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ETEST® Oxacillin (OX) (0.016-256 pg/mL)

Etest OX OXACILLIN — E-tecT okcaumnnuH 256 (ganee no tekcty metogq ETEST OX, ETEST, Tect-nonocka
ETEST, metog ETEST, HaGop peareHTtoB ETEST, TecT, TecT-nonocka)

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 OX moxHO ucnonb3oBatb anga onpegenexHus MUK okcaumnnmHa B OTHOLLEHWM CrEeAYOLWNX

MWKPOOPraHM3mMoB:

* A3pobbi:
o [pamnonoxuTenbHble aspobbl: Staphylococcus

MpvHUMN

ETEST npeacraBnsieT cobor TOHKYI0, UHEPTHYHO,
HeMopMCTYIO 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 COOPMUPOBAHHBIN rpagueHT
KOHLUEHTpauun aHTMbMOTNKa HEMEANEHHO NPOHMKaeT

B arap, a 3atemM obpasyeTt CTaburbHbIN,

HenpepbIBHbINA, SKCNOHEHLManbHbIN rpagueHT
KOHLUEHTpauumn aHTMB1OTNKa HeNnocpeaCcTBEHHO Nof TecT-
nonockon. MNMocne nHky6aumm, B pesynsrare KOTopon
6akTepunanbHbI POCT CTAHOBUTCHA 3aMeTHbIM, BOOMb TECT-
MOTOCKM MOXHO YBUAETb CUMMETPUYHbIV 3MUMC
UHrMbnposaHus. 3HaveHne MUK cunTbiBaeTcs Co LwKkanbl
B MKI/MM NP1 NOSTHOM MHrMBUpoBaHWUM pocTta bakTepui

B MeCTe nepeceyeHns 3a0CTPEHHOIO KOHLAa annunca

C TECT-MOMNOCKOW.

HecmoTps Ha cxoAcTBO € AUCKO-ANAEY3NOHHBIM METOAOM
(aHanornyHas npouenypa NpUroToBNeHNA NOCEBHON
KynbTypbl, BbIOOP NUTaTEnsbHON CPefbl U YCroBuS
uHky6aummn), ETEST He aBnaeTcsa AUCKO-anddY3NOHHbIM
METOAOM W MOSHOCTLIO OTNMYAETCA OT OObIYHBLIX ANCKOBbIX
MeToA0B. ['paaneHT KOHLUEeHTpaunm aHTUMUKPOBHOro
npenapata B ETEST npegsaputensHo cchopMUpoBaH,
npegonpeaeneH n ctabuneH, n He 3aBUCKT OT Andy3nn.

CocTtaB Habopa

Kon AB
aHTUMUKpoBHOro
npenapara 256
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8
lkana MUK g BKmOIHEHuwaanbM
3

(mrr/mn)

AHTUMUKPOGHbLIN
15 rpagueHtT

Obpaszey mecm-nonocku ETEST

(8 3asucumocmu om nipenapama 0oCcmyriHbl pas3nuyHbIe

wiKarbel cHuUmbI8aHus)
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MHavemayanbHas ynakoBka: Kakaasa TecT-nonocka coaepxur:
412432 30 TecT-nonocok « OunanasoH MUK okcauunnuna: 0,016—-256 mkr/mn

1 MHCTPYKUMS MO NPUMEHEHUIO, MOXHO 3arpy3uTb C carnTa www.biomerieux.com

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).

* MwukpoopraH13mbl A4S KOHTPOMSA 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.

MpenocTepexeHus n Mepbl NPESOCTOPOXHOCTH

* Tonbko ANA AMarHoCTUKM in vitro.

* Tonbko AnsA npodecCcMoHaNbLHOro UCNONb3oBaHUA. [JaHHbIN TECT NpeaHa3HayYeH ANs UCMONMb30BaHMWS
KBanMuUMpoBaHHbIMU COTPYAHMKaMKU nabopatopum.

» Bcerga cobniogarite npaBuna acenTuku Bo BpeMsi paboTbl ¢ obpasuamm baktepuanbHbix Kynstyp. Heobxoammo
cTporo cobntoaaTtb yCTaHOBMNEHHbIE MEPLI MPEAOCTOPOXHOCTM B OTHOLLEHUM MUKPOOMONOTMYECKNX PUCKOB.

