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HA3HAYEHUE

ETEST — 9T0 py4HOW KONMMYECTBEHHLIV METOA onpeAeneHns YyBCTBUTENBHOCTM K aHTUMUKPOBHBLIM npenapaTtam
rpamoTpuuaTenbHbIX U rPamMmnoNoXUTENbHBIX a3pobHbIX 6akTepui, n 6akTepuii CoO CIOXHBLIMU NUTATENbHLIMU
notpebHocTaAMK. CucTemMa CoCTOMT U3 CTaHOAPTHOTO rpagueHTa aHTMBMOTKKa, KOTOPbIW MCNONb3yeTcs Ans
onpefeneHns MMHUMarnbHON MHIMBKpYtoLLen KoHueHTpauun (MUK, BbipaeHHOW B MKI/Mi), pasnnyHbIX aHTUMUKPOGHBIX
npenapaTtos AN MUKPOOPraHNM3MOB NOCPEACTBOM KyNETUBUPOBaHWNS Ha NUTATENLHOM arape B TEYEHNE HOuM.

NMOKA3AHUA K NIPUMEHEHUIO
MeTtog ETEST TZ moxHo ucnonbe3oBaTb Ans onpegenenns MUK uedpTtasmamma B OTHOLEHUN CReayoLwmx
MUWKPOOPraHNU3moB:

* A3pobbl:
o pamoTpuuatensHble aapobbl: Enterobacterales, Pseudomonas, Stenotrophomonas maltophilia, Acinetobacter

* Haemophilus influenzae

nPUHLUMN

ETEST npeacraBnsieT coboi TOHKY0, UHEPTHYHO, Alg] B

HenopuCTYyto NMacTUKOBYIO TECT-NONocky. Ha ogHy cTopoHy Kon AB

TecT-nonocku (A) HaHeceHa wkana MUK B mkr/mn, a Ha AHTAMVKPOGHOTO a
- npenapata 5

APYryto — CTaHAapTHbINA rPagUeHT aHTUBUOTUKA. 13 4

6
Korza TecT-nonocky HaHOCAT Ha 3aCesiHHYHO KynbTypOK %

MWKPOOPraHn3ma noBepxXHOCTb arapus3oBaHHOWN Cpeapl,

npeaBapuTenbHO CPOPMMPOBAHHbIN rpaanueHT WUikana MUK
KOHLIEHTPaLuum aHTMbrnoTnka HemeaIeHHO NPOoHMKaeT (waxr/man)
B arap, a 3atemM obpasyeT CTaburbHbIN,

HernpepbIBHbLIN, 3KCNOHEHUManbHbIA rpagneHT

KOHLIEHTpaLuum aHTMbrnoTuka HenocpeacTBEHHO nog TecT-

nornockon. MNocne nHkybaunm, B pesynsrate KOTOpow

6akTepuarnbHbIi POCT CTAHOBUTCH 3aMETHbLIM, BAOMb TECT-

MOSIOCK/ MOXHO YBMAETb CUMMETPUYHBINA 3Nnnnc

nHrmbuposaHus. 3HaveHne MUK cuntbiBaeTcs CO LKanbl O6pasey, mecm-nonocku ETEST
B MKI/MM NP1 NOSTHOM MHrMBUpoBaHWUM pocTa bakTepui
B MeCTe nepeceyeHnst 3a0CTPEHHOIO KOHLA annunca

C TECT-MOSOCKON.

SKCNOHeHUManbHBLIA
AHTUMUKPOGHbLIN
rpagueHTt

(8 3asucumocmu om nipenapama 0oCmyriHbl Pas3iuyHbIe
wiKarbl CHUmMbI8aHUs)

HecmoTps Ha cxoacTBO € AMCKO-ANMEY3MOHHBIM METOAOM
(aHanornyHas npouenypa NpUroToBNeHNA NOCEBHON
KynbTypbl, BbIOOP NUTaTEnsHON CPefbl U YCroBuS
uHky6aummn), ETEST He aBnaeTca Aucko-anddy3nOHHbIM
METOAOM U MOMHOCTBIO OTAMYaETCA OT OObIYHBLIX ANCKOBbIX
MeTOoA0B. [[paAMeHT KOHLUEHTpaunm aHTUMUKPOBHOTro
npenaparta B ETEST npegsaputensHo cchopmMUpoBaH,
npegonpeaeneH n ctabuneH, n He 3aBUCKT OT Anddy3nn.

COCTAB HABOPA

MupuBuayanbHas ynakoBka: Kaxxgas TecT-nomnocka CoaepXuT:
412293 30 TecT-nonocok » amnanasoH MUK uedrasnguma: 0,016—256 mkr/mn.

YnakoBKa Ha HECKOMbKO KapTPUKeNn:
423779 * 10 kapTpuoKen, B KaXkaom no

10 TecT-noNocoK 1 1 nakeTuky
BraronornoTuTens

* 1 KpblLLKa

1 MHCTPYKLMSA NO NPUMEHEHUIO, KOTOPYHO MOXHO 3arpy3nTb ¢ canta www.biomerieux.com/techlib
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HEOBXOANMbBIE MATEPUAITbI, HE BKNNIOYEHHBIE B KOMIMNEKT

MaTtepuansbi:

+ O6wenabopaTopHoe Mukpobuonormyeckoe obopynoBaHue

* TamMnoHbl (CTepunbHble, HETOKCUYHbBIE Y HE CIMLLIKOM MITOTHO CKPYYEHHbIE) U NPOBUpPKN.

+ PyuHon annnukatop [Hanpumep, Mini Grip-It (Homep no katanory 411200), BakyymHbIii nuHLeT NEMA C88™ (Homep
no karanory 559804), nuHUET 1Ny aHanornyHoe yCTponcTBO].

* McFarland Standard — Ha6op ctangaptoB mytHocTh Mak®apnaHaa (Homep no katanory 70900) unun emy
aHanornyHbIN.

* UHkybaTtop (+35 °C + 2 °C).

* MukpoopraH13mbl Ans KOHTPOMS KayecTBsa.

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

+ Annnukatop SIMPLEX C76™ (mononHuTensHo) (Homep no katanory 559802).

PekomeHayeMble nuTaTenbHble cpeabl

[ins onpegeneHus 4yBCTBUTENbHOCTU K aHTUMWKPOOHBIM nNpenapatam (AST) cnegyet ncnonb3osatb
BbICOKOKa4YeCTBEHHbIE Cpefbl OnpeaeneHHoro coctaBsa, obecneumBatoLLe XOpoLLmnn pocT (CM. Taénuuy 1 B kKOHUe
pasgena «/IHCTPYKUUS NO NPUMEHEHNIO» HacTOSALLEero BKknaablwa B ynakosky). [ng obecneyeHnss nony4eHns TO4HbIX
n poctoBepHbix nokasatenen MUK npogykums BeIGpaHHOM TOProBor Mapkun A0MKHa MMETb XOPOLLYHO
BOCMPOU3BOAUMOCTbL OT NapTUX K NapTuu.

