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Etest CT CEFOTAXIME — E-TecT LedoTakcum (H13Kkas KoHUeHTpauums) 32

(nanee no tekcty ETEST, ETEST CT, ETEST Cefotaxime)

WD)

HA3HAYEHUE

ETEST — 9TO py4HOW KONMMYECTBEHHbIN METO, ONpeAerieHnsl Y4yBCTBUTENbHOCTM K aHTUMUKPOOHbLIM NpenapaTtam
rpamoTpuLaTenbHbIX Y rPaMMONOXUTENbHbIX a3PObHLIX GakTepuit, U GakTepPUIA CO CROXHBIMWU NUTATENbHBIMU
notpebHocTamu. Cuctema COCTOUT U3 CTaHAAPTHOMO rpagueHTa aHTMOMOTMKA, KOTOPbIA UCMONb3yeTcst AN
onpegeneHns MUHUManbHON HIMbupytoLen koHueHTpaumn (MUK, BbipaKeHHON B MKI/MIT), pasnunyHblX aHTUMUKPOOHbIX
npenaparoB A5 MUKPOOPraHM3MOB NMOCPEACTBOM KyNbTUBUMPOBAHWSI HA MMTATENbHOM arape B TeYeHMEe HOuW.

NOKA3AHUA K MPUMEHEHUIO

MeTton ETEST CT moxHO ucnone3oBaTb Anst onpegenenns MUK uedotakcuma B OTHOLLEHUW CReayoLLmnX

MUWKPOOPraHM3mMoB:

* A3pobbi:
o [pamoTtpuuartensHble aspobbl: Enterobacterales
o [pamnonoxuTenbHble asapobbl: Staphylococcus

» Streptococci (3-remonuTuyeckune v rpynmnbl BUpUAaHC)
* Haemophilus influenzae

» Streptococcus pneumoniae

* Neisseria gonorrhoeae

nPMHUUN

ETEST npeacraBnsieT cobor TOHKYH, UHEPTHYHO,
HeMopwCTYIo NNAacTMKOBYIO TECT-NOMOCKY. Ha oaHy CTOPOHY
TecT-nornocku (A) HaHeceHa Wwkana MWK B mkr/mn, a Ha
APYryl — CTaHAAPTHbLIN rPagueHT aHTnbunoTuka.

Korga TecT-nonocky HAHOCAT Ha 3aCesiHHYH KyrbTypou
MUKPOOpPraHn3Ma noBepXHOCTb arapyu3oBaHHOW Cpefbl,
npegBapuTenbHO COOPMUPOBAHHBIN rpagneHT
KOHUEHTpauun aHTMbnoTrka HeMeANEeHHO NPOHMKaeT

B arap, a 3atem obpasyeTr CTabunbHbIN,

HenpepbIBHbIN, SKCMOHEHUNanbHbIA rpagnueHT
KOHUEeHTpaLuum aHTMB1oTrKa HeNnoCcpeacTBEHHO nog TecT-
nonockon. lNocne nHky6aumm, B pesynsrate KOTOpon
BakTepunanbHbIi POCT CTAHOBUTCHA 3aMeTHbIM, BAOMNb TeCT-
MOSOCKM MOXHO YBUAETb CUMMETPUYHbIV NNNUMC
nHrmbnposaHus. 3HaveHne MUK cumTbiBaeTcs Co Lwkansl
B MKI/MM NpuY NOMHOM UHrMBUpoBaHUM pocTa Gaktepuii

B MeCTe nepeceyeHnsi 3a0CTPEHHOro KoHLA annunca

C TECT-MOMOCKOW.

HecmoTpsi Ha cxoacTBO € AMCKO-ANddY3MOHHBIM METOLOM
(aHanornyHas npouenypa NPUroToBMneHNs MOCEBHOM
KynbTypbl, BbIOOP NUTaTENbHON CPpeabl U YCroBUS
nHky6aummn), ETEST He sBnseTcs Aucko-anddy3noHHbIM
METOOM U NOMHOCTBIO OTNMYAETCS OT 0ObIYHbIX AVCKOBbIX
MeToAoB. 'paAMeHT KOHLEHTpaLUM aHTUMUKPOBHOIo
npenapata B ETEST npeaBaputenbHo chopMUpoBaH,
npegonpeneneH 1 ctabuneH, n He 3aBUCUT OT AMddYy3nK.
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COCTAB HABOPA

MHouBuayanbHas ynakoBka: Kaxxgas TecT-nonocka CoaepxuT:
412281 30 TecT-nonocok * [nanasoH MUK uedoTtakcuma: 0,002—-32 mkr/mn

YnakoBKa Ha HECKOMbKO KapTpUaKeii:
423774 * 10 kapTpumpKen, B KaXxaom no

10 TecT-nonocok 1 1 nakeTuky
BMaronornoTuTens
* 1 KpblwKa

1 MHCTPYKLMS NO NPYMEHEHUNIO, KOTOPYH MOXHO 3arpy3nTb € canta www.biomerieux.com/techlib

HEOBXOAWMbIE MATEPUAIbI, HE BKINTIOYEHHBLIE B KOMITJIEKT

MaTepuanbi

» ObwenabopartopHoe Mukpoburonornyeckoe obopynosaHme

* TamnoHbl (CTepUnbHbIE, HETOKCUYHBIE W HE CIIULLKOM MIIOTHO CKPYyYEHHbIE) U NPOBUPKK.

+ PyuHoit annnukatop [Hanpumep, Mini Grip-It (Homep no katanory 411200), BakyyMHbIi nuHueT NEMA C88™ (Homep
no karanory 559804), nnHUET nnu aHanorMyHoe yCTporcTBo].

* McFarland Standard — Ha6op ctaHgapTtoB myTHocT! Mak®apnaHga (Homep no katanory 70900) unu emy
aHanornyHbIu.

* WHky6atop (+35 °C = 2 °C).

* MukpoopraHuambl Anst KOHTPONS KayecTBa.

+ WHokynatop RETRO C80™ (aononHuTensHo) (Homep no katanory 559803).

+ Annnukatop SIMPLEX C76™ (mononHuTensHo) (Homep no katanory 559802).

PekomeHayeMblie nuTaTenbHbIe cpeabl

[nsi onpeneneHunst 4yBCTBUTENBHOCTU K aHTUMKKPOOHbIM NpenapaTtam (AST) cnegyet ncnonb3oBaTb
BbICOKOKa4eCTBEHHbIE CpeLbl ONpeeneHHoro cocrara, obecrnevmBatoLLme XopoLUmMin pocT (CM. Tabnuuy 1 B KOHUe
pasgena «IHCTpyKUusi Mo NPUMEHEHMIO» HAcTOSLLEro BKNaabllla B ynakoBky). [Ins obecneveHns nonyvyeHms TOYHbIX
1 focToBepHbIx nokasatenen MUK npoaykums BbiIOpaHHOM TOProBOM Mapku AOMKHA MMETb XOPOLLYHO
BOCMPOU3BOAUMOCTb OT NapTuuM K NapTuu.

YTto0bbI npoBepnTb Ka4eCTBO Cpeabl, NpoBeanTe nccrnegoBaHne ¢ NOMOLLbIO noaxoadawunx WwTtaMmmMmoB MUKPOOPraHM3mMoB
AnNda KOHTPOSA KayecTBa. Cwm. BKnagbIw B YNakoBKY, I'Ipe,El,OCTaBJ'IFIeMbIVI npoussoauTenem cpegbl.

Y6eautecs, 4TO ToMLwMHa arapa B yawke lNetpu coctaensiet 4,0 + 0,5 mm 1 umeet pH 7,3 + 0,1.

