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Habopbl peareHTOB ANs naeHTUdUKALUKN 1 onpeaeneHns YyBCTBUTENbHOCTU MUKPOOPraHM3MOB K
aHTnbnotukam: Etest FC FLUCYTOSINE — E-tecT cpnoumTtosnH (aanee no tekcty: ETEST, metog ETEST FC,

Tect-nonocku ETEST, metog ETEST, TecT-nonockun, Habop peareHtoB ETEST)

VD)

Ha3HauyeHue

ETEST npencrtaBnsieT cobo py4HOM KONMMYECTBEHHbBIA METOA OnpeaeneHns YyBCTBUTENbHOCTU APOXCKEN

K aHTMMUKPOOHBLIM npenapartam. Cucrema COCTOUT U3 CTaHAAPTHOrO rpagneHTa NpoTMBOrpMOKOBOro npenapara,
KOTOpPbIN UCMONb3yeTcs Ans onpeaeneHns MMHUManbHom nHrimbupytowein koHueHTpaumm (MUK, BoipaXkeHHOM B MKI/Mi)
pPasnuMyHbIX aHTUMUKPOBHBIX NpenapaToB ANst MUKPOOPraHNM3MOB NOCPEACTBOM KyIBTMBUPOBaHWNS Ha NUTaTeNbLHOM arape

B Teé4eHne Ho4Yn.

lNMoka3aHusA K nPpUMEeHeHUn

Metog ETEST FC moxHo ucnons3soBatb Anst onpegeneHna MUK cdonyumntoanHa B OTHOLLEHUN CReayoLmx

MWKPOOPraHW3MOB:

» [poxokeBble rpunbbl: Candida spp.

MpuvHUKMN

ETEST npeacraBnsieT coboi TOHKY0, UHEPTHYHO,
HeMopwWCTYI0 NNacTUKOBYLO TECT-MOMOCKY. Ha ogHy CTOPOHY
TecT-nonocku (A) HaHeceHa wkana MUK B mkr/mn, a Ha
APYryl — CTaHAAPTHBIN rPaaneHT NpoTUBOrPUGKOBOIO
npenapara.

Koraa TecT-nonocky HaHOCAT Ha 3acesiHHYHO KynbTypoW
MUWKpPOOpPraHn3ma noBepXHOCTb arapn3oBaHHOW cpefbl,
npegBapuTernbsHO COOPMUPOBAHHbIN rPagueHT
KOHLUEHTpaLumn NpoTnBorpnbkoBoro npenapara
HemMeaeHHO NPOHUKAET B arap 1 obpasyer cTaburbHbIN,
HenpepbIBHBINA, 3KCMOHEHLMAnbHbIN rpagueHT
KOHLUEHTpaLumn NpoTnBorpnbkoBoro npenapara
HenocpeacTBEHHO Mo TecT-nonockon. Nocne nHkybaumu,
B pesynbrarte KOTOPOW rpUBKOBBIA POCT CTAHOBUTCA
3aMeTHbIM, BOOMb TECT-MOMOCKM MOXHO YBUAETb
CUMMETPUYHbIV 3Nnnnc MHIMbnposaHus. 3HadeHne MUK
CUYNTBLIBAETCA CO LUKarbl B MKI/MIT NpU MOSTHOM
WHrMBMpPOBaHNM pocTa B MECTE NepeceyeHns
3a0CTPEHHOrO KOHLIa 3NNnmnca ¢ TeCT-NMOMOCKOMN.

HecmoTps Ha cxoacTBO € AMCKO-aNAdY3MOHHBIM METOAOM
(aHanornyHas npouenypa NPUroToBNEHNs MOCEBHOMW
KynbTypbl, BbIOOP NUTaTENnsbHON CPeAbl U YCroBMS
uHky6aummn), ETEST He aBnaeTca Aucko-anddy3noHHbIM
METOAOM U MOMHOCTBI0 OTNMYaETCA OT OObIYHBIX ANCKOBBIX
MeTOoA0B. 'pagmneHT KOHLUEHTpaumn NpoTMBOrpuOKOBOro
npenaparta B ETEST npegsaputensHo cchopMUpOBaH,
npegonpeaeneH n ctabunex n He 3aBncut ot anddysun.
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MHavemayanbHas ynakoBka: Kakaas TecT-nonocka coaepxur:
412352 30 TecT-nonocok * OunanasoH MUK cpnyumtosmHa*: 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, HETOKCUYHbIE 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), nnHUET UnNn aHanorm4yHoe yCcTponcTBo].

+ PeareHTbl (peakTuBbl) ANa naeHTUdMKaLMM MUKPOOPraHU3MOB 1 onpeaerneHnst 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.

* NHokynsatop RETRO C80 (gononHuTtensHo) (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 NPUMEHEHMIO, 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 UCTEYEHUSA CPOKa FOAHOCTU, YKa3aHHOrO Ha yrnakoBKe.

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

* He xpanuTe TecT-nonockn ETEST, ocTtaBumnecs nocne BCKPbITUSA MHAVBUAYANbHOW YNaKOBKM.

