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ETEST® Kanamycin (KM) (0.016-256 pg/mL)

Etest KM KANAMYCIN — E-TecT kaHamuuuH 256 (nanee no tekcty metog ETEST KM, ETEST, TecT-nonocku
ETEST, Ttect-nonocku, metog ETEST, Habop peareHToB ETEST)

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

MeTtog ETEST KM moxHOo ucnons3oBaTb Ans onpegenenns MUK kaHamyumMHa B OTHOLLEHWM CEeaYoLWmnX

MWKPOOPraHM3mMoB:

* A3pobbi:
o pamoTpuuatensHble aspobbl: Enterobacterales

MpuHUMN

ETEST npeacraBnsieT cobor TOHKYI0, UHEPTHYHO,
HeMopWCTYIO NNacTUKOBYIO TECT-MOMOCKY. Ha ogHy CTOPOHY
TecT-nonocku (A) HaHeceHa wkana MUK B mkr/mn, a Ha
APYrylo — CTaHAAPTHLIN FPagneHT aHTubunoTuka.

Korga TecT-nonocky HaHOCAT Ha 3aCesHHYH0 KynbTypoW
MUWKpPOOpPraHn3ma noBepXHOCTb arapn3oBaHHOW cpeabl,
npegBapuTernbHO COOPMUPOBAHHbBIN rpagueHT
KOHLUEHTpauun aHTMbNOTNKa HEMEANEHHO NPOHMKaeT

B arap, a 3atemM obpasyeTt CTaburbHbIN,

HenpepbIBHbINA, SKCMOHEHLManbHbIN rpagueHT
KOHLUEHTpauun aHTMbMOTNKa HeNnocpeaCcTBEHHO Nof TecT-
nonockon. lNMocne nHky6aumm, B pesynsrare KOTopon
6akTepunanbHbI POCT CTAHOBUTCHA 3aMETHbIM, BOOMb TECT-
MOITOCKM MOXHO YBUAETb CUMMETPUYHbIV SMUMC
UHrMbnposaHus. 3HaveHmne MUK cunTbiBaeTcs Co Lwkanbl
B MKI/MM NP1 NOSTHOM MHrMBMpoBaHuM pocTta baktepui

B MeCTe nepeceyeHns 3a0CTPEHHOrO KoHLa annunca

C TECT-MOMOCKON.

HecmoTps Ha cxoAcTBO € AUCKO-ANMEPY3NOHHBIM METOAOM
(aHanornyHas npouenypa NpUroToBNEHNSA NOCEBHON
KynbTypbl, BbIOOP NUTaTENnbHON CPefbl U YCroBuS
uHky6aummn), ETEST He aBnsaeTcsa AUcKo-anddy3nNOHHbIM
METOAOM U MOMHOCTLIO OTAMYaETCA OT OObIYHBLIX ANCKOBbIX
MeToA0B. [[paAneHT KOHLUEeHTpaunm aHTUMUKPOBHOro
npenapata B ETEST npegsaputensHo cchopmMUpoBaH,
npegonpeaeneH n ctabuneH, n He 3aBUcUT OT Anddy3nu.

CocTtaB Habopa

Kon AB
aHTUMUKpoBHOro
npenapara 256
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AHTUMUKPOGHbLIN
15 rpagueHtT

Obpaszey mecm-nonocku ETEST

(8 3asucumocmu om nipenapama 0oCcmyriHbl pas3nuyHbIe

wiKarnbel cHuUmbI8aHus)

bioMérieux SA

pycckui - 1



® .
ETEST® Kanamycin (KM) (0.016-256 pg/mL) 059298 - 01 - 2021-06 - ru

MHavemayanbHas ynakoBka: Kakaasa TecT-nonocka coaepxur:
412382 30 TecT-nonocok « OunanasoH MUK kaHamuumHa: 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

