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ETEST® Daptomycin (DPC) (0.016-256 pug/mL)

Etest DPC DAPTOMYCIN — E-tect gantomnumH 256 (ganee no tekcty ETEST, ETEST DPC)

IVD

HA3HAYEHUE

ETEST — 9TO py4HOW KONMMYECTBEHHbIN METO, ONpeAerieHnsl Y4yBCTBUTENbHOCTM K aHTUMUKPOOHbLIM NpenapaTtam
rpamoTpuLaTenbHbIX Y rPaMMONOXUTENbHbIX a3PObHLIX GakTepuit, U GakTepPUIA CO CROXHBIMWU NUTATENbHBIMU
notpebHocTamu. Cuctema COCTOUT U3 CTaHAAPTHOMO rpagueHTa aHTMOMOTMKA, KOTOPbIA UCMONb3yeTcst AN
onpegeneHns MUHUManbHON HIMbupytoLen koHueHTpaumn (MUK, BbipaKeHHON B MKI/MIT), pasnunyHblX aHTUMUKPOOHbIX
npenaparoB A5 MUKPOOPraHM3MOB NMOCPEACTBOM KyNbTUBUMPOBAHWSI HA MMTATENbHOM arape B TeYeHMEe HOuW.

NOKA3AHUA K MPUMEHEHUIO

MeTton ETEST DPC moxHO ncnonb3oatb ang onpeaeneHna MUK gantoMmuumnHa B OTHOLLIEHUN CReayHLLIMX

MWKPOOPraHW3MOB:
* A3po0bbl

o pamnonoxutenbHble asapobbl: Staphylococcus, Enterococcus

» CrtpenTtokokku: S. pyogenes A, S. agalactiae B, S. dysgalactiae

nPMHUUN

ETEST npeacraBnset cobor TOHKYH, UHEPTHYHO,
HEeMopuCTYI0 MIAacTMKOBYIO TECT-MOMNOCKY. Ha 0fHy CTOPOHY
TecT-nonockn (A) HaHeceHa wkana MUK B mkr/mn, a Ha
APYryl — CTaHAAPTHbLIN rPagueHT aHTouoTuKa.

Koraa TecT-nonocky HAHOCAT Ha 3aCesiHHYH KyrbsTypou
MUKpPOOpPraHn3Ma noBepxXHOCTb arapu3oBaHHOW Cpefbl,
npegBapuTernsHO COOPMUPOBAHHBIN FpagneHT
KOHUEeHTpauun aHTMb1oTKa HeMeLNeHHO NPOHMKaeT

B arap, a 3atem 06pasyeT cTabusnbHbIN,

HenpepbIBHbIN, 3KCNIOHEHUMaNbHbIA rpagneHT
KOHLIeHTpaummn aHTMBMOoTUKa HeNOCPeACTBEHHO NoA TeCT-
nonockoMn. MNMocne uHkyGaumm, B pesynbrate KOTOpom
6akTepumanbHbI POCT CTAHOBUTCSt 3aMETHbIM, BOOMNb TeCT-
MOMOCKM MOXHO YBMAETb CUMMETPUYHBIVA 3NNnnc
UHrMbnposaHus. 3HaveHne MUK cumTbiBaeTcs co Lkanbl
B MKI/MI Np1 NOMTHOM MHITMBupoBaHun pocTa baktepuii

B MecTe nepeceyeHnst 3a0CTPEHHOro KoHLa annunca

C TeCT-MONOCKOW.

HecmoTpsi Ha cxoAcTBO € AMCKO-ANGdY3MOHHBIM METOLOM
(aHanornyHas npouenypa NPUroToBMneHNs MOCEBHOMN
KynbTypbl, BbIOOP NUTATENbHON CPeAbl U YCIOBUSA
nHKyGaumm), ETEST He siBnaeTca aucko-anuddy3moHHbIM
METOAOM U MOMHOCTLIO OTNMYAETCH OT OObIYHBLIX AVCKOBbIX
MeTOAOB. ['pagmneHT KOHLEHTPaLMN aHTUMUKPOBHOro
npenaparta B ETEST npeaBaputenbHo chopMUpPOBaH,
npegonpeneneH u ctabuneH, n He 3aBncuUT oT Anddy3nn.
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Obpaseuy mecm-nonocku ETEST

(6 3agucumocmu om rnperiapama Oocmyng/ pasfiudyHble
wkKarsbl C‘-ILImbIS&HUFI)

MHauBuayanbHas ynakoBka:
30 TecT-nonocok

412324

YnakoBKka Ha HECKOMbKO KapTpUmKen:
* 10 KapTpuaxXen, B KaXXgom no
10 TecT-nonocok 1 1 nakeTuky
BriaronornoTuTens

* 1 KpbllKa

423812

Kaxxgas TecT-nonocka CoaepXuT:
* [nanasoH MWK gantomuunna: 0,016—256 mkr/mn

C HaINoOXeHNEeM NMOCTOSIHHOW KOHLIEHTpaUmMmM KanbLumsa ang
[OCTVKEHUs akBuBaneHTa 40 mkr/mn Ca*.

1 MHCTPYKLMSA NO NPUMEHEHNIO, KOTOPYIO MOXHO 3arpy3nTb € canta www.biomerieux.com/techlib
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HEOBXOAUMbIE MATEPUAIbI, HE BKITIOYEHHBLIE B KOMIJIEKT

MaTepuanbi
» ObwenabopaTtopHoe MuKpobuonornyeckoe obopygoBaHue
* TamnoHbI (CTepusbHble, HETOKCUYHbIE Y HE CIINLLKOM MMAOTHO CKPYYeHHbIE) 1 MPOBMPKN.
+ PyyHolt annnukatop [Hanpumep, Mini Grip-It (Homep no katanory 411200), BakyymHbIi nnHueT NEMA C88™ (Homep
no karanory 559804), nnHLET nnNx aHanorM4Hoe yCTporcTBO].

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

* WHkybaTtop (+35 °C + 2 °C).

* MukpoopraH1ambl Ans KOHTPOMS KavecTsa.

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

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

PekomeHayemble nuTaTenbHble cpeabl

[ns onpegeneHunsi 4yBCTBUTENbHOCTU K aHTUMMKPOOHbIM npenapaTtam (AST) cnegyeTt ncnonb3oBatb
BbICOKOK@4YeCTBEHHbIE Cpefbl ONpeaerieHHOro coctaBa, 0becneynBaroLLmMe XOpoLLni pocT (cM. Tabnuuy 1 B KOHLE
pasgena «/IHCTPyKLmMS Mo NPYMEHEHMIO» HACTOSILLLEro BKaapila B ynakoBky). [ns obecneyeHnsi nonyYyeHnst TOYHbIX
1 gocToBepHbix nokasatenen MUK npoaykums BbiIOpaHHOM TOProBON Mapku AOMKHA NMETb XOPOLLYIO
BOCMPOU3BOAUMOCTbL OT NapTuuM K NapTuu.

Y106kl NpOBEpPUTL KAYECTBO Cpeabl, NPOBeaUTE UccriefoBaHMe C MOMOLLI0 NOAXOASALMX LWTaMMOB MUKPOOPraHM3MOB
AN KOHTponsa kadectsa. CM. BKafblll B yNakoBKy, NpefocTaBnseMblil Npou3BoaMTeNemM cpeabl.

