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HA3HAYEHUE

ETEST — 9TO py4HOW KONMMYECTBEHHbIN METO, ONpeAerieHnsl Y4yBCTBUTENbHOCTM K aHTUMUKPOOHbLIM NpenapaTtam
rpamoTpuLaTenbHbIX Y FPaMMONOXUTENbHbIX a3PObHLIX GakTepuii, U GaKTePUIA CO CNOXHBIMW NUTATENbHbIMU
notpebHocTamu. Cuctema COCTOUT U3 CTaHAAPTHOMO rpagueHTa aHTMOMOTMKA, KOTOPbIA UCMONb3yeTcs A1
onpegeneHns MUHUManbHON MHIMbupytoLen koHueHTpaumn (MUK, BbipaKeHHOM B MKI/MIT), pasnunyHbiX aHTUMUKPOOHbIX
npenaparoB 45151 MUKPOOPraHM3MOB NMOCPEACTBOM KyNbTUBUPOBAHWS HA MMTATENbHOM arape B TeYEHME HOYUN.

NOKA3AHUA K NIPUMEHEHUIO
Meton ETEST Cl moxHO ncnonb3oBatb ans onpegenexdma MUK uunpodnokcalmHa B OTHOLLEHUN CrieayoLmx
MWKPOOPraHW3MOB:
* A3pobbi:
o pamoTpuuaTensHblie aapobbl: Enterobacterales, Pseudomonas, Acinetobacter
o pamnonoxwutensHble asapobbl: Staphylococcus, Enterococcus

* Neisseria gonorrhoeae

nPMHUUN
ETEST npeacraBnseT cobor TOHKYH, UHEPTHY!O, Ale! B
HeMopwCTYyIo NNacTMKOBYIO TECT-NONOCKY. Ha oaHy CTOPOHY Koa A8
TecT-nonocku (A) HaHeceHa Wwkana MWK B mkr/mn, a Ha AHTUMAKDOGHOTO |y a
< npenapata 256
APYryl — CTaHAAPTHbLIN rPagueHT aHTnbunoTuka. }9;5 4
Korga TecT-nonocKy HaHOCAT Ha 3aCesiHHYH0 KyrsTYpon b
MWKPOOpPraHn3ama noBePXHOCTb arapn3oBaHHOW cpeapl, i
npeaBapuUTeENbHO COOPMUPOBAHHbIN FPagUeHT Wkara MUK § ER——
KOHLIEHTpaLumn aHTMBMOTUKa HEMEOSIEHHO NPOHMKaEeT (rasr/ian) |3 anTiMspOGHah
o K rpagueHT
B arap, a 3aTeM obpasyeT CTabunbHbIN, i3 P
HenpepbIBHbIN, SKCMOHEHUMATbHbIV rpagnueHT gg
KOHLIEHTpaLMN aHTMONOTMKA HENOCPEACTBEHHO NOA TECT- "A'%g%
nonockon. lNocne nHkybaumm, B pesynsrate KOTOpon o v
- 032
GakTepmanbHbI POCT CTAHOBUTCSI 3aMETHbIM, BOOMNb TECT- 023 b
MOMOCKMA MOXHO YBMOETb CUMMETPUYHBIVA 3Nnmnc
nHrmbmposaHua. 3HadeHne MUK cuntbiBaeTca co Wwkansbl O6pasey, mecm-ronocku ETEST

B MKI/MM NpW NOMHOM UHrMBUpoBaHUM pocTta Gaktepuii
B MeCTe nepeceyeHnst 3a0CTPEHHOrO KOHLA annunca
C TECT-MOI0CKON.

(6 3asucumocmu om rperiapama OOCleyI'IHbI pasfiudHble
wkKaribl cqumbleaHu;?)

HecmoTpsi Ha cxoacTBO € AMCKO-ANGdY3MOHHBIM METOLOM
(aHanornyHas npouenypa NPUroToBneHNs MOCEBHOM
KynbTypbl, BbIOOP NUTATENbLHON CPpeabl U YCIoBUS
nHky6aummn), ETEST He sBnsieTcst AUCKO-AMdEY3NOHHBLIM
METOZOM W MOMHOCTBIO OTNNYAETCS OT 0ObIYHbIX ANCKOBbIX
MeToAoB. 'pagMeHT KOHLEHTpaUUM aHTUMUKPOBHOIo
npenapata B ETEST npeaBaputenbHo chopMUpoBaH,
npegonpeneneH n ctabuneH, u He 3aBUCUT OT AMddy3nK.
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COCTAB HABOPA

MHaveumayanbHas ynakoeka: Kaxxpas TecT-nonocka CoaepXuT:
412311 30 TecT-nonocok * OuanasoH MUK umnnpodnokcauyuHa: 0,002—32 mkr/
M1

YnakoBKka Ha HECKOMbKO KapTpUmKen:
423766 * 10 KapTpuaXen, B KaXxgom no

10 TecT-nonocok 1 1 nakeTuky
BraronornoTuTens

e 1 KpbllKa

1 MHCTPYKUMA MOXET ObITb 3arpyxeHa c cavita www.biomerieux.com/techlib

HEOBXOOUMbIE MATEPWUAITbI, HE BKITIOYEHHBLIE B KOMIMJIEKT

MaTtepuanbi

» ObwenabopaTopHoe MMKpoburonornyeckoe obopyaoBaHme

* TamnoHbl (CTepUnbHbIE, HETOKCUYHBIE U HE CIINLLKOM MITOTHO CKPYyYEHHbIE) M MPOBUpPKK.

+ PyyHon annnukatop [Hanpumep, Mini Grip-It (Homep no katanory 411200), BakyyMHbIi nnHueT NEMA C88™ (Homep
no karanory 559804), nuHUET nnNx aHanorMyHoe yCTporcTBO].

* McFarland Standard — Habop ctangapTtoB myTHoCcTM Mak®apnaHaa (Homep no katanory 70900) unu emy
aHanorMyHbIi.

* WHkybaTop (+35 °C + 2 °C).

* MukpoopraHuambl Ans KOHTPONS KayecTsa.

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

+ Annnukatop SIMPLEX C76™ (mononHuTensHo) (Homep ro katanory 559802).

PekomeHayeMble nuTaTenbHble cpeabl

[ns onpepeneHnst 4yBCTBUTENbHOCTU K aHTUMUKPOOHbLIM npenapaTtam (AST) cnegyet ncnons3osatb
BbICOKOK@4YeCTBEHHbIE Cpefbl OnpeaeneHHoro coctara, obecneynBaoLLme XOpoLUnin pocT (cM. Tabnuuy 1 B KOHLUE
pasgena «IHCTpYKUUsi Mo NPUMEHEHMIO» HACTOSILLErO BKNaabllla B ynakoBky). [Ins obecneveHns nonyvyeHmst TOYHbIX
1 focToBepHbIx nokasatenen MUK npogykums BbiIGpaHHOM TOProBOM Mapku AOMKHA MMETb XOPOLLYHO
BOCMPOU3BOAUMOCTb OT NapTuM K NapTuu.