NMPEOOCTEPEXEHUA U MEPbI NPEOOCTOPOXHOCTU
* TonbKo ANs ANMarHOCTUKM in vitro.
* Tonbko Ans npodeccuoHanbHOro UCMNofb30BaHUA. [JaHHbI TECT NpeAHa3Ha4YeH ANs UCNONb30BaHuWs
KBanNMULMPOBaHHLIMU COTPYAHUKaMU nabopaTopun.
» Bcerga cobntopaiite npaBuna acenTuku Bo BpeMsi paboTbl ¢ obpasuamu baktepranbHbix Kynstyp. Heobxogumo
CTporo cobntofatb YyCTaHOBMNEHHbIE MePbl NPEAOCTOPOXHOCTU B OTHOLLEHUM MUKPOBMONOrM4ECKMX PUCKOB.
» TecT-nonocku npegHasHavYeHbl TONbKO AN OAHOKPATHOIO NPUMEHEHMST U He OOMKHbI UCMOMb30BaTbCSA NOBTOPHO.

ycnoBus XPAHEHUA U CTABUINIbHOCTb

[Ona nHaMBuAayanbHOM yNakoBKM:
» XpaHuTb Npu TemnepaType, yKasaHHOM Ha ynakoBKe.
* He ncnonb3ynte peareHTbl NOCHE NCTEYEHNS CpOKa rOAHOCTHW, YKa3aHHOrO Ha ynakoBKe.
» Tect-nonockn ETEST Heob6xooumo Bcerga XpaHuTb B CyXOM, MPOXMagHOM, 3allMLLEHHOM OT BO3AENCTBUSA SPKOro
cBeTa MecTe.
* He xpanute TecT-nonockn ETEST, ocTtaBlumnecs nocne BCKPbITUA MHANBUAYANbHON YNaKOBKU.

[Ons ynakoBKM Ha HECKOJIbKO KapTPUAKen:

* XpaHuTe He BCKPbITbIE U BCKPbITbIE KAPTPUAXKN Npy TeMepaType, yKazaHHOW Ha ynakoBKe.

* He ncnonb3yinTe He BCKPbITble KapTPUAXKM NOCIe UCTEYEHNS CpOKa ro4HOCTU, YKa3aHHOro Ha ynakoBKe.

» TecTt-nonocku ¢ ETEST, ocTaBLuMecs Hem3pacxodoBaHHbIMU U3 BCKPLITOTO KapTpUapKa, criegyeT XpaHUTb B CYXOM
MecTe. He BbIHMMaNTe BNaronorfnoTuTesNb Nocrie BCKPbITUA 1 3aKpbiBanTe KAPTPUAXK (BXOASLLEN B KOMMIEKT
KPbILLKOW) cpady nocre MCrnosib30BaHus.

» Tect-nonockn ETEST Heobxooumo Bcerga XpaHnTb B CyXOM, MPOXMagHOM, 3alMLLEHHOM OT BO3AENCTBUSA SPKOro
cBeTa MecTe.
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* [Mocne BCKPbITUSA KapTPUAK MOXHO XPaHWUTb B TEHEHUE KONM4YecTBa AHEW, yKa3aHHOro Ha HeM cOoky. 3anumnTe
[aTy BCKPLITUS KapTpuaka psiaom ¢ cumeoriom LIl Mepen ncnonb3oBaHNeM oCTaBLUKMXCS TECT-NONOCOK y6eamnTec,
YTO CPOK XpaHeHus nocne BCkpbITUs (14 unu 31 AeHb B 3aBMCMMOCTM OT MOMEKyrbl) He NPEBbILLIAET CPOK FOAHOCTH,
yKasaHHbI/ Ha ynakoBKe.

* [Mocne BCKpbITUA KapTPUAPK MOXHO HECKONBKO pas 3akpblBaTb M OTKpbIBaTh. [1pn Hagnexaluem xpaHeHum
1 obpalleHnn 3To He BNNSIET Ha CTabunbHOCTb. KonnyecTBo Genbix NPsSIMOYroNbHUKOB B KBagpaTe, HanevyaTaHHbIX
Ha NpaBON CTOPOHE, 03HaYaEeT, CKOMbKO pa3 MOXHO OTKPbITb KapTpuaK, BKMovasa BekpbiTue (3 pasa B unu 4 pasa 55
B 3aBMCUMOCTM OT MoreKynbl). YTobbl 3adhmkcupoBaTh 3TO YMCIO, 3aKpackTe OAMH U3 BenbIX MPSIMOYrONbHUKOB NpK
BCKPbITUM KapTpuaxa 1 3aTeM 3akpaluvMBanTe no ogHoMy 6enomy npsaMOyronbHUKY Kaxabli pas, oTKpbiBas
1 3aKpbiBast KapTpuoxX.

lMpumepsbi (3MukemKu HUXe npueoodsIMCcsi MOSIbKO 8 CrIPaBoYHbIX UersxX):

ETEST® XXX 0.016-256 ug!rl]L ETEST® XXX 0.016-256 ug.-‘n_'_lL
EE - - <.14D | I:m - - =3Dp OO
—_— = =— = = 09999901 (][] —— o= == == 09999801 (1]
« lNocne Toro kak kapTpuopk GyAeT OTKPLIT MakCMMarnbHOe KONMYECTBO pas, BCE OCTaBLUMECS TECT-MOMOCKM crneayet
YyTUNM3NPOBaTb.

* Bxopgsier B KOMMMIEKT KPbILLKON MOXHO 3aKpblBaTb TOMBbKO KAPTPUAKM U3 TOTO e KomnnekTa. He ncnonessynte
KPbILLKM OT APYrMX NapTun nim npenapaTos.
» KpblLKy cnepyeT yTunuanposaTtb Nocne ee ncnonb3oBanus ¢ 10 kapTpuaxamm n3 ynakosKu.

MCNONb30OBAHUE

* [lMepen ncnomnb3oBaHem TecT-nonocok ETEST 13 HepacKkpbITON ynakoBku HEOBGXOAMMO OCMOTPETh YNaKkoBKy Ha
npegmeT OTCYTCTBUS NMOBpPEeXAeHU. He ncnonb3ynte B cnyyae, ecnv ynakoBka Obina noBpexaeHa.

* [Mocne n3baATUA N3 XONOAMIBHUKA/MOPO3UITbHUKA HEOOXOAMMO BbiAepXaTb MHAMBUAYAIbBHYH YNaKOBKY UM
YMaKOBKY Ha HECKOMbKO KapTpuaXKen npu KOMHaTHOWM TemnepaTtype A0 BCKpbITUs (0koro 15 MuHyT, ecnu
Temnepartypa xpaHeHus coctaenana +4 °C, unm okono 30 MUHYT, ecnun TemnepaTtypa XpaHeHUsi cocTaBnsna
-20 °C). VsBnekaTb TECT-NOMOCKY 13 YNAKOBKM CredyeT HeNOCPEeACTBEHHO nepen ucnons3osaHnem. MNepen
BCKPbITMEM YNaKOBK/ HEOOXOAMMO [0XAATbCSA MOJIHOrO MCNapeHus Briaru, KoTopas Morfna CKOHOEHCMPOBaTLCH Ha
BHELLHEN NOBEPXHOCTMN YNaKoBKM.