Y6eauTecn, 4TO TomnwMHa arapa B valuke lMetpu coctaensiet 4,0 + 0,5 mm 1 umeet pH 7,3 £ 0,1.

NPEOOCTEPEXEHWUA U MEPbI NPEAJOCTOPOXXHOCTU
» Tonbko Ans AMarHOCTUKM in vitro.
» Tonbko AnsA npocdeccrmoHanbHOro UCNornb30BaHuUsA. [JaHHbIN TECT NpegHa3HayYeH Ans NCNoNb30BaHNs
KBanNMMULMPOBaHHLIMU COTPYAHUKaMKU nabopaTopuw.
» Bcerga cobniogavite npasuna acenTukn Bo BpeMs paboTsl ¢ obpasuammn 6aktepranbHbix Kynstyp. Heobxogumo
CcTporo cobnogaTtb yCTaHOBMNEHHbIE MePbl NPEAOCTOPOXHOCTU B OTHOLLEHUN MUKPOBMONOrMYeCKUX PUCKOB.
¢ TecT-nomnocku npeaHasHa4yeHbl TONbKO A4 OAHOKPAaTHOro NpUMeHeHUa 1N He OO0JKHbl UCNOJb30BaTbCA NMOBTOPHO.

ycnoBusa XPAHEHUA U CTABUNIbHOCTb

Ona vHoMBMAayanbHOW YNaKoOBKU:
» XpaHuTb Npu TeMnepaType, yKasaHHOM Ha ynakoBKe.
* He ncronb3ynte peareHTbl NOCHe UCTEYEHUSA CPOKa roAHOCTU, YKa3aHHOro Ha ynakoBKe.
» Tect-nonockn ETEST Heobxoammo Bcerga XpaHuTb B CyXOM, NPOXNagHOM, 3alULLEHHOM OT BO3AENCTBUS SSPKOro
cBeTa MecTe.
* He xpaHnute TecT-nonockn ETEST, ocTtaBLumnecs nocrne BCKPbITUSA MHANBUAYANbHON YNaKOBKU.

[nsa ynakoBKU Ha HECKONbKO KapTpUAKei:

» XpaHuTe He BCKPbITbIE M BCKPbITbIE KAPTPUIKU NPpU TemnepaType, YKasaHHOW Ha ynaKoBKe.

* He ncnonbayiiTe He BCKPbITblE KAPTPUIKM NOCNE UCTEYEHNSI CPOKA TOAHOCTU, YKa3aHHOTO Ha yNakoBKe.

» TecT-nonocku ¢ ETEST, ocTaBlMecs HEM3PacXOA0BaHHbIMM 13 BCKPLITOTO KapTpumka, crefyeT XpaHUTb B CYXOM
MecTe. He BbIHMMAiiTe BnaronornoTuTenb nocrie BCKPbITUSA U 3aKpbiBaiiTe KapTpuaxkK (BXOAALWEN B KOMMNEKT
KPbILLUKOW) cpasy nocre Ucnonb30BaHUs.

» Tect-nonockv ETEST HeoGxoanMo Bcerga XpaHuTb B CyXOM, NPOXMaaHOM, 3alUULLEHHOM OT BO3AENCTBUS SPKOro
cBeTa MecTe.

* [locne BCKPbITUS KapTPUOXK MOXHO XPaHUTb B TEYEHWNE KONMMYECTBa AHEN, yKa3aHHOro Ha Hem cGokKy. 3anuwnTe
[aTy BCKpbITUSA KapTpuaka psaaoM ¢ cumsonom [1il. Mepep Ucnonb30BaHNEM OCTaBLUMXCS TECT-NONOCOK yoeanTech,
YTO CPOK XpaHeHUs nocre BekpbITUs (14 nnu 31 AeHb B 3aBUCUMMOCTU OT MOJIEKYIbl) He MPEeBbILLAeT CPOK rOAHOCTH,
yKasaHHbIi Ha ynaKkoBKe.

« [locne BCKPbITUA KapTpMOXK MOXKHO HECKOJIbKO pa3 3aKpblBaTh M OTKPbIBaTb. [py Hagnexallem xpaHeHun
1 oBpalLeHnn 3TO He BNnsieT Ha CcTabubHOCTb. KonmnyecTBo 6enbix NpsiMOYronbHUKOB B KBagpaTe, HaneyaTaHHbIX
Ha NpaBoli CTOPOHE, 03HAYaeT, CKOJSIbKO pa3 MOXHO OTKPbITb KapTpuOXK, BKNtoYasi BCkpbiTue (3 pasa ™ unu 4 pasaf:
B 3aBMCMMOCTM OT MOJIeKyJbl). UToBbl 3achnKcMpoBaTh 3TO YMCIIO, 3aKpackTe OAMH U3 BerbiX NPSIMOYTONbHUKOB NpK
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BCKPbITUM KapTpyaKa 1 3aTeM 3akpaluvBanTe no ogHoOMy 6enomy npsiMOyrorbHUKY Kaxabl pa3, OTKpbIBas
1 3aKpblBasi KAPTPUOXK.

lMpumepsbi (3MukemKu HUXe npueoodsIMCsi MOSIbKO 8 CPaBoYHbIX UErsx):

ETEST® XXX 0.016-256 ug!rl]L ETEST® XXX 0.016-256 ug.-‘n_'_lL
EE - - <14D || [:B] - - —=3p 00
—_— = =— = — 0999501 (][] —— = o= == == 09999801 (1]
« lNocne Toro kak kapTpuak GyAeT OTKPLIT MakCMMarnbHOe KONMYECTBO pas, BCE OCTaBLUMECS TECT-MOMOCKN creayet
YyTUNM3NPOBaTb.

* Bxopgslen B KOMMMEKT KPbILLKON MOXHO 3aKpblBaTb TOMbKO KApTPUAKM U3 TOTO Xe KomnnekTa. He ncnonessynte
KPbILLKM OT APYrMX NapTuin nnm npenapaTos.
» KpbILKy cnepyeT yTunManposaTtb Mocne ee ncnonb3oBanusa ¢ 10 kapTpuaKamm n3 ynakosku.

MCNONb30OBAHUE

* [lMepen ncnonb3oBaHem TecT-nonocok ETEST 13 HepacKkpbITOn ynakoBku HeOB6XOAMMO OCMOTPETh YNakoBKy Ha
npegmMeT OTCYTCTBUS NMOBpPEeXAeHU. He nucnonb3ynte B cnyyae, ecnv ynakoBka Gbina noBpexaeHa.

* [Mocne n3baTHA N3 XONOAMINbHUKA/MOPO3UITbHUKA HEOOXOAMMO BbiAepXaTb MHAMBUAYAIbBHYIO YNTaKOBKY UNn
YMaKOBKY Ha HECKOIbKO KapTpuapKen npu KOMHaTHOM TemnepaType 40 BCKPbITUSA (OKOMo 15 MuHyT, ecniv
Temnepartypa xpaHeHus coctaBnana +4 °C, unm okono 30 MMHYT, ecnun TemnepaTtypa XpaHeHUsi cocTaBnsrna
-20 °C). N3sBnekaTb TECT-MONOCKY U3 YNaKOBKW crieayeT HEMOCPEACTBEHHO nepes ucnonb3osaHnem. Mepen
BCKPbITMEM YNaKoBK/M HEOOXOAMMO [0XAATbCA MOJHOro MCNapeHus Briaru, KoTopas Morfna CKOHOEHCMPOBAaTLCH Ha
BHELLHEN NOBEPXHOCTMN YNaKoBKM.