YT1006bI npoBepuUTb Ka4eCTBO Cpeabl, npoBeanTe nccrnegosaHmne ¢ NOMOLLbIO NnoaxoaAaAmnx WTaMmMoB MUKPOOPraHM3mMoB
AnA KOHTPOA KadyecTBa. Cwm. BKnagbILl B YNakoBKYy, npegocTaBnsieMbli NPON3BOANTENEM Cpeabl.

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

NPEOOCTEPEXEHWUA U MEPbI NPEJOCTOPOXXHOCTU
* TonbKo ANsi AMarHOCTUKM in vitro.
* Tonbko AnsA npodeccrmoHanbLHOro UCNorb30BaHUsA. [JaHHbIN TECT NpegHa3HayYeH Ans NCNoNb30BaHNs
KBanMuLMpPOBaHHbIMU COTPYAHUKaMU nabopaTopum.
» Bcerga cobniogavite npaBuna acenTuku Bo BpeMs paboTel ¢ obpasuammn 6aktepranbHbix Kynstyp. Heobxogumo
CTporo cobnoaaTtb yCTaHOBMEHHbIE MEPbI NPEAOCTOPOXKXHOCTU B OTHOLLEHMN MUKPOOMONOrMYeCKMX PUCKOB.
¢ TecT-nonocku npeaHasHa4yeHbl TONbKO O5d OAHOKPAaTHOro NpUMeHeHUa 1 He OO0JKHbl UCNONb30BaTbCA NMOBTOPHO.

ycnoBua XPAHEHUA U CTABUJIbHOCTb

Ona vHoMBMAayanbHOW yNakoBKU:
» XpaHuTb Npu TeMnepaType, yKasaHHOM Ha yNnakoBKe.
* He ncnonb3ynte peareHTbl NOCHe NCTEYEHNS CpOKa rOAHOCTH, YKa3aHHOroO Ha YNaKkoBKe.
» Tect-nonocku ETEST HeobxoamMMo Bcerga XxpaHuTb B CYXOM, NPOXIaAHOM, 3aLUMLLEHHOM OT BO3LEWCTBUSA SSPKOrO
cBeTa MecTe.
* He xpaHnute TecT-nonockn ETEST, ocTaBLunecs nocrne BCKPbITUS MHANBUAYaANbHON YNaKOBKU.

[nsa ynakoBKU Ha HECKONbKO KapTpUIKeN:

» XpaHuTe He BCKPbITbIE M BCKPbITbIE KApTPUIXKU NpK TemnepaType, yKasaHHOW Ha ynakoBKe.

* He ncnonb3yiiTe He BCKPbITblE KAPTPUIXKM NOCNEe UCTEYEHUS] CPOKA FOAHOCTU, YKa3aHHOMo Ha yNakoBKe.

» Tect-nonocku ¢ ETEST, ocTaBLIMecs HEM3PacXo40BaHHbIMM 3 BCKPLITOTO KapTpuaxa, crefyeT XpaHUTb B CYXOM
mecTe. He BbIHMMAiiTe BNnaronornoTuTenb Nocrie BCKPbITUSA U 3aKpbiBaiTe KapTpuaxK (BXOAALWEN B KOMMNEKT
KPbILLKOW) cpasy Mnocre 1Ucnosnb3oBaHUs.

» Tect-nonockv ETEST HeoGXxoanMo Bceraa XpaHuTb B CyXOM, NPOXMagHOM, 3aLUMULLEHHOM OT BO3AENCTBUS SPKOro
cBeTa MecTe.
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* [Mocne BCKPbITUSA KapTPUAK MOXHO XPaHWUTb B TEHEHUE KOnM4YecTBa AHEW, yka3aHHOro Ha HeM cOoky. 3anumnTe
[aTy BCKPLITUS KapTpuaka psiaom ¢ cumeoriom LIl Mepen ncnonb3oBaHNeM oCTaBLUKMXCS TECT-NONOCOK y6eamnTecs,
YTO CPOK XpaHeHus nocne BCkpbITUs (14 unu 31 AeHb B 3aBMCMMOCTM OT MOMEKyrbl) He NPEBbILLIAET CPOK FOAHOCTMH,
yKasaHHbI/ Ha ynakoBKe.

* [Mocne BCKpbITUA KapTPUAPK MOXHO HECKONBKO pas 3akpblBaTb M OTKpbIBaTh. [1pn Hagnexaluem xpaHeHum
1 obpalleHnn 3To He BNNSIET Ha CTabunbHOCTb. KonnyecTBo Genbix NpsSIMOYroNbHUKOB B KBagpaTe, HanevyaTaHHbIX
Ha NpaBON CTOPOHE, 03HaYaEeT, CKOMbKO pa3 MOXHO OTKPbITb KapTpuaK, BKMovasa BekpbiTue (3 pasa B unu 4 pasa 55
B 3aBMCUMOCTM OT MoreKynbl). YTobbl 3adhmkcupoBaTh 3TO YMCIO, 3aKpackTe OAMH U3 BenbIX MPSIMOYrONbHUKOB NpK
BCKPbITUM KapTpuaa 1 3aTeM 3akpaluvMBanTe no ogHoOMYy 6enomy npsaMOyronbHUKY Kaxabli pas, oTKpbiBas
1 3aKpbiBast KapTpuoxX.

lMpumepsbi (3MukemKu HUXXe npueoodsIMCcsi MOSIbKO 8 CrPaBoYHbIX UErsX):

ETEST® XXX 0.016-256 ug!rl]L ETEST® XXX 0.016-256 ug.-‘n_'_lL
EE - - <.14D | I:m - - =3Dp OO
—_— = =— = = 09999901 (][] —— o= == == 09999801 (1]
« lNocne Toro kak kapTpuopk GyAeT OTKPbIT MakCMMarnbHOe KONMYECTBO pas, BCE OCTaBLUMECS TECT-MOMOCKM crneayet
YyTUNM3NPOBaTb.

* Bxopgslier B KOMMMIEKT KPbILLKON MOXHO 3aKpblBaTb TOMBbKO KapTPUAKM U3 TOTO e KoMmnnekTa. He ncnonssynte
KPbILLKM OT APYrMX NapTun v npenapaTos.
» KpblLKy cnepyeT yTunManposaTtb Nocne ee ncnonb3oBanus ¢ 10 kapTpuaxamm n3 ynakosKu.

MCNONb30OBAHUE

* [lMepen ncnomnb3oBaHvem TecT-nonocok ETEST 13 HepacKkpbITON ynakoBku HEOBXOAMMO OCMOTPETh YNaKkoBKy Ha
npegmMeT OTCYTCTBUS NMOBpEeXAeHU. He ncnonb3ynte B cnyyae, ecnv ynakoBka Obina noBpexaeHa.

