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ETEST® Itraconazole (IT) (0.002-32 ug/mL)

Habopbl peareHToB AN naeHTUMUKaLumM n onpeaeneHns YyBCTBUTENBHOCTU MUKPOOTPaHN3MOB K
aHTnbnotukam: Etest IT ITRACONAZOLE IT - E-tecT utpakoHason (aanee no tekcty: metog ETEST IT,
ETEST, tect-nonockn ETEST, metog ETEST, Tect-nonocku, Habop peareHtos ETEST)

VD)

Ha3HauyeHue

ETEST npencrtaBnsieT cobor py4HOM KONMYECTBEHHBIA METO onpeaenieHns YyBCTBUTENbHOCTM OPOXOKEBbLIX U
nnecHeBbIX rPUOOB K aHTUMUKPOOHBIM NpenapaTtam. Cuctema COCTOUT U3 CTaHAAPTHOrO rpagueHTa
NpoTMBOrpMOKOBOIo Npenapara, KOTOPbIN UCNOMb3YeTCs Anst onpeaeneHnss MUHMManbHOW UHIIMBMpytoLLEe
koHueHTpauun (MUK, BbipakeHHOW B MKI/MIT) pasnnyHbIX aHTMMUKPOGHBIX NpenapaToB Anst MUKPOOPraHnM3MoB
NOCPEACTBOM KyNnbTVBMPOBAHMS Ha NMMTATENbHOM arape B TEHYEHME HOYM.

lNMoka3aHusA K nPpUMEeHeHUn

Metog ETEST IT moxHO ncnonb3oBatb ans onpegenexds MUK ntpakoHasona B OTHOLLEHWM CEeayOLWmnX
MUWKPOOPraHU3moB:

+ [poxokeBble rpunbbl: Candida spp.
* MnecHeBble rpubsl: Aspergillus spp.

MpuHUKMN

ETEST npeacraBnsieT coboi TOHKY0, UHEPTHYHO, Afel B

HeMopwWCTYI0 NNAacTUKOBYLO TECT-MOMOCKY. Ha ogHy CTOPOHY €

TecT-nonocku (A) HaHeceHa wkana MUK B Mkr/mn, a Ha Kﬁ’;‘ﬂgﬁg;gfg :

APYryl — CTaHAAPTHBIN rPaaneHT NPoTUBOrPUGKOBOIO npenapara | 21 ﬁ
npenapara. e

Korga TecT-nonocky HaHOCAT Ha 3acesiHHYIO KynbTypOn : E ]

MWKPOOPraHnama noBepXHOCTb arapusoBaHHON Cpeapl, és ] SenoresLan..
npeaBapuTenbHO CPOpMUPOBaHHBIN rPaaneHT Wkana M | 38 1 ML (pAaNEHT
KOHLIEHTpaLuumn npoTMBorpubkoBoro npenapara (werian) | EE KOHLEHTPaLH
HeMe[NeHHO NPOHMKAET B arap 1 obpasyeT CTabumnbHbIN, s e
HemnpepbIBHbIN, 3KCMOHEHUMarnbHbIA rpagneHT %

KOHLIEHTpauumn npoTMBorpubkoBoro npenapara E%

HenocpeacTBEHHO Mof TeCT-Nonockoi. Mocne nHkyGaumu, [ai3]

B pe3ynbraTte KOTOPOW rpMBKOBbLIN POCT CTAHOBUTCS % ]
3aMeTHbIM, BAOSb TECT-MOMOCKN MOXHO YBUAETH 1883 L b
CUMMETPUYHbIV 3nnnc MHrMbnposaHus. 3HadeHne MUK

CUYNTBLIBAETCA CO LUKarbl B MKI/MIT Npu MOSTHOM O6pasey mecm-nonocku ETEST

VIHFVI6VIDOBaHVIVI pOCTa B MeCTe nepece4veHunsa

3a0CTPEHHOro KoHua annunca ¢ TeCT-nosyioCKoun. wKanbl CqumbleaHu;q)

HecmoTps Ha cxoacTBO € AMCKO-aNAdY3MOHHBIM METOAOM
(aHanornyHas npouenypa NpUroToBNEHNA NOCEBHON
KynbTypbl, BbIOOP NUTaTEnsHON CPeabl U YCroBuS
uHky6aummn), ETEST He aBnaeTca Aucko-andy3noHHbIM
METOAOM U MOMHOCTBI0 OTNMYaETCS OT OObIYHBIX ANCKOBbIX
MeTOoA0B. [[pafMeHT KOHLEHTpaLU NPOTUBOrPMOKOBOro
npenaparta B ETEST npegsaputensHo cchopMUpoBaH,
npegonpeaeneH n ctabunex n He 3aBncut ot Anddysun.

CocTtaB Habopa

(8 3asucumocmu om nipenapama 0oCmyrHbl pas3iuyHbIe
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MHavemayanbHas ynakoBka: Kakaas TecT-nonocka coaepxur:
412380 30 TecT-nonocok * OunanasoH MUK utpakoHasona*: 0,002—32 mkr/mn

*TponcxoxaeHne: CUHTETUYECKUIA.

WHCTpyKUMS NO NPUMEHEHWIO, MOXET ObITb 3arpyxeHa ¢ canta www.biomerieux.com

Heob6xoaumbie MaTepuanbl, He BKNKO4YeHHbIe B KOMNIEKT

MaTepuanbi

+ ObwenabopaTopHoe Mukpoburonormyeckoe obopyaoBaHue

* TaMnoHbI (CTepurbHble, HETOKCUYHbBIE U HE CIMLLIKOM MIIOTHO CKPYYEHHbIE) U MPOBUPKK.

» PyuHon annnukatop [Hanpumep, Mini Grip-It (Homep no katanory 411200), BakyymHbIi nuHueT NEMA C88 (Homep
no karanory 559804), nuHUET UnNn aHanorm4yHoe yCcTponCTBO].

+ PeareHTbl (peakTuBbl) ANa MaeHTUdMKaLMM MUKPOOPraHU3MOB 1 onpeaerneHunst YyBCTBUTENbHOCTU K
aHTMMUKpObHbIM NpenapaTtam: McFarland Standard — Habop ctaHgapTtoB myTHocTM Mak®apnaHga (Homep no
katanory 70900) nnv emy aHanorm4Hbin.

* WNHky6aTop (+35 °C + 2 °C).

* MwukpoopraHuambl Ans KOHTPOIS KavecTsa.

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

* Annnukatop SIMPLEX C76 (mononHutensHo) (Homep no katanory 559802).

PekomeHayeMmble nuTaTenbHble cpeabl

[insa TecTMpoBaHus YyBCTBMTENLHOCTU K MpoTMBorpnbkoBomy npenapaty (AFST) metogom ETEST pekomeHayeTcs
ncnone3osatb RPMI 1640 (c L-rnytammHoM 1 dbeHonoBbIM kpacHbIM 6e3 GukapboHata) + MOPS (0,165 monb/n) + 2 %
rntoko3a + 1,5 % Gakroarap (pH 7,0 £ 0,1).