* He npukacanTecb K NOBEPXHOCTW TECT-NOMOCKM, Ha KOTOPOW HAXOAUTCH rPafAMEHT (K CTOPOHE, NPOTUBOMONOXHOW
wkane MUK). Ans B3sTua Tect-nonocok ETEST pekomeHayeTca ncnonb3oBaTb pyvHON annnunkaTop [Hanpumep,
Mini Grip-It (puc. 1), BakyymHbiit nuHLeT NEMA C88™ (puc. 2), nuHueT unu nogobHoe uM ycTpoincTso]. B cnyyae
n3sneyeHns Tect-nonocok ETEST Bpy4Hyt0 MUHLETOM Mnn nogo6HbIM YCTPOMCTBOM pa3peLlaeTcs npukacaTbes
TOMbKO K KOpeLLKaM (TOMY MECTY, Ha KOTOpO€e HaHeCeH 2- unun 3-6yKBEHHbIV KOA).

M3Bne4veHne TecT-nonockn ETEST 13 nHgmemayansHom M3BneyeHune tect-nonocku ETEST n3 kapTpuaka C NOMOLLbLO
ynakoBku ¢ nomotpeto Mini Grip-It BaKyymHoro nuHueta NEMA C88™

* VIHCTpYKUMK ONa MHAUBUAYaNbHOW YNaKOBKM:

Mpexae Yem OTKPbIBaTb YNakoBKY, OCTOPOXHO MOCTY4YMTE YNaKOBKOW MO TBEPAON NOBEPXHOCTY,
YTOGbI TECT-NOMOCKA OKasanach Ha [He YNakoBKU, 3aTEM 3aXKMUTE YMaKOBKY Mexay 6omnbLunmM
1 yKazaTenbHbIM NanbLaMu, MOMEeCTUB KOHUYMK GOMbLUOro nanbua B yriybneHve Ha 3agHen
CTOpOHE.

HaxmuTe GonblummM nanbuemM Breped 1 ykasarternbHbIM nanbLemM Hasag, YTobbl OTNOMUTL
antoM1H1eByo 060MoYKy, NMpKY 3TOM BNAronornoTUTenb AOMMKEH OCTaTbCA B BEPXHE YacTu
YNaKoBKM.
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OTorHute BEPXHKO 4YaCTb Hasapg, YTOObI MONMHOCTLIO OTKPbITb YNaKOBKY.

M3Bnekute Tect-nonocky ETEST 13 ynakoBkv ¢ MOMOLLBIO NYHLETa Uy ApYyroro annnukaTopa.

* WHCTpyKUMM ANS yNakoBKU HA HECKOMNbKO KapTpUIKeN:

MogHMMUTE A3bI4OK N3 PONbIY B BEPXHEW YacTu KapTpuaxa u notTaHuTe Hasag,
YTOObI MONTHOCTLIO CHATB.

( Mpumeyvanune: Y6eautech, Y4To NOCNe BCKPLITUSA HA KapTpuUKe He 0CcTanoch
donbry, MOCKOMbKY OHa NOMELLAET Kak CriefyeT 3aKpbiTb €70 KPbILLKOW.

B kapTpuaxe HaxoauTcsa NakeTUK KannesngHon opmebl ¢ Bnaronornotutenem. He MU3BJieKaUTe BraronornoTutenb
nocrie BCKpPbITUA.

* MeToza py4How o6paboTku:
o Ecnu ncnonb3syeTcs BakyyMHbI
nuHueT NEMA C88™ unu
annnukaTtop Mini Grip-It

* MeTop aBTOMaTU4eckom o6paboTku ¢
MOMOLLbIO aBTOMaTUYECKOro
annnukatopa SIMPLEX C76™:

o 3arpysute KapTpuoKu ¢ TeCT-

(pexomeHayemble MeToabl):
Bo3bMuTEe BEpxHIOKO TECT-
nonocky ETEST, He kacasice
BMaronornoTuTens.

nonockamu ETEST Hanpsmyto B
aBTOMaTM4eCKuIA annnmkaTop
SIMPLEX C76™ (MHCTpYKLMM CM.
B PYKOBOACTBE NOMb3oBaTensi

annnvkatopa SIMPLEX C76™).

o Ecnu ncnomnbsyeTcs NUHLET Unn
aHanornyHoe ycTpomncTeo:
HaxmuTte ykasatensHbiM
nanbLeM Ha y3KUIn KoHel,
nakeTuka C BraronornoTuTenem,
4YTOObI NPUNOAHATL TECT-
nonocku. He HaxxumanTe Ha
oKpyrnyto yactb. [puaepxmsas
nanbLemM BnaronornoTuTens,
N3BNEKNTE BEPXHIOK TECT-
nonocky ETEST 13 ynakoBku
MVHLETOM MMM aHanorM4HbIM
YCTPOWCTBOM.

Cpasy nocrie ncnonb3oBaHus HaAeHbTE KPbILKY Ha KapTpuax (B NpaBuiibHOM
NONMoXeHUN) N XpaHuTe ero, kak ykazaHo B pasaene YCIIOBUA XPAHEHUA
N CTABUIIbHOCTb.

054384-01

MHCTPYKUUA NO NPUMEHEHUIO

MNpuroTtoBneHue cycneH3nu u noces

1. [oseawute cpepny u TecT-nonockn ETEST oo komHaTHONM Temneparypsbl.

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

3. lMoaroToBbTe CyCcneH3uio: CyCneHaMpyNTe XOPOLLO N30NMPOBAHHbIE KOMTOHWM, BbIPOCLUME Ha YallKe C arapom
B Te4eHne Houun. [Ina MMKPOOPraHM3MOoB CO CIIOXHBIMU NUTATENbHLIMW MOTPEBHOCTAMU, TAKNX Kak MHEBMOKOKKM,
CTPENTOKOKKMN, FOHOKOKKM, aHaapobbl n Haemophilus spp., NCNonb3ynte CycneH3nto, NPUroToBAeHHYio B BynboHe
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B TedyeHne 15 MuHyT. YbeamTtecb B HanM4mMm B NOCEBHOW CyCneH3un npasunbHoro konnyectsa KOE/mn
(konoHneobpasytoLasa egmMHULA) OTHOCUTENBHO COOTBETCTBYOLLEro ctaHaapTa no wkane McFarland. [JaHHbIn nyHKT
0C0BEHHO BaXeH A MUKPOOPraHU3MOB CO CITOXHbIMW NUTaTeNbHbIMU NOTPEBHOCTAMU, U CIIM3UCTbIX KONOHWUIA
MWKpPOOpPraHM3amoB. py NpaBnnbLHOM NPUIOTOBIIEHWMN CYCNEH3UN NOCHE KyNbTUBMPOBaHUSA AOMKEH BbITb nonyyeH
CMNIOLHON MW NPaKTUYECKM CMIOLLHON POCT Ha MOBEPXHOCTM Cpedbl.