* [Mocne n3baATUA N3 XONOAMIBHUKA/MOPO3UITbHUKA HEOOXOAMMO BbliAepXaTb MHAMBUAYAIbBHYHO YNaKOBKY UM
YMaKOBKY Ha HECKOMbKO KapTpuaXKen npu KOMHaTHOWM TemnepaTtype A0 BCKpbITUs (0koro 15 MuHyT, ecnu
Temnepartypa xpaHeHus coctaBnana +4 °C, unm okono 30 MUHYT, ecnun TemnepaTtypa XpaHeHUsi cocTaBnsna
-20 °C). UsBnekaTb TECT-NOMOCKY 13 YNAKOBKM CriedyeT HeNOCPEeACTBEHHO nepen ucnons3oBaHnem.lNepen
BCKPbITMEM YNaKOBKM HEOOXOAMMO [OXAATHCS MOJIHOrO MCNapeHus Briaru, KoTopas Morfna CKOHOEHCMPOBaTLCH Ha
BHELLHEN NOBEPXHOCTMN YNaKoBKM.

* He npukacainTecb kK MOBEPXHOCTM TECT-NMOJSIOCKM, HA KOTOPOW HAXOAUTCS rPaamneEHT (K CTOPOHE, MPOTUBOMOSIOXKHON
wkane MUK). ns B3sTua Tect-nonocok ETEST pekomeHayeTca ncnonb3oBaTb pyvHON anmninkaTop [Hanpumep,
Mini Grip-It (puc. 1), BakyyMHbiit nuHLeT NEMA C88™ (puc. 2), nuHuEeT unu nogobHoe uM ycTpoincTso]. B cnyyae
n3BneyeHns Tect-nonocok ETEST Bpy4Hyt0 MUMHLETOM Mnun nogo6HbIM YCTPOMCTBOM pa3peLlaeTcs npmkacaTbes
TOMbKO K KOpeLLKaM (TOMY MECTY, Ha KOTOPO€ HaHECEH 2- Unun 3-0yKBEHHbIV KOAa).

Puc. 1
M3BneyeHwne Tect-nonockn ETEST 13 nHamemayansHon M3BneyeHune tect-nonockn ETEST 13 kapTpuaka C NOMOLLbLO
ynakoBku ¢ nomotpto Mini Grip-It BaKyymHoro nuHueta NEMA C88™

e VIHCTpyKUMM ONA MHAMBUAYaNbHOW YNaKOBKM:

[Mpexge 4em oTkpbIBaTb YNakKoBKY, OCTOPOXHO NocTty4ynTe yl'laKOBKOI;I no TBEPAON NOBEPXHOCTH,
4YTOObI TECT-MONOCKA OKa3anach Ha AHe YNaKOBKW, 3aTE€M 3aXXMUTE YNaKOBKY Mexay 6onbLmm
M yKasaTtenbHbIM nanbuamMmun, NOMeCTnB KOHYUK GonbLioro nansua B yrny6neHMe Ha 3agHen
CTOpOHe.
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HaxmuTte 6onbluvM nanbLem Bnepe v ykasaternbHbIM nanbuem Hasag, 4YTOObI OTNIOMUTL
antoMnHNEBYHO 06OJ'IO‘-IKy, npwn 9TOM BNAaronorroTUTeNb SOMKEH OCTaTbCA B BEPXHEN YacTu
YynaKoBKWN.

OTOrHMTE BEPXHIOK YacTb Ha3ag, YTOObI MONMHOCTbLIO OTKPbITb YNaKOBKY.

Maenekute TecT-nonocky ETEST 13 ynakoBku ¢ NOMOLLbIO MUHLIETA UMW APYroro annnukaropa.

* WHCTpYyKUMM ANS yNakoBKU HA HECKOMNbKO KapTpUIKeN:

MogHMMUTE A3bI4OK N3 PONbIY B BEPXHEW YacTu KapTpuaxa n noTaHuTe Hasag,
YTOObI MONHOCTBIO CHATB.

( Mpumeyvanune: Y6eautech, Y4To NOCne BCKPbITUSA HA KapTpuUaKe He ocTanoch
donbry, MOCKOMbKY OHa NOMELLAET Kak CriefyeT 3aKpbiTb €70 KPbILLKOW.

B kapTpmaxe HaxoauTcsa NakeTUK KannesnagHom hopmbl ¢ Bnaronornotutenem. He nasnekamte Bnaronornotutenb
nocrie BCKpPbITUA.

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

* MeTop aBTOMaTU4eckom 06paboTku ¢
NMOMOLLbIO 8aBTOMaTUYECKOro
annnukatopa SIMPLEX C76™:

> 3arpysute kapTpuaxu c TecT-

(pexomeHayemble MeToabl):
Bo3bMuTE BEpXHIOKO TECT-
nonocky ETEST, He kacasicb
BMaronornoTuTens.

Ecnu ncnonbayetcsa nUHLET Unu
aHarnorn4yHoe ycTpomncTBeo:
Haxmute ykasatensHbiM
nanbLeM Ha Y3KUIN KoHel,
nakeTuka C BrarornornoTuTenem,
4YTOObI NPUNOAHATL TECT-
nonockn. He HaxumanTte Ha
oKpyrnyto yactb. [Npuaepxmsas
nanbLemM BnaronornoTuTens,
N3BNEKNTE BEPXHIOK TECT-
nonocky ETEST 13 ynakoBku
NMVHLETOM MMM aHamNorMYHbIM
YCTPOWCTBOM.

nonockamm ETEST Hanpsimyto B
aBTOMaTMYECKWIA annskaTop
SIMPLEX C76™ (MHCTpyKLMM CM.
B PYKOBOACTBE Mofb3oBaTens
annnukatopa SIMPLEX C76™).

Cpasy nocne 1cnonb3oBaHUs HaAeHbTE KPbILLKY Ha KapTpuax (B NpaBUibHOM
NONMoXeHUN) 1 XpaHuTe ero, kak ykazaHo B pasaene YCIIOBUA XPAHEHUA
N CTABUNIBHOCTb.

054384-01
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MHCTPYKUMA MO NPUMEHEHUIO
MpuroToBneHne cycneHsum u noces

1.
2,
3.

[oseauTe cpeny v Tect-nonockn ETEST go KoMHaTHOW TemnepaTypbl.

Cwm. Tabnuuy 1 B koHLLe 3TOro pasgena.

MoaroToBbTE CYCNEH3MIO: CYyCNEHANPYNATE XOPOLLO U30NMPOBaHHbBIE KONTOHMU, BbIPOCLUME HA YallKe C arapom

B TeYeHMe Ho4U. [INs MUKPOOPraHNM3MOB CO CITOXKHbIMU NUTATENbHBIMU NOTPEBHOCTAMMN, TAKUX KaK MHEBMOKOKKM,
CTPENTOKOKKM, TOHOKOKKW, aHaapobbl n Haemophilus spp., NCNonb3ynTe cycneH3uto, NpUroToBIEHHYO B BynboHe

B TeyeHne 15 MuHyT. Y6eanTech B HanmMumMm B NOCEBHOW CyCneH3nmn npaBunbHoro konndectsa KOE/mn
(konoHueobpasytoLLasa eauHULA) OTHOCUTENBHO COOTBETCTBYHOLLErO cTaHdapTa no wkane McFarland. JaHHbIn nyHKT
0COBEHHO BaXXeH ANsi MMKPOOPraHN3MOB CO CIIOXXHbIMU NUTaTENbHbIMU MOTPEOHOCTAMU, U CIIN3UCTBLIX KONTOHUIA
MUKPOOPraHnamoB. [pn npaBuIbHOM NPUrOTOBMNEHNM CYCNEH3UM NOCIE KyNETUBUPOBaHNUS JOMKEH ObITb MONy4eH
CMNIIOLUHON U NPaKTUYECKM CMIOLLIHOM POCT Ha NOBEPXHOCTY Cpebl.