» TecT-nonockn npegHasHavyeHbl TONbKO AN OOHOKPATHOIO NPUMEHEHUS U HE AOMKHbI MCMONb30BaTbCs NOBTOPHO.

YcnoBusa xpaHeHUA U CTabUNbLHOCTb

* XpaHuTb Npu TeMnepaType, yKasaHHOW Ha ynakoBKe.

* He ncnonbayiiTe peareHTbl MOCNe UCTEYEHUS CPOKa rOAHOCTU, YKa3aHHOro Ha yNakoBKe.

» Tecrt-nonockm ETEST Heobxoammo Bcerga xpaHuTb B CYXOM, MPOXaAHOM, 3aLLMLLEHHOM OT BO34EWCTBUSA SIPKOro
cBeTa MecTe.

* He xpanuTe TecT-nonockn ETEST, ocTtaBLumnecs nocne BCKPbITUSA MHOAUBUAYANbHON YNaKOBKMU.

Ucnonb3oBaHue

+ Mepep ucnonb3oBaHneM TecT-nonocok ETEST 13 HepackpbITOM yNakoBkM HEOGXOAMMO OCMOTPETL YNakoBKy Ha
npeaMeT OTCYTCTBUSI MOBPEXAEHMiA. He ucnonbayiiTe B cryyae, ecnv ynakoBka Gbina noBpexzaeHa.

+ TMocne n3bATHS U3 XONOAUNBHUKA/MOPO3UIbHUKA HEOGX0AMMO BbiLEPXKATh MHAUBUAYANbHYIO YNaKoBKy Npu
KOMHaTHO# TeMnepaType [0 BCKpbITUSA (Okorno 15 MUHYT, ecnv TemnepaTypa xpaHeHusl cocTaBnsana +4 °C, unu
okorno 30 MUHYT, ecrnn TemnepaTypa xpaHeHusi coctaensina -20 °C). M3BnekaTtb TECT-NONOCKY M3 yNakoBKU criefyeT
HenocpeaCTBEHHO Nepes, UCMonb3oBaHueM. MNepes BCKPbITUEM YNakoBKU HEOBXOAMMO A0XAATLCS MOMHOMo
ucnapeHusi Bnaru, KOTopasi Morna CKOHAEHCMPOBATLCS HA BHELLHEW NMOBEPXHOCTH YNaKOBKY.
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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.

MHCprKUMFl no npuMeHeHuro

MpurotoBneHune cycneH3nm u noces

1. Hoseawute cpeny u Tect-nonockn ETEST go koMHaTHON TeMnepaTtypbl.

2. Cwm. Tabnuuy 1 B KOHLUe 3TOro pasgena.

3. lMoaroTtoBbTE CyCcneH3uto: CycneHaANpyMNTe XOPOLLO N30NIMPOBAHHbIE KOMOHUW, BbIPOCLUME Ha Yallke C arapom
B TeYeHMe HoYn. Y6eamTech B HanMumm B NOCEBHOWN CyCneH3nun npasunbHoro konnyectsa KOE/mn
(konoHneobpasyoLlan eanH1LA) OTHOCUTENBbHO COOTBETCTBYHOLLEro cTaHaapTa no wkane Mak®apnaHga. [aHHbIn
NYHKT 0COBEHHO BaXeH AN MUKPOOPraHN3MOB CO CIOXHbIMU NUTATENbHbIMU NOTPEOHOCTAMM, U CIIU3NUCTbIX
KOMOHUIM MUKPOOPraHu3amoB. Mpu npaBunbHOM NPUrOTOBMAEHUN CYCNEH3MN NOCNe KyNbTUBMPOBAHUSA AOMKEH ObiTb
Nory4eH CNoLWHOW UM NPaKTUYECKN CMMOLIHON POCT Ha NOBEPXHOCTU Cpeabl.
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4. CTtaHpapTbl MyTHOCTM No WKane Mak®apnaHaa He rapaHTMPYHT NPaBUITbHOTO KOJIMYECTBA KU3HECTOCOGHbIX
GakTepuit B cycrneHann. Heobxoamnmo npoBoanTb perynsipHbIi NOACYET KONOHUIA AN NpoBepku Toro, obecneyvsaeT
1M Ucnonb3yemas METOAMKA NoceBa NomnyyYeHne HYy)KHOMo KONMYeCTBa KU3HecnocobHbIX GakTepuii (B KOE/mn).