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. [lNogroToBWTHL NOCEBHOWM MaTepwuan:

* [1nsa apoxeKeBbIX FpI/I6OB FOTOBAT MHOKYIAT: SMYIbIrMpyroT XOPOLUO N301TMPOBaHHbIE KONMTOHNUN U3 24—48-yacoBon
ymctomn KynbTypbl B Yallke C arapom.

Y6enutecb B Hanu4Mu B NOCEBHOM CycrneH3nn npasunbHoro konuyectsa KOE/mMn (konoHWeobpasytowas eamHiua)
OTHOCMTENbHO COOTBETCTBYIOLLEro cTaHaapTa no wkane Mak®apnarga. Npu npaBunsHOM NPUroTOBNEHUN
CyCneH3un nocrie KynsTUBMPOBaHWSA AOMKEH ObiTb MOMyYeH CMOLHOM UMW NPaKTUYECKN CNIIOLHON POCT Ha
NOBEPXHOCTMN CPefbl.

CraHpapTbl MyTHOCTY Mo wwkane Mak®apnaHga He rapaHTMpyoT NPaBUIIbHOTO KONMYECTBA XU3HECNOCOBHbIX
H6akTepuin B cycrneH3unn. Heobxoanmo npoBoAUTL perynsipHbIi NoAcyeT KONOHWI Ans NpoBepku Toro, obecnevnsaeT
N1 ucnonb3yemasi METOAUKA NOCEBA MOJNyYEHNE HYXXHOMO KONMM4YecTBa XMU3HecnocobHbix 6aktepuin (B8 KOE/mn).
CmoTtpute pasgen KOHTPOJIb KAYECTBA.

BbIinonHUTe Noces: OKYHUTE B NOCEBHYHO CYCNEH3MNI0 CTEPUIbHBIN, HETOKCUYHBIN U HE CIWLLKOM TYrO CKPYyYeHHbIN
TamnoH. Yaanute nsbbiTOK XXMAKOCTU, MPUXKaB TaMMOH K BHYTPEHHEN NOBEPXHOCTN CTEHKM Npobupku. YaanuTe
Bonblue XMAKOCTK, Koraa AenaeTcs Noces Ha Yallky gvameTpoM 90 MM, M MEHbLLE NPY 3aceBaHUM YaLlku
AvameTtpom 150 mm. TwatensHO pacnpegenuTe CycrneHsunio No NOBEPXHOCTU arapa LTpMxamu B Tpex
HanpaBneHusix, Kaxxabln pa3 nosopaymnsas vaLuky Ha 60 rpagycos, 4Tobbl obecneunts paBHOMEpPHOe pacnpeaeneHue
nocesHoro matepuana. CHoBa cMo4uTe TaMNoOH U NOBTOPUTE LUTPUXOBKY elle pa3. B kayecTBe anstepHaTyBbl
MOXHO mcnonb3oBaTtb MHokynAaTop RETRO C80 ans adhdekTnBHOro pacnpeneneHns noCeBHON CyCcrneH3mmn no
noeepxHocTn arapa (puc. 3) (MHCTPYKLUM CM. B pYKOBOACTBE nonb3oBatens uHokynsatopa RETRO C80). fJante
n3bbITKy Braru agcopbuposatbes B TedeHne 15—-20 MuHYT, Tak YTOObl NOBEPXHOCTb Obifla NOMHOCTLIO CyXOoMn
nepep HaHeceHUeM TeCT-NONIOCOK ¢ rpaaneHTom ETEST.

Puc. 3

MoceB Ha YalLKy ¢ arapom ¢ noMoLpbio MHokynaTopa RETRO C80

HaHeceHune TecT-nONOCOK N UHKYOaumnsa

1.
2,
3.

Y6eauTech, 4TO 3acesiHHasi TOBEPXHOCTb arapa NOMHOCTLIO CyXast.

OtkpoiiTe ynakoBky ETEST, kak ykasaHo B MHCTPYKLMM MO BCKPbITMIO U paboTe C TeCT-NofockaMu.
TecT-nonockv ETEST MOXHO HaHOCWTb Ha 3acesiHHY0 NOBEPXHOCTb arapa € MOMOLLI0 PYYHOro annnukaTopa
[Mini Grip-It, BakyymHoro nuHueta NEMA C88 (puc. 4), nMHLETa Unu Apyroro aHanorn4Horo ycrporcrtaea) nnbo
aBTomatuyeckoro annnukatopa SIMPLEX C76 (puc. 5). Paavectute Tect-nonocky ETEST wkanon MUK BBepx
(no HanpaBnEeHWHO K KPbILLKE Yalluk1) U MakCcUManbHON KOHLEHTpaLuuen 6rimxke K kpato vallku (puc. 4 u 5).

