BIOMERIEUX

REF 412251 059046 - 01 - 2022-01 @
ETEST® Ampicillin/Sulbactam (2/1) (AB) (0.016-256 pg/mL)

Habopbl peareHTOB Ana uvaeHTUdUKAUMM U onpefeneHvus  YyBCTBUTENbHOCTU  MUKPOOrpPaHM3MOB K
aHTnbnotukam: Etest AB AMPICILLIN / SULBACTAM (2/1) - E-tect amnuumnnuH/cynbbaktam (ganee no
TekcTy: ETEST, metog ETEST AB, TecT-nonocka, Tect-nonocka ETEST, metog 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 HouYM.

lNMoka3aHusA K nPpUMEeHeHn

MeTton ETEST AB moxHO ncnonb3oBath Anst onpeaenenHna MUK amnvumnnuHal/cynsbaktama (2/1) B OTHOLWEHWUN
crneyoLwmnx MUKPOOPraHN3MOB:

* A3pobbi:
o pamoTpuuatensHble aspobbl: Enterobacterales

» Haemophilus influenzae
* AHaspobbi:
o [pamoTpuuaTenbHble aHaapobbl: Bacteroides, Fusobacterium, Prevotella

o [pamnonoxuTenbsHble aHaapobbl: Clostridium, HecnopoobpasytoLye rpamnonoXuTeNbHbIE NarnoYkm,
rPaMnonoXMTENbHbIE KOKKM

MpuvHUKMN

ETEST npeacraBnset cobom TOHKYI0, UHEPTHYHO, ATg] B

HEenopuCTYO NNacTUKOBYIO TECT-NONOCKY. Ha oaHy CTOPOHY Ken AB

TecT-nonocku (A) HaHeceHa Lkana MWK B mkr/mn, a Ha aHT:g::::iHaom f a

APYryto — cTaH4apTHbIA rpagueHT aHTubunoTuka. @5 A

Korga TecT-nonocky HaHOCAT Ha 3acesiHHYIO KynbTypon §§

MWKPOOpPraHn3ma noBepXHOCTb arapu3oBaHHOW cpeapl, ?g

npeasapuTenbHO ChOPMUPOBAHHBIA rpagueHT Wwana MAK | § Secropeuans i
KOHLIEHTpauum aHTMbMoTMKa HemMeaIeHHO NMPOHMKaeT (wkr/wn) | 3 aHTAIAKPOGHbIA
B arap, a 3aTem 06pasyeT CTaburbHbIN, i3 e
HenpepbIBHbIN, 3KCMOHEHUManbHbIA rpagneHT kS

KOHLIEeHTpauum aHTMbrnoTuka HemocpeacTBEHHO nog TecT- 2

nonockoMn. MNMocne nHky6aumm, B pesynsrate KOTOpow Oea !
6akTepmarnbHbI pOCT CTAHOBUTCS 3aMETHbIM, BAOMb TeCT- 2 b

MOMOCKN MOXHO YBMAETb CUMMETPUYHBIA 3Nnunc o o
UHrMbnpoBaHus. 3HaveHne MUK cunTbiBaeTcs co Lwkanbl O6pas3ey, mecm-nonocku ETEST

B MKI/M Npy NOMTHOM MHIIMOUpPOBaHMM pocTa GakTepui
B MECTe NnepeceveHunst 3a0CTPEHHOro KOoHLA annunca
C TECT-NMOMOCKON.

(6 3agucumocmu om nperapama docmyng/ pas/fiu4yHble
wkKarnsbl C'-ILImbIS&HLIFI)

HecmoTps Ha cxoacTBO € AMCKO-ANAdY3MOHHBIM METOAOM
(aHanoruyHas npouenypa NPUroToBNEHNSI MOCEBHOM
KynbTypbl, BbIOOP NUTATENbLHON CPefbl U YCIOBUS
uHky6aummn), ETEST He aBnsaeTca gucko-andy3noHHbIM
METOJOM U NMOMHOCTBIO OTNIMYAETCH OT 0ObIYHbIX ANCKOBbIX
MeToA0B. 'paAneHT KOHLEHTpaUUN aHTUMUKPOBHOTo
npenaparta B ETEST npeaaputenbHo cdopMUpOBaH,
npegonpeneneH n ctabuneH, u He 3aBUCUT OT Anddy3nu.
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CocTtaB Habopa

WNHavBuayanbHas ynakoBka: Kaxxgaa TecT-nonocka CoaepXuT:
412251 30 TecT-nonocok » Owanasod MUK amnuumnnuHa*/cynsbakrama**

(2/1): 0,016—256 mkr/mn

*IMpouncxoxaeHne: CUHTETUYECKUIA.

**TponcxoxaeHne: NomycUHTETUYECKUN
MUKPOBUONOTNYECKnit.

MHCTpYKUMS NO MPUMEHEHUIO, MOXHO 3arpy3nTb C canta www.biomerieux.com

Heob6xoaumblie MaTepuanbl, He BKIMlO4YeHHble B KOMNONEeKT

MaTepuanbi

» ObwenabopaTopHoe Mukpoburonormyeckoe obopyaoBaHue

* TaMnoHbI (CTepurbHble, HETOKCUYHbBIE U HE CIIMLLIKOM MIIOTHO CKPYYEeHHbIE) U MPOBUPKK.

» PyuHon annnukatop [Hanpumep, Mini Grip-It (Homep no katanory 411200), BakyymHbIi nuHueT NEMA C88 (Homep
no karanory 559804), nuHUET UnNn aHanorM4yHoe yCcTponcTBo].

+ PeareHTbl (peakTvBbl) ANa MaeHTUdMKaLMM MUKPOOPraHU3MOB 1 onpeaerneHunst YyBCTBUTENbHOCTU K
aHTMMUKpOobHbLIM NpenapaTam: McFarland Standard — Habop ctaHgapTtoB myTHocTM Mak®apnanga (Homep no
katanory 70900) nnv emy aHanorm4HbIn.

* WNHky6aTop (+35 °C + 2 °C).

* MwukpoopraHuambl Ans KOHTPOIS KavecTsa.

* NHokynsatop RETRO C80 (gononHuTensHo) (HoMep no katanory 559803).