Moces Ha yallKy ¢ arapoM ¢ NOMOLLLIO MHoKynsTopa RETRO C80™

HaHeceHune TecT-noONocok n nHKyb6aumus

1. YbBepuTtecb, 4TO 3acesiHHas MOBEPXHOCTb arapa NOMHOCTHIO CyXas.

2. Ortkponte ynakoBky ETEST, kak ykazaHO B MHCTPYKLMM MO BCKPbITUIO U paboTe ¢ TECT-NOMNocKaMu.

3. Tect-nonockn ETEST MOXHO HaHOCUTb Ha 3acesiHHY0 NOBEPXHOCTb arapa C NOMOLLbIO py4HOro annnukaTopa
[Mini Grip-It, BakyymHoro nuHueta NEMA C88™ (puc. 4), nnHUeTa unn Apyroro aHarorniHoro ycTponcTea) nnéo
aBToMaTmyeckoro annnukatopa SIMPLEX C76™ (puc. 5). Pasmectute Tect-nonocky ETEST wkanoit MUK seepx
(no HanpaBneHUIo K KPbILLKE YaLlK1) N MaKCUMarnbHON KOHUEeHTpaumern brnmxe K kpato vawwku (puc. 4 n 5).

Low

o
G

HaneceHnue TecT-nonockn ETEST Ha noBepxHOCTb
arapv3oBaHHOW cpefbl C MOMOLLIbIO BaKyyMHOro NuHLUeTa
NEMA C88™

Puc. 5

HaHeceHue TecT-nonockn ETEST Ha noBepxHOCTb
arapusoBaHHOW cpefbl C MOMOLLbIO aBTOMaTUYECKOro
annnukatopa SIMPLEX C76™

4. MoXHO 1cnornb3oBaTh LWAabroH Ans onTUMarbHOrO NOMeLLeHus TecT-nonocok ETEST paBHoyaaneHHo apyr ot
Apyra B Yallke c arapoM. B ogHoi yaluke auameTpom 150 MM € arapom MOXHO pa3MecTuTb 40 LEeCTU TECT-NOMOCOK
ETEST (puc. 6a), a B ogHol Yaiuke guameTtpom 90 MM ¢ arapom — o Agyx (puc. 66). [ns MukpoopraHm3amoB
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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

5. Heobxoammo y6enmTbesi, YTo TECT-NONIOCKa MOMHOCTLIO NPUEraeT K NOBEPXHOCTM arapa. He cnenyet pasvelatb
TECT-NOJIOCKY B MEPEBEPHYTOM MOMNOXEHUM, TaK Kak 3MMNUMNC MHIMGUPOBaHUsi He o6pasyeTcsl, MOCKONMbKY aHTUBMOTUK
HE MOXET NMPOHMKHYTb YEPE3 HEMOPUCTYIO MIIACTUKOBYHO TECT-NONOCKY. MNPy HEO6XOAMMOCTU MOXHO yAanuTb
BO3AYLUHbIE MOMIOCTU, BUAVMbIE MO TECT-MOMOCKOW, OCTOPOXHO HaXMMasi Ha TECT-MOJOCKY (He ABWrasi €e) KOHYUKOM
annnukartopa Unu rNMHLETOM, Npu 3TOM HanpaeneHue ABWKEHNS JOMMKHO ObITb OT MUHMMAIIbHOWM KOHLEHTpaLumm
K MakcumarnbHoOW. ManeHbkve ny3bipbky HE BIIMSIIOT Ha pe3yrbTaThbl TECTUPOBaHUs. Mocrne HaHeceHUs TecT-
NomnockKy Hernb3A CABUraTb, MOCKONbLKY MPOMCXOANT MIHOBEHHOe BbICBOGOXAEHME aHTUGMOTUKA B arap.

6. KynbTvBMpOBaTb Yallku C arapoM CriefyeT B NepeBepHYTOM MONOXeHUM (KPbILLKOW BHKU3), MOCTaBIIEHHbIMU ApYT Ha
Apyra, Ho He Gonee 5 yallek, B COOTBETCTBUM C YCMOBUSIMU, NPUBEAEHHBIMU B PYKOBOLCTBE HIXKE.

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

[MoceBHow matepuan KynbtBnpoBaHue
pynna ArapusoBaHHas OnTuyeckast
NNoTHOCTb (Mo Temnepartypa
MUKpOOpraHn3moB nuTatenbHas cpeaa @ | MuratensHas cpepa o) ( po e ATmocdepa Bpewmst (yacbt) ®)
LuKkane (2 °C)
Mak®apnanga
0,5
0,85 % NaCl (unu (1, ecrm OkpyxatoLas
A3pob M -X . ’ +35 °C 16-20
3po6bI tonnepa-X1uHToHa conesoii pacTeop) Kononis cpena
cnmaucTas)
MpumeyaHus:

+ a) CogepxaHue kanbuusi B arape Mionnepa-XuHToHa MOXET OTNnYaTbCs B 3aBMCMMOCTM OT NPOU3BOAUTENS U
cepun. HeobxoaMMo NpoBOANTL KOHTPOSb Ka4ecTBa KaXaon cepumn arapnsoBaHHOWM cpebl.

