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055762 - 01 - 2021-01 @

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.

NMOKA3AHUA K NPUMEHEHUIO
Metopn ETEST LZ moxHo ncnonb3oatb ang onpeaenenHna MUK nuHesonuaa B OTHOLLEHUU CrieayoLmnx
MUWKPOOPraHN3MOB:

* A3pobbi:
o pamnonoxutenbHble asapobbl: Staphylococcus, Enterococcus

» Streptococcus pneumoniae

nPMHUUN
ETEST npeacraBnsieT cobor TOHKYH, UHEPTHYHO, Ale! B
HeMopwCTYIo NNacTMKOBYIO TECT-NONOCKY. Ha oaHy CTOPOHY Kon A8
TecT-nonocku (A) HaHeceHa Wwkana MWK B mkr/mn, a Ha AHTUMAKDOGHOTO |y a
< npenapata 256
APYryl — CTaHAAPTHbLIN rPagueHT aHTnbunoTuka. o 4
Korga TecT-nonocky HaHOCAT Ha 3aCesiHHYH KyrsTYpon b
MWKPOOpPraHn3ma noBePXHOCTb arapn3oBaHHOW cpeapl, i
npeaBapuTenbHO COOPMUPOBAHHBIV FpadUeHT Weams MUK | § Secnonesanuri
KOHLIEHTpaLumn aHTMBMOTUKa HEMEOSIEHHO NPOHMKaEeT (rasr/ian) |3 anTUMEpOGHa
o K rpagueHT
B arap, a 3aTeM obpasyeT cTabunbHbIN, i3 P
HenpepbIBHbIA, 3KCMOHEHLMANbHbIA rPaaneHT 3
KOHLIEHTpaLMN aHTMONOTMKA HENOCPEACTBEHHO MNOA TECT- "A'%g%
nonockon. lNocne nHky6aumm, B pesynsrate KOTOpon o v
- 032
GakTepmanbHbI POCT CTAHOBUTCSI 3aMETHbIM, BOOMNb TECT- 023 b
MOMOCKM MOXHO YBMOETb CUMMETPUYHBIA 3Nnmnc
nHrmbmposaHus. 3HadeHne MUK cuntbiBaeTca co Wwkansbl O6pasey, mecm-ronocku ETEST

B MKI/MM NpY NOMHOM UHrMBUpoBaHuM pocTta Gaktepuii
B MeCTe nepeceyeHnsi 3a0CTPEHHOro KoHLa annunca
C TECT-MOSIOCKON.

(6 3asucumocmu om riperiapama OOCleyI'IHbI pasfiu4yHble
wkKaribl cqumbleaHug)

HecmoTpsi Ha cxoacTBO € AMCKO-ANddY3MOHHBEIM METOLOM
(aHanornyHas npouenypa NPUroToBMNeHNUs MOCEBHOM
KynbTyphbl, BbIOOP NUTATENbLHON CPpeabl U YCIoBUS
nHky6aummn), ETEST He sBnsieTcs AUCcKo-aAnddY3NOHHBbIM
METOOM U NOMHOCTBIO OTNMYAETCS OT 0ObIYHbIX AUCKOBbIX
MeToAoB. 'paAMeHT KOHLEHTpaUUM aHTUMUKPOBHOIo
npenapata B ETEST npeaBaputenbHo chopMUpoBaH,
npegonpeneneH n ctabuneH, n He 3aBUcUT OT AMddy3nK.

COCTAB HABOPA

MHauBuayanbHas ynakoBka: Kakgas TecT-nonocka cooeput:
412396 30 TecT-nonocok » OnanasoH MUK nuHesonuaa: 0,016—256 mkr/mn

YnakoBKka Ha HECKOMbKO KapTPUmKeN:
423804 * 10 KapTpuaxen, B KaXXgom no

10 TecT-nonocok n 1 nakeTuky
BraronornoTuTens

* 1 KpbllwKa

1 MHCTPYKLMSA NO NPYMEHEHUNIO, KOTOPYI 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 «IHCTPyKLUS Mo NPYMEHEHMIO» HACTOSLLEro BKaapia B ynakoBky). [ns obecneyeHnsi nony4yeHnst TOYHbIX
1 gocToBepHbix nokasatenen MUK npoaykums BbiIOpaHHOM TOProBON Mapku AOMKHA MMETb XOPOLLYIO
BOCMPOU3BOAUMOCTbL OT NapTuuv K NapTuu.

Y106kl NpOBEpPUTL KAYECTBO Cpeabl, NPOBeAUTE UcCriefoBaHMe C MOMOLLBI0 NOAXOASALLMX LWTaMMOB MUKPOOPraHM3MOB
AN KOHTponsa kadectsa. CM. BKafblll B yNakoBKy, NpeaocTaBnseMblil Npou3BoaMTENeM Cpeabl.

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

NMPEOOCTEPEXEHUA N MEPbI NPEOOCTOPOXHOCTU
+ TonbKko Ansa AuarHOCTUKWM in vitro.
» Tonbko gnsA npodeccMoHanLHOro UCNONb30BaHUA. [JaHHbIV TECT NpedHa3HayYeH Ansi UCNOMb30BaHMS
KBanMuLMpOBaHHbIMU COTPYAHUKaMN nabopaTopum.
* Bcerga cobniopaiite npaBuna acenTuku Bo BpeMs paboTbl ¢ obpasuammn 6aktepmanbHbix Kynstyp. Heobxogumo
CTporo cobntoaaTtb yCTaHOBMNEHHbIE MePbl NPEAOCTOPOXKHOCTU B OTHOLLEHMN MUKPOBMONOrMYECKMX PUCKOB.
» TecT-nonocku npegHa3HavyeHbl TONbKO A4S O4HOKPATHOIO MPUMEHEHMS U HE OOSMKHbI UCMONb30BaTbCSA NOBTOPHO.