N

—

Puc. 4 Puc. 5
HaneceHnue TecT-nonockn ETEST Ha noBepxHOCTb HaHeceHue TecT-nonockn ETEST Ha noBepxHOCTb
arapusoBaHHOW cpeabl C MOMOLLbIO BaKyyMHOrO MUHLEeTa arapusoBaHHOW cpefbl C MOMOLLbI0 aBTOMAaTUYECKOro
NEMA C88 annnukatopa SIMPLEX C76
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4. MoXHO 1cnornb3oBaTh LWAabMoH Ans onTUMarbHOrO NoMelLLeHus TecT-nonocok ETEST paBHoyaaneHHo apyr ot
Apyra B Yallke c arapoM. B ogHow yaluke auameTpom 150 MM € arapomM MOXHO pa3MecTuTb 40 LEeCTU TECT-NOMOCOK
ETEST (puc. 6a), a B ogHol Yaluke guametpomM 90 MM ¢ arapom — o Agyx (puc. 66). [Ina MukpoopraHm3moB
C OXXMJaeMOW BbICOKOW YyBCTBUTENbHOCTbLIO UCMOMb3YTE MEHbLLE TECT-MOMOCOK Ha Yallke aguameTpom 150 mm
W TONbKO OfHY TECT-NOMOCKY Ha Yallke AuametpoM 90 MMm.

Puc. 66.
LLlabrioH ans 6 TecT-nonocok B Yaluke gnameTpom 150 mm LLlabnoH Ans 2 TecT-nonocok B Yaiuke guametpom 90 mm

5. YbeguTtech, YTO TECT-MOMOCKA MOSTHOCTLIO MpUIieraeT K NoBEPXHOCTU arapa. He crienyeT pasmeluaTtb TECT-MOMOCKY B
NepeBepHYTOM MONOXKEHUM, TaK Kak 3MNIMNC MHIMBMPOBaHUS He 06pasyeTcsi, MOCKONbKY MPOTUBOrPUOKOBbIN
npenapar He MOXET NMPOHUKHYTb Yepes HEMOPUCTbIN NacTUKOBLIA HOCUTENb. Mpy HEOBXOANMOCTU MOXHO yAanuTb
BO3AYLUHbIE MONOCTH, BUAUMbIE NMOA TECT-MOMOCKOM, OCTOPOXHO HAXMMas Ha TeCT-NOSOCKY (He ABurast ee) KOHYMKOM
annnukaTopa Wnu NMHLETOM, MpW 3TOM HanpaeneHue ABWKEHWS OOIHKHO ObiTb OT MUHMMANbHOM KOHLEHTPaLMUM K
MaKkcuMmanbHoW. ManeHbK1e My3blpbku He BIUSIOT Ha pesynkTaThl TecTupoBaHust. Mocne HaHeceHUsi MONOCKyY
Henb3s CABUraTb U3-3a MTHOBEHHOIO BbICBOGOXAEHUS NPOTUBOrPUGKOBOro nNpenaparta B arap.

6. KynbTMBMpOBaTb YallKu C arapoM CrieayeT B NepeBepHyTOM MOMOXKEHUN (KPLILLKOW BHU3), MOCTABMNEHHBLIMU APYT Ha
Apyra, Ho He Gonee 5 Yaluek, B COOTBETCTBUM C YCIIOBUSIMU, MPUBEAEHHBIMU B PYKOBOLCTBE HUXKE.

Tabnuua 1. YkasaHus no BbIGOpy nuTaTenbHbIX cpea, NoAroToBKke NoOCeBHOro MaTtepuana u KynbtTuBMpoBaHuio

MoceBHow matepuan KynetuBnpoBaHue
pynna ArapusoBaHHas OnTuyeckast
NNoTHOCTb (Mo Temnepartypa
MUKpOOpraH13moB nuTaTeneHas cpepa MutatensHas cpeaa @) ( Fi yp Atmocdepa ©) Bpewmsi (4achbt)
LuKane (2 °C)
Mak®dapnaHnaa)

MHky6auus B

0,5 ana Candida naketax npw

0,85 % NaCl (unmn 06bI4HON
[poxokeBble rpubbi RPMI 8 . ( (1, ecrm +35°C 24-48 ")
COneBoKn pacTBop) KONOHMS aTmocdepe n
cnusmucTas) BNaXXHbIX
yCroBusX
MpumeyaHus:

* a) bbINo ycTaHOBNEHO, YTO CyCneH3narbHbI pacTBOp (MO TEKCTY ConeBor pacTBop) (Homep no katanory V1204)
coBmectum ¢ ETEST.

+ 6) [Ing nogaepXaHns BNaXXHOCTU YaLUKX C arapoM MOXHO 3aBEPHYTb B HEMIIOTHO CMOXEHHbIN MacTUKOBbLIN NakeT,
npexae Yem nomMeLLatb Ux B UHKyGaTop.

 B) [1nsa TecTMpoBaHUSA YyBCTBMTENBHOCTU K NpoTMBOrpubkoBomy npenapaty (AFST) metogom ETEST
pekomeHayeTcs ucnonssosatb RPMI 1640 (c L-rnyTammHom n pbeHonoBbIM kpacHbIM 6e3 bukapboHaTta) + MOPS
(0,165 monb/n) + 2 % rnioko3a + 1,5 % 6akroarap (pH 7,0 £ 0,1).