CrtanpgapTbl MyTHOCTM no wkane McFarland He rapaHTUpyloT NpaBUbLHOIO KONMMYECTBA XKN3HECMOCOOHbIX OakTepui B
cycneHsun. Heobxoanmo NpoBoauTb perynspHbIin NoAcHeT KOMOHWUIA ANA NPOBEPKM Toro, obecnevmBaeT nm
ucnonb3yemasi METoAuKa NoceBa MosyveHne Hy)KHOro KonmyecTBa XXn3HecnocobHbix 6aktepuin (B KOE/mn).
Cwmotpute pasgen KOHTPOJIb KAYECTBA.

BbInonHUTE NOCEB: OKYHUTE B MOCEBHYH CYCNEH3MNIO CTEPUIbHBINA, HETOKCUYHBIN Y HE CMIMLLKOM TYrO CKPYYEHHbIN
TamnoH. Yaanute nsbbITOK XXUOKOCTU, NPUKaB TaMMOH K BHYTPEHHEN NMOBEPXHOCTU CTEHKM Npobupkn. Yaoanute
6onblue XMAKOCTK, Koraa AenaeTcs Noces Ha yallky AmameTpoM 90 MM, N MeHbLLE NpU 3aCeBaHUM YaLLKn
anamveTpom 150 mm. TwiaTensHO pacnpegenuTe CyCcreH3unto No NOBEPXHOCTU arapa LUTpMxamu B TpeX HanpaBrneHusx,
Kaxxapbli pa3 noBopaymsas 4aluky Ha 60 rpagycoB, 4Tobbl ob6ecneynTs paBHOMEPHOE pacnpeneneHne NoceBHOro
maTepuana. B kKauecTse ankTepHaTVBbl MOXHO MCNOMNb30BaTh MHoKynsaTtop RETRO C80™ ans achdekTneHOro
pacnpeferneHus NOCEBHON CyCrneH3nn No NoBeEpPXHOCTM arapa (puc. 3) (MHCTPYKLUK CM. B PYKOBOZACTBE MOnb3oBaTens
nHokynstopa RETRO C80™). aiite n3bbITky BNaru ancopbuposaTthcst B TedeHne 15-20 MUHYT, Tak YTobbl
NOBEPXHOCTb Obirfla NONMTHOCTLIO CyXOM nepep HaHeCEHUEM TeCT-MOJI0COK ¢ rpagueHTom ETEST.

7

Puc. 3

MoceB Ha YallKy ¢ arapoM € NoMoLLbio MHOKynsTopa RETRO C80™

HaHeceHune TecT-nonocok u I/IHKyﬁaLlMil

1. Y6epuTtecsb, 4TO 3acesHHas MOBEPXHOCTb arapa NofiHOCTLIO Cyxasi.

2. Ortkponte ynakoBky ETEST, kak ykazaHO B MHCTPYKLMM MO BCKPbITUIO 1 paboTe ¢ TecT-nonockamu.

3. Tect-nonockn ETEST MOXHO HAHOCWTb Ha 3aCesiHHYIO NMOBEPXHOCTb arapa C MOMOLLbIO PyYHOro annnvkatopa
[Mini Grip-It, BakyymHoro nuHueta NEMA C88™ (puc. 4), nMHLETa unm Apyroro aHanornyHoro ycTponcTaa) nnéo
aBTOMaTU4eckoro annnukatopa SIMPLEX C76™ (puc. 5). PasmecTtute Tect-nonocky ETEST wkanoi MUK Beepx
(Mo HanpaBnNeHWIO K KPbILKE Yallku) 1 MakCUMarnbHOW KOHUEHTpauuen 6nmxke K kpato yawku (puc. 4 n 5).

Puc. 4

HaHeceHue TecT-nonockn ETEST Ha noBepxHOCTb
arapv3oBaHHOM cpefbl C MOMOLLbI0 BaKyyMHOrO NuHLETa
NEMA C88™

Puc.5

HaHeceHue TecT-nonocku ETEST Ha noBepxHOCTb
arapv3oBaHHOW cpefbl C MOMOLLbIO aBTOMAaTUYEeCKOro
annnukatopa SIMPLEX C76™

4. MoXHO 1cnorb3oBaTh LWabnoH ANns ONTMManbHOro NoMelLeHust TecT-nonocok ETEST paBHoyaaneHHo apyr ot
Apyra B Yallke ¢ arapoM. B ogHol valuke guametpom 150 MM ¢ arapom MOXHO pasMecTuTb A0 LUECTU TECT-MONOCOK
ETEST (puc. 6a), a B ogHon yaiuke guameTtpom 90 MM ¢ arapom — A0 ABYX (puc. 66). [Ins MukpoopraHuamos
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C OXXMOAEMOW BbICOKON YyBCTBUTENBHOCTBIO UCMOMNb3YNTE MEHbLLE TECT-NMOMOCOK Ha Yallke agnametpom 150 Mm
1 TOMbKO OfHY TECT-NOMNOCKY Ha YaLuke guameTpom 90 MMm.

Puc. 6a. Puc. 66.

LLlabnoH ans 6 TecT-nonocok B yaluke guametpoM 150 mm LLlabnoH gns 2 TecT-nonocok B vaiuke guametpoM 90 Mm

5. Heobxooumo y6efnuTbesi, YTO TECT-NONOCKa NOMHOCTbIO NpUeraeT k NoBEPXHOCTU arapa. He cnegyet pa3mellats
TECT-NoNoCKy B MEPEBEPHYTOM MOSOXKEHNU, TAK KaK SMMUMNC MHMMOMPOBaHUS He 06pa3yeTcsi, MOCKOMbKY aHTUBMOTUK
HE MOXET NMPOHWKHYTb YEPE3 HEMOPUCTYIO NNACTUKOBYH TECT-NOMOCKy. Mpy HEOBXOAMMOCTY MOXHO yAanuTh
BO3AYLUHbIE MONOCTH, BUAVMbIE NMOJ TECT-MOMOCKOW, OCTOPOXHO HaXKUMas Ha TECT-NMOJIOCKY (He ABUrasi €e) KOHYMKOM
annnvkaTopa Ui NMHLETOM, MpW 3TOM HanpaBneHWe ABMKEHNS! JOIDKHO ObiTb OT MUHMMAIIbHON KOHLEHTpaLmim
K MakcumarbHoON. ManeHbkve ny3bipbky He BIUSIIOT Ha pedynbTaThl TecTupoBaHus. Mocne HaHeceHuUA TecT-
NornockKy Hernb3sl CABUraTb, MOCKONbLKY MPOMCXOAUT MrHOBEHHOE BbICBOGOXAeHUe aHTUGMOTHKA B arap.

6. KynbTvBUpOBaTb YallK1 C arapoM criefyeT B NepeBepHYTOM MOMOXEHNUM (KPbILIKON BHW3), MOCTaBNEHHBIMW APYT Ha
Zpyra, Ho He Gonee 5 yallek, B COOTBETCTBUM C YCIOBUSIMU, NMPUBELEHHBIMU B PYKOBOACTBE HUXKE.