YT1006bI npoBepuUTb Ka4eCTBO Cpeabl, NpoBeanTe nccnegosaHme ¢ NOMOLLbHO nogxoaAawmx WraMmmoB MUKPOOPraHM3moB
Ons KOHTpons kadecTtea. CM. BKnagbil B ynakoBKYy, npenocTaBnsieMbli NPOM3BOANTENEM Cpeabl.

Y6eaunTecn, 4TO TomWMHa arapa B valike MeTtpu coctaenset 4,0 £ 0,5 mm 1 umeet pH 7,3 £ 0,1.

NMPEOOCTEPEXEHUA N MEPbI NPEOOCTOPOXHOCTU
* Tonbko ANA AMarHoCTUKM in vitro.
» Tonbko AnsA npod)eccMoHanbLHOro UCNoNb3oBaHUA. [JaHHbIA TECT NpeAHa3HayYeH ANs UCMONb30BaHMS
KBanuuLMpOBaHHbIMU COTPYAHUKaMKU nabopaTopuu.
» Bcerga cobniogaiite npaBuna acenTuku Bo Bpemsl paboTbl ¢ obpasuamu baktepranbHbix KynsTyp. Heobxogumo
cTporo cobntofaTb YyCTaHOBMNEHHbIE MepPbl NPEAOCTOPOXHOCTA B OTHOLLEHNWM MUKPOOMOMNOrM4eCcKMX PUCKOB.
» TecT-nonocku npegHasHaveHbl TONbKO AN OOHOKPATHOIO NPUMEHEHUS U HE AOMKHbI MCMONb30BaTbCS NOBTOPHO.

YCnoBusa XPAHEHUA U CTABUITbHOCTb

Ons vHoMBMAyanbLHOW YNaKOBKU:
» XpaHuTb Npu TemnepaType, yKasaHHOW Ha ynakoBKe.
* He ncnonb3yiite peareHTbl NOCMne UCTEYEHUS Cpoka rOAHOCTU, YKa3aHHOIo Ha YMakKoBKe.
» Tect-nonocku ETEST Heobxoaumo Bcerga XxpaHuTb B CyXOM, MPOXMagHOM, 3alULLIEHHOM OT BO34ENCTBUSA SPKOro
cBeTa MecTe.
* He xpanuTe TecT-nonockn ETEST, ocTtaBlumnecs nocne BCKPbITUA MHAMBUAYANbHON YNaKOBKM.

[lnsA ynakoBKN Ha HECKOJTbKO KapTpuaXen:

» XpaHuTe He BCKPbITblE U BCKPbITbIE KAPTPWUIXM NPU TemnepaTtype, yka3aHHON Ha ynaKkoBKe.

* He ncnonbayiiTe He BCKPbITblE KAPTPWUAXM NOCIE NCTEYEHNS CpOKa rOAHOCTH, YKa3aHHOro Ha yNnaKkoBKe.

» Tecrt-nonocku ¢ ETEST, ocTaBlumecs Hen3pacxo4oBaHHLIMW U3 BCKPLITOTO KapTpuapka, cneayeT XpaHUTb B CyXOM
MecTe. He BbIHMMaWTe BnaronornoTurenb Nocrie BCKPbITUSA 1 3aKpbiBaWTe KApTPUAXK (BXOASLLEN B KOMMNIEKT
KPbILLKOW) cpa3y nocre ucnorib30BaHus.

» Tect-nonockm ETEST HeobxoamMmo Bcerga xpaHuTb B CyXOM, MPOXIaAHOM, 3aLLMLLEHHOM OT BO34EWCTBUSA SPKOro
cBeTa MecTe.

* Nocne BCKpbITUS KapTpUaK MOXHO XpaHWUTb B TEYEHME KONNYECTBa AHEW, YKasaHHOro Ha HeM cOoky. 3anuwuTe
[aTy BCKPbITUS KapTpumpka psgomM ¢ cumeoriom (i), Mepen Ucrnonb3oBaHMeM OCTaBLLKMXCS TECT-MOMOCOK y6eamnTecs,
YTO CPOK XpaHeHus nocne BekpblTns (14 nnn 31 geHb B 3aBUCMMOCTM OT MOJEKYbl) HE NPeBbILLAeT CPOK FOAHOCTH,
yKa3aHHbI Ha yMaKoBKe.

* Mocne BCKpbITUSA KapTPUK MOXXHO HECKOIbKO pa3 3aKkpbiBaTb M OTKpbIBaTh. [py Haanexallem xpaHeHun
1 obpalleHnmn 3TO He BNnsieT Ha cTabunbHocTb. KonnyecTBo 6enbix NpsAMOYronbHUKOB B KBagpaTe, HanevyaTaHHbIX
Ha NpaBoli CTOPOHE, 03HAYaET, CKOMNbKO pa3 MOXHO OTKPbITb KApPTPUAX, BKItoYasi BCKpbITHe (3 pasa®s unu 4 pasa &8
B 3aBMCUMOCTM OT Mosekynbl). YTobbl 3adhmKkcnpoBaTh 3TO YNCMO, 3aKpackTe OAMH 13 BenbIX NPSAMOYTroNbHUKOB NpU
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BCKPbITUW KapTpuka 1 3aTeM 3akpaluuBanTe no ogHoOMY 6ernoMy NpsiMOYroNbHUKY Kaxabli pas, OTKpbIBas
1 3aKpblBasi KAPTPUOXK.

lMpumepsbi (SmUKemKU HUXe ﬂpUSOOFImCFI MOJIbKO 8 Cripa8oYHbIX uen,qx):

ETEST® XXX 0.016-256 pg/mL ETEST® XXX 0.016-256 ug/mL
- i 14D || I:m - - <.3p [0
[Iﬂ_ — == == == = 0g9998-01 [1[] ——— = = e 089899-01 (1
+ TMocne Toro kak kapTpuax ByAeT OTKPLIT MakCUMarbHOe KONMYeCTBO pas, BCe OCTaBLUMECA TECT-MOMOCKM CreayeT
yTUIM3MPOBaTb.

* Bxogsuiei B KOMMNEKT KPbILLKO MOXHO 3aKpbIBaTb TONbKO KapTPUKM 13 TOTO e KoMMekTa. He ncnonbayite
KPbILUKKX OT APYrvX NapTuii Unu npenapaTos.
* KpblWwKy criegyeT yTUNM3MpoBaTb Nnocrie ee Ucnonb3oBaHus ¢ 10 kapTpuakamuy U3 yNaKkoBKM.

MCMNMONb30OBAHUE

* MNepep ncnonssosaHnem TecT-nonocok ETEST u3 HepacKkpbITOn ynakoBku He06X0AMMO OCMOTPETL YNakoBKy Ha
npegmeT OTCYTCTBUS NOBpexXAeHun. He ucnonssynte B crnyyae, ecnu ynakoska 6bina nospexageHa.