* 6) BbiNo yCcTaHOBNEHO, YTO CyCcrneH3narnbHbI pacTBop (HoMep no katanory V1204) (no TeKCTy ConeBoi pacTBop)
coBmectum ¢ ETEST.

+ B) Y6eamTech, Y4TO Yallka C arapom KynbTMBMpOBasnach B TeHEHUE PEKOMEHAOBAHHOMO Nepuoaa BpeMEHU, Npexae
YeM CHUMaTb NokasaHusl, 0COGEHHO B Criyyae 3aMeaneHHOro NPosiBieHNs1 YCTOMYMBOCTM U MEANEHHO PacTyLLnX
NPUXOTINBbLIX MUKPOOPraHW3MOB.

PesynbraTtbl U MHTepnpeTaums

Yyer pe3synsraToB

» Korga pocT 6akTepuin XopoLlo 3ameTeH, cuntainTe 3HadeHne MUK B mecTe, rge annunc MHIMGMpoBaHNs nepecekaeT
TecT-nonocky. KoHeuHble 3HaueHns MUK B metoge ETEST 06bIYHO YETKO Bbipa)keHbl, HO MOTyT HabnaaTbes
1 pasnuyHble KapTUHbI poCTa/MHIMbnpoBaHusa. Cm. nnncTpauum Huxe (puc. 7).

* He yuntbiBaiiTe pesynbsraThl, €CNK KynbTypa BbIrMsanT CMELLAHHON UMM eCni pOCT BaKkTepuin 04eHb
He3HaUUTESNbHBIN NN CIIULLKOM rycToW. [MoBTOpUTE TECT.

+ [ns 6akTepuumaHbIX NpenapaToB, TakUX Kak KaHaMWULMH, koHevHoe 3HadeHne MUK cneayet yunTbiBaTh B MECTe
NonHoro nHrmbrnposaHus pocTa. [ToMyTHEHUE 1 MaKpO- UM MUKPOKONIOHUM B Npefenax 3 MM OT TECT-MOJTOCKM
cnegyeT yunTbiBaTh Kak poCT.

» Poct Boonb Bcero rpagueHTa (OTCyTCTBME amnnunca UHrMbrnpoBaHus) o3HavaeT, 4To 3HadeHne MUK Bbiwe mnu
pPaBHO HaMBbICLLEMY 3HAYEHWMIO Ha LuKarne. DNUMNC MHIMOUPOBaHNS HXKe rpagueHTa o3HavaeT, YTo 3HadeHne MUK
HWXEe, YeM Hanbornee HM3Koe 3HaYeHne Ha LiKane.
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* M3bbITo4Has Brara B Yallkax nepen nocesom, HeOCTaTOYHO BbICYLLIEHHadA NOBEPXHOCTb nNepen HanoXeHnem T1ect-
NorocoK u/mnm HepaBHOMEPHO 3aceAHHbIe LUTPUXOM NOBEPXHOCTN MOTYT NPUBECTU K OTCYTCTBUIO CMJIOLLHOIO pocCTta

nm 3y6‘-IaTbIM Kpasm annunca. lNMosTopuTe TecT, ecnm Yy4eT KOHEYHbIX nokasarenen MWK 3aTpyaHEeH. B cny4vae

HepoBHbIx nepecedeHnin MUK ¢ nonockon yunteiBanTe 6onbluee 3HadeHue. Ecnu passegeHunn > 1, noBTopuTe TECT.

B cly4vyae TyHHEeJ1bHOro pocrta npeHe6pera|7|Te TOHKOW NMHMEN pocTa BAOSMb TECT-NOSIOCKMN.

Mpumepbl yyeTa pe3ynLraTtoB

1032
023

Puc. 7
E. coli
ATCC® 25922™
MWK = 1,5 mkr/mn

WHTepnpeTtauus

[ns wHtepnpeTtaunm 3HaveHnn MUK, nonyyeHHbIx ¢ nomoLlbio Metoga ETEST, MOXHO nonb3oBaTbCst MOPOroBbIMA
3HayeHusmm MUK ana onpegeneHns Kkateropuin MHTepnpeTaumm, onybrnmkoBaHHbIMKY YpaBneHnemM no KOHTPOIo
KayecTBa NULEBLIX MPOAYKTOB U nekapcTBeHHbIX cpeacts (FDA)/CLSI, EUCAST w/unu Balimm HauMOHamNbHbIM
KOMUTETOM.