CrtangapTbl MyTHOCTM no wkane McFarland He rapaHTVpytOT NPaBUbHOIO KONMMYECTBA XU3HECNOCOOHbIX GakTepuii B
cycneHsun. Heobxoanmo NpoBoANTb PErynsipHbIA NOACYET KOMOHWIA AN NPOBEPKM Toro, obecnevmBaeT nu
ucnonb3yemasi MeTogmka nocesa MoslyvYeHne HY)XXHOro KOnm4yecTBa XXu3HecnocobHbix 6akTepuii (B KOE/mn).
CwmoTtpuTte pasgen KOHTPOJIb KAYECTBA.

BbInonHUTE NOCEB: OKYHUTE B MOCEBHYIO CYCNEH3MIO CTEPUIBHBIN, HETOKCUYHBIA U HE CIIULLKOM TYrO CKPYYEHHbIN
TaMnoH. Yoanute n3bbiTOK XUAKOCTU, MPUXKaB TAMMOH K BHYTPEHHEN NMOBEPXHOCTU CTEHKM NPOOMpKX. Yaanute
Gonblue XUAKOCTK, Koraa AenaeTcsi NoceB Ha Yallky guameTpoM 90 MM, U MeHbLLE NpU 3aceBaHUM YaLlKu
avameTtpom 150 mm. TwiatenbHo pacnpegenvTe CycrneHs3unio No NoOBEPXHOCTH arapa WTpMxamm B Tpex
HanpaBneHusix, Kaxabli pa3 NnoBopaymBas vallky Ha 60 rpagycos, 4Tobbl 06ecneynTb paBHOMEPHOE pacrnpeneneHne
NoceBHOro MaTepuana. B kauecTse ansTepHaTMBbLI MOXHO UCMOMNb30BaTh NHoKynsTop RETRO C80™ ans
ahdeKkTMBHOro pacnpeneneHns NoCeBHOW CyCneH3un nNo NoBepxHoCcTy arapa (puc. 3) (MHCTPYKLMKU CM. B
PYKOBOZACTBE Nonb3osaTens nHokynatopa RETRO C80™). aiite nsbbiTky BNaru agcopbuposaTthcs B TedeHne 15-20
MUHYT, Tak 4TOObl MOBEPXHOCTb Gblfla NONMHOCTLIO CyXOM nepen HaHeCEeHUEM TeCT-NONIOCOK C rpagAueHToM
ETEST.

Puc. 3

Moces Ha YalliKy ¢ arapoM ¢ NOMOLLLIO MHoKynsTopa RETRO C80™

HaHeceHue TecT-noNocok 1 NHKybauusa

1.
2.
3.

Y6eaumtech, 4TO 3acesiHHasi NOBEPXHOCTb arapa NosHOCTLIO CyXast.

OtkpoiTe ynakoBky ETEST, kak yka3aHO B MHCTPYKLMM MO BCKPbITUIO 1 paboTe ¢ TeCT-NONocKamu.

TecT-nonockv ETEST MOXHO HaHOCWTb Ha 3acesiHHYH NOBEPXHOCTb arapa C NOMOLLbIO Py4HOro anniukatopa
[Mini Grip-It, BakyymHoro nuHueta NEMA C88™ (puc. 4), nMHLeTa 1nu Apyroro aHanorniHoro yctponcTeal nnéo
aBTOMaTMYeckoro annnukatopa SIMPLEX C76™ (puc. 5). PaamecTtute Tect-nonocky ETEST wwkanoit MUK Beepx
(no HanpaBneHWIO K KPbILLKE YaLlKu) U MakcUManbHOM KOHLEHTpauwveit 6rnvke K kpato Yaluku (puc. 4 u 5).

Luw

Puc. 4 Puc. 5
HaHeceHue TecT-nonocku ETEST Ha noBepxHOCTb HaHeceHue TecT-nonocku ETEST Ha noBepxHOCTb
arapn3oBaHHOWN cpefbl C MOMOLLbIO BaKyyMHOrO NuHLEeTa arapusoBaHHON cpefbl C NMOMOLLbI0 aBTOMAaTUYECKOro
NEMA C88™ annnukatopa SIMPLEX C76™
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4. MoXHO ncnonb3oBaTh WABGMOH ANs ONTMMArbHOro NnoMeLleHus Tect-nonocok ETEST paBHOyaaneHHo apyr ot

Apyra B 4aluke ¢ arapom. B ogHon yaike gnametpom 150 MM ¢ arapomM MOXHO pa3mecTuTb [0 LIEeCTU TeCT-NON0CoK
ETEST (puc. 6a), a B ogHon yaiuke guameTtpom 90 MM ¢ arapom — A0 ABYX (puc. 66). [Ins MmukpoopraHnamos

C OXXMOAEMOW BbICOKON YyBCTBUTENBHOCTBIO UCMONb3YNTE MEHbLLE TECT-NMOMOCOK Ha Yalke agnametpom 150 Mm

N TOMbKO OfHY TECT-NOMNOCKY Ha YaLuke guameTpom 90 MM.

Puc. 66.

LLlabnoH ans 2 TecT-nonocok B vaiuke guametpoM 90 Mm

Puc. 6a.

LLla6bnoH ans 6 TecT-nonocok B yaluke guametpom 150 mm

Heobxoanmo y6e,D,I/ITbC$|, 4YTO TECT-NMOSIOCKA MOSTHOCTLIO NpUNeraeT K NOBEPXHOCTM arapa. He cnenyet pasmellaTtb
TECT-NONOCKY B NepeBepHYTOM MOSOXXEeHWW, TaK Kak annmnc VIHFI/I6VIPOBaHI/IF| He o6paayeTC$|, NOCKOJIbKY aHTUBNOTUK
HE MOXET NPOHNKHYTb Yepe3d HENOPUCTYHO NNMAacTUKOBYH TECT-NOJ10CKY. Mpwn HeobxoQMMOCTN MOXHO yaanutb
BO34yLIHbl€ NMONoCTU, BUONMblE Noa TECT-NOSIOCKON, OCTOPOXKHO HaXKMMasi Ha TeCT-NONOCKY (He aBuras ee) KOHYMKOM

annnukaTopa Ui NMHLETOM, MpY 3TOM HanpaBneHWe ABMXKEHNS! JOIMKHO ObiTb OT MUHMMAIIbHON KOHLEHTpaLmm
K MakcumarbHoON. ManeHbkve ny3blpbKy He BIUSIIOT Ha pedynbTaThl TecTupoBaHus. Mocne HaHeceHuA TecT-
NomnockKy Hernb3sl CABUraTb, MOCKONbLKY MPOMCXOAUT MrHOBEHHOE BbiCBOGOXAeHNe aHTUGMOTHKA B arap.

