BIOMERIEUX

REF| 412289
ETEST® Cefpodoxime (PX) (0.016-256 pg/mL)

Etest PX CEFPODOXIME — E-TecTt uednoaokcum 256 (ganee no tekcty metog ETEST PX, ETEST, Tect-
nonockun ETEST, Tect-nonockn, metog ETEST, Habop peareHToB ETEST)

052610 - 01 - 2021-06 @

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

MeTton ETEST PX moxHo ucnonb3oatb ans onpeaenendnsa MUK uednogokcMma B OTHOLLIEHUN CREOYOLWMX
MUWKPOOPraHN3MOB:
» A3pobbl:
o [pamoTpuuaTenbHble aspobbl: Enterobacterales

MpuHUuMn
ETEST npegcrtaBnsieT cobom TOHKYH0, MHEPTHYHO, Ae B
HEenopuCTYH0 NNacTUKOBYIO TECT-MONOCKY. Ha oaHy CTOPOHY Kon AB
TecT-nonocku (A) HaHeceHa wkana MUK B mkr/mn, a Ha AHTVIMUKPOBHOTD oy a
o npenapata 256
APYryrto — CTaHAapTHbIA rpagueHT aHTubunoTuka. E‘? A
Korga TecT-nonocky HaHOCAT Ha 3aCesiHHYH0 KynbTypon §§
MUKpOOpraHm3ma NoBepXHOCTb arapM3oBaHHOW cpeapl, ?g
I'Ipe,D,BapMTeJ'IbHO C(bopMMPOBaHHbIM rpa/J,VIeHT kana MK g IKCMOHEHUMaNbHbIA
KOHLUEHTpaLun aHTMONOTNKA HEMEANEHHO NPOHMKAET (wkr/mn) 3 AHTUAMKPOGHSIA
-~ ! rpagueHT

B arap, a 3atem ob6pasyeT cTabunbHbIN, 13
HenpepbIBHbIN, 3KCNOHEHUNanNbHbIA rpagnueHT §§
KOHUEHTpaLumn aHTMBUOTNKA HeNocpeaCTBEHHO Nof TecT- iz
nornockoMn. MNMocne nHkyGauum, B pesynsrate KOTOpoW Qea !

~ 032
GakTepurarnbHbIi pOCT CTAHOBUTCS 3aMETHbLIM, BOOMb TECT- 923 b
NOMOCKMN MOXHO YBMAETb CUMMETPUYHbBIN NNUNC
nHrMbuposaHusi. 3HaveHne MUK cuntbiBaeTcs co LKanbl O6pasey mecm-nonocku ETEST
B MKI/MM Npu NOMTHOM UHIMGUPOBaHMKM pocTa GakTepuit 5
B MeCTe nepecevyeHus 3a0CTPEHHOro KOHLa annunca (6 3asucumocmu om npenapama 0OCMyMHb! PA3NUYHbIE
C TECT-NONOCKOV wiKarbl cHumbi8aHusl)

HecmoTpsi Ha cxoacTBO € AMCKO-ANAdY3NOHHBIM METOAOM
(aHanoruyHas npouenypa NPUroToBNEHNs1 MOCEBHOM
KynbTypbl, BbIOOP NUTaTENbLHON CPpeLbl U YCroBUS
uHky6aummn), ETEST He aBnsaeTcsa gucko-andy3noHHbIM
METOJOM U NONMHOCTBIO OTNMYAETCH OT 0ObIYHbIX ANCKOBbIX
MeToAoB. ['paaneHT KOHLEHTpaUUn aHTUMUKPOBHOIro
npenapata B ETEST npeasaputenbsHo cdopMUpoOBaH,
npegonpeneneH n ctabuneH, u He 3aBUCUT OT Anddy3nu.

CocTtaB Habopa
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MHavemayanbHas ynakoBka: Kakaasa TecT-nonocka coaepxur:
412289 30 TecT-nonocok * OunanasoH MUK uednogokcuma: 0,016—256 mkr/mn

1 MHCTPYKUMSA NO NPUMEHEHUNIO, KOTOPYH MOXHO 3arpy3uTb C canTta www.biomerieux.com/techlib

Heobxoaumble MaTepuanbl, He BKITlOHeHHble B KOMMJNEeKT

MaTtepuanbi
» ObwenabopatopHoe MuKkpobuonormyeckoe obopyaoBaHue
* TamnoHbIl (CTEPUIbHbIE, HETOKCUYHbBIE U HE CIIULLIKOM MIIOTHO CKPYYEHHbIE) Y MPOBUPKY.
+ PyyHon annnukatop [Hanpumep, Mini Grip-It (Homep no katanory 411200), BakyymHbIi nnHLeT NEMA C88™ (Homep
no karanory 559804), nMHLET unn aHanornyHoe yCcTpomcTBo].

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

* WukybaTtop (+35 °C = 2 °C).

» MuKpoopraHuambl Ansi KOHTPOMNS KayecTsa.

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

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

PekomeHayemble nuTaTenbHble cpeabl

[ns onpeneneHus 4yBCTBUTENBbHOCTU K aHTUMUKPOOHBIM nNpenapartam (AST) crnegyeT ucnonb3oBaTb
BbICOKOKa4eCTBEHHbIE Cpebl ONpeaeneHHoro coctaBa, obecneymsaroLLme XopoLwmii pocT (CM. Tabnuuy 1 B KoHLE
pasgena «/IHCTpYKUUSi NO NPUMEHEHMNIO» HAcTOSLLIEro BKNabllla B ynakoBky). [Ins obecneyeHnsi nony4eHnst TOUHbIX
1 OOCTOBEpPHbIX nokasartenen MUK npoaykums BbIOpaHHOM TOProBOM Mapkun A0MKHA UMETb XOPOLLYHO
BOCMPOU3BOAUMOCTb OT NapTUX K NapTuu.