YCNnoBuda XPAHEHUA U CTABUITbHOCTb

Onsa nHogMBuAyanbHOW YNakoBKM:
» XpaHuTb Npu TemnepaType, yKasaHHOM Ha ynakoBKe.
* He ncnonb3ayinte peareHTbl NOCHe UCTEYEHUS CpOKa MOAHOCTHU, YKa3aHHOrO Ha ynakoBKe.
» Tect-nonocku ETEST HeobxoamMMo Bceraa XxpaHuTb B CYXOM, NPOXS1aAHOM, 3aLUMLLEHHOM OT BO34ENCTBUSA SPKOTO
cBeTa MecTe.
* He xpaHuTte Tect-nonocku ETEST, ocTaBLuMecsi nocne BCKPbITUA MHAMBUAYANbHOW YNaKOBKN.

[ns ynakoBKM Ha HECKONbKO KapTpUaXKen:

» XpaHuTe He BCKPbITblE M BCKPbITbIE KAPTPUAXKM NPU TeMnepaTtype, yka3aHHON Ha ynakoBKe.

* He ncnonb3ynte He BCKPbITbIE KAPTPUAXKM NOCHE NCTEYEHNS CPOoKa roOAHOCTM, YKa3aHHOTO Ha yNnakoBKe.

» Tect-nonocku ¢ ETEST, ocTaBLuMecs Hen3pacxoAoBaHHbIMWN U3 BCKPLITOTO KapTpuaKa, CreayeT XpaHnUTb B CyXOM
mMecTe. He BblHMMaWTe BnaronornoTuTenb Nocrne BCKPbITUA 1 3aKpbiBanTe KapTpuaK (BXOASALLEN B KOMMNNEKT
KPbILLKOM) cpasdy nocne 1crnonb3oBaHus.

» Tect-nonockn ETEST Heobxooumo Bcerga XpaHuTb B CyXOM, MPOXMagHOM, 3allULLEHHOM OT BO3AENCTBUSA SPKOro
cBeTa MecTe.

* [Mocne BCKpbITMSA KapTPUK MOXHO XPaHWUTb B TEYEHME KONNYecTBa AHEW, yKasaHHOro Ha HeM cOoky. 3anvmTe
AaTy BCKPLITUS KapTpumxa psaom ¢ cumsosiom [1il. Meped vcnonb3oBaHeM OCTaBLUMXCS TECT-MONOCOK
ybeamTech, YTO CPOK XpaHeHusi nocne BCKpbITUS (14 nnn 31 geHb B 3aBUCMMOCTU OT MOSIEKYTIbl) HE MpeBbILlaeT
CPOK roAHOCTW, YKa3aHHbI Ha YNakoBKe.

* [Mocne BCKpbITMSA KapTPUAXK MOXHO HECKOMBKO pa3 3aKkpbiBaTb M OTKpbIBaTb. [py Hagnexaiuem xpaHeHun
1 obpalleHnn 310 He BNnsieT Ha cTabunbHoCTb. KonnyecTBo 6enbix MPAMOYrofnbHUKOB B KBagpaTe, HaneyataHHbIX
Ha NpaBoK CTOPOHE, O3HAYaEeT, CKOMbKO Pa3 MOXHO OTKPbITb KAPTPUK, BKIOYas BCKpbiTMe (3 pa3alfsnunu 4 pasa 55
B 3aBMCUMOCTM OT MOfeKynbl). YTobbl 3adhmkcpoBaTh 9TO YMCHO, 3aKpackTe OAMH U3 B6enbiX MPAMOYrofbHUKOB Mpu
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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 CrPasoYHbIX UersxX):

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 ncnomnb3oBaHem TecT-nonocok ETEST 13 HepacKkpbITON ynakoBku HeOB6XOAMMO OCMOTPETh YNakoBKy Ha
npegmeT OTCYyTCTBUS NMOBpEeXAeHU. He ncnonb3ynte B cnyyae, ecnv ynakoBka Obina noBpexaeHa.

* [Mocne n3baTA N3 XONOANINBHUKA/MOPO3UITbHUKA HEOOXOAMMO BbiAepXaTb MHAMBUAYAIbBHYIO YNaKOBKY Unn
YMaKoOBKY Ha HECKOIbKO KapTpuapKen npu KOMHaTHOM TemnepaType 40 BCKpbITUSA (OKONOo 15 MuUHYT, ecniv
Temnepartypa xpaHeHus coctaenana +4 °C, unm okono 30 MUHYT, ecnun TemnepaTtypa XpaHeHusi cocTaBnsna
-20 °C). N3sBnekaTb TECT-MONOCKY U3 YNAKOBKM CrieayeT HEMOCPEACTBEHHO nNepes ucnonb3osaHnem.lNepes
BCKPbITMEM YNaKoBKM HEOOXOAMMO [OXAATbCA MOJHOro MCNapeHus Briark, KoTopas Morfna CKOHOEHCMPOBAaTLCH Ha
BHELLHEN NOBEPXHOCTMN YNaKoBKM.