» Annnukatop SIMPLEX C76 (mononHutensHo) (Homep no katanory 559802).
PekomeHayeMble nUTaTenbHbIe cpeabl

[ins onpeaeneHus 4yBCTBUTENBHOCTU K aHTUMUKPOOHBIM Npenapatam (AST) cnegyet ncnons3osatb
BbICOKOKa4eCTBeHHbIe cpefbl onpeaeneHHoro coctasa, obecnevmBaroLLme XopoLunii pocT (cMm. Tabnuuy 1 B KOHUe
pasgena «MHCTpykumsa No NpUMEHEHNO» AaHHON MHCTPYKUmK). [ns obecneyeHns nonyyeHns TOYHbIX U JOCTOBEPHbIX
nokasatenen MVK npoaykums BelbpaHHON TOProBon Mapku 4OMKHA MMETb XOPOLLY BOCMPOM3BOAUMOCTL OT NapTum
K napTuu.

YTtobbI npoBepuTb Ka4eCTBO Cpeabl, npoBeanTe nccnegoBaHme ¢ NoOMoLbo noaxoaAawmnx WraMmmoB MUKPOOPraHM3MoB
ANnA KOHTPOJA Ka4decTBa. Cwm. WHCTPYKUUIO NO NpUMEHEeHN0, npeaocTtaBndaemMyto npomn3sognuTenem cpeibl.

Y6egutech, 4TO TonwmMHa arapa B Yawke etpu coctaBnset 4,0 £ 0,5 mm 1 umeet pH 7,3 £ 0,1.

I'Ipen,OCTepe)KeHml n Mepbl NpPeaoCTOPOXKHOCTHU

* Tonbko ANA AMarHoCTUKM in vitro.

* Tonbko Ansa npod)eccMoHanbLHOro UCNONb3oBaHUA. [JaHHbI TECT NpeAHa3HayYeH ANs UCMONb30BaHMS
KBaNMULMPOBaHHLIMU COTPYAHUKaMU nabopaTopuu.

» Bcerga cobntogaiite npaBuna acenTuku Bo Bpemsi paboTbl ¢ obpasuamu 6akTepranbHbix KynsTyp. Heobxogumo
CTporo cobntofatb YyCTaHOBMNEHHbIE MePbl NPEAOCTOPOXKHOCTA B OTHOLLEHUM MUKPOBMOMNOrMYECKMX PUCKOB.

» TecT-nonocku npegHasHavyeHbl TONbKO AN 0QHOKPATHOIO NPUMEHEHUS U He AOMKHbI MCMONb30BaTbCS NOBTOPHO.

YcnoBus XpaHeHusa n CTabUNbHOCTb

» XpaHuTb Npu TemnepaType, yKkasaHHOM Ha ynakoBKe.

* He ucnonbayiite peareHTbl NOCMe UCTEYEHUSA CpoKa FOAHOCTU, YKa3aHHOIo Ha yrNakoBKe.

» Tect-nonocku ETEST Heobxoaumo Bcerga XxpaHuTb B CyXOM, MPOXMagHOM, 3allULLEHHOM OT BO3AENCTBUSA SPKOro
cBeTa MecTe.

* He xpanute TecT-nonockn ETEST, ocTtaBlumnecs nocne BCKPbITUA MHAVBUAYANbHON YNaKOBKW.

Ucnonb3oBaHue
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* MNepepn ncnonb3oBaHvem TecT-nonocok ETEST u3 HepacKpbITON ynakoBku HEOBGXOAMMO OCMOTPETb YNakoBKy Ha
npegmeT OTCYTCTBUS NOBpeXAeHUn. He ucnones3yinTe B cnyyae, ecnu ynakoska 6bina nospexageHa.

* MNocne n3bATMA 13 XONOAUNBHMKA/MOPO3UIbHNKA HEOOXOAMMO BblAepXKaTb UHAMBMAYANBHYIO YNAKOBKY Npu
KOMHaTHOW TemnepaType A0 BCKpbITMSA (Okono 15 MuHyT, ecrnin Temnepartypa xpaHeHus coctaensna +4 °C, nnu
okorno 30 MUHYT, ecnu TemnepaTypa xpaHeHus coctaensna -20 °C). M3BnekaTb TECT-NONOCKY U3 yNakoBKu criegyeT
HEernocpeACTBEHHO Nepes ncnonb3oBaHneM. MNepea BCKpbITUEM YNAKOBKM HEOOXOONMO A0XAATLCS MOMHOro
ncrnapeHus Bnaru, Kotopasi Morna CKOHAEHCMPOBATLCS Ha BHELLHEN NMOBEPXHOCTM YNaKoBKM.

* He npukacaritecb K NOBEPXHOCTM TECT-MOMOCKUN, HA KOTOPOW HAXOAUTCH rPaaMeEHT (K CTOPOHE, NPOTUBOMOIIOXKHOW
wkane MUK). Ons B3aTua Tect-nonocok ETEST pekomeHayeTcst MCNonb30BaTh PyYHON annnvkaTop [Hanpumep,
Mini Grip-It (puc. 1), BakyymHbii nuHueT NEMA C88 (puc. 2), nuHueT unn nogobHoe um ycTponcTeo). B cnyyae
n3BrneyeHns Tect-nonocok ETEST Bpy4Hyt0 MMHLETOM M nogo0HbIM YCTPOMCTBOM pa3peLuaeTcs npukacaTbes
TONBKO K KOpeLlKaM (TOMy MEeCTY, Ha KOTOPOe HaHeCeH 2- nnu 3-6yKBEHHbIV KOA,).

‘u

Puc. 1 Puc. 2
M3Bne4veHne Tect-nonockm ETEST 13 unamemayansHom M3BneyeHne Tect-nonockm ETEST 13 kapTpuaxka ¢ NoMoLLblo
ynakoBku ¢ nomoLubto Mini Grip-It BakyymHoro nuHueta NEMA C88

* UHCTpyKUUKM onsa nHaMBMAYyanbLHOW YyNakoBKMU:

Mpexae Yem OTKPbIBaTb YNAKOBKY, OCTOPOXHO NMOCTYYNTE YNAKOBKOW MO TBEPAOW NOBEPXHOCTH,
4YTOObI TECT-NONOCKA OKa3anach Ha fiHe YNaKoBKW, 3aTeM 3aXKMUTe YNakoBKy Mexay 6onbLumm
W yKasaTenbHbIM nanbLamu, MOMeCT!B KOHYMK 6OonbLUOro nansua B yrnybneHne Ha 3agHen
CTOpPOHe.