YTtobbI npoBepuTb Ka4eCTBO Cpeabl, NpoBeanTe nccnegoBaHme ¢ NOMOLLbIO noaxoaAalmx WrtaMmmMoB MUKPOOPraH3mMoB
AnNa KOHTPONA KayYecTBa. CM. Bknabiw B ynakoBKYy, I'Ipe}JOCTaBJ'IﬂeMbIIZ npoussoauTenem cpeabl.

Y6eauntecs, 4TO TonLwmMHa arapa B vaLuke lNMeTtpu coctaenset 4,0 £ 0,5 mm 1 umeet pH 7,3 £ 0,1.

MpepocTepexeHust U Mepbl NPEAOCTOPOXHOCTH

* Tonbko ANA AMarHOCTUKM in vitro.

* Tonbko Ans npod)eccMoHanbLHOro UCNoNb3oBaHUA. [JaHHbIA TECT NpeAHa3HayYeH ANs UCMONb30BaHMUS
KBanuuLMpOBaHHbIMU COTPYAHUKaMKU nabopaTopuu.

» Bcerga cobniogaiite npaBuna acenTuku Bo Bpemsi paboTbl ¢ obpasuamu 6akTepranbHbix KynsTyp. Heobxogumo
cTporo cobntofatb YyCTaHOBMNEHHbIE MepPbl NPEAOCTOPOXHOCTA B OTHOLLEHNM MUKPOOMONOrMYeCKMX PUCKOB.

» TecT-nonocku npegHasHaveHbl TONbKO AN 04HOKPATHOIO NPUMEHEHUS U He AOMKHbI MCMONb30BaTbCS NOBTOPHO.

YcnoBus XpaHeHUs U CTabUNbHOCTb

* XpaHuTb npun TemMmnepartype, yKa3aHHOIZ Ha ynakoBKe.
* He MCI’IOJ'IbSyIZTe peareHTbl Nocne NcTted4eHna cpoka roaHoOCTU, YKa3aHHOro Ha ynakoBke.

» Tect-nonockm ETEST HeobxoamMmo Bcerga xpaHuTb B CYXOM, MPOXaAHOM, 3aLLMLLEHHOM OT BO34EWCTBUSA SIPKOrO
cBeTa MecTe.

* He xpaHute TecT-nonocku ETEST, octaBlumecs nocne BCKPbITUSA MHOMBUAYANbHOW YNaKOBKN.

Ucnonb3oBaHue

* MNepep ncnonssoaHuem TecT-nonocok ETEST u3 HepacKkpbITOn ynakoBku HEOB6X0AMMO OCMOTPETL YNakoBKy Ha
npegmeT OTCYTCTBUS NOBpexXAeHUn. He ucnonbsynte B crnyyae, ecnu ynakoska 6bina nospexageHa.

* MNocne n3bATMA U3 XONOAUNBHNKA/MOPO3UIbHNKA HEOBXOAMMO BblAepXaTb UHAMBMAYANbHYIO YNaKOBKY Npu
KOMHaTHOW TemnepaType A0 BCKPbITUA (OKono 15 MUHYT, ecrnn TemnepaTtypa XxpaHeHus coctasnsana +4 °C, nnm
okorno 30 MUHYT, ecnu TemnepaTypa xpaHeHus coctasnsna -20 °C). 3BnekaTb TECT-NONOCKY U3 YNakoBku criegyeT
HEenocpeACcTBEHHO Nepes ncnonb3osaHneM. MNepea BCKpbITUEM YNAKOBKM HEOBXOANMO A0XAATLCA NOMHOro
ncnapeHus Bnaru, Kotopasi Morfna CKOHAEHCMPOBATLCS Ha BHELLHEN NMOBEPXHOCTM YNaKoBKM.
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* He npukacaritecb K NOBEPXHOCTU TECT-MOMOCKU, HA KOTOPOW HAXOAMTCH rPafMeEHT (K CTOPOHE, NPOTUBOMOIIOXHOW
wkane MUK). Ong B3aTusa tect-nonocok ETEST pekomeHayeTcst UCNonb3oBaTh PyYHON annnvkaTop [Hanpumep,
Mini Grip-It (puc. 1), BakyymHbiii nuHueT NEMA C88™ (puc. 2), nuHUeT nin nogo6Hoe “M ycTpoicTeo]. B criyuae
n3BneyeHus Tect-nonocok ETEST Bpy4Hyt MUHLETOM MK NoA00OHBIM YCTPOMCTBOM pa3peLuaeTcsi npukacaTbes
TONBKO K KOopeLlkaM (TOMy MeCTy, Ha KOTOPOE HaHeceH 2- nnu 3-6yKBeHHbIN KofA,).

‘u

Puc. 1 Puc. 2
M3Bne4veHne Tect-nonocku ETEST 13 unamemnayansHom M3BnedeHne Tect-nonockm ETEST 13 kapTpuaka ¢ NOMOLLBIO
yNakoBKu ¢ nomMotubto Mini Grip-It BakyymHoro nuHueta NEMA C88™

* UHCTpyKUUM AN MHAUBUAYANbHOWN YNAKOBKMU:

Mpexpae Yem OTKPbIBaTb YNaKOBKY, OCTOPOXHO NMOCTYYMTE YNakoBKOW Mo TBEPAON NOBEPXHOCTY,
YTOGbI TECT-MONOCKA OKa3anach Ha HE YMaKoBKM, 3aTeM 3aKMUTE YNakoBKy Mexay 60rbLinm
1 yKa3aTenbHbIM ManbLamMu, NOMeCTUMB KOHYMK GOMbLLOro nasnbLua B yriyoneHune Ha 3agHen
CTOpOHeE.

