BIOMERIEUX

REF| 412368/423770
ETEST® Gentamicin (GM) (0.016-256 pug/mL)
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HA3HAYEHUE

ETEST — 370 py4HOl KONMYECTBEHHBI METO ONpeaeneHns YyBCTBUTENBHOCTU K aHTUMUKPOBHBLIM Npenapartam
rpamoTpuLaTENbHbIX U FPaMnoNOKUTENBHBLIX adPOGHLIX BakTepuit, U BakTepUii CO COXHBIMU NUTaTENbHLIMM
notpeGHocTaMU. CucTema COCTOUT U3 CTaHAAPTHOMO rpagueHTa aHTMBMOTUKA, KOTOPLIN MCMoNb3yeTcs Ans
onpeaeneHns MMHUManbHON HIMBKpytoLLen koHueHTpauun (MUK, BbipakeHHON B MKI/M), pasryHbIX aHTUMUKPOBHbIX
npenapaTtoB Ans MUKPOOPraHNM3MOB NOCPEACTBOM KyNbTUBMPOBAHUS Ha NUTATENbHOM arape B TeYeHUE HOouM.

NMOKA3AHUA K NTPUMEHEHUIO
MeTton ETEST GM moxHOo ucnone3oBaTb Ans onpegenenns MUK reHTamyumHa B OTHOLLEHWM CeayLWmnx
MUWKPOOPraHN3MOB:
* A3po0bl:
o [pamoTpuuaTenbHble aspobbl: Enterobacterales, Pseudomonas, Acinetobacter
o pamnonoxwutenbHble asapobbl: Staphylococcus

APUHUMN

ETEST npeactaBnsieT coboi TOHKYH, UHEPTHY!O, Alg] B

HEeMnopuCTYI0 MIAacTMKOBYIO TECT-MOMOCKY. Ha 0fHy CTOpPOHY Koa AB

TecT-nonockn (A) HaHeceHa wkana MK B mkr/mn, a Ha AHTUMKPOGHOTD oy a

APYryl0 — CTaHAaPTHbIV rpaAueHT aHTUBUOTIKA. e igsé 4

Korga TecT-nonocky HaHOCAT Ha 3aCesiHHYI0 KyrbsTypoii &

MWKPOOpPraHn3ma noBepPXHOCTb arapn3oBaHHOW cpeapl, i

npenBapuUTenbHO CPOPMUPOBaHHbIV rpadnueHT Wkana MUK | & EA———
KOHLIEHTpaLuun aHTMBMOTUKa HEMeAIEHHO NPOHMKaeT (awrhan) 3 aHTINKpOGHbI
B arap, a 3aTem 06pasyeT CTabunbHbIN, i e
HenpepbIBHbINA, 3KCMOHEHLMATbHBIA rPaaneHT 3

KOHUEHTpaLumn aHTMBNOTNKA HENOCPEACTBEHHO MNof, TECT- 2

nornockoM. MNMocne nHky6aumm, B pesynbsrate KOTOpoW ed v
GakTepuranbHbI POCT CTAHOBUTCS 3aMETHbIM, BOOMb TECT- s b