Tabnuua 1. YkasaHusa no BbIGOpY NUTaTenbHbIX Cpea, NoAroToBKe NOCEBHOrO Matepuana u KynsTMBMPOBaHUIO

pynna ArapusoBaHHas [MoceBHOW MaTepuan KynetuBupoBaHue
MWKPOOPraH13moB I'IVIT<’=\TGJ'"=H)39| OnTtunyeckas
cpena MutatenbHas nnoTHocTb (Mo |Temne
patypa )
cpena ) ©) TEe (£2 °C) ATtmocdepa | Bpems (4achbl)
McFarland) »
A3pobbl Mionnepa- | 0,85 % NaCl (1nun 0,5 +35°C Okpy>xatoLas 16-20
XWHTOHA COneBoW pacTBop) cpega
CTpenToKokky © Mtionnepa- BynboH 0,5 +35°C 5% CO, 20-24
XWHTOHa + 5 Mionnepa- (1, ecrn
% kpoBu (no XUHTOHa (Mnu KO}IOHVIH
cTaHgapTam | COneBoW pacTBop
CLSI) unu BynsoH crusucras)
C cepaeyHo-
MO3rOBbIM
akcTpakTom (BHI))

Mpumevanus:

» a) CopepxaHue kanbums B arape Mionnepa-XmHToHa MOXeT OTNMYaTbCs B 3aBUCHMOCTM OT MPOU3BOAUTENS U
cepun. HeobxoaMMo NPOBOAWTL KOHTPOIb KavecTBa KaXaow Cepun arapu3oBaHHOW Cpeapl.

» 0) Bbino ycraHoBneHo, 4To conesow pacTeop (Homep no katanory V1204) coemectum ¢ ETEST.

» B) Bbino ycraHoBneHo, 4to «Brain-heart infusion broth - Cepae4yHo-mo3roBoi 6ynboH (Mo TEKCTY «BynboH C
CepAeYHO-M0o3roBbIM akcTpakToM»)» (BHI) (Homep no katanory 42081) coBmectum ¢ ETEST.

* r) MyTHOCTb NoceBHOro Matepuana He A4ormkHa npesbiwatb 0,5 (1 B cnyvae cnv3ncTon KONOHUK) No LuKane
McFarland. MNpu ncnonb3oBaHNM ManeHbKuX Yallek C arapoM BblAaBUTE MMLLHIO XUAKOCTb U3 TaMmnoHa nepen
noceBoM, 4YTOBbI He 6bI10 N3bbITka NOCEBHOrO Matepuana. M36bITOYHbIN POCT Ha arape MOXeT AaBaTb CKOMMEeHWs
BOKPYI TECT-MOMOCKN, NPUBOAS K TOXHOMOBBILEHHbLIM 3Ha4eHnam MUK,

* 0) YbeauTtech, Y4TO Yallka C arapoMm KynsTYBMpOBanach B Te4eHne peKoMeHA0BaHHOMO neproaa BpeMeHu, npexae
YeM CHUMaTb NokasaHusi, 0COGEHHO B Cryvae 3ameaneHHOro NPOSIBIEHNS YCTONYMBOCTU U MEAMNEHHO PacTyLLUMX
NPUXOTNNBBLIX MUKPOOPraHW3MOB.

* e) B tom uucne S. pyogenes A, S. agalactiae B n S. dysgalactiae.
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PE3YNbTATblI U UHTEPMNPETALIUA

YyeT pe3ynsraToB

» Korga poct 6aktepuii xopoLlo 3aMeTeH, cumTanTe 3HadeHne MUK B mecTe, rae annunc nHrimbmpoBaHus nepecekaeT
TecT-nonocky. KoHeyHble 3HauveHns MK B metoge ETEST 06blYHO YETKO BbIpaXKeHbl, HO MOryT HabnoaaTbes
1 pasnuyHble KapTuHbI pocTa/MHIMbMpoBaHus. CM. unncTpaumm Huxke (PUCYHKu 7, 8 n 9).

* He yunTbiBanTe pesynbraThbl, €CNv KynbTypa BbIMMSANT CMELLaHHON UMW eCny poCT GakTepuin 04eHb
He3HauuTernbHbIN UK CRULWKOM rycton. lNosTopuTe TecT.

» [1na 6akTepmumnaHbIX NpenapaToB, TakMx Kak AanTOMULMH, KOHeYHoe 3HadeHne MUK cnegyeT yumTbiBaTh B MecTe
NOMHOro NHrMbrposaHus pocTa. [MoMyTHEHWE 1 MaKpO- UMM MUKPOKOMOHWUM B NpeAenax 3 Mm OT TECT-MOMOCKU
crnepyeT yunTbiBaTb Kak PoCT.

» PocT BAonb Bcero rpagneHTa (0OTCyTCTBME SMMMNca UHIMOMpoBaHUs) o3HavaeT, 4To 3HavyeHne MUK Bbiwe unm
pPaBHO HaMBbICLLEMY 3HAYEHMIO Ha LUKane. Nnnc MHMIMbMpoBaHKA HXKE rpaaneHTa o3HavaeT, YTo 3HavyeHne MUK
HUXe, YeM Hanbonee HU3Koe 3HadyeHne Ha wkane. CHumanTe 3HadeHnss MUK B HUXKHEN Touke Ana ganToMuumHa
(pucyHok 10).

» M36biTOYHas Bnara B Yallukax nepej noceBOM, HeAOCTaTOYHO BbICYLLUEHHAsA NOBEPXHOCTb Nepes HanoXeHnem TecT-
NOMOCOK U/ HEPaBHOMEPHO 3aCesiHHbIE LUTPUXOM MOBEPXHOCTU MOTYT MPUBECTM K OTCYTCTBMIO CNIIOLLHOMO pocTa
unu 3ybyaTeiM Kpasm annunca. [oBTopuTe TecT, ecnn y4eT KoHeuHbIx nokasatenen MUK 3atpygHeH. B cnyyae
HepoBHbIX nepeceyeHnn MUK ¢ nonockon yunTeiBanTe Gonbluee 3HaYeHne. Ecnu passegeHuii > 1, nosBTopute TecT.

» [1na TOYHOro onpefeneHns KoHeYHbIX 3HavyeHn MUK ans cTpenToKOKKOB M QHTEPOKOKKOB HaKMOHUTE YaLlKy n/unm
NCMNOMnb3ynTe yBenM4uTenbHoOe CTEKNO.

» B cnyyae TyHHenbHOro pocta npeHebperavite TOHKOW NTMHWEN pocTa BAOMb TECT-MOMOCKM.

Mpumepbl yyeTa pe3ynsraToB
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Puc. 10
S. aureus E. faecalis S. pneumoniae «OddekT nageHna» —
ATCC® 29213™ ATCC® 29212™ ATCC® 49619™ C””Tb'Ba“TfoﬁﬂK'gK B HIKHE
MWK = 0,25 mkr/mn MWK = 0,75 mkr/mn MUK = 0,094 mkr/mn MUK = 0,125 mkr/mn
UHTepnpeTauus

[ns nHtepnpetaummn 3HaveHnn MUK, nonyyeHHbix ¢ nomoLubio Metoga ETEST, MOXHO nonb3oBaTbCA MOPOroBbIMU
3HayeHnsmn MUK onsa onpeneneHns kateropuin MHTepnpeTaummn, onyobrnmkoBaHHbIMK YNpaBneHnem no KOHTPOIo
KayecTBa NWLLEBbIX NPOAYKTOB 1 nekapcTBeHHbIX cpeacTs (FDA)/CLSI, EUCAST w/vunu BawmmM HauMoHarnbHbIM
KOMUTETOM.