6. KynsTvBUpOBaTb YallK1 C arapoM criefyeT B NepeBepHyTOM MOMOXEHUMN (KPbILIKOW BHW3), MOCTaBNEHHBIMW APYT Ha
Zpyra, Ho He Gonee 5 yallek, B COOTBETCTBUM C YCNOBUSIMU, NMPUBELEHHBIMU B PYKOBOACTBE HUXKE.

Tabnuua 1. YkasaHua no Bbl60py nutTaTesibHbIX cpen, NoAroToBKe NoCeBHOro Mmatepuana u KynbtuBMpoBaHuio

lpynna ArapusoBaHHas [MoceBHow maTepuan KynbtuBmpoBaHue
MVIKPOOPraHM3MOB | nuUTaTenbHas O EEEE
EREE S MuTaTenbHas cpeaa | NRoTHOCTL (Mo | Temnepatypa
B) r)
a), 6) LIKane (#2 °C) ATtmocdepa Bpemsi (4acbl)
McFarland)
A3pobbl Mionnepa- 0,85 % NaCl (nnu 0,5 +35°C OkpyxatoLas 16-20 A
XVHTOHa COmneBon pacTBop) (1, ecrm cpena 20-24 ¢ ons
KOTOHUS Acinetobacter spp.
cnmaucTas)
Neisseria OcHoBa GC- BynboH Mionnepa- 0,5 +35°C 5% CO, 20-24
gonorrhoeae *) arapa + onpege XuHToHa (Mnn
NeHHble ByrnboH € cepaeyHo-
no6asku (CLSI) MO3rOBbIM
LLlokonaaHbIv akcTpakToMm (BHI))
arap Mionnepa-
XUWHTOHa

MpumeyaHus:

 a) bbino ycraHoBneHo, 4To cycneHananbHbIV pacTBop (Homep no katanory V1204) cosmectum ¢ ETEST.

* 6) bbino ycraHoBneHo, 4To Brain-heart infusion broth - CepaeyHo-mo3roBori 6ynboH (Homep no katanory 42081)
(manee no TekcTy ByNbOH C cepaeyYHO-MO3roBbiM aKkcTpakTom (BHI)) coBmecTvm ¢ ETEST.

 B) MNoHwkeHne pH npu KynsTMBUPOBaHNM NPUXOTAMBBLIX MUKPOOPraHnaMoB B 5 % CO, MOXeT HeraTyBHO cKa3aTbCs
Ha aKTMBHOCTU XMHOMNOHOB. CredyeT yunTbiBaTb, YTO MOTYT OblTb NOMYyYeHbl pasHble pesynbTaTbl B 3aBUCYMOCTM
OT TOro, UHKYGUPYOTCH N MONOCKM B OKpy>catoLlem Bosayxe nnm B CO,.

* T) Y6eauTech, YTO YallKa C arapoMm KyrnbTMBMPOBanach B Te4eHne peKoMeHA0BaHHOro Nepuoaa BpeMeHw, npexae
YeM CHMMaTb NoKasaHWsl, 0COGEHHO B Clyyae 3amMefIeHHOro NPOSIBEHNS YCTOMYMBOCTN U MEASIEHHO PacTyLLMX
NPUXOTNBBLIX MUKPOOPraHW3MOB.

* ) Ana meaneHHo pacTyLmx n3onatoB Pseudomonas spp. BpeMsi KynbTUBMPOBaHWUS criegQyeT yBenMunTb A0

48 yacos.

» e) [ina meaneHHo pactywmx nsonsatos Acinetobacter spp. BpeMs KynbTUBMPOBaHUSA criefyeT yBENUYnNTb 40

48 yacos.
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) [InNsi rOHOKOKKOB CrieflyeT Mcrnonb3oBaTtb Makc. 3—4 nonocku/Jaiuky 150 mm anst obneryeHns cYMTbIBaHUS
pe3ynbTaToB.

PE3YNbTATbI U UHTEPNPETALUA
YyeT pe3ynsraToB

n

Korga poct GakTepuii XOpoLLo 3ameTeH, cuntanTe 3HavyeHne MUK B mecTe, rae annunc MHrmbupoBaHus nepecekaeT
TecT-nonocky. KoHeyHble 3HauveHns MK B metoge ETEST 06bIYHO YETKO BbIpaXeHbl, HO MOTyT HabnoaaTbes

1 pasnuyHble KapTuHbI PpoCcTa/MHIMOMpoBaHusa. CM. unncTpaumm Hmke (PUCyHku 7-11).

He yuntbiBaiTe pesynbraTthl, €CNK KysfbTypa BbIMMAAUT CMELLaHHON U ecrnv pocT 6akTepuii 04eHb
HEe3HaYUTENbHbIN UK CAULLKOM rycTol. MoBTOpUTE TECT.

[na 6akTepuumaHbIX NpenapaToB, TakMX Kak LMnpodsiokcaumH, koHevHoe 3HavyeHne MUK crnenyet yunTbiBaTh

B MeCTe MOMHOro MHrMbnpoBaHns pocta. [loMyTHeHne 1 Makpo- MM MUKPOKONOHUM B npeaenax 3 MM OT TeCT-
NMonocKy criefyeT yyYnuTbiBaTh Kak pocT.

PocTt Boonb Bcero rpagueHTa (OTCyTCTBUE annmnca MHrmbupoBaHns) 03HadvaeT, YTo 3HavyeHne MUK Bbiwe nnm
pPaBHO HaMBbICLLEMY 3HAYEHWIO Ha LLKane. QNnunc MHrIMbMpoBaHKSA HXKE rpagneHTa o3HavaeT, YTo 3HavyeHne MUK
HWXe, YeM Hambonee HMU3Koe 3HaYeHNe Ha LwKarne.

M36biToYHas Bnara B Yallkax nepeg noceBoM, HeJOCTaTOYHO BbICYLLEHHAs MOBEPXHOCTL Nepes HarnoXeHnem TecT-
NonocoK U/vnu HepaBHOMEPHO 3acesiHHbIE LUTPUXOM NMOBEPXHOCTU MOTYT MPUBECTM K OTCYTCTBUIO CMJIOLIHOMO pocTa
unu 3ybyaTeiM Kpasm annunca. [oBTopuTe TecT, ecnn y4eT KoHeuHbIx nokasatenen MUK 3atpygHeH. B cnyyae
HepoBHbIX nepeceyeHnn MUK ¢ nonockon yunTeiBanTe 6onbluee 3HayeHne. Ecnu passegeHuii > 1, noBTopute TecT.
[nga ToyHoro onpegeneHns koHeYHbIX 3HavYeHun MUK ona sHTepokokkoB n Acinetobacter spp. HAaKNMOHUTE YaLlKy u/
U UCNOMb3YNTE YBENUYUTENBHOE CTEKIO.

B cnyyae TyHHenbHOro pocTta npeHebperanTe TOHKOM NMHUEN pocTa BOOSb TECT-NOMOCKMU.