TeKyLue norpaHnyHble 3Ha4YeHUs NprBeaeHbl Ha Takmx Beb-cantax: https://www.fda.gov n/vnu hitps://clsi.org n/nnn
www.eucast.org.

Byay4yn nonHocTblo KonNuyecTBeHHbIM MeTofom onpeaenerdna MUK, ETEST gaeT Bo3amoxHOCTb nabopatopum
coobwmTb TovHbIe 3HaveHus MUK BmecTe ¢ kaTeropuen nHtepnpetaunn. ETEST onpepenset sHavenmna MUK no
HenpepbIBHON LLUKane u MOXeT Noka3aTb pesyrnbsTaThl B MPOMEXYTOYHOM MOMOXEHUN MexXay TpaguUMOHHbLIMU
OBYKpaTHbIMW passBedeHnsmu (B nonpassegenus). Ecnn snavenne MUK no metogy ETEST HaxoauTca mexay
CTaHAapTHbIMU ABYKpPaTHBIMW pa3BedeHnsMu, TO ero cnegyeT OKpYrnuTb A0 Grnvkaniero BepxHero 3Ha4eHns
OBYKpaTHOro pa3BefeHns nepeq TeM, Kak KaTeropusmpoBsartb.

lMpumep nopoeoesix 3HadeHuli MUK EUCAST (mke/mn):

S
)
HyscmeumernbHocmb rpu R
YysecmeumenbsHocms npu .
cmaHOapmMHOM pexume - Yemotiqusocms
ysenu4yeHHom eo3delicmeuu
do3uposaHusi
<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 Ao 2 MKI/MN 1 kaTeropusupyeTcsi kak yctonunsocTb (R).

KoHTponb kayecTBa
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UT06bl NPOBEpUTL paboune XxapakTepucTuki Habopa peareHtos ETEST, kauecTBoO cpefl, NOCEBHOrO MaTepuana

1 1cnonb3yeMblx NpoLeayp, NPOTeCTUPYiiTe WTaMMbl AN KOHTpons kavecTtsa (KK), npuBeaeHHble B criedytoLen
Tabnuue. PeareHTbl U MCMONb3yeMble NpoLeaypbl CYNTAOTCS YAOBNETBOPUTENbHBIMU, €CINM NONyYeHHble 3HaYeHust MUK
COOTBETCTBYHOT CreAYyOLLMM crielmduKkalmnsaMm KOHTPOMs KayecTea:

MWK AHTUMWKPOBHOIO ONAMNA3OHbI MUK ONA KK ETEST (mkr/
MPEMAPATA (MKr/mn) KoL LWTAMMbI ONA KK ETEST M)
KanamuuyuH N . \
. " a
0.016-256 KM E. coli ATCC® 25922 1-4
MpumeyvaHus:

+ a) CLSI M100. Performance Standards for Antimicrobial Susceptibility Testing, 315t Edition.

Pesynbrathl aHanM3a naumeHTa He cnegyet coobuiatb, ecnu pesynbtatsl KK BeIXoaaT 3a npefens! yTBEPXKAEHHbIX
3HayeHuin KK. Yactorta npoBeneHusa KK gomkHa yctaHaBnmBaTbes kaxaon naboparopuen MHOMBUAYanbHO.
PykoBogsLmne npuHUMnbl NpeacTaBneHbl B JOKYMEHTax No onpeaeneHnto YyBCTBUTENbHOCTU K aHTubmotmkam CLSI
cepuit MO7 1 M100.": 2

Mpepenbl 3HaveHun ana KK metoga ETEST moryT otnmyaTecsa ot cneundukauni CLSI n (nnn) EUCAST B HEKOTOpbIX
cnyyasx. MNpepenbl 3Havenun ana KK metopa ETEST ocHoBbiBatoTCA Ha obwmpHorn 6ase, cobpaHHOM Npu KOHTPOINIbHOM
TecTMpoBaHMu 60NbLLIOrO YMCna CepUn PeakTUBOB B TEYEHNE HECKOMbKMX JET, 1 BKITHOYAKT AaHHbIE MHOTOLEHTPOBbIX
MUCCcneaoBaHun.