HaxmunTe GonblunmM nanbuemM Brepes 1 ykasartenbHbIM nanbLem Hasag, YTobbl OTNOMUTL
anoM1MH1eByo 060MoYKy, NpY 9TOM BRAaronornoTUTeNb AOMMKEH OCTaTbCA B BEPXHE YacTu
YMaKoBKMU.

OTOrHMTE BEPXHIO YacTb Ha3ad, YTOObl MOMTHOCTbLIO OTKPbITb YNAKOBKY.

M3BneknTe TecT-nonocky ETEST 13 ynakoBku ¢ NOMOLLbIO MUHLIETA MW APYroro annnukaTopa.

MHCprKLI,VIﬂ no npumeHeHuro

MpurotoBneHue CycneH3uun n noceB

1.
2,
3.

[oseaute cpeny v Tect-nonockv ETEST go komHaTHOWM Temnepatypsl.

Cwm. Tabnuuy 1 B kOHUE 3TOro pasgena.

MoproToBbTE CYyCNEH3NI0: CyCneHANpYMNTE XOPOLLO M30NMPOBaHHbIE KONTOHMK, BbIPOCLUME HA Yallke C arapom

B TeYEeHMe HoYn. Y6eanTechb B HanMymMm B NOCEBHOW CyCneH3nmn npasunbHoro konnyectsa KOE/mn
(konoHneobpasytoLasa eguHMLA) OTHOCUTENBHO COOTBETCTBYIOLLEro cTaHaapTa no wkane Mak®apnanga. JaHHbin
MYHKT OCOBEHHO BaXXeH ANS MUKPOOPraHN3MOB CO CIIOXHBIMW NMUTaTeNbHbIMU MOTPEOHOCTAMU, U CIN3UCTBIX
KOJTOHWI MUKPOOPraHn3MoB. Mpu npaBunbHOM NPUroTOBMEHNM CYCNEH3NW Nocne KynbTUBNPOBaHNS AOMKEH ObIThb
MOryyYeH CNMOLIHOW UMM NPaKTUYECKN CMIOLWHON POCT Ha MOBEPXHOCTU CPeAbl.

CraHpapTbl MyTHOCTY Mo wkane Mak®apnanga He rapaHTMpyOT NPaBUIIbHOTO KONMYECTBA XN3HECNOCOBHbIX
6akTepun B cycrneHann. Heobxoanmo npoBOAUTL PerynsapHbIA NOACHET KOMIOHWI AN NPoBepkn Toro, obecnevnsaeT
mm
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ucnonb3yemasi MeToguka nocesa MnoflyyeHne HYXXHOro KonmyecTBa XunsHecrnocobHbix 6aktepuin (8 KOE/mn).

CwmotpuTe pasgen KOHTPOIIb KAYECTBA.

5. BbINOMHUTE NOCEB: OKYHUTE B MOCEBHYH CYCMNEH3NIO CTEPUIIBHBIN, HETOKCUYHbIA U HE CITULLKOM TYrO CKPYYEHHbII
TamnoH. Yaanute n3bbITOK XMOKOCTU, NPUXaB TaMMOH K BHYTPEHHEW NOBEPXHOCTM CTEHKM Npobupku. Yaanute
GonbLue XMOKOCTU, Korga Aenaetcsi Noces Ha Yalky guameTpom 90 MM, U MeHbLUE NPU 3aceBaHWK YallKu
avametpom 150 mm. TwatensHO pacnpenenuTe CycrneH3unio No NOBEPXHOCTY arapa LUTPUXaMu B TpeX HanpasneHusx,
Kaxablii pa3 noBopaymBas yalluky Ha 60 rpagycoB, 4Tobbl 06ecneunTb paBHOMEPHOE pacnpenerieHne NoceBHOro
maTepvana. B kayecTse ansTepHaTUBLI MOXHO MCMONb30BaTh MHoKynaTop RETRO C80™ ans adpdekTvsHOro
pacnpeneneHnsi NOCEBHOW CYyCNeH3Un No NOBEPXHOCTM arapa (puc. 3) (MHCTPyKUMM CM. B PyKOBOACTBE Mofb30BaTenst
nHokynstopa RETRO C80™). aiite n3bbITky BNaru ancopbuposaTthbcst B TedeHne 15—20 MUHYT, Tak YTobbl
NOBEPXHOCTb Oblfla NONMMHOCTLIO CyXOM nepen HaHeCeHUeM TecT-NoNocokK ¢ rpagueHTom ETEST.

Puc. 3

lMoceBs Ha yallKy ¢ arapoM ¢ NOMOLLbIO MHoKynsTopa RETRO C80™

HaHeceHue TecT-NnonocokK u MHKysaLWIiI

1. Y6epuTtechb, YTO 3acedHHas NOBEPXHOCTb arapa MOMHOCTLIO CyXas.

2. Ortkponte ynakoky ETEST, kak ykazaHO B MHCTPYKLMM MO BCKPbITUIO U paboTe C TEeCT-NOMNocKamm.

3. Tect-nonockn ETEST MOXHO HAHOCUTbL Ha 3aCeSHHYI0 NOBEPXHOCTb arapa C NMOMOLLIbI0 PYYHOrO annnvkaTtopa
[Mini Grip-It, BakyymHoro nuHueta NEMA C88™ (puc. 4), nMHLETa Uimn Apyroro aHanorMyHoro ycTpoiicTeal nméo
aBTOMaTuyeckoro annnukatopa SIMPLEX C76™ (puc. 5). Pasmectute Tect-nonocky ETEST wkanon MUK Beepx
(Mo HanpaBnNEeHWIo K KPBbILLKE YallKn) 1 MaKCMMarnbHOW KOHLEHTpauuen 6nmxke K Kpato yallkm (puc. 4 u 5).

