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ETEST® Vancomycin (VA) (0.016-256 pg/mL)

Etest VA VANCOMYCIN — E-TecT BaHkomuumH 256 (aanee no Tekcty ETEST, ETEST VA) |VD|

HA3HAYEHUE

ETEST — 3T0 py4HOW KONMMYECTBEHHbIV METOZ, ONpeaerneHns YyBCTBUTENbHOCTN K aHTUMMWKPOOHBIM Npenapartam
rpamoTpuLaTenbHbIX U rPaMMoNOXUTENBHBIX a3poBHbIX BakTepuii,  BakTepuii Co COXHBIMU NUTaTENbHLIMU
notpebHocTamMK. Cuctema COCTOMT U3 CTaHAAPTHOTO rpagueHTa aHTMbMoTrKa, KOTOPLIV CNoNb3yeTcs Ans
onpeaeneHns MMHUManbHON MHrMbupytoLlen KoHueHTpaunn (MUK, BbipaXXeHHON B MKI/MIT), Pas3fnyHbIX aHTUMUKPOOHbIX
npenaparoB A1 MUKPOOPraHM3MOB NOCPEACTBOM KyIETUBUPOBaHWNS Ha NUTATENbHOM arape B TEYEeHWUEe HOYU.

NMOKA3AHUA K NTIPUMEHEHUIO
MeTon ETEST VA moxHO ncnonb3oBaTb Ans onpegenenns MUK BaHKOMMUMHA B OTHOLLEHUN CMEAYHOLLIMX
MUWKPOOPraHN3MOB:

* A3apobbi:
o pamnonoxuTtensHble asapobbl: Staphylococcus, Enterococcus

» Streptococcus spp.
» Streptococcus pneumoniae

nPMHUUN

ETEST npencraBnsieT co6o TOHKY0, UHEPTHY!HO, A ? B

HeMopw1CTYIo NNAacTUKOBYIO TECT-NONOCKY. Ha ogHy CTOPOHY Ko AB

TecT-nonockn (A) HaHeceHa wkana MUK B mkr/mn, a Ha HTUMUKPOGHOTO [ a

APYry0 — CTaHAAPTHbIN rPaANEHT aHTUBUOTMKA. e ?556;3 4

Korza TecT-nonocky HaHOCAT Ha 3aCesHHYIO KyJBTYpO 4

MWKPOOpPraHM3ma NoBePXHOCTb arapu3oBaHHOW cpeabl, i

npenBapuTenbHO CPOPMUPOBAHHBIV rpadneHT lWiana MK | € R
KOHLIEHTpaLun aHTMBMOTUKa HeEMeOSIEHHO NPOHMKaEeT (wxr/an) |3 aviinkpoBHb
B arap, a 3aTem 06pasyeT CTaburbHbI, i3 e
HenpepbIBHbIN, 3KCNIOHEHLManNbHbIA rpagueHT 3

KOHLIEHTpaLummn aHTMBMOTUKa HENOCPEACTBEHHO NOA TECT- i

nonockoi. MNocne uHkyGaumm, B pedynsrate KOTOpom 064 v
HakTepuranbHbIi POCT CTAHOBUTCSI 3aMETHbIM, BOOMNb TeCT- 8 b

MOMOCKM MOXHO YBMAETb CUMMETPUYHBIV NMUNC o

UHrMbnposaHus. 3HaveHne MUK cumTbiBaeTcs Co LuKansl O6pasey, mecm-nonocku ETEST

B MKI/MM Npu NONTHOM MHIMBUPOBaHMK pocTa GakTepuii
B MeCTe NnepeceveHunst 3a0CTPEHHOro KoHLa annunca
C TECT-MOJTIOCKOMN.

(6 3asucumocmu om nperiapama Oocmyrlel passfiu4Hble
wkKarsbl C‘-IUIT'IbIGaHUFI)

HecmoTps Ha CXOACTBO € ANCKO-ANPdDY3NOHHBIM METOAOM
(aHanornyHas npouedypa NpuroToBIieHNs NOCEBHON
KynbTypbl, BbIOOP NUTaTENbHON cpeapbl U yCroBUs
nHkybaummn), ETEST He aBngeTcsa Aucko-anddy3noHHbIM
METOAOM W MOMHOCTbLIO OTAINYAETCH OT OObIYHBIX ANCKOBbIX
MeTOoAOoB. 'pafMeHT KOHLEHTpaLMM aHTUMUKPOBHOIo
npenaparta B ETEST npeaBapuTensHO chopMmnpoBaH,
npegonpeneneH n ctabuneH, n He 3aBucuT oT Anddy3nn.

COCTAB HABOPA

WHauBupayanbHas ynakoska: Kaxxgaa TecT-nonocka CoaepxuT:
412488 30 TecT-nonocok ¢ [OnanasoH MUK BaHkomuumHa: 0,016—256 mkr/mn

YnakoBka Ha HECKOMbKO KapTpUmKen:
423787 * 10 kapTpuoxen, B KaXKaom no
10 TecT-nonocok n 1 nakeTuky
BraronornoTuTens
* 1 KpblLLKa

1 MHCTPYKLMSA NO NPYMEHEHNIO, KOTOPYIO MOXHO 3arpy3uTb C cata www.biomerieux.com/techlib
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HEOBXOAUMbIE MATEPUAIbI, HE BKITFOYEHHbLIE B KOMIMJIEKT

MaTepuansi

» ObwenabopatopHoe MuKpoburonornyeckoe obopynoBaHue

* TamnoHbl (CTepUnbHblE, HETOKCUYHBIE Y HE CIMLLKOM MITOTHO CKPYYEHHbIE) U MPOBUPKK.

* PyyHon annnukatop [Hanpumep, Mini Grip-It (Homep no katanory 411200), BakyyMHbIi nuHueT NEMA C88™ (Homep
no karanory 559804), nnHUeT nnu aHanorM4yHoe yCTPOMCTBO).

* McFarland Standard — Habop ctangaptoB myTHocTr Mak®apnaHga (Homep no katanory 70900) unu emy
aHanornyHbIw.

* WHkybaTop (+35°C + 2 °C).

* MukpoopraHuambl Anst KOHTPONS KayecTBa.

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

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

PekomeHayemble nuTaTenbHbIe cpeabl

[ns onpegeneHnst 4yBCTBUTENbHOCTU K aHTUMUKPOOHBIM npenapaTtam (AST) cnegyeT ucnonb3oBaTb
BbICOKOKAQYEeCTBEHHbIE CPeAbl ONpedeneHHOro coctasa, obecneumBaroLLMe XOpoLnin pocT (CM. Tabnuuy 1 B KOHUE
pasgena «/HCTpyKUMSA No NPYMEHEHNIO» HacTOSLLEro Bknagbllla B ynakoBky). [Ins obecnedyeHns nony4yeHns TOYHbIX
1 goctoBepHbIx nokasatenent MUK npoaykums BeIGpaHHOM TOProBor Mapkun AOMKHA MMETb XOPOLLYIO
BOCNPOU3BOAMMOCTb OT MapTUM K NapTUw.

YT106bI npoBepPUTb Ka4eCTBO Ccpeabl, NpoBeanTe nccrnegoBsaHne ¢ NoMoLlbio noaxoasAawmx WraMmmMmoB MUKPOOPraHM3mMoB
Ona KOHTpons kadecTBa. CM. BKnagbiw B YNaKkoBKY, npegocTaBnsieMbli NPOM3BOANTENEM CPeabl.

Y6eauTecn, 4TO TomnwMHa arapa B yaluke Metpu coctaenset 4,0 £ 0,5 mm n nveet pH 7,3 £ 0,1.