Ecnu 3HavyeHusa MUK B oTHoweHuu witammoB Ans KK HaxoasaTtca Ha nonpa3ssegeHunst Huxe HkHero npegena KK, nx
cnegyeT OKpYrMuTb A0 BrvbkanLlero BepxXHeEro 3Ha4eHns OBYKpaTHOrO pa3BedeHns nepeq TeM, Kak yCTaHOBUTb
cootBetcTBue KK. MNogobHbIM obpasom, ecnm 3HaveHna MUK HaxogaTca Ha nonpassBefeHns Boille BEPXHEro npegena
KK, nx cnegyet cuntatb HecooTtBeTcTBYtOWMMU KK.

Heobxoanmo NpoBoAnTbL PErynsipHbIv NOACHET KOMOHWIA NS NPOBEPKM TOro, obecnevmBaeT N nony4YeHHasi NNoTHOCTb
CyCneH3un NOCEBHOrO MaTepuana nofnyyYyeHnme 40CTaToMHOMO KONMYeCTBa XM3HEeCNocobHbix 6akTepuii B KOE/mn.
MpurogHbIi MaTepuan Ans nocesa Aact NpuénuanTensHo ot 1-5 x 108 KOE/mn.

CTtaHpapTbl MyTHOCTU No Mak®apnaHay He rapaHTUMPYIOT NPABUITbHOIO KONIMYeCTBA XXU3HEeCNOCOOHbIX 6GakTepui
B KOE/mn.

Oxunpaemble pesynbraThbl

YpoBHU YyBCTBUTEJIbHOCTU K aHTMbmnoTuKam ans pa3nn4yHbIX Ouronornyecknx I'IOI'IyJ'IﬂLI,VIVI 6aKTep|/|17| 6onblLue HEBO3MOXHO
npeackasaTtb B CBA3M C NPOrpeccmnBHbIM pa3BUTUEM yCTOI;I‘-IMBOCTVI. I'IosTomy na6opaTopV|ﬂ AOJNKHa Nonb3oBaTbCA
OXungaembiMn pesynbratamm MWK pasnuyHbix aHTNBMOTUKOB ANs pedepeHTHbIX LUTAMMOB KOHTPOSS KadecTsa, 4YTOObI
obecneynTb COOTBETCTBUE TEXHUKU TEeCTUPOBaHUA HeobxoanmbIM Tpe6OBaHVIF|M N pa3yMHYH TOYHOCTb nojly4aeMblX
KIMMHUYECKMNX pe3ynbraToB.

Paboumne xapakTepucTukm

C nomoLLblo CpaBHUTENMbHbIX OLIEHOK ObINy ycTaHOBMNEHbI paboyne xapaktepuctukn ETEST gnsa kaHamuumHa. 91um
nccnenosaHus nokasanu, 4to MUK no metogy ETEST KM koppenupytoT ¢ pedepeHTHbIM MeTogom CLSI M07." MeTon
ETEST cuuTaeTcs no cylecrBy akBuBaneHTHbIM metogam CLSI, korga 3HaveHns MUK 13 obeux npouenyp
nokasbiBatoT nonHoe coorBeTcTBue (EA) = 90 % B npegenax + 1 passegeHus.

PaGoune xapakTepucTuKM NpuBeaEHbI HUXKE:

MwuikpoopraHuam Lrammel (N) % nonHoro cooTeetcTeus (EA) @)
Aspobbl 127 100

MpumeyaHus:
* a) EA — % 3Havennn MUK B npegenax = 1 pasBeaeHus pedepeHTHOro Metoaa.

BaxHble 3ameyaHus

1. WHorga HekoTopble koMBUHaUmMm 6akTepum n aHTMBMOTUKa JaloT HeOXMAaHHbIe pe3dynbTraThbl. B Takux cnydasax
MaroonbITHOMY NepcoHany 6yaeT CNOXHO NPUHATL peLleHne No koHedHoMyY 3HaveHunto MUK. OgHako, 4ToObl
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Hay4YnTbCs MPaBUIBHO onpeaensTb KoHeyHble 3HadeHuss MUK, coTpyaHUKM MOTyT NpakTUKOBATLCSH, PErynspHo
ncnonb3ysi pedepeHTHbIE LTaMMbl M CpaBHMBAs CBOK paboTy C pe3ynsrataMu KBanuuumnpoBaHHbIX paboTHUKOB.