Low

N
=
\

HaHeceHnue TecT-nonocku ETEST Ha noBepxHOCTb
arapusoBaHHOI cpefbl C MOMOLLbIO BaKyyMHOTO NuHLETa
NEMA C88™

Puc. 5

HaHneceHue TecT-nonocku ETEST Ha noBepxHOCTb
arapusoBaHHOW cpefibl C MOMOLLbIO aBTOMaTU4YECKOro
annnukatopa SIMPLEX C76™

4. MoxHOo ncnonb3oBath WabnoH Anst onTMMarnbHOro nomeLleHnst Tect-nonocok ETEST paBHoyganeHHO opyr ot
Apyra B Yaluke ¢ arapom. B ogHon yawike gnametpom 150 Mm ¢ arapomM MOXHO pa3mecTuTb [0 LWEeCTU TeCT-NoNoCcoK
ETEST (puc. 6a), a B ogHom Yawke guametpom 90 mm ¢ arapom — o Asyx (puc. 66). [lnsa MMkpoopraHM3moB

bioMérieux SA
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C OXngaemon BbICOKOW YyBCTBUTESTbHOCTbIO VICI'IOJ'Ib3yl7ITe MEHbLLE TECT-NOMOCOK Ha Yallke gnametpom 150 mm
N TONbKO OAHY TECT-NOJIOCKY Ha Yallke AUaMeTpoM 90 Mm.

Puc. 66.

LLlabroH ans 6 TecT-nonocok B Yaiuke gnametpom 150 mm LLlabnoH Ans 2 TecT-nonocok B Yaiuke guametpom 90 mm

Heobxoanmo YGG,CI,VITI:CH, YTO TECT-MOSI0CKa MOTHOCTLIO NpuUneraeT K NOBepXHOCTM arapa. He cnegyert pasmellarb
TECT-NOJIOCKY B NepeBepHYTOM MOJIOXKEHUN, TaK KakK annunc VIHFVI6VIpOBaHVI9I He o6pa3yeTc9|, NOCKOJbKY aHTUOMNOTUK
He MOXEeT MPOHWKHYTb Yepe3 HEMOPUCTYHO NIacTUKOBYHO TECT-NOMOCKY. MNpn HeobXxoaUMOCTUN MOXHO yoanntb
BO34YLUHbIE MOMOCTU, BUANMbIE MO TECT-NOMTOCKON, OCTOPOXKHO HaXMMas Ha TECT-MOSTOCKY (He aBurasa ee) KOHYUKOM
annnmkatopa nnm nMHUEToM, Npu 3TOM HanpasneHne OBnXeHna OOIMKHO ObITb OT MMHUMAIbHON KOHUEHTpauunn

K MakcumMmanbsHon. ManeHbKne nys3bipbKy HE BAUAKOT Ha pesynbrathl TecTupoBaHus. Nocne HaHeceHUA TecT-
NOJIOCKY Henb3A cABUratb, MOCKOJIbKY nponcxogut MrHoBeHHoe BbICBOGOXAEHMEe aHTUONOTHUKA B arap.
KyJ'IbTVIBVIpOBaTb YallKy ¢ arapom criegyet B nepeBepHYyTOM NOJ10XEeHNN (KprLUKOVI BHVIS), nocTaBneHHbIMWU OpYyr Ha
apyra, HO He 6ornee 5 valuek, B COOTBETCTBUM C ycnoBuAaMK, npuBeeHHbIMU B PYKOBOACTBE HUXKE.

Tabnuua 1. YkasaHusa no BbIGOpy nuTaTenbHbIX cpea, NnoAroToBKe NoOCeBHOro MaTtepuana u KynbtuBupoBaHuio

MoceBHow matepuan KynetBnpoBaHue
pynna ArapusoBaHHas OnTuyeckast
NNoTHOCTb (Mo Temnepartypa
MUKpOOpraH13moB nuTaTeneHas cpepa MutatensHas cpeaa @) Wkane ( e 22 C)y P ATmocdepa Bpewms (4acbt) ©)
Mak®apnanga
0,5
0,85 % NaCl (unm (1, ecrm . OkpyxatoLas
A3pobbl Mionnepa-XvHToHa conesoli pacTeop) KOroHuS +35°C cpena 16-20
cnmaucTas)
Mpumeyanwns:

a) Bbino yctaHoBneHo, 4To cycneHsnanbHbIv pacteop (Homep no katanory V1204) (no TekcTy conesov pacTBop)
coBmectum ¢ ETEST.

6) Y6eamTech, 4TO YallKka C arapoM KyrnbTMBMpOBarnach B TEYEHNE PEKOMEHOBAHHOMO NEPUOLA BPEMEHU, NpeEXae
YeM CHUMaTb NoKasaHusi, 0COBEHHO B Criy4ae 3amearieHHOro NPOsiIBNEHNs yCTOMYMBOCTU Y MEOJIEHHO pacTyLLUX
NPUXOTMMBbBIX MUKPOOPraHN3MOB.

PesynbraTtbl 1 MHTEepnpeTaums

Yyer pe3ynbraToB

Korga poct 6aktepuii xopoLlo 3ameTeH, cumTanTe 3HadeHne MUK B mecTte, rae annunc nHrmbmposaHus nepecekaet
TecT-nonocky. KoHeyHble 3HaueHns MUK B metoge ETEST 06bI4HO YETKO BbipaXkeHbl, HO MOTyT HabnaaTbes

1 pas3nunyHble KapTUHbI pocTa/MHrmMbnposaHms. Cm. nnncTpauumn Huxe (PUCYHKN 7 u 8).

He yunTbiBanTe pesynsraTbl, €Cnv KynsTypa BbIrMSANT CMELLaHHON UK ecnv pocT GakTepuin o4YeHb
HEe3HauYUTENbHbIN UMK CANLLKOM rycTou. lMoBTopuTe TecT.