NPEOOCTEPEXEHUA U MEPbI MPEOOCTOPOXXHOCTH
* TonbKko Ans QMarHOCTUKW in vitro.
» Tonbko ansA npodeccMoHaNbLHOro UCNONb30BaHUA. [JaHHbIN TECT NpeAHa3HavYeH Ans UCMONb30BaHUs
KBanMULMPOBaHHLIMU COTPYAHUKaMU nabopaTopuu.
» Bcerpa cobniogaiite npaeuna acenTuku Bo Bpemsi paboTbl ¢ obpasuamu 6aktepuanbHbix KynbTyp. Heobxoanmo
CTporo cobntofatb YyCTaHOBMNEHHbIE Mepbl NPEAOCTOPOXHOCTY B OTHOLLEHMN MUKPOOMOMNOrMYECKNX PUCKOB.
» TecT-nonocku npegHasHavyeHbl TONbKO AN OQHOKPATHOIO NPUMEHEHUS U HE OOMKHbI MCNONb30BaTbCsi MOBTOPHO.

ycnosus XPAHEHUA U CTABUIIbHOCTb

Ons nHagMBuAyanbHOW YNaKoBKU:
* XpaHuTb Npu TeMnepaType, yKasaHHOM Ha yNnakoBKe.
* He ncnonb3ynte peareHTbl NOCHEe UCTEYEHMS CPOKa rOAHOCTM, YKa3aHHOro Ha yrnaKkoBKe.
» Tect-nonockn ETEST HeobxoamMMo Bcerga xpaHuTb B CyXOM, MPOX/aAHOM, 3aLLMLLEHHOM OT BO34ENCTBUSA SIPKOrO
cBeTa MecTe.
* He xpaHnute TecTt-nonockn ETEST, ocTtaBLunecs nocrne BCKPbITUS MHAWBUAYANbHOW YNaKOBKW.

[na ynakoBKM Ha HECKONbKO KapTpuaXen:

* XpaHuTe He BCKPbITbIE 1 BCKPbITble KAapTPUOXKM NpyU TeMnepaTtype, ykazaHHON Ha yNakoBKe.

* He ncnonb3ayinTe He BCKpbITblE KaPTPUMKMN NOCHE UCTEYEHUS CpOKa rOAHOCTY, YKa3aHHOro Ha ynaKkoBKe.

» TecT-nonocku ¢ ETEST, ocTaBLunecs Hem3pacxoAoBaHHbIMW U3 BCKPLITOrO KapTpuaxa, creayeT XpaHUTb B CyXOM
mecTe. He BbIHMMaWTe BnaronornoTuTenb Nocne BCKPbITUSA U 3aKpbiBaTe KapTPUAXK (BXOAsLLE B KOMIMEKT
KPbILLKOW) cpa3y Nnocre UCrnonb30BaHus.

* Tect-nonockn ETEST HeobxoanMo Bcerga XpaHuTb B CYXOM, NPOX/1aAHOM, 3alUMLLEHHOM OT BO34ENCTBUS SPKOro
cBeTa MecTe.

* [Nocne BCKPbITUSA KapTPUIX MOXHO XpaHUTb B TEYEHUE KONuYecTBa AHEN, YKasaHHOro Ha Hem cOoky. 3anuwmte
[aTy BCKPbITUS KapTpuoa psaaoM ¢ cumsorom (13, Mepen ncnonb3oBaHMeM OCTaBLUMXCS TECT-MOMOCOK
ybeautech, 4YTO CPOK XpaHeHWst nocne BCKpbITUA (14 unn 31 AeHb B 3aBUCUMOCTU OT MOSEKYIbl) He NpeBbilaeT
CPOK FOAHOCTM, YKa3aHHbIA Ha ynakoBKe.

* [Nocne BCKpbITUSA KapTpUaX MOXHO HECKOSbKO pa3 3akpbiBaTb M OTKpbIBaTb. [pn Hagnexallem xpaHeHun
1 obpalleHun 3To He BnusieT Ha cTabunbHocTb. Konnyectso 6enbix NPsiIMOYronbHUKOB B kKBagpaTe, HaneyaTaHHbIX

Ha NpaBoW CTOPOHE, 03HaYaeT, CKOJIbKO pa3 MOXHO OTKPbITb KapTpuaX, BKIoyas BekpbiTue (3 pasa®8 unu 4 pasa B8
B 3aBMCMMOCTM OT MOJIEKysbl). UToBbl 3adhmkeMpoBaTh 3TO YMCIIO, 3aKpackTe OAMH U3 GenblX NPSIMOYTOSIbHUKOB NpK
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BCKPbITUM KapTpuaka 1 3aTeM 3akpaluvBaiTe no ogHoMy 6enomy npsiMoyroribHUKY Kakablii pas, oTKpbiBasi
N 3aKpbiBasi KApTPUOXK.

lMpumepbi (3MuKkemku HUXe npueodsiMcsi MOJIbKO 8 CrIPagoYHbIX Uersix):

ETEST® XXX 0.016-256 ug.’rI]L ETEST® XXX 0.016-256 |.Ig.-‘rl__lL
EIﬂ - - <14D || [:B] - - =.31p U0
—_— == = = 09gggg01 (1 ——— = e =m = 098989-01 [1[]
« TMocne Toro Kak KapTpuak ByaeT OTKPLIT MakcMMarbHOe KONMYeCcTBO pas, BCe OCTaBLUMECS TECT-MOMOCKM crieayeT
yTUNU3NpoBaTh.

* Bxopgsien B KOMMMEKT KPbILLKON MOXHO 3aKpblBaTb TOMbKO KapTpUOKM M3 TOTO Xe KoMnnekta. He ucnonesynte
KPbILLKM OT APYrMX NapTui Unn npenapaTos.
» KpblLLKy cnegyeT yTunM3npoBaTtb nocne ee ncnonb3oBanHus ¢ 10 kapTpuaxamu ns ynakosku.

UCMNOINb30BAHUE

* [lMepen nucnonb3oBaHvem TecT-noniocok ETEST n3 HepacKpbITON yNnakoBKU HEOOXOAMMO OCMOTPETh YNakoBKy Ha
npegmMeT OTCYTCTBUS NOBpeXAeHUi. He ncnonb3ynte B criydae, ecrnv ynakoBka Obina noBpexaeHa.

* [Mocne n3baATUA N3 XONOAUIBHUKA/MOPO3UIbHUKA HEOOXOAMMO BblAepKaTb UHAMBMAYATBHYIO YAKOBKY UK
YNaKoBKY Ha HECKOIbKO KapTpUaXen npu KOMHaTHOW TemnepaTtype A0 BCKPbITUSA (0kono 15 MuHyT, ecniun
Temnepartypa xpaHeHusi coctaensna +4 °C, unu okono 30 MUHYT, ecnu TemnepaTtypa XpaHeHUsi cocTaBnsina
-20 °C). N3BnekaTb TECT-MOMIOCKY U3 YNaKoBKM crieyeT HENOCPeACTBEHHO Nepes ucrnonb3oBaHvem.Mepes
BCKPbITUEM YNaKoBKM HEOOXOAMMO [0XAaTbCs MOJIHOIO MCNapeHus Bnaru, Kotopasi Morfna CKOHAEHCMPOBaTbLCS Ha
BHELLHEN NOBEPXHOCTUN YNaKOBKU.