Mpu ncnonbsoBaHum nutatensHon cpeabl RPMI 1640 OT pa3HbiXx KOMMEPYECKMX NOCTaBLUMKOB HEO6X0ANMO
obsA3aTenbLHO oCcyLecTBNATL KOHTPOrb kadecTsa (KK) ¢ ncnons3oBaHmem ctaHOapTHLIX pedepeHTHbIX LWTaMMOB, YTOObI
y6eantbcs, 4To nonyyeHHble pesyneratbl MUK HaxopsaTcea B npegenax cneumdpukauun KK ETEST (cm. pasgen
«KOHTPOJIb KAYECTBAY»). He ncnonb3yite KOHKPETHYIO MapKy Unun Cepuio NUTaTenbHow cpeabl, ecnu pesynsraTbl
BbIXoaaT 3a npegenbl KK. CM. MHCTPYKUMIO MO MPUMEHEHWIO, NPEAOCTaBNAEMYIO NPON3BOANTENEM CPEfbI.

[ns obecneveHnst Nony4eHns TOUHbIX U 4OCTOBEPHbIX NokasaTenet MUK npoaykuusi BbiGpaHHOM TOProBo MapKu
[OIMKHA UMETb XOPOLLYH BOCNPOU3BOAMMOCTb OT MapTUM K NapTUw.

Y6eaunTecnb, 4TO TomWwMHa arapa B vawwke lMetpu coctaensiet 4,0 + 0,5 mm.

npeAOCTepe)KeHVIﬂ n Mepbl NPpeaoCTOPOXKHOCTU

* Tonbko Ans AMarHOCTUKM in vitro.

* Tonbko Ans npodeccnoHanbHOro UCNoNb3oBaHUA. [laHHbIN TECT NpeAHasHayYeH AN UCNonb30BaHWA
KBanMuLMpPOBaHHbIMU COTPYAHNKaMu nabopaTtopuu.

» Bcerga cobnogarite npaBnna acenTuku Bo Bpems paboTbl ¢ rpubkoBeiMu obpasuamu. Heobxognmo ctporo
cobnoaaTtb YyCTaHOBMNEHHbIE MePbl NPEAOCTOPOXHOCTY B OTHOLLUEHNM MUKPOBMONOrM4eCcKMX PUCKOB.

+ TecT-nonocku npegHa3HavyeHbl TONbKO ANS OOHOKPaTHOIO NMPUMEHEHNS N He AOIMKHbI NCMOMNb30BaTbCA NOBTOPHO.

YcnoBusi XxpaHeHUs1 U CTabUNbHOCTb

+ XpaHuTb Npu TemnepaType, ykasaHHOW Ha ynakoBKe.

* He ucnonb3ynTe peareHTbl NOCMe UCTEYEHUS CPOKa FOAHOCTU, YKa3aHHOrO Ha yrnakoBKe.

» Tect-nonocku ETEST Heobxoaumo Bcerga XpaHuTb B CyXOM, MPOXIaAHOM, 3alULLEHHOM OT BO3AENCTBUS SPKOro
cBeTa MecTe.

* He xpanuTe TecT-nonockn ETEST, ocTtaBumnecs nocne BCKPbITUSA MHOAVBUAYANbHON YNaKOBKWU.

Ucnonb3oBaHue

« lMepen ucnonb3oBaHneM TecT-nonocok ETEST 13 HepackpbITON yNakoBKM HEOBXOAMMO OCMOTPETL YNAKOBKY Ha
npeameT OTCYTCTBUS MOBpeXAeHWn. He ucnonbayiTe B criyyae, ecrv ynakoBka Gbina nospexaeHa.
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* MNocne n3bATMA U3 XONOAUNBHNKA/MOPO3UIbHNKA HEOOXOAMMO BblAepXKaTb UHAMBMAYANBHYIO YNAKOBKY Npu
KOMHaTHOW TemnepaType 40 BCKPbITUSA (Okono 15 MuHyT, ecrnn TemnepaTtypa xpaHeHus coctaensna +4 °C, nnu
okorno 30 MUHYT, ecnu TemnepaTypa xpaHeHus coctaensna -20 °C). /3BnekaTb TeCT-NONOCKY U3 yNakoBku criegyeT
HENocpeaCTBEHHO Nepes Mcnonb3oBaHneM. Mepea BCKpbITUEM YNAKOBKM HEOOXOOUMO A0XAATHCS MOMHOro
ncnapeHusl Bnaru, Kotopasi Morfa CKOHAEHCMPOBAaTbLCS HA BHELLHEN NMOBEPXHOCTM YNaKOBKM.

* He npukacaritecb K NOBEPXHOCTU TECT-MOMOCKU, HA KOTOPOW HAXOAMTCH rPafMeEHT (K CTOPOHE, NPOTUBOMOIIOXHOW
wkane MUK). Ons B3aTua tect-nonocok ETEST pekomeHayeTcst UICNoOnb30BaTh PYYHON annnvkaTop [Hanpumep,
Mini Grip-It (puc. 1), BakyymHbii nuHUeT NEMA C88 (puc. 2), nuHueT unn nogobHoe um ycTponcTeo). B cnyyae
n3BneyeHus Tect-nonocok ETEST Bpy4HYt MUHLETOM MNK NoA00OHBIM YCTPOMCTBOM pa3peLlaeTcsi npukacaTbes
TONBKO K KOopeLlKkaM (TOMy MeCTy, Ha KOTOPOe HaHeceH 2- Unu 3-6yKBEHHbIN KOf,).

Puc. 1

M3Bene4veHne Tect-nonocku ETEST 13 unamemayansHom
ynakoBku ¢ nomotysto Mini Grip-It

‘u

Puc. 2

M3enedeHne Tect-nonockm ETEST 13 kapTpuaka ¢ NOMOLLbIO
BakyymHoro nuHueta NEMA C88

* UHCTpYKUUM AN MHAUBUAYANbHOWN YNAKOBKMU:

CTOpOHE.

Mpexpae Yem OTKPbIBaTb YNaKOBKY, OCTOPOXHO NMOCTYYMTE YNakoBKOW MO TBEPAON NOBEPXHOCTY,
YTOGbI TECT-MONOCKA OKa3anach Ha AHE YMaKOBKU, 3aTeM 3aKMUTE YNaKoBKy Mexay 60rbLimMm
1 yKa3aTernbHbIM ManbLamMu, NOMEeCTUMB KOHYMK GOMbLLOro nasnbLua B yriyoneHune Ha 3agHen

YMaKoBKMU.

HaxmuTe 6onbumm nanbuem Bnepen n ykasartesfibHbiM nanbuemM Hasag, 4TOObI OTNIOMUTL
annoMnHneByto O6OJ'IO‘-IKy, npu 3TOM BnaronornoTuTenb AOMMKeH OCTaTbCA B BerHeI?I 4YacTtu

OTOrHMTE BEPXHIO YacTb Ha3af, YTOObl MOMTHOCTbLIO OTKPbITb YNAKOBKY.

M3BneknTe TecT-nonocky ETEST 13 ynakoBku ¢ NOMOLLbIO MUHLIETA MW APYroro annnukaTopa.

