BIOMERIEUX

REF| 412391

054879 - 01 - 2022-03 @

ETEST® Ketoconazole (KE) (0.002-32 pug/mL)

Ha6opb| peareHToB And VI,EI,eHTI/ICbVIKaU,MVI n onpeneneHna 4YyBCTBUTENTbHOCTU MUKPOOIPaHN3MOB K

aHTnbmnotukam: Etest KE KETOCONAZOLE — E-TecT KeTOKOHAa30n (ganee no Tekcty: meton ETEST KE,
ETEST, metog ETEST, Tect-nonockn ETEST, TecT-nonocku, Habop peareHtoB ETEST)

VD)

Ha3HauyeHue

ETEST npeacrtaBnsieT cobon py4yHOW KONMYECTBEHHBIA METOA, onpeaeneHns YyBCTBUTENbHOCTU APOXCKEN

K aHTMMUKpPOOHbIM Npenapatam. Cucrema COCTOUT U3 CTaHAAPTHOrO rpagneHTa NpoTMBOrpMOKOBOro Npenapara,
KOTOpPbIN UCMONb3yeTcs Ans onpeaeneHns MMHMMansHom nHrimbupytowen koHueHTpaumm (MUK, BeipakeHHOM B MKr/Mi1)
pPasnuMyHbIX aHTUMUKPOGHBIX NpenapaToB AN MUKPOOPraHM3MOB NOCPEACTBOM KyIBTUBMPOBAHUS Ha NUTaTENbHOM arape

B Te4eHne Ho4Yn.

lNMoka3aHusA K nPpUMEeHeHUn

Metog ETEST KE moxHO ncnonb3oatb Ans onpegenerHus MUK keTokoHasona B OTHOLLIEHUN CReaYOLLIMX

MWKPOOPraHW3MOB:

+ Opoxokesble rpubsl: Candida spp., Cryptococcus neoformans

MpuvHUKMN

ETEST npeactaBnsietr cobom TOHKY0, MHEPTHYHO,
HEeMopuCTYH MIacTUKOBYO TECT-MOMOCKY. Ha oHy CTOPOHY
TecT-nonocku (A) HaHeceHa wkana MUK B mkr/mn, a Ha
OPYryt0 — CTaHOapTHbIA rpagueHT NpoTUBOrPMOKOBOrO
npenapara.

Koraa TecT-nonocky HaHOCAT Ha 3aCesHHYH0 KynbTypon
MUKpPOOpPraHn3ma noBepPXHOCTb arapn3oBaHHOW cpeabl,
npegBapuTenbHO COOPMUPOBAHHBIN rpagueHT
KOHLUEeHTpaLuumn npoTnBorpnbkoBoro npenapara
HemeaneHHO NPOHUKaET B arap 1 obpasyer cTabunbHbIN,
HenpepbIBHBINA, SKCNOHEHLManbHbIN rpagueHT
KOHLUEeHTpaLuumn npoTnBorpnbkoBoro npenapara
HenocpeacTBEHHO Mo TECT-Nonockoi. MNocne nHkybauunm,
B pe3ynbrate KOTOPOW rpubKOBbIA POCT CTAHOBUTCS
3aMeTHbIM, BOOMb TECT-MOMOCKM MOXHO YBUAETb
CMMMETPUYHBIN 3aNnunc nHrmbrposaHuna. 3HaveHne MUK
CUYMTBIBAETCS CO LUKarbl B MKI/MI NPY NOMTHOM
WHrMBMpoBaHMM pocTta BakTepuin B MecTe nepeceyeHmns
3a0CTPEHHOrO KOHLIAa 3NNumnca ¢ TeCT-NONOCKOMN.

HecmoTps Ha cxoAcTBO € AUCKO-ANMdY3NOHHBIM METOAOM
(aHanornyHas npouenypa NPUroToBNEeHNs NOCEBHOMN
KynbTypbl, BbIGOp NUTaTENbHOM cpeabl U YCroBus
nHkybaummn), ETEST He siBnsetcsa ancko-gnddy3MoHHbIM
METOAOM U MOSHOCTLIO OTAMYAETCA OT OBbIYHBLIX ANCKOBbIX
MeTonoB. [pagueHT KoHUEHTpaumm npoTuBorpubkoBoro
npenapara B ETEST npeasaputensHo cdopmMmnpoBaH,
npegonpeaeneH n ctabunex n He 3asncut ot Anddysun.
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WHaunemayansHas Kaxxgasa TecT-nonocka coaepxuT:
412391 ynakoska: 30 TecT-nonocok * NuanasoH MUK ketokoHasona*: 0,002—32 mkr/mn

*MNpowncxoxaeHne: CUHTETUYECKUIA.

1 MHCTPYKLMA NO NPYMEHEHUIO, MOXHO 3arpy3uTb C carTa www.biomerieux.com

Heob6xoaumbie MaTepuanbl, He BKIKO4YeHHbIe B KOMNIIEKT

MaTtepuansi
+ O6wenabopaTtopHoe Mukpobuonormyeckoe obopynosaHue
» TamnoHbl (CTEPUIbHBIE, HETOKCUYHBIE U HE CIIULLIKOM MAOTHO CKPYYEHHbIE) Y MPOBUPKY.
» PyuHon annnukartop [Hanpumep, Mini Grip-It (Homep no katanory 411200), BakyymHbIi nuHueT NEMA C88 (Homep
no katanory 559804), NnMHUET UnNn aHanorM4yHoe yCTpONCTBO).
+ PeareHTbl (peakTvBbl) Ana naeHTUdMKaLumm MUKPOOPraHU3MOB 1 ONpeaeneHnst YyBCTBUTENbHOCTY K
aHTMMUKpOOHBLIM npenapaTtam: McFarland Standard — Habop ctaHgaptoB myTHocTu Mak®apnaHga (Homep no
katanory 70900) nnv emy aHanornyHbIn.
* WHkybaTtop (+35 °C £ 2 °C).
» MukpoopraH13mbl Ans KOHTPOMS KayecTBsa.
» WHokynatop RETRO C80 (gononHutensHO) (Homep no katanory 559803).
» Annnukartop SIMPLEX C76 (nononHutensHo) (Homep no kartanory 559802).