* He npukacanTecb K NOBEPXHOCTW TECT-NOMOCKM, Ha KOTOPOW HAXOAUTCH rPafAMeEHT (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 ycTpoincTeo]. B cnyvae
n3sneyeHns Tect-nonocok ETEST Bpy4Hyt0 MUHLIETOM Mnn nogo6HbIM YCTPOMCTBOM paspeLlaeTcs 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, NMpY 3TOM BNaronornoTUTenb AOMKEH 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 MONTHOCTBLIO CHATD.

( Mpumeyvanune: Y6eautech, Y4TO NOCne BCKPLITUA HA KapTpuUaKe He 0cTanoch
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 aBTOMaTU4ecKkom o6paboTku ¢
NMOMOLLIbI0 aBTOMaTUYECKOro
annnukatopa SIMPLEX C76™:

o 3arpysute KapTpuoXKu ¢ TeCT-

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

nonockamu ETEST Hanpsimyto B
aBTOMaTM4eCKuIA annnmkaTop
SIMPLEX C76™ (MHCTpYKLMM CM.
B PYKOBOZACTBE MNOMb30oBaTensi

annnvkatopa SIMPLEX C76™).

o Ecnu ncnonbsyeTcsd NUHLET Unn
aHanornyHoe ycTpomncTeo:
HaxmuTte ykasatensHbiM
nanbLeM Ha y3KUIn KoHel,
nakeTuka C BraronorfnoTuTenem,
4TOObI NPUNOAHATL TECT-
nomnocku. He HaxxumanTe Ha
oKpyrnyto yactb. [Npuaepxmsas
nanbLemM BnaronornoTuTens,
N3BNEKNTE BEPXHIOI TECT-
nonocky ETEST 13 ynakoBku
MVHLETOM MMM aHaNorM4HbIM
YCTPOWCTBOM.

Cpasy nocrie ncnonb3oBaHus HaAeHbTE KPbILKY Ha KapTpuax (B NpaBuiibHOM
NONoXeHUN) 1 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
0COBEHHO BaXKeH A58 MUKPOOPraHU3MOB CO CIIOXKHBIMU MUTaTeNbHbIMU MOTPEBHOCTSAMM, U CIIM3NUCTLIX KOMOHWUIA
MUKpOoOpraHn3mMoB. Mpu npaBnnbHOM NPUrOTOBAEHUM CYCNEH3NW NOCNEe KyNbTUBUPOBAHUSA AOMKeH ObiTb nony4veH
CNMOLUHON MW NPaKTUYECKM CMNIOLIHOW POCT Ha MOBEPXHOCTU CPeAbI.

CrangapTel MmyTHOCTM no wkane McFarland He rapaHTupyloT NpaBnnbHOIO KONMYECTBa XN3HECNOCOOHLIX bakTepun B
cycneHsun. Heobxoanmo NpoBOAUTL perynsapHbIn NoACHET KOMOHWUIA ANA NPOBEPKX Toro, obecneymsaeT nu
ucnonb3yemasi MeToauka nocesa nonyvyeHne HyXKHOro Konm4yecTBa XM3HecnocobHbix 6aktepuin (B KOE/mn).
Cwmotpute pasgen KOHTPOJIb KAYECTBA.

BbinonHuTe noces: OKyHUTE B MOCEBHYIO CYCNEH3MNIO0 CTEPUIbHBIN, HETOKCUYHBIN Y HE CMWLLIKOM TYrO CKPYY€HHbIN
TamnoH. Yoanute nsbbITOK XXUAKOCTU, MPUKaB TaMMOH K BHYTPEHHEN NMOBEPXHOCTU CTEHKM Npobupku. Yaanute
fonblue XNAKOCTKW, Koraa AenaeTcsd NoceB Ha yallky gnameTpoM 90 MM, N MeHbLUE NPpU 3aCeBaHNM YaLlKn
avameTtpom 150 mm. TwatensHo pacnpegenvTe CyCrneH3unio No NOBEPXHOCTM arapa LWTpuxamu B TpEX HanpaBreHusX,
Kaxxabli pa3 noBopaymsas Yaluky Ha 60 rpagycos, 4Tobbl ob6ecneyunts paBHOMEpPHOe pacnpefeneHne NoCeBHOro
maTepuana. B kauecTse ansTepHaTVBbl MOXHO MCMONb3oBaTh MHoKynsaTtop RETRO C80™ ans apdekTMBHOMo
pacnpeferneHus NOCEBHON CyCneH3nn no NoBepxHOCTK arapa (puc. 3) (MHCTPYKLUM CM. B PYKOBOACTBE MNomnb3oBaTens
nHokynstopa RETRO C80™). laiiTe n3bbITKy Brark ancopbuposaTthest B TedeHne 15—20 MUHYT, Tak YTobbl
NMOBEPXHOCTb Obiyia NOJIHOCTLIO CyXOM Nepen HaHeCeHUeM TecT-NoNocokK ¢ rpaaueHTom ETEST.

7

Puc. 3

MoceB Ha YallKy ¢ arapoM € NoMOLLbo 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 3aCesHHYIO NMOBEPXHOCTb arapa C MOMOLLbIO Py4HOro 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 HaNpaBnEeHWIO K KPbILKE Yallk1) 1 MakCUManbHOW KOHUEHTpauuen onmxke 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 1crnonb3oBaTh WaboH Anst ONTUManbHOro NomeLleHns Tect-nornocok ETEST paBHoyaaneHHo gpyr ot
Apyra B Yallke ¢ arapoM. B ogHow vallke 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 MukpoopraHnamos
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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.

LLlabnoH ans 6 TecT-nonocok B yaluke guametpoM 150 mm

Puc. 66.