MHCprKLI,VIﬂ no npumeHeHuro

MpurotoBneHue CyCcneH3uun n noceB

1. [oseaute cpepny u Tect-nonockn ETEST Ao koMHaTHON TemnepaTtypbl.

2. Cwm. Tabnuuy 1 B KOHLIe 3TOro pasgena.
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3. [lNogroToBWTL NOCEBHOWM MaTepwuan:

* [1nsa ApoxeKeBbIX I'pI/16OB FOTOBAT MHOKYIAT: SMYIbIrMpyoT XOPOLUO N30N1MPOBaHHbIE KONTOHNUN U3 24—48-yacoBon
ymcton KynbTypbl B Yallke C arapom.

 [Ins nnecHeBbIX rpnbOB: UCMOMb3YIOT YACTYHO KyNbTYpY M3 ckoleHHoro arapa SDA (arap Cabypo ¢ AekcTpo3on )
unun PDA (kapTodenbHO-0eKCTPO3HbIN arap). 3Ta KynbTypa AoSkHa ObiTe B Bo3pacte 5—7 AHeN B 3aBUCMMOCTH
oT poga. OCTOpOXHO HanMBakT 1 MIT CTEPUNIBHOIO COMNEBOro pacTBOpa Ha KOMOHWM B NPOBUPKY, coaepallyto
CKOLLUEHHBIN arap. C NOMOLLbIO MUMNETKM FOMOTEHU3NPYHOT KOHUAUW U TUdarnbHbIE YacTuubl
B cycneHs3mio. [lo6aenexune 1 kannu TeuH 20 MmoxeT ob6nerymTb NpUroToBrneHne nHokynata Aspergillus spp.
C nomoLLblo MUNETKM CYCNEH3NI0 NEPEHOCAT B CTEPUITbHYHO NPOBUPKY C 3aBMHYMBAIOLLENCS KPbILLKOW. AKKypaTHO
nepemeLunBaloT 1 4alT YacTULaM OTCTOATLCS B TeyeHne 15 MuHyT. BepxHiolo roMoreHHyto CycrneHsmio
NepeHoCcAT B CTEPUIbHYO NPOBUPKY C 3aBUHYMBAIOLLENCS KPBILLKOW, 3aBUHYMBAIOT KPbILLKY U NEpeMeLLInBatoT B
TeyeHue 15 cekyHa.

Y6enmTech B HanM4Mm B NOCEBHOW CycrneH3umn npasunsHoro konndectsa KOE/mn (konoHneobpasytolas eamHuLa)
OTHOCMTENbHO COOTBETCTBYHOLLErO cTaHaapTa no wkane Mak®apnaHga. Npy npaBunbHOM NPUroTOBNEHUN
CyCMeH3un nocrne KynsTMBMPOBaHUS AOIMKEH ObiTb NOMyYEH CMMOLIHOW UMM NPAKTUYECKN CMNIOLIHON POCT Ha
NoBEepPXHOCTU cpeabl.

4. CtaHpapTbl MyTHOCTM MO wWkane Mak®apnaHaa He rapaHTUpyT NPaBUbHOIO KONMYECTBA XKN3HECTOCOBOHbIX
HakTepun B cycneHann. Heobxoammo npoBoanTb PErynspHbIA NOACHET KOMOHWI ANsi NPOBEPKM Toro, obecnevmsaeT
N1 ucnonb3yemasi METOAUKa NOCeBa MOJyYEeHNE HYXXHOTO KONMM4YecTBa XMU3HecnocobHbix 6aktepun (B8 KOE/mn).
Cwmotpute pasgen KOHTPOJIb KAYECTBA.

5. BbINOMNHWUTE NOCEB: OKYHWUTE B MOCEBHYO CYCMEH3MI0 CTEPUNbHbIA, HETOKCUYHbBIA U HE CIIULLKOM TYrO CKPYYEHHbI
TaMmnoH. Yaanute nabbiTOK XXUAKOCTU, NPUKaB TaMMOH K BHYTPEHHEN NOBEPXHOCTU CTEHKM Npobupku. YaanuTe
Gonblue XUAOKOCTK, Koraa AenaeTcs NoceB Ha Yallky AvameTpoM 90 MM, U MEHbLLE NPY 3aceBaHUN YaLlKu
avameTpom 150 mm. TwaTenbHO pacnpenennuTe CycrneH3uto No NOBEPXHOCTU arapa LTpMxamu B Tpex
HanpaBneHusix, Kaxxablii pa3 noBopaymBasi 4Yaluky Ha 60 rpagycos, 4ToObl obecneynTb paBHOMEpPHOE pacnpeneneHne
nocesHoro matepuana. CHoBa cMo4uTe TaMNoH U NOBTOPUTE LUTPUXOBKY elle pa3. B kayecTBe anstepHaTuBbI
MO>XHO ncnonb3oBaTtb nHokynsaTop RETRO C80 ansa addekTMBHOro pacnpeaeneHnst NOCEBHON CycneH3um no
noBsepxHocTu arapa (puc. 3) (MHCTPYKLMK CM. B PYKOBOACTBE Nonb3oBaTtenst uHokynsatopa RETRO C80). Jante
n30bITKy Braru agcopbupoBatbes B TedeHne 15—-20 MuHyT, Tak YToObl NOBEPXHOCTb Obifla NOMMHOCTLIO CyXOM
nepea HaHeceHMeEM TeCT-NONIOCOK ¢ rpaaneHTom ETEST.

Puc. 3

MoceB Ha YalLKy ¢ arapom ¢ nomMoLpbto MHokynatopa RETRO C80

HaHeceHue TecT-nonocok u nHKy6aums

1. Y6epuTtechb, YTO 3acesHHasi NMOBEPXHOCTb arapa MOIHOCTBIO CyXas.

2. OtkponTe ynakoBky ETEST, kak yka3aHO B MHCTPYKLMM MO BCKPLITUIO 1 paboTe C TECT-NOMOoCKamu.

3. Tect-nonockn ETEST MOXHO HAHOCWTb Ha 3acesiHHYI0 NOBEPXHOCTb arapa C MOMOLLbIO PYYHOrO anmnnukatopa
[Mini Grip-It, BakyymHoro nuHueta NEMA C88 (puc. 4), nMHLETa Unu Apyroro aHanorM4Horo ycrporcrtaea) nnbo
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aBTomatuyeckoro annnukatopa SIMPLEX C76 (puc. 5). Paamectute Tect-nonocky ETEST wkanon MUK BBepx
(Mo HanNpaBMNeHUIO K KPbILLKE YaLlkW) U MakCMMarnbHOW KOHLEHTpaumen brivke K kpato yallku (puc. 4 n 5).