PekomeHayeMble nuTaTenbHble cpeabl

[Ins TecTMpoBaHunsi YyBCTBUTENBLHOCTU K NPOTMBOrpMGKoBOMyY npenapaty (AFST) metonom ETEST pekomeHayetcs
ncnons3osate RPMI 1640 (¢ L-rnyTtammHom 1 peHonoBbIM kpacHbIM 6e3 6ukapbonara) + MOPS (0,165 monb/n) + 2 %
rntoko3a + 1,5 % Gakroarap (pH 7,0 £ 0,1).

Mpu ncnonbsosaHum nutatensHon cpeabl RPMI 1640 oT pa3Hbix KOMMEPYECKNX NOCTaBLUMKOB HEOBX0AUMO
0653aTenbHO OCYyLLECTBNATL KOHTPOnb kadectea (KK) ¢ ncnonb3oBaHvem ctaHAapTHbIX pedepeHTHbIX WTaMMOoB, YTOObI
ybeautbes, 4to nonyyeHHsble pesynsratel MUK HaxopaTea B npegenax cneundukauuni KK ETEST (cMm. pasgen
«KOHTPOIb KAYECTBA»). He ncnonb3yinTe KOHKPETHYIO MapKy Uin CEpUIO NUTaTeNbHON CPeAbl, ECNN pesynbraThl
BbIXoAAT 3a npeaens! KK. CM. MHCTPYKUMIO MO NPUMEHEHWIO, MPEAOCTaBNsemMyo Npom3BoamTenem cpeapi.

[ns obecnedeHnst Nony4eHns TOUHbIX U JOCTOBEPHbIX NokasaTtene MUK npoaykuusi BeiGpaHHOM TOProBo MapKku
OOIMKHA MMETb XOPOLLYI BOCNPOU3BOAMMOCTb OT MapTUM K MapTumn.

Y6eaunTecnb, 4TO TomWwMHa arapa B vawke lMetpu coctaenset 4,0 + 0,5 mm.

npeAOCTepe)KeHVIﬂ n Mepbl NpPpeaoCTOPOXHOCTU

* Tonbko ANA ANAarHOCTUKM in vitro.
* Tonbko AnsA npodecCUoHaNbLHOro NCNONb30BaHUA. [JaHHbIN TECT NpeAHa3HadYeH ANs UCTMONb30BaHMWS
KBanMuUMpoBaHHbIMU COTPYAHMKamMu nabopatopuu.

» Bcerga cobniogarite npaBuna acenTukun Bo Bpems paboTbl ¢ rpubkoBeiMu obpasuamu. Heobxogumo ctporo
cobnopaTtb yCTaHOBMNEHHbIE MePbl NPEAOCTOPOXHOCTY B OTHOLLUEHNM MUKPOBMONOrM4eCcKMX PUCKOB.

» TecT-nonocku npeaHa3HavyeHbl TONbKO ANA OAHOKPAaTHOro npuMMeHeHusa n He AO0JKHbl UCNONb30BaTbLCA NMOBTOPHO.

YcnoBusi XxpaHeHUs1 U CTabUNbHOCTb

* XpaHuTb Npu TemnepaType, ykasaHHOM Ha ynakoBKe.

* He ncnonb3ynte peareHTbl Nocne NCTEYEHN Cpoka roqHOCTU, YKa3aHHOMo Ha ynakoBKe.

» Tect-nonockn ETEST HeobxoamMmo Bcerga XxpaHuTb B CyXOM, NPOXagHOM, 3aLLULLEHHOM OT BO3AENCTBUS SPKOrO
cBeTa MecTe.

* He xpanuTe TecT-nonockm ETEST, ocTaBlumecs nocne BCKPbITUS MHOUBUAYaNbHON YNakoBKU.

Ucnonb3oBaHue

« lMepen vcnonb3oBaHueM TecT-noniocok ETEST 13 HepackpbITOM ynakoBk/M HEOOXOAUMO OCMOTPETL YMAaKOBKY Ha
npegmMeT OTCYTCTBUS MOBPEXAeHWiA. He ucnonbayiite B crnyyae, ecnv yrnakoBka Gbifia noBpexaeHa.
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* [locne n3bAaTuA M3 XxonoanbHNKa/MOPO3NIbHMKA HEOBXOAMMO BbiAepXaTb UHANBUAYAbHYIO YNAKOBKY Npu
KOMHaTHOW TemnepaTtype A0 BCKPbITMSA (0KONo 15 MUHYT, ecnv TemnepaTtypa XxpaHeHus coctaensana +4 °C, unm
okono 30 MuHYT, ecnu TemnepaTtypa xpaHeHns coctaensana -20 °C). MissnekaTb TECT-NMOMOCKY U3 yNakoBKM criedyet
HenocpeACcTBEHHO Mepes Ucnonb3oBaHneMm. [epea BCKPbITUEM YNaKOBKM HEOGX0AMMO AOXAATLCSA NOMHOro
ncnapeHus Braru, Kotopasi Morfa CKOHAEHCUPOBATBLCS Ha BHELLUHEN NMOBEPXHOCTU YNaKOBKM.

* He npukacaintech kK NMOBEPXHOCTWN TECT-NMONOCKN, Ha KOTOPOW HAXOAMTCA rPaAneHT (K CTOPOHE, NPOTMBOMOMOXHOMN
wkane MUK). Ons B3aTua Tect-nonocok ETEST pekomeHayeTCa MCNONb30BaTh Py4HOW annnukaTtop [Hanpumep,
Mini Grip-It (puc. 1), BakyymHbIi nuHueT NEMA C88 (puc. 2), nuHueTt unmn nogobHoe nm yctporicteo]. B cnyyae
n3sneveHns Tect-nonocok ETEST Bpy4Hyt0 NMHLETOM unu nogobHbLIM yCTPOWCTBOM paspeLuaeTcs npukacaTbCcs
TOMNbKO K KOopeLukam (TOMy MeCTy, Ha KOTOpOe HaHeceH 2- unm 3-6yKBeHHbIV Koz).

‘u

Puc. 1 Puc. 2
M3BneueHue tect-nonockn ETEST n3 nHanBuayansHomn M3eneueHune TecT-nonockn ETEST u3 kapTpuaxa ¢ NOMOLLbIO
ynakoBku ¢ nomoLusto Mini Grip-It BakyyMmHoro nuHueta NEMA C88

* UHCTpYKUUM AN MHAUBUAYANbHOW YNaKOBKMU:

Mpexpae Yem OTKPbIBaTb YNaKOBKY, OCTOPOXHO NMOCTYYMTE YNakoBKOW Mo TBEPAON NOBEPXHOCTY,
YTOGbI TECT-MONOCKA OKa3anach Ha HE YMaKoBKU, 3aTeM 3aKMUTE YNaKkoBKy Mexay 60rbLimm
1 yKa3aTenbHbIM ManbLamMu, NOMEeCTUMB KOHYMK GOMbLLOro nasnbLua B yriyoneHune Ha 3agHen
CTOpOHeE.