Cwmotpute pasgen KOHTPOJIb KAYECTBA.

5. BbINonHUTE NOCEB: OKYHWTE B MOCEBHYIO CYCMEH3NI0 CTEPUIbHBIA, HETOKCUYHBIN U HE CIIULLIKOM TYro CKPYYeHHbIN
TaMnoH. Yaanute nsbblTOK XXNAKOCTU, NPUXaB TaMMOH K BHYTPEHHEN NMOBEPXHOCTN CTEHKN NPOBupkX. Yaanute
6onbLuUe XMAKOCTU, KOrAa AenaeTcs Noces Ha vallky gnametpom 90 MM, U MeHbLUE NpK 3aceBaHNM YaLLKu
avameTpom 150 mm. TwaTtensHO pacnpedenute CycrneH3nto No NOBEPXHOCTM arapa LTpyuxamu B Tpex
HanpaBneHnsx, kKaxapln pa3 noBopaynsas yalky Ha 60 rpagycos, 4Tobbl 06ecneunTs paBHOMEPHOe pacnpeaeneHe
NoceBHOro MaTepuana. B kauecTse ansTepHaTVBLI MOXHO MCMonb3oBaTh MHokynatop RETRO C80™ ans
3adpeKTMBHOIO pacnpeaeneHns NOCeBHON CyCcrneH3nmn No NoBEpPXHOCTM arapa (puc. 3) (MHCTPYyKUMKU CM. B
PyKOBOACTBe nonb3osaTens uHokynatopa RETRO C80™). Naiite usbbiTky Bnarm ancopbuposaThcs B TedeHne 15-20
MWHYT, Tak 4TOObl NOBEPXHOCTb ObliNa NONIHOCTLIO CyXOW Nepes HaHeceHMeM TeCT-NOJIOCOK C FPaAuEeHTOM

TEST

Puc. 3

lMoces Ha yallKy ¢ arapoM ¢ NOMOLLbIO MHoKynsTopa RETRO C80™

HaHeceHue TecT-nonocok u MHKysaLWIiI

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

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

3. Tect-nonockn ETEST MOXHO HAHOCUTbL Ha 3aCeSHHYI0 NOBEPXHOCTb arapa C NMOMOLLIbI0 PYYHOrO annnukaTtopa
[Mini Grip-It, BakyymHoro nuHueta NEMA C88™ (puc. 4), nMHLEeTa unm Apyroro aHanorMyHoro ycTpoiicTeal nméo
aBTOMaTuyeckoro annnukatopa SIMPLEX C76™ (puc. 5). Pasmectute Tect-nonocky ETEST wkanon MUK Beepx
(Mo HanpaBnEeHWIo 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 MOMOLLbI0 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 paBHoyaganeHHO opyr ot
Apyra B Yaluke ¢ arapom. B ogHon yawike gnametpom 150 MM ¢ arapomM MOXHO pa3mecTuTb A0 LWEeCTU TeCT-NoN0oCcoK
ETEST (puc. 6a), a B ogHom Yawke guametpom 90 mm ¢ arapom — o Asyx (puc. 66). [lnsa MMkpoopraHM3moB
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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 Yaluke gnameTpom 150 mm LLlabnoH Ans 2 TecT-nonocok B Yaiuke guametpom 90 mm

5. Heobxoammo y6enmTbesi, YTo TECT-NMONIOCKA 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 MONIOCTU, BUAVMbIE MO TECT-MOMOCKOW, OCTOPOXHO HaXMMasi Ha TECT-MOOCKY (He ABWrasi €e) KOHYUKOM
annnukartopa Unu rNMHLETOM, Mpu 3TOM HanpaeneHue ABWKEHNS JOMMKHO ObITb OT MUHMMAIIbHOWM KOHLEHTpaLumm
K MakcumarnbHoON. ManeHbkve ny3bipbku HE BIIMSIIOT Ha pe3yrbTaThl TECTUPOBaHUs. Mocrne HaHeceHUs TecT-
NomnocKy Hernb3A CABUraTb, MOCKONbLKY MPOMCXOANT MIHOBEHHOe BbICBOGOXAEHME aHTUGMOTUKA B arap.