* 1) BonbwuHcTBO BMAoB Candida AeMOHCTPUPYET XOPOLUMIA POCT B TEYEHNE 24 4acoB, OOHAKO pe3ynbTaThl crieqyeT
noaTBepanTb Yepes 48 yacoB. ATO NO3BOMNUT OLEHUTL MeANeHHo pacTtylime Buabl Candida n obecneunTb
BbISIBIIEHWE 3aMEANEHHOIO NPOSIBMEHNS FeTEPOPE3NCTEHTHOCTMU.

PesynbraTtbl U MHTepnpeTaums

Yyet pesynbraTtoB
+ Korga pocT gpoxoken XopoLUo 3aMeTeH, cumTante 3HadeHne MUK B mecte, rae annunc nHrmbrupoBaHus nepecekaeT
TecT-nonocky. KoHeuHble nokasatenm MUK B metoge ETEST 06bI4HO YETKO BbipaXeHbl, HO BO3MOXHO YBUAETL U
pasnuyHble KapTUHbI POCTa-MHrMbMpoBaHns. CM. nnncTpauumn Huxe (puc. 7 u 8).

¢ He yunTbiBaiiTe pe3ynsraThl, €CNu KynbTypa BbIrMaauT CMELLUAHHON UMW eCcnii pocT GakTepuii 0YeHb
He3HauuTerbHbINA UK CULLKOM rycTol. [oBTOpuUTE TecT.
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* [Inga donyuMTo3nHa CHUManTe CTeNLWMNecs KOHEYHbIe nokasateny npubnmantensHo B MecTte 90 % MHrMbupoBaHus,
He o6pallas BHUMaHUsi Ha Nnerkme NoMyTHEHUS 1 MUKPOKOMOHMU. (puc. 9).

* Bce makpoKonoHum B annunce crneayer y4nTbiBaTh Kak pocT.

» PocT BOonb Bcero rpaguneHTa (OTCyTCTBME 3NnMnca MHrimbnupoBaHust) o3HavaeT, YTo 3HaveHe MUK Boilwe unm paBHo
HaMBbICLLUEMY 3HAYEHWIO Ha LUKane. ANnnnc MHMIMBMPOBaHWSA HUXKE rpaaneHTa 03HadvaeT, YTo 3HavyeHe MUK Huxe,
YyeM Hanbornee HM3KOe 3HAYEeHME Ha LuKare.

* V36biTouHas BNara B Yallkax nepes noceBoM, He4OCTAaTOYHO BbICYLLIEHHas MOBEPXHOCTb Nepes HarnoXeHneM TecT-
NorocoK 1U/vnM HepaBHOMEPHO 3aCesiHHbIE LLUTPUXOM NMOBEPXHOCTU MOTYT MPUBECTM K OTCYTCTBMIO CMITOLLHOIO pocTa
unn 3ybyatbiM kpasim annunca. MNosBTopuTe TECT, eCnn y4eT KOHEeYHbIX nokasaTtene MUK 3atpyaHeH. B cnyyae
HepoBHbIx nepecedeHunii MUK ¢ nonockon yuntbiBante 6onbluee 3HadeHue. Ecnu passegeHunt > 1, noBTopuTe TECT.

Mpumepb! yyeTa pe3ynsraToB (Yepe3 48 yacoB MHKy6GaLmK)
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Puc. 8

Candida parapsilosis Candida krusei Mpn HanU4Mn HeOAHO3HAYHON 30HbI

ATCC® 22019™ ATCC® 6258™ rofaBneHuns pocTa, CYMTbiBaiTe
nokasaHus B Touke 90 % UHrMGMpPOBaHUA

pocTta.
MWK = 1,5 mkr/mn

MWK = 0,25 mkr/mn MWK = 32 mkr/mn

UHTepnpeTauus

[ns wHtepnpeTtaunm 3HaveHnn MUK, nonyyeHHbIx ¢ nomoLbio Metoga ETEST, moryT ncnons3oBatbCcs NorpaHuYHble
3HaveHns MUK ans onpegeneHns kateropuii MHTepnpeTauum, onybnukoBaHHbIe YnpaBneHneM no KOHTPOSo KavecTsa
nyLLEeBbIX NPOAYKTOB U nekapcTBeHHbIX cpeacTs (FDA)/MHCTUTYTOM knuHmdecknx n nabopatopHbix ctaHgapTos (CLSI).

TekyLume norpaHnyHble 3Ha4YeHUs1 NpMBeAEeHbl Ha Taknx Beb-carTax: https://www.fda.gov n/unu https://clsi.org.