HaxmunTe GonblunM nanbuemM Brepes 1 ykasarternbHbIM nanbLem Hasag, YTobbl OTNOMUTL
anoM1H1eByo 060MoYKy, NpU 9TOM BNAaronornoTUTeNb OOMMKEH OCTaTbCA B BEPXHE YacTu
YMaKoBKMU.

OTOrHMTE BEPXHIO YacTb Ha3af, YTOObl MONTHOCTLIO OTKPbITb YNAKOBKY.

M3Bnekute TecT-nonocky ETEST 13 ynakoBk/ ¢ NOMOLLbIO NMMHLETA MW APYroro annnukaTopa.

MHCprKLI,VIﬂ no npumeHeHuro

MpurotoBneHue cycneH3uun u noces
1. [oseaute cpeny u Tect-nonockn ETEST o koMHaTHOM Temneparypbl.
2. Cwm. Tabnuuy 1 B KOHLe 3TOro pasgena.
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3.

[NoaroToBMTE NOCEBHOW MaTepuan:

o [Insa opoxeKeBbIX FpVI6OBI FOTOBAT MHOKYNAT: SMYINbIMpPYyOT XOPOLLO U30NIMPOBAHHbIE KONMOHUN U3 24—-48-yacoBon
ymcTon KynbTypbl B YallKe C arapoMm.

Y6eaumTech B HanUumnm B NOCEBHOW CycrneH3un npasunbHoro konuyectsa KOE/mMn (konoHneobpasytowas eguHuua)
OTHOCUTENBbHO COOTBETCTBYIOLLEro cTaHaapTa no wkane Mak®apnanga. Mpu npaBunsHOM NPUroToBEHUN
CYCMNeH3un nocre KynbTMBMPOBaHNS JOMKEH ObITb NMOMyYeH CMOWHOW UMW NPaKTUYECKM CMOLIHOW POCT Ha
NOBEPXHOCTU cpeabl.

CtaHgapThl MYTHOCTU NO LUKane Mak®apnanga He rapaHTUpPyoT NpaBUIIbHOIo Konn4ecTea KN3HECNOCOOHbIX

6aKTele7l B CyCNeH3unn. Heobxoanmo npoBoAUTb perynﬂprlﬁ noAcyeT KONMOHUI A5t NPOBEPKMU TOrO, obecneynBaeT nu

4.

nucnonb3yemasi MeToamka nocesa Mnosly4YeHne HY)XXHOro KONmMyYecTBa Xu3HecnocobHbix 6aktepuin (B8 KOE/mn).
CmotpuTte pasgen KOHTPOJ1Ib KAYECTBA.

BbinonHWTe NOCEB: OKYHWUTE B MOCEBHYIO CYCMEH3NI0 CTEPUIbHBIA, HETOKCUYHBIN U HE CAIMLLIKOM TYrO CKPYYEHHbIN

TaMnoH. Yaanute n3bbITOK XMAKOCTU, NPWXaB TaMMOH K BHYTPEHHEW NOBEPXHOCTM CTEHKM Npobupku. YaanuTe
BonbLue XMAKOCTK, KOrAa AenaeTcs noces Ha Yawwky gnametpom 90 MM, 1 MEHbLUE NPU 3aceBaHWUK YaLlKu
Avnametpom 150 mm. TwatensHO pacnpegenvTe CyCrneHsmnio No NOBEPXHOCTM arapa LUTPUXaMun B TpeX HanpasneHusXx,
Kaxabli pa3 noBopaymBas yalluky Ha 60 rpagycos, 4Tobbl 06ecneunTb paBHOMEPHOE pacnpeaeneHne noceBHoro
matepuana. CHoBa cMounTe TaMNOH U NOBTOPUTE LUTPMXOBKY elye pas. B kayecTse ansrepHaTUBbLI MOXHO
ncnons3osatb nHokynsatop RETRO C80 ansa addekTmBHOro pacnpeneneHns noceBHOM CyCneH3ny no noBepxHoCTu
arapa (puc. 3) (MHCTPYKLMKN CM. B PYKOBOACTBE nonb3oBarens nHokynatopa RETRO C80). [Jante usbbiTky Bnaru
apcopbupoBatbes B TedeHne 15—20 MUHYT, Tak 4To6bl NOBEPXHOCTL Obina NONMHOCTLIO CyXOMn nepen,
HaHeceHMeM TeCT-Nonocok ¢ rpaaneHtom ETEST.

Puc. 3

MoceB Ha YalLKy ¢ arapoMm ¢ nomoLubio uHokynsitopa RETRO C80

HaHeceHune TecT-nONOCOK N UHKYOaumnsa

1.
2,
3.

Y6eauTech, 4TO 3acesiHHash NOBEPXHOCTb arapa NOMHOCTLIO CyXasi.

OrtkpoiTe ynakoBky ETEST, kak ykazaHO B MHCTPYKLMK MO BCKPbITUIO U paboTe ¢ TeCT-nonockamu.
TecT-nonockn ETEST MOXHO HAHOCUTL Ha 3acesiHHY0 MOBEPXHOCTb arapa C NOMOLLbIO PyYHOro anmnnukaTopa
[Mini Grip-It, BakyymHoro nuHueta NEMA C88 (puc. 4), n1MHLeTa nunv gpyroro aHanorM4Horo ycTponcraa) nmbo
aBToMaTumyeckoro annnukaropa SIMPLEX C76 (puc. 5). PasavwecTtute tect-nonocky ETEST wkanown MUK BBepx
(no HanpaBneHWIo K KPbILLKE YaLlKu) U MakCUManbHOM KOHLEHTpaLUmei bnvke K Kpato Yallku (puc. 4 u 5).