6. KynbTvBUpOBaTb Yallku C arapoM CriefyeT B NepeBepHYTOM MONOXeHUM (KPbILLKOW BHWU3), MOCTaBIIEHHbIMU ApYT Ha
Apyra, Ho He Gonee 5 yalluek, B COOTBETCTBUM C YCMOBUSIMU, NPUBEAEHHBIMU B PYKOBOLACTBE HIKE.

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

MoceBHow matepuan KynetBnpoBaHue
pynna ArapusoBaHHas OnTuyeckast
NNoTHOCTb (Mo Temnepartypa
MUKPOOpraHn3MoB nuTartenbHas cpefa MutatensHas cpeaa @) ( Fi yp ATmocdepa Bpewms (4achbt) &)
LuKane (2 °C)
Mak®apnanga
24 ona
S. aureus
Mtonnepa- 0,85 % NaCl (unn (o]
Staphylococcus po i ( 0,510 +35°C Kpy>KatoLLasn 48 ons
XuHTtoHa + 2 % NaCl COneBoW pacTBop) cpena KoarynasooTpuL
aTenbHbIX
Staphylococcus
MpnmeyaHus:

* a) bbINo ycTaHOBNEHO, YTO CyCcrneH3narnbHbI pacTBop (Homep no katanory V1204) (no TekcTy ConeBoi pacTBop)
coBmectum ¢ ETEST.

» 6) Bonbluee KONMYECTBO NOCEBHOM KYMbTYpbl yNy4LlaeT BbiABMEHWE HU3KOTO YPOBHSI PE3UCTEHTHOCTW.

+ B) Y6eamTech, 4TO Yallka C arapom KyrnbTMBMpOBanach B Te4EHNE PEKOMEHA0BAHHOIO Nepuoaa BpeMeHU, Npexae
YeM CHUMaTb NoKasaHusi, 0COBEHHO B Criy4ae 3amearieHHOro NPOsiIBNEHNS YCTOMYMBOCTU Y MEOJIEHHO PacTyLLUX
NPUXOTNMBLIX MUKPOOPraHW3MOB.

PesynbraTtbl 1 MHTEepnpeTaums

YyeT pe3ynsraToB

» Korpa poct 6akTepuii xopoLuo 3ameTeH, cuutante 3HadeHne MUK B mecTte, rae annunc MHrmbuposaHus nepecekaet
TecT-nonocky. KoHeuHble 3HadeHns MUK B metoge ETEST 06bI4HO YeTKO BbipaXeHbl, HO MOryT HabntogaTbcs
1 pas3nunyHble KapTUHbI pocTa/MHrMbnposaHms. Cm. nnncTpauumn Huxe (PUCYHOK 7 u 8).

* He yuutbiBanTe pesynsraTbl, €Cnuv KynbTypa BbIFMSAUT CMELLaHHON U eCcrnv pocT GakTepuin 04eHb
HEe3HaYUTENbHbIN UMK CANLLKOM rycTou. MoBTopuTe TecT.

+ [Ins 6akTepuumaHbIX NpenapaTos, TakMX Kak oKcauunnunH, koHeyHoe 3HaveHne MUK cnegyeT cunTbiBaTh B TOYKE
NonHoro nHrmbrposaHusa pocTa. [ToMyTHEHUE N Makpo- M MUKPOKONIOHUW B NpeAenax 3 MM OT cTpuna cnegyeT
YyUYnTbIBaTb Kak PoCT (PUCYHOK 8).

» Poct Boonb BCero rpagueHTa (OTCyTCTBME 3nnunca UHrMbrnposaHus) o3HadvaeT, 4To 3HadeHne MUK Bbiwe mnnu
paBHO HaMBbICLLEMY 3HAYEHWIO Ha LKane. Annunc MHIMGUPOBaHNS HKe rpagneHTa o3HavaeT, 4yTo 3HadeHne MUK
HWXe, Yem Hanbornee HM3Koe 3Ha4yeHne Ha LuKane.

bioMérieux SA pycckum - 5
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* M3bbITo4Has Brara B Yallkax nepen nocesom, HeOCTaTOYHO BbICYLLIEHHadA NOBEPXHOCTb nNepen HanoXeHnem T1ect-
NorocoK u/mnm HepaBHOMEPHO 3aceAHHbIe LTPUXOM NOBEPXHOCTN MOTYT NPUBECTU K OTCYTCTBUIO CMJTOLLHOIO pocCTa

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

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

B cly4vyae TyHHeJ1bHOro pocrta npeHereraVlTe TOHKOW NMHMEN pocTa BAOSMb TECT-NOSIOCKMN.