TekyLmne norpaHnyHble 3Ha4eHns NnpyMBeaeHbl Ha Takmx Beb-cantax: https://www.fda.gov u/vnu https://clsi.org n/vnn
www.eucast.org

Byay4yn nonHocTbio KonuyecTBeHHbIM MeTogom onpefenerHns MUK, ETEST pnaet BoamoxHocTb nabopatopum
coobWwnTb ToYHbIe 3Ha4YeHns MK BmecTe ¢ kaTeropuein nHtepnpetaumn. ETEST onpegensiet 3HadeHus MUK no
HENpepbIBHON LLUKarne 1 MOXET nokasaTb pe3ynsTaTbl B MPOMEXYTOYHOM MOMOXEHUN MEXAY TPaauLMOHHbIMU
OBYKpaTHbIMW pa3BeeHnsimu (B nonpassenequst). Ecnu sHavenne MUK no metony ETEST HaxoauTcsa mexay
CTaHAapTHbIMU OBYKPaTHbIMU pa3BedeHUsIMU, TO ero crieayeT OKpyrnuTb A0 Grvkanilero BepxXHero 3Ha4eHust
[OBYKpPaTHOro pa3BefieHns nepes TeM, Kak KaTeropusampoBaTsb.
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lMpumep nopozosbix 3HadyeHuli MUK EUCAST (mka/mn):

S I R
YyecmeumernbHocmsb ripu HyecmeumernbHocmb npu Yemodvusocmpb
cmaHOapmHOM pexume ysenuyeHHoM 8o3delicmeuu
0o3uposaHusi
<0,06 0,12-1 22

MWK 1 mxr/mn no metogy ETEST kaTeropmaunpyeTcs Kak YyBCTBUTENBHOCTb NpY yBenM4YeHHoM Bo3aencTeuu (1), B TO
BpPeMs Kak KOHLeHTpaums 1,5 okpyrnseTcs 4o 2 MKI/MN 1 KaTeropmsmpyeTcs Kak yctonumsocTsb (R).

KOHTPOJIb KAYECTBA

YTto6bl NpoBepuTL paboune xapaktepuctukm Habopa peareHtoB ETEST, kauecTBO cpef, NOCEBHOrO Matepuana

1 MCMosb3yeMbIX NpoLeayp, NPoTecTupyiTe WTamMmbl Ans koHTpons kadectsa (KK), npuBeaeHHble B criedytoLueit
Tabnuue. PeareHTbl 1 ncnonb3yemble NpoLeaypbl CHUTAOTCS YAOBNETBOPUTENBHBIMU, €CMN NoMy4YeHHble 3HaveHuss MUK
COOTBETCTBYIOT cneayrowmnm CI'IeLI,I/I(bI/IKaLWIﬂM KOHTpOIA Ka4vyecTBa.

MWK KOO LUTAMMBI OJ1A KK ETEST ONATA3SOHbI MUK OJTA KK ETEST
AHTUMMKPOBHOIO (MKr/mn)
MPEMAPATA (mkr/min)
JantomuumH DPC S. aureus ATCC®29213™ 0,25—1
0,016-256 E. faecalis ATCC® 29212™ 1-4 2)
S. pneumoniae ATCC® 49619™ 0,064-0,5 2. 6)
MpymeyaHus:

+ a) CLSI M100: Performance Standards for Antimicrobial Susceptibility Testing, 29t Edition (CLSI M100.
HopmaTuBHble noka3aTenu TeCTMpOBaHUS aHTUMUKPOOHOM YyBCTBUTENBHOCTH, 29-€ n3gaHue).

* 6) EUCAST: European Committee on Antimicrobial Susceptibility Testing, version 9.0, valid from 2019-01-01
(EUCAST: EBponeiickuii KOMUTET MO TECTUPOBAHUIO aHTUMUKPOBHOW YyBCTBUTENBHOCTU, Bepcus 9.0,
aevicteutensHa ¢ 01.01.2019 r.).

BoinonHuTe koHTponb kadectsa (KK) ¢ ncnonbsosaHuem Enterococcus faecalis ATCC® 29212™ (1—4 mkr/Mn) v
Staphylococcus aureus ATCC® 29213™ (0,25-1 mkr/mn). MicnonbaosaHue Asyx wrammos KK nossonsiet nposepnTb
pesynbTaTbl, KOTOPble HAXOAATCA B AMana3oHe YyBCTBUTENbHOCTM 1 PSAOM C MOrPaHUYHbIM 3HaveHnem. Ecnn
pesynbTaTbl He COOTBETCTBYIOT cneundukaumsam KK nnm eanHoo6pasHo ncKkaxkeHbl paaoM ¢ npederibHbIMU 3HaYeHNAMM,
NoBTOPUTE TECT C UCNONb30BaHWeM agpyron mapku MHA.

PesynbraTthl aHanm3a naumeHTa He cnepyet coobuars, ecnu pesynstatel KK BbIXOAAT 3a npeaensl yTBEPKAEHHbIX
3HavyeHun KK. Yactorta nposegerusa KK gomkHa yctaHaBnmBaTbCs kagon naboparopven MHAMBUAYyarnbsHO.
PykoBogsLimne npmHUmMnbl NpeacTasrieHbl B JOKYMEHTax Mo OnpeaeneHnto YyBCTBUTENbHOCTU K aHTubrnotmkam CLSI
cepuit MO7 1 M100. '+ 2

Mpenenbl 3HayveHun ana KK metoga ETEST moryT otnudathes oT cneundukaumii CLSI n (unu) EUCAST B HEKOTOpPbIX
cnyyasx. MNpenensl 3HadeHut ans KK metoga ETEST ocHoBbiBatoTCcs Ha 06LwmpHon 6a3e, cobpaHHON Npu KOHTPOMbLHOM
TeCTMPOBaHNM OOMbLLOIO YMCIa CepUii PeakTUBOB B TEYEHNE HECKONBbKMUX NET, U BKITHYAOT AaHHbIE MHOTOLEHTPOBbIX
nccnenoBaHuU.

Ecnun 3HadeHns MUK B oTHoweHun witammoB ansa KK HaxogaTca Ha nonpassefeHns Huxe HukHero npegena KK, nx
crnepnyeT OKpyrnuTb 40 Onukanlero BEpXHero 3Ha4eHus ABYKPaTHOrO pa3BeAeHUs nepea Tem, Kak yCTaHOBUTb
cootBetcTBUue KK. NMogobHbim obpasom, ecnu 3HaveHns MUK HaxogaTcst Ha nonpasBefeHns Bbille BEPXHEro npeaena
KK, nx cnegyet cuntatb HecooTBeTCcTBYHOLWMMN KK.

Heobxoarmo npoBoAnNTb perynspHbIn NOACHET KOMOHUIA AN NPOBEPKM TOro, obecneunBaeT v nonyvyeHHas ninoTHOCTb
CYCMEeH3Un NOCEeBHOro Matepmana nonyyeHne 4OCTaTOMHOIO KONMYecTBa XU3HeCcnocobHbIx 6akTepun B KOE/Mn.
MpuroaHbIi MaTepuan ang nocesa AacT NpubnuauTtensHo ot 1-5 x 108 KOE/mn.