N

=

Puc. 4 Puc. 5
HaHeceHnue TecT-nonockv ETEST Ha noBepxHOCTb HaHeceHnwne Tect-nonockn ETEST Ha noBepxHOCTb
arapv3oBaHHOW cpefbl C MOMOLLbIO BaKyyMHOrO NuHLUeTa arapv3oBaHHOM cpefbl C MOMOLLbIO aBTOMAaTU4YeCKoro
NEMA C88 annnvkaTtopa SIMPLEX C76
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4. MOXHO ncnonb3oBaTh LWABNoOH Ans ONTUMAanbHOro NomMeLleHns Tect-nonocok ETEST paBHoyaaneHHo apyr ot
Apyra B Yallke ¢ arapom. B ogHoi yaluke auametpom 150 MM ¢ arapom MOXHO pasMecTuTb A0 LLECTU TECT-NOM0COoK
ETEST (puc. 6a), a B ogHon yaiuke guamerpom 90 mm ¢ arapom — 10 AByx (puc. 66). [Ina MMkpoopraHM3moB
C OXXMJaeMOWN BbICOKOW YyBCTBUTENbHOCTbLIO UCMOMb3YTE MEHbLLE TECT-MOMOCOK Ha Yallke aguameTpom 150 mm
M TONbKO OfHY TECT-NOMOCKY Ha Yallke AuametpoM 90 MMm.

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

5. YbeguTech, YTO TECT-MOMOCKA MOSTHOCTLIO MpUIieraeT K NoBEPXHOCTU arapa. He cniegyeT pasmeluaTtb TECT-MOMOCKY B
NepeBepHYTOM MOSOXKEHUM, TaK Kak 3MNMNc MHIMBMPOBaHUs He 06pasyeTcsi, MOCKOIbKY MPOTUBOrPUOKOBbIN
npenapar He MOXET NMPOHUKHYTb Yepes HEMOPUCTbIN NacTUKOBLIA HOCUTENb. Mpy HEOBXOANMOCTU MOXHO yAanuTb
BO3OYLUHbIE MONOCTH, BUAUMbIE NMOA TECT-MOMOCKON, OCTOPOXHO HAXMMas Ha TeCT-NOSOCKY (He ABWrasi ee) KOHYMKOM
annnukaTopa Wnu NMHLETOM, MpW 3TOM HanpaeneHue ABWKEHWS OOIHKHO ObiTb OT MUHMMANbHOM KOHLEHTPaLMUM K
MaKkcuMmarnbHoW. ManeHbK1e My3blpbku He BIUSIOT Ha pesynkTaThl TecTupoBaHus. Mocne HaHeceHUsi NONOCKyY
Henb3s CABUraTb U3-3a MTHOBEHHOIO BbICBOGOXAEHUS NPOTUBOrPUGKOBOro Npenaparta B arap.

6. KynbTvBMpOBaTb YallKu C arapoM crieqyeT B NepeBepHyTOM MOMOXEHUN (KPLILLKOW BHU3), MOCTaBMNEHHBIMW APYT Ha
Apyra, Ho He Gonee 5 Yaluek, B COOTBETCTBUM C YCIIOBUSIMU, MPUBEAEHHBIMU B PYKOBOLCTBE HUXKE.

Tabnuua 1. YkasaHus no BbIGOpy nuTaTenbHbIX cpea, NoAroToBKe NOCeBHOro Matepuana u KynbtTuBupoBaHuio

[MoceBHow matepuan KynetBupoBaHue
Ipynna ArapunsoBaHHas Onrnieckas
MUKpOOpraH13moB nuTaTeneHas cpepa MutatensHas cpeaa @) nnoTHoCTs (o | - Temneparypa Atmocdepa ©) Bpewmsi (4acbt)
LuKkane (¥2 °C)
Mak®apnaHga)
0,5 ans Candida
(1, ecru WHkybauus B
naketax npu
KOOHMSA 24-481
0,85 % NaCl (unmn 06bI4HON n
[posokesble rpubbl RPMI &) ConeBoii pacTsop) cnuaucras) +35°C 48-72 A ona
1 ammoccepe u C. neoformans
Ana BRaXKHbIX
Cryptococcus YCIOBUSX
neoformans
MpumeyaHus:

+ a) Bbino ycraHoBneHo, 4To cycneHsmanbHbI pacTBop (Mo TEKCTY COneBow pacTBop) (Homep no katanory V1204)
cosmectum ¢ ETEST.

+ 6) [Ing nogaepxaHusa BNaXXHOCTM YaLlLKN C arapoM MOXHO 3aBEpHYTb B HENMOTHO CMOXEHHbIN NacTUKOBLINA NakeT,
npexage Yem nomMelLlaTb Ux B HKybaTop.

 B) [1nsa TecTMpoBaHnst 4yBCTBUTENBHOCTU K NpoTuBorpnbkoBomy npenapaty (AFST) metogom ETEST
pekomeHayetcsa ncnonb3osatb RPMI 1640 (c L-rmytamuHom n deHonosbiM KpacHbiM 6e3 GukapboHata) + MOPS
(0,165 monb/n) + 2 % rnioko3a + 1,5 % Gakroarap (pH 7,0 £ 0,1).

* 1) BonbwwnHcTBO BUAoB Candida [eMOHCTPUPYET XOPOLLMIA POCT B TeYeHMe 24 4yacoB, OQHAKO pe3yrbTaThl

cnegyeT nooTBepanTb Yepes 48 yacoB. ITO NO3BONUT OLEHUTb MEeANeHHo pacTtywme Buabl Candida n obecneuntb
BbISIBNIEHNE 3aMefIEHHOIO NPOSIBMEHNS reTePOPE3UCTEHTHOCTMU.

1) BonbwwnHcTBo BUAoB C. neoformans AEMOHCTPUPYET XOPOLUMIA POCT B Te4eHne 48 4acoB, ogHaKo pesynbsraThl
cnegyeT NoaTBEPANUTb Yepes 72 yaca. ATo NO3BONMUT OLEHUTL MeaneHHo pacTywme suasl C. neoformans
1 obecnevnTb BbIsiIBEHWE 3aMearIeHHOro NPOSIBIEHUS] FrETEPOPEINCTEHTHOCTM.

PesynbraTtbl U MHTEepnpeTaums
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Yyer pe3ynbraToB

Korga poct gpoxoken xopoLlo 3aMeTeH, cunTtante 3HaqdeHme MUK B mecTe, rge annvnc MHrmbuposaHus nepecekaeT
TecT-nonocky. KoHeuHble nokasatenvu MUK B metoge ETEST 06bI4HO YETKO BbIpaXeEHbI, HO BO3MOXHO YBUAETb U
pasnuyHble KapTWHbI pocTa-UHrMbupoBaHusi. CM. unncTpaumm Hxe (puc. 7 m 8).