* He npukacavitecb K NOBEPXHOCTW TECT-MOJOCKUN, HA KOTOPOW HAXOAUTCS rpagueHT (K CTOPOHE, NPOTUBOMOIOXKHOM
wkane MUK). Ons B3aTua TecT-nonocok ETEST pekomeHayeTcs ncnonb3oBaTh PyYHOW annnukaTop [Hanpumep,
Mini Grip-It (puc. 1), BakyymHbii nuHueT NEMA C88™ (puc. 2), nuHuUeT unm nogo6Hoe UM ycTpoiicTso]. B cnyvae
n3BneyeHns Tect-nonocok ETEST Bpy4Hyt0 NUHLETOM 1N Nogo6HbIM YCTPOMCTBOM pa3peLuaeTcst npukacaTbCs
TONBKO K KOpeLUKaM (TOMy MEeCTy, Ha KOTOPOe HaHeCeH 2- nnu 3-6yKBeHHbIN Kog).

Puc. 2
M3BneyeHne Tect-nonockv ETEST n3 nHanemayanbHom M3BneyeHne Tect-nonockn ETEST 13 kapTpuaxa ¢ NoOMOLLbH
ynakoBku ¢ nomotpto Mini Grip-It BakyymHoro nuHueta NEMA C88™

* VIHCTpyKUMM ANa MHAUBMAOYaNbHOW YNaKoBKM:

Mpexae YeM OTKPbIBaTb YNakoBKY, OCTOPOXHO MOCTYYMTE YNaKoBKOW Mo TBEPAOW NOBEPXHOCTH,
YTOGbI TECT-MONOCKA OKasanach Ha AHE YNaKoBKU, 3aTEM 3aXKMUTE YNakoBKy Mexay 6onbLunm
W yKasaTernbHbIM NanblamMu, MOMeCTUB KOHUYMK GONnbLIOro nanbla B yrnybneHve Ha 3agHein
CTOpOHE.

HaxmMute 6onblumnM nanbLem Bnepes v ykasaTenbHbIM nanbLlem Hasag, YToObl OTIIOMUTb
anoMnH1eBYH0 060M0oYKY, NPV 3TOM BNaronorfoTUTENb AOMMKEH OCTaTbCs B BEPXHEN 4acTu
YNaKoBKM.
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OTOrHMTE BEPXHIOK YacTb Ha3ag, 4YTOObI MOMHOCTLIO OTKPbITb YNaKOBKY.

M3BnekuTe Tect-nonocky ETEST 13 ynakoBk/ ¢ NOMOLLIbIO MMHLUETa UK APYroro annnukaropa.

4

WNHCTpYyKUMM ANS yNakoBKW HA HECKOMbKO KapTpUOKEN:

MogHnMKUTE A3bIYOK 13 POMbIY B BEPXHEN YacTU KapTpuaxa 1 NoTAHUTE Ha3ag,
YTOObI MOMHOCTbLIO CHATb.

( MpumeyvaHue: YoeamTtech, YTO NOCMe BCKPLITUS HA KapTpuaXKe He ocTanoch
donbru, NOCKONbKY OHa NOMELLAET Kak criefQyeT 3aKpbiTh €ro KPbILLIKOW.

B kapTpunoke HaxoguTca NnakeTuk KannesmaHom opMel ¢ Bnaronornotutenem. He MU3BreKanTe BraronornoTutenb
nocrie BCKpPbITUA.

* MeTopg py4Hol 06paboTku:
o Ecnun ucnonb3yeTcs BakyyMHbIN
nuHueT NEMA C88™ unu
annnukaTtop Mini Grip-It

* MeTtopn aBTOMaTu4eckom obpaboTku ¢
MOMOLLIbIO aBTOMATUYECKOro
annnukatopa SIMPLEX C76™:

o 3arpysute KapTpUaXu c TecT-

(pekoMeHayeMble MeTofbl):
Bo3bmuTe BepxHIo TecT-
nonocky ETEST, He kacasicb
BraronornoTuTens.

nonockamu ETEST Hanpsimyto B
aBTOMaTUY4ECKMIN annnmkaTop
SIMPLEX C76™ (MHCTpYKLMMW CM.
B PYKOBOACTBE Monb3oBaTens

annnukatopa SIMPLEX C76™).

o Ecnu ucnonb3dyeTcs NUHUET Unn
aHanornyHoe yCTponcTBo:
HaxmuTte ykasaTenbHbIM
nanbLUem Ha Y3KUiA KOHeL|
nakeTuKa C BrarornornoTuTenem,
YTOObI NPUNOAHSATL TECT-
nonockun. He HaxxnmarTte Ha
OKpyrnyto YacTb. MNpuaepxmsas
nanbLem BNaronornoTuTere,
N3BIEKNTE BEPXHIOIO TECT-
nonocky ETEST 13 ynakoBku
NMUHLETOM UINK aHanorM4yHbIM
YCTPOWICTBOM.

Cpa3sy nocne ncnonb3oBaHUSA HageHbTE KPbILLKY Ha KapTpuaK (B NpaBUnbHOM
NOMNOXEHUN) U XpaHUTe ero, kak ykasaHo B pasgene YCIOBUA XPAHEHUA
N CTABUINIbHOCTbD.

054384-01

MHCTPYKLUUA NO NPUMEHEHUIO
MpurorosneHue cycneHsuun u noces

1.
2.
3.

HoseauTe cpeny v Tect-nonockn ETEST oo koMHaTHOM TemnepaTypbl.

Cwm. Tabnuuy 1 B KOHLIE 3TOro pasgena.

MoAroToBLTE CYCNEH3MIO: CYCNIEHAMPYNATE XOPOLLO U30NMPOBaHHbIE KOFMIOHMU, BBIPOCLUME Ha YallKe C arapoMm

B TeYEHMEe HOouYM. [Insi MUKPOOPraHM3MOB CO CHOXHbIMU NUTATENbHbIMU NOTPEGHOCTAMMU, TAKUX Kak MHEBMOKOKKMY,
CTPENTOKOKKM, FOHOKOKKM, aHaapobbl 1 Haemophilus spp., NCNONb3yiTe CyCneH3nt0, NPUrOTOBMNEHHYIO B ByNboHe
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B TeueHune 15 MuHyT. Yo6eamTechb B HanMyunm B NOCEBHOW CyCrneH3un npaBuibHOro konuvectsa KOE/mn
(konoHneobpasyLasa eqmHNLLA) OTHOCUTENBHO COOTBETCTBYHOLLEro cTanaapTa no wkane McFarland. [aHHbIn nyHKT
0COBEHHO BaXKeH A1 MUKPOOPraHW3MOB CO CMIOXHBIMU MUTaTENbHbIMU MOTPEOHOCTAMU, U CIIMBUCTBIX KOMOHWI
MWKPOOPraHn3mMoB. Mpu npaBnnbHOM NPUrOTOBMAEHNW CYCNEH3NM NOCHe KyNbTUBMPOBAHNSA JOMKEH ObiTb MonyyveH
CMIIOLLHON UMW NPaKTUYECKM CNOLIHON POCT Ha MOBEPXHOCTH cpeabl.

4. CrtaHpapTtbl MyTHOCTM Mo wkane McFarland He rapaHTMpyHOT NPaBUIbHOIO KOMMYECTBA XU3HECNOCOOHbIX DakTepun B
cycneH3un. Heobxoaumo NpoBOAWTL PErynsipHbIA NOACHET KONOHWIA AN NPOBEPKU Toro, obecneynBaeT nu
ucnonb3yemasi MeToauka nocesa Mony4yeHne HyXKHOro Konm4yecTBa Xu3HecnocobHbix 6aktepui (B KOE/mn). CmoTtpute
pasgen KOHTPOJIb KAYECTBA.