HaxmMuTe 6onbluimnm nanbLem Brepen u ykasatesnbHbiM nanbuem Hasaj, YTOObI OTNIOMUTL
anvoMnH1neBYyto O6OJ'IOLIKy, npw 3TOM BNAaronornoTUTENb LOMMKEH OCTaTbCH B BEPXHEN YacTu
YNaKoBKW.

OTOrHMTE BEPXHIO YacTb Ha3af, YTOObl MOMTHOCTbLIO OTKPbITb YNAKOBKY.

MsBnekuTe TecT-nonocky ETEST 13 ynakoBk/ ¢ MOMOLLbIO NMMHLUETa Uy APYroro annnukaTopa.

MHCTpyKUMA No NnpuMeHeHuo

MpurotoBneHue cycneH3mm u noces
1. [Hoeegute cpeny u TecT-nonockm ETEST oo koMHaTHOM TeMnepaTypbl.
2. Cwm. Tabnuuy 1 B KOHUe 3TOro pasgena.
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3.

MoproToBbTE CYCNEH3NIO: CyCNEHANPYWTE XOPOLLO M30NMPOBaHHbIE KONTOHUK, BbIPOCLUME HA YallKe C arapom
B TeYeHMe Houu. [Ins MMKPOOPraHM3MOB CO CITOXHbLIMU NMUTATENbHLIMY NOTPEOHOCTAMU, TAKMX Kak MHEBMOKOKKY,
CTPENTOKOKKM, TOHOKOKKW, aHaapobbl n Haemophilus spp., NCNonb3ynTe cycneH3uto, NpUroToBreHHyto B 6ynboHe
B TeyeHue 15 muHyT. Y6eanTech B HanNuyMm B NOCEBHOWM CyCMNEH3MM NpaBunbHoro konnyectsa KOE/mn
(konoHueobpasytoLlasa eguHMLA) OTHOCUTENBHO COOTBETCTBYIOLLEro cTaHaapTa no wkane Mak®apnanga. JaHHbin
MYHKT 0COBEHHO BaXXeH ANS MUKPOOPraHN3MOB CO CIIOXXHBbIMU NUTaTENbHBIMU NOTPEBHOCTAMMU, U CIIM3UCTBIX KONTOHWIA
MUWKpOOpraHuamoB. [pu npaBunbHOM NPUroTOBIEHUW CYCNEH3UN NOCHE KyNETUBUPOBaHNUS OOMKEH ObITb Mony4YeH
CMNIIOLUHON MMM NPaKTUYECKM CMNIIOLLIHOW POCT Ha NOBEPXHOCTU cpebl.
CrtangapTbl MyTHOCTM No Wwkane Mak®apnaHaa He rapaHTMPYOT NPaBUITbHOMO KONUYECTBA KMU3HECMNOCOOHbIX
HakTepun B cycneHann. Heobxoammo npoBoanTb PErynspHbIA NOACHET KOMOHWI ANsi NPOBEPKM Toro, obecnevmsaeT
N1 ucnonb3yemasi MeTOAUKa NoceBa Mosy4YeHNe HYXKHOrO KOnmM4ecTBa XnU3HecnocobHbix 6aktepun (B8 KOE/mn).
Cwmotpute pasgen KOHTPOJIb KAYECTBA.
BbIinonHUTE NoceB: OKYHUTE B MOCEBHYH CYCNEH3WNIO CTEPUIbHBINA, HETOKCUYHBIN 1 HE CIMLLKOM TYrO CKPYYEHHbIN
TaMmnoH. Yaanute nabbiTOK XXUAKOCTU, NPUKaB TaMMOH K BHYTPEHHEN NOBEPXHOCTU CTEHKM Npobupku. YaanuTe
Gonblue XUAKOCTK, Koraa AenaeTcs NoceB Ha Yallky AvameTpoM 90 MM, U MEHbLLE NPY 3aceBaHUN YaLlKu
avameTtpom 150 mm. TwaTtenbHO pacnpenenuTe CycrneH3uto No NOBEPXHOCTU arapa LTpMxamu B Tpex
HanpaBneHusix, Kaxxablii pa3 noBopaymBasi 4Yaluky Ha 60 rpagycos, YTobbl obecneynTb paBHOMEpHOE pacnpeneneHne
noceBHOro Matepmana. B kayecTtBe ansrepHaTMBbl MOXHO Mcnonb3oBaTb UHOKyNsaTop RETRO C80 ansa
ahdeKkTMBHOro pacnpeaeneHnsi NoOCEBHOWM CycneH3mmn no NoBepxHocTu arapa (puc. 3) (MHCTPYKUMM CM. B
pykoBoacTBe nonb3oBaTtens nHokynsatopa RETRO C80). daiTe n3bbiTky Bnarv agcopbupoBatbesi B TeveHme 15-20
MWHYT, Tak 4TOObl MOBEPXHOCTb Gblfla NOMTHOCTbLIO CyXOM Nepea HaHeCeHneM TeCT-NONIOCOK C rPpagueHToOM
TEST

Puc. 3

MoceB Ha YalLKy ¢ arapom ¢ noMoLpbto MHokynaTopa RETRO C80

HaHeceHue TecT-nonocok 1 nHKyGauus

1.
2,
3.

YBeauntech, YTO 3acesiHHasi MOBEPXHOCTb arapa NOMHOCTLIO CyXast.

OtkpoiTe ynakoBky ETEST, kak ykasaHo B MHCTPYKLMM MO BCKPbITMIO U paboTe C TeCT-NoNockaMu.
TecT-nonockv ETEST MOXHO HaHOCWTb Ha 3acesiHHY0 NOBEPXHOCTb arapa € MOMOLLI0 PYYHOro annnukaTopa
[Mini Grip-It, BakyymHoro nuHueta NEMA C88 (puc. 4), nMHLETa Unu Apyroro aHanorM4Horo ycrporcTtaea) nnbo
aBTomatuyeckoro annnukatopa SIMPLEX C76 (puc. 5). Paavectute Tect-nonocky ETEST wkanon MUK BBepx
(no HanpaBnEeHWIO K KPbILLKE Yalluku1) U MakCcUManbHON KOHLEHTpaLumen 6rmke K kpato yaluku (puc. 4 n 5).