He yunTbiBaiTe pe3ynbraThl, €Cru KynbTypa BbirmaguT CMeLLaHHON Unn ecn pocT BakTepuii o4eHb
HEe3HaYMTEnNbHbIN UK CANLLKOM rycTou. MNMosTopuTte TecT.

[ns dyHrmcTaTuyecknx npenapaToB, Taknx Kak KETOKOHa30:, NPW HanuyYnmM HEOAQHO3HaYHbIX 30H NOAABIEHNs PocTa,
CHUManTe nokasaHusi B Touke 80 % MHrMbmpoBaHus (B NEPBON TOYKE 3HAYUTENBHOIO UHMMOMPOBAHUS, BUAMMOM
HEBOOPY>KEHHbIM rna3om). (puc. 9).

Bce makpoKkonoHumn B annunce cnegyer yunTbiBaTh, Kak pocT.

A3sonbl MoryT gaBatb Auddy3Hble KOHEYHblE NokasaTenu, 0Co6eHHO Ans HekoTopblx BUAoB Candida. CunTbiBaiiTe
MWK B nepBoi TOUke 3HAYUTENBLHOIO MHIMBMPOBaHMSA UMM 3aMETHOTO CHUXXEHWS NIIOTHOCTM pocTa. [Nonb3yiTech
NPUHLMMNOM Tak HasbiBaemoro 80 % MHrMbupoBaHWs ANst BU3yarnbHOro onpeaerneHns koHeyHoro nokasartens MUK.
Korga cTentomincst pucyHok sipko BblpaykeH, 0coBeHHO ANs Takux BUAoB, kak Candida glabrata, ¢ NOHWXEHHOW
YYBCTBUTENBHOCTBIO K 83011y, a Takke B cryyae HebonbLUMX SnnmnncoB npu BbICOKMX 3HauYeHusax MUK,
paccMaTtprBanTe YallKy NpOTMB SIPKOro MCTOYHMKA CBeTa, YTODObl 06neryMTb BU3yanbHOe onpeaeneHne KOHEYHbIX
nokasatenen B Touke 80 % uHrMGUpoBaHus.

Wcnoneayiite Candida albicans ATCC® 90028™, uTo6bl HayunTLCA BU3yarnkHO onpeaensTs nokasarteny 80 %
WHMMOMPOBaHUS NPU HAaNMMYUKM HEOAHO3HAYHBIX 30H NOAABMEeHNs pocTa. (puc. 9).

MNoTHOCTb MHOKYNATa U UHKYBaLMOHHBIA NeEpUoa MOTyT BNUATb HA YETKOCTb KOHEYHOW TOYKM.

PocT Boonb Bcero rpagmeHTa (OTCyTCTBME annunca MHrMbnpoBaHust) 03HavaeT, YTo 3HaveHue MUK Bbiwe unu pasHo
HaMBbICLLEMY 3HAYEHMIO Ha LuKane. Jnnnnc MHIMbMpPOBaHNS HUXe rpagueHTa o3Hadaert, 4To 3HadeHne MUK Huxke,
YeM Hanbornee HN3KOoe 3HaYeHWe Ha LLKare.

MN3bbiTouHas Bnara B Yallkax nepes NoceBoM, HeJOCTAaTOYHO BbICYLLEHHAsi MOBEPXHOCTb Nepea HanoXeHWeM TecT-
NorocoK W/Mnu HepaBHOMEPHO 3aCesHHbIE LLUTPUXOM NMOBEPXHOCTN MOTYT MPUBECTM K OTCYTCTBMIO CMSTOLLIHOMO pocTa
unu 3ybyatbiM Kpasm annunca. MoBTopuTe TeCT, ecnm y4eT KoHeYHbIx nokasatenen MUK 3atpyaHeH. B cnyyae
HepoBHbIX NepeceyeHnit MUK c nonockon yunTbiBariTe Gonbluee 3HadeHne. Ecnu pa3segeHuin > 1, noBTopuTE TECT.

Mpumepsb! yyeTa pe3ynsraToB (Yepe3 48 yacoB MHKy6auum)

Candida parapsilosis Candida krusei KoHe4Hble nokasatenv CHUManTe B TOUKe
ATCC® 22019™ ATCC® 6258™ 80 % wnHrnMbuposaHusi pocTa (Npumep B
aTtom cnyyvae Candida albicans
MUK = 0,047 mkr/mn MWK = 0,25 mkr/mn ATCC® 90028"™)

MWK = 0,008 mkr/mn

UHTepnpetauus

[Onsa natepnpetauyun 3HaveHnn MUK, nonyyeHHbIx ¢ nomowbio Metoga ETEST, mMoryT ncnonb3oBatbCs NOrpaHnyHbIe
3HaveHnss MUK aonst onpegenexns kateropuin MHTeprnpeTauum, onyonukoBaHHbIE YNpaBneHNeM Mo KOHTPOSI0 KavyecTea
NULLEBBIX NPOAYKTOB U NiekapcTBeHHbIX cpeacTB (FDA)/MHcTUTyTOM KnnHuyeckux u nabopatopHbix ctaHgaptos (CLSI).

TekyLime norpaHWyYHble 3HaYeHUst NpuBegeHbl Ha Takux Beb-cavTax: https://www.fda.gov n/vnu https:/clsi.org.
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Bynyun nonHocTbio KonuyecTBeHHbIM MeTogoM onpeaenexdus MUK, ETEST paet Bo3amoxxHOCTb nabopatopum
coo0WNTL TouHble 3HaYeHnss MUK BmecTe ¢ kaTeropueii MHTepnpeTaumn. ETEST onpegensiet 3HadeHms MUK no
HenpepbIBHON LLIKarne 1 MOXeT NoKa3aTb pe3yrnbTaThl B MPOMEXYTOYHOM MOMNOXEHUN MEXAY TPagUuLMOHHbIMU
OBYKpaTHbIMK pa3BedeHusamMm (B nonpassefeHus). Ecnn sHadeHne MUK no metoay ETEST HaxognTtca mexay
CTaHAapTHbIMU ABYKpaTHbIMU pa3BeaeHNsiMU, TO ero crneayeT OKPYIMuTb A0 GrnvkanLlero BEpXHeEro 3Ha4eHus
OBYKpPaTHOro pa3BefieHns Nepes TeM, Kak KaTeropusampoBarb.

lMpumep nopozossix 3Haq4eHuUl MUK (mka/mn):

S | unu S-DD R
2 4 8

MWK 4 mkr/mn no metogy ETEST B 0T4eTE COOTBETCTBYET NPOMEXYTOUHON KaTeropuu (1), unu kateropum
«4YYBCTBUTEMbHbIN-A0303aBMCUMbINY (S-DD), B TO BpeMs kak KOHLEeHTpauusa 6 okpyrnseTcs 4o 8 mkr/mn
N KaTeropusmpyeTcs Kak yctonumsocTb (R).

