuUTb coobLLeHNe, codepKallee ykasaHHble cBefeHusi, B deaeparbHyto cnyx6y no Haasopy B
cthepe 30paBoOXpaHEHUst B COOTBETCTBUM C AEMCTBYIOLLMM 3aKOHOOATENbCTBOM.

BIOMERIEUX, norotun BIOMERIEUX, ETEST, ctpun ETEST, NEMA C88, RETRO C80 v SIMPLEX C76 ssnstotcs
NCMNoNb3yeMbIMU, 3aperMcTPUPOBAHHBLIMU N/UMN HAXOASLMMAUCS B NPOLIECCE PErNCTPaLMN TOBAPHBIMIN 3HaKaMu,
npvHagnexawmMmm komnaHumn bioMérieux, 0OgHON N3 4OYEPHUX NN BXOOALMUX B €€ rpynny KOMNaHWM.

CLSI sBnsietcst ToBapHbIM 3HakoM, npuHagnexaiwmm Clinical Laboratory and Standards Institute, Inc.

ToBapHbIli 3HaK U ToBapHoe nmsa ATCC, a Takke nobele Homepa no katanory ATCC — ToBapHble 3HaKu KOMMaHWm
American Type Culture Collection.

EUCAST o3HauyaeT EBponeinckmnii KOMMTET MO TECTUPOBAHUIO YyBCTBUTENBHOCTM K aHTUMUKPOOHBLIM Npenapatam. 3Tu
haHHble 6binm npegoctaeneHsl EUCAST Ha 6e3Bo3mesgHON ocHoBe 1 AOCTYNHbI Ha cante EUCAST: www.eucast.org.
ABTOpCKUe npaBa Ha Hux octatoTcs y EUCAST. Pekomenaaummn EUCAST yvacTo obHoBRstoTCA. VX nocnegHne sepcumn
OOCTynHbl Ha Beb-cante www.eucast.org.

,El,pyrl/le Ha3BaHUA N TOBaApHbIe 3HaKM NpuHagnexart X 3aKOHHbIM BlagenbLam.

dotorpacumm: bioMérieux SA

673 620 399 RCS LYON
“ Tel. 33 (0)4 78 87 20 00
bioMérieux SA Fax 33 (0)4 78 87 20 90

376 Chemin de I'Orme www.biomerieux.com

69280 Marcy-I'Etoile - France


http://www.eucast.org