[ns 6akTepuumaHbIX NpenapaTos, Takux Kak Lednogokeum, koHewHoe 3HaveHne MUK cnepyet yuntbiBatb

B KOHEYHOW TOYKE MOSTHOro MHIMbmpoBaHus pocTta. NomyTHEHNE 1 Makpo- U MUKPOKOMOHWM B Npeaenax 3 mm ot
TECT-MNOMOCKM CriefyeT YUYnUTbIBaTb Kak PpOCT (PUCYHOK 9).

PocTt Boonb Bcero rpagmeHTa (OTCyTCTBME 3Mnmnca MHrMbupoBaHust) o3HadvaeT, 4To 3HavyeHne MUK Bbiwe unu
paBHO HaMBbICLLUEMY 3HAYEHWIO Ha LKane. Annunc MHIMGUPOBaHNS HKe rpagneHTa o3HadvaeT, 4yTo 3HadeHne MUK
HWXe, Yem Hanbornee HM3Koe 3Ha4YeHne Ha LuKane.

M36biToYHas Bnara B Yalukax nepep noceBoM, He[OCTaTOYHO BbICYLLUEHHasA NOBEPXHOCTb Nepes HanoxeHnem TecT-
NOMoCOK /1N HEPaBHOMEPHO 3aCesiHHbIE LLUTPUXOM NMOBEPXHOCTN MOTYT NPUBECTM K OTCYTCTBUIO CMIOLLHOIO pocTa
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unu 3ybuyatbiM kpasim annunca. MNoBTopuTe TECT, eCnn y4eT KoHeYHbIX nokasatene MUK 3atpygHeH. B cnyyae
HepoBHbIX nepeceyeHunin MUK ¢ nonockon yunteiBaTe 6onbluee 3HadeHue. Ecnu passegeHunn > 1, noBTopuTe TECT.
* B cnyyae TyHHenbHOro pocta npeHebperaTe TOHKOW NMMHWEN pocTa BAOMb TECT-MOMOCKU.

Mpumepbl yyeTa pe3ynLTaTtoB

256
192
128
96
64
48
32
24
16
12
8
6
4
3
2
-
.50
.38
25

O

Puc. 9

Puc.7
S. aureus E. coli MWKpO- 1 MaKpOKOMOHUK Ans
ATCC® 2921 3"" ATCC® 25922"“ Ll,ed)aJ'IOCI'IOpMHOB cnenyert yuynuTbiBaTb
KakK pocT.
MWK = 3 mkr/mn MWK = 0,75 mkr/mn MVIK = 192 MK/
WHTepnpeTtauus

Onsa nHtepnpetaumm 3HaveHnii MUK, nonyyeHHbIx ¢ nomowbio metoga ETEST, MOXHO Nonb3oBaThCs NOPOroBbIMU
3HaveHnsmn MUK ans onpegenexHusa Kateropuin MHTeprnpeTauum, onyonnMKoBaHHbIMIU YNpaBneHneM No KOHTPOSTHO
KayecTBa NULLEBbLIX NPOAYKTOB 1 nekapcTeeHHbIx cpeacTs (FDA)/CLSI, EUCAST wn/vnu Bawmnm HauMOHanbHbIM
KOMUTETOM.

TeKyLue norpaHuyHble 3HaYeHUs NprBeaeHbl Ha Takmx Beb-cantax: https://www.fda.gov n/unuhttps://clsi.org n/nnm
www.eucast.org.

Byayun nonHocTblo KonnyecTBeHHbIM MeTogom onpegenenns MUK, ETEST gaet Bo3amoxHOCTb nabopaTtopum
coobwmTb TovHbIe 3HaveHns MUK BmecTe ¢ kaTeropuewn nHtepnpetaunn. ETEST onpepenset 3HaveHna MUK no
HenpepbIBHON LUKane 1 MOXeT Noka3aTb pe3yrnbsTaThl B MPOMEXYTOYHOM MOMOXEHUN MexXay TPpaguUMOHHbLIMU
OBYKpaTHbIMW passBedeHnsmu (B nonpassegequs). Ecnn snavenmne MUK no metogy ETEST HaxoauTca mexay
CTaHAapTHbIMU ABYKPaTHBIMU pa3BedeHnsMu, TO ero cnegyeT OKpYrnuTb A0 Grnvkaniiero BepxHero 3Ha4eHns
OBYKpaTHOro pa3BefeHns nepeq TeM, Kak KaTeropusmpoBsartb.

lpumep nopozosbix 3Had4eHul MK EUCAST (mka/mn):

S
I
YyecmeumenbHocmb npu R
HyecmeumenbHocms npu .
cmaHOapMmMHOM pexume . Yemodiqusocms
ysenu4yeHHoMm 8o30elicmeuu
0do3uposaHusi
<0,06 0,12—1 22

MWK 1 mkr/mn no metogy ETEST kaTeropmavpyeTcs Kak 4yBCTBUTENBHOCTb NpU YBENUYEHHOM Bo3aencTeum (1), B TO BpeMs kak
KOHUeHTpauus 1,5 okpyrnsieTcs 4o 2 MKI/MN U kaTeropusupyeTcsi kak yctonunsocTb (R).