* MNocne n3bATMA 13 XONOAUNBHNKA/MOPO3UIIbHNKA HEOBXOAMMO BblAepXaTb UHAMBUAYANBHYIO YNAaKOBKY Unu
YMaKoOBKY Ha HECKOIbKO KapTpuaXemn npu KOMHaTHON TemnepaTtype A0 BCKpbITUS (0kono 15 MuHyT, ecnu
Temnepartypa xpaHeHusi coctaensna +4 °C, unu okono 30 MUHYT, ecnu TemnepaTtypa XpaHeHus cocTaensna
-20 °C). UsBnekaTb TECT-MONOCKY U3 YNaKOBKWN CneayeT HeNOCPEeACTBEHHO nepes ncnonb3osaxHueM. MNepes
BCKPbITMEM YNaKoBK/M HEOBXOAMMO AOXAATLCA MOMHOro MCNapeHns Briar, KoTopas Morfa CKOHAEHCMPOBAaTLCH Ha
BHELLHEN NOBEPXHOCTMW YNaKOBKM.

* He npukacaritecb K NOBEPXHOCTM TECT-MOMNOCKUN, HA KOTOPOW HAXOAMTCH rPafMeHT (K CTOPOHE, NPOTUBOMOSOXHOW
wkane MUK). Ons B3stua Tect-nonocok ETEST pekomeHayeTca ncnonb3oBaTb pyyHON annnuvkaTop [Hanpuvep,
Mini Grip-It (puc. 1), BakyymHblit nuHueT NEMA C88™ (puc. 2), nuHLUEeT unm nogobHoe UM ycTporcTso]. B cnyvyae
n3sneyeHmns Tect-nonocok ETEST Bpy4Hyt0 MMHLETOM Mnun nogobHbIM YCTPOMCTBOM paspeLuaeTcs npmkacaTbes
TONbKO K KOpeLLKaM (TOMy MEeCTY, Ha KOTOPOEe HaHeceH 2- unu 3-6yKBEHHbIN KOA).

‘u

Puc. 1 Puc. 2
M3BneyeHue Tect-nonocku ETEST 13 nianemayanbHom M3BneyeHne Tect-nonockn ETEST 13 kapTpuaka ¢ NOMOLLbIO
ynakoBku ¢ nomoLsto Mini Grip-It BakyymHoro nuHueta NEMA C88™

* VIHCTpyKUMM AN MHOMBMOYalbHOW YNaKoBKU:

Mpexae 4yem oTKpbIBaTb YNakKoBKY, OCTOPOXHO NOCTy4nTe yI'IaKOBKOI7I no TBEPLON NOBEPXHOCTH,
4YTOObI TECT-NOMOCKA OKa3anach Ha AgHe YNakKoBKWK, 3aTeM 3aXMUTE YyNakOoBKY Mexay 6onbLnm
M yKasaTtenbHbIM nanbuamMmun, noMeCTtnB KOHYUK 6onbLuoro nanbua B yrny6r|eHme Ha 3agHen
CTOpOHe.

HaxmuTe 6onbluimm nanbuem Brepen un ykasatesbHbiM nanbuem Hasaj, YTOObI OTIIOMUTL
anoMnHNeBYo O6OJ'IOLIKy, npwv 3TOM BNAaronornoTUTENb JOMMKEH OCTaTbCA B BEPXHEN YacTu
YNaKOBKW.

@
8
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OTOrHMTE BEPXHIO YacTb Ha3af, YTOObl MOMIHOCTLIO OTKPbITb YNAKOBKY.

W3enekute TecT-nonocky ETEST 13 ynakoBku ¢ MOMOLLbI0 MMHLETa UKW APYroro annnukaTopa.

MogHMMUTE A3bI4OK U3 hONbIY B BEPXHEN YacTu KapTpuaxa u noTsaHUTe Hasag,
A YTOObI NONMHOCTBLIO CHSATB.

(' N MpumeyvaHue: YoeamTech, YTO NOCIEe BCKPLITUSA HA KapTpuaXe He ocTanoch

donbru, NOCKONbKY OHa NOMELLAET KaK CrieQyeT 3aKpbiTh €ro KPbILIKOM.

B kapTpnaxe HaxoguTcsa NakeTUK KannesmaHoM opMbl ¢ Bnaronornotutenem. He M3BIieKaUTe BRaronornoTutenb
nocrne BCKpPbITUA.

* MeTopg py4HoI 06paboTKu: * MeTtoa aBTOMartun4yeckon obpaboTkm ¢

o Ecnu ncnonbayeTcs BakyyMHbIN NMOMOLLIbIO aBTOMATU4ECKOro
nuHuet NEMA C88™ unn annnvkatopa SIMPLEX C76™:
annnukaTtop Mini Grip-It o 3arpyaute KapTpuUoKu C TeCT-
(pekomeHayeMble MeToAbI): nonockamn ETEST Hanpsmyto B
Bo3bmuTe BEpXHIOK TECT- aBTOMaTM4eCKWI annnukaTop
nonocky ETEST, He kacasich SIMPLEX C76™ (MHCTpYKLMM CM.
BMaronornoTuTens. B PYKOBOACTBE NOMb3oBaTensi

annnukatopa SIMPLEX C76™).
o Ecnu ncnonbayeTcs NUHLET Unu

aHanornyHoe yCcTpomncTBo:
HaxmuTte ykasaTenbHbIM
nanbLeM Ha y3Kui KoHel,
nakeTuka c BnaronornoTutenem,
4TObbI NPMNOAHATL TECT-
nonocku. He HaxumanTte Ha
okpyrnyto yacTtb. Npuaepxmeas
nanbLemM BnaronornoTuTens,
N3BINEKUTE BEPXHIOKD TECT-
nonocky ETEST 13 ynakoBku
MWHLETOM WN aHanornyHbIM
YCTPOWCTBOM.

Cpasy nocne ncnonb30BaHUs HaAeHbTe KPbILLKY Ha KapTpuax (B NpaBUibHOM
NONOXeHUN) N XxpaHuTe ero, kak ykasaHo B pasgene YCIOBUA XPAHEHUA
U CTABUINIbHOCTb.

054384-01

MHCTPYKUUA NO NPUMEHEHUIO

MpuroToBneHue cycneH3nmn n noces

1. [osepute cpepny u Tect-nonockn ETEST Ao koMHaTHON TeMnepaTtypbl.

2. Cwm. Tabnuuy 1 B KOHLIe 3TOro pasgena.

3. TlloaroToBbTE CYCMNEH3Mi0: CyCneHaMPYNTE XOPOLLO N30NTMPOBaHHbIE KOMOHWUW, BIPOCLLME Ha YallKe C arapoMm
B TeYeHne Houu. [Ins MMKPOOPraHM3MOB CO CITOXHBLIMW NUTaTENbHLIMW NOTPEOHOCTAMU, TAKMX Kak MHEBMOKOKKY,
CTPENTOKOKKM, TOHOKOKKW, aHaapobbl n Haemophilus spp., NCNonb3ynTe CyCcneH3uto, NPpUroToBrEHHYH0 B BynboHe
B TeyeHne 15 muHyT. Y6eanTecb B HanNnymMm B NOCEBHON CyCNeH3Mmn npaBunbHoro konnyectsa KOE/mn
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(konoHueobpasytoLas eanHuLa) OTHOCUTENBHO COOTBETCTBYIOLLErO cTaHAapTa no wkane McFarland. JaHHbIn nyHKT
0COBEHHO BaXeH Ans MMKPOOPraHW3MOB CO CITOXHBbIMU NMUTATENbHbIMU NOTPEBHOCTAMM, U CIU3UCTBLIX KONIOHUIA
MUWKPOOPraHn3mMoB. Mpu npaBunbHOM NPUroTOBMNEHUM CYCNEH3UW NOCNEe KyNbTUBUPOBAHWSA A0MKEH ObiTb Nony4eH
CNIIOLUHON UMY NPaKTUYECKM CMNIIOLWHON POCT Ha MOBEPXHOCTU cpebl.