* He npukacaiTecb kK MOBEPXHOCTM TECT-NMOJIOCKM, HA KOTOPOW HAXOAUTCH rPaamneEHT (K CTOPOHE, MPOTUBOMOSIOXKHON
wkane MUK). ns B3sTua Tect-nonocok ETEST pekomeHayeTca ncnonb3oBaTb pyvHON anninkaTop [Hanpumep,
Mini Grip-It (puc. 1), BakyyMmHbiit nuHLeT NEMA C88™ (puc. 2), nuHUET unu nogobHoe UM ycTpoincTso]. B cniyvae
n3BneyeHns Tect-nonocok ETEST Bpy4Hyt0 MUHLETOM 1N nogo6HbIM YCTPOMCTBOM pa3peLlaeTcs npmkacaTbes
TOMbKO K KOpeLLKaM (TOMY MECTY, Ha KOTOpO€e HaHEeCEH 2- unun 3-6yKBEHHbIV KOa).

Puc. 1
M3BneyeHwne Tect-nonockn ETEST 13 nHamemayansHon M3BneyeHune tect-nonockn ETEST 13 kapTpuaka C NOMOLLbIO
ynakoBku ¢ nomotpto Mini Grip-It BakyymHoro nuHueta NEMA C88™

e VIHCTpyKUMM ONA MHAMBUAYaNbHOW YNaKOBKM:

[Mpexge 4em oTkpbIBaTb YNakKoBKY, OCTOPOXHO NocTty4ynTe yl'laKOBKOI;I no TBEPAON NOBEPXHOCTH,
4YTOObI TECT-MONOCKA OKa3anach Ha AHe YNaKOBKW, 3aTE€M 3aXXMUTE YNaKOBKY Mexay 6onbLmm
M yKasaTtenbHbIM nanbuamMmun, NOMeCTnB KOHYUK GonbLioro nanbua B yrny6neHMe Ha 3agHen
CTOpOHe.

bioMérieux SA pycckun - 3



® .
ETEST" Cefotaxime (CT) (0.002-32 pg/mL) 052415 - 01 - 2020-09 - ru

HaxmuTte 6onbluvM nanbLem Bnepe v ykasatesnbHbIM nanbuem Hasag, 4YTOObI OTNIOMUTL
antoMnHNEBYHO O6OJ'IO‘-IKy, npwn 9TOM BNaronorfoTUTeENb LOMMKEH OCTaTbCA B BEPXHEN YacTu
YynaKoOBKWN.

OTOrHMTE BEPXHIOK YacTb Ha3ag, YTOObI MONMHOCTbLIO OTKPbITb YNaKOBKY.

MaBnekute TecT-nonocky ETEST 13 ynakoBku ¢ NOMOLLIO MUHLIETA UMK APYroro annnukaropa.

* WHCTpYKUMM ANS yNakoBKU HA HECKOMNbKO KapTpUIKeN:

MogHMMUTE A3bI4OK N3 PONbIY B BEPXHEW YacTu KapTpuaxa n noTaHuTe Hasag,
YTOObI NMOMHOCTBLIO CHATD.

( Mpumeyvanune: Y6eautech, Y4To Nocne BCKPbITUSA HA KapTpuaKe He ocTanoch
donbry, MOCKOMbKY OHa NOMELLAET Kak CriefyeT 3aKpbiTb €70 KPbILLKOW.

B kapTpmaxe HaxoauTcsa NakeTUK KannesnagHom hopmbl ¢ Bnaronornotutenem. He nasnekamte Bnaronornotutenb
nocrie BCKpPbITUA.

* MeToza py4How o6paboTku:
o Ecnu ncnonb3syeTcs BakyyMHbI
nuHueT NEMA C88™ unu
annnukatop Mini Grip-It

* MeTop aBTOMaTU4eckom 06paboTku ¢
NMOMOLLbIO 8aBTOMaTUYECKOro
annnukatopa SIMPLEX C76™:

> 3arpysute kapTpuaxu c TecT-

(pexomeHayemble MeToabl):
Bo3bMuTE BEpXHIOKO TECT-
nonocky ETEST, He kacasicb
BMaronornoTuTens.

Ecnu ncnonbayetcsa nUHLET Unu
aHarnorn4yHoe ycTpomncTBo:
HaxmuTte ykasatensHbiM
nanbLeM Ha Y3K1UIn KoHel,
nakeTuka C BraromnornoTuTenem,
4YTOObI NPUNOAHATL TECT-
nonocku. He HaxumanTte Ha
oKkpyrnyto yactb. [Npuaepxmsas
nanbLemM BnaronornoTutens,
N3BMNEKNTE BEPXHIOK TECT-
nonocky ETEST 13 ynakoBku
NMVHLETOM MMM aHamNorMYHbIM
YCTPOWCTBOM.

nonockamm ETEST Hanpsimyto B
aBTOMaTMYECKWIA annskaTop
SIMPLEX C76™ (MHCTpyKLMM CM.
B PYKOBOACTBE Mofib3oBaTens
annnukatopa SIMPLEX C76™).

Cpasy nocne 1cnonb3oBaHUs HaAeHbTE KPbILLKY Ha KapTpuax (B NpaBUibHOM
NONoXeHUN) 1 XpaHuTe ero, kak ykazaHo B pasaene YCIIOBUA XPAHEHUA
N CTABUNIBHOCTb.

054384-01
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MHCTPYKUUA NO MPUMEHEHUIO
MNpurotoBneHne cycneH3nn u noces

1.
2.
3.

Oosegute cpeay v Tect-nonockn ETEST go komHaTHOM TemnepaTypbl.

Cwm. Tabnuuy 1 B KOHLe 3TOro pasgena.

MoaroToBbTE CYCNEH3NI0: CyCneHanpymnTe XOPOLLO N30NMPOBAHHbIE KONTOHUM, BIPOCLLUME Ha YallKe C arapom

B TeYeHue Houmn. [Ins MUKPOOPraHM3MOB CO CIIOXHbLIMW NUTaTENbHLIMU NOTPEOHOCTAMM, TAKUX Kak MHEBMOKOKKM,
CTPENTOKOKKM, FTOHOKOKKW, aHaapobbl n Haemophilus spp., CNONb3ynTe CyCcneH3unto, NpUroToBreHHYH B OynboHe

B TeyeHve 15 MuHyT. Y6eanTech B HanuymMm B NOCEBHON CyCneH3nmn npasunbHoro konnyectsa KOE/mn
(konoHvneobpasytoLLasa eanHMLa) OTHOCUTENBHO COOTBETCTBYOLLEro ctaHaapTa no wkane McFarland. [JaHHbI nyHKT
0COBEHHO BaXXeH A58 MUKPOOPraHN3MOB CO CIIOXHBIMU NMUTaTeNbHbIMU MOTPEBHOCTAMM, N CAU3UCTBLIX KONOHWUIA
MUKpPOOpraHnamoB. [pn npaBunbEHOM NPUroTOBAEHUW CYCNEH3UM NOCE KyNsTUBUPOBaHNS AOMKEH ObITb NonyyveH
CMIOLUHON MW NPaKTUYECKM CMNIOLLIHOW POCT Ha NOBEPXHOCTU cpebl.

CraHngapTel MyTHOCTM no wkane McFarland He rapaHTypyloT NpPaBnnbHOIO KONMYECTBa XN3HECNOCOOHLIX bakTepun B
cycneH3un. Heobxoaumo NpoBOANTb PerynspHbIi NOACHET KOMOHWUIA Ansi NPOBEpKM Toro, obecneyunsaeT nm
ucnonb3yemasi MeToauka nocesa nosydeHne HyXKHOro KonmyecTBa XM3HecnocobHbix 6aktepuin (B KOE/mn). CmoTpute
pasgen KOHTPOJIb KAYECTBA.