LLlabnoH gns 2 TecT-nonocok B yaiuke guametpoM 90 Mm

5. Heobxooumo y6enuTtbes, YTO TECT-NOMOCKa NOMHOCTbIO NpUIeraeT k NoBEPXHOCTU arapa. He cnegyet pasmellats
TECT-NoNoCKy B MEPEBEPHYTOM MOSOXKEHWU, TAK KaK 3MMUMNC UHMMOMPOBaHUS He 06pa3yeTcsi, MOCKONbKY aHTUBMOTUK
HE MOXET NMPOHMKHYTb YEPE3 HEMOPUCTYIO NNACTUKOBYHO TECT-NOMOCKyY. Mpy HEOBXOAMMOCTY MOXHO yAanuTh
BO3AYLUHbIE NMONOCTH, BUAVMbIE NMOZ TECT-MOMOCKOW, OCTOPOXHO HaXKUMas Ha TECT-NMOJIOCKY (He ABUras €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. YkasaHua no BbIGOpy nutTaTesnibHbIX cpen, NnoAroToBKke NOCeBHOro Mmatepuana u KynbtuBMpoBaHuio

pneumoniae

Mtionnepa-XvHToHa ans
NPUXOTIINBBIX
MWUKPOOpPraHn3moB (no
ctangaptam EUCAST)

C cepAevHO-MO3roBbIM
akcTpakTom (BHI))

KOMOHWSt
cnusucras)

NoceBHoM matepuan KynsTvBmMpoBaHue
pynna ArapusoBaHHas o) OnTuueckasn
MUKPOOPraHI3MOB nuTaTenbHas cpena MuTatenbHas cpega @ | NAOTHOCTBL (MO Temnepatypa A T
6 wkane (#2 °C)
McFarland)
0,85 % NaCl (unun OkpyxatoLas
- 0,5 ° 16-20
A3pobbl Mionnepa-XuHToHa conesoii pacTaop) +35 °C cpena
Mionnepa-
XuHToHa + 5 % KpoBM
(no ctangaptam CLSI) Byneow Mionnepa- 0,5
Streptococcus XUWHTOHa (Mnn coneson
MHF — arap pacTBop unn GynboH (1, ecnn +35°C 5% CO, 20-24

MpymeyaHus:

* a) bbino ycraHoBneHo, 4To conesov pacTtBop (Homep no katanory V1204) coBmectum ¢ ETEST.

* 0) Bbino ycraHoBneHo, 4to «Brain-heart infusion broth - CepgeyHo-mo3roBor 6ynboH (Mo TeKCTY «BynboH ¢
cepaeyHO-Mo3roBbiM akcTpakTomM»)» (BHI) (Homep no katanory 42081) coBmectum ¢ ETEST.

* B) Yb6eauTech, 4TO Yallka C arapoM KynbTMBMpOBanach B Te4eHe PEKOMEHAO0BaHHOIO Neprnoaa BpeMeHu, npexae
YeM CHUMaTb NokasaHus, 0COGEHHO B Cryvae 3ameaneHHOro NPOSBIEHNS YCTONYMBOCTY U MEAMNEHHO PacTYLLUMX
NPUXOTNBBLIX MUKPOOPraHW3MOB.

PE3YNbTATblI U UHTEPMNPETALIUA

Yyer pe3ynbraToB

+ Korga pocTt 6akTepumin XopoLLo 3aMeTeH, cumTanTe 3HadeHne MUK B mecTe, rae annunc MHrMbupoBaHus nepecekaeT
TecT-nonocky. KoHeuHble 3HaveHnss MUK B metone ETEST 06bI4HO YETKO BblpaXeHbl, HO MOryT HabnaaTbes
1 pasnunyHble KapTUHbI pocTa/MHIIMGUpoBaHus. CM. UNnCTpaunm Hxe (PUCyHkn 7, 8 n 9).

* He yuutbiBaliTe pe3ynbraTbl, €Cnv KynbTypa BbIrsAMT CMELLaHHOW U ecrnm pocT 6akTepuin o4eHb

HE3HAYUTENbHbIN NN CANLLKOM FyCTOIZ. [NoBTOpUTE TECT.

+ [Ins GakTepuocTaTnyeckux npenapaTos, TaKMX Kak NMMHE30Nna, Npy HanM4yMm Bce BO3pacTatoLLMX CO BPEMEHEM
KOHEeYHbIX 3HaveHu MUK, cHumariTe nokasaHusi B Touke 90 % MHrMbnpoBaHus (B NEPBOI TOYKE 3HAYUTENBHOMO
MHrMOUPOBaHWS, BUOVMOIN HEBOOPYXKEHHBLIM ra3oM) (PUCYHKK 7 1 9).

bioMérieux SA
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» PocT Boonb Bcero rpaguneHTa (OTCyTCTBME annunca MHrMbupoBaHus) o3HavaeT, 4To 3HavyeHne MUK Bbiwe nnm paBHo
HaMBbICLLIEMY 3HAYEHMIO Ha LLKane. ANNunc MHrIMbrpoBaHMA HUXe rpagneHTa o3HavaeT, 4To 3HadeHne MUK Huxe,
YeM Hanbornee HMU3KOe 3HaYeHne Ha LiKane.

» M36biTovHas Bnara B Yallkax nepef noceBoM, HeOCTaTOYHO BbICYLLUEHHasA NOBEPXHOCTb Nepen HanoXeHnem TecT-
NOroCOK /1NN HEPaBHOMEPHO 3acesiHHbIE LUTPUXOM MOBEPXHOCTU MOTYT NPUBECTU K OTCYTCTBUIO CMIIOLLHOMO pocta
unu 3ybyatbiM Kpasm annunca. NostopuTe TeCT, ecnn y4eT KOHeYHbIx nokasatenen MUK s3atpyaHeH. B cniyyae
HepoBHbIX NnepecedeHnii MUK ¢ nonockon yunteisanite bonbluee 3HadeHne. Ecnv passegeHun > 1, noBtopute TecT.