N

=

Puc. 4 Puc. 5
HaneceHnue TecT-nonockn ETEST Ha noBepxHOCTb HaHeceHnue TecT-nonockn ETEST Ha noBepxHOCTb
arapusoBaHHOWN cpedbl C MOMOLLbIO BaKyyMHOrO MUHLEeTa arapusoBaHHON cpefbl C MOMOLLbI0 aBTOMAaTUYECKOro
NEMA C88 annnukatopa SIMPLEX C76
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4. MoXHO 1cnonb3oBaTh LWAabMoH ANs ONTUMarbHOrO NOMeLLeHus TecT-nonocok ETEST paBHoyaaneHHo apyr ot
Apyra B Yallke c arapoM. B ogHow yaluke auameTpom 150 MM € arapomM MOXHO pa3MecTuTb 40 LEeCTU TECT-NOMOCOK
ETEST (puc. 6a), a B ogHol Yaluke guametpomM 90 MM ¢ arapom — o Agyx (puc. 66). [na MukpoopraHm3amoB
C OXXMJaeMON BbICOKOW YyBCTBUTENbHOCTbLIO UCMOMb3YTe MEHbLLE TECT-MOMOCOK Ha Yallke aguameTpom 150 mm

N TONbKO OAHY TECT-NMOJIOCKY Ha Yallke JUaMeTpoM 90 Mm.

LLlabrioH ans 6 TecT-nonocok B Yaluke gnameTpom 150 mm

Puc. 66.

LLlabnoH Ans 2 TecT-nonocok B Yaiuke guametpom 90 mm

5. Heobxoammo y6enmTbcsi, YTo TECT-NONIOCKa MOMHOCTLIO NPUEraeT K NOBEPXHOCTM arapa. He cnenyet pasvelatb
TECT-NOJIOCKY B NEPEBEPHYTOM MOMNOXEHUM, TaK Kak 3MMNUMNC MHIMGUPOBaHUsi He oBpasyeTcsl, MOCKONMbKY aHTUBMOTUK
HE MOXET NMPOHMKHYTb YEPE3 HEMOPUCTYIO NIIACTUKOBYHO TECT-NONOCKY. MNPy HEO6X0AMMOCTU MOXHO yAanuTb
BO3AYLUHbIE MOMIOCTU, BUAVMbIE MO TECT-MOMOCKOW, OCTOPOXHO HaXMMasi Ha TECT-MOOCKY (He ABWrasi €e) KOHYUKOM
annnukartopa Unu nNMHLETOM, Mpu 3TOM HanpaeneHue ABWKEHNS JOMMKHO ObITb OT MUHMMAIIbHOWM KOHLEHTpaLumm
K MakcumarnbHoON. ManeHbkve ny3bipbku HE BIIMSIIOT Ha pe3yrbTaThbl TECTUPOBaHUs. Mocrne HaHeceHUs TecT-
NomnocKy Hernb3A CABUraTb, MOCKONbLKY MPOMCXOANT MIHOBEHHOe BbICBOGOXAEHME aHTUGMOTUKA B arap.

6. KynbTvBMpOBaTb Yallku C arapoM CriefyeT B NepeBepHYTOM MONOXeHUN (KPbILLKOW BHWU3), MOCTaBIEHHbIMW ApYT Ha
Apyra, Ho He Gonee 5 yalluek, B COOTBETCTBUM C YCMOBUSIMU, NPUBEAEHHBIMU B PYKOBOLCTBE HIKE.

Tabnuua 1. YkasaHusa no BbIGOpy nuTaTenbHbIX cpea, NoAroToBKe NOCeBHOro MaTtepuana u KynbtTuBupoBaHuio

MoceBHow matepuan KynetuBnpoBaHue
pynna ArapusoBaHHas a) Onmmdeckan
MMKPOOPraHM3MOB nMTaTenbHas cpena MuTatenbHas cpeaa @ | NNOTHOCTL (MO Temnepartypa G e )
6).8) wKane (#2 °C)
Mak®dapnaHnaa)
0,5
0,85 % NaCl (unu (1, ecrm OkpyxatoLas
- ’ ° 16-20
A3pobebl Mionnepa-XuHToHa conesoit pacTop) Konoms +35°C cpena
cnmauncTas)
24-48-72
B 3aBUCUMOC-TN
0 BynboH ans Brucella . oT BMaa.
Arap Brucella ¢ 5 % unu 6ynboH Mionnepa- 80-85 % Nof Heobxoanmo
AHaapo6bi A) KpoBm, BUTaMUHOM K XuHTOHa (Mnn BynboH 1 +35°C 5-10 % CO,/ noaTBepAUTb
(1 MKr/mMn) ¥ reMrHOM
Leanepa + ButamuH K 10 % H pesynsraTtbl
(5 mkr/mn) o2
3) YyBCTBUTENBHOC
M (S/1) yepes 48
Yacos.
HTM — TecT-cpepa BynboH 0.5
Haemophilus Ans reMoUnbHbIX Mionnepa — XWHTOHa,
aemopril b P (1, ecru +35°C 5% CO, 20-24
influenzae 6akTepuin (no v 6ynboH HTM (nnm KOMOHMS!
ctaHgaptam CLSI) 6ynboH BHI) cnmancTas)
MpumeyaHus:

* a) bbino ycrtaHoBneHo, YToO cycneHanarnbHbIA PacTBOp (MO TEKCTY ConeBol pacTeop) (Homep no katanory V1204)
coBmecTum ¢ ETEST.
+ 6) Bbino ycraHoeneHo, yto Schaedler Broth + vit. K3 - Schaedler Broth + vit. K3 - LLleanepa 6ynboH ¢ BUTaMUHOM
K3 (no tekcty 6ynboH LWeanepa + Butamun K3 (Homep no katanory 42106) coemectum ¢ ETEST.
+ B) bbino ycraHoBneHo, 4to Brain-heart infusion broth - Cepaey4Ho-mo3rooin 6ynboH (Mo TekcTy GyNboH C
cepaeyHo-mMo3roBbiM akcTpakTom) (BHI) (Homep no katanory 42081) coBmectum ¢ ETEST.
* T) Y6eamTecn, 4TO Yallka C arapoM KyrbsTUBMpOBanach B Te4eHMe PeKOMEHAO0BaHHOro nepmoaa BpemMeHu, npexae
YeM CHMMaTb NoKasaHusl, 0cCO6eHHO B Cryyae 3ameaneHHOro NPosiBNeHNs YCTOMYMBOCTM U MEANEHHO PacTyLmnX
NPUXOTAMBBLIX MUKPOOPraHW3MOB.
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* 4) Onsa obnuratHbIx aHaspoboB cnegyeT yoeamTbesi, YTO Ha NPOTSXKEHUN UCCNEA0BaHNSA NMOAAEPXKUBAIOTCA
aHa’pobHble ycnosusi. HE CMELLUVBATb.

PesynbraTtbl U MHTepnpeTaums

Yyer pesynbsratoB

» Korpga poct 6akTepuit XopoLlo 3aMeTeH, cuuTarte 3HadeHne MUK B mecTe, rae annunc MHrMbrnpoBaHus nepecekaeT
TecT-nonocky. KoHeuHble 3HaveHnss MUK B metone ETEST 06bI4HO YeTKO BbipaXkeHbl, HO MOTryT HabntoaaTbcst
1 pasnunyHble KapTUHbI pocTa/MHrMBnpoBaHus. CMm. nnncTpauumn Huxe (PUCyHkun 7-11).

* He yunTbiBanTe pesynbraThl, ECNM KyNnbTypa BbIrMAAWMT CMELLAaHHOW UM ecnin pocT 6aKkTepuii 04eHb
He3Ha4YUTENbHbIA UMK CIULLKOM rycTol. MoBTopuUTE TECT.

» [Inga 6akTepmMumnaHbIX NpenapaToB, TakMx Kak aMnuumnnuH/cynsbakram (2/1), koHedyHoe 3HadveHune MUK crnepnyet
y4UTbIBaTb B MECTE MOJTHOro MHrMOMpoBaHus pocTa. NMoMyTHEHNE U MaKpO- UMM MUKPOKONOHWUM B Npegenax 3 Mm oT
cTpuna cnegyeT yuuTbiBaTb Kak pocT.

» Poct Boonb Bcero rpagueHTa (OTCyTCTBUE annumnca MHrMbupoBaHust) o3HavaeT, 4to 3HaveHme MUK Boiwe nnm
paBHO HaMBbICLLUEMY 3HAYEHWIO Ha LUKane. Annunc MHIMBUPOBaHNUS HUXE rpagneHTa o3HavaeT, 4yTo 3HadeHne MUK
HUXe, YeM Hanbornee HM3Koe 3HaYeHne Ha Likane.

* /36bITOYHas Bnara B Yallkax nepef noceBoM, HEAOCTAaTOYHO BbICYLLEHHAs MOBEPXHOCTb Nepes HanoxeHnem TecT-
NonocoK U/vnM HepaBHOMEPHO 3aCEsIHHbIE LLUTPUXOM NMOBEPXHOCTU MOTYT NMPUBECTM K OTCYTCTBUIO CMITOLLHOIO pocTa
unu 3ybuaTeiM Kpasm annunca. MoBTopuTe TeCT, ecnu y4eT KoHeuHbIx nokasatenen MUK 3atpyaHeH. B cnyyae
HepoBHbIX NnepeceyeHninn MUK ¢ nonockoi yumTeiBanTe 6onbluee 3HaveHue. Ecnn pa3segeHun > 1, noBTopuTe TECT.
[nst TO4HOro onpeneneHnst KOHEYHbIX 3HaYeHUN ANnst py3o06akTepuit HaKIMoOHWUTE YalluKy W/MnuM NCNonb3ynTe
yBENUYNTENBHOE CTEKITO.

B cnyyae TyHHenbHOro pocta npeHebperavite TOHKOW NMMHWEN pocTa BAOMb TECT-MOMOCKN.

nQMMeQbI yyeTa pe3ynbraToB

Puc. 8 Puc. 9

E. coli E. coli H. influenzae
ATCC® 25922" ATCC® 35218 ATCC® 49247™
MWK = 4 mkr/mn MWK = 12 mkr/mn MWK = 1,5 mkr/mn
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Puc. 1 PucyHok 11

B. fragilis B. thetaiotaomicron
ATCC® 25285" ATCC® 29741
MWK = 0,5 mkr/mn MWK = 0,5 mkr/mn

UHTepnpeTauus
Onsa nutepnpetaumm 3HaveHni MUK, nonyyeHHbIx ¢ nomoubio metoga ETEST, MOXHO Nonb3oBaThCA NOPOroBbIMU

3HayeHussimm MUK ans onpegeneHns kateropuin HTeprnpeTaumm, onyonmkoaHHbiMn FDA/CLSI n/vnu Bawmm
HaUMOHaIbHbIM KOMUTETOM.

TekyLime norpaHnyHble 3Ha4YeHUs1 NpuMBeaeHbl Ha Takux Beb-carTax: https://www.fda.gov n/unu https://clsi.org.

Byay4n nonHocTblo KonNuYecTBeHHbIM MeTofom onpeaenerdns MUK, ETEST gaeT Bo3moxHOCTb nabopatopumn
coo6WnTL ToYHble 3HadYeHns MUK BmecTe ¢ kaTeropuei nHTepnpetaumn. ETEST onpegensieT 3HadeHms MUK no
HenpepbIBHOMN LLIKane 1 MOXeT NoKa3aTb pe3yrbsTaThbl B MPOMEXYTOYHOM MOMOXEHUN MeXay TPaguLMOHHbIMU
OBYKpaTHbIMW pa3BeaeHusimu (B nonpasseneHust). Ecnv aHavenne MUK no metony ETEST HaxoauTca mexay
CTaHAapTHbIMU ABYKpPaTHbIMU pa3BeAeHNsIMU, TO €0 crneayeT OKPYIMUTb A0 Grnvbkanilero BepxXHero 3Ha4eHnst
OBYKpaTHOro pa3BefeHusi nepes TeMm, Kak KaTeropuampoBaTb.

lpumep ropozossbix 3HaqyeHuUl MUK (mka/mn):

S YyecmeumernbHocmb npu 1 R
cmaHdapmHOM pexume HyecmeumenbHocmb npu .
. Yemoddyusocmeb
do3uposaHusi ysenu4yeHHoM 8o3delicmeuu
<0,06 0,12-1 22

MWK 1 mkr/mn no metony ETEST ykasbiBaeTcsi Kak YyBCTBUTENBHOCTb MPU yBENMYEHHOM Bo3genctaum (1), B TO
Bpems Kak 1,5 okpyrnsercsa Ao 2 MKI/MI 1 KaTeropusmpyeTtcs kak yctonumnsocTb (R).