KoHTponb kayecTBa

UTto6bl NpoBepuTbL paboumne xapakTepucTukn Habopa peareHToB ETEST, kauecTBo cpen, NOCeBHOro matepuana

1 ncnonb3yemblX Npoueayp, NPoTeCTMpynTe WTaMMbl Ans KOHTpons kavecTsa (KK), npuBeaeHHble B criegytoLlen
Tabnuue. PeareHTbl 1 ncnonb3yemMble NpoLeaypbl CHATAIOTCS YAOBNETBOPUTENBHBIMU, €CK NoNyYeHHble 3HavYeHns MUK
COOTBETCTBYIOT CNeAyoLWmM cneumngmkaumam KOHTPOns KavecTsa:

MWK OWATMA30OHbI MUK ONA ONAMA3OHbLI MUK O11A
MPOTUBOIPUBKOBOT | KOO LUTAMMbI NS KK ETEST KK ETEST (mkr/mn) KK ETEST (mkr/mn)
O MPEMAPATA (MKr/mr1) 2442 48 y
KeTokoHason C. parapsilosis | ATCC®22019™ H/M 0,032-0,125
KE
0,002-32 C. krusei ATCC® 6258™ H/M 0,251
MpumeyaHus:

. a) [wnana3oH He onpeaeneH.

PesynbraThl aHanusa nauneHTa He criegyet coobuatb, ecnu pedynbraTel KK BbIxogsaT 3a npegensl yTBEPKAEHHbIX
3HayeHuin KK. Yactota npoeeneHus KK nomkHa yctaHaBnmBaTbCs Kaxaow nabopatopuen nHanBuayanbHo.
PykoBogsime npuHUmnbl npeacTtasneHbl B AokymeHTax M27, M59 n M60 «OnpeaeneHue 4yBCTBUTENBHOCTU

K NpOTMBOrpubKOBLIM Npenapatam» CLSI. 1:2.3

Mpepensl 3HaveHnn ans KK metoga ETEST moryT otnmyatbes ot cneundukaumii CLSI B HEKOTOpPbIX criyyasix.
Mpepensl 3HaveHnn ans KK metoga ETEST npwu nHky6aumm B TeveHne 48 4acoB OCHOBbIBaOTCS Ha obwumpHoi 6a3se,
cobpaHHOI NpY KOHTPOSNBbHOM TECTUPOBAHMMN BOMbLLLIOTO YMCIa CepUi PeaKTMBOB B TEYEHME HECKONbKMX NET, U
YYUTBIBAKOT AaHHbIE MHOTOLEHTPOBBIX UCCNEA0BAHUN.

Ecnwn 3HadyeHns MUK B oTHoweHun wtammoB ansa KK HaxogsaTtcs Ha nonpassefeHuns Huke HkHero npegena KK, mnx
crnenyeT OKpyrnuTb A0 Onvkaniero BepXHero 3Ha4eHus ABYKPaTHOrO pasBedeHus nepes TeM, Kak YCTaHOBUTb
cootBetcTBue KK. Nogo6HbIM obpasom, ecnn 3HaveHnsa MUK HaxogsaTca Ha nonpasBefeHns Bbille BEPXHEro npegena
KK, nx cnegyet cuntatb HecooTBeTCcTBYOWMMU KK.

Heobxoanmo npoBoanTb perynsipHbii NOACHET KOMOHUIM ANs NPOBEpKM Toro, obecnevmsaeTt nm nony4yeHHasi NoTHOCTb
CyCMeH3un NOCEeBHOro Marepmana nonyvyeHne A0CTaToMHOro KONMYecTBa Xn3HecnocobHbIx 6aktepuin B KOE/mn.
Hanpumep, passeguTte cycneHsnto nHokynsita 1 : 1000, nepecerite 10 Mk Ha YaLlKy ¢ 4EKCTPO3HbIM arapom Cabypo n
UHKYBupyiiTe B TeueHne 36—48 vacos. NpurogHbii matepuan gnsa noceea gact npubnuautensHo ot 10 o 50 konoHwui,
T1.€. 1-5 x 108 KOE/mn.

CTtaHpapTbl MyTHOCTM No Mak®apnaHay He rapaHTUPYIOT NPaBUIbHOIO KONIMYECTBa XXU3HECNOCOGHbIX
6aktepun B8 KOE/mn.

Oxunpaemble pe3ynbsraThbl

YpoBHM YYyBCTBUTEJIbHOCTU K npOTI/IBOFpM6KOBbIM npenaparam gnsa pasnn4yHbixX Gronorn4ecknx ﬂOI'IyﬂﬂLlMﬁ OpOXOKEn
Gonblue HeBO3MOXHO npeackasaTtb B CBA3WM C NPOrpecCmMBHbLIM pa3BUTUEM yCTOVI‘-MBOCTI/I. |_|03TOMy na6opaTopM;|
[OO0IMKHa NoNb30BaTbCA OXungaeMbiMK pe3ynbrataMmmn MWK pasnuyHbix I'IpOTVIBOFpVI6KOBbIX npenaparos And
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pedepEeHTHbIX LUTAMMOB KOHTPOMS KadecTBa, 4YTOObLI 06ecneYnTb COOTBETCTBNE TEXHUKU TEeCTUpoBaHUA HeobxoanmbIM
Tpe6OBaHM$|M N pasymMmHoO O60CHOBaHHy}O TOYHOCTb Nony4vYaeMbIX KIMHUYECKNX pe3ynbraToB.

PaGouune xapakTepucTuku

Paboune xapaktepuctukm ETEST anst keTokoHasona 6biM yCTaHOBMNEHbI C UCMONb30BaHWEM CPaBHUTENBbHbBIX OLLEHOK.
311 nccnenosaHua nokasanu, 4yto MK no metony ETEST KE koppenupytoT ¢ pedepeHTHbIM metogom CLSI M274.
Metog ETEST cuutaetca no cyectBy akBuBaneHTHbIM Metogam CLSI, korga 3HaveHua MUK n3 obenx npouenyp
nokasbiBaloT HeobxoamMmoe cooTBeTcTBUE (essential agreement, EA) = 90 % B npegenax + 2 pa3seaeHns. 310
obLLenpuHsTas NpakTuka nNpu oLeHkax NpoTMBOrPUOKOBOIO TECTMPOBAHUS, yUMTbIBatoLas obLime TpyaHoOCTH
onpeaernennst KOHeYHbIX nokasatenen MUK npotuBorpnbkoBoro npenapara.