» B cnyyae TyHHenbHOro pocta npeHebperante TOHKON NMMHWEN pocTa BOOMb TECT-MOMOCKM.

Mpumepbl yyeTa pesynsraToB

ss8 | [xm®
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S. aureus E. faecalis S. pneumoniae
ATCC® 29213" ATCC® 29212" ATCC® 49619™
MWK = 0,75 mkr/mn MWK = 1,5 mkr/mn MWK = 0,38 mkr/mn
UHTepnpeTauus

[nsa nutepnpetaumu 3HaveHnt MUK, nonydeHHbIx ¢ nomoLbto Metoga ETEST, MOxHO Nonb30BaTbCA NOPOroBbIMU
3HadyeHnsmn MUK onsa onpenenenns kateropuin MHTeprnpeTaummn, onyobrnmkoBaHHbIMK YNpaBneHnem no KOHTPOIo
KayecTBa NuLLEBbIX NPOAYKTOB 1 nekapcTBeHHbIX cpeacts (FDA)/CLSI, EUCAST w/vunu BawmmM HaumMoHarnbHbIM
KOMMUTETOM.

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

Byay4yun nonHocTblo kKonuyecTBeHHbIM MeTogom onpeaenerdns MUK, ETEST paet BoamoxHocTb nabopatopum
coo6LWNTL ToYHble 3HadYeHust MUK BmecTe ¢ kaTteropueit uHtepnpetauun. ETEST onpeaensieT 3HavyeHuss MUK no
HeNpepbLIBHOW LLIKane 1 MOXET NoKa3aTb pe3ynbTaTbl B MPOMEXYTOYHOM MOMOXEHUN MeXAy TpaaULMOHHBIMU
[OBYKpaTHbIMW pa3BeaeHnsimu (B nonpasseneHust). Ecnv sHavenne MUK no metony ETEST HaxoauTca mexay
CTaHAapTHbIMU ABYKpaTHbIMU pa3BefeHNsIMU, TO €ro criedyeT OKpYIMnTb A0 brnvkailluero BepxXHero 3HavyeHus
[OBYKpaTHOro pa3BefieHns nepes TeM, Kak KaTeropusampoBaTb.

lMpumep ropoeossbix 3HadeHull MUK EUCAST (Mka/mn):

S
)
YyscmeumenbHocmb npu R
YyscmeumenbHocmb fpu -
cmaHOapmHoOM pexume - Ycemodtvusocmp
yeenu4yeHHoMm 8o30elicmeuu
do3uposaHusi
<0,06 0,12-1 22

MWK 1 mkr/mn no metogy ETEST kateropuampyeTcsi kak 4yBCTBUTENbHOCTb NpY YBENNYEHHOM Bo3aencTaum (1), B TO Bpems Kak
KOHUeHTpauus 1,5 okpyrnsetcsa Ao 2 MKI/MI 1 KaTeropusmnpyeTcs kak yctonunsoctb (R).

bioMérieux SA pycckun - 7



® .
ETEST" Linezolid (LZ) (0.016-256 ug/mL) 055762 - 01 - 2021-01 - ru

KOHTPOJIb KAYECTBA

UTtobbl NnpoBepuTbL paboune xapakrepuctukm Habopa peareHtoB ETEST, kauecTBO cpea, NOCEBHOrO Matepuana

1 Mcnomnb3yemblX Npoueayp, NPOTECTMPYyMTe WTamMMbl A4S KOHTpons kadecTsa (KK), npuBeaeHHble B cnepytoLuen
Tabnuue. PeareHTbl 1 ncnonb3dyemMble Npoueaypbl CHUTAOTCS YAOBNETBOPUTENbHBIMU, €CNN NofyYeHHble 3HaveHns MUK
COOTBETCTBYIOT CMeAyoLWmMM cneuudmrkaLmsam KOHTPOns KayecTsa:

MWK AHTUMUKPOBHOIO OUAMNA3OHbI MUK ONA KK ETEST (mkr/
MPEMAPATA (Mkr/mn) Koa LUTAMMbI ANA KK ETEST M)
S. aureus ATCC® 29213™ 1-42).6)
JnHesonng : S _ G
0.016-256 LZ E. faecalis ATCC 29212W 1-4 2
S. pneumoniae ATCC® 49619 0,5-2
MpymeyaHus:

+ a) CLSI M100: Performance Standards for Antimicrobial Susceptibility Testing, 30t Edition (CLSI M100.
HopmaTunBHble noka3aTenu TeCTMpoBaHNS aHTUMUKPOBHON YyBCcTBUTENBbHOCTH, 30-€ n3gaHue).

* 6) EUCAST: European Committee on Antimicrobial Susceptibility Testing, version 10.0, valid from 2020-01-01
(EUCAST. EBponeickuii KOMMTET MO TECTUPOBAHMWIO aHTUMUKPOOHON YyBCTBUTENBHOCTH, Bepcust 10.0,
pencteutensHa ¢ 01.01.2020 r.)