4. CrtaHpapTtbl MyTHOCTM Mo wkane McFarland He rapaHTUMpyOT NPaBUIbHONO KONMYECTBA XXU3HECMOCOOHbIX 6akTepui B
cycneHsun. Heobxoaumo NpoBOANTbL PErynsipHbIA NOACHET KOMOHWUIA Ansi NPOBEPKM Toro, obecneunBaeT nm
ucnonb3yemasi METOAUKA NOCeBa NOJy4YEeHNE HYXXHOMO KONM4ecTBa Xn3HecnocobHbix 6akrepun (B8 KOE/mn).

Cwmotpute pasgen KOHTPOJIb KAYECTBA.

5. BbINONHWTE NOCEB: OKYHWUTE B MOCEBHYIO CYCMEH3NI0 CTEPUIbHBIA, HETOKCUYHBIA U HE CITULLKOM TYrO CKPYYEHHbIN
TamnoH. Yoanute nsbbITOK XXUOKOCTW, NPUKaB TaMMNOH K BHYTPEHHEN NOBEPXHOCTM CTEHKM Npobupkn. Yaanure
fonblue X1AKOCTH, Koraa AenaeTcs NoceB Ha Yallky AvameTpom 90 MM, U MeHbLLE NPY 3aceBaHUN YaLlKu
anameTtpom 150 mm. TwatensHO pacnpegenvTe CyCrneH3uio Mo NOBEPXHOCTU arapa LUTpMXamu B TpeX HanpaBneHusx,
Kaablli pa3 noBopaymnsas Yallky Ha 60 rpagycoB, 4ToObl 06ecneunTb paBHOMEPHOE pacnpeaerneHme NoceBHOro
maTepuana. B kauecTse ansTepHaTUBLI MOXHO MCNonb30BaThk MHokynatop RETRO C80™ ans addeKTMBHOro
pacnpeferneHvs MOCEBHOM CYCNeH3nn No NoBepxHocTu arapa (puc. 3) (MHCTPYKLMKN CM. B PYKOBOACTBE NOfb30BaTens
nHokynstopa RETRO C80™). faiite n3bLITKy BNar agcopbuposathes B TedeHne 15—-20 MUHYT, Tak YTobbl
NOBEPXHOCTb Obifla NONMHOCTLIO CyXOM Nepen HaHeCEeHUeM TecT-NoNocok ¢ rpaaveHTom ETEST.

Puc. 3

Moces Ha YallKy ¢ arapoM € NOMOLLbIO MHoKynsTopa RETRO C80™

HaHeceHue TecT-nonocok n nHKyGauus

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

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

3. Tect-nonockn ETEST MOXHO HAHOCWTb Ha 3acesiHHYI0 NOBEPXHOCTb arapa C MOMOLLbIO PYYHOrO anmnukatopa
[Mini Grip-It, BakyymHoro nuHueta NEMA C88™ (puc. 4), nMHLETa 1nu Apyroro aHanorniHoro yctponcrseal nnéo
aBTOMaTU4Yeckoro annnukatopa SIMPLEX C76™ (puc. 5). PaamecTtute Tect-nonocky ETEST wkanoii MUK Beepx
(no HanpaBneHuto K KpbILLIKE YaLlK1) 1 MakCUMarnbHON KOHLeHTpaumen 6rnvke K kpato vawku (puc. 4 n 5).

N

=

Puc. 4

HaneceHnue TecT-nonockn ETEST Ha noBepxHOCTb
arapv3oBaHHOW cpefbl C MOMOLLbIO BaKyyMHOrO NUHLUeTa
NEMA C88™

Puc. 5

HaHeceHnue TecT-nonockn ETEST Ha noBepxHOCTb
arapusoBaHHOW cpefbl C MOMOLLIbIO aBTOMaTUYECKOro
annnukatopa SIMPLEX C76™

4. MoxHO ncnonb3oBath WabNoH Anst oNTMMarnbHOro nomelleHnst Tect-nonocok ETEST paBHoyganeHHo opyr ot
Apyra B Yaluke ¢ arapom. B ogHon yawke gnametpom 150 MM ¢ arapoM MOXHO pa3mecTuTb [0 LEeCTU TeCT-NOMOCOoK
ETEST (puc. 6a), a B ogHom Yawke guametpoM 90 mm ¢ arapom — o AByx (puc. 66). [ins MMKpoopraHM3moB
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C OXngaemon BbICOKOW YyBCTBUTESTbHOCTbIO VICI'IOJ'Ib3yl7ITe MEHbLLE TECT-NOMOCOK Ha Yallke gnametpom 150 mm
N TONbKO OAHY TECT-NMOJIOCKY Ha Yallke AUaMeTpoM 90 Mm.

Puc. 66.

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

Heobxoanmo YGG,CI,VITI:CH, YTO TECT-MOSI0CKa MOTHOCTLIO NpuUneraeT K NOBepXHOCTM arapa. He cnegyert pasmellarb
TECT-NOJIOCKY B NepeBepHYTOM MOJIOXKEHUN, TaK KakK annunc VIHFVI6VIpOBaHVI9| He o6pa3yeTc9|, NOCKOJbKY aHTUOMNOTUK
He MOXEeT MPOHWKHYTb Yepe3 HEMOPUCTYHO NaCcTUKOBYHO TECT-NOMOCKy. MNpn HeobXxoaUMOCTUN MOXHO yoanntb
BO3YLUHbIE MOMOCTU, BUANMbIE MO TECT-NOMTOCKON, OCTOPOXKHO HaXMMas Ha TECT-MOSTOCKY (He aBurasa ee) KOHYUKOM
annnmkatopa unm nMHUEeToOM, Npu 3TOM HanpasneHne OBMXeHunAa OOIMKHO ObITb OT MMHUMAIbHON KOHUEHTpauunn

K MakcumanbsHon. ManeHbkne ny3bipbKy HE BAUAKOT Ha pesynbrathl TeCTupoBaHus. Nocne HaHeceHuA TecT-
NOJIOCKY Henb3A cABUratb, MOCKOJIbKY nponcxogunt MrHoBeHHoe BbICBOGOXAEHMEe aHTUONOTHUKA B arap.
KyﬂbTVIBVIpOBaTb YallKy € arapom criegyet B nepeBepHYyTOM NOJ10XEeHNN (KprLLIKOVI BHVIS), nocTaBneHHbIMWU OpYyr Ha
apyra, HO He 6ornee 5 valuek, B COOTBETCTBUM C ycnoBuAaMK, npuBeeHHbIMA B PYKOBOACTBE HUXKE.