BbinonHuTe noces: OKyHUTE B NOCEBHYIO CYCNEH3MNIO CTEPUIbHBIN, HETOKCUYHBIN Y HE CAWLLIKOM TYrO CKPYY€HHbIN
TamnoH. Yaanute nsbbITOK XXUAKOCTU, MPUKaB TaMMOH K BHYTPEHHEN NOBEPXHOCTU CTEHKM Npobupku. Yaanute
fonblue X1AKOCTKW, Koraa AenaeTcsd Noces Ha yallky avametpoM 90 MM, U MeHbLLE NpY 3acCeBaHUN Yallkn AMameTpoMm
150 mm. TwartensHO pacnpegenuTe CyCrneH3uto No NOBEPXHOCTY arapa LWTpuxamy B TPeX HanpaBreHusX, Kaxablii pas
noBopauuBas vallky Ha 60 rpagycoB, 4Tobbl 06ecneynTb paBHOMEpPHOE pacnpeneneHe noceBHoro matepmana. B
KayecTBe ansTepHaTBbl MOXHO UCMONb30BaTh NHokynaTop RETRO C80™ ans adydpeKTMBHOro pacnpeaeneHus
NMOCEBHOW CYCMEeH3Mn Mo NOBEPXHOCTH arapa (puc. 3) (MHCTPYKLMM CM. B PyKOBOACTBE MONb30BaTens MHOKynATopa
RETRO C80™). fatite n3bbiTky Bnary ancopbuposathbes B TeueHne 15-20 MUHYT, Tak YToBbl NOBEPXHOCTL Gbina
MOJIHOCTLIO CyXOM Nepen HaHeCeHUneM TecT-Nosnocok ¢ rpagueHtom ETEST.

e

Puc. 3
MoceB Ha YalliKy C arapoM € NoMoLLbo MHoKynsTopa RETRO C80™

HaHeceHue TecT-noNocok n HKyb6auuma

1.
2,
3.

Y6eauTech, 4TO 3acesiHHasi NOBEPXHOCTb arapa NMoHOCTLIO CyXasi.

OtkponTe ynakoBky ETEST, kak ykasaHo B MHCTPYKLMW MO BCKPbLITUIO 1 paboTe C TeCT-Nonockamu.

TecT-nonockv ETEST MOXHO HaHOCWTb Ha 3acesiHHYH NOBEPXHOCTb arapa C MOMOLLbIO PYYHOro anniukaTopa
[Mini Grip-It, BakyymHoro nuHueta NEMA C88™ (puc. 4), nuHLeTa 1nu Apyroro aHanorniHoro yctponcTeal nnéo
aBTOMaTMyeckoro annnukatopa SIMPLEX C76™ (puc. 5). Paamectute Tect-nonocky ETEST wwkanoii MUK Beepx
(No HanpaBneHWIO K KPbILLKE YaLlKu) U MakcUManbHOM KOHLEHTpauvei brivke K Kkpato Yaluku (puc. 4 u 5).

AN

Puc. 4 Puc.5

HaHeceHue TecT-nonocku ETEST Ha noBepxHOCTb
arapv3oBaHHOM cpefbl C MOMOLLbIO BaKyyMHOrO NHLETa
NEMA C88™

HaHeceHwue TecT-nonocku ETEST Ha noBepxHOCTb
arapv3oBaHHOW cpefbl C MOMOLLbI aBTOMaTUYECKOro
annnukartopa SIMPLEX C76™
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4. MoXHO ncnonb3oBaTh WABGMOH ANs ONTMMArbHOro NnoMeLleHus Tect-nonocok ETEST paBHOyaaneHHo apyr ot
Apyra B 4aluke ¢ arapom. B ogHon yaike gnametpom 150 MM ¢ arapomM MOXHO pa3mecTuTb [0 LIEeCTU TeCT-NON0CoK
ETEST (puc. 6a), a B ogHon yaiuke guameTtpom 90 MM ¢ arapom — A0 ABYX (puc. 66). [Ins MmukpoopraHnamos
C OXXMOAEMOW BbICOKON YyBCTBUTENBHOCTBIO UCMONb3YNTE MEHbLLE TECT-NMOMOCOK Ha Yalke agnametpom 150 Mm
N TOMbKO OfHY TECT-NOMNOCKY Ha YaLuke guameTpom 90 MM.

Puc. 6a. Puc. 66.

LLla6bnoH ans 6 TecT-nonocok B yaluke guametpom 150 mm LLlabnoH ans 2 TecT-nonocok B Yaiuke guametpoM 90 Mm

5. Heobxooumo y6enuTbes, YTo TECT-NON0OCKa NOMHOCTbIO NpUeraeT k NoBEPXHOCTU arapa. He cnegyet pasmeluarts
TEeCT-NoNocKy B NEPEBEPHYTOM MOSNOXKEHNM, TAK KaK SMMUMNC UHMMOMPOBaHUS He 06pa3yeTcsl, MOCKOMNbKY aHTUBMOTUK
HE MOXET NMPOHUKHYTb YEPE3 HEMOPUCTYIO NNACTUKOBYHO TECT-NONockKy. MNpyu HEOBXOAMMOCTY MOXHO yAanuTh
BO3AYLUHbIE NMONOCTH, BUAVMbIE NMOZ TECT-MOMOCKOW, OCTOPOXHO HaXKUMasi Ha TECT-NMOJOCKY (He ABUras €e) KOHYMKOM
annnukaTopa Ui NMHLETOM, MpY 3TOM HanpaBneHWe ABMKEHNS! JOIMKHO ObiTb OT MUHMMAIIbHOWM KOHLEHTpaLmm
K MakcumarbHoON. ManeHbkve ny3blpbKy HE BNUSIIOT Ha pedynbTaThl TecTupoBaHus. Mocne HaHeceHuA TecT-
NomnockKy Hernb3sl CABUraTb, MOCKONbLKY MPOMCXOAUT MrHOBEHHOE BbiCBOGOXAeHNe aHTUGMOTHKA B arap.

6. KyneTvBUpOBaTb YallK1 C arapoM criefyeT B NepeBepHYTOM MOMNOXEHUM (KPbILIKON BHW3), MOCTaBNEHHBIMW APYT Ha
Zpyra, Ho He Gonee 5 yallek, B COOTBETCTBUM C YCIOBUSIMU, NMPUBELEHHBIMU B PYKOBOACTBE HUXKE.

Tabnuua 1. YkasaHua no Bbl60py nutTaTesibHbIX cpen, NoAroToBKe NoCeBHOro Mmatepuana v KynbtuBMpoBaHuio

[pynna ArapusoBaHHas [MoceBHoOM maTepuan KynstuBupoBaHune
MWKPOOPraHW3MOB| nuTaTenbHas cpeaa O EaER
lMuTaTenbHas cpepa | MOTHOCTL | Temneparypa Bpewms
a), 6) (no wkane (2 °C) TSI (yachl) B
McFarland)
A3pobbl Mionnepa-XuntoHa | 0,85 % NaCl (unm 0,5 +35°C Okpyxatowasi| 16-20
COreBoWi pacTeop) (1, ecrn cpena
KOINoHus
cnunsucTas)
Streptococcus Mionnepa- Bynbon Mionnepa- 0,5 +35 °C 5% CO, 20-24
pneumoniae XuvHTOHa + 5 % XuHTOHa (Mnu (1, ecrm
N CTPENTOKOKKM KpoBM (no ConeBovi pacTBop KO;'I OHUS
n craHgaprtam CLSI) Unm GynboH cnnancras)
MHF — arap C cepaeyHo-
Mionnepa-XuHtoHa 3KCTMgi;?)I:AbI(I\IgHI))
ANst NPUXOTNMBbIX P
MUWKPOOPraHM3MoB
(no craHpapTtam
EUCAST)
Haemophilus HTM — tecT-cpena BynboH 0,5 +35°C 5% CO, 20-24
influenzae ONs reMounbHbIX Mionnepa — (1, ecrm
HakTepuii (no XWHTOHa, unu KOJ'IOHVIFI
ctanpgaptam CLSI) | 6ynboH HTM (nnu cAnaucTas)
MHF — arap OynboH BHI)
Mtionnepa-XvHToHa
ANsi NPUXOTNNBbIX
MUWKPOOPraHnM3MoB
(no ctanpapTtam
EUCAST)

bioMérieux SA pycckui - 6
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pynna ArapusoBaHHasi [loceBHOM maTepuan KynbeTrBupoBaHve