PesynbtaTthl aHanu3a nauveHTa He cnegyet coobuats, ecnu pesynstatel KK BbIXoAAaT 3a npegensl yTBEPKAEHHbIX
3HadeHuin KK. Yactota npoeeneHus KK gomkHa ycTaHaBnmBaThbes kaxaown nabopartopuen MHOMBUAYanbHO.
PykoBogsiLmne npuHUMnbI NpeacTaBeHbl B JOKYMEHTax Mo onpeaeneHnto YyBCTBUTENbHOCTU K aHTubnotmkam CLSI
cepuit MO7 n M100.": 2

Mpegenbl 3HaveHun ana KK metoga ETEST moryT otnndatbes oT cneundukaumii CLSI n (unn) EUCAST B HEKOTOpPbIX
cnyyasx. MNpepensbl 3HadeHn ana KK metoga ETEST ocHoBbiBatoTcsA Ha o6LwmpHon 6a3e, cobpaHHON Npu KOHTPOMbLHOM
TECTUPOBaHMM BONMBLLIOIO YMCra CEPUN PEaKTUBOB B TEYEHNE HECKOSBKMX NET, 1 BKIOYAOT AaHHbIE MHOMOLEHTPOBbLIX
nccneaoBaHun.

Ecnu 3HaveHua MUK B oTHoweHuu wtammoB ans KK HaxoasTca Ha nonpassegeHns Hke HuwkHero npegena KK, mnx
crnegyeT OKpyrmuTb A0 BrivkarLiero BepxXHero 3Ha4yeHns ABYKpaTHOro pa3BeadeHns nepeq TeM, Kak yCTaHOBUTb
cootBetcTBue KK. MNogobHbim obpasom, ecnu 3HaveHna MK HaxoasTca Ha nonpasBefeHus Bobille BepXHero npegena
KK, nx cnegyet cuntatb HecooTBeTcTBYHOWMMU KK.

Heobxoavmo NpoBoAWTL pPerynsipHbIi NOACYET KOMOHWI ANsi NPOBEPKU TOro, 06ecnevmBaeT N NoryyYeHHas nrioTHOCTb
CyCrneH3uy NOCEBHOIO MaTepurana nonyyeHne 4OCTaTOMHOMO KONMMYECTBA XU3HecnocobHbIx 6akTtepuini B KOE/mn.
MpuroaHbIit MaTepman Ans nocesa Aact npubnuantensHo ot 1-5 x 108 KOE/mn.

CrtaHpapTbl MyTHOCcTM No McFarland He rapaHTUpPYOT NPaBUbLHOIO KONIMYECTBA XXM3HECNOCOOHbIX GakTepui
B KOE/mn.

OXWOAEMbBIE PE3YJIbTATbI

YPOBHM YyBCTBUTENBHOCTM K aHTUBUOTUKAM 515 pPa3nuyHbIX Bruonornyeckux nonynsumin 6aktepumin 6onblue HEBO3MOXHO
npeackasaTb B CBA3W C NPOrpecCMBHBIM pPasBUTUEM YCTOMYMBOCTU. [T0aTOMYy nabopaTopus AoMKHa Nosb30BaThCs
oxungaembimu pesynstatamv MUK pasnuyHbix aHTMOMOTUKOB Anst pedpepeHTHbIX LUTaMMOB KOHTPOSIS Ka4ecTBa, YToobl
o6ecneunTb COOTBETCTBME TEXHWKM TECTUPOBAHNS HEOOX0AMMbIM TPEGOBAHUSIM U Pa3yMHY TOYHOCTb MOMyYaeMbIX
KMUHUYECKUX Pe3yrbTaToB.

PABOYME XAPAKTEPUCTUKHN

Paboune xapakrepuctukn ETEST ana nuHesonuaa 6binm yCTaHOBMEHbI MyTEM CPaBHUTENbHbIX OLEHOK. OTK
“ccneaoBaHus nokasanm, 4To sHaderna MK ETEST LZ koppenupytoT ¢ aTarnoHHbiM MeTogom CLSI M07'. Meton
ETEST cumTaeTcs no cywecTBy skBuBaneHTHbIM metogam CLSI, korga sHavenns MUK 13 obenx npouenyp nokassiBatoT
nonHoe cooteeTcTBue (EA) = 90 % B npegenax + 1 passegeHus.

Pabouve XapaKTepUCTUKN npmuBeaeHbl HXe:

MwuikpoopraHuam Lrammbl (N) % nonHoro cooteeTcTBus (EA)?)
A3pobbi 0 500 100
Streptococcus pneumoniae © 412 100

MpymeyaHus:
e a) EA — % 3HaueHun MUK B npegenax + 1 passefeHust pepepeHTHOro Metoaa.
* 6) CnocobHocTb ETEST Linezolid k BbISIBNEHUIO YCTONYMBOCTM CrieyoLmnx MAKPOOPraHN3MOB HEM3BECTHA, TaK Kak
BO BPEMSl BbINOMHEHNS CPABHUTENBHOrO TECTUPOBAHNSI JOCTATOMHOIO KONMMYECTBA YCTOMYMBBIX LLUTAMMOB B Hanu4um
He 6bino: MpamnonoxuntenbHble a3pobbl, S. pneumoniae.
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BAXHbIE 3AMEYAHUA

1. WNHoraga HekoTopble KOMOVHauuM 6akTepumn n aHTMBNOTMKA AT HEOXMAAHHbIE pe3ynbTaThl. B Takux cnyyasax
MaroonbITHOMY NepcoHany byaeT CNOXHO NPUHATL PeLLeHne No KoHeYHomy 3HadveHnto MUK. OgHako, 4ToObI
Hay4MTbCsl NPaBUSIBHO ONpenensaTb KOHeYHble 3HavyeHnss MUK, coTpygHUKM MOryT NpakTUKOBaTbLCS, PErynsapHO
ncnonb3ys peepeHTHbIE LWTaMMbl U CpaBHUBASA CBOK paboTy C pedynsratamu KBanuunumpoBaHHbIX paboTHUKOB.