Mpumepbl yyeTa pe3ynLraTtoB

256
192
128
96
64
48
2
T
96
3 64
6 48
RE 32
- 2 - 24
16
12
8 !
6 4
4
8
2 il
1.5
1.0 4
&
Puc.7 Puc. 8
S. aureus S. aureus
ATCC® 29213™ ATCC® 43300"
MWK = 0,38 mkr/mn MWK = 32 mkr/mn

WHTepnpeTtauus

Onsa natepnpetaumm 3HaveHnin MUK, nonyyeHHbIx ¢ nomoubio metoga ETEST, MOXHO Nonb3oBaThCA NOPOroBbIMU
3HaveHnssmm MUK anst onpegeneHusa Kateropuin MHTeprnpeTauumn, onyonnMKoBaHHbIMIW YNPaBneHNEM No KOHTPOSTHO
Ka4yecTBa MULLEBbIX MPOAYKTOB U nekapcTBeHHbIx cpeacts (FDA)/CLSI, EUCAST w/vnu BawmM HauMoHanbHbIM
KOMUTETOM.

TekyLMe norpaHnYHbIe 3HAYEHWS NPUBEAEHbI HA Takux Beb-cavtax: https://www.fda.gov n/vnu https://clsi.org n/vnn
www.eucast.org.

Byayun nonHocTbio konuyecTBeHHbIM MeTogoM onpeaenernus MUK, ETEST gaeT Bo3amMoxHOCTb nabopatopuu
coo6LWMTb ToUHbIe 3Ha4veHns MUK BmecTe ¢ kaTeropuenn nitepnpetauun. ETEST onpegensiet 3Havenns 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
CTaHAapTHbIMY ABYKpaTHbIMW pa3BedeHns MU, TO ero criegyeT OKpYrnuTb A0 Grvikanllero BEpXHEro 3HaueHust
OBYKpaTHOro pa3BefeHns nepeq TeM, Kak KaTeropusmpoBsartb.

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

S
I
YyecmeumenbHocmsb npu R
YyecmeumenbHocms npu .
cmaHOapmMHOM pexume . Yemodiqusocms
ysenudyeHHom 8o30elicmeuu
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).

KOHTpO.ﬂb KadyecTBa
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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:

MUK AHTUMWUKPOBHOIO OVATA3O0HbI MUK ONA KK ETEST (mkr/
MPEMAPATA (Mkr/mn) KoLO LUTAMMbI ONA KK ETEST M)
OkcaumnnmH S. aureus ATCC® 29213™ 0,125-0,52)
OX ™
0,016-256 S. aureus ATCC® 43300 >8
MpumeyaHwns:

+ a) CLSI M100: Performance Standards for Antimicrobial Susceptibility Testing, 30t Edition (CLSI M100.
HopMmaTtuBHbIe NokasaTeny TeCTMPOBaHWS aHTUMUKPOBHOI YyBCTBUTENBHOCTH, 30-€ nsgaHue).

Pesynbrathl aHanv3a naumeHTa He cnegyet coobuiatb, ecnu pesynbtatsl KK BeIXoaaT 3a npefens! yTBEPXKAEHHbIX
3HayeHuin KK. Yactorta npoBeneHusa KK gomkHa yctaHaBnmBaTbCs kaxaoun naboparopuen MHOWBUAYanbHO.
PykoBogsdLme npuHUMnbI NpeacTaBneHbl B JOKYMEHTax Mo onpeaeneHnto YyBCTBUTENbHOCTU K aHTubmotmkam CLSI
cepuit MO7 1 M100.": 2

Mpepenbl 3HaveHun ana KK metoga ETEST moryT otnmyaTecsa ot cneundukaunii CLSI n (nnn) EUCAST B HEKOTOpbIX
cnyyasx. MNpepenbl 3HaveHun ana KK metopa ETEST ocHoBbiBatoTCA Ha obwmpHon 6ase, cobpaHHOM Npu KOHTPOINIbHOM
TecTMpoBaHMu B60NbLLIOrO YMCna Cepun PeakTUBOB B TEYEHNE HECKOMbKMX JET, Y BKITHOYAKT AaHHbIE MHOTOLEHTPOBbIX
MUCCneaoBaHun.