KoHTponb kayecTBa

UT06bI NPOBEepUTL paboune XxapakTepucTuki Habopa peareHtos ETEST, kauecTBo cpefl, NTOCEBHOrO MaTepuana

1 1cnonb3yeMblx NpoLeayp, NPOTeCTUPYiiTe WTaMMbl AN KOHTpons kavecTtsa (KK), npuBeaeHHble B criedytoLen
Tabnuue. PeareHTbl U MCMONb3yeMble NpoLedypbl CYNTAOTCS YAOBNETBOPUTENbHBIMU, €CINW NONyYeHHble 3HaYeHus MUK
COOTBETCTBYHOT CrEAYOLLMM crielmdrkalmnsam KOHTPOms KayecTea:

MI/II_IKP;EII-_IFLVIP'I\A/I_II_/IAI\(Z’?(B:J?)FO Kofl LWUTAMMbI N5 KK ETEST OVAMNA3OHbI MI/II:nﬁ;IFI KK ETEST (mkr/
E. coli ATCC® 25922™ 2-82a)
AMNMuUNAnH/cynb6akTam E. coli ATCC® 35218™ 4-16
(@ny. AB H. influenzae ATCC® 49247 2-82
0,016-256 B. fragilis ATCC® 25285™ 0,5-22)
B. thetaiotaomicron ATCC® 29741™ 0,5-22

bioMérieux SA pycckui - 7



https://www.fda.gov
https://CLSI.org

® -
ETEST® Ampicillin/Sulbactam (2/1) (AB) (0.016-256 pg/mL) 059046 - 01 - 2022-01 -ru

MpumeyaHus:
+ a) CLSI M100: Performance Standards for Antimicrobial Susceptibility Testing, 30t Edition (CLSI M100.
HopmaTtuBHbIe noka3aTenu TeCTMpOoBaHWS aHTUMUKPOOHON YyBCTBUTENBHOCTH, 30-e n3gaHuve).

Pesynbtathl aHanM3a naumeHTa He cneayet coobuatb, ecnu pesynstathl KK BeIXoaaT 3a npeaens! yTBEPXKAEHHbIX
3HadeHuin KK. Yactota npoeeneHus KK gomkHa yctaHaBnmnBaThbes kaxaon nabopartopuei MHOUBUAYanbHO.
PykoBogsLune npuHUMNbI NpeacTaBneHbl B JOKYMEHTax Mo onpeaeneHnto YyBCTBUTENbHOCTU K aHTubnotmkam CLSI
cepuit MO7, M11 1 M100.1.2.3

Mpepenbl 3HaveHun ana KK metoga ETEST moryTt otnmyaTecs oT cneuudunkauuin CLSI B HEKOTOPbIX criyqasx.
Mpepensbl 3HavyeHun ansa KK metoga ETEST ocHoBbIBatoTCsl Ha obwnpHon 6a3e, cobpaHHONM NPy KOHTPOSIbHOM
TeCTUPOBaHNM BONbLIONO YMcra CEPUN peakTUBOB B TEYEHNE HECKONBbKMUX NET, U BKIHOYAKT AaHHbIE MHOTOLEHTPOBbIX
nccnegoBaHun.

Ecnwn 3HaveHns MUK B oTHoweHun wtammoB ansa KK HaxogsaTtcs Ha nonpassefeHns Hke HkHero npegena KK, mnx
cnepnyeT OKpyrnTb A0 Onvkanero BepXHero 3Ha4eHns BYKPaTHOro passedeHuns nepes TeM, Kak yCTaHOBUTb
cootBetcTBue KK. Nogo6HbIM obpasom, ecnn 3HayeHnsa MUK HaxogsaTca Ha nonpasBefeHns Bbille BEPXHEro npegerna
KK, nx cnegyet cuntatb HecooTBeTCTBYOWMMU KK.

Heobxoanmo npoBoaAnTb perynsipHbii NOACHET KOMOHUIM ANS NPOBEpPKM Toro, obecnevmsaeTt Ny nonyvyeHHasi NNoTHOCTb
CyCMeH3un NOCEeBHOro Marepmana nonyvyeHne A0CTaToMHOro KONMYeCcTBa XM3HecnocobHbIx 6aktepuin B KOE/mn.
MpuroaHbI MaTepuan ansa nocesa aacT npubnuantensHo ot 1-5 x 108 KOE/mn.

CTtaHpapTbl MyTHOCTU No Mak®apnaHay He rapaHTUMPYIOT NPaBUITBHOIO KONMYeCTBA XU3HEeCNOCOBHbIX
6aktepun B KOE/mn.

OxunpaemMble pe3ynbTaThbl

YpoBHM YYBCTBUTESIbHOCTU K aHTUMbmnoTnkam ans pPa3nn4yHbIX Bronorn4ecknx I'IOFIyJ'IﬂLI,MIZ 6aKTep|/||7| 6onblue HEBO3MOXHO
npeackasaTtb B CBA3WM C NPOrpecCcmnBHbIM pa3BUTUEM yCTOW—MBOCTM. I'I03Tomy na60paTop|/|9| AOJNKHa Nnonb3oBaTbCA
OXungaembiMn pesynbratamm MWK pasnuyHbix aHTNbMOTUKOB ANs pedepEHTHLIX LUTAMMOB KOHTPOSS KadecTBa, 4TOObI
obecneynTb COOTBETCTBUNE TEXHUKU TEeCTUpOoBaHUA HeobxoanmbIM Tpe6OBaHVI$|M N pa3yMHYHK TOYHOCTb nojly4aemMblxX
KINMMHUYECKMNX pe3ynbraToB.