2. Kak v Bce aaHHble AST, pesynbratel ETEST ABNsOTCA TOMbKO 3HAYEHUAMM in Vitro n MOryT ykasbiBaTb Ha
NOoTeHUUanbHy YyBCTBUTENBHOCTb MUKPOOPraHn3MOoB in vivo. icnonb3oBaHne pesynsTaToB Npu BbIGOpe neveHns
OOMKHO ObITb €AUHONUYHBIM PELLEHNEM U OTBETCTBEHHOCTbIO nevallero Bpada. OH JOmKeH NpuHMMaTh BO
BHUMaHWE MeOULMHCKMI aHaMHEe3 1 BCIO M3BECTHYIO MHAOPMaLMIO O naumeHTe, hapMaKkoKMHeTn4eckne
1 dhapMakoAMHaMM4ecKke CBOMCTBa aHTMONOTUKA W KITMHUYECKWI OMNbIT NIeYEeHUs AaHHbIM NpenapaToM UHMEKLNN,
BbI3BaHHbIX KOHKPETHbLIM GakTepuanbHbIM NaToreHoM. Takke cneayeT YYnTbiBaTb TUM aHTMONOTKKA, 403y U PEXNM
[03MpOBaHus.

3. [Onsa nony4eHvs AONOMHUTENBHOW MHPOPMAaLMMN O KOHKPETHBIX OFPaHNYEHUsIX B MHTEpNpeTauumn pesynsraTtoB u/mnm
OrPaHUYEHNAX KITMHNYECKOrO MCNOMNb30BaHUS aHTUBMOTHKA B pa3nnyHbIX TepaneBTUYECKUX CUTyaumnsix cM. Tabnuupbl
N CHOCKM Ha cTaHgapTbl uHTepnpeTtauun MUK B nocnegHux sepcusx pekomengaumin EUCAST nnm gokymentos CLSI
Mo onpeaeneHnio YyBCTBUTENbHOCTY K aHTMBMOTMKaM Ans npoueayp passeneHus (cepun MO7 u M100).1 2.3

YTUITU3ALNA OTXOOOB
YTUnusnpymnrte ncrnosib3oBaHHbIe N HEWCTIONb30BaHHbIE PeareHThbl, @ Takke KOHTaMUHUMPOBAHHbIE PACXO[HblE Matepuarbl
B COOTBETCTBUM C TpeboBaHMsAMU, NpeabaBnseMbiMy ANS YTUNN3aLUnM MHEKLVOHHBLIX MaTepuarnos.

Kaxxgas nabopartopusi 0683aHa obpaluarbCs ¢ NolyYeHHbIMM OTXOA4aMU U CTOKaMy B COOTBETCTBMM C UX TUMOM U1
CTeneHb ONacHOCTU, a TakKxXe 06pa6aTbIBaTb N yTUNn3npoBaTb UX B COOTBETCTBUU C YCTAHOBITIEHHbIMU NpaBuUiaMn n
HopMaMmu.

CMUCOK NUTEPATYPbI

1. CLSI M07: Methods for Dilution Antimicrobial Susceptibility Tests for Bacteria That Grow Aerobically (Latest edition)
(CLSI MO7: MeTtoab! NnpoBeAeHnsi TECTOB Ha onpeaeneHne YyBCTBUTENbHOCTM adpobHbIX BakTepuii k
aHTMMUKPOOHBLIM Npenapatam nyTem pasBefeHus (nocnegHee nsgaHue)).

2. CLSI M100: Performance Standards for Antimicrobial Susceptibility Testing (Latest edition) (CLSI M100.
HopmaTuBHble noka3aTenu TeCTUPOBaHUSA aHTUMUKPOOHON YyBCTBUTENBHOCTM (MOCNeAHee u3gaHve)).

3. EUCAST: European Committee on Antimicrobial Susceptibility Testing (Latest edition) (EUCAST: EBponeinckuii
KOMWUTET MO TECTUPOBAHMIO YYBCTBUTENBHOCTUN K aHTUMMKPOOHBIM MpenapaTtam (nocrnegHee nsgaHue)).

TABJIMLIA CUMBOJIOB Y OBO3HAYEHUI

CumBon O603Ha4eHne

Howmep no karanory

MeguunHckoe nsgenne ang
OWNarHoCTuKu in vitro

M3rotoBuTenb

TemnepaTypHbIVi AuanasoH

Vicnonb3oBatb 40

Kog naptum

3anpeT Ha NOBTOPHOE NPUMEHEHNEe

CpoK XpaHeHus nocrie BCKPbITUS

O6paTnTech K MHCTPYKLMM MO
NPUMEHEHNIO

Cooepxumoro 4ocTaToqHo ans
nposegeHna n-konm4yecTtea TeCTOB

EIIE e ME(E
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CumBon O603Ha4eHne

& [ata nsrotosneHus

OrPAHUYEHHAA TAPAHTUA

KomnaHus bioMérieux rapaHTupyeT, 4To paboune xapakTepucTUKN aHHOTO U3OEeNnst COOTBETCTBYIOT YKa3aHHOMY
npenycMOTPEHHOMY Ha3Ha4YeHUI0 B TEYEHME BCEro CPOKa SKCMyaTaumm npy yCroBum, YTo CTPOro cobrnogeHsl Bce
npouenypbl NO NCMOMb30BaHUIO, XpaHEeHNo 1 06paboTke 1 Mepbl 6€30MacHOCTH, Kak NOAPOOHO N3MOXEHO B MHCTPYKLMSX
no aKcnnyaTaumm.