CTtaHpapTbl MyTHOCTM no wkane McFarland He rapaHTUpYIOT NpaBUILHOrO KONMMYeCTBa XKU3HECNOCOGHbIX
6aktepun B KOE/mn.
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OXWOAEMbBIE PE3YJIbTATbI

YPOBHM YyBCTBUTEMNBHOCTM K aHTUBMOTUKAM A5 Pa3nuyHbIX Bruonornyecknx nonynsumin 6aktepumin 6onblue HEBO3MOXHO
npeackasaTb B CBA3W C NPOrpecCcMBHBIM PasBUTUEM YCTONYMBOCTU. [T0aTOMy nabopaTopus AoMmKHa Nosb30BaTbCs
oxungaembimu pesynstatamv MUK pasnuyHbix aHTMOMOTMKOB Anst pedepeHTHbIX LLUITaMMOB KOHTPOSS KayecTBa, YTobbl
06ecneunTb COOTBETCTBME TEXHWKM TECTUPOBAaHNS HEOOX0AMMbIM TPEGOBAHUSIM Y Pa3yMHY TOYHOCTb MOMyYaeMbIX
KIMUHNYECKUX pe3ynbTaToB.

PABOYUE XAPAKTEPUCTUKHU

Pabouvne xapaktepuctukun ETEST ana gantoMmuumHa Obinm yCTaHOBMNEHbI C UCMONMb30BaHWEM CPaBHUTENbHBLIX OLIEHOK.
311 nccneaosaHns nokasanu, 4yto MUK no metogy ETEST DPC koppenupytoT ¢ pedepeHTHbIM MeTogom CLSI MO71.
MeTton ETEST cuuTtaeTtcsa no cyLlecTBy akBMBaneHTHbIM metoaam CLSI, korga 3HaveHua MUK n3 obenx npouenyp
nokasbiBatoT nonHoe cootBeTcTBue (EA) = 90 % B npenenax + 1 pa3seneHus.

Pabouve XapaKTepUCTuUkn npmBedeHbl Hxe:

MwuikpoopraHuam Lrammbl (N) % nonHoro cooTeetcTeus (EA) 2)
MpamnonoxuTensHble aapobs ©) 506 97
CTpenTokokkm 337 97

MpymeyaHus:

* a) EA — % 3Ha4ennii MUK B npegenax + 1 pa3BeneHus pedepeHTHOro Metoaa.

* 6) [nsa cTacduUNOKOKKOB 1 CTPEMTOKOKKOB: « HEHyBCTBUTEMbHBLIE» LUTAMMbI BCTPEYAIOTCA PEAKO UMK eLle He
permcTpyMpoBanucb. [ns Takoro LTamMmma Hy>KHO NOATBEPAUTb pe3ynbraThl AeHTUdMKALMN 1 TECTUPOBAHUS Ha
YyBCTBUTENBHOCTb K aHTUMMKPOOHbBIM NpenapaTtamM 1 OTnpaBuTb U30NST B pedepeHTHy nabopatoputo Ans
OanbHenLwero nccnenoBaHus.

BAXHbIE 3AMEYAHUA

1. VHoraa HekoTopble KOMOMHaLMKN B6akTepum U aHTUOMOTUKA Aal0T HeOXMAAaHHbIE pedynbraThl. B Takux cnydasnx
MarnoonbsITHOMY nepcoHany 6yaeT CroXHO NPUHATL peLleHne No KoHeyHoMy 3HadeHunto MUK. OpgHako, 4To6bI
Hay4YUTbCsl NPaBUIIbHO ONpeaensiTb KoHeYHble 3HadYeHuss MUK, coTpyaHWKM MOTyT NpakTUKOBATLCS, pPerynsipHo
ncnonb3ys pepepeHTHbIE LWTaMMbl U CpaBHUBAs CBOK paboTy ¢ pesynsratamu KBanuguumpoBaHHbIX paboTHUKOB.

2. Kak u Bce paHHble AST, pesynbratel ETEST ABNAOTCA TONBKO 3HAYEHUAMMN in Vitro n MOryT yKasbiBaTb Ha
NoTeHLManbHY YyBCTBUTENbHOCTL MUKPOOPraHn3MoB in vivo. icnonb3oBaHne pesynsTaToB Npu BbIGOpe NneveHus
[OOJIMKHO ObITb €4UHONMMYHBIM PeLLIeHNEM 1 OTBETCTBEHHOCTbLIO Nlevallero Bpada. OH JoMmKeH NpuHUMaTh BO
BHUMaHWE MeOULIMHCKMIA aHaMHE3 1 BCIO M3BECTHYHO MHAOPMaLMIO O NaumeHTe, (hapMaKkoKMHETMYECKe
n bapmakogMHamMu4eckme CBOMCTBa aHTUOMOTUKA U KITMHUYECKMI OMbIT fle4eHns AaHHbIM NpenapaTtoM MHeKLniA,
BbI3BaHHbIX KOHKPETHbIM GakTepuanbHbiM NaToreHoM. Takke crneayeT yunTbiBaTb TUM aHTUOMOTMKA, JO3Y U PEXUM
[031poBaHMs.

3. [nsa nony4eHus AONOMHUTENBHOW MHAPOPMALMIN O KOHKPETHBIX OFPaHUYEHUSIX B MHTEPNpEeTaLun pe3ynsraTtoB U/munm
OrPaHUYEHUSIX KITMHUYECKOIO MCMNOSb30BaHUSI aHTUOMOTMKA B pa3nnyHbIX TEPaneBTUYECKUX CUTYaLUsIX CM. Tabnuubl
N CHOCKM Ha cTaHgapTbl uHTepnpeTtauun MUK B nocnegHux sepcusax pekomengaumi EUCAST nnu gokymeHtos CLSI
no onpefeneHnto YyBCTBUTENBHOCTM K aHTMOMOTUKaM Anst npoueayp passenenus (cepum MO7 n M100).1v 2,3

YTUITU3ALIMA OTXOO0B
YTUNU3npymTe 1crnosib3oBaHHbIe Y HEUCMOSb30BaHHbIE PeareHThbl, a Takke KOHTAMUHNPOBAaHHbIE PACXO[HbIe MaTepuarbl
B COOTBETCTBUM C TpeboBaHMsAMK, NpeabaBnsaeMbiMy Ang YTUNU3aunnm MHMEKUVOHHbIX MaTepuarnos.

Kaxxpas naGopaTopMﬂ obsizaHa O6paLIJ,aTbC$l C Nony4eHHbIMM OTX04aMn U CTOKaMun B COOTBETCTBUN C UX TUNOM U
CTeneHblo ONacHOCTU, a Takxe O6pa6aTbIBaTb N yTnnn3npoBsatb UX B COOTBETCTBUU C YCTAHOBJIEHHbIMU NpaBuiaMn n
HOpMaMu.

CIMUCOK JIUTEPATYPbI

1. CLSI M07: Methods for Dilution Antimicrobial Susceptibility Tests for Bacteria That Grow Aerobically (Latest edition)
(CLSI MO7: MeTtogb! NnpoBeeHNsi TECTOB Ha onpeaerieHne YyBCTBUTENBHOCTU a3pobHbIX GakTepuii k
aHTUMUKKPOOHbBIM MpenapaTtam nyTeM passedeHns (nocnegHee n3gaHue)).

2. CLSI M100: Performance Standards for Antimicrobial Susceptibility Testing (Latest edition) (CLSI M100.
HopmaTtuBHbIe NoKka3aTenu TeCTMpoBaHWs aHTUMUKPOOHON YyBCTBUTENBHOCTY (NocneaHee nsaaHue)).