KOHTpOﬂb KavyecTBa

UT06bl NpoBEpUTL paboune xapakTepucTukn Habopa peareHToB ETEST, kauecTBo cpen, NOCEBHOrO MaTepuana
1 UCMonb3yeMblX NpoLeayp, NPoTeCTMPYITe WTamMMbl AN KOHTpons kadectsa (KK), npvBeaeHHbIe B crieqytoLLen
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Tabnuue. PeareHTbl n ncnonb3dyemble npouenypbl CHUTAKTCA yOOBNETBOPUTENTbHBbIMU, €CIN NONYyYeHHbIe 3Ha4YeHUA MUK
COOTBETCTBYIOT cneayrowmnm cneundmrkaumsam KOHTPONA KayecTsa:

MWK AHTUMUKPOBHOIO OVATA30HbI MUK ONA KK ETEST (mkr/
MPEMAPATA (Mkr/mn) KoLO LUTAMMbI ONA KK ETEST M)
Lledonoaokcum S. aureus ATCC® 29213™ 1-8 2
PX
0,016-256 E. coli ATCC® 25922™ 0,25-1 2.6
MprmeyaHus:

+ a) CLSI M100: Performance Standards for Antimicrobial Susceptibility Testing, 29t Edition (CLSI M100.
HopmaTtuBHble nokasaTtenu TeCTUpoBaHNS aHTUMUKPOOHOIM YyBCTBUTENLHOCTH, 29-e n3gaHue).

* 6) EUCAST: European Committee on Antimicrobial Susceptibility Testing, version 9.0, valid from 2019-01-01
(EUCAST: EBponeickuii KOMUTET NO TECTMPOBAHUIO aHTUMUKPOBHOM YyBCTBUTENBHOCTU, Bepcus 9.0,
pevicteuTenbHa ¢ 01.01.2019 r.).

Pesynbrathl aHanM3a naumeHTa He cnegyet coobuatb, ecnu pesynbratsl KK BeIXOAAT 3a npeaens! yTBEPXKAEHHbIX
3HayeHu KK. Yactorta npoBegeHusa KK gomkHa yctaHaBnmBaTbCs Kaxaon naboparopuen MHOMBUAYarnbHO.
PykoBogsdLmne npuHUMnbl NpeacTaBneHbl B JOKYMEHTax Mo onpeaeneHnto YyBCTBUTENBHOCTU K aHTubmotmkam CLSI
cepuit MO7 n M100. '- 2

Mpepenbl 3HaveHun ana KK metoga ETEST moryT otnmyaTecsa ot cneundukauni CLSI n (nnn) EUCAST B HEKOTOpbIX
cnyyasx. MNpepensl 3HaveHun ana KK metoga ETEST ocHoBbiBatoTCA Ha obwmpHomn 6ase, cobpaHHOM Npu KOHTPONIbHOM
TeCTUpoBaHWM BOMbLLIOro YMcna cepuii peakTMBOB B TEYEHNE HECKOIBKMX ET, U BKIOYAOT AaHHbIE MHOMOLEHTPOBbIX
nccrneaoBaHun.

Ecnu 3HavyeHusa MUK B oTHoweHuu witammoB Ans KK HaxoasaTtca Ha nonpa3ssegeHunst Huxe HkHero npegena KK, nx
cnepyeT OKpYrMuTb A0 BrivkanLiero BepxXHero 3Ha4eHns ABYKpaTHOrO pa3BedeHns nepeq TeM, Kak yCTaHOBUTb
cootBetcTBue KK. MNogobHbIM obpasom, ecnn 3HaveHna MUK HaxogsaTca Ha nonpassefeHns Bbille BEPXHEro npeaena
KK, nx cnegyet cuntatb HecooTtBeTcTBYIOWMMU KK.

Heobxoarmo NpoBoanTbL PErynsipHbIv NOACHET KOMOHWIA ANs NPOBEPKM TOro, obecnevmBaeT N nofyyYeHHasi NoTHOCTb
CyCrneH3un NoCEBHOro MaTepurana nofnyyYyeHne 4oCTaToMHOrO KONMYecTBa X13HecnocobHbix 6akTepuii B KOE/mn.
MpurogHbIi MaTepuan Ans nocesa Aact NpubnuanTensHo ot 1-5 x 108 KOE/mn.

CTtaHpapTbl MyTHOCTU No Mak®apnaHAay He rapaHTUMPYIOT NPaBUITbHOIO KONIMYeCTBA XXU3HEeCNOCOBHbIX
6aktepun B KOE/mn.

Oxunpaemble pe3ynbraTthbl

YpoBHU YyBCTBUTEJIbHOCTU K aHTMbmnoTnKam ans pPa3nn4yHbIX Ouronornyecknx I'IOI'IyJ'IF!LI,VIVI 6aKTepVIl7I 6onbLue HEBO3MOXHO
npeackasaTtb B CBA3M C NPOrpecCmnBHbIM pa3BUTUEM yCTOI;ILIVIBOCTVI. I'IosTomy na60paTopV|9| AOJNKHa Nnonb3oBaTbCA
OXungaembiMn pesynbratamm MWK pasnuyHbix aHTNOMOTUKOB ANs pedepeHTHbIX LUTAMMOB KOHTPOMS KadyecTBa, 4YTOObI
obecneynTb COOTBETCTBUE TEXHUKU TEeCTUpPOBaHNA HeobxoanmbIM TpeﬁOBaHVIFIM N pa3yMHYH TOYHOCTb noJjiy4aeMblX
KIMMHNYECKMX pe3ynbraToB.

PaGouune xapakTepucTuku

Pabouve xapakrepuctnkun ETEST ana uednogokcuma Obiny ycTaHOBMEHbBI C UCMONb30BaHWEM CPaBHUTENbHBIX OLIEHOK.
371 nccneposaHua nokasanu, 4to MUK no metoay ETEST PX koppenupytoT ¢ pecbepeHTHbIM meTogom CLSI MO71.
MeTon ETEST cunTaeTcs no cyliecTBy akBuMBaneHTHeIM metogam CLSI, korga 3HaveHna MUK n3 obenx npouenyp
nokasbiBatoT nonHoe cooteeTcTBue (EA) = 90 % B npegenax + 1 passegeHus.

Paboure xapakTepucTmku npuBeaeHbl HUXe:

MwukpoopraHunsm LTammel (N) % nonHoro cooTeetcTaus (EA) @)

Aspobbl 215 98

MpumevaHus:
* a) EA — % 3HaveHun MUK B npegenax + 1 passegeHus pedepeHTHOro metoaa.