Paboune xapakTtepucTuku

Pabouve xapaktepuctukn ETEST ana amnuumnnuHa/cynbbaktama (2/1) Obiny ycTaHOBMEHbI C UCNONb30BaHNEM
CpaBHUTENbHbIX OLEHOK. DTN nccrnegoBaHusa nokasanu, 4to MUK no metogy ETEST AB koppenupytoT

¢ pecbepeHTHbIMU MeTogamu CLSI M07' u M113. Metog ETEST cuutaetcs no CyLLIeCTBY 3KBMBaNeHTHbIM MeTogam
CLSI, korga 3Ha4veHus MUK n3 obenx npouenyp nokasbiatoT nonHoe cootserctame (EA) = 90 % B npegenax

+ 1 pasBeneHus.

Pabouve XapaKTepucTukn npmuBeaeHbl HUXe:

MwuikpoopraHuam LTammel (N) % nonHoro cooteeTcTBMs (EA)2)
Aspobbl 454 99
H. influenzae 208 99
AHaspo0hI 212 98

MpumeyaHus:
* a) EA — % 3Havennit MUK B npepenax * 1 pasBegeHus pedepeHTHOro MeToaa.

BaxHble 3amMmeyaHunA

1. WHorga HekoTopble kOMBMHaLMM BakTepumn 1 aHTMBMOTMKa AaloT HeoXnAaHHble pe3ynbraTthl. B Takux cnyyasx
ManooneITHOMY nepcoHany 6yAeT CMOoXHO NPUHATL PeLLeHne No KoHeYHoMy 3HaveHuio MUK. OgHako, 4Tobbl
Hay4MTbCsi MPaBWIbHO ONPeAenaTb KOHeYHble 3HaYeHnss MUK, coTpyAaHMKM MOryT NpakTUKOBaTLCSH, PerynsipHO
ncnonb3ys pedepeHTHbIE WTaMMbl U CpaBHMUBas CBOKO paboTy ¢ pe3ynsraTaMu KBanMduLUMpOBaHHbIX
paboTHUKOB.

2. Kak v Bce aaHHble AST, peaynbrathl ETEST aBnsit0TCA TONBKO 3HAYEHUSIMU in Vitro n MOryT ykasbiBaTb Ha
NoTeHUManbHyl0 YyBCTBUTENBHOCTb MUKPOOPraHN3MOB in vivo. Micnonb3oBaHue pe3ynsTaToB nNpu Belbope
neYveHnst JOMMKHO ObITb €AMHOMUYHBIM peLleHeM N OTBETCTBEHHOCTHLIO Nevatlero Bpaya. OH AOMmKeH NpuHUMaTh
BO BHMMaHWe MeAULMHCKUIA aHaMHe3 1 BCIO M3BECTHYIO0 MHAOPMaUMio 0 nauneHTe, hapMakoKMHeTU4eckne
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1 bapmakogmMHamMmu4eckmue CBOMCTBA aHTUOMOTMKA U KIMMHUYECKUIA OMbIT NeYEeHNs AaHHbIM NpenapaToM MHMEKUNIA,
BbI3BaHHbIX KOHKPETHBIM GakTepuanbHbIM NatoreHoM. Takke cnefyeT yuuTbiBaTb TUMN aHTMONOTHKA, 403y U PEXUM
[031pOoBaHus.

[ns nony4eHnst 4OMONHUTENBHOW UHGOPMAaLMK O KOHKPETHbLIX OrpaHUYEHMAX B UHTEPNPETaLUN pe3ynsTaTtoB U/unm
OrpPaHUYEHUSAX KITMHUYECKOTO NCMOMb30BaHNA aHTUOMOTUKA B Pa3NUYHbIX TEPANeBTUYECKMX CUTYaLMSAX CM. Tabnuubl
N CHOCKM Ha cTaHgapTbl MHTepnpeTaumn MUK B nocnegHunx Bepcusix gokymeHToB CLSI no onpegenexuio
YYBCTBUTENBHOCTY K aHTMBUOTUKam Ans npouenyp passeaeHus (cepum M07, M11 n M100). 1,23

YTunusauma orxogos

yTMJ'IMSMpyIZTe Mcnonb30BaHHbIE N HEUCNONb30BaHHbIE peareHTbl, a Takke KOHTaMMHUPOBaAHHbIE pacXoaHble MaTepuanbl
B COOTBETCTBUU C TDEGOBaHWiIMVI, npeabasndaemMbiMn Ana ytmnmsaumm MHEKUMOHHBIX MaTepmanos.

Kaxpas na6opaT0pV|ﬂ ob6s3aHa 06paLL|,aTbCF| C Nony4YeHHbIMU 0TX04aMn N CTOKaMun B COOTBETCTBUN C UX TUMOM U
CTeneHbo ONaCcHOCTU, a Takxe O6pa6aTbIBaTb N yTunm3npoBaTtb X B COOTBETCTBUN C YCTAHOBIIEHHbIMU NMpaBuiamMmn 1
HOpMaMu.

Cnucok nutepatypbl

1.

CLSI M07: Methods for Dilution Antimicrobial Susceptibility Tests for Bacteria That Grow Aerobically (Latest edition)
(CLSI M07: MeToabl npoBeAeHns TECTOB Ha onpeAeneHne 4yBCTBUTENbHOCTU a3pobHbIx GakTepui K
aHTMMUKPOOHBLIM Npenapartam nyTeMm pasBefeHus (nocnegHee nsgaHue)).

CLSI M100: Performance Standards for Antimicrobial Susceptibility Testing (Latest edition) (CLSI M100.
HopmaTtuBHble nokasaTeny TeCTMpOBaHNA aHTUMUKPOBHON YyBCTBUTENBHOCTU (MOCNeaHee usgaHne)).

CLSI M11: Methods for Antimicrobial Susceptibility Testing of Anaerobic Bacteria (Latest edition) (MeToabl
TECTUPOBAHMS aHTUMUKPOOHOW YyBCTBUTENBHOCTM aHaspobHbIX bakTepun (NnocrnegHee n3gaHue)).