UMepbI y4yeTa pe3ynbratoB
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Puc. 7 Puc. 8
S. aureus E. faecalis E. coli
ATCC®29213™ ATCC®29212™ ATCC® 25922™
MWK = 0,38 mkr/mn MWK = 0,75 mkr/mn MWK = 0,006 mkr/mn
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Puc. 10 PucyHok 11

P. aeruginosa N. gonorrhoeae
ATCC® 27853™ ATCC®49226™
MWK = 0,19 mkr/mn MWK = 0,002 mkr/mn

UHTepnpeTauus

Ons untepnpetaumm 3HaveHmin MUK, nonyyeHHbIx ¢ noMoLubio MeToga ETEST, MOXHO Nonb3oBaThCs MOPOroBbIMU
3HaveHusimu MUK ansa onpegeneHunst Kateropuin MHTepnpeTauum, onybnnkoBaHHbIMK YNpasneHneM no KOHTPOSIo
KayecTBa NuLLEeBbIX NPOAYKTOB 1 nekapcTBeHHbIX cpeacts (FDA)/CLSI, EUCAST w/unu BawmmM HaumoHarnbsHbIM
KOMUTETOM.

TekyLumMe norpaHuyHble 3Ha4eHUs NpyMBeaeHbI Ha Takmx Beb-canTtax: https://www.fda.gov u/mnuhttps://clsi.org n/vinu
www.eucast.org.

Byayun nonHocTbI0 KonmMyecTBeHHbIM MeToaom onpeaenenns MUK, ETEST gaeTt BO3MOXHOCTb nabopatopun
cooOWUTL TOYHbIE 3HaYeHns MK BmecTe ¢ kaTeropuen nitepnpetaumn. ETEST onpegenset 3HadeHms MUK no
HeMNpepbIBHOW LLKarne 1 MOXET NokasaTb pe3ynbTaThl B MPOMEXYTOHYHOM MOSIOXKEHUN MEXAY TPaaULMOHHBIMU
OBYKpaTHbIMUK pa3BedeHusamMu (B nonpassenenust). Ecnu sHaveHne MUK no metogy ETEST HaxoauTcs mexay
CcTaHOapTHbIMU ABYKPATHLIMY pa3BegeHUsiMU, TO ero creayeT OKpYrnuTb 40 Brvkaillero BEPXHEro 3Ha4YeHUst
[OBYKPaTHOro pa3BefieHus nepen TeM, Kak kaTeropusnposarb.

lMpumep nopoezosbix 3HadeHuli MUK EUCAST (mka/mn):

S I R
HysecmeumenbHocmb npu HyecmeumenbHocmb npu Ycmodyusocmb
cmaHdapmHoOM pexxume yesenu4yeHHoM 8o3delicmauu
0o3uposaHusi
<0,06 0,12-1 22

MWK 1 mxr/mn no metogy ETEST kaTeropmaunpyeTcs Kak YyBCTBUTENBHOCTb NpY yBenu4YeHHoM Bo3aencTteuu (1), B TO
BPEMS KaK KOHLeHTpaums 1,5 okpyrnseTcs 40 2 MKI/MI 1 KaTeropmampyeTcs Kak yctonumsocTs (R).

KOHTPOJIb KAYECTBA

YUTtobbl NpoBepuTbL paboune xapaktepuctukm Habopa peareHtoB ETEST, kauecTBO cpef, NOCEBHOrO Matepuana

1 MCnonb3yeMbIX NpoLeayp, NpoTeCTUPYNTE WTaMMbl Anst KOHTponst kadecTtsa (KK), npvBeaeHHble B crieaytoLlen
Tabnuue. PeareHTbl 1 ncnonb3yemble NpoLeaypbl CHUTATCS YA0BNETBOPUTENBHBIMU, €CMN Nony4YeHHble 3HaveHust MUK
COOTBETCTBYIOT CNeAYLLMM cneumdmKaLmsm KOHTPOMS KavecTea:

bioMérieux SA pycckunm - 8
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MWK KoL LUTAMMBI OJ1A KK ETEST OWNATA3OHbI MUK OJ1A KK ETEST (mkr/
AHTVMWUKPOBHOIO MIT)
MPEMNAPATA (mkr/mn)
LiunpodrnokcaumH Cl S. aureus ATCC® 29213™ 0,125-0,5 . %)
0,002-32 E. faecalis ATCC® 29212™ 0,25-2 2. %)
E. coli ATCC® 25922™ 0,004-0,016 @) ©)
P aeruginosa ATCC® 27853™ 0,125-1 2
N. gonorrhoeae | ATCC® 49226™ 0,002-0,008
Mpumevarus:

+ a) CLSI M100: Performance Standards for Antimicrobial Susceptibility Testing, 29t Edition (CLSI M100.
HopmaTuBHble Noka3aTenu TeCTUpOBaHUSA aHTUMUKPOOHOWM YyBCTBUTENBHOCTU, 29-€ N3aHue).

* 6) EUCAST: European Committee on Antimicrobial Susceptibility Testing, version 9.0, valid from 2019-01-01
(EUCAST: EBponeiickuin KOMUTET N0 TECTUPOBAHMIO aHTUMUKPOOHON YyBCTBUTENBHOCTHU, Bepcus 9.0,
aevicteutenbHa ¢ 01.01.2019r.).

PesynbraTthl aHanm3a nauveHTa He cnegyet coobuatb, ecnu pesynetatel KK BbIXOAAT 3a npeaenbl yTBEPXKOAEHHbIX
3HayeHu KK. Yactorta npoBegeHusa KK gomkHa ycTaHaBnmBaTbCs kaxaon naboparopuen MHOMBUAYarnbHO.
PykoBogsLme npuHUMNbI NpeacTaBneHbl B AOKYMEHTax Mo onpeaeneHunto YyBCTBUTENBbHOCTU K aHTMbuotmkam CLSI
cepuin MO7 n M100.": 2

Mpegenbl 3HaveHun ana KK metoga ETEST moryT otnuyatees ot cneundukaumin CLSI n (vnn) EUCAST B HEKOTOpbIX
cnyyasx.lMpegensl 3Havenun ana KK metoga ETEST ocHoBbiBatoTCA Ha obwmpHon 6ase, cobpaHHON Npu KOHTPOSIbHOM
TecTMpoBaHMK BONbLLIOrO YMCra CEPUn PEaKTNBOB B TEHYEHNE HECKOMbKUX NET, U BKIIOYAKT AaHHbIE MHOMOLEHTPOBbIX
nccnenoBaHui.

Ecnn 3HadeHns MUK B oTHoweHun wtammoB ansa KK HaxogaTca Ha nonpaseeneHns Huxe HmkHero npegena KK, nx
cnepyeT OKpyrmnuTb A0 GrnvkainLlero BEpXHEro 3Ha4YeHns ABYKPaTHOroO pa3BefeHns nepen TeM, Kak yCTaHOBUTb
cootBetcTBUue KK. MogobHbiM obpasom, ecnu 3HaveHnss MUK HaxogaTcst Ha nonpasBeaeHus Bbllle BepXHEro npeaena
KK, nx cnegyet cuntatb HecooTBeTCcTBYHOLWMMN KK.

Heobxoavmo NpoBoAWTb pPerynsipHbIi NOACYET KOMOHWI ANst NPOBEPKU TOro, 00ecnevynmBaeT N NoryyYeHHas nrioTHOCTb
CyCneH3un NOCEBHOrO Matepurana nonyyYyeHne 4OCTaTO4MHOrO KONMMYEeCTBa u3HecnocobHbix 6aktepuin B KOE/mn.
MpurogHbI MaTepuan Ana nocesa Aact NpubnuanTensHo ot 1-5 x 108 KOE/mn.