3a UcKYeHeM BbllleyKasaHHbIX CllyvaeB, KomnaHus bioMérieux He JaeT HUKaKknx rapaHTuin, B TOM Yucne
nogpasymeBaeMbIX rapaHTUIn TOBAPHOTO KayecTBa M rapaHTUii COOTBETCTBMSA NpeanonaraeMoMy UCMonb30BaHuIo, U He
[aeT HUKaknmx 0b6513aTenbCTB, B TOM YMCIE ABHO BbIPaXXEHHbIX, Nogpa3yMeBaeMblX Ui KOCBEHHbIX, B OTHOLLEHUN
Mcnonb3oBaHWs Kakoro-nubo peareHTa, NporpaMMHoro obecneyeHus, npubopa n pacxogHblix matepuanos (4anee —
«Cuncteman), OTIIMYHOIO OT YKa3aHHOro B MHCTPYKLUMAX MO SKCMyaTauuu.

UCTOPUA NEPECMOTPOB
Kateropuu TnoB nameHeHum

H/M He npumeHumo (nepsoe nagaHve)

KoppekTypa WcnpasneHve owmnbok B AOKYMEHTaLMm

TexHuyeckne [ob6asneHune, nepecmMoTp n/unun yaaneHue kacarLlencs npoaykra nHdopmamm
N3MeHeHUs

AAMUHUCTPATUBHbIE BBeaeHne naMeHeHnin HeTEXHMYECKOro xapakTepa, 3aciy>X1BatoLmnx BHUIMaHNA
N3MEHEeHNs nonb3oBarens

lMpumeyaHue. HesHadumernbHble murnogpagckue, 2paMmMamuyeckue USMEHEeHUs U USMEHEeHUSsI 8
hopmMamupogaHuU 8 UCMOPUIO NEPECMOMPO8 HE BKITHOYEHI.

[ara Bbinycka Howmep Bepcumn Tvn nsmeHeHun 0O630p n3MeHeHum
2021-01 055762-01 MepBoe n3gaHune H/N

[na nony4eHns TEXHUYECKOWN KOHCYIbTaLmmn 1 noaaepxkv npocbba obpallatbes K ynonHOMOYEHHOMY NPeaCTaBUTENHO
npounssoauTenst Ha Tepputopumn Poccuiickon denepaumu:

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

e-mail: info.russia@biomerieux.com

BebO-canT: www.biomerieux-russia.com

B cnyyae BbisiBNeHMs NO60YHbIX AENCTBUIA, HE YKa3aHHbIX B MHCTPYKLMM MO NPUMEHEHUIO UM PYKOBOACTBE MO
aKcnnyaTaumMm MeguLMHCKOro U3Aennsi, HexenaTtenbHbIX peakuuii Npy ero NpUMeHeHUn, 0cobeHHocTen
B3aMMOAEWNCTBUSA MEANLIMHCKUX N3genuii Mexay cobor, hakToB 1 06CTOATENLCTB, CO34atoLLMX YrPo3y XKU3HU U
300POBbI0 IPaXXAaH U MEANLMUHCKUX PaBOTHUKOB NPU NMPUMEHEHUU 1 SKCMyaTauum MeauUMHCKUX U3Aenun,
HeobxoauMo HanpaBuTb COOBLLIEHNE, CoaepXallee yka3aHHble cBeaeHns, B PefepanbHyto cnyx0Oy no Haa3opy B
cepe 30paBOOXpPaAHEHUSA B COOTBETCTBUM C AENCTBYOLUM 3aKOHOAATENBLCTBOM.

BIOMERIEUX, norotun BIOMERIEUX, ETEST, Tect-nonocka ETEST, NEMA C88, RETRO C80 n SIMPLEX C76
SIBMSIOTCS UCMOMNb3yEMbIMU, 3aPETMCTPUPOBAHHBLIMU U/UINM HAXOAALWMMUCS B NPOLECCE perncTpauum ToBapHbIMM
3HaKamu, NpuHagnexawmmy komnaHum bioMérieux, oAHON U3 AOYEPHUX UMW BXOASLLMX B €€ rpynny KOMNaHum.

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

ToBapHbIN 3HaK 1 ToBapHoe nmsa ATCC, a Takke niobble Homepa no katanory ATCC — ToBapHbIe 3Hakv KOMMNaHum
American Type Culture Collection.
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ETEST" Linezolid (LZ) (0.016-256 pg/mL) 055762 - 01 - 2021-01

-ru

EUCAST osHavaeT EBponencknit KOMMTET N0 TECTUPOBAHMIO YyBCTBUTENBHOCTM K aHTUMUKPOOHBLIM npenapatam. 3Tu
AaHHble 6binn npegocTtaBneHsl EUCAST Ha 6e3Bo3Me3aHON OcHOBe 1 AocTynHbl Ha cante EUCAST: www.eucast.org.
ABTOpckune npaBa Ha Hux octatotest y EUCAST. PekomeHgauun EUCAST vacto obHoBRsitoTCS. VIX nocnegHue Bepcum

[OCTynNHbl Ha Beb-cante www.eucast.org.
[pyrve HasBaHWS 1 TOBapHble 3HaKM NpuHaanexar nx 3aKoHHbIM BnagenbLuam.
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