5. BbINONHWUTE NOCEB: OKyHUTE B MOCEBHYIO CYCMEH3NI0 CTEPUIbHBIA, HETOKCUYHBIN Y HE CIMLLKOM TYrO CKPYY€HHbIN
TamnoH. Yaanute nsbbiTOK XXNAKOCTU, MPUXKaB TaMMOH K BHYTPEHHEN MOBEPXHOCTU CTEHKM Npobupku. Yoanute
bonblue XMAKOCTK, Koraa AenaeTcs Noces Ha yallky guametpoMm 90 MM, 1 MeHbLUE NPy 3acCeBaHnM Yallkv AuamMmeTpoM
150 mm. TwartensHO pacnpegennTe CyCneH3nio No NOBEPXHOCTM arapa WTpuxamv B TPEX HanpaBIieHWsX, KaXabli pas
noBopaumnBas vallky Ha 60 rpagycoB, 4ToObl o6ecneunTb paBHOMEPHOE pacnpeaeneHme NnoceBHoOro matepuvana. B
KayecTBe ansTepHaTMBbl MOXHO UCMONb3oBaTh MHOKYNsATop RETRO C80™ ans adypekTMBHOro pacnpeaeneHus
NMOCEBHOW CYCMEeH3Mn Mo NOBEPXHOCTH arapa (puc. 3) (MHCTPYKUMM CM. B PyKOBOACTBE MONb30BaTENs MHOKYNATOpa
RETRO C80™). NanTe n3bbiTky Bnarv ancopbuposatsbes B TedeHne 15-20 MUHYT, Tak 4ToBbl NOBEPXHOCTL Bbina
NMOJIHOCTLIO CyXOM nepen HaHeCeHUneM TecT-Nonocok ¢ rpaaueHTom ETEST.

7

Puc. 3

MoceB Ha yallKy ¢ arapoM ¢ NOMOLLLI0 MHokynsTopa RETRO C80™

HaHeceHue TecT-NnONoOCoK U MHKy6aLus

1. Y6eauTecb, 4TO 3acesHHas NOBEPXHOCTb arapa NMofHOCTbIO CyXasi.

2. Ortkponte ynakoBky ETEST, kak ykazaHO B MHCTPYKLMM NO BCKPbITUIO U paboTe ¢ TecT-nonockamu.

3. Tect-nonockn ETEST MOXXHO HaHOCUTb Ha 3acesiHHY0 NOBEPXHOCTb arapa € NOMOLLIbIO PYYHOro annnvkaTtopa
[Mini Grip-It, BakyymHoro nuHueta NEMA C88™ (puc. 4), nMHLEeTa unu Apyroro aHarnoryyHoro ycTponcTeal nuéo
aBTOMaTUyeckoro annnukatopa SIMPLEX C76™ (puc. 5). PasmecTtute Tect-nonocky ETEST wkanoit MUK seepx
(No HanpaBnEeHWIo K KPbILLKE YaLlKM) U MakCMMaribHOM KOHLIEHTpaumen bnmke k kpato Yaluku (puc. 4 u 5).

L N

Puc. 4 Puc. 5
HaHeceHwue TecT-nonockn ETEST Ha noBepXxHOCTb HaHeceHue TecT-nonocku ETEST Ha noBepxHOCTb
arapv3oBaHHOM cpefbl C MOMOLLBI0 BakKyyMHOrO NyHLEeTa arapv3oBaHHOW cpefbl C MOMOLLbH aBTOMaTUYECKOro
NEMA C88™ annnukatopa SIMPLEX C76™

4. MoXxHO ucnonb3oBaTh WabMNoH Ans OoNTUMarnbHOro noMelleHns Tect-nonocok ETEST paBHoynaneHHo apyr ot
Apyra B yaluke ¢ arapom. B ogHon yallke anametpom 150 MM ¢ arapom MOXHO pa3MecTuTb A0 LLUECTU TECT-MOMOCOK
ETEST (puc. 6a), a B ogHon Yaiuke auameTtpom 90 MM ¢ arapoMm — [0 AByX (puc. 66). [Ins MukpoopraHuamoBs
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C OXXMAAEMOW BbICOKOM YyBCTBUTENBHOCTBIO MCMOMb3yNTE MEHbLUE TECT-MOMOCOK Ha Yallke guametTpom 150 Mm
1 TONbKO OAHY TECT-MOMOCKY Ha Yallke anametpom 90 Mm.

Puc. 6a. Puc. 66.

LLlabnoH ans 6 TecT-nonocok B yaluke guametpom 150 mm LLlabnoH ans 2 TecT-nonocok B yaiuke guametpom 90 Mm

5. Heobxoammo y6eamutbest, YTo TECT-MOMOoCKa NOSHOCTLIO MpuUIieraeT K NoBepXHOCTY arapa. He cnegyeT pasmeluatb
TECT-MOMOCKY B NepeBepHYTOM MOMNOXEHWUN, TaK KaK 3MNNUNC MHIMBMPOBaHNSA He 0BGpasyeTcs, MOCKOMNbKY aHTMOMOTMK
HE MOXET NMPOHUKHYTb Yepes HEMOPUCTYHO NACTUKOBYHO TECT-MOMOCKY. [Mpy HEOGXOAMMOCTM MOXHO yAanuTh
BO34YLLUHbIE MOMOCTH, BUAUMbIE MO TECT-MOMOCKON, OCTOPOXHO HaXMMasi Ha TECT-MONOCKY (He ABUrasi ee) KOHYNKOM
annnukaTopa unu NMHLETOM, MpY 3TOM HanpaBrieHne OBWKEHNS! OOMKHO ObiTb OT MUHUMAbHON KOHLEHTpaLMm
K MakcumarbHoii. ManeHbkue ny3blpbku He BIUSIOT Ha pesynsTaThl TecTupoBaHus. Mocrne HaHeceHUs TecT-
NONOCKY HeNb3s CABUraTh, MOCKOMbKY NPOMCXOAUT MIHOBEHHOE BbICBOGOXAEeHNe aHTMOMOTHKa B arap.

6. KynbTMBMpoOBaTb Yallkv C arapoM criefyeT B NepeBepHYTOM MOMOXEHWUU (KPBILLKOW BHK3), NOCTaBMEHHbIMM ApYr Ha
Apyra, Ho He Goree 5 yallek, B COOTBETCTBUM C YCIIOBUSIMU, MPUBEAEHHBIMU B PYKOBOACTBE HIXKE.

Tabnuua 1. YkasaHua no Bbl60py nuTaTenbHbIX Ccpen, NoAroToBkKke NoCeBHOro martepuana n KynbtTuBupoBaHUio

Mpynna ArapusoBaHHas [MoceBHoW mMaTepuan KynstusuposaHue
MUKROL PIELS ””TaTe”b;')a;' MutatenbHas cpega | OnTuyeckas | Temnepatypa | Atmocdepa | Bpems (4achl)
o= CEEAE b). ¢) MIOTHOCTb (+2 °C) d)
(no wkane
McFarland)
A3pobbl Mtonnepa- 0,85 % NaCl (1nmn 0,5 +35°C Okpy>xatoLas 24 ¢©)
XWHTOHa COmneBou pacTBop) cpega 48"
Streptococcus Mtonnepa- Bynbon Mionnepa- 0,5 +35°C 5% CO, 20-24
pneumoniae | XuHTOHa + 5 % XWHTOHa (Mnn (1, ecrnm
n CTpeI‘I';'OKOKKVI KpoBwM (no ConeBov pacTBop KO]‘I onvS
9 cTaHpapTam unu BynboH
CLSI) C cepaeyHo- crusncTas)
MO3roBbIM
M,\;'}En;eif_p akcTpakTom (BHI))
XWHTOHa ans
NPUXOTNBbIX
MUKpPOOpraHun3
MOB (Mno
cTaHpapTam
EUCAST)

MpymeyaHus:

» a) CopepxaHwve kanbums B arape Mionnepa-XuHToHa MOXET OTNMYaTbCA B 3aBUCMMOCTM OT NPOU3BOANTENS U
cepun. Heob6xoamMmo NpoBOANTL KOHTPOIb KayecTBa Kaxkaow Cepun arapnsoBaHHOW cpeapl.