B

Puc. 4

HaHeceHnue TecT-nonocku ETEST Ha noBepxHOCTb
arapv3oBaHHOM cpefibl C MOMOLLIbIO BaKyyMHOrO NuUHLETa
NEMA C88

Puc. 5

HaHneceHue TecT-nonockn ETEST Ha noBepxHOCTb
arapv3oBaHHOW cpefibl C MOMOLLbIO aBTOMaTU4ECKOro
annnukatopa SIMPLEX C76

4. MoxHo ncnonb3oBath WabnoH Anst onTMMarnbHOro nomeleHnst Tect-nonocok ETEST paBHoyaaneHHO opyr ot
Apyra B Yaluke ¢ arapom. B ogHon vawke gnametpom 150 Mm ¢ arapoM MOXHO pa3mecTuTb [0 LEeCTU TeCT-NON0COoK
ETEST (puc. 6a), a B ogHoM Yawke guametpom 90 mm ¢ arapom — o AByx (puc. 66). ns MMKpoopraHM3moB
C OXVAaemMou BbICOKON YyBCTBUTENBHOCTbLIO MCNOMb3YNTE MEHbLLE TECT-MOMOCOK Ha Yaluke avameTpoM 150 mm
N TOMNbKO OAHY TECT-MOMNOCKY Ha Yaluke avameTpom 90 Mm.

Puc. 6a.

LLlabnoH ansi 6 TecT-nonocok B Yaluke agnameTpom 150 mm

Puc. 66.

LLlabnoH Ans 2 TecT-nomnocok B Yalluke auameTpom 90 Mm

5. Y6epguTecb, 4TO TECT-NONOCKa NONHOCTLIO NpUNeraeT kK NOBEPXHOCTH arapa. He cnegyeT pa3melyartb TECT-MOMOCKY B
nepeBepHYTOM MOMOXEHUW, TaK Kak 3Mnmnc MHrMbuposaHus He obpasyeTcs, NOCKOmNbKY NPOTUBOrPUOKOBLIN
npenapar He MOXeT NPOHUKHYTb Yepe3 HEMOPUCTLIN NNacTUKOBLIN HocuTenb. [pyM HEOBXOAUMOCTM MOXHO YAANUTbL
BO3AYLUHbIE NOMOCTW, BUAMMbIE NOL TECT-NOMOCKON, OCTOPOXKHO HaXMMasi Ha TECT-MOMNOCKY (He ABUras ee) KOHYMKOM
annnukaTopa unu NUHLUETOM, NPV 3TOM HanpasneHne ABMXEHNS AOIMKHO ObiTb OT MUHMMAarbHOW KOHLEHTPaLn K
MakcumansHon. ManeHbkne ny3bipbku He BAWSAIOT Ha pe3ynbsTaTel TeCTupoBaHus. lNocne HaHeceHMA NONocKy
Henb3A cABMUraTb U3-3a MTHOBEHHOIO BbICBOOOXAEHUA NPOTUBOrpuOKOBOro npenapara B arap.

6. KynbTvBMpoBaTh Yallku C arapom criefyeT B NepeBEePHYTOM MOMNOXEHUU (KPBILLKON BHW3), NOCTaBNEHHbIMW APYr Ha
apyra, Ho He 6onee 5 vallek, B COOTBETCTBMM C YCNOBUSMU, NPUBEAEHHBIMW B PYKOBOACTBE HUXE.

Tabnuua 1. YkasaHus no BbIOOpy nuTaTenbHbIX cpes, NOAroTOBKe MOCEBHOro MaTepvana U KynbTMBUPOBaHUIO

MoceBHoW maTepuan KynbTusnpoBaHvie
Ipynna Arapu3oBaHHas Onmuyeckan
NMoTHOCTb (Mo Temnepartypa
MUKpOOpraHn13moB nuTaterbHas cpeaa MutatensHas cpega @) ( el Atmocdepa ) Bpewms (4ackbt)
wKane (2 °C)
Mak®apnaHnaa)
] WHkybaums B
0,5 ans Candida nakerax npu
0,85 % NaCl (unmn (1, ecrm 06bI4HON
OMXOKEBbIE TPUBHI RPMI &) . ! +35°C 24-487)
Ap P coneBon pacTeop) KONOHUSI aTmocdepe 1
cnuauncTas) BraXHbIX
YCIoBuUsIX
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[MoceBHow maTepuan KynetuBnpoBaHue
pynna Arapu3oBaHHas Onmneckas
NMNOTHOCTb (MO Temnepartypa
MUKPOOPraHn3moB nuTaTteneHas cpefa | MuratensHas cpeaa ( Fi o Atmocdepa 8 | Bpewms (ackt)
Lkane (#2 °C)
McFarland)
WHky6auus B
05 naketax npw 24-728).€)
0,85 % 0 Ans 06bI4HON
MnecHeBble rpubsbl RPMI &) ° . +35°C blHHON (B 3aBMCKMMOCTM
NaCl + Tween 20 Aspergillus spp. aTmocdepe v
OT pocrTa)
BNaXHbIX
YCNOBUSIX
MpnmeyaHus:

a) bbIno ycTaHOBMEHO, 4YTO CycneH3nanbHbIn pacTBop (MO TEKCTY CONEBON pacTBop) (Homep no katanory V1204)
coBmectum ¢ ETEST.

6) Ansa nogaepxaHnsa BNAXHOCTM YaLLKuM C arapoM MOXHO 3aBEPHYTb B HEMMOTHO CIOXEHHbIW NNaCTMKOBBIN NakeT,
npexae Yem nomMeLLatb UX B UHKyGaTop.

B) [N TecTMpoBaHUSA YyBCTBMTENLHOCTU K MpoTMBOrpnbkoBomy npenapaTty (AFST) metogom ETEST
pekomeHayeTcs ucnonssosatb RPMI 1640 (c L-rnyTammHom n peHonoBbIM kpacHbIM 6e3 bukapboHaTta) + MOPS
(0,165 monk/n) + 2 % rnioko3a + 1,5 % Gakroarap (pH 7,0 £ 0,1).

r) bonblwuHcTBO BUaoB Candida 4eMOHCTPUPYET XOPOLUNIA POCT B TeYeHWe 24 YacoB, OAHAKO pe3ynbraThl crnegyeT
noaTBepanTb Yepes 48 yacoB. ATO NO3BOMNUT OLEHUTb MeANeHHo pacTtylime Buabl Candida n obecneunTb
BbISIBIIEHVE 3aMEANEHHOIO NPOSIBMEHNS reTEPOPE3NCTEHTHOCTMU.

A) YcnoBusa nHkybauum 3aBucAT ot poga. B cnyyae meaneHHoro pocta n3onsitoB MoxeT notpeboBaTtbes 72 Yaca
unun bonee Ans AOCTUXEHNS JOCTaTOMHOIO YPOBHA pocTa.

e) B cnyyae Aspergillus spp. nHkybupytoT B TeveHue 48 4acos.