Tabnuua 1. YkasaHusa no BbIGOpy nuTaTenbHbIX cpea, NnoAroToBKe NoOCeBHOro MaTtepuana u KynbtuBupoBaHuio

pynna Arapu3oBaHHas [MoceBHoW maTtepuan KynbsTtuBupoBaHue
MUWKPOOPraHM3moB| nuTaTtenbHas OnTuyeckas
cpena MutaTenbHas nnoTHocTb | Temnepatypa Bpems (4achl)
cpepna @) ©) (no wkane (¥2°C) AL SETEE 8)
McFarland)
A3pobbl Mionnepa- 0,85 % NaCl (nnu 0,5 +35°C Okpy>atoLuas 16-20"
XVHTOHa COMeBOW pacTeop) (1, ecrnm cpepa 20-24 A gns
KOMOHUSA Acinetobacter
cnuancras) spp. 1
S. maltophilia
Haemophilus HTM — Tect- BynboH 0,5 +35 °C 5% CO, 20-24
influenzae cpepa ans Mionnepa — (1, ecrn
reMounbHbIX XuWHTOHa, nnu KO]'IOHI/IH
GakTepun (no 6yneoH HTM (nnun crmancTas)
cTangapTam 6ynboH BHI)
CLSI)
MHF — arap
Mionnepa-
XuHTOHa ans
NPUXOTNNBbIX
MWUKPOOPraHnU3m
0B (no
cTaHgapTam
EUCAST)

MpumeyaHus:

a) Beino ycrtaHoBneHo, 4To conesow pacteop (Homep no katanory V1204) comectnm ¢ ETEST.

6) Bbino yctaHoBneHo, 4To «Brain-heart infusion broth - CepaeyHo-mo3roBor 6ynboH (Mo TEKCTY «BYNboH C
cepaeyHo-MOo3roBbiM aKkcTpakTomy»)» (BHI) (Homep no katanory 42081) coBmectum ¢ ETEST.

B) Yb6eauTecs, 4YTO Yallka C arapoM KynbTUBMPOBAanach B TEHYEHWe peKOMeHA0BaHHOro Neprnoaa BpeMeHu, npexae
YeM CHUMaTb NokasaHusl, 0co6eHHO B Cryyae 3ameaneHHOro NPosiBeHNs YCTOMYMBOCTM U MEANEHHO PacTyLmnX
NPUXOTANBbLIX MUKPOOPraHN3MOB.

r) Ana meaneHHo pacTywmx nsonatoB Pseudomonas spp. BpeMsi KynsTUBMPOBaHWSA criegyeT yBenuunTb Ao

48 yacos.

) Ans MmegneHHo pactywmx nsonsatoB Acinetobacter spp. n S. maltophilia nHky6upyrite oo 48 yacos.
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PE3YNbTATblI U UHTEPNPETALIUA
YueT pesynsraToB

Korga poct 6aktepuii xopoLlo 3ameTeH, cumTanTe 3HadeHne MUK B mecTte, rae annunc nHrmbuposaHus nepecekaet
TecT-nonocky. KoHeyHble 3HadeHns MUK B metoge ETEST 06bI4HO YeTKO BbipaXeHbl, HO MOryT HabnogaTbcs

1 pasnunyHble KapTuHbI pocTa/MHrMbnposaHus. Cm. nnncTpauum Huxe (PUCYHKn 7, 8 n 9).

He yunTbiBanTe pesynsraThl, €Cnv KynsTypa BbIrMSANT CMELLaHHON UK ecnv pocT GakTepuin o4eHb
HEe3HauYUTENbHbIN UMK CANLLKOM rycTou. MoBTopuTe TecT.

Ona 6akTepmumaHbIX NpenapaToB, TakMX Kak Ledta3ngnm, koHevHoe 3HavyeHne MUK cnegyeT yunTbiBaTh B MecTe
NOMHOro UHrMbrnposaHusa pocTa. [ToMyTHEHUE 1 Makpo- UM MUKPOKONOHUW B Npeaenax 3 MM OT TECT-MOOCKM
crnepyeT yunTbiBaTh Kak pocCT.

PocTt Boonb Bcero rpagmeHTa (OTCyTCTBME 3nnmnca MHrMbupoBaHus) o3HadvaeT, 4To 3HavyeHne MUK Bbiwe unu
paBHO HaMBbICLLEMY 3HAYEHWIO Ha LKane. Annunc MHIMBUPOBaHNS HWXe rpagneHTa o3HadvaeT, 4yTo 3HaveHne MUK
HWXe, Yem Hanbonee HU3Koe 3Ha4yeHne Ha LuKane.

M36biToYHas Bnara B Yalukax nepep noceBoM, He[OCTaTOYHO BbICYLLUEHHAsA NOBEPXHOCTb Nepes HanoxeHnem TecT-
NonocoK U/vnu HepaBHOMEPHO 3aCesiHHbIE LLUTPUXOM NMOBEPXHOCTN MOTYT NMPUBECTW K OTCYTCTBUIO CMIOLLHOrO pocTa
unu 3ybuatbiM kpasm annunca. NoBTopute TECT, eCNK y4eT KOHeYHbIx nokasaTtenen MUK 3atpyaHeH. B cny4vae
HepoBHbIX nepeceyeHmn MUK ¢ nonockon yuuTeiBanTe 6onbluee 3HavyeHne. Ecnn passegeHun > 1, noBTopuTe TECT.
[ns TouHOro onpegeneHns kKoHeuHbIX 3HaveHnn MUK onsa Acinetobacter spp. n Stenotrophomonas spp. HaknoHuTe
YalKy W/vnum NCnonb3ynTe yBenmunmTenbHoe CTEKNO.

B cnyyae TyHHenbHOro pocta npeHebperanTe TOHKON NMHWEWR POCTa BAOSMb TECT-MOMOCKM.

Mpumepsbl yyeTa pe3ynLTaTtoB

eS|

256 256

192 256

i % gs

64 96 64

48 64 48

32 48 32

$g 32 24

12 24 16

S 16 12

6 12 8

4 8 6

3 6 4

2 4 3

15 3 2

.17'2 125 2

2 18 2

25 5

19

;%; +.064 X
nc.7 Puc. 8
E. coli P. aeruginosa H. influenzae
ATCC® 25922" ATCC® 27853™ ATCC® 49247™
MWK = 0,19 mkr/mn MWK = 1 mkr/mn MWK = 0,25 mkr/mn

WHTepnpeTtauus
Onsa natepnpetaumm 3HaveHnii MUK, nonyyeHHbIx ¢ nomowbio metoga ETEST, MOXHO NOnb30BaThCA NOPOroBbIMU

3HaveHnsmm MUK anst onpegenexHns Kateropuin MHTeprnpeTauum, onyonnMKoOBaHHbIMIW YNpaBneHEM MO KOHTPOSTHO
Ka4ecTBa MuLLIEBbIX MPOAYKTOB 1 nekapcTBeHHbIx cpeacts (FDA)/CLSI, EUCAST w/wnu BawmM HauMoHanbHbIM
KOMUTETOM.