Ecnu 3HavyeHusa MUK B oTHoweHuu witammoB Ans KK HaxoasaTtca Ha nonpa3ssegeHnst Huxe HkHero npegena KK, nx
cnegyeT OKpYrmMuTb A0 BrnvkanLlero BepxXHero 3Ha4eHns ABYKpaTHOrO pa3BedeHns nepeq TeM, Kak yCTaHOBUTb
cootBetcTBue KK. Nogo6HbIM obpasom, ecnn 3HaveHna MUK HaxogaTca Ha nonpassBefeHys Boille BEPXHEro npegena
KK, nx cnegyet cuntatb HecooTtBeTcTBYlOWMMU KK.

Heobxoanmo NpoBoanTbL PErynsipHbIv NOACHET KOMOHWIA NS NPOBEPKM TOro, obecneymBaeT N nony4YeHHasi NNoTHOCTb
CyCrneH3un NOCEBHOro MaTepuana nonyyYyeHue 40CTaToMHOMO KONMYeCTBa XM3HeCnocobHbix 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 XU3HEeCNOCOOHbIX GakTepui
B KOE/mn.

Oxunpaemble pesynbraThbl

YpoBHU YyBCTBUTEJIbHOCTU K aHTMbmnoTnKam ans pa3nnyHbIX Ouronornyecknx I'IOI'IyJ'IﬂLI,VIVI 6aKTep|/|17| 6onbLue HEBO3MOXHO
npeackasaTtb B CBA3UM C NPOrpeCccuBHbIM pa3BUTUEM yCTOI;I‘-IMBOCTVI. I'IosTomy na6opaTopV|ﬂ AO0JNKHa Nonb3oBaTbCA
OXungaembiMn pesynbratamm MWK pasnuyHbix aHTNBMOTUKOB ANs pedepeHTHLIX LUTAMMOB KOHTPOMS KadyecTsa, 4YTOObI
obecneynTb COOTBETCTBUE TEXHUKU TECTUPOBaHUA HeobxoanmbIM Tpe6OBaHVIF|M N pa3yMHYH TOYHOCTb nojly4aeMblX
KIMMHUYECKMX pe3ynbraToB.

Paboumne xapakTepucTukm

Pabouve xapakrepuctnkun ETEST ansa okcaumnnuHa 6binm yCcTaHOBMEHbI C UCMOSIb30BAHUEM CPABHUTENbHbBIX OLIEHOK.
311 nccnenosaHns nokasanu, uyto MUK no metoay ETEST OX koppenupytoT ¢ pedbepeHTHbIM MeTogom CLSI MO71.
MeTon ETEST cunTaeTcs no cyliecTBy akBMBaneHTHbIM metogam CLSI, korga 3HaveHua MUK u3 obenx npouenyp
nokasbiBatoT nonHoe cootBeTcTBue (EA) = 90 % B npegenax + 1 passegeHus.

PaGoune xapakTepucTuKM NpuBeaeHbl HUXE:

MwuikpoopraHuam Lrammel (N) % nonHoro cooTeetcTeus (EA) @)
Staphylococcus 465 94

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

BaxHble 3ameyaHus

1. WHorga HekoTopble koMBUHaUmMm 6akTepum n aHTMBMOTUKa JaloT HEOXMAaHHbIe pedynbTraThl. B Takux cnydasax
MaroonbITHOMY NepcoHany 6yaeT CNOXHO NPUHATL peLleHre 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 passeaeHns (cepum MO7 n M100). 1.2.3

YTunusaumsa orxonos

YTUnnsnpymnTe Ucnonb3oBaHHbIE N HENCMNONb30BAHHbIE peareHTbl, a Takke KOHTaMUHUPOBAHHbIE pacxXo4Hble MaTepuarnbl
B COOTBETCTBUA C Tpe6OBaHVIFIMVI, npegbsaBngeMbIiMn ANs YyTUNN3aunum NHEKLMOHHBIX MaTepmnanos.