2. Kak v Bce aaHHble AST, pesynbratbl ETEST aBNs0TCA TONBKO 3HAYEHUSIMU in Vitro n MOryT ykasbiBaTb Ha
noTeHLManbHy YyBCTBUTENbHOCTE MUKPOOPraHN3MOB in vivo. Vicnonb3oBaHue pe3ynsTaToB npu BbIOOpe neveHus
OOMXKHO ObITb €4MHONMUYHBIM PELLEHUEM M OTBETCTBEHHOCTbLIO Nnevallero Bpaya. OH JOMmKeH NpUHUMAaThL BO
BHUMaHWE MeOULMHCKUIA aHaMHE3 1 BCIO M3BECTHY MHGOPMaLMIo 0 nauneHTe, dhapMakoknHeTudeckmne
1 hapMakognMHaMM4ecKkne CBONCTBa aHTUBMOTUKA U KITMHWUYECKUIA OMbIT NEYEHUS AaHHbIM NpenapaToM MHEKLUIA,
BbI3BaHHbIX KOHKPETHbIM 6akTepranbHbIM NaTtoreHoM. Takke criefyeT yuYuTbiBaTh TUM aHTUOMOTHKA, L03Y U PEXUM
[031pOBaHuUs.

3. [nsa nony4eHus AONOMHUTENBHON MHPOPMALIMKN O KOHKPETHBIX OFPAHUYEHUSIX B MHTEPNPETaLUnN pe3ynsTaTtoB u/mnm
OrPaHUYEHMUSX KITMHUYECKOTO NCMOSb30BaHUS aHTMONOTUKA B Pa3nnNYHbIX TEPANeBTUYECKMX CUTYaLMSAX CM. Tabnumupl
N CHOCKM Ha cTaHgapTbl MHTepnpeTtauun MUK B nocnegHux Bepcuax pekomeHgaunn EUCAST nnun pokymenTtoB CLSI
Mo onpeaeneHnio YyBCTBUTENLHOCTY K aHTMBMOTMKaM Ans npoleayp passeaexns (cepum MO7 n M100).1: 2.3

YTnnusaumsa orxogoB

yTMﬂMSMpyI;ITe Mcnonb3oBaHHbIE N HEUCNONb30BaHHbIE peareHTbl, a TakXke KOHTaMMHUPOBaHHbIE pacXoaHble MaTepunanbl
B COOTBETCTBUU C TpeGOBaHVIFlMVI, npeabasndgemMbiMn Ana ytmnmsaulmm MHMEKUMOHHBIX MaTepmanos.

Kaxpas naGopaTopMﬂ 06s3aHa o6pa|.uaTbcg C Nony4yeHHbIMMN OTXo04aMU U CTOKaMn B COOTBETCTBUN C UX TUMOM U
CTeneHblo ONacHOCTU, a Takxe O6paGaTbIBaTb N yTunm3npoBaTb UX B COOTBETCTBMU C YCTAHOBIEHHbIMU NpaBunamu n
HOpMaMu.

Cnucok nutepatypbl

1. CLSI M07: Methods for Dilution Antimicrobial Susceptibility Tests for Bacteria That Grow Aerobically (Latest edition)
(CLSI MQ7: MeToabl npoBeaeHMs TECTOB HA onpeaeneHne YyBCTBUTENBHOCTM a3po6HbIX BakTepui 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 aHTUMUKPOOHBLIM Npenapartam (nocnegHee nsgaHue)).

Tabnuua cumBonoB N 0603Ha4YeHUN

Cumson O603Ha4eHne

Homep no kaTanory

MepguuunHckoe nsnenve ans
JNarHoCTUKW in vitro

<
o

M3arotoBuTenb

TemMnepaTypHbI Auana3oH

Mcnonb3oBaTb A0

Kog naptum

3anpeT Ha NOBTOPHOE NpuMeHeHne

O6paTtntech K MHCTPYKLUMK NO
NPUMEHEHMIO

Coaepxumoro 4OCTaToqHO Ans
nposeneHna n-konn4yecTtesa TeCTOB

< 5 @B~k
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CumBon O603Ha4eHne

&I [aTta nsrotoBneHus

OrpaHnyeHHas rapaHTuA

KomnaHusa bioMérieux rapaHTupyeTt, 4To paGoqme XapakTepucTtukn oaHHOro n3aenna CooTBeTCTBYOT yKa3daHHOMY
npeaoycMoTpeHHOMY Ha3Ha4eHUI0 B Te4eHne BCero CpokKa akcniyaraumm npm ycnoBumn, 4T1o CTPOro cobrntoaeHsl Bce
npouenypbl N0 NCNONb30BaHUKD, XPaHEHUIO U o6pa60TKe n Mepbl Ge3onacHoCTH, Kak I'IO}J,pO6HO MN3N0XEHO B UHCTPYKLUMAX
no akcnnyartaunn.