TeKyLue norpaHuyHble 3HaYeHUs NprBeAEHbI Ha Takmx Beb-cantax: https://www.fda.gov n/unuhttps://clsi.org n/nnm
www.eucast.org.

Byay4yn nonHocTblo KonNuyecTBeHHbIM MeTofom onpeaenerdna MUK, ETEST gaet Bo3amoxHOCTb nabopatopum
coobwuTb TovHbIe 3HaveHus MUK BmecTe ¢ kaTeropuewn nHtepnpetaunn. ETEST onpepenset 3HaveHns MUK no

HenpepbIBHON LLUKane 1 MOXeT Noka3aTb pesyrnbsTaThbl B MPOMEXYTOYHOM MOMOXEHUN MexXay TPpaguuMOHHbLIMU
OBYKpaTHbIMW passBedeHnsmu (B nonpassegexus). Ecnn snavenne MUK no metogy ETEST HaxoauTca mexay

bioMérieux SA pycckum - 7
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CTaHOapTHbIMKU OBYKPaATHbIMU pa3BeeHnAMN, TO ero cnenyet okpyrmunTb 40 onwxanwero BEpXHero 3Ha4eHuns
ABYKPATHOIo pasBeneHunsa nepen teM, Kak Kateropn3mpoBaTtb.

lMpumep nopoeosbix 3Ha4yeHuli MUK EUCAST (mka/mn):

S I R
HysecmeumenbHocmb npu HyecmeumenbHocmb ripu Yemotiyusocmb
cmaHOapmHOM pexxume ysenu4yeHHom eo3delicmauu
0oosuposaHus
< 0,06 0,12—1 >2

MWK 1 mkr/mn no metopy ETEST kaTeropmanpyeTcs Kak YyBCTBUTENBHOCTb NPW yBENMYeHHOM Bo3gencTemm (1), B TO
BpeMs KaK KOoHUeHTpauus 1,5 okpyrnseTca Ao 2 MKr/MI 1 KaTeropmanpyeTcs kak yctondmBocTb (R).

KOHTPOIJIb KAYECTBA

YTto6bl NpoBepUTL paboune xapaktepuctukm Habopa peareHtoB ETEST, kauyecTBO cpef, NOCEBHOIO Matepuana

1 Mcnonb3yemblX NpoLeayp, NPoTeCTUpynTe WTaMMbl Ans KOHTpons kadecTsa (KK), npuBeaeHHbie B crieaytoLlen
Tabnuue. PeareHTbl 1 ncnonb3yemble NnpoLenypbl CHMTaOTCS yA0BNETBOPUTENBHBIMW, €CMW MOMNyYeHHbIe 3Ha4YeHns MUK
COOTBETCTBYIOT CNeAyoLmM cneumndgmrkaumam KOHTPONs KavyecTsa:

MUK Koz LUTAMMBI ONA KK ETEST OVNAMA30HbI MUK ONA KK ETEST (mkr/
AHTUMWKPOBHOIO M)
MPEMAPATA (Mkr/mn)
LiedbTasunanm TZ E. coli ATCC® 25922™ 0,064-0,5 2).6)
0,016-256 P. aeruginosa ATCC® 27853™ 1-4 2).6)
H. influenzae ATCC® 49247™ 0,125-12
MpumevaHus:

+ a) CLSI M100: Performance Standards for Antimicrobial Susceptibility Testing, 28t Edition (CLSI M100.
HopmaTuBHbIe NMoka3aTenu TeCTMPOBaHUSA aHTUMUKPOOHOWM YyBCTBUTENBHOCTH, 28-€ n3gaHuve).

+ 6) EUCAST: European Committee on Antimicrobial Susceptibility Testing, version 8.0, valid from 2018-01-01
(EBponenicknii KOMUTET MO TECTUPOBAHUIO aHTUMMUKPOOHOW YyBCTBMTENLHOCTH, Bepcus 8.0, aencTButeneH oo
01.01.2018).

Pesynbrathl aHanv3a naumeHTa He cnegyet coobuatb, ecnu pesynbratsl KK BeIXOAAT 3a npeaens! yTBEPXKAEHHbIX
3HayeHun KK. YacTtorta npoegeHusa KK gomkHa yctaHaBnmBaTbCs kaxaon naboparopmen MHOMBUAYarnbsHO.
PykoBogsLme npmHUMnbl NpeacTaBneHbl B JOKYMEHTax no onpeaeneHnto YyBCTBUTENbHOCTU K aHTubrotmkam CLSI
cepuii MO7 n M100."- 2

Mpepenbl 3HaveHun ana KK metoga ETEST moryT otnmdaTecsa ot cneuundukauni CLSI n (nnn) EUCAST B HeKoTOpbIX
cnyyasx. MNpepensl 3Havenun ana KK metoga ETEST ocHoBbiBatoTCA Ha obwmpHon 6ase, cobpaHHOM Npu KOHTPONIbHOM
TecTupoBaHMu 60NbLLIOrO YMcna Cepun peakTUBOB B TEYEHNE HECKOMbKMX NET, 1 BKIHOYaKT AaHHbIE MHOTOLEHTPOBbIX
nccneaoBaHni.

Ecnwn 3HauveHns MUK B oTHoweHun wtammos ans KK HaxogsaTcs Ha nonpassegeHuns Hke HkHero npegena KK, nx
cnenyeT OKpYrnuTb A0 GrnvkanLlero BepXHEro 3Ha4eHnst ABYKpaTHOrO pa3BefeHusi nepen TeM, Kak yCTaHOBUTb
cooTBetcTBUue KK. NMogobHeiM ob6pasom, ecnu 3HaveHuss MUK HaxogaTcs Ha nonpassedeHus Bbille BepXHero npegena
KK, nx cnegyet cuntatb HecooTBeTcTBYOWMMN KK.

Heobxoarmo NpoBoAnTbL PErynsipHbIA NOACHET KOMOHWIA NS NPOBEPKM TOro, obecnevmBaeT N nofyyeHHasi NNoTHOCTb
CyCneH3un NOCEBHOro Matepurana nofnyyYyeHme 40CTaTOMHOMO KONMMYecTBa X13HecnocobHbix 6akTepuii B KOE/mn.
MpurogHLI MaTepuan Ans nocesa Aact NpubnuanTensHo ot 1-5 x 108 KOE/mn.

CraHaapTbl MyTHOCTM no wkane McFarland He rapaHTUpPYOT NpaBUIIbHOIO KONM4YeCcTBa XXM3HECNOCOOHbIX
6aktepun B KOE/mn.