Kaxxgasa nabopatopus ob6a3aHa obpallatbCa ¢ NoNyyYeHHbIMU OTX0A4aMN U CTOKaMM B COOTBETCTBUM C UX TUMOM U
CTeneHbo OMacHOCTH, a Takke 06pabaTtbiBaTh U YyTUNM3NPOBATbL MX B COOTBETCTBUM C YCTAHOBIEHHBLIMM NpaBunamMm 1
HopMamu.

Cnucok nutepatypsbl

1. CLSI M07: Methods for Dilution Antimicrobial Susceptibility Tests for Bacteria That Grow Aerobically (Latest edition)
(CLSI MO7: MeToabl npoBefeHNst TECTOB Ha onpeaerneHne YyBCTBUTENbHOCTU a3pobHbIX GakTepuii k
aHTUMUKPOOHbLIM NpenapaTtam nyTem pasBedeHus (nocnegHee nsgaHue)).

2. CLSI M100: Performance Standards for Antimicrobial Susceptibility Testing (Latest edition) (CLSI M100.
HopmaTtusHble noka3aTenu TeCTUPOBaHUSA aHTUMUKPOOHON YyBCTBUTENBHOCTY (MOCNeaHee n3aaHue)).

3. EUCAST: European Committee on Antimicrobial Susceptibility Testing (Latest edition) (EUCAST: EBponetnckun
KOMMWTET MO TECTUPOBAHMIO YYBCTBUTENBHOCTU K aHTUMMKPOOHBLIM NpenapaTtam (nocnegHee usgaHve)).

Tabnuua cumBOonNoB N 0603Ha4YeHUN

Cumeon O603Ha4eHne

Homep no kaTanory

MepguuunHckoe nsnenve ans
JNarHoCTUKW in vitro

M3arotoBuTenb

TemMnepaTypHbI Auana3oH

Mcnonb3oBaTb A0

Kog naptum

3anpeT Ha NOBTOPHOE NpuMeHeHne

O6paTtntech K MHCTPYKLMK NO
NPUMEHEHMIO

= |5 ] ~<|E & &
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CumBon O603Ha4eHne

Copaep»mMmoro 4oCTaTodHO Anst
npoBedeHNs N-KonM4yecTea TECTOB

&I [aTta nsrotoBneHus

OrpaHuyeHHas rapaHTus

KomnaHusa bioMérieux rapaHTupyeTt, 4ToO pa60qme XapakTepucTtukn oaHHOro n3genma CoOoTBeTCTBYOT yKa3daHHOMY
npeaoycMoTpeHHOMY Ha3Ha4eHUI0 B Te4eHne BCero CpokKa akcniyaraumm npm ycnoBumn, 4T1o CTpPOro cobrntogeHsl Bce
npouenypbl N0 NCNONb30BaHUKD, XPaHEHUIO U 06pa60TKe n Mepbl 6Ge3onacHoCTu, Kak I'IO}J,pO6HO M3N0XEHO B UHCTPYKLUMAX
no akcnnyaraumn.

3a vcknoveHnem BbllLE€YyKa3aHHbIX Clty4YaeB, KOMMaHUA bioMérieux He gaeT HUKaKNX rapaHTui, B TOM 4ucne
noapasymeBaeMbIX rapaHTMI TOBApHOIO KayecTBa 1 rapaHTU COOTBETCTBUSA npegnonaraemMomMy Ucnosib3oBaHuIo, N He
[aeT HMKaknx 06a3aTenbCcTs, B TOM YMCHe SBHO BblpaXXeHHbIX, NnoapadymMmeBaeMbIX UM KOCBEHHbIX, B OTHOLLEHUN
NCMNONb30BaHWsA Kakoro-nnbo peareHTa, nporpaMMHoOro obecneyeHus, an60pa 1 pacxogHbIX MaTtepuarnoB (,qanee —
«CVICTeMa»), OTIIMYHOIO OT YKa3aHHOIo B MHCTPYKUUAX NO 3KCnnyaTtaumn.