BaxHble 3ame4yaHus
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1. WHoraa HekoTopble koMOMHaUMK B6akTepum n aHTMBMOTMKa Oal0T HEOXMAAaHHbIE pe3ynbTaThl. B Takmx cnyyasx
MarnoonbsITHOMY nepcoHany 6yaeT CroXHO NPUHATL PeLLEHNE No KOHeYHOMY 3HadeHuto MUK, OgHako, 4ToObI
Hay4YnTbCsl NPaBUITbHO ONpeaensiTb KoHeYHble 3HaveHus MUK, coTpyoHmKn MOryT NpakTUKOBaTbCsl, PErynsipHo
ncnonb3ys peepeHTHbIE LUTaMMbl U CpaBHUBAsA CBOK paboTy ¢ pe3ynsratamu KBanuuumpoBaHHbIX paboTHUKOB.

2. Kak n Bce gaHHble AST, pesynsratsl ETEST sBRs0TCA TONBKO 3HAYEHUSIMU in Vifro n MOryT yKasbiBaTb Ha
noTeHUanbHy YyBCTBUTENbLHOCTE MUKPOOPraHN3MOB in vivo. Vicnonb3oBaHue pe3ynsTaToB npu BbIOOpe neveHus
[OOJKHO ObITb €4UHOMMYHBIM PeLLIEHNEM N OTBETCTBEHHOCTbLIO Nevallero Bpadva. OH gormkeH NpuHMMaTh BO
BHUMaHWE MeOULMHCKUIA aHaMHE3 1 BCIO M3BECTHYH MHGOPMaLMIo O nauneHTe, hapMakoknHeTudeckmne
1 bapmakognHamMmyeckme CBOMCTBA aHTUBMOTMKA U KITMHUYECKUIA ONbIT NeYeHNst AaHHbIM NpenapaToM MHAEKLUIA,
BbI3BaHHbIX KOHKPETHbIM 6aKkTepuanbHbIM NaTtoreHoM. Takke criegyeT y4uMTbiBaTh TUM aHTUOMOTKKA, L03Y U PEXUM
[031poBaHMs.

3. [nsa nony4eHus AONOMHUTENBHON MHPOPMALIMN O KOHKPETHBIX OFPaHUYEHUSIX B MHTEPNPETaLunN pe3ynsTaTtoB u/mnm
OrPaHUYEHUSAX KITMHUYECKOTO UCMONb30BaHUSA aHTMONOTUKA B Pa3nnYHbIX TEPaNeBTUYECKMX CUTYaLMSAX CM. Tabnumupl
W CHOCKM Ha cTaHgapTbl MHTepnpeTtaumun MUK B nocnegHux Bepcusax pekomeHgaunn EUCAST nnu gokymenTtoB CLSI
no onpeaeneHnto YyBCTBUTENbHOCTM K aHTMOMOTUKam Ans npoueayp passeaeHus (cepum MO7 n M100). 1,23

YTnnusauumsa orxogoB

yTMﬂMSMpyI;ITe Mcnonb30oBaHHbIE N HEUCNONb30BaHHbIE peareHTbl, a TakXke KOHTaMMHUPOBaAHHbIE pacXoaHble MaTepunanbl
B COOTBETCTBUU C TpeGOBaHVIFlMVI, npeabasndaemMbiMn AnNa ytmnusaumm MHEKUMOHHBIX MaTepmanos.

Kaxpas na60paTopMﬂ 006s3aHa o6pa|.uaTbcg C Nony4yeHHbIMM OTXo04aMW U CTOKaMy B COOTBETCTBUN C UX TUMOM U
CTeneHbo ONacHOCTU, a TakxXe O6pa6aTbIBaTb N yTunm3npoBaTb UX B COOTBETCTBMN C YCTAHOBMEHHbIMU NpaBunamu n
HOpMaMu.

Cnucok nutepatypbl

1. CLSI M07: Methods for Dilution Antimicrobial Susceptibility Tests for Bacteria That Grow Aerobically (Latest edition)
(CLSI M07: MeToabl NpoBEAEHUS TECTOB Ha OnpeaerieHne YyBCTBUTENbHOCTM a3pobHbIX GakTepuii k
aHTUMUKPOOBHLIM NpenapaTtam nyTem pasBefeHus (NocrnegHee nsgaHue)).

2. CLSI M100: Performance Standards for Antimicrobial Susceptibility Testing (Latest edition) (CLSI M100.
HopMaTtuBHbIe nokasaTeny TeCTMPOBaHWS aHTUMUKPOBHON YyBCTBUTENBHOCTU (MOCreaHee usnaHue)).

3. EUCAST: European Committee on Antimicrobial Susceptibility Testing (Latest edition) (EUCAST: EBponetickui
KOMUTET MO TECTUPOBAHUIO YYBCTBUTENBHOCTU K aHTUMMUKPOOHBLIM Npenapartam (nocnegHee nsgaHue)).

Tabnuua cumBonNoB N 0603Ha4YeHUN

Cumeon O603Ha4eHne

Howmep no katanory

MepguuunHckoe nsngenve ans
JNarHoCTUKW in vitro

M3rotoBuTtenb

TemMnepaTypHbI Auana3oH

Mcnonb3oBaTb A0

<Lk G

Kopg, naptun

-
o
'

3ar|peT Ha NOBTOPHOE NpuMmeHeHne

O6paTtntech K MHCTPYKLMK NO
NPUMEHEHMIO

=)
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CumBon O603Ha4eHne
Copep>XMmoro oCTaTodHO Ans
npoBedeHNs N-KonM4yecTBa TECTOB

&I [aTa narotosneHus

OrpaHu4yeHHasa rapaHTus

KomnaHus bioMérieux rapaHTupyert, 4To paboune xapakTepucTnki JaHHOro n3gennsi COOTBETCTBYIOT YKa3aHHOMY
npegycMOTPEHHOMY Ha3Ha4YeHMWIo B TeYEHME BCEro CpoKa aKCnnyaTaumm npyu ycnoBumm, 4To CTporo cobnoaeHbl Bce
npouenypbl N0 NCNONb30BaHUIO, XpaHeHuo 1 obpaboTke 1 Mepbl 6e3onacHOCTH, kKak NOAPOOHO U3MOXEHO B MHCTPYKLMSAX
no akcnnyaTtaumm.