3. EUCAST: European Committee on Antimicrobial Susceptibility Testing (Latest edition) (EUCAST: Esponeickuii
KOMMWTET MO TECTUPOBAHMIO YyBCTBUTENBHOCTM K aHTUMUKPOOHBLIM Npenapartam (nocnegHee nsgaHue)).
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TABJTULA CUMBOJIOB U OBO3HAYEHUI

CumBon O603HavYeHne

Homep no katanory

MeauumHckoe nsgenuve ons
ONarHocTuku in vitro

M3rotoBuTenb

TemnepaTypHbIVi AnanasoH

Vicnonb3oBatb 40

Kog naptum

38I'Ip6T Ha NOBTOPHOE NpuMmeHeHune

CpoK XxpaHeHUs Nnocrne BCKPbITUS

O6paTnTech K MHCTPYKLMMU MO
NPUMEHEHNIO

CoaepXXMmoro JoCTaTtouHo Ans
npoBeaeHUs N-KONMYecTBa TECTOB

1<) B\ B e =<k §F

[aTta nsrotoeneHus

OrPAHUYEHHAA TAPAHTUA

KomnaHus bioMérieux rapaHTupyeT, 4To paboune xapakTepucTukn JaHHOIO U3Oennsi COOTBETCTBYIOT YKa3aHHOMY
npenycMOTPEHHOMY Ha3Ha4YeHUI0 B TEYEHME BCEro CPOKa SKCyaTaumm npy ycroBuu, YTo CTporo cobrnogeHsl Bce
npouenypbl NO NCMONb30BaHUIO, XpaHEeHNo 1 06paboTke 1 Mepbl 6€30NacHOCTH, Kak NOAPOOHO U3MOXEHO B MHCTPYKLMAX
no aKcnnyaTaumm.

3a 1cknoYeHneM BbllleyKkasaHHbIX CrlyvaeB, komnaHus bioMérieux He 4aeT HMKaKuUX rapaHTuin, B TOM Yncne
nogpasymeBaeMbIX rapaHTUI TOBApHOTO Ka4ecTBa W rapaHTUn COOTBETCTBUSI NpeanoniaraeMomMy UCMOoNb30BaHUIo, U He
[aeT HUKakmx 0653aTenbCTB, B TOM YUCTIE SIBHO BblpaXKEHHbIX, MOApa3yMeBaeMblX UMM KOCBEHHbIX, B OTHOLLEHWN
MCMONb30BaHUs Kakoro-nmbo peareHTa, NporpaMMHoro obecneyeHusi, npubopa n pacxofHbIX MaTepuarnos (aanee —
«Cucrtemay), OTNMYHOIO OT YKa3aHHOro B MHCTPYKLUSIX MO SKCMNyaTaLuu.

UCTOPUA NEPECMOTPOB
Kateropuu TmnoB nameHeHum

H/M He npumeHumo (nepsoe nsgaHve)

KoppekTypa WcnpasneHve owmnbok B AOKYMEHTaLMm

TexHuyeckne [ob6asneHune, nepecmoTp n/mnun yganeHne kacarLlencs npoaykra nHdopmamm
N3MeHeHns

AAMUHUCTPATUBHbIE BBeaeHne nsMeHeHn HeTEXHMYECKOro xapakTepa, 3aciy>X1BaroLmnx BHUIMaHNA
N3MEHEeHNs nonb3oBarens

lMpumeyvaHue. HesHadyumernbHble munogpagckue, 2paMmMamuyeckue USMEHEHUsI U USMEHEHUSsI 8
hopmMamupogaHuU 8 UCMOPUIO NePECcMOoMmpPO8 He 8KITIOYEHI.

[ara Bbinycka Howmep Bepcumn Tun nameHeHun 0O630p U3MEHEHMIA
2020-09 053633-01 [NepBoe nsgaHue H/M
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® .
ETEST" Daptomycin (DPC) (0.016-256 ug/mL) 053633 - 01 - 2020-09 - ru

[nsa nonyyeHns TEXHUYECKOW KOHCYIbTaLMn 1 NogaepXkm npocbba obpallaTtbesi K yNomHOMOYEHHOMY NpeacTaBUTENto
npovsBoguTens Ha Tepputopumn Poccuickon Pepepaumm:

000 «brnoMepbe Pyc»
Appec: Poccus, 115230, Mocksa, 1-bin HaratuHckmii npoesa, a. 10, cTp. 1
Ten./dakc: +7 (495) 221 10 79
TenedoH ropsyen nunmm: 8 (800) 250 10 79

e-mail: info.russia@biomerieux.com

Beb-canT: www.biomerieux-russia.com

B cnyyae BbISiBNeHMs NOGOYHbIX AENCTBUI, HE YKa3aHHbIX B MHCTPYKLUMMW MO NPUMEHEHUIO UMW PYKOBOACTBE MO
aKcnnyatauum MEAULIMHCKOrO M3AENUsi, HeXenaTenbHbIX Peakuuii Mpy ero NpUMeHeHnn, ocobeHHocTeln
B3aVMOOEVCTBUA MEAULIMHCKMNX U3AEeNUA Mexay cobon, hakToB 1 06CTOATENBLCTB, CO3AAIOLLMX YrPO3Y XU3HN 1
30POBbI0 rpaxaaH N MeauLMHCKMX pabOTHUKOB MPY NPUMEHEHWMN 1 SKCMNyaTaumm MeguLUUHCKUX U3nenun,
HeobxoQuMOo HanpaBuTb COOBLLIEHNE, coaepXalliee yka3aHHble cBeaeHns, B PefeparnbHyto cnyx0Oy no Haasopy B
cdepe 3ApaBoOXpaHEHNS B COOTBETCTBMMN C AENCTBYIOLLMM 3aKOHOAATENbCTBOM.

BIOMERIEUX, norotun BIOMERIEUX, ETEST, Tect-nonocka ETEST, NEMA C88, RETRO C80 n SIMPLEX C76
SIBMSIOTCS UCMOMNb3yEMbIMU, 3aPErMCTPUPOBAHHBLIMU U/UNM HAXOOALWMMUCS B NPOLECCE perncTpauum ToBapHbIMM
3HaKamu, NpuHagnexawymm komnaHum bioMérieux, ogHON U3 AOYEPHUX UNWN BXOASLLMX B €€ rpynny KOMNaHum.

CLSI aBnsieTcsa ToBapHbIM 3HakoMm, npuHaanexawmum Clinical Laboratory and Standards Institute, Inc.

ToBapHbI 3Hak 1 ToBapHoe nmst ATCC, a Takke ntobbie Homepa no katanory ATCC — ToBapHble 3HaKuM KOMMaHUn
American Type Culture Collection.

EUCAST osHavyaeT EBponencknii KOMMTET MO TECTUPOBAHMIO YyBCTBUTENBHOCTM K aHTUMUKPOBHBLIM npenapatam. 3Tu
AaHHble 6binn npegoctaBneHsl EUCAST Ha 6e3Bo3Me3aHON OcHOBe 1 AocTynHbl Ha cante EUCAST: www.eucast.org.
ABTOpCKMe npasa Ha Hux octatoTcs y EUCAST. PekomeHpaumn EUCAST yacTto obHoBRsitoTCes. Vix nocneaHne Bepcumn
[OCTYMHbl Ha Beb-cavite www.eucast.org.

,D,pyrme Ha3BaHUA N TOBApPHblE 3HAKM NpuUHaanexat Ux 3akoOHHbIM BriagenbuaMm.

dotorpacumm: bioMérieux SA

673 620 399 RCS LYON
M 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