* b) Bbino yctaHoBneHo, 4TO conesou pacTeop (Homep no katanory V1204) coBmectum ¢ ETEST.

 ¢) Bbino yctaHoBneHo, 4Tto Brain-heart infusion broth - CepaeuHo-mo3roBoi 6ynboH (Mo TeKCTy «BynboH ¢
cepaeyHo-Mo3roBbiM akcTpaktomy») (BHI) (Homep no katanory 42081) cosmectum ¢ ETEST.

» d) Y6eauTech, YTO YallKa C arapoM KynbTMBMPOBaach B Te4eHNe PeKOMEeHA0BaHHOIo Nepnoaa BpeMeHu, npexae
YeM CHMMaTb NokasaHus, 0COGEHHO B Crnyyae 3amMmefNeHHOro NPOSBIIEHNS YCTONYMBOCTY N MEANEHHO PacTyLUMX
NPUXOTIMBBLIX MUKPOOPraHW3MOB.

* e) YTo6bl 0becneunTb TOYHOE onpeaerneHne YyCTOMYMBOCTH, YaLlKn credyeT KynsTUBMPOBaTh B TEHYEHWE NOSHbIX
24 yacos nepep y4eTom pesynsratos MAK.

 f) Tonbko ansa Enteroccocus faecium — Bpemsl KynbTUBMPOBaHUS criegyeT yBenuuuTb 0o 48 yacos, koraa MUK no
meTtony ETEST VA coctaensieT 3 unm 4 mkr/mn vyepes 24 yaca.
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* g) Bkntoyaet B-remonutuyeckne ctpentokokky rpynn A, B, C u G v rpynny cTpenTokokka BupugaHc S. mutans,
S. mitis, S. sanguis n S. bovis.

PE3YIbTATbI U UHTEPMPETALIUA

YyeT pesynsraToB

» Korga poct 6aktepuii xopoLlo 3ameTeH, cuutanTe 3HadeHne MUK B mecTe, rae annunc MHrMbupoBaHusi nepecekaeT
TecT-nonocky. KoHeyHble 3HayeHns MK B metoge ETEST 0ObIYHO YETKO Bbipa)KeHbl, HO MOryT HabntogaTbcs
1 pasnuyHble KapTUHbI pocTa/MHIMbpoBaHusa. Cm. unntcTpaumm Hke (puc. 7, 8 n 9).

* He yunTbiBanTe pesynbraThbl, €Cnuv KynbTypa BbIMMSAUT CMELLAHHON U ecrnv poCT GakTepuin 04eHb
He3HauuTenNbHbIA UMK CRULWIKOM rycTton. lNosTopuTe TecT.

» [Ing GakTepuumnaHbIX NpenapaToB, TakMX Kak BAHKOMULUMH, KOHeYHoe 3HadveHne MUK criegyeT yunTbiBaTh B MecTe
NofHoro nHrmbrposaHusa pocta. NMNomMyTHEHNE 1 Makpo- NN MUKPOKOIOHMM B Npegenax 3 MM OT TECT-NMOMOCKN
cnepyet yunTtbiBaTtb kak pocT (Puc. 10). Snnvnc nHrmbrupoBaHnsa BAHKOMULMHA MOXET ObITb TOHKUM. CHUManTe
nokasaHus B MecTe pakTU4ecKoro nepeceyeHmns ¢ Norockomr, a He y CKOMMeHns pocta cOoKy Nomnocku.

» Poct Bgonb Bcero rpaguneHTa (OTCyTCTBUE annmnca MHrMbnposaHus) o3HavaeT, 4To 3HaveHne MUK Bbiwwe mnm
pPaBHO HaMBbICLLEMY 3HAYEHMIO Ha LUKane. QNnunc MHMOMpPOBaHUA HUKE rpaaneHTa 03HavaeT, YTo 3HavyeHne MUK
HVXe, Yem Hanbornee H13Koe 3HaveHve Ha wkane. KoHeyHbIn noka3aTtenb AN BAHKOMULMHA He CneayeT yunTbiBaTb
Kak acpdbekT nageHus (Puc. 11).

» M3bbiToyHas Bnara B Yalukax nepen noceBoM, He4OCTaTOYHO BbICYLLUEHHAs NOBEPXHOCTb Nepes HanoXeHnem TecT-
NOMOCOK /MMM HEPABHOMEPHO 3aCesHHbIE LUTPUXOM MOBEPXHOCTN MOTYT NPUBECTM K OTCYTCTBUIO CMIOLLIHOMO pocTa
unu 3ybyaTbiM Kpasim annunca. lNoeBTopuTe TeCT, ecnu y4eT KoHe4vHblx nokasatenen MUK 3aTtpygHeH. B cnyyae
HepoBHbIX NepeceyeHuin MUK ¢ nonockon yunteiBanTe Gonbluee 3HadeHne. Ecnu passeaeHuii > 1, noBTopute TecT.

» [1ns TO4HOro onpeaeneHunst KoOHeYHbIX 3HavyeHun MUK ans nHEBMOKOKKOB, CTPENTOKOKKOB Y SHTEPOKOKKOB HaKIMoOHUTE

Yalluky U/vnum Ncnonb3ymnTe yBenUUUTENbHOE CTEKITO.

B cnyyae TyHHenbHOro pocta npeHebperaTe TOHKOW NMMHUEN pocTa BAOMb TECT-MOMOCKM.

HekoTopbie wrammbl VanB Enteroccocus faecium, nposiBnsitoline HU3KyH YCTOMYMBOCTb K BAHKOMULUHY,
MoryT umeTb MUK BaHkOMULMHA, KOTOpPbLIE NOANAaAAlOT NOA KaTeropuio «4yBCTBUTENbHbINY», KaK onpeaerieHo
EUCAST u CLSI. YTo6bI ynyywnTb UX BbiSiBNieHUe ¢ nomolubio metoaa ETEST VA, nepuog
KyNbTUBUPOBaHUA criegyeT yBenuyuuTb o 48 yacoB ansa Bcex usonatoB Enteroccocus faecium,
reHepupyrowmnx MUK 3 unu 4 mkr/mn yepes 24 yaca.

Mpumepbl yyeTa pesynLTaToB

N
o

e
256
192
128

96
64
48
32
24
16
12

256
256 92
1% o
96 64
64 48
48 32
32 24
24 13
16 8
182 6
6 3
4 2
3 1
75

g

on
TNWAO®

75
.50
; 58 15
o el OR | SRSl
Puc.7 Puc. 8
S. aureus E. faecalis S. pneumoniae
ATCC® 29213™ ATCC® 29212™ ATCC® 49619"
MWK =1 mkr/mn MWK = 3 mkr/mn MWK = 0,38 mkr/mn
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[MposiBnsoLWwmMNca co BpeMeHeM pocT (MOMYTHEHUS, ToHkmn annunc. KoHevHbI nokasaTtenb Ansi BAHKOMULMHA
MUWKPOKOIIOHUW, MaKpPOKOITOHUN). He criegyeT yunTbiBaThb Kak aheKT nageHus.
MWK = 3 mkr/mn MWK = 0,38 mkr/mn
UHTepnpeTauusa

Onsa natepnpetaumm 3HadeHut MUK, nony4eHHbix ¢ noMoLlbto metoaa ETEST, MoxHO nonb3oBaTbCA NOPOroBbiMU
3HadyeHnsmu MUK onsa onpepeneHvs kateropuii MHTepnpeTauumn, onybnnmkoBaHHbIMY YnpasneHnem no KOHTPOIo

KayecTBa NuLLEBbIX NPOAYKTOB 1 nekapcTBeHHbIx cpeacts (FDA)/CLSI, EUCAST w/unv Balwmm HaumoHanbHbIM
KOMWUTETOM.