Pe3yn bTaTbl N UHTEpNpeTauus

Yyer pe3ynbraToB

Korga pocT ApoxokeBbIX UK NnecHeBbIX rpUOOB XOPOLLO 3aMeTeH, perucTpupyiTe 3HadyeHne MUK B mecte, rae
annunc nHrMbuposaHusi nepecekaeT TecT-nonocky. KoHeuHsle nokasatenu MUK B metoge ETEST 06bluHO YeTko
Bblpa)KeHbl, HO MOXHO YBMAETb PasfnnyHble KapTUHbI pocTa/MHIrMbrpoBaHus. CM. nnnctpauun Hke (puc. 7 u 8).
He yunTbiBaiiTe pesyneraThl, €Cru KynsTypa BbIrMsSAUT CMELLaHHOW U ecnn pocT BakTepuii o4eHb
He3HauuTerNbHbIA UMK CIMLLKOM rycTol. MNoBTOpUTE TECT.

Onsa dyHrMcTaTMyecknx npenapaTos, TakMx Kak UTPaKoHa3om, Npy HanMunM HeOAHO3HaYHbIX 30H NOAABMEHNs PoCTa,
cunTbiBanTe nokasaHus B Touke 80 % MHrMbMpoBaHus (B NepBOIN TOUKE 3HAYUTENBHOrO MHIMBMPOBaHWS, BUONMOW
HEBOOPY>XEHHbIM rnasom). (puc. 9).

[Onsa nnecHeBbIX rpnbOB He yUNTLIBAIOT Nepernd HUTen B annunce, 06bIYHO BbI3BaHHbIN M3OLITOYHBIM POCTOM NpU
ANUTEnNbHON MHKYGauuu.

Bce MakpoKOnoHWK B annunce criegyeT yyYuTbiBaTh Kak pocT.

Asonbl MOryT AaBaTb Anddy3Hble KOHeYHble NokasaTenu, ocobeHHo Ans HekoTopbix BUAoB Candida. CunTbiBaiiTe
MWK B nepBoWi TO4Ke 3HAYNTENBHOIO MHIMOMPOBAHNSA UMW 3aMETHOrO CHUXXEHMWS NNIOTHOCTK pocTa. MNonb3ynTech
NpUHLMNOM Tak Ha3biBaemoro 80 % nHrMbupoBaHusi Ans BU3yarnbHOro onpegeneHns KoHevHoro nokasarens MUK,
Korga crentowmincs pucyHok sipko BbipaXkeH, 0COGEHHO Anst Taknx BUAOB, kak Candida glabrata, ¢ noOHWXeHHOM
YYBCTBUTENBHOCTBIO K 3071y, a Takke B Criyyae HebOomMbLUMX 3NMMMNCOB NpU BbICOKNX 3HaveHusx MUK,
paccMaTpuBanTe Yallky NpOTUB SIPKOro MCTOYHMKA CBeTa, YTOObI 06nerynTb BU3yarnbHoe onpeaeneHne KOHeYHbIX
nokasatenen B Touke 80 % MHrMOMpoBaHus.

Wcnonbayiite Candida albicans ATCC® 90028™, uToBbl HayuMTbCA BU3yanbHO onpeaensTs nokasatenu 80 %
WMHrMOMPOBaHMA NPU HaNM4YMM HEOOHO3HAYHbIX 30H NoAaBneHus pocTa. (puc. 9).

MNOTHOCTb MHOKYNATa U MHKYOaLMOHHbLIN NEPUOA MOTYT BNWATL Ha YETKOCTb KOHEYHOWM TOYKMU.

PocT Baonb Bcero rpagmeHTa (OTCyTCTBUE annunca UHrmbuposaHus) o3HayaeT, 4To 3HaveHne MUK Bbiwe unu
pPaBHO HaMBbICLLEMY 3HAYEHWIO Ha LWKane. NAMnc UHMOMPOBaHUS HDKe rpagneHTa o3HavaeT, 4To 3HaveHne MUK
HXe, 4eM Hanbonee HU3Koe 3HaYeHue Ha LuKane.

MN3bbiTouHasa Bnara B Yallkax nepe noceBoM, He4OCTAaTOYHO BbICYLLIEHHAs MOBEPXHOCTb Nepes HanoXeHnem TecT-
NonocoK W/vnu HepaBHOMEPHO 3aCesiHHbIE LUTPUXOM MNOBEPXHOCTU MOTYT NPMBECTM K OTCYTCTBUIO CMIOLLIHOIO pocTa
nnu 3ybyaTbim kpasm annunca. lNMoBTopuTe TECT, eCnn y4YeT KoHeYHbIX nokasaTtenen MUK satpyaHeH. B cnyyae
HepoBHbIX nepeceyeHnint MUK ¢ nonockol yumTeiBanTe 6onbluee 3HaveHne. Ecnn passegeHun > 1, noBTopuTe TECT.
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MNpumepbl yyeTa pe3ynsraToB (Yepes 48 yacoB MHKyGaLmm)

PwAooR5RE

1.5
1.0
75

Candida parapsilosis Candida krusei Mpy HaNM4MM HEOAHO3HAYHbIX 30H
ATCC® 22019™ ATCC® 6258™ nofasrieHnsi pocTa, KOHEYHbIe 3HaYeHNs!
cunTbIBaiTe Npu MHrMbmposaHum 80 %
MUK = 0,25 mkr/mn MUK = 0,38 mkr/mn (npumep B aTom cnyyae: Candida albicans
ATCC® 90028™)
MWK = 0,125 mkr/mn
UHTepnpeTauus

Onsa nHtepnpetaumm 3HaveHun MUK, nonydeHHbIx ¢ nomoubio Metoga ETEST, MoryT ncnonb3oBaTbCsi NOrpaHnYHbIe
3HaveHnss MUK anst onpegeneHns kateropun MHTepnpeTauumn, onyonnukoBaHHbIe YNpaBieHNneM Mo KOHTPOSI0 KavyecTea
nULLEBbLIX NPOAYKTOB U fekapcTBeHHbIX cpeacts (FDA).

TekyLime norpaHnyHble 3Ha4YeHus NpuMBeAeHbl Ha Takmx Beb-canTax: https://www.fda.gov u/vnu https://clsi.org.

Byay4yn nonHocTblo KonNuyecTBeHHbIM MeTogom onpeaenernna MUK, ETEST gaet Bo3amoxHOCTb nabopatopumn
coobwuTb ToYHbIe 3HaveHus MUK BmecTe ¢ kaTteropuewn nHtepnpetaunn. ETEST onpepenset 3Havenna MUK no
HenpepbIBHON LLUKane 1 MOXeT NoKa3aTb pe3yrnbsTaThl B MPOMEXYTOYHOM MOMOXEHUN MexXay TPaguuMOHHbLIMU
OBYKpaTHbIMW passBedeHnsmu (B nonpassegenus). Ecnv snavenne MUK no metogy ETEST HaxoauTca mexay
CTaHAapTHbIMU ABYKPaTHBIMW pa3BedeHns MU, TO ero cnegyeT OKpYrmuTb A0 Grnvbkaniiero BepxXHero 3Ha4eHnst
OBYKpPaTHOrO pa3BefeHns nepeq TeM, Kak KaTeropusmpoBartb.

lMpumep nopozoabix 3HadyeHul MUK (mka/mi):