CtaHpapTtbl MmyTHOCTM no wkane McFarland He rapaHTUpyIOT NPaBUITIBHOrO KONM4YeCTBA XU3HECNOCOOHbIX
6aktepun B KOE/mn.

OXWOAEMbBIE PE3YJIbTATbI

YPOBHW YyBCTBUTEMBLHOCTM K aHTUBMOTUKAM ANA Pa3nuyHbIX Buonornyecknx nonynaumin 6akrepuin 6onblue HEBO3MOXHO
npeackasaTb B CBSA3W C MPOrPECCUBHBLIM pasBUTUEM YCTOMYMBOCTY. [oaTomy nabopaTopusi AOMKHA NONbL30BaTLCA
oxungaembimy pesynstatamv MUK pasnuyHbix aHTMBMOTUKOB ANt peepeHTHbIX LITaMMOB KOHTPOSS KayecTsa, YTobbl
obecrne4nTb COOTBETCTBUE TEXHMKM TECTUPOBaHUA HeobXxoanMblM TpeboBaHMAM 1 pa3yMHY0 TOYHOCTb NONyYaeMbIxX
KIMUHNYECKNX PEe3yrbTaTos.

PABOYUE XAPAKTEPUCTUKA

Pabouvne xapaktepuctukn ETEST ansa umnpodnokcaumHa 6binm ycTaHOBEHbI C UCMOMb30BaHMEM CPaBHUTENbHbIX
OoLeHOK. OTn ncenegosaHns nokasanu, 4to MUK no metogy ETEST CI koppenuvpytoT ¢ pedepeHTHbIM METOAOM
CLSI M07'. Metoa ETEST cunTaeTtcs no cylecTsy skBmMBaneHTHeIM metogam CLSI, koraa sHavenns MUK n3 obenx
npoueayp nokasbiBatoT nonHoe cooTtBetcTBue (EA) = 90 % B npepenax + 1 passeaeHus.

PabGoune xapakTepyCTUKN NpUBEAEHbI HUXE:

MwuikpoopraHuam Lrammbr (N) % nonHoro cooteeTcTams (EA)2)
A3pobbl 831 98
N. gonorrhoeae 356 98

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

BAXHbIE 3AMEYAHUA

1. WHorga HekoTopble KOMBUHaL MK 6aKTepI/IM 1 aHTMOMOTMKA OaloT HEOXKMOAHHbIE pesynbrartbl. B Taknx cnydasax
ManoonbITHOMY nepcoHany 6y,u,eT CNOXHO NPUHATb peleHne No KOHe4YHOMY 3Ha4YeHUo MWK. OgHako, 4ToObI
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Hay4YMTbCA NPaBUIbHO ONpeaensTb KoHeyYHble 3HadeHns MUK, coTpyaHMkn MoryT npakTMKOBaTbLCH, PerynsapHo
NCNonb3ysi pedepeHTHbIE LWTaMMbl U CPaBHMBas CBOK paboTy ¢ pesyrnbratammn KBannduumpoBaHHbIX paboTHMKOB.
Kak n Bce gaHHble AST, pe3dynetatel ETEST aBnAI0TCS TONBKO 3HAYEHUAMM in Vitro n MoryT ykasbiBaTb Ha
noTeHUManbHy YyBCTBUTENBHOCTb MUKPOOPraHn3MOoB in vivo. icnonb3oBaHne pesynsTaToB Mpu BbIGoOpe neveHns
OOMKHO ObITb €AUHONUYHBIM PEeLLEHNEM U OTBETCTBEHHOCTbLIO nevaluero Bpada. OH JOmKeH NpMHUMaTh BO
BHUMaHNEe MeOULMHCKMIN aHaMHEe3 1 BCIO M3BECTHYIO MHAOpPMaLMIO O naumeHTe, hapMaKkoKMHeTn4eckne

1 dhapMakoguHaMm4ecKkme CBOMCTBa aHTMOMOTUKA U KIMHUYECKWI ONbIT NIeYeHUs AaHHbIM NnpenapaToM UHMEKLNN,
BbI3BAHHbIX KOHKPETHbIM BakTepuanbHblM NaToreHoM. Takke cnegyeT yunTbiBaTb TUN aHTUOMOTMKAE, JO3Y U PEXUM
[03MPOBaHuS.

[ns nonyyeHus 4ONONHUTENBHON MHAOPMALMM O KOHKPETHBIX OrPaHUYEHUAX B MHTEpNpeTaummn pedynsratoB n/mnm
OrPaHNYEHNAX KITMHNYECKOro MCNOMNb30BaHUS aHTUOMOTHKA B pa3nnyHbIX TepaneBTUYECKUX CUTyaumnsix cM. Tabnuupbl
N CHOCKM Ha cTaHpapTbl nHTepnpetauun MUK B nocnegHunx Bepcusx pekomengauun EUCAST wnm gokymerTtos CLSI
Mo onpeaeneHmnio YyBCTBUTENLHOCTY K aHTUBMOTMKaM Ang npoueayp passeaequs (cepun MO7 n M100).12.3

YTUITU3ALIUA OTXOO0B
YTUnusnpymnte ncrnosib3oBaHHbIe U HENCTIONb30BaHHbIE PeareHThbl, @ Takke KOHTaMUHUPOBAaHHbIE PAaCXO[Hble MaTepuarbl
B COOTBETCTBUM C TpeboBaHMsAMU, NpeabaBnseMbiMy ANS YTUNU3aUMM MHEKLUVOHHBLIX MaTepuarnos.

Kaxxgas nabopartopusi 0693aHa obpaluarbcs ¢ Nony4YeHHbIMY OTXOA4aMu U CTOKaMy B COOTBETCTBMM C UX TUMOM 1
CTEMNeHbI0 OMacHOCTK, a Takke 06pabaTtbiBaTh U YyTUNN3MPOBATL UX B COOTBETCTBUM C YCTAaHOBIIEHHLIMU NpaBUnaMm un

HOpMaMmu.

CMUCOK JNIUTEPATYPbI

1. CLSI M07: Methods for Dilution Antimicrobial Susceptibility Tests for Bacteria That Grow Aerobically (Latest edition)
(CLSI MO7: MeTtoab! NnpoBeAeHNsi TECTOB Ha onpeaerneHne YyBCTBUTENBHOCTN adpobHbIX BakTepui K
aHTUMUKPOBHBLIM Npenapatam nyTem passBefeHus (nocnegHee nsgaHue)).

2. CLSI M100: Performance Standards for Antimicrobial Susceptibility Testing (Latest edition) (CLSI M100.
HopmaTuBHble noka3aTenu TeCTUPOBaHUSA aHTUMUKPOBHON YyBCTBUTENBHOCTM (MOCNEAHee u3faHue)).

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

KOMUTET MO TECTMPOBAHMIO YyBCTBUTENBHOCTM K aHTUMUKPOOHBLIM Npenapartam (nocnegHee nsgaHue)).