TekyLMe norpaHuyHble 3HaYeHUsi NpyMBeAeHbl Ha Taknx Beb-canTtax: https://www.fda.gov u/vnu https://clsi.org n/unn
www.eucast.org

Byay4yun nonHocTblo kKonNnyecTBeHHbIM MeTogom onpeaenexdus MUK, ETEST naet BoamoxHOCTb nabopartopuu
cooOWNTL TOoYHbIEe 3HaYeHus MK BmecTe ¢ kaTeropuei nHTepnpetaumn. ETEST onpeaensieT 3HadeHusa MUK no
HenpepbIBHON LLKarne 1 MOXeT noka3aTb pe3yrnbsTaTbl B MPOMEXYTOYHOM MOMOXEHUN MeXAy TPpaauLUMOHHbIMU
OBYKpaTHbIMU pa3BeaeHusmMu (B nonpassenenus). Ecnu sHadeHne MUK no metoany ETEST HaxoanTtes mexay
CTaHAapTHbIMW ABYKPaTHbIMU pa3BedeHnsiMU, TO ero cnegyeT OKPYIMnTb A0 Grvkanlero BEpXHEro 3HavyeHus
OBYKpaTHOro pa3BefeHns nepes TeM, Kak KaTeropusampoBaThb.

lMpumep nopoezosbix 3HadyeHuli MUK EUCAST (mke/mn):

S I R
HyscmeumernbHocmb rpu HyscmeumernbHocmb rpu Yemodyusocmb
cmaHOapmHOM pexxume ysenu4yeHHoM 8o30elicmeuu
0do3uposaHusi
<0,06 0,12-1 >2

MWK 1 mkr/mn no metogy ETEST kaTeropusnpyetcs Kak YyBCTBUTENbHOCTb NpU yBenuyeHHoMm Bo3genctaum (1), B To
BpeMsi Kak KoHUeHTpaums 1,5 okpyrnsieTca 4o 2 MKI/MI U KaTeropnsmpyeTcs Kak ycTonumeocTb (R).

KOHTPOJIb KAYECTBA

UTo6bl NpoBepuThL paboune xapakTepucTuku Habopa peareHToB ETEST, kauecTBO cpef, NOCeBHOro MaTepuana

1 1UCronb3yeMblx npoueayp, NPOTeCTUpYITe WTaMMbl Ans KOHTpons kavecTtsa (KK), npuBedeHHble B criedytoLlen
Tabnuue. PeareHTbl 1 UCMOMNb3yeMble NPOLEAYPbl CYUTAOTCA YOOBNETBOPUTENbHLIMM, €CMU NOSydYeHHble 3HadyeHns MK
COOTBETCTBYHOT CMEAYIOLLMM CrielnduKaLmusam KOHTPOMs KayecTea:

MWK KoL LUTAMMbI OJ1A KK ETEST OVAMNA3OHbI MUK ONA KK ETEST
AHTUMWUKPOBHOIO (mKr/mn)
MPETMAPATA (mkr/mn)
BaHKOMULMH VA S. aureus ATCC® 29213™ 0,5-22).b)
0,016-256 E. faecalis ATCC® 29212™ 1—4 2).b)
S. pneumoniae | ATCC® 49619™ 0,125-0,52).9)
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MpumeyaHus:

+ a) CLSI M100: Performance Standards for Antimicrobial Susceptibility Testing, 28t Edition (CLSI M100.
HopmaTunBHble nokasaTenu TeCTMpOBaHUS aHTUMUKPOOHOW YyBCTBUTENBbHOCTK, 28-e n3gaHue).

* b) EUCAST: European Committee on Antimicrobial Susceptibility Testing, version 8.0, valid from 2018-01-01
(EBpoONencKknii KOMUTET MO TECTMPOBAHUIO aHTUMUKPOOHOW YyBCTBUTENBHOCTU, Bepcus 8.0, AeCTBUTENEH 0
01.01.2018).

PesynbraTtbl aHanu3a naumeHTa He cnepyet coobuwatk, ecnu pesynsratel KK BbIXogaT 3a npenensl yTBEPXKAEHHbIX
3HadeHu KK. Yactorta npoeenerusa KK gomkHa yctaHaBnmBaTbCs Kaxaon nabopartopuert MHAMBUAYaNbBHO.
PykoBogsLme npuHUmMnbl NpeacTaBrneHbl B JOKYMEHTaxX Mo OnpeaeneHnto YyBCTBUTENbHOCTY K aHTnbuotukam CLSI
cepuit MO7 n M100.1-2

Mpepenbl 3Havenun ana KK metoga ETEST moryT otnuuatbes ot cneundukaumin CLSI n (unn) EUCAST B HekoTOpbIX
cnyyvasx. MNMpegensl 3Havenun ana KK metoga ETEST ocHoBbIBatoTCA Ha obwmpHon 6a3e, COGpaHHON Npu KOHTPONbHOM
TeCcTMpoBaHMMN BONbLLOTO YMCra CEPUN PEaKTVBOB B TEYEHME HECKOMbKUX MNET, U BKINIOYAIOT AaHHbIE MHOTOLIEHTPOBbIX
nccneaoBaHui.

Ecnun 3HaveHnss MUK B oTHoweHun witammoB ansa KK HaxogaTca Ha nonpasseaeHnst Huke HkHero npegena KK, nx
crnenyeT OKpyrnuTb A0 Grivkanilero BepxXHero 3Ha4eHnst ABYKpaTHOrO pa3BefeHns Nepes TeM, Kak yCTaHOBUTb
cootBeTcTBMe KK. MogobHbIM 06pasom, ecnn 3HadeHuss MUK HaxogaTcs Ha nonpasBedeHust Bbille BepxHero npegena
KK, nx cnegyet cuntatb HecooTBeTCcTBYOWMMU KK.

Heo6xoaMMo NpoBoAWTL PErynsipHbIiA MOACYET KOMOHMI Ansi MPOBEPKU TOro, oGecneynBaeT v nosy4eHHast NioTHOCTb
CYCMEeH31N NOCEBHOIO MaTepuara nosly4yeHne 40CTaTOMHOrO KONMYEeCTBa KM3HEeCNoco6HbIx 6akTepuii B KOE/mn.
MpurogHLI MaTepuan Ana noceea Aact NpubnuantensHo ot 1-5 x 108 KOE/mn.

CrtaHpapTtbl myTHOCTM no wkane McFarland He rapaHTMpylOT npaBUNBLHOroO KONMYeCcTBa XN3HECNOCOGHbIX
6akTepun B KOE/mn.

OXWOAEMbBIE PE3YJIIbTATbI

YPOBHU Y4yBCTBUTENBHOCTM K aHTMOMOTMKaM ANsi pasnuyHbix Gronornyeckmx nonynsauun 6akrepuin 6onbLue HEBO3MOXHO
npeackasaTb B CBA3M C NPOrpecCHMBHBIM pa3BUTUEM YCTOMYMBOCTU. [ToaToMy nabopaTtopus AomkHa Nonb30BaThCs
oxungaembimm pesdynstatamm MUK pasnnyHbix aHTMOMOTMKOB ANs pedepeHTHbIX LUTaMMOB KOHTPOISA KayecTBa, YTobbl
obecneuntb COOTBETCTBME TEXHWKM TECTUPOBaHWSA HEOOX0AMMbBIM TPEGOBAHNAM 1 pa3yMHY TOYHOCTb MOSyvaeMbIX
KNMHUYECKMX pe3ynbTaToB.