S | unu S-DD R
2 4 8

MWK 4 mkr/mn no metogy ETEST B 0T4eTe COOTBETCTBYET NPOMEXYTOYHON KaTeropum (1), unm
KaTeropum «4yBCTBUTENbHLIN-[0303aBUCUMbINy (S-DD), B TO BpeMs kak KOHLeHTpauus 6 okpyrnseTcs

00 8 MKI/MN 1 KaTeropmnsmpyeTcs kak yctonumsocTb (R).
S - YyBCTBUTENBHOCTD, | MK S-DD - NpOMEXYTOYHbIN UK YyBCTBUTENbHbIW-A0303aBUCMMbIN, R -

YCTONYUBbLIN.
KoHTponb kayecTBa

UT06bI NPOBEpUTL paboune XxapakTepucTukm Habopa peareHtos ETEST, kauecTBo cpefl, NTOCEBHOrO MaTepuana
1 1cnonb3yeMblx npoLeayp, NPOTeCTUPYiiTe WTaMMbl AN KOHTpons kavecTtsa (KK), npueBeaeHHble B criegytoLen
Tabnuue. PeareHTbl U MCMONb3yeMble NpoLedypbl CYMTAOTCS YAOBNETBOPUTENbHBIMU, €CIW NONyYeHHble 3HadeHus MUK

COOTBETCTBYIOT cneayroumnm cneundmrkaLmsam KOHTPONA KayecTsa:

bioMérieux SA pycckui - 7
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MUK OVAMA3OHbI MUK ONA | OMAMA3OHbLI MUK ONA
MPOTUBOIPUBKOBOI | KOO LITAMMbI ONA KK ETEST KK ETEST (mkr/mn) 24 4 KK ETEST (Mmkr/mn) 48 y
O MPEMAPATA (Mkr/mr) a

WTtpakoHa3son C. parapsilosis ATCC® 22019™ H/N 0,064-0,25
IT
0,002-32 C. krusei ATCC® 6258™ H/M 0,25-1
MpumeyaHwns:

. a) [wana3soH He onpefeneH.

Pesynbrathl aHanM3a nauyeHTa He cneayet coobuatb, ecnu pesynstathl KK BeIXoaaT 3a npeaens! yTBEpXKAEHHbIX
3HayeHuin KK. YactoTta npoeeneHusa KK gomkHa yctaHaBnmnBaTbes kaxaon nabopartopuein MHOWBUAYamnbHO.
PykoBogsime npuHUmnbl npeacTasneHbl B AgokymeHTax M27, M59, M60, M38 n M61 «OnpegeneHune 4yBCTBUTENbHOCTU
K NpoTMBOrpMbKoBbLIM Npenapatam» CLS|. 1.2.3.4.5

Mpepenbl 3HaveHun ana KK metoga ETEST moryT otnmyaTecs oT cneuudukauunin CLSI B HekoTopbix criydasx. [Npegensi
3HaveHun ana KK metoga ETEST npu uHky6aumm B TeyeHne 48 4acoB OCHOBbLIBAOTCA Ha 0bLLMpHON 6a3e, coOpaHHOM
NpW KOHTPONIbHOM TECTMPOBAHUN BONbBLLIOrO YNCMa Cepuii PeakTUBOB B TEYEHWE HECKOMbKUX NET, N YYUTLIBAKOT AaHHbIE
MHOIOLIEHTPOBBIX UCCNEAO0BaHNNA.

Ecnu 3HavyeHusa MUK B oTHoweHuu witammoB anst KK HaxoasaTca Ha nonpa3seneHnst Huxe HmkHero npegena KK, nx
cnefyeT OKpYrMuTb A0 BrivbkanLlero BepxXHero 3Ha4eHns BYKpaTHOro pa3BedeHuns nepea Tem, Kak ycTaHOBUTb
cootBetcTBue KK. NogobHbIM o6pasom, ecnn 3HaveHna MUK HaxogsaTca Ha nonpassBefeHns Bhille BEPXHEro npegena
KK, nx cnegyet cuntatb HecooTtBeTcTBYtOWMMU KK.

Heobxoanmo NpoBoAnTb PErynsipHbIv NOACHET KOMOHWIA ANsi NPOBEPKM TOro, obecnevmBaeT N nonyyYeHHasi NNoTHOCTb
CYCMEH3UN NOCEBHOIO MaTepuana nonyYyeHne 4oCcTaTo4yHOro KONn4yecTBa Xu3HecnocobHbix 6aktepuin B KOE/mn.
Hanpumep, passeaute cycneHauto nHokynarta 1 : 1000, nepecevite 10 MKN Ha YallKy ¢ 4EKCTPO3HbIM arapoM Cabypo u
NHKYOupyiTe B TeueHne 36—48 yacos. MpurogHeli MaTepuan Ans nocesa gact npubnuantensHo oT 10 4o 50 konoHui,
T1.€. 1-5 x 108 KOE/mn.

CTtaHpapTbl MyTHOCTU No Mak®apnaHay He rapaHTUMPYIOT NPABUITbHOIO KONIMYECTBA XXU3HEeCNOCOBHbIX
6aktepun B KOE/mn.

Oxunpaemble pe3ynbraTbl

YpoBHU YyBCTBUTEJIbHOCTU K I'IpOTVIBOI'pVIGKOBbIM npenaparam ana pas3rinvHbiX Gronornyecknx nonynﬂuwﬁ APOXOKEeBbIX
N NNecHeBbIX I'pVIGOB 6onblue HeBO3MOXHO npeackasatb B CBA3M C nporpeccupyrownmmMm passutnemMm pe3amcTteHTHOCTI.
|_|03TOMy na6opaTopV|ﬂ A0IKHa NoJNib30BaTbCA OXXungaeMbiMU pesynbrataMim MWK paznnyHbix I'IpOTMBOFpVI6KOBbIX
npenapaTtoB AN pedepeHTHbIX LUITaMMOB KOHTPOMS KavyecTBa, 4YTOObLI 06ECneYnTb COOTBETCTBUE TEXHUKU TEeCTUpoBaHNA
HeobxoanMbIM TpeGOBaHVIﬂM N pasymMHO 06OCHOBaHHyI'O TOYHOCTb Nony4vYaeMbIX KIMHUYECKNX pe3ynbTraToB.

Paboumne xapakTepucTukm

Pabouve xapakrepuctnkun ETEST ansa ntpakoHasona 6binu ycTaHOBMNEHbI C UCNOMb30BaHNEM CPaBHUTESbHBIX OLIEHOK.
3T nccnenosaHns nokasanu, uyto MUK no metoay ETEST IT koppenupytoT ¢ pedepeHTHbIM MeTogom CLSI M278 ans
[poXoKeBbIX rpnboB 1 pedepeHTHbIM MeToaom M38 ansa nnecHesbix rpubost. Meton ETEST cunTaeTcs no cywiecTsy
3KBMBaneHTHbIM MeTtogam CLSI, korga 3HaveHus MUK n3 obenx npouenyp nokasbliBatoT HEOGXOOUMOE COOTBETCTBME
(essential agreement, EA) = 90 % B npegenax + 2 pa3seaeHns. 3To obLLenpuHATas NpakTyka Npy oLeHKax
NPOTMBOrPMOBKOBOIO TECTMPOBAHUS, YUMTbIBatoOLas obLime TpyaHOCTY onpeaeneHms KoHeuHblx nokasarenen MUK
npoTMBOrpMbKOBOro npenapara.