OXWOAEMbIE PE3YJILTATbI

YPOBHU YyBCTBUTENBHOCTM K aHTUBUOTMKAM A5 pa3fMyHbIX BUonorMyeckmx nonynsumin 6aktepuin 6onblue HEBO3MOXHO
npeackasaTb B CBA3U C NPOrpecCcMBHBIM pa3BUTUEM YCTOMYMBOCTU. [1oaToMy nabopartopusi AomkHa Nonb30BaTbCs
oxungaembimu pesynstatamu MUK pasnmuHbix aHTUBMOTMKOB Anst pehepeHTHbIX LITaMMOB KOHTPOIS KayecTBa, YToobl
06ecneunTb COOTBETCTBME TEXHUKMN TECTUPOBAHNA HEOOBX0aNMbIM TPeBOBaHUSIM 1 Pa3yMHYI0 TOHHOCTb NOMyYaemblxX
KIMUHUYECKUX Pe3ynbTaToB.
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PABOYME XAPAKTEPUCTUKA

Pabouune xapaktepuctukn ETEST gna uedTasngnma Obinm yCTaHOBMEHbI C MCMOMb30BAHMEM CPABHUTENBHbBIX OLIEHOK.
OTn nccneposaHns nokasanu, 4to 3HadyeHns MUK no metogy ETEST TZ koppenupytoT ¢ pedepeHTHbIM MeTtogom CLSI
MO07." MeTog ETEST cuuTtaetcs no CyLLEeCTBY 3KBMUBaneHTHbIM MeTogam CLSI, koraa sHaveHus MUK 13 o6enx
npoueayp nokasbiBatoT nonHoe cootseTcTBue (EA) 2 90 % B npepenax + 1 passegeHus.

Paboune XapaKTepuUCTukn npmuBeaeHbl HNXe:

MwukpoopraHuam Lrammebl (N) % nonHoro cooteeTcTams (EA) @)
A3pobbl 343 93
Haemophilus influenzae ©) 202 99

Mpumevanus:
* a) EA — % 3navenni MUK B npegenax + 1 pasBefgeHns pedepeHTHOro metoaa.
* 6) OTCcyTCTBME YCTOMNYMBBIX LUITAMMOB MUCKIIOYAET OTHECEHWNE PEe3yNbTaToB K KAaTEropmnsiM, OTIIMYHBIM OT KaTeropum
«YyBCTBUTENbHbIEY. LLITaMMbI, KOTOpLIE HE ABMAIOTCA «4yBCTBUTENbHBIMWUY, OMKHbI ObITh NepeaaHbl B
pedepeHTHy0 nabopaTopuio Anga AanbHenLwero TECTUPOBaHMS.

BAXHbIE SAMEYAHUA

1. WHoraa HekoTopble kKOMOMHaUMK BakTepum n aHTMBMOTKKA Jal0T HEOXMAAaHHbIE pe3ynbTaThl. B Takmx cnyyasx
MarnoonbsITHOMY nepcoHany 6yaeT CroXHO NPUHATL PeELLEHNE No KOHEYHOMY 3HadeHuto MUK. OgHako, 4ToObI
Hay4YUTbCst NPaBUIbHO ONpeaensiTb KoHeYHble 3HaveHus MUK, coTpyaHmKn MOryT NpakTUKOBaTbLCS, PErynsipHO
ncnonb3ys pehepeHTHbIE LITaMMbl U CpaBHUBAsA CBOK paboTy ¢ pe3ynsratamu KBanuguumpoBaHHbIX paboTHNKOB.

2. Kak n Bce gaHHble AST, pesynsratsl ETEST sBRsitoTCA TONBKO 3HAYEHUSIMU in Vitro n MOryT ykasbiBaTb Ha
noTeHLManbHy YyBCTBUTENbHOCTE MUKPOOPraHN3MOB in vivo. Vicnonb3oBaHue pe3ynsTaToB npu BbIOOpe neveHus
OOJKHO ObITb €4UHONMYHBIM peLLleHNEM N OTBETCTBEHHOCTbLIO Nevallero Bpadva. OH gormkeH NpuHMMaTh BO
BHUMaHWE MeULMHCKUIA aHaMHE3 1 BCIO M3BECTHYH MHGOPMaLMIo O nauneHTe, hapMakoknHeTudeckmne
1 bapmakognHamMmyeckme CBOMCTBa aHTUBMOTMKA M KITMHUYECKUIA ONbIT NeYeHNst 4aHHbIM NpenapaToM MHAEKLUNA,
BbI3BaHHbIX KOHKPETHbIM 6aKkTepranbHbIM NaTtoreHoM. Takke criegyeT y4uTbiBaTh TUM aHTUOMOTHKA, L03Y U PEXUM
[031poBaHMs.

3. [nsa nony4eHus AONOSMHUTENBHON MHPOPMALIMN O KOHKPETHBIX OFPAHUYEHUSIX B MHTEPNPETaLunN pe3ynsTaTtoB u/munm
OrPaHUYEHMUSAX KITMHUYECKOTO NCMONb30BaHUS aHTMONOTUKA B Pa3nnYHbIX TEPaNeBTUYECKMX CUTYaLMsAX CM. Tabnumupl
W CHOCKM Ha cTaHgapTbl MHTepnpeTtauun MUK B nocnegHux Bepcusax pekomeHgaunn EUCAST nnn gokymenTtoB CLSI
no onpeaeneHnto YyBCTBUTENbHOCTM K aHTUOMOTUKaM ANns npoueayp passeaeHus (cepum MO7 n |\/|100)_1, 2,3

YTUNU3ALMNA OTXOO0B
YTUNnanpynre ncnosnb3oBaHHbIE N HENCMONb30BaHHbIE peareHThbl, a Takke KOHTAMUHUPOBaHHbIE pacXoHble maTepuansi
B COOTBETCTBUM C TpeboBaHMAMU, NpeabaBnseMbiMy Ana YTUNU3aumum MHMEKLUMOHHbLIX MaTepuarnos.

Kaxxpas na6opaTopvm o6s3aHa 06paLLl,aTbCF| C Nony4vyeHHbIMN OTXo04aMWU U CTOKaMW B COOTBETCTBUN C UX TUIMOM U
CTeneHbo ONacHOCTU, a TakxXe 06pa6aTbIBaTb N yTunm3npoBaTb UX B COOTBETCTBUU C YCTAHOBIEHHbIMW NpaBunamMmu n
HOpMaMu.

CMUCOK NNUTEPATYPbI

1. CLSI MO07: Methods for Dilution Antimicrobial Susceptibility Tests for Bacteria That Grow Aerobically (Latest edition)
(CLSI MO7: MeTogp! npoBedeHns TECTOB Ha onpeaeneHne YyBCTBUTENbHOCTM aapobHbIx BakTepuii k
aHTUMUKPOOHBLIM NpenapaTtam nyTem pasBedeHus (nocnegHee nsgaHue)).

2. CLSI M100: Performance Standards for Antimicrobial Susceptibility Testing (Latest edition) (CLSI M100.
HopmaTtunBHble noka3aTenu TeCTUPOBaHWUS aHTUMUKPOOHON YyBCTBUTENBLHOCTY (MOCNeaHee n3aaHue)).

3. EUCAST: European Committee on Antimicrobial Susceptibility Testing (Latest edition) (EUCAST: EBponetnckui
KOMMWTET MO TECTUPOBAHMIO YYBCTBUTENBHOCTU K aHTUMMKPOOHBLIM NpenapaTtam (nocnegHee usgaHve)).