Byayun nonHocTbo KonmnyecTBeHHbIM MeTogom onpeaenenns MUK, ETEST gaet Bo3MoXXHOCTL nabopatopum
coo6WnTL ToYHble 3HadYeHns MUK BmecTe ¢ kaTeropuei nHTepnpetaumn. ETEST onpenensieT 3HadeHms MUK no
HenpepbIBHON LUKane 1 MOXeT Noka3aTb pe3yrbsTaThl B MPOMEXYTOYHOM MOMOXEHUN MexXay TPaguUMOHHbIMU
OBYKpaTHbIMUK pa3BeaeHusamu (B nonpasseaeHus). Ecnu snaveHne MUK no metogy ETEST Haxogutcs mexay
CTaHAapTHbIMU ABYKpPaTHbIMW pa3BedeHnsiMU, TO ero cnegyeT OKPYIMuTb A0 Grnvbkanero BepxXHero 3Ha4eHnst
OBYKpaTHOroO pa3BefeHnsi Nnepes TeM, Kak KaTeropusampoBartb.

lpumep nopozossix 3Haq4eHul MUK (mka/mn):

S | unu S-DD R
2 4 8

MWK 4 mkr/mn no metogy ETEST B oT4eTe COOTBETCTBYET NPOMEXYTOYHON KaTeropuum (l), nnu kateropumn
«4YYyBCTBUTENbHbIN-A0303aBMUCUMbINY (S-DD), B TO BpeMs kak KOHLeHTpauusa 6 okpyrnsetcs 4o 8 mkr/mn u
KaTeropusmpyeTcs kak yctonumsocTb (R).

S - YyBCTBUTENBHOCTD, | MK S-DD - NpOMEXYTOYHbIN UK YyBCTBUTENbHbIW-A0303aBUCMMbIN, R -
YCTONYMBBIN.
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KoHTponb KkayecTBa

UTo6bl NPOBEpUTL paboune XxapakTepucTukm Habopa peareHtos ETEST, kauecTBO cpefl, NOCEBHOrO MaTepuana

1 1cnonb3yeMblx npoLeayp, NPOTeCTUPYiiTe WTaMMbl AN KOHTpons kadecTsa (KK), npuBeaeHHble B criegytoLen
Tabnuue. PeareHTbl 1 MCMONb3yeMble NpoLeaypbl CYNTAOTCS YAOBNETBOPUTENbHBIMU, €CINW NOoNyYeHHble 3HadeHns MUK
COOTBETCTBYHOT CreAyoLLMM creumdukaumnsam KOHTPOms KavecTsa:

MUK OUVAMA3OHbI MUK OJ1A OWNAMA3O0OHbI MUK ONnA
MPOTUBOIrPUBEKOBOIr0O| Ko[A LWTAMMbI ONA KK ETEST KK ETEST (mkr/mn) 24 4 KK ETEST (Mmkr/mn) 48 4
MPEMAPATA (MKr/mn) 2
®RyUUTO3MH C. parapsilosis | ATCC®22019™ H/M 0,064-0,25
FC
0,002-32 C. krusei ATCC® 6258™ H/M 232
MpumeyaHus:

. a) [wana3oH He onpeaeneH..

Pesynbrathl aHanusa naumneHTa He crniegyeT cooblate, ecnm pesynetatel KK BeIxogdaT 3a npedens! yTBepXAeHHbIX
3HayeHun KK. YacTtoTta npoBegenusa KK gomkHa yctaHaBnmBaTbCs Kaxaon naboparopmen MHOMBUAYarnbsHO.
PykoBogsLime npuHUmnbl npeacTasneHbl B AokymeHTax M27, M59 n M60 «OnpeaeneHve 4yBCTBUTENBHOCTU

K NPOTMBOrpMGKoBbLIM NpenapaTtam» CLSI. 123

Mpepensbl 3HavyeHun ana KK metoga ETEST moryT otnuyatbes oT cneundukaumin CLSI B HekoTopbix cnyyasix. [Mpegensi
3HaveHun ana KK metoga ETEST npu nHky6aumm B TeyeHne 48 4acoB OCHOBbLIBAOTCA Ha 0bLLMpHON 6a3e, coOpaHHOM
NpY KOHTPOSIbHOM TECTUPOBAHMM BONBLIOrO YNCNa CEPUA PEaKTUBOB B TEYEHNE HECKOSBbKUX NET, U YUNTLIBAIOT AaHHbIE
MHOTOLIEHTPOBbLIX UCCIea0BaHUN.

Ecnu 3HavyeHusa MUK B oTHoweHuu wtammoB anst KK HaxoasTca Ha nonpa3seneHnst Huxe HmkHero npegena KK, nx
crnegyeT OKpYMuTb A0 GrnvpkanLiero BepxXHeEro 3Ha4eHnst BYKpaTHOrO pa3BedeHns nepea Tem, Kak yCTaHOBUTb
cootBetcTBue KK. Nogo6HbIM obpasom, ecnm 3HaveHna MUK HaxogsaTca Ha nonpassBefeHns Boille BEPXHEro npegena
KK, nx cnegyet cuntatb HecooTtBeTcTBYtOWMMU KK.

Heobxoanmo NpoBoAnTbL PErynsipHbIv NOACYET KONMOHWIA NS NPOBEPKM TOro, obecneymBaeT N nonyyYeHHasi NioTHOCTb
CYCMEH3UN NOCEBHOrO MaTepuana nonyyYyeHne 4oCTaTo4yHOro KOnmMyecTBa Xm3HecnocobHbix 6aktepuin B KOE/mn.
Hanpumep, passegute cycneHsuto nHokynsata 1 : 1000, nepecerite 10 MKN Ha YaLlKy ¢ 4EKCTPO3HLIM arapoM Cabypo u
NHKYOupyiTe B TeueHne 36—48 yacos. MpurogHeli MaTepuan Ans noceea gact npubnuantensHo oT 10 4o 50 konoHui,
T1.€. 1-5 x 108 KOE/mn.