UcTopusa nepecmoTpoB

Kateropuu TMNoB nsameHeHui

H/M He npumeHnmo (nepBoe n3gaHue)

KoppekTypa McnpaeneHune ownbok B JOKYMEHTALMM

TexHunyeckune [obGaBneHne, nepecMoTp U/Mnu yganeHne KacarwLlencs npogykra nHgopmMaumm
N3MEHEHUdA

AOMUHUCTPaTUBHbIE BBeneHne n3amMeHeHUNn HETEXHUYECKOTO XapakTepa, 3acny>X1BatLLNX BHUMAHWS
N3MeHeHUs nonb3oBarens

MpumeyaHue. He3HadyumernbHbie muriozpagckue, epaMmMamuyecKue USMEeHEHUs U UBMEHeHUs 8
hopmMamuposaHuU 8 UCMOPUID NEPECMOMPO8 HE BKITKOYEHbI.

[ata Bbinycka Homep Bepcun Tun nameHeHnn O630p U3MeHeHUN
2021-10 055763-01 MepBoe n3gaHue H/M

[ns nonyyeHnsi TEXHNYECKOWN KOHCYNbTaLun U NoaaepXku npocbba ob6pallatbes K yNornHOMOYEHHOMY NpeacTaBUTErNio
npounssoguTens Ha tepputopun Poccuiickon degepaumm:

000 «broMepbe Pyc»
Appec: Poccusa, 115230, Mocksa, 1-bii HaratuHckun npoesg, a. 10, ctp. 1
Ten./dbakc: +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
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B cnyyae BbisiBNeHWss NOGOYHBIX AeACTBUN, HE YKasaHHbIX B UHCTPYKLMK MO NPUMEHEHUIO U PYKOBOACTBE Mo
aKCnnyaTauumM MeamuUmMHCKOTo U3AENs, HexenaTerbHbIX peakuuii Npu ero NpuMeHeHnn, ocobeHHocTen
B3aUMOAENCTBUSA MEQULIMHCKUX U3Aenuii Mexady coBGom, hakToB 1 0GCTOATENLCTB, CO34a0LLUMX YrPO3Y XKU3HU U
3[0POBbLI0 rPaXaaH U MEOULMHCKUX PaBOTHMKOB NpY NMPUMEHEHNN 1 SKCNyaTauum MeAMLMHCKUX U3aenui,
HeoGXoaMMO HanpaBuTb cooblueHne, codepkallee ykasaHHble cBedeHus, B deneparbHyto cnyxGy no Haasopy B
cihepe 3npaBoOXpaHEHUst B COOTBETCTBUM C OEMCTBYIOLLMM 3aKOHOAATENbCTBOM.

BIOMERIEUX, norotun BIOMERIEUX, ETEST, ctpun ETEST, NEMA C88, RETRO C80 v SIMPLEX C76 sBnsitotcs
NCNONb3yeMbIMU, 3apErMcTPUPOBAHHBLIMU U/UNMN HAXOASLMMAUCS B NPOLIECCE PErNCTPaLMN TOBAPHBLIMI 3HaKaMu,
npvHagnexawmMmm komnaHum bioMérieux, ogHON N3 4OYEPHUX NN BXOAALMX B €€ rpynny KOMNaHWM.

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

ToBapHbIN 3Hak 1 ToBapHoe nma ATCC, a Takxke ntobele Homepa no katanory ATCC — ToBapHble 3HaKu KOMMaHWUm
American Type Culture Collection.

EUCAST o3HauvaeT EBponeiickunii KOMMTET MO TECTUPOBAHMWIO YYBCTBUTENBHOCTU K aHTUMUKPOOHBLIM NpenapaTtamM. 3Tu
AaHHble 6binm npegoctaeneHsl EUCAST Ha 6e3Bo3me3gHON ocHoBe 1 AOCTYMHbI Ha cante EUCAST: www.eucast.org.
ABTopckue npaea Ha Hux octatotcs y EUCAST. PekomeHpgaumnm EUCAST yacTto ob6HoBnsitoTcs. Mx nocneaHue Bepcun
JOCTynHbl Ha Beb-cante www.eucast.org.

[pyrve Ha3BaHMA U TOBapHbIe 3HAKM NpUHaAexaT ux 3aKoHHbIM BragenbLam.

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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