Paboure xapakTepucTmku npuBeaeHbl HUXE:

0,
MwukpoopraHuam Ltammbl (N) e HOHHOF(CI)EZO)%BE"TCTBMH
[poxokeBble rpmobl 366 95
MpumevaHus:

* a) EA — % 3Havennn MUK B npegenax * 2 pasBefeHus pedepeHTHOro Metoaa.

BaxHble 3ameyaHus

1. OnpegeneHHble KOMOGMHaUUKM NPOTMBOrPMOKOBOrO Npenapara/gpoxoken, 0cobeHHO a3onoB, KOTOPbIE MOTYT UMETb
pa3nuyHble TUMbI KOHEYHbIX NoKasaTenen, MoryT AaBaTb HEOObIYHbIE pe3ynbTaThl. B Takmx crnydasx ManoonbITHOMY
nepcoHany 0yaeTt CNoXXHO NPUHATb peLleHne No KoHeYHoMy 3HaveHuto MUK. OgHako, 4Tobbl HAy4YMTbCS NPaBUSTBHO
onpegensaTb KoHeYHble 3HaveHns MUK, coTpyaHuKM MOryT NpakTUKOBaTbCH, PEryNSpHO NCMonb3ys pedepeHTHbIe
LITaMMbl 1 CpaBHMBasi CBOK paboTy € pe3ynsrataMmy KBanuumpoBaHHbIX paboTHNKOB.

2. MoryT HabniogaTbcs onpegeneHHble pa3nuuns mexay ETEST, kak ocHoBaHHOM Ha arape rpagueHTHbIM MEeToAoM,
¥ MeTOOOM pasBefeHuIn B ByrnboHe, OCHOBAHHOM Ha ApPYruX TEXHUYECKUX MPUHLMUMAX; 3TO OOBACHSAETCA NPUCYLLUMHN
OaHHbIM METoAaM TECTUPOBaHNS xapaktepucTukamu. MNprmMepom aenaetcs 6onee addeKTMBHOE BbiSIBNEHNE
metogom ETEST cobcTBeHHOM ycTonumBocTr K asonam y C. krusei n C. glabrata.

3. Kak u Bce gaHHble AFST, pesynstatsl ETEST ABNAOTCS TONBKO 3HAYEHUSIMU in Vitro n MOryT yKasblBaTb Ha
NoTEHUMAarnbHYH0 YyBCTBUTENBHOCTE MUKPOOPraHN3MOB in vivo. Micnonb3oBaHve pe3ynsTaToB Npy Beibope neveHns
OOIMKHO ObITb €ANHOMMYHBLIM peLLEHMEM 1 OTBETCTBEHHOCTLIO Neyallero Bpada. Cneayer npyHUMaTh BO BHUMaHue
MEAMLMHCKUIA aHaMHE3 1 BCIO M3BECTHYH MHAOPMaLMIo O naumeHTe, dapMakoKMHETUYECKE
1 dhapMakoguHaMu4ecKkme CBOMCTBa NPOTUBOrpUOKOBOro Npenapata U KIMHUYECKUIA OMbIT NTeYEHUS aHHbIM
npenapaToM MHMEKLMIA, BbI3BaHHbIX KOHKPETHBIM IPUOKOBLIM NAaToreHoM. Takke criefyeT yYnTbiBaTb TUM
NpoTMBOrpMBKOBOIo Npenapara, 403y Y PEXUM J03UPOBaHWS.

4. [ns nony4eHns AONOMHUTENBHON MHAOPMALIMM O KOHKPETHBIX OrPaHNYEHUSX B MHTEpNpeTaunm pesynsTaTtos u/unm
OrpPaHUYEHMUSX KITMHUYECKOTO NCMNOMb30BaHNA NPOTMBOIPMOKOBOro Npenapara B pasnuyHbIX TepaneBTUYECKNX
CUTyaumsix cM. Tabnuubl 1 CHOCKM Ha cTaHaapThl uHTepnpeTauun MUK B nocnegHnx Bepcusix LOKYMEHTOB
CLSI AFST gna metoauk passeaeHus (cepun M27, M59 n M60). 1. 2.3

YTnnusauusa orxogoB

yTMJ'IM3MpyI7ITe Mcnonb30BaHHbIE N HEUCNONb30BaHHbIE peareHTbl, a Takke KOHTaMMHUPOBaAHHbIE pacXoaHble MaTepuanbl
B COOTBETCTBUU C TpeGOBaHVIFlMVI, npeabasndaemMbiMn AnNa ytmnumsaumm MHEKLMOHHBIX MaTepmanos.

Kaxpas na6opaTopMﬂ ob6s3aHa 06paLL|,aTbC9| C NoJNly4eHHbIMM OTXo4aMn 1 CTOKaMy B COOTBETCTBUN C UX TUMOM U
CTeneHbo ONacHOCTU, a Takxe 06p868TblBaTb N yTunm3npoBaTb UX B COOTBETCTBMU C YCTaAaHOBIEHHbIMUW NpaBunamMmu n
HOpMaMu.

Cnucok nuTepartypbl

1. CLSI M27: Reference Method for Broth Dilution Antifungal Susceptibility Testing of Yeasts (Latest edition) (CLSI M27:
PedepeHcHbI MeToA TECTUPOBaHMS NPOTUBOTPUOKOBON YYBCTBUTENBHOCTU METOAOM pa3BeaeHui OynboHa
(nocnepgHee nsgaxue)).
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2. CLSI M59: Epidemiological Cutoff Values for Antifungal Susceptibility Testing (Latest edition) (3HaueHus
3MnAeMm1oNorMyeckoro npeaena Ansa UCCrnefoBaHns YyBCTBUTENBHOCTU K MPOTUBOrPUBKOBLIM NpenapaTtam
(nocnepgHsa pegakums)).

3. CLSI M60: Performance Standards for Antifungal Susceptibility Testing of Yeasts (Latest edition) (HopmatnBHble
nokasaTenu TeCTMPOBaHWA YyBCTBUTENbHOCTM OPOXCKEBLIX TPMBOB K NPOTMBOrpnOKOBLIM Npenapartam (nocnegHsas
penakuus)).