CTtaHpapTbl MyTHOCTU No Mak®apnaHay He rapaHTUPYIOT NPABUITbHOIO KONIMYECTBA XU3HEeCNOCOGHbIX GakTepui
B KOE/mn.

Oxunpaemble pesynbraTbl

YpoBHU YyBCTBUTEJIbHOCTU K I'IpOTVIBOI'pVI6KOBbIM npenaparam ana pas3rnyHbixX Guronornyecknx I'IOI'IyJ'IHLl,VIVI OpOXOKEN
bonblue HeBO3MOXHO npeackasaTtb B CBA3WM C NPOrpecCcmMBHbIM pa3BUTUEM yCTOVI‘WIBOCTVI. I'IoaTomy na6opaTopMﬂ
[O0IKHa NoNb30BaTbCA OXungaeMbiMU pesynbrataMmmn MWK pasnuyHbix I'IpOTVIBOFpVI6KOBbIX npenaparoB Ans
pedepeHTHLIX LUTAMMOB KOHTPOSS KadecTBa, 4YTOObI 06ecneYnTb COOTBETCTBNE TEXHUKU TEeCTUpOoBaHUA HeobxoanmbIM
Tp96OBaHM$|M N pasymMHO OGOCHOBaHHyPO TOYHOCTb Nony4vYaeMbIX KIMHUYECKNX pe3ynbraToB.

PaGoune xapakTtepucTuku

C nomoLLblo CpaBHUTENbHbIX OLEHOK ObiNy yCTaHOBMNEHbI paboyne xapaktepuctukn ETEST gna donyuutosunHa. 31m
nccnenosaHus nokasanu, 4to MUK no metogy ETEST FC koppenupytoT ¢ pecdpepeHTHbIM MeTogom CLSI M274. MeTon
ETEST cuuTaeTcs no cylecrBy akBuBaneHTHbIM Metogam CLSI, korga 3HaveHns MUK 13 obeux npouenyp
nokasbiBaloT HeobxoamMMoe cooTBeTcTBUE (essential agreement, EA) = 90 % B npegenax + 2 pa3seaeHus. 1o
obLUenpuHsTas NpakTuka nNpu oLeHkax NpoTMBOrPUOKOBOrO TECTUPOBAHUS, y4MUTbIBatOLLas 06LLmMe TpyaHOCTH
onpeaenennst KOHeYHbIX nokasatenen MUK npotuBorpnbkoBoro npenapaTa.

Pabouve XapakTepucTukn npuBeaeHbl HUXe:

0,
MwukpoopraHuam Ltammbl (N) e nonHor(oEZc;(;BeTCTBm
[poxokeBble rpmodbl 572 98
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MpumeyaHus:
* a) EA — % 3HaveHnit MUK B npepenax * 2 pasBegeHus pecpepeHTHOro MetToaa.

BaxHble 3ameyaHun

1. OnpegeneHHble KOMOUHaLMKN NPOTMBOrPUOKOBOroO NpenapaTta/apoxoken, 0cobeHHO a3oroB, KOTOpble MOryT UMETb
pasnuyHble TUMNbl KOHEYHbIX NoKasaTenen, MoryT AaBaTbe HeOObIYHbIE pe3ynbTaTthl. B Takux crnydyasix MmanoonsiTHOMY
nepcoHany 6yaeT CrnoXHO NPUHATL peLleHne No KoHe4yHoMy 3HaveHuto MUK. OgHako, 4ToObl Hay4YMTbCS NPaBUbHO
onpeaensite KOHeYHble 3HaveHust MUK, coTpyaHukn MOryT NpPakTUKOBaTLCS, PErynspHo UCnomnb3ysa pedepeHTHble
LUTaMMbl 1 CpaBHUBAsi CBOKO paboTy C pesynbsratamy KBanmuLmpoBaHHbIX paboTHMKOB.

2. MoryT HabntogaTbcs onpefeneHHble pasnuuna mexay ETEST, kak ocHOBaHHOM Ha arape rpagueHTHbIM METOAOM,
1 MeToAOoM pasBefeHuin B BynboHe, OCHOBAHHOM Ha APYrnX TEXHUYECKUX MPUHLMNax; 3To 06bACHaeTCs
NpUCYLLMMM JaHHBIM METOAAM TECTUPOBaHWSA XxapakTtepuctukamn. Npumepom aensaeTtca bonee adhekTnBHoe
BbisiBNeHne metogom ETEST cobctBeHHOM ycTomumBocTu k asonam y C. krusei n C. glabrata.