Tabnuua cumBONoOB U 0003HaYEeHUN

Cumson O603Ha4eHne

Homep no katanory

MeguuunHckoe nsgenve ans
ONarHoCTUKW in vitro

MarotoBuTtenb

TemnepaTypHbIn gManasoH

Mcnonb3oBaTb A0

e MEE

-
o
r

Kog naptum

3anpet Ha NOBTOPHOE NMPUMEHEHNE

O6paTtntech K MHCTPYKLMK NO
NPUMEHEHMIO

Coaepxumoro 4OCTaTodHO Ans
nposeneHna n-konm4yecTtea TeCToOB

[aTta nsrotoBneHus

&<V 56

OrpaHM'-IeHHail rapaHTus
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KomnaHusa bioMérieux rapaHTupyeT, 4To pa60l-lme XapakTepucTukn oaHHOro n3genmna CoOoTBeTCTBYOT yKa3daHHOMY
npeaoycMoTpeHHOMY Ha3Ha4eHUI0 B Te4eHne BCero CpokKa akcniyaraumm npm ycnosumn, 4T1o CTporo cobrntogeHsl Bce
npouenypbl N0 NCNornb30BaHUKD, XPaHEHUIO U 06pa60TKe n Mepbl 6e3onacHoCTH, Kak I'IO}J,pOﬁHO MN3N0XEHO B UHCTPYKLUMAX
no akcnnyarauun.

3a UCKMYeHreM BbilLeyKasaHHbIX ClyvaeB, KoMnaHus bioMérieux He faeT HUKaKnx rapaHTun, B TOM Yucre
nogpasymeBaeMbIX rapaHTUI TOBAapHOrO Ka4ecTBa 1 rapaHTMI COOTBETCTBUSA NpegnonaraeMoMy MCrornb30BaHWIo, U He
[aeT HUKakux 0653aTenbCTB, B TOM YMCITE SIBHO BbIPaXEHHbIX, NOAPa3yMeBaeMbIX UMM KOCBEHHbIX, B OTHOLLEHWM
MCMNONb30BaHWsA Kakoro-nnmbo peareHTa, MPOrpaMMHOro obecneyeHus, npubopa 1 pacxogHbiX MaTepuarnos (ganee —
«Cuctemay), OTAMYHOTO OT YKa3aHHOro B MHCTPYKLMSAX NO IKCNyaTaumu.

UcTopusa nepecmotpoB

KaTteropuu TMnoe nsmeHeHui

H/M He npumeHnmo (nepBoe usgaHue)

KoppekTypa McnpasneHue olwmnbok B 4OKYMEHTaUMm

TexHunyeckme [ob6aenexune, nepecMoTp U/Unu yaaneHue kacarLencs npogykra nHdopmauum
N3MEHEHMS

AOMUHUCTPATUBHbIE BBegeHue n3MeHeHUn HETEXHUYECKOTO XxapaKTepa, 3acny>X1BatoLmnx BHUMaHNA
N3MeHeHus nonb3oBarens

MpumeyaHue. HesHadyumernbHbie murospagckue, epaMmMamuyecKue USMEeHEHUs U UBMEHeHUs 8
hopmamupogaHuU 8 UCMOPUIKD NEPECMOMPO8 HE BKITKOYEHbI.

[ata Bbinycka Howmep Bepcumn Tun nameHeHnn O630p U3MeHeHUN
2022-01 059046-01 MepBoe n3gaHue H/M

[ns nony4eHnst TEXHNYECKOWM KOHCYNbTaLunM 1 NoaaepXku npocbba o6pallatbes K yNornHOMOYEHHOMY NpeacTaBUTerNio
npounssoguTens Ha tepputopun Poccuiickon degepaunm:

000 «brnoMepbe Pyc»
Appec: Poccusa, 115230, Mockea, 1-bih HaratuHckun npoesg, a. 10, ctp. 1
Ten./dakc: +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 BbisiBNeHWss NOGOYHbIX AEACTBUN, HE YKasaHHbIX B UHCTPYKLMK MO NPUMEHEHUIO UMW PYKOBOACTBE Mo
aKCnnyaTauumM MeamuUmMHCKOro M3AENs, HexenaTerbHbIX peakuuii Npu ero NpuMeHeHnn, ocobeHHocTen
B3aUMOZENCTBUSA MEQULIMHCKUX U3Aenunii Mexay coBGom, hakToB 1 0GCTOATENbCTE, CO3Aa0LLIMX YTPO3Y KU3HU U
3[10POBbLI0 TPpaXaaH U MeANLMHCKMX paGOTHUKOB NPU NPUMEHEHWUM W SKCTNyaTaLnMmy MeaUUMHCKUX U3Lenui,
HeoGXoAMMO HanpaBuUTb coobLLeHne, codepkallee ykasaHHble cBefeHus, B deneparbHyto cnyxGy no Haasopy B
cthepe 30paBoOXpaHEHUst B COOTBETCTBUM C AEMCTBYIOLLMM 3aKOHOAATENbCTBOM.

BIOMERIEUX, norotun BIOMERIEUX, ETEST, ctpun ETEST, NEMA C88, RETRO C80 n SIMPLEX C76 ssnsitotcs
MCNONb3yeMbIMU, 3apErMcTPUPOBAHHBLIMU N/ HAXOASLMMAUCS B NPOLIECCE PErNCTpaLMn TOBAPHbIMIN 3HaKamu,
npvHagnexawmMmm komnaHumn bioMérieux, ogHON N3 4OYEPHUX UM BXOOALMUX B €€ rpynny KOMNaHWM.

CLSI aBnsietca ToBapHbIM 3HakoMm, npuHagnexaiwum Clinical Laboratory and Standards Institute, Inc.

ToBapHbIli 3Hak U ToBapHoe nmsa ATCC, a Takke nobble Homepa no katanory ATCC — ToBapHble 3HaKu KOMMaHWUK
American Type Culture Collection.
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,Elperle Ha3BaHUA U TOBApPHbI€ 3HAKN NpuHaanexart Ux 3akoOHHbIM BriagernbLlaM.

dotorpacmm: bioMérieux SA

“ bioMérieux SA
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673 620 399 RCS LYON
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