MWKPOOPraHW3MOB | MuTaTenbHas cpena OnTuyeckas

MuTaTenbHasi cpega | MnOTHOCTL | Temneparypa Bpewms

a), 6) (Mo wkane (2 °C) BEEPE (yacht) ®)

McFarland)

Neisseria OcHoBa GC- Bynbon Mionnepa- 0,5 +35 °C 5% CO, 20-24

gonorrhoeae P | arapa + onpeneneH XUHTOHa (Mnu
Hble gobasku (CLSI) | 6ynboH ¢ cepaeyHo-

MO3roBbIM

LLlokonagHbin arap 3KCTPAKTOM (BH|))

Mionnepa-XvHToHa

MpnmeyaHus:

 a) bbino yctaHoBneHo, 4To conesor pacteop (HoMep no katanory V1204) coemectum ¢ ETEST.

» 6) bbino ycraHosneHo, 4Tto «Brain-heart infusion broth - Cepae4Ho-mo3roson 6ynboH (no TekcTy «BynboH ¢
cepaeyHo-Mo3roBbiM aKkcTpakTom»)» (BHI) (Homep no katanory 42081) coBmectum ¢ ETEST.

* B) YGeauTech, YTO Yallka C arapom KynbTMBMpOBanach B Te4eHMe PEKOMEHAOBaHHOIO Nepuoaa BpemMeHu, npexae
YeM CHUMaTb Noka3aHusi, 0COBEHHO B Cyvae 3amMeareHHOro NPOSIBMEHNST YCTONYMBOCTU U MEASIEHHO PaCTYLLUMX
NPUXOTNMBbLIX MUKPOOPraHN3MOB.

* 1) Bkrtovaet R-remonutuyeckme ctpentokokku rpynn A, B, C n G v rpynny cTpenTokokka BupugaHc S. mutans,
S. mitis, S. sanguis n S. bovis.

* 1) [Ina roHOKOKKOB creayeT MCnonb3oBaTh Makc. 3—4 nonocku/vawky 150 Mm ans obrneryeHns cYnTbiBaHUA
pesynbLTaTos.

PE3YJIbTATbI U UHTEPMPETALUA

YyeT pe3ynsratoB

» Korga poct 6aktepuii xopoLlo 3aMeTeH, cumTainTe 3HadeHne MUK B mecTe, rae annunc nHrimbmupoBaHus nepecekaeT
TecT-nonocky. KoHeyHble 3HaueHns MK B metoge ETEST 06bI4HO YETKO BbIpaXeHbl, HO MOryT HabnoaaTbes
1 pasnuyHble KapTuHbI pocTa/MHIMbmpoBaHus. CM. unncTpaumm Hmxke (PUCyHku 7-11).

* He yunTbiBanTe pesynbraThl, €CNv KynbTypa BbIMMSANMT CMELLaHHOW UMW eCny pocT 6akTepuin 04eHb
He3HauYUTENbHbIN UMW CIIULLKOM rycTol. MNoBTopuTe TECT.

» [Ina 6akTepmumnaHbIX NpenapaToB, TakMx Kak LedoTakcum, koHevHoe 3HadeHne MUK cnegyet yumTbiBaTh
B KOHEYHOW TOYKE MOJTHOro MHIMBbupoBaHus pocta. NomMyTHEHVE N MaKpOo- UMM MUKPOKOIOHMU B Npedenax 3 MM OT
TECT-NOMNOCKN CneayeT YYnTbiBaTb Kak POCT (PUCYHOK 12).

» PocT BAonb Bcero rpagmneHTa (0OTCyTCTBME SMMMNCca UHIMOMPOBaHUS) o3HavaeT, 4yTo 3HavyeHne MUK Bbiwe unm
paBHO HaMBbICLLIEMY 3HAYEHMIO Ha LLKane. ANUnc MHIMBMPOBaHNS HbKe rpagneHTa o3HavyaeT, YTo 3HaveHne MUK
HWXe, Yem Hanboree HU3Koe 3Ha4yeHne Ha LKane.

* /36bITOYHas Bnara B Yalukax nepej noceBOM, HeAOCTaTOYHO BbICYLLUEHHAsA NOBEPXHOCTb Nepes HanoXeHnem TecT-
NOMOCOK /MM HEPABHOMEPHO 3aCesHHbIE LUTPUXOM MOBEPXHOCTU MOTYT MPUBECTM K OTCYTCTBMIO CNIIOLLHOMO pocTa
unu 3ybyaTeiM Kpasm annunca. [oBTopuTe TeCT, ecnn y4eT KoHeuHbIx nokasatenen MUK 3atpygHeH. B cnyyae
HepoBHbIX nepeceyeHnn MUK ¢ nonockon yunTeiBanTe 6onbluee 3HaYeHne. Ecnu passegeHuii > 1, noBTopute TecT.

» [1na TouHOro onpeaeneHns KoHeYHbIX 3HavyeHnn MUK ans nHEBMOKOKKOB U CTPEMNTOKOKKOB HaKMOHWUTE YaLlKy n/unm
UCMNOonb3ynTe yBenuymTenbHoe CTEKNO.

» B cnyyae TyHHenbHOro pocta npeHebperarite TOHKOW NTMHWEN pocTa BAOMb TECT-MOMOCKM.

bioMérieux SA pycckun - 7



® .
ETEST® Cefotaxime (CT) (0.002-32 pg/mL) 052415 - 01 - 2020.09 - ru

Mpumepbl yyeTa pe3ynsraToB

Puc.9

Puc. 7
S. pneumoniae N. gonorrhoeae H. influenzae
ATCC® 49619" ATCC® 49226" ATCC® 49247™
MWK = 0,064 mkr/mn MWK = 0,047 mkr/mn MWK = 0,125 mkr/mn

-

32
24
16
12
8
6
4
3
2
745

e

s -oo2] AR
PucyHok 11
E. coli S. aureus MuKpo- 1 makpokonoHuv Ans
ATCC® 25922™ ATCC® 29213™ LedanocnopuHoOB creayeT y4nTbiBaTh
Kak pocT.
MWK = 0,064 mkr/mn MWK = 1,5 mkr/mn MUK = 32 mKe/mn

UHTepnpeTauus
Ons uHtepnpeTaumm 3HaveHmin MUK, nonyyeHHbIx ¢ noMolubio MeTofa ETEST, MOXHO Nonb3oBaThCA MOPOroBbIMU

3HaveHusMu MUK ons onpegeneHunst Kateropuin MHTeprnpeTauum, onybnmkoBaHHbIMK YpaBrneHMeM no KOHTPOSo
Ka4ecTBa NULLEBbLIX MPOAYKTOB U NnekapcTBeHHbIx cpeacTs (FDA)/CLSI, EUCAST u/vnu Balwmm HauMoHanbHbIM
KOMUTETOM.