PABOYUE XAPAKTEPUCTUKU

Paboune xapaktepuctukn ETEST gna BaHkOMULMHA ObInM YCTAHOBIEHBI C MCMOSNb30BAHMEM CPABHUTENBHbBIX OLIEHOK.
311 nccneaosaHns nokasanu, 4to MUK no metogy ETEST VA koppenvpytoT ¢ pedepeHTHbIM MeTogoM CLSI MO7."
MeTon ETEST cumTaetcs no cylecTBy akBuBaneHTHbeIM metogam CLSI, korga 3HadeHns MUK 13 obeux npouenyp
nokasbiBatoT nonHoe cootsetcTeue (EA) = 90 % B npegenax + 1 pa3segeHus.

Pabouve XapaKTepUCTUKM npuBeaeHbl HNUXe:

LTammel (N) % nonHoro cooteeTcTBMA (EA) 2)
MpaMnonoxuTtenbsHble aspobbl o) 357 97
S. pneumoniae ®) 200 100
Streptococcus spp. ®) 111 100

MpymeyaHus:

* a) EA — % 3Hauyenun MUK B npepenax + 1 pasBeaeHns pechepeHTHOro Metoaa.

* 0) B HacTosILee BpeMs Obinv 3a0KyMEHTUPOBaHbI S. aureus ¢ ymepeHHon YyBcTBUTENbHOCTLIO (VISA)
n yctonumocTbio (VRSA) k BaHKOMUUMHY. [1o cux nop meTtod ETEST BbIABNSN YCTOMYMBOCTL S. aureus
K BaHKOMULMHY. CnocobHocTe meToaa ETEST k BbIsIBNEHMIO YCTONYMBOCTU APYIMX CTadUIIOKOKKOB HEU3BECTHA,
TaK Kak BO BPEMSI BbINOMHEHUS CPaBHUTENBbHOIO TECTUPOBAHNS OCTAaTOYHOrO KONMYecTBa YCTONYMBBIX LUTAMMOB
B Hanunymm He 6bIno. WTammbl, Ana kotopbix MUK BaHkoMUUMHA 2 4 MKr/Mn, criedyeT OTNPaBnsaTh B peepeHTHyo
nabopaTopuio ANs AanbHENLWero TeCTUPOBaHUS.

» B) LLTamMbl, KOTOpPbIE HE SABNAOTCA «4YBCTBUTENbHLIMUY, AOMKHbI ObITb NepeaaHbl B pehepeHTHYo nabopaTtopuio
ONSA AanbHenLwero TeCTMpoBaHus.

BAXHbIE 3AMEYAHUA

1. VHoraa HekoTopble KOMGUHALMK BakTepUM 1 aHTMBMOTMKA JaloT HeoXMaaHHbIe pe3ynbTaThl. B Takux cryyasx
MarnoonbITHOMY nepcoHany GyAeT CMoXHO NPUHATL pelleHne No KoHeYHoMy 3HadeHuto MUK, OpHako, YTobbl

bioMérieux SA pycckui - 9



ETEST® Vancomycin (VA) (0.016-256 ug/mL)

051670 - 02 - 2020-09 -ru

Hay4YnTbCS NPaBUITbHO ONpenensaTb KoHeYHble 3HadeHns MUK, coTpyaHuKn MOryT NpakTUKOBaTbCH, PerynspHo
ncnonb3ysa pedepeHTHbIE WTaMMbl M CpaBHMBAs CBOK paboTy C pesynbsratamu KBanuuumpoBaHHbIX paboTHMKOB.
Kak 1 Bce aaHHble AST, pesynstatbl ETEST sBRAOTCA TONMbKO 3HAYEHUAMM in Vitro n MOTyT yKasblBaTb Ha
NoTeHUMarnbHYI0 YyBCTBUTENBHOCTb MUKPOOPraHN3MOB in Vivo. icnonb3oBaHne pesynstatoB Npy BbiIbope neveHns
OOMKHO ObITb €AUHONUYHBIM PELLEHNEM U OTBETCTBEHHOCTbIO Nevallero Bpada. OH AOMKEH NpUHMMaTh BO
BHMMaHVe MeAMLMHCKUA aHaMHe3 1 BCIO M3BECTHYIO MHGOPMaLMIO O naumeHTe, dhapMakoknHeTuyeckne

1 hapmakoAmMHaMm4yeckne CBOMCTBA aHTUOMOTMKE N KITMHUYECKMI OMbIT NeYEeHUs AaHHbIM npenapaToM UHAEKLNI,
BbI3BaHHbIX KOHKPETHbIM BakTepranbHbIM NaTtoreHoM. Takke criegyeT y4mTbiBaTb TUM aHTUBMOTMKA, [O3Y U PEXUM
[031pOBaHuS.

[ns nonyyYeHnst [OMONHUTENBHON MHAOPMALIMN O KOHKPETHBIX OFPaHNYEHNAX B MHTepnpeTaumn pesynsratoB u/mnm
OrPaHNYEHNAX KITMHNYECKOro MCNOMNb30BaHNs aHTUBMOTYKA B pa3nuyHbIX TepaneBTUYECKUX CUTyaumsx cM. Tabnuubl
M CHOCKM Ha cTaHaapTbl nHTepnpetaumn MUK B nocnegHux Bepcusax pekoMmeHgauun EUCAST nnm gokymeHTtoB CLSI
Mo onpeAeneHnio YyBCTBUTENBHOCTY K aHTUBMOTMKaM ang npoueayp passeaequs (cepum MO7 n M100).!- 2.3

YTUITU3ALUA OTXOOO0B
YTUnNusnpymnrte ncrnosb3oBaHHbIe U HENCTIONb30BaHHbIE PeareHThbl, a TakKe KOHTaMUHUPOBAaHHbIE PacXoAHbIe Matepuarnsi
B COOTBETCTBUU C TpeboBaHVAMM, NpeabaBseMbIMU A8 YTUAN3aUUM MHEKUMOHHBLIX MaTepuarnos.

Kaxxgas nabopartopusi 06s3aHa obpaluaTtbCsi ¢ Nony4YeHHbIMUM OTXO4aMM U CTOKaMu B COOTBETCTBUU C UX TUMOM U
CTENeHbI0 0NacHoOCTY, a Takke obpabaTtbiBaTb U yTUNUM3NPOBATb UX B COOTBETCTBUM C YCTAHOBIIEHHLIMU NpaBUnaMm u

HopMamu.

CMUCOK JNIUTEPATYPbI

1. CLSI M07: Methods for Dilution Antimicrobial Susceptibility Tests for Bacteria That Grow Aerobically (Latest edition)
(CLSI MO7: MeTtoabl NpoBefieHNst TECTOB Ha ONpeaereHne YyBCTBUTENbHOCTU aspobHbIX GakTepuii K
aHTUMKMKPOOHbBIM NpenapaTtam nyTemM pasBedeHus (nocrnegHee nsaaHue)).

2. CLSI M100: Performance Standards for Antimicrobial Susceptibility Testing (Latest edition) (CLSI M100.
HopmaTtuBHbIe NoKka3aTenu TeCTMpOoBaHUS aHTVUMUKPOOHONM YyBCTBUTENBHOCTM (NOCNeaHee n3gaHue)).

3. EUCAST: European Committee on Antimicrobial Susceptibility Testing (Latest edition) (EUCAST: EBponeiickuit

KOMUTET MO TECTUPOBAHMUIO YyBCTBUTENLHOCTU K aHTUMMKPOOHBLIM Npenapatam (nocnegHee nsgaxue)).