PaGoune xapakTepucTukM NpuBeaeHbl HUXE:

0,
MwukpoopraHuam Ltammbl (N) e HOHHOF(CI)EZc;%BeTCTBm
DNpoxokesble rpubb ©) 837 93
MnecHeBble rpmbbI 376 96
MpumeyaHus:

* a) EA — % 3Ha4vennii MUK B npepenax + 2 pasBefeHus pedepeHTHOro MeToaa.
+ 6) [1ns HEKOTOPLIX LWITAMMOB YCTONYMBOCTb K MTpaKoHa30ny, onpeaeneHHasi peepeHTHbIM METOA0M Yepe3
48 vacos, ny4we obHapyxnBanacb Yepes 48 yacos metogom ETEST.
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BaxHble 3ameyaHun

1. OnpepgeneHHble KOMOUHaLMKN NPOTMBOrPUBKOBOro NpenapaTta/apoxoken, 0cObeHHO a3oroB, KOTOpble MOTyT UMETb
pasnuyHble TUMNbl KOHEYHbIX NoKasaTenen, MoryT AaBaTb HeOObIYHbIE pe3ynbTaTthl. B Takux crnyvyasx ManoonsbITHOMY
nepcoHany 6yaeT CroXHO NPUHATL peLleHne No KoHe4YHoMy 3HaveHuto MUK, OgHako, 4ToBbl Hay4YnTbCs NPaBUIbHO
onpeaensite KOHeYHble 3HaveHuss MUK, coTpyaHuKu MOryT NPaKTUKOBATLCS, PErynspHO UCNomnb3ys pedepeHTHble
LUTaMMbl 1 CpaBHMBAsi CBOKO paboTy C pesynbratamy KBanmuLmMpoBaHHbIX paboTHUKOB.

2. MoryT HabntoaaTbca onpegeneHHble pasnuunsa mexay ETEST, kak ocHoBaHHOM Ha arape rpagueHTHbIM MEeTOA0M,
1 MeToAoM pa3BefeHuin B OynboHe, OCHOBaHHOM Ha APYrMxX TEXHUYECKUX NPUHLMMAX; 3TO 06 bSACHSAETCA NpUCYLLMMU
AaHHbIM MeTodam TeCTMPOBaHWA xapaktepuctukamu. Npumepom aensetca bonee addekTBHOE BbiSBrEHNE
metogom ETEST cobctBeHHOM ycTonumBocTy k aszonam y C. krusei n C. glabrata.

3. Kak n Bce gaHHble AFST, pesynsratel ETEST ABRsTCA TONBKO 3HAaYEHUSMMU in vitro u MOTyT yKasbiBaTb Ha
noTeHuuanbHy YyBCTBUTENLHOCTb MUKPOOPraHN3MOB in vivo. Micnonb3oBaHue pesynsTaToB Npu BbIGope neveHns
[OOIMKHO ObITb €AMHONNYHBIM PeLUeHMEM U OTBETCTBEHHOCTbIO Nevallero Bpaya. Cnegyet NnpuHMMaThe BO BHUMaHue
MeAMLMHCKUIA aHaMHe3 1 BCIO N3BECTHYI0 MHGOPMaLMIo O nauneHTe, hapmMakokMHeTU4Yeckme
1 chapmakognHaMmyeckme CBOMCTBa NPOTUBOrpMOKOBOro Npenapara 1 KINMHUYECKUIA ONbIT NeYeHnst AaHHbIM
npenapaTtom MHMEKUMIA, BbI3BaHHbIX KOHKPETHLIM rPMOKOBBIM NaToreHoM. Takke criegyeT yuuTbiBaTh TUNM
NpOTUBOrpnBKOBOro Npenapara, 403y U PEXUM A03MPOBaHMS.

4. [Ins nony4yeHuns JOMONHUTENBbHON MHOPMALIMKN O KOHKPETHBIX OrPaHNYeHnsAX B MHTepnpeTaummn pesynsraTtos n/mnm
OrPaHNYEHNAX KITMHUYECKOTo NCMONb30BaHUSA aHTMONOTHNKA B Pa3NNYHbIX TEpaneBTUYECKMX CUTYaLnsax cM. Tabnuupl
N CHOCKM Ha cTaHaapTbl nHTepnpetaumn MUK B nocnegHux sepcuax gokymeHtos CLSI no onpegenexHunio
YyBCTBUTENBHOCTM K aHTMBMOTVKaM ANst MeToaWK passeaeHus (cepum M27, M59, M60, M38 n M61). 1.2.3.4.5

YTunusauma orxoanos

YTmnmampyﬁTe MCNoNb30BaHHbIE U HENCNOJ1b30BaHHbIE peareHTbl, a Takke KOHTaMUHUPOBaHHbIE pacxodHble MmaTtepuanbl
B COOTBETCTBUU C Tpe6OBaHVIF|MVI, npeabasndgaemMbiMn Ana ytmnmsaudmm VIH(*)eKLI,VIOHHbIX Martepuanos.

Kaxaas na60paTopV|$| o6s3aHa 06paLL|,aTbC$| C Nony4yeHHbIMM OTXo4aMW U CTOKaMn B COOTBETCTBUN C UX TUMOM U
CTeneHbo ONacHOCTU, a TakxXe O6paGaTbIBaTb N yTunm3npoBaTb UX B COOTBETCTBUN C YCTAHOBIEHHbIMU NpaBunamMmu n
HOpMaMu.

Cnucok nutepartypbl

1. CLSI M27: Reference Method for Broth Dilution Antifungal Susceptibility Testing of Yeasts (Latest edition) (CLSI M27:
PedepeHCHbIN MeToa TeCTMPOBaHWSA NPOTUBOrPUOKOBOW YYBCTBUTENBHOCTM METOAOM pasBedeHnii bynboHa
(nocnegHee nsgaxue)).

2. CLSI M59: Epidemiological Cutoff Values for Antifungal Susceptibility Testing (Latest edition) (3HaueHus
aNnaemMmnonornyeckoro npeaena Ans UCCrnefoBaHUst YyBCTBUTENBHOCTU K MPOTUBOrPUBOKOBLIM NpenapaTtam
(nocnepgHsia pegakums)).

3. CLSI M60: Performance Standards for Antifungal Susceptibility Testing of Yeasts (Latest edition) (HopmaTtugHblie
nokasaTenu TeCTMPOBaHWA YyBCTBUTENbHOCTM OPOXCKEBbLIX TPMBOB K NPOTMBOrpnOKOBLIM Npenapartam (nocrnegHss
penakums)).

4. CLSI M38: Reference Method for Broth Dilution Antifungal Susceptibility Testing of filamentous fungi (Latest edition)
(PedepeHTHbIN MeToA TECTUPOBaHNS HYYBCTBUTENBHOCTU MULENManbHbIX rpMOOB K NPOTUBOrpnOKOBLIM Npenaparam
MEeTOAOM pa3BefdeHu B OynboHe (MocnegHas pegakums)).