4. CLSI M27-A2: Reference Method for Broth Dilution Antifungal Susceptibility Testing of Yeasts (2002) (CLSI M27-A2:
PedepeHTHbI MeToa TeCTUPOBaHUSI MPOTUBOrPUOKOBOI YyBCTBUTENBHOCTU APOXCKEBLIX FPUOOB METOAO0M
pa3ssegeHuii 6ynsoHa (2002)).

Tabnuua cumBOonNoB n 0603Ha4YeHUN

Cumeon O603Ha4eHne

Homep no KaTtanory

MepguumnHckoe nsnenue ans
OMNarHoCTUKW in vitro

M3rotoBuTtenb

TemMnepaTypHbIi Auana3oH

Mcnonb3oBartb Ao

et MEE

=
o
—

Kop, naptumn

3anpeT Ha NOBTOPHOE NpumMmeHeHne

O6paTnTech K MHCTPYKLMM NO
NPUMEHEHMIO

CoaepXMmoro 4OCTaTouHO Ans
npoBedeHNs N-KonM4yecTea TECTOB

&<V =@

[aTta nsrotoBneHus

OrpaHuyeHHas rapaHTusi

KomnaHus bioMérieux rapaHTupyert, 4To paboune xapakTepucTuki JaHHOIro n3gennsi COOTBETCTBYIOT YKa3aHHOMY
npeoycMoTPEHHOMY Ha3Ha4YeHUIo B TeYEHME BCEro CpoKa aKCnnyaTaumm npyu ycnoBumm, 4To CTporo cobnoaeHsbl Bce
npouenypbl N0 NCNONb30BaHUIO, XpaHeHuo 1 06paboTke 1 Mepbl 6e30nacHOCTH, Kak NOAPOOHO U3MOXEHO B MHCTPYKLMSAX
no akcnnyaTtaumm.

3a 1CKIoYeHneM BbllLeyKasaHHbIX cryvaes, komnaHus bioMérieux He gaeT HUKaKuUX rapaHTuin, B TOM Yucne
nogpasymeBaeMbIX rapaHTUIn TOBApPHOrO Ka4eCcTBa U rapaHTUIn COOTBETCTBUS NpeanonaraeMoMy UCromnb30BaHWI0, U He
[aeT HUKaknx 06s13aTenbCTB, B TOM YUCTIE SIBHO BblpaXXEHHbIX, MOAPa3yMeBaeMbIX UIN KOCBEHHbIX, B OTHOLLEHUM
NCMONb30BaHUs Kakoro-nMbo peareHTa, NporpaMMHoro obecneveHus, Npubdopa n pacxogHbIX MaTepuanos (qanee —
«Cuctemay), OTIMYHOIO OT YKa3aHHOro B MHCTPYKLMSAX MO IKCNyaTaumu.

UcTopusa nepecmoTpoB

KaTteropmm TMnoB nameHeHum

H/M He npumeHumo (nepBoe usgaHue)

KoppekTypa McnpasneHve owmnbok B AOKyMeHTaLmm

TexHnyeckme [obaeneHune, nepecMoTp W/Mnu yganeHue KkacatoLencs npogykra nHdopmauum
N3MeHeHus
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AOMUHUCTPATUBHbIE BBegeHve n3ameHeHNn HETEXHNYECKOIO XxapakTepa, 3acnyxunsarwnx BHUMaHUA
N3MEeHeHnA nonb3oBaTensd

MpumeyaHue. He3HadyumernbHbie murospagckue, epaMmMamuyecKue USMEeHEHUs U UBMEHeHUs 8
hopmamupogaHuU 8 UCMOPUIK NEPECMOMPO8 HE BKITKOYEHbI.

[ata Bbinycka Howmep Bepcumn Tun nameHeHun O630p U3MeHeHUN
03-2022 054879-01 MepBoe n3gaHue H/M

[ns nonyyeHnst TEXHNYECKOWN KOHCYNbTaLun 1 NoaaepXku npocbba o6pallatbes K yNnornHOMOYEHHOMY NpeacTaBUTerNio
npounssoguTens Ha tepputopun Poccuiickon degepaumm:

000 «brnoMepbe Pyc»
Appec: Poccuga, 115230, Mocksa, 1-bih HaratuHckun npoesg, a. 10, ctp. 1
Ten./dakc: +7 (495) 221 10 79
TenedoH ropsiven nuHnm: 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 UMW PYKOBOACTBE Mo
aKCnnyaTauumM MeamUMHCKOTo U3AENs, HexenaTerbHbIX peakuuii Npu ero NpuMeHeHnn, 0coGeHHoCTeN
B3aUMOZENCTBUS MEQULIMHCKUX U3Oenunii Mexay coGoM, hakToB 1 0GCTOATENbCTE, CO34al0LLIMX YTPO3Y KU3HU U
3[10POBbLI0 FpaXaaH U MeAULMHCKUX paGOTHUKOB NPU NPUMEHEHWUM U SKCTNyaTaLumn MeaUUMHCKUX U3Lenui,
HeoGXoAMMO HanpaBuUTb coobLLeHNe, codepKallee ykasaHHble cBefeHus, B deaeparibHyto cnyx6y no Haasopy B
cthepe 30paBoOXpaHEHUs B COOTBETCTBUM C AENCTBYIOLLMM 3aKOHOOATENbCTBOM.

BIOMERIEUX, norotun BIOMERIEUX, ETEST, ctpun ETEST, NEMA C88, RETRO C80 v SIMPLEX C76 asnstotca
MCMNONb3yeMbIMU, 3aperMcTPUPOBAHHBLIMU N/ HAXOASLMMAUCS B NPOLIECCE PErNCTPaLMN TOBAPHBIMIN 3HaKaMu,
npvHagnexawmMmm komnaHumn bioMérieux, ogHON N3 4OYEPHUX NN BXOOALMUX B €€ rpynny KOMNaHWM.

CLSI sBnsietcst ToBapHbIM 3HakoM, npuHagnexaiwmm Clinical Laboratory and Standards Institute, Inc.

ToBapHbIli 3HaK U ToBapHoe nmsa ATCC, a Takke nobele Homepa no katanory ATCC — ToBapHble 3HaKu KOMMaHWUm
American Type Culture Collection.

,Elperle Ha3BaHUA N TOBApPHbI€ 3HAKN NpuHaanexart Ux 3akoOHHbIM BriagernbLlam.

dotorpacumm: 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