3. Kak n Bce gaHHble AFST, pesynsratel ETEST ABns0TCA TONBKO 3HAYEHUSMMU in vitro u MOryT yKasbiBaTb Ha
noTeHUuanbHy YyBCTBUTENbLHOCTb MUKPOOPraHN3MOB in vivo. Micnonb3oBaHue pe3ynsTaToB Npu BbIOOpe nevyeHns
OOMXKHO ObITb €AMHONMUYHBIM PeLLEeHNneM N OTBETCTBEHHOCTbIO nevaluero Bpaya. CnegyeTt npMHUMaTh BO BHUMaHWE
MEeONLIMHCKUI aHaMHe3 1 BCIO U3BECTHYIO MHpOPMaLIMIO O nauueHTe, hapMakoKMHeTu4eckme
1 dhapmakogmHaMm4eckne CBONCTBa NPOTUBOIrPMOKOBOro npenapaTa W KMMHUYECKUIA OMbIT NevYeHns AaHHbIM
npenapaTom MHAEKUMIN, BbI3BaHHBLIX KOHKPETHBIM rPMOKOBLIM NaToreHoM. Takke cneayeT yuuTbiBaTb TUN
NpoTMBOrpnbKOBOro Npenapara, 403y Y PeXUM A03MPOBaHMS.

4. [ns nony4yeHunst [OMOMHUTENBHON MHOPMaLIMKN O KOHKPETHBIX OrPaHNYEHMSAX B MHTEpPNpeTaummu pedynsratoB u/nnm
OrPaHUYEHMAX KITMHUYECKOTO NCMONb30BaHUSA NPOTUBOrpuOKOBOro npenapara B pasnuyHbiX TepaneBTUYECKMX
CUTyaumsax cMm. Tabnuubl U CHOCKU Ha cTaHgapTel uHTepnpeTaunm MUK B nocrnegHyx Bepcusix LOKYMEHTOB
CLSI AFST ana meToguk passeaeHus (cepum M27, M59 n M60). 1.2 3

YTunusaumsa orxonos

YTmnmampyﬁTe MCNONb30BaHHbIE N HENCNOJ1Ib30BaHHbIE peareHThbl, a Takke KOHTaMUHUPOBaHHbIE pacxXxoaHble MmaTtepuanbl
B COOTBETCTBUU C Tpe6OBaHVIF|MI/I, npeabdasndgemMbiMn Ang ytmnmsaumm VIH(*)eKLI,I/IOHHbIX MaTtepunanos.

Kaxxgasa nabopatopus ob6a3aHa obpallatbca ¢ NonyyYeHHbIMU 0TX0A4aMN U CTOKaMu B COOTBETCTBUM C UX TUMOM U
CTeNeHbo OMacHOCTH, a Takke 06pabaTtbiBaTh U YyTUMM3NPOBATb MX B COOTBETCTBUM C YCTAHOBIEHHBLIMM NpaBuiamMm 1
HopMaMmu.

Cnucok nutepatypsbl

1. CLSI M27: Reference Method for Broth Dilution Antifungal Susceptibility Testing of Yeasts (Latest edition) (CLSI M27:
PedepeHCHbI MeToa TeCTMPOBaHWSA NPOTUBOrPUOKOBOW HYyBCTBMTENBHOCTM METOAOM pa3BedeHuin BynboHa
(nocnegHee u3gaHue)).

2. CLSI M59: Epidemiological Cutoff Values for Antifungal Susceptibility Testing (Latest edition) (3HaueHuns
3MMAEMMNONOrM4ecKoro Npeaena Ans uccrneaoBaHns YyBCTBUTENbHOCTU K MPOTUBOrPUOKOBLIM Npenaparam
(nocnepHssa pegakums)).

3. CLSI M60: Performance Standards for Antifungal Susceptibility Testing of Yeasts (Latest edition) (HopmaTuBHbIe
nokasateny TeCTUPOBaHNS YyBCTBUTENbHOCTU APOXOKEBbIX TPMBOOB K NPOTMBOrpnOKOBLIM Npenaparam (nocnegHas
penakuus)).

4. CLSI M27-A2: Reference Method for Broth Dilution Antifungal Susceptibility Testing of Yeasts (2002) (CLSI M27-A2:
PedepeHTHBIN MeToq TECTMPOBaHMSA NPOTUBOrPUBKOBON YyBCTBUTENBHOCTY APOXKEBLIX IPUOOB METOA0M
pa3sBegeHu 6ynboHa (2002)).

Tabnuua cumBONOB U 0003HAYEeHUN

CumBon O603Ha4eHne
Howmep no katanory

IVD MeaouumHckoe nsgenuve ans
ONarHocTuku in vitro
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CumBon O603Ha4eHne

M3rotoBuTtenb

TemMnepaTypHbIi Auana3oH

Vcnonb3oBatb 4O

I~ L

=
(o)
—

Kopg, naptun

3anpeT Ha NOBTOPHOE NpUMEHEHWE

OGpaTnTechb K UHCTPYKLMK MO
NPUMEHEHWIO

Copep>XMmMoro AoCTaTodHO Ans
npoBedeHns N-KonmM4yecTBa TECTOB

[aTta nsrotoBneHus

3 <V 5|69

OrpaHnyeHHas rapaHTusA

Komnanusa bioMérieux rapaHTupyeT, 4To paGoqme XapakTepucTtukn oaHHOro n3genmna CoOoTBeTCTBYOT yYKa3daHHOMY
npenoycMoTpeHHOMY Ha3Ha4eHUIo B Te4eHne BCero CpokKa akcniyartaumm npm ycnoBum, 4T1o CTpPOro cobrntogeHsl Bce
npouenypbl N0 NCNOMb30BaHUKD, XPaHEHUIO U o6pa60TKe n Mepbl Ge3onacHoCTH, Kak I'IO}J,pO6HO M3N0XEHO B UHCTPYKLUMAX
no akcnnyartaunn.