TABITULA CUMBOJIOB U OBO3HAYEHUI

CumBon O603Ha4veHne

Homep no KaTtanory

MeguumHckoe nsgenve ans
OWNarHoCTUKW in vitro

M3rotoBuTenb

TemnepatypHbIii ArMana3oH

Vicnonb3oBaTtb A0

Kop naptum

3anper Ha NOBTOPHOE MPUMEHEHMNE

CpokK XpaHeHUsi Mocre BCKPbITUS

Ob6paTnTechb K UHCTPYKLMKN NO
NPUMEHEHWIO

CoaepXMMoro A0CTaTouHO Ais
npoBeAeHUst N-KofM4yecTBa TECTOB

[aTta nsrotoBneHus

1< H(\ @ Erd~<E & 7

bioMérieux SA pycckun - 10



® .
ETEST® Vancomycin (VA) (0.016-256 pg/mL) 051670 - 02 - 2020-09 - ru

OrPAHUYEHHASA TAPAHTUA

KomnaHnwus bioMérieux rapaHTupyeT, 4To paboune xapakTepucTVKM JaHHOTO U3AENns COOTBETCTBYIOT yKasaHHOMY
npeaycMOTPEHHOMY Ha3Ha4YeHUIo B TEHEHWE BCEro CpoKa aKCMyaTaLmm npu yeroBum, YTo CTporo cobnofeHsl Bce
npoueaypbl MO UCMNONbL30BaHMIO, XpaHeHno n 06paboTke 1 Mepbl 6e3o0nacHOCTU, Kak MOAPOGHO U3NOXKEHO B MHCTPYKLIMAX
Mo 3KcnsyaTaumn.

3a ncknoYeHeM BbileyKasaHHbIX CrlyyaeB, KomnaHus bioMérieux He AaeT HUKaKMX rapaHTuii, B TOM Yncne
noApasymMmeBaeMblX rapaHTUM TOBAPHOrO Ka4yecTBa U rapaHTUIn COOTBETCTBUS NpeAnornaraemMmomy UCnorb30BaHUIo, U He
[aeT HMKakmx 06s3aTenbCeTB, B TOM YNCTE SBHO BblPaXeHHbIX, NoApasyMeBaeMblX UMW KOCBEHHbIX, B OTHOLLEHUN
MCMNONb30BaHUA Kakoro-nMbo peareHTa, NporpaMMHoro obecnevenus, npubopa n pacxodHbIX MaTepuanos (ganee —
«Cucrtemay), OTAIMYHOIO OT YKa3aHHOIO B MHCTPYKLUMSIX MO SKCyaTaLum.

NCTOPUA NEPECMOTPOB
KaTteropuu TMnoB nsmeHeHumn

H/M He npumeHuMo (nepBoe nsgaHune)

Koppektypa WcnpasneHue owmbok B JOKYMeEHTaLMM

TexHuyeckne [obasneHune, nepecmMoTp W/unu yganeHue KkacarLlencsa npogykra nHgpopmaumm
N3MEHEeHNH

AOMUHUCTPATUBHbIE BBeneHne n3amMeHeHUii HETEXHUYECKOTO XapaKkTepa, 3aciyX1BatoLLMX BHUMaHUS
N3MeHeHUs nonb3oBaTensi

lMpumeyaHue. HesHadumernbHble munozpagckue, 2paMmMamuyecKue USMeHeHUs U U3SMEeHeHUSs 8
hopMamupogaHUU 8 UCMOPUIO MEPECMOMpPO8 HE 8KITHOYEHbI.

Harta Howmep Bepcuu Tun nameHeHun 0O630p M3MEHEHWN
Bblnycka
2018-11 051670-01 MepBoe nsgaHue H/MN
2020-09 051670-02 TexHnyeckne n3aMeHeHus BHeceHne nameHeHunn ons npMBeaeHnst Tekcta B

COOTBETCTBME LWabrnoHam 1 PyKOBOACTBOM MO CTUIIO
bioMérieux n cootetcTBMe pernameHTty VDR
(EU) 2017/746.

CocTtaB Habopa, YcnoBus XxpaHeHUs1 1 CTabUNbHOCTb,
Vcnonb3oBaHue, MHCTPYKLMSA MO NpUMeHeHuto (HoBast
ynakoBka ETEST Ha HECKONbKO KapTpUaKen)

[Ins nony4eHnss TEXHNYECKOW KOHCYNbTaumny U Nogaepkkm npockba obpallaTtees K yronHOMOYEHHOMY NPeACcTaBUTENO
npounssoguTens Ha Tepputopun Poccunckon ®egepaumu:

OO0 «broMepbe Pyc»
Appec: Poccusa, 115230, Mockea, 1-bit HaratuHckun npoesg, 4. 10, ctp. 1
Ten./dakc: +7 (495) 221 10 79
TenedoH ropsiven nuHum: 8 (800) 250 10 79

e-mail: info.russia@biomerieux.com

Beb-canT: www.biomerieux-russia.com

B cny4ae BbisiBNieHWsi NOBGOYHbIX AEACTBUM, He YKa3aHHbIX B MHCTPYKLUM MO MPUMEHEHMIO U PYKOBOACTBE MO
3KCMnyaTaumy MeamUMHCKOTO U3AENUS, HexenaTerbHbIX peakuuii Npu ero NPUMEHEHNM, 0COBeHHOCTe
B3aUMOAENCTBUS MEAULMHCKUX U3OENUA MeXay coboi, (hakToB M 06CTOATENLCTB, CO3AAIOLMX YIPO3Y KU3HU 1
3[10POBbI0 rpaxkaaH U MEOULIMHCKUX PaBOTHUKOB NpY MPYMEHEHUI U SKCNTyaTauum MEAULIMHCKUX U3OeSii,
HeoGX0oAMMO HanpaBWTb COOGLLEHME, CoAepXKallee ykasaHHble cBeaeHus, B GefepanbHyto crny0y no Haasopy B
chepe 34paBOOXPaAHEHNSA B COOTBETCTBUN C AEMCTBYIOLLMM 3aKOHOAATENbCTBOM.
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BIOMERIEUX, norotun BIOMERIEUX, ETEST, Tect-nonocka ETEST, NEMA C88, RETRO C80 n SIMPLEX C76
ABMSIOTCS UCMONb3yEMbIMU, 3apErMcTPUPOBaHHBLIMU U/UM HAXOASLIMMUCS B MPOLIECCE perncTpauum ToBapHbIMU
3HaKamu, npuHagnexawmmy komnaHmum bioMérieux, oAHON 13 AOYEPHUX NN BXOOALLMX B €€ rpynny KOMNaHWN.

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

ToBapHbIN 3HaK 1 ToBapHoe nmsa ATCC, a Takke niobble Homepa no katanory ATCC — ToBapHbIe 3HaKn KOMNaHum
American Type Culture Collection.

EUCAST o3Ha4yaeT EBponeincknii KOMUTET MO TECTUPOBAHUIO YYBCTBUTENBHOCTM K aHTUMUKPOOHbIM Npenaparam. 11
AaHHble 6biny npepoctasnedsl EUCAST Ha 6e3B03Me3HOM OCHOBE M A0CTynHbl Ha canTe EUCAST: www.eucast.org.
ABTopckune npaea Ha Hux octatotca y EUCAST. Pekomenaaummn EUCAST vacTo obHoBRsitoTCA. VX nocnegHue Bepcumn
[OCTynNHbI Ha Beb-cante www.eucast.org.

D,pyrme Ha3BaHUA N TOBapHble 3HAaKMU NpuHaanexart UxX 3aKkoOHHbIM Briaaenbuam.
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