3a UcKMYeHreM BbileyKasaHHbIX CryvaeB, KOMnaHus bioMérieux He faeT HUKaKnx rapaHTun, B TOM Yucre
nogpasymeBaeMbIX rapaHTUI TOBAapHOrO Ka4eCcTBa U rapaHTMI COOTBETCTBUSA NpeanonaraeMoMy UCromnb30BaHWIo, U He
[aeT HUKaknx 06s3aTenbCTB, B TOM YUCTIE SBHO BbIPaXXEHHbIX, MOAPa3yMeBaeMbIX UITU KOCBEHHbIX, B OTHOLLIEHUA
MCMNONb30BaHWsA Kakoro-nmbo peareHTa, MPOrpaMMHOro obecneyeHus, npubopa 1 pacxogHbiX MaTepuarnos (ganee —
«Cuctemay), OTAMYHOTO OT YKa3aHHOIo B MHCTPYKLMSAX MO IKCNyaTaumu.

UcTopusa nepecmoTpoB

KaTteropuu TMnoB nsmeHeHui

H/M He npumeHnmo (nepBoe usgaHue)

KoppekTypa VcnpasneHue olwmnbok B 4OKYMEHTaLUMM

TexHunyeckme [obGaenexune, nepecMoTp U/Mnu yaaneHue kacarLencs npogykra nHdopmauum
N3MEHEHMS

AOMUHUCTPATUBHbIE BBegeHue n3MeHeHUn HETEXHUYECKOro XapaKTepa, 3acny>X1BatoLmnx BHUMaHNSA
N3MEeHeHMs nonb3oBarens

MpumeyaHue. HesHadyumernbHbie murospagckue, epaMmMamuyecKue USMEeHEeHUs U UBMEHeHUs 8
hopmMamupogaHuU 8 UCMOPUKD NMEPECMOMPO8 HE BKITKOYEHbI.

[ata Bbinycka Homep Bepcumn Tun nameHeHun O630p U3MeHeHUN
2021-06 059298-01 MepBoe n3gaHue H/M

[ns nony4eHnst TEXHNYECKOWM KOHCYNbTaLun 1 NoaaepXku npocbba ob6pallarbes K yrnornHOMOYEHHOMY NpeacTaBUTENio
npounssoguTens Ha Tepputopun Poccuiickon degepaunn:

000 «brnoMepbe Pyc»
Appec: Poccusa, 115230, Mockea, 1-bih HaratuHckun npoesg, a. 10, ctp. 1
Ten./dbakc: +7 (495) 221 10 79
TenedyoH ropsiven nuHum: 8 (800) 250 10 79

e-mail: info.russia@biomerieux.com

Beb-canT: www.biomerieux-russia.com

B cnyyae BbisiBNeHWst NOGOYHbIX AeACTBUN, HE YKasaHHbIX B UHCTPYKLMK MO NPUMEHEHUIO UNW PYKOBOACTBE Mo
aKCnnyaTauumM MeamuUmMHCKOro U3AENs, HexenaTerbHbIX peakuuii Npu ero NpuMeHeHnn, ocobeHHocTen
B3aUMOZENCTBUSA MEQULIMHCKUX U3Oenuii Mexay coBGom, hakToB 1 0GCTOATENbCTB, CO34a0LLIMX YrpO3Y XKU3HU U
3[10POBbLI0 FPpaXaaH U MeANLMHCKMX paGOTHUKOB NPU NMPUMEHEHWUM U SKCMNyaTaLnMy MeOUUMHCKUX U3Lenui,
HeoGXoAMMO HanpaBuTb cooblueHne, codepkallee ykasaHHble cBefeHus, B deneparbHyto cnyx6y no Haasopy B
cthepe 30paBoOXpaHEHUs B COOTBETCTBUM C OEMCTBYIOLLMM 3aKOHOAATENbCTBOM.
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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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