3a UCKMYeHreM BbilLeyKasaHHbIX CryvyaeB, KoMnaHus bioMérieux He faeT HUKaKnx rapaHTUIn, B TOM Yucre
nogpasymeBaeMbIX rapaHTUI TOBapHOrO Ka4ecTBa 1 rapaHTMI COOTBETCTBUSA NpegnonaraeMoMy MCromnb30BaHWIo, U He
[aeT HUKaknx 06s3aTenbCTB, B TOM YUCTIE SBHO BbIPaXEHHbIX, MOAPa3yMeBaeMbIX UITN KOCBEHHbIX, B OTHOLLEHUA
MCMNONb30BaHWsA Kakoro-nmbo peareHTa, MPOrpaMMHOro obecneyeHus, npubopa 1 pacxogHbiX MaTepuarnos (ganee —
«Cuctemay), OTAMYHOTO OT YKa3aHHOIro B MHCTPYKLMSAX MO IKCNyaTaumu.

UcTopusa nepecmoTpoB

KaTteropmm TMnoB nsameHeHum

H/M He npumeHnmo (nepBoe usgaHue)

KoppekTypa McnpasneHue owmnbok B 4OKyMeEHTaLmm

TexHudyeckne [ob6aBneHve, nepecMoTp n/vnu yaaneHve kacawwencs npoaykta uHdopmMaumnm
N3MeHeHUs

AOMUHUCTPATUBHbIE BBeaeHue naMeHeHun HETEXHNYECKOTO XxapaKTepa, 3acnyX1BaroLwmnx BHUIMaHms
N3MeHeHns nonb3oBarens

MpumeyaHue. HesHadyumernbHbie murospagckue, epaMmMamu4ecKue USMEeHEHUs U UBMEHeHUs 8
hopmMamupogaHuU 8 UCMOPUKD NMEPECMOMPO8 HE BKITKOYEHbI.

[ata Bbinycka Homep Bepcun Tun nameHeHun O630p U3MeHeHUM
2022-02 059685-01 MepBoe n3paHue H/M

[ns nonyyeHnst TEXHNYECKOWN KOHCYNbTaLun 1 NoaaepXku npocbba ob6pallatbes K yNornHOMOYEHHOMY NpeacTaBUTENio
npounssoguTens Ha Tepputopun Poccuiickon degepaunn:

000 «brnoMepbe Pyc»
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Appec: Poccusa, 115230, Mockea, 1-bih HaratuHckun npoesg, a. 10, ctp. 1
Ten./dbakc: +7 (495) 221 10 79
TenedoH 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 UHCTPYKLIMK MO NPUMEHEHUIO MW PYKOBOACTBE Mo
aKCnnyaTauumM MeamuUmMHCKOTo U3AENUs, HexenaTerbHbIX peakuuii Npu ero NpuMeHeHnn, ocobeHHocTen
B3aUMOAENCTBUSA MEQULIMHCKUX U3Aenunii Mexay coBGom, hakToB 1 0GCTOATENLCTB, CO34a0LLMX YrPO3Y XKU3HU U
3[0POBbLI0 rPaXaaH N MEOULMHCKUX PaBOTHMKOB NpW NMPUMEHEHWI 1 SKCNyaTauum MeAMLMHCKUX U3aenuin,
HeoGXxoaMMO HanpaBuTb cooblueHne, codepkallee ykasaHHble cBedeHus, B deneparbHyto cnyxGy no Haasopy B
cihepe 3npaBoOXpaHEHUst B COOTBETCTBUM C OEMCTBYIOLLMM 3aKOHOAATENbCTBOM.

BIOMERIEUX, norotun BIOMERIEUX, ETEST, ctpun ETEST, NEMA C88, RETRO C80 v SIMPLEX C76 sBnsitotcs
NCNONb3yeMbIMU, 3apErMcTPUPOBAHHBLIMU N/UMN HAXOASLMMAUCS B NPOLIECCE PErNCTPaLMN TOBAPHbLIMI 3HaKaMu,
npyvHagnexawmMmm komnaHumn bioMérieux, ogHON N3 4OYEPHUX NN BXOAALLMUX B €€ rpynny KOMNaHWM.

CLSI aBnsieTca ToBapHbIM 3HakoMm, npuHagnexawum 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 TOBApPHbIE 3HAKU NpuHaanexart Ux 3aKoOHHbIM BriagernbLam.

dotorpacmm: bioMérieux SA

673 620 399 RCS LYON
“ Tel. 33 (0)4 78 87 20 00
bioMérieux SA Fax 33 (0)4 78 87 20 90

376 Chemin de I'Orme www.biomerieux.com

69280 Marcy-I'Etoile - France