TABJIULA CUMBOJIOB U OBO3HAYEHUI

CumBon Ob6o3HavyeHne

Howmep no KaTtanory

MeavumHckoe n3genve ons
ONarHocTukm in vitro

M3rotoBuTenb

TemnepaTypHbIVi AuanasoH

Vicnonb3osatb 40

Kog naptum

O6paTnTech K MHCTPYKLMMK MO
NPUMEHEHWIO

3anpeT Ha NOBTOPHOE NpumMmeHeHune

CpoK XpaHeHUs! Nocre BCKPbITUS

CoaepXMmMoro AocTaTtoqHo Ans
npoBeaeHUst N-KoNM4ecTBa TECTOB

[aTta narotoBneHus

5 < (N HEr0~E[EFE
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OrPAHUYEHHASA TAPAHTUA

KomnaHnwus bioMérieux rapaHTupyeT, 4To paboyne xapakTepucTUKM JaHHOMO M3aenns COOTBETCTBYIOT YKasaHHOMY
npeaycCMOTPEHHOMY Ha3HaYeHMI0 B TEHEHWE BCEro CpoKa aKCMyaTaLmy npy yCrnoBum, YTo CTPOro cobntoaeHsl Bce
npoLeaypbl N0 UCMOMb30BaHMIO, XpaHeHWo 1 obpaboTke n Mepbl 6€30MacHOCTH, Kak MOAPOBHO N3NOXKEHO B MHCTPYKLMAX
Mo 3Kcnsyataumn.

3a ncknoYeHem BbilLeyKasaHHbIX CyvyaeB, KomnaHus bioMérieux He JaeT HUKaknx rapaHTuin, B TOM Yucne
nogpasymeBaeMbIX rapaHTMI TOBApPHOTO Ka4ecTBa M rapaHTUii COOTBETCTBUS NpeanonaraeMomMy UCnonb30BaHuio, U He
[aeT H1Kakmx 06s3aTensbCTB, B TOM YUCTE SBHO BbIPaXXEHHbIX, MOApa3yMeBaeMblX UMM KOCBEHHbIX, B OTHOLLEHWN
NCMONb30BaHUs Kakoro-nmbo peareHTa, NporpaMMHoro obecneyeHmns, npubopa 1 pacxofHbIX MaTepuarnos (ganee —
«Cucrtemay), OTAMYHOTO OT YKa3aHHOro B MHCTPYKLMSIX MO SKCNyaTaLumn.

NCTOPUA NEPECMOTPOB
KaTteropmum TMnoB nsameHeHumn

H/M He npumeHumo (nepBoe nsgaHue)

KoppekTypa WcnpaeneHve olwmnbok B 4OKYMEHTaLMK

TexHuyeckne [ob6aeneHune, nepecMoTp U/Mnun yaaneHue kacatLlencst npogykta nHcdopmaumm
N3MeHeHUs!

AOMUHUCTPATUBHbIE BBegeHue U3MEHEHN HETEXHUYECKOTO XapaKTepa, 3acny>X1BatoLnx BHUMaHNA
N3MEHEHUs! nonb3oBaTens

lMpumeyaHue. HesHadumernbHble muroapagckue, 2paMmMamuyeckue USMeHEeHUs U USMEHeHUsI 8
hopmMamupo8aHUU 8 UCMOPUIO NePecMoMmpPO8 He 8KITHOYEHI.

[aTta Bbinycka Howmep Bepcumn Twn nameHeHumn 0O630p U3MeHeHUM
2020-07 052607-01 MepBoe n3naHvne H/N

[ns nony4eHnst TEXHNYECKOWM KOHCYNbTauuy 1 NoaaepKkm npocbba obpallatbes K ynornHOMOYEHHOMY NpeacTaBUTerNto
npounssoguTens Ha Tepputopun Poccuickon degepaumm:

000 «broMepbe Pyc»
Appec: Poccuga, 115230, Mocksa, 1-bin HaratuHckumn npoesg, a. 10, ctp. 1
Ten./dakc: +7 (495) 221 10 79
TenedoH ropsiyen nuHum: 8 (800) 250 10 79

e-mail: info.russia@biomerieux.com

Beb-canT: www.biomerieux-russia.com

B cnyyae BbisiBNeHMs NOGOYHbIX AENCTBUM, HE YKa3aHHbIX B MHCTPYKLUM MO NPUMEHEHUIO UMW PYKOBOACTBE MO
aKcnnyatauum MeQULIMHCKOro M3AEenus, HexenaTenbHbIX peakuuii Npy ero NpMMeEHeHn, 0CoBeHHOCTEN
B3aMMOAENCTBUS MeQULIMHCKUX U3Oenuii mexay cobor, (akToB 1 06CTOATENLCTB, CO3AaLLMNX YrPO3Y XU3HU U
3[0POBbI0 rpaXaaH U MeaULMHCKMX PabOTHUKOB MPY NPUMEHEHNUM 1 SKCMNyaTaumum MeauuUMHCKUX Usneniuin,
HeobX0AMMO HanpaBuUTb coobLLeHMe, CoAepXallee YKkasaHHble cBeaeHus, B PefepanbHyto cnyx6y no Haasopy B
chepe 30paBOOXPaAHEHNS B COOTBETCTBUM C AENCTBYIOLLUM 3aKOHOAATENbCTBOM.

BIOMERIEUX, norotun BIOMERIEUX, ETEST, tect-nonocka ETEST, NEMA C88, RETRO C80 n SIMPLEX C76
SABMSAOTCHA UCMOMNb3yeMbIMU, 3aPErMCTPUPOBAHHBIMW U/UNW HAXOOALWMMUCS B NPOLECCe pernctpauum ToBapHbIMM
3HaKkamu, NpMHagnexawumm KomnaHum bioMérieux, 0QHON N3 JOYEPHUX UINN BXOASLLMX B €€ rpynny KOMNaHui.

CLSI saBnsietcst ToBapHbIM 3HakoM, npuHaanexaiimm Clinical Laboratory and Standards Institute, Inc.

ToBapHbI 3HaK 1 ToBapHoe nmsa ATCC, a Takke niobble Homepa no katanory ATCC — ToBapHble 3Hakv KOMMNaHuu
American Type Culture Collection.

EUCAST o3HavyaeT EBponeincknii KOMMTET MO TECTUPOBAHMIO YyBCTBUTENBHOCTM K aHTUMUKPOOHBLIM Npenapatam. 3Tu
OaHHble 6bin npepgocTtaBneHsl EUCAST Ha 6e3Bo3Me3HON OCHOBE 1 A0CTYMHbI Ha cante EUCAST: www.eucast.org.
ABTOpcKkMe npaBa Ha Hux octatotest Yy EUCAST. Pekomenpauum EUCAST vacto obHoBRsitoTCS. MIX nocnegHue Bepcum
[OCTynHbl Ha Beb-cante www.eucast.org.
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ETEST® Ciprofloxacin (Cl) (0.002-32 pg/mL)

052607 - 01

- 2020-07 -ru

D,pyrl/le Ha3BaHUA N TOBapHble 3HAaKMN NpuHagnexart X 3aKoHHbIM BlagenbLuam.
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