TekyLme norpaHuyHble 3Ha4eHUs NpMBeaeHbI Ha Takux Beb-cantax: https://www.fda.gov u/mnuhttps://clsi.org n/vnu

www.eucast.org

Byay4yn nonHocTblo kKonuyecTBeHHbIM MeTogom onpepenedna MUK, ETEST gaet BosamoxHocTb nabopatopum
cooOWUTL TOYHbIE 3Ha4YeHns MK BmecTe ¢ kaTeropuen nitepnpetaumn. ETEST onpegensiet 3HadeHms MUK no
HEMNpPEepPbIBHOW LUKarne n MOXeT NnokasaTtb pe3yrbTaThl B MPOMEXYTOYHOM MOMOXEHUN MEXAY TPaaNLNOHHBIMN
OBYKpaTHbIMW pasBedeHnsimu (B nonpassegexus). Ecnv sHavenne MUK no metogy ETEST HaxoauTca mexay
CTaHOApPTHbIMW ABYKPATHBIMY pa3BedeHUsIMU, TO ero crieqyeT OKpYrivTb A0 Onukanero BEpXHEro 3Ha4eHus
[OBYKPATHOTO pa3BefdeHus nepes Tem, Kak KaTeropuanpoBaTth.

bioMérieux SA pycckunm - 8
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lMpumep nopozosbix 3HadyeHuli MUK EUCAST (mka/mn):

S I R
YyecmeumernbHocmsb ripu HyecmeumernbHocmb npu Yemodvusocmpb
cmaHOapmHOM pexume ysenuyeHHoM 8o3delicmeuu
0o3uposaHusi
<0,06 0,12-1 22

MWK 1 mxr/mn no metogy ETEST kaTeropmaunpyeTcs Kak YyBCTBUTENBHOCTb NpY yBenM4YeHHoM Bo3aencTeuu (1), B TO
BpPeMs Kak KOHLeHTpaums 1,5 okpyrnseTcs 4o 2 MKI/MN 1 KaTeropmsmpyeTcs Kak yctonumsocTsb (R).

KOHTPOJIb KAYECTBA

YTto6bl NpoBepuTL paboune xapaktepuctukm Habopa peareHtoB ETEST, kauecTBO cpef, NOCEBHOrO Matepuana

1 MCMosb3yeMbIX NpoLeayp, NPoTecTupyiTe WTamMmbl Ans koHTpons kadectsa (KK), npuBeaeHHble B criedytoLueit
Tabnuue. PeareHTbl 1 ncnonb3yemble NpoLeaypbl CHUTAOTCS YAOBNETBOPUTENBHBIMU, €CMN NoMy4YeHHble 3HaveHuss MUK
COOTBETCTBYIOT cneayrowmnm CI'IeLI,I/I(bI/IKaLWIﬂM KOHTpOIA Ka4vyecTBa.

MWK KO LTAMMBbI ONA KK ETEST ONANA3OHbI MUK O1A KK ETEST

AHTVMWUKPOBHOIO (MKr/mn)

MPEMAPATA (Mmxr/mr)
S. pneumoniae ATCC® 49619™ 0,032-0,125 @) 6)
N. gonorrhoeae | ATCC® 49226™ 0,016-0,064 @

Llecdbotakcum
0.002-32 CT H. influenzae ATCC® 49247™ 0,125-0,5 2
' E. coli ATCC® 25922™ 0,032-0,125 @) )
S. aureus ATCC®29213™ 1-4 2
MpymeyaHus:

+ a) CLSI M100: Performance Standards for Antimicrobial Susceptibility Testing, 29t Edition (CLSI M100.
HopmaTvBHbIE Noka3aTenu TeCTUPOBaHUSA aHTUMUKPOOHONM YyBCTBUTENBHOCTY, 29-€ n3gaHue).

* 6) EUCAST: European Committee on Antimicrobial Susceptibility Testing, version 9.0, valid from 2019-01-01
(EUCAST: EBponencknit KOMMTET NO TECTMPOBAHUIO aHTUMUKPOBHOW YyBCTBUTENBHOCTU, Bepcus 9.0,
pencteutensHa ¢ 01.01.2019 r.).

Pesynkrathl aHanu3a nauneHTa He cneayeT coobuiaTk, ecnu pesynetathl KK BeIxoaaT 3a npegens! yTBEPKAEeHHbIX
3HayeHun KK. Yactota npoBegenus KK gomkHa ycTaHaBnmBaTbCs Kaxgon naboparopven MHOMBUAYyarnbHO.
PykoBoasLme npuHUMbI NpeacTaBneHbl B AOKYMEHTaxX Mo onpeaeneHunto YyBCTBUTENbHOCTY K aHTMbuotmkam CLSI
cepuit MO7 n M100." 2

Mpeaensl 3Havenun Ana KK metoga ETEST moryT otnuyatbes ot cneundukaumin CLSI n (unn) EUCAST B HeKOTOpbIX
cnyyasx. MNpepensl 3HadeHnn ana KK metoga ETEST ocHoBbiBatoTcs Ha o6wwmpHon 6a3e, cCobpaHHON Npu KOHTPOMLHOM
TecTupoBaHMM BOMBLLIOro YMcna Cepui PeakTMBOB B TEYEHNE HECKOMbKMX NET, N BKMOYal0T AaHHbIE MHOTOLIEHTPOBBIX
ncenegoBaHui.

Ecnwn 3HadeHns MUK B oTHoweHun witammoB ansa KK HaxogaTca Ha nonpasseneHns Huxke HkHero npegena KK, nx
crnegyeT OKpyrmuTb A0 GrnivkaiLlero BEpXHEro 3HavyeHns ABYKpaTHOro pa3BefeHns nepes TeM, Kak yCTaHOBUTb
cootBetcTBue KK. MogobHbiM obpasom, ecnu 3HaveHnss MVK HaxogaTcst Ha nonpasBeAeHns Bbllle BepXHEro npeaena
KK, nx cnegyet cuntatb HecooTBeTCcTBYHOLWMMN KK.

Heobxoarmo npoBoAnTb perynspHbIA NOACHET KOMOHUIA AN NPOBEPKM TOro, obecneynBaeT v nonyvyeHHas ninoTHOCTb
CYCMEH3UN NOCEBHOIO MaTepuarna nonyyeHne 4OCTaTO4YHOrO KONMYeCcTBa XXU3HEeCNocobHbIX 6akTepun B KOE/Mn.
MpurogHLI MaTepuan Ans nocesa Aact npubnuantensHo ot 1-5 x 108 KOE/mn.

CtaHpapTtbl MmyTHOCcTM no wkane McFarland He rapaHTUpylOT NpaBUNBHOro KONM4YeCcTBa XM3HECNOCOOHbIX
6aktepun B KOE/mn.

OXWOAEMbBIE PE3YJIIbTATbI

YPOBHM YyBCTBUTENBHOCTU K aHTMBMOTUKaM AN pasnnyHblX Guonornyecknx nonynsaummn 6aktepuin 6onbLue HEBO3MOXHO
npeackasaTb B CBSI3U C NPOrpecCrBHbLIM Pa3BUTMEM YCTONYMBOCTM. [MoaToMy nabopatopurs AOMmKHa Nonb30BaThCs
oxungaembimun pedynstatamu MUK pasnuyHbix aHTMOMOTMKOB ANst pedepeHTHbIX LUTAMMOB KOHTPOMS KavyecTsa, YTobbl
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obecneuntb COOTBETCTBME TEXHUKN TeCTnpoBaHunA HeobxoanuMbIM TpeﬁOBaHI/IﬂM N pasyMHyK TOYHOCTb nojly4aemMblxX
KINMMHUYEeCKNX pe3ynbraToB.