TABJIMLIA CUMBONOB N OBO3HAYEHUH

Cumeon O603Ha4eHne
Homep no kaTanory
IVD MeguuuHckoe nsgenve gns

OWarHoCTuKu in vitro

M MarotoBuTenb
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CumBon O603Ha4eHne

TemnepaTypHbIN gManasoH

Vcnonb3oBatb 4o

Kop, naptum

3anpeT Ha NOBTOPHOE NPUMEHEHNE

Cpok XpaHeHUs nocre BCKPbITUS

O6paTtntech K MHCTPYKLUMK NO
NPUMEHEHWIO

Coaepxumoro 4oCTaTouHO Ans
nposeneHna n-konn4yecTtea TeCTOB

[ata nsrotoBneHus

&<t B\ @ Erds<

OrPAHNYEHHAA TAPAHTUA

KomnaHus bioMérieux rapaHTupyert, 4To paboune xapakTepucTuki JaHHOro n3gennsi COOTBETCTBYIOT YKa3aHHOMY
npegycMOTPEHHOMY Ha3Ha4YeHUIo B TeYEHME BCEro CpoKa aKCnnyaTaumm npyu ycnoBumm, YTo CTporo cobnogeHsl Bce
npouenypbl N0 NCNONb30BaHUIO, XpaHeHuto 1 obpaboTke 1 Mepbl 6e3o0nacHOCTH, Kak NOAPOOHO U3MOXEHO B MHCTPYKLMSAX
no akcnnyaTaumm.

3a 1cknoYeHnem BbllL€YyKa3aHHbIX Clly4YaeB, KOMNaHUA bioMérieux He AaeT HUKaKNX rapaHTui, B TOM Yucne
noapasymeBaeMbIX rapaHTuii TOBApHOro Ka4yecTBa U rapaHTUii COOTBETCTBUS npeanonaraeMomMy Ucnosnb3oBaHUIO, N HE
[aeT HUKaknx obs3aTenscTs, B TOM YMCHe SIBHO BblpaXXeHHbIX, noapadymMmeBaeMbIX NI KOCBEHHbIX, B OTHOLLUEHUN
MCNonb30BaHMs Kakoro-nnbo peareHTa, nporpaMMHoOro obecneyeHus, np|/|60pa 1 pacxogHbIX MmaTtepuanoB (,qanee —
«CMCTeMa»), OTINMMYHOIO OT YKa3aHHOIo B MHCTPYKUUAX NO 3KCnnyaTaunn.

UCTOPUA NEPECMOTPOB
Kateropuu TMNoB nameHeHui

H/M He npumeHnmo (nepsoe nagaHue)

KoppekTypa McnpasneHve owmnbok B AOKyMeHTaLumm

TexHuueckme [ob6asnexuve, nepecMoTp n/vnu yaaneHve kacatowencs npogykta nHdopmMaunm
N3MeHeHUs

AAMUHUCTPATUBHbIE BBeaeHue n3aMeHeHnn HeTeXHNYECKOro xapakTepa, 3acny>X1BaroLmnx BHUIMaHNA
N3MEHEHNS nonb3oBarens

lMpumeyvaHue. He3HayumernbHble munoepaghcKue, 2pamMmamu4eckue U3MeHeHUs U USMEHEeHUSs 8
ghopmamuposaHuUU 8 LUCMOPUIO NepecMompo8 He GKITHHEHbI.

Oara Howmep Bepcumn Tun nameHeHun 0O630p M3MEHEHW
Bblnycka
2020-08 051798-01 [NepBoe n3gaHue H/N
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NS nony4YeHUsi TEXHUYECKOW KOHCYNbTaLun 1 NoaaepKku npockba obpallaTbes K yNonHOMOYEHHOMY
npeacTaBUTENIO MPOU3BOAMTENS Ha TeppuTopumn Poccuiickoi Geaepaumm:

000 «broMepbe Pyc»
Appec: Poccus, 115230, Mockea, 1-bii HaratuHckmin npoesg, a. 10, ctp. 1
Ten./cpakc: +7 (495) 221 10 79
TenedoH ropsayen nunmm: 8 (800) 250 10 79

e-mail: info.russia@biomerieux.com

Beb-cant; www.biomerieux-russia.com

B cnyyae BbisiBNeHUs NOGOYHbIX AEWCTBUIA, He yKa3aHHbIX B MHCTPYKLIMK MO NPUMEHEHWIO UM PYKOBOACTBE Mo
3KcnnyaTaumum MeguLIMHCKOro U3enus, HexenaTenbHbIX peakumi Npy ero NpMMeHeHn, ocobeHHocTen
B3aMMOAENCTBUSA MEAMLMHCKUX U3Aenuii Mmexay co6oi, (akToB U 06CTOATENBCTB, CO3AaOLLMNX YTPO3Y XKU3HU 1
300pPOBbI0 rpaXKaaH M MeAULIMHCKUX PaBOTHUKOB NPY NPUMEHEHUN 1 3KCInyaTauuu MeauLMHCKUX N3Aenui,
Heo6xoaMMO HanpaBuUTbL coobLLEeHe, coaepikalllee ykasaHHble cBefeHus, B PeaepanbHyio cnyxoy no Haasopy B
cdhepe 3apaBoOXpaHeHUs B COOTBETCTBUM C AEVCTBYHOLUM 3aKOHOAATENbCTBOM.

BIOMERIEUX, norotun BIOMERIEUX, ETEST, Tect-nonocka ETEST, NEMA C88, RETRO C80 u SIMPLEX C76
SIBMSIOTCS MCMOMNb3yeMbIMU, 3apPErMCTPUPOBAHHBIMU U/UNN HAXOAALWUMUCS B NPOLIECCE PErMCTPALIMN TOBAPHbIMU
3Hakamu, NpuHaanexawmmm komnaHmum bioMérieux, ogHOM U3 AOYEPHUX U BXOASALLMX B €€ rpynny KOMMAaHUn.

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

ToBapHbIl 3HaK 1 ToBapHoe nmst ATCC, a Takke ntobble Homepa no katanory ATCC — ToBapHble 3HaKu KOMMNaHum
American Type Culture Collection.

EUCAST o3HavaeT EBponeinckunii KOMMTET MO TECTUPOBAHMWIO YYBCTBUTENLHOCTU K aHTUMUKPOOHBLIM NpenapaTtam. 3Tu
AaHHble 6binn npegocTtaBneHsl EUCAST Ha 6e3Bo3Me3gHon ocHoBe 1 AocTynHbl Ha cante EUCAST: www.eucast.org.
ABsTOpckme npasa Ha Hux octatotcs y EUCAST. Pekomengauun EUCAST yvacto o6HoBnsoTCA. VX nocneaHme Bepcuu
OOCTynHbl Ha Beb-cante www.eucast.org.

D,pyrl/le Ha3BaHUA N TOBApPHblE 3HAKU NpUHaanexart Ux 3akKkoOHHbIM 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


http://www.eucast.org