3a 1cknoYeHnem BbllLE€YyKa3aHHbIX Clly4YaeB, KOMMNaHUA bioMérieux He gaeT HUKaKNX rapaHTui, B TOM Yucne
noapasymeBaeMbIX rapaHTui TOBaApHOro Ka4yecTBa U rapaHTUii COOTBETCTBUS npeagnonaraemMomMy Ucnosnb3oBaHUIO, N HE
[aeT HUKaknx obs3aTenscTs, B TOM YMCHe SIBHO BblpaXXeHHbIX, noapadymMmeBaeMbIX NI KOCBEHHbIX, B OTHOLUEHUN
MCNONb30BaHMsA Kakoro-nnbo peareHTa, nporpaMmMHoOro obecneyeHus, np|/|60pa N pacxogHbIX MaTtepuanoB (,u,anee —
«CMCTeMa»), OTIMMYHOIO OT YKa3aHHOIo B MHCTPYKUUAX NO 3KCnnyaTaunn.

UcTopusa nepecmotpoB

KaTteropmm TMnoB nameHeHum

H/M He npumeHumo (nepBoe usgaHue)

KoppekTypa McnpaeneHue ownbok B JOKYMeHTaumm

TexHunyeckme [obaenexune, nepecMoTp W/vnu yaaneHue KacaroLencs npogykra MHdopmauum
N3MeHeHus

AOMUHUCTpATUBHbBIE BBegeHne n3ameHeHnn HETEXHNYECKOIO XxapakTepa, 3acny>X1BarLLUX BHUMaHWS
N3MeHeHUs nonb3oBarens

lMpumeyvaHue. HesHayumernsHble munoepaghckue, 2paMmamuyeckue U3MeHeHUs U USMEHEHUS 8
ghopmamuposaHUU 8 UCMOPUIO NePECMOMPO8 HE BKITHOYEHI.

[ata Bblnycka Homep Bepcun Twvn n3ameHeHun 0630p M3MEHEHUN
2021-06 052610-01 MepBoe usgaHue H/MN

[na nonyyeHms TEXHUYECKOWN KOHCYNbTauMm U NogaepKkm npocbba obpallarbcs K ynonHOMOYEHHOMY NpeacTaBuUTento
npousBoauTens Ha Tepputopun Poccunckon degepaumm:

000 «6rnoMepbe Pyc»
Appec: Poccus, 115230, Mocksa, 1-bin HaratuHckuii npoesg, 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 cnyuae BbisiBneHnsi NO604YHbIX 4ENCTBUNA, HE YKa3aHHbIX B MHCTPYKLUM NO NPUMEHEHUIO UNN PYKOBOACTBE MO
aKcnnyataumMm MegUUMHCKOIo U3Oenusi, HexxenaTerbHbIX peakLmii Npyu ero NpMMeHeHn1, ocobeHHoCTeN
B3aMMOOEWNCTBUSA MEANLIMHCKNX N3genuin Mmexay cobom, hakTtoB M 06CTOATENLCTB, CO3AatoLLMX YrPo3y XKU3HU U
300pOBbI0 IPaXgaH M MEeANLMHCKUX PabOTHUKOB NpU NPUMEHEHWU U SKCMyaTauum MeauUMHCKUX U3AEenuin,
HeobxoAumo HanpaBuTb COOBLLEHNE, coaepXallee ykasaHHble ceefeHus, B PeaepanbHyto crnyx0y no Haasopy B
cchepe 30paBOOXpPaHEHUS B COOTBETCTBUM C AEMCTBYIOLLMM 3aKOHOA4ATENBCTBOM.
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BIOMERIEUX, norotun BIOMERIEUX, ETEST, ctpun ETEST, NEMA C88, RETRO C80 u SIMPLEX C76 siBnsitotcst
NCMOoNb3yeMbIMU, 3aperncTPUPOBaAHHBLIMU /UMM HAXOASLLMMUCS B NPOLIECCE PerncTpauuy ToBapHbIMU 3HaKamu,
npyvHagnexawmmMmm komnaHumn bioMeérieux, ogHON N3 JOYEPHUX NN BXOASALWMUX B €€ rpynny KOMNaHuM.

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

ToBapHbI 3HaK 1 ToBapHoe nmsa ATCC, a Takke ntobble Homepa no katanory ATCC — ToBapHble 3HaKu KOMMaHWm
American Type Culture Collection.

EUCAST o3HavaeT EBponeinckunii KOMMTET MO TECTUPOBAHMWIO YYBCTBUTENBHOCTU K aHTUMUKPOOHBLIM NpenapaTtam. 3Tu
OaHHble 6binn npegocTtaBneHsl EUCAST Ha 6e3Bo3me3gHon ocHoBe 1 aocTynHbl Ha cante EUCAST: www.eucast.org.
ABsTOpckue npasa Ha Hux octatotcs y EUCAST. Pekomengauun EUCAST yvacto o6HoBnsoTCA. VX nocneaHve Bepcuu
[OCTynHbl Ha Beb-cante www.eucast.org.

D,pyrl/le Ha3BaHUA N TOBApPHblIE 3HAKU NpUHaanexart Ux 3aKoOHHbIM BriagerbLam.

dotorpacmm: 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
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