5. CLSI M61: Performance Standards for Antifungal Susceptibility Testing of Filamentous Fungi (Latest edition)
(HopmaTtumBHble nokasaTtenu TeCTUPOBaHNSA YyBCTBUTENBHOCTU MULIENManbHbIX FPMBOB K NPOTMBOrPUGKOBBLIM
npenaparam (nocrneaHas pegakumns)).

6. CLSI M27-A2: Reference Method for Broth Dilution Antifungal Susceptibility Testing of Yeasts (2002) (CLSI M27-A2:
PedepeHTHbIN MeToA TeCTUPOBAHUS MPOTUBOrPMOKOBOI YyBCTBUTENBHOCTU APOXOKEBbLIX FPUOOB METOAOM
pas3BeaeHun bynsoHa (2002)).

Tabnuua cumBONOB U 0003HaYeHUN

CumBon Obo3Ha4veHne

Homep no katanory
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CumBon O603Ha4eHne

MeguumnHckoe nsgenve ans
ONarHoCTUKW in vitro

MarotoBuTenb

TemnepaTypHbIN AManasoH

Mcnonb3oBaTb A0

I~ L 3

-
o
r

Kog naptum

3anpeT Ha NOBTOPHOE MPUMEHEHMNE

O6paTtntech K MHCTPYKLMK NO
NPUMEHEHMIO

Coaepxumoro 4oCTaToqHO Ans
nposeneHna n-konm4yecTtesa TeCToOB

[aTta nsrotoBneHus

& <V 5|6

OrpaHquHHaﬂ rapaHTua

KomnaHusa bioMérieux rapaHTupyert, 4to paboune xapakTepucTuki JAHHOTO N30ennsi COOTBETCTBYIOT YKa3aHHOMY
npenycMOTPEHHOMY Ha3Ha4YeHMWIo B TEYEHME BCEr0 CPOKa SKCMyaTaumm npu ycrnoBum, YTo CTPOro cobnoaeHsl Bce
npouenypbl NO NCMONb30BaHUIO, XpaHEHMo 1 06paboTke 1 Mepbl 6e30MacHOCTH, Kak NMOAPOOHO U3MNOXEHO B MHCTPYKLMSAX
no aKcnnyaTaumm.

3a UcKnYeHeM BbilLeyKasaHHbIX CryvaeB, KoMnaHus bioMérieux He faeT HUKaKnx rapaHTun, B TOM Yucne
nogpasymeBaeMbIX rapaHTUI TOBapPHOrO Ka4ecTBa 1 rapaHTMI COOTBETCTBUSA NpeanonaraeMoMy UCrornb30BaHUIo, U He
[aeT HUKaknx 0653aTenbCTB, B TOM YMCIe SIBHO BblPaXeHHbIX, NOApa3yMeBaeMblX UM KOCBEHHbIX, B OTHOLLEHWM
MCMomnb30BaHKs kakoro-nnbo peareHTa, nporpaMMHoro obecneyeHns, npubopa n pacxogHbIX MaTtepuarnos (ganee —
«Cucrtemay), OTAMYHOTO OT YKa3aHHOIro B MHCTPYKLMSAX NO SKCNNyaTaumu.

UcTopus nepecmotpoB

Karteropuu TMnoB nameHeHunm

H/M He npumeHnmo (nepsoe n3gaHue)

KoppekTypa McnpasneHne owmnbok B OKyMeHTaLumm

TexHuuyeckme [ob6asnexue, nepecMoTp n/vnu yaaneHue kacatoLenca npogykta uHdopmMaumum
N3MeHeHUs

AAMUHUCTPATUBHbIE BBeaeHWe n3aMeHeHnn HeTEeXHNYECKOro xapakTepa, 3aciy>X1BaroLmnx BHUIMaHNA
N3MEHEeHns nonb3oBarens

lMpumeyvaHue. HesHayumernbHble munoepaghckue, 2pamMmamu4eckue U3MeHeHUs U USMEHEeHUSs 8
ghopmamuposaHuUU 8 LUCMOPUIO NepecMompo8 He GKITHYEHbI.

[arta Bbinycka Howmep Bepcumn Tun nsmeHeHunn O630p U3MeHeHUN
2022-02 059715-01 MepBoe n3naHue H/M
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[ns nony4eHnst TEXHNYECKOWN KOHCYNbTaLun 1 NoaaepXkm npocbba obpallarbes K ynornHOMOYEHHOMY NpeacTaBUTErNio
npounssoguTens Ha tepputopun Poccuiickon degepaunn:

000 «broMepbe Pyc»
Appec: Poccus, 115230, Mockea, 1-bit HaratuHckun npoesg, a. 10, crp. 1
Ten./dpakc: +7 (495) 221 10 79
TenecdoH ropsauen nuHum: 8 (800) 250 10 79

e-mail: info.russia@biomerieux.com

Beb-canT: www.biomerieux-russia.com

B cnyyae BbisiBNeHWss NOGOYHbIX AeACTBUN, HE YKasaHHbIX B UHCTPYKLMK MO NPUMEHEHUIO UNW PYKOBOACTBE Mo
aKCnnyaTauumM MeamuUmMHCKOro U3AENUs, HexenaTerbHbIX peakuuii Npu ero NpuMeHeHnn, ocobeHHocTen
B3aUMOAENCTBUSA MEQULIMHCKUX U3Aenuii Mexay coBGoM, hakToB 1 0GCTOATENbCTB, CO34a0LLUMX YrPO3Y XKU3HU U
3[0POBbLIO rPaXaaH N MEOULMHCKUX PaBOTHMKOB NpW NMPUMEHEHNI 1 SKCNyaTauum MeAULMHCKUX U3aenui,
HeoGXoaMMO HanpaBuTb cooblueHne, codepkallee ykasaHHble cBedeHus, B deneparbHyto cnyxGy no Haasopy B
cihepe 3apaBoOXpaHEeHUst B COOTBETCTBUM C OEMCTBYIOLLMM 3aKOHOAATENbCTBOM.

BIOMERIEUX, norotun BIOMERIEUX, ETEST, ctpun ETEST, NEMA C88, RETRO C80 v SIMPLEX C76 sBnsitotcs
MCNONb3yeMbIMU, 3apErMcTPUPOBAHHBLIMU N/UMN HAXOASLMMAUCS B NPOLIECCE PErNCTPaLMN TOBAPHBLIMI 3HaKaMu,
npyvHagnexawmMmm komnaHumn bioMérieux, ogHON N3 4OYEPHUX NN BXOAALMUX B €€ rpynny KOMNaHWA.

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

ToBapHbIN 3Hak 1 ToBapHoe nma ATCC, a Takxke ntobele Homepa no katanory ATCC — ToBapHble 3HaKu KOMMaHWUm
American Type Culture Collection.

ﬂpyrl/le Ha3BaHUA N TOBApPHblIE 3HAKU NpUHaanexart Ux 3aKoOHHbIM BriagernbLaMm.
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