PABOYUE XAPAKTEPUCTUKHU

Paboune xapaktepuctukn ETEST gnsa uedoTtakcma 6binm yCTaHOBMEHBI C UCTIONb30BAaHNEM CPABHUTENbHBIX OLEHOK.
311 nccneaosaHns nokasanu, 4to MUK no metogy ETEST CT koppenupytoT ¢ pedepeHTHbIM MeTogom CLSI MO71.
MeTon ETEST cunTaetcs no cyliecTBy akBmBaneHTHelM metogam CLSI, koraa 3HadeHuss MUK n3 obeunx npouenyp
nokasbiBatoT nonHoe cootBeTcTBue (EA) 2 90 % B npegenax + 1 pa3seaeHus.

Paboure xapakTepuCTVKM NPUBEAEHBI HIXE:!

MwukpoopraHuam Lrammbl (N) % nomnHoro cootaeTcTams (EA) 2)

A3pobbl 550 98

S. pneumoniae 9 ®) 100 99

Streptococci (R-remonuTnyeckune u rpynmol 45 98

BMpUAAHC)

N. gonorrhoeae © ®) 289 99

H. influenzae 9 ®) 302 97

MpymeyaHus:

e a) EA — % 3HaueHun MUK B npegenax + 1 pa3seneHuns pepepeHTHOro metoaa.
* 6) MpumeHeHWe norpaHnyHbIX 3HaveHun EUCAST:
o S. pneumoniae: LLItTamMmbl, OTHOCALLMECS K PE3UCTEHTHBLIM, CrieAyeT OTNpaBnATb B pedepeHTHyo nabopatopuio
ANs fanbHenLwero TeCTMpOBaHUs.
o CnocobHocTb ETEST Cefotaxime k BbIsSIBNeHWIO YCTOMYMBOCTU CriegyoLMX MUKPOOPraHN3MOB HEM3BECTHA, Tak
Kak BO BPeMS! BbIMOSTHEHUSI CPABHUTENBHOIO TECTUPOBAHMWS He ObINo B HANMMUMM JOCTaTOYHOTO KONM4ecTBa
ycronumebix wrammoB: N. gonorrhoeae, H. influenzae.

 B) [pMeHeHne norpaHnyHbIX 3HadeHun CLSI:
o S. pneumoniae: LLITamMMbl, OTHOCALLMECS K PE3UCTEHTHBIM, CrieQyeT OTNpaBnATb B pedepeHTHy0 nabopatopuio
ONs AanbHeNLWwero TeCTMpoBaHMs.
o N. gonorrhoeae, H. influenzae: LLTammbl, Aatolime pesynbraTtbl MO KAaTErOPUM «HEYYBCTBUTENBHBIEY, JOJKHbI
ObITb NepefaHbl B pedepeHTHY nabopaTopurto Ans AanbHENWero TeCTUPOBAHWS.

BAXHbIE 3AMEYAHUA

1. WNHoraa HekoTopble KOMOVHauumM 6akTepumn n aHTMBMOTMKA AalT HEOXMAAHHbIEe pe3ynbTaThl. B Takux cnyyasax
MarnoonbITHOMY nepcoHany 6yaeT CroXHO NPUHATL peLleHne No KoHeyHoMmy 3HaveHunto MUK. OgHako, 4Tobbl
HayuYnTbCS NPaBUIbHO OnpeaensTe KoHeYHble 3HadeHns MUK, coTpyaHukM MOryT NpakTMKOBaThLCS, perynspHo
NCNonb3ys peepeHTHbIE LWTaMMbl U CpaBHUBASA CBOKO paboTy ¢ pedynsrtatamun KBanuduumpoBaHHbIX paboTHUKOB.

2. Kak n Bce gaHHble AST, pesynbtatel ETEST ABRsAOTCA TONBKO 3HAYEHUSIMU in Vitro n MOryT yKasbiBaTb Ha
NoTeHLManbHy YyBCTBUTENbHOCTb MUKPOOPraHn3MoB in vivo. icnonb3oBaHune pesynstaToB Npu BbiGope neveHns
OOMKHO ObITb €ANHONMUYHBIM PELLEHNEM U OTBETCTBEHHOCTbLIO Nnevaluero Bpada. OH JOMmKeH NpMHUMaThL BO
BHUMaHNE MEeQULIMHCKMIN aHaMHE3 1 BCIO M3BECTHYIO MHAOPMALMIO O naumeHTe, hapMakoKMHeTn4eckne
1 dbapMakogMHaMUYecKe CBONCTBA aHTMBNOTUKA U KITMHUYECKMIA ONbIT NIeYeHUst faHHbIM NpenapaToM UHGEKLNIA,
BbI3BaHHbIX KOHKPETHbIM BakTepuanbHblM natoreHoM. Takke cnedyeT yunTbiBaTb TUM aHTUOMOTYKE, 403y U PEXUM
[031pOBaHus.

3. [nsa nony4eHns AONOMHUTENBHOW MHPOPMAaLMN O KOHKPETHBIX OFPaHNYEHUsIX B MHTEpNpeTauumn pesynsratos n/munm
OrPaHNYEHNAX KITMHNYECKOro UCNOMb30BaHUS aHTUBMOTHKA B pa3nnyHbIX TepaneBTUYeCKUX CUTyaumnsx cM. Tabnuubl
N CHOCKM Ha cTaHgapTbl nHTepnpetauun MUK B nocnegHunx Bepcusx pekomengauun EUCAST vnun gokymerTtos CLSI
Mo onpeaeneHmnio YyBCTBUTENLHOCTY K aHTUBMOTMKaM Ang npoueayp passeaeHus (cepun M0O7 n M100).12.3

YTUITU3ALIUA OTXOO0B
YTUNM3npynTe 1crnosb3oBaHHbIe Y HENCMOb30BaHHbIE peareHThbl, a Takke KOHTAMUHNPOBAaHHbLIE PACcXofHbIe MaTepuarsb
B COOTBETCTBUM C TpeboBaHMsAMU, NpeabaBnsaeMbiMy ANS YTUNU3aUnnM MHPEKLUVOHHBLIX MaTepuarnos.

Kaxxgas nabopartopusi 06a3aHa obpaluarbcs ¢ Nony4YeHHbIMY OTXOA4aMu U CTOKaMy B COOTBETCTBMM C UX TUMOM 1
CTEMNEHbI0 OMACHOCTK, a Takke 06pabaTbiBaTh U yTUNU3MPOBATbL UX B COOTBETCTBUM C YCTAaHOBIIEHHLIMU NpaBUnamMm un
HOpMaMmu.
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CMUCOK NIUTEPATYPbI

1. CLSI M07: Methods for Dilution Antimicrobial Susceptibility Tests for Bacteria That Grow Aerobically (Latest edition)
(CLSI MO7: MeTtoab! NpoBeAeHNsi TECTOB Ha OnpeaernieHne YyBCTBUTENbHOCTU a3pobHbIX BakTepuii K
aHTMMUKPOOHBLIM Npenapatam nyTem pasBefeHus (nocnegHee nsgaHue)).

2. CLSI M100: Performance Standards for Antimicrobial Susceptibility Testing (Latest edition) (CLSI M100.
HopmaTtuBHble nokasaTenu TeCTMPOBaHNSA aHTUMUKPOBHOWM YyBCTBUTENBHOCTY (NocneaHee nsaaHve)).

3. EUCAST: European Committee on Antimicrobial Susceptibility Testing (Latest edition) (EUCAST: EBponeickuii
KOMWUTET MO TECTUPOBAHMIO YYBCTBUTENBHOCTUN K aHTUMUKPOOHBIM NpenapaTtam (nocnegHee nsgaHuve)).

TABJIMLIA CUMBOJIOB Y OBO3HAYEHUI

CumBon O603Ha4eHne

Howmep no katanory

MeauuuHckoe usnenuve ans
[OVNarHoCTUKW in vitro

M3rotoBuTenb

TemnepaTypHbIN AnanasoH

Vicnonb3oBatb 40

e MEE

Kog naptum

-
o
|

3anpeT Ha NOBTOPHOE NPUMEHEHNE

CpoK XpaHeHUs Nocre BCKPbITUS

OGpaTtnTechb K UHCTPYKLUM MO
NPUMEHEHNIO

Cooepxumoro 4ocTaToqHo Ans
nposegeHMA n-konm4yectea TeCTOB

[aTa nsrotoBneHus

5 <] B\

OrPAHUYEHHAA TAPAHTUA

KomnaHnwus bioMérieux rapaHTupyeT, 4To paboyne xapakTepucTUKM JaHHOMO U3Aenns COOTBETCTBYIOT YKasaHHOMY
npeaycCMOTPEHHOMY Ha3Ha4YeHMI0 B TEHEHMEe BCEro Cpoka aKCnyaTaumy npy yCrnoBum, YTo CTPOro cobntoaeHsl Bce
npoLeaypbl N0 UCMOMb30BaHMIO, XpaHeHWo 1 0bpaboTke U Mepbl 6e30MacHOCTH, Kak MOAPOBHO N3NOXKEHO B MHCTPYKLMAX
Mo 3Kcnsyataumn.

3a ncknoYeHem BbilLeyKasaHHbIX ClyvyaeB, KoMnaHus bioMérieux He JaeT HUKaKknx rapaHTuii, B TOM Yucne
nogpasymeBaeMbIX rapaHTMI TOBApHOTO Ka4eCcTBa 1 rapaHTUn COOTBETCTBUS NpeanonaraeMomMy UCnonb30BaHuio, U He
[aeT HUKakmx 06s3aTenbCTB, B TOM YUCTE SBHO BbIPaXXEHHbIX, MOApa3yMeBaeMblX UMM KOCBEHHbIX, B OTHOLLEHWN
NCMNONb30BaHWs Kakoro-nnbo peareHTa, NporpaMMHOro obecneyeHus, npubopa u pacxodHblx MaTepuanos (oanee —
«Cucrtemay), OTAMYHOTO OT YKa3aHHOro B MHCTPYKLMSIX MO SKCNyaTaLumn.

MCTOPUA NEPECMOTPOB
KaTteropmu TMnoB nsameHeHumn

H/M He npumeHumo (nepBoe nsgaHue)

KoppekTypa McnpaeneHne ownbok B AOKyMEHTaLmMK

TexHunyeckve [obGaeneHune, nepecmMoTp U/unn yaaneHne KacatLlencs npogykta nHdopmaumm
N3MEHEeHNs

AAMUHUCTPATUBHbIE BBeneHne naMeHeHnin HETEXHMYECKOTo XapaKTepa, 3aciyX1BatoLmx BHUMaHNSA
N3MeHEeHNs nonb3oBaTens

bioMérieux SA pycckun - 11
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ETEST" Cefotaxime (CT) (0.002-32 pg/mL) 052415 - 01 - 2020-09 - ru

MpumeyaHue. HesHadumeribHble MuUMozpagpCKue, paMMmamuyecKue USMEHeHUSsT U USMEHEHUS 8
¢hopMamuposaHuU 8 UCMOPUK NEPECMOMPOE HE BKITHOYEHbI.

[arta Bbinycka Howmep Bepcumn Tun nameHeHun 0O630p U3MEHEHUIA
2020-09 052415-01 MepBoe n3gaHue H/N

[nsa nonyyeHns TEXHUYECKOW KOHCYNbTaLMmn 1 nogaepXkm npocbba obpallaTtbesi K yrnonHOMOYEHHOMY NpeacTaBUTENto
npov3BoauTens Ha Tepputopum Poccuickon Penepaumm:

000 «6rnoMepbe Pyc»
Appec: Poccus, 115230, Mocksa, 1-bin HaratuHckumin npoesa, a. 10, cTp. 1
Ten./dakc: +7 (495) 221 10 79
TenedoH ropsyen nuHum: 8 (800) 250 10 79

e-mail: info.russia@biomerieux.com

Beb-canT: www.biomerieux-russia.com

B cny4ae BbisiBrieHnsi N060YHbIX AEMCTBUI, He YKasaHHbIX B MHCTPYKLUMM MO NMPUMEHEHIO UMM PYKOBOACTBE MO
aKcnyatauum MeamUMHCKOTo M3aenusi, HexenaTenbHbIX peakuuii Npu ero NpUMeHeHn, 0CobeHHoCTe
B3aUMOAENCTBUS MEOULMHCKUX U3OeNniA Mexay coBoi, (pakToB 1 0BCTOATENBCTB, CO3AAOLLMX YTPO3Y XKUSHM 1
3[10POBbLI0 rPpaxaaH N MEAULIMHCKUX PaBGOTHUKOB NpY NMPUMEHEHWUM 1 SKCyaTauumM MeAULMHCKUX U3AEniin,
HeoGX0AMMO HanpaBuUTb CooBLLEHNe, CoAepKallee YkasaHHble cBeaeHus, B deadeparnbHyto crnyx0y no Hagsopy B
cthepe 3apaBoOXpaHEHNS B COOTBETCTBUM C AeNCTBYIOLMM 3aKOHOAATENIbCTBOM.

BIOMERIEUX, norotun BIOMERIEUX, ETEST, TecTt-nonocka ETEST, NEMA C88, RETRO C80 n SIMPLEX C76
SIBMSOTCHA UCMONb3yeMbIMU, 3apErMCTPUPOBaHHBLIMW U/UNW HAXOOALWMMUCS B NPOLECCe perncTpauum ToBapHbIMM
3HaKamu, NpuHagnexawymy komnasum bioMérieux, ogHON 13 AOYEPHUX UNWN BXOASALLMX B €€ rpynny KOMNaHum.

CLSI aBnsieTca ToBapHbIM 3HakoMm, npuHaanexawum Clinical Laboratory and Standards Institute, Inc.

ToBapHbIN 3HaK 1 ToBapHoe nma ATCC, a Takke niobble Homepa no katanory ATCC — ToBapHbIe 3Hakv KOMnaHuu
American Type Culture Collection.

EUCAST o3HavyaeT EBponeicknii KOMUTET MO TECTUPOBAHMWIO YYBCTBUTENBHOCTM K aHTUMUKPOBOHBLIM Npenapatam. 3Tu
AaHHble 6binm npepoctasneHsl EUCAST Ha 6e3B03me3aHOM ocHoBe 1 JocTynHbl Ha cante EUCAST: www.eucast.org.
ABTopckue npaea Ha Hux octatotca y EUCAST. Pekomengaummn EUCAST yvacTto o6HoBRsitoTCA. VX nocnegHne sepcum
[OCTynNHbl Ha Beb-cante www.eucast.org.

[pyrve Ha3BaHMs 1 TOBapHble 3HAKM NpUHaAexaT nx 3akoHHbIM Briagernbuam.

dotorpacumm: bioMérieux SA

673 620 399 RCS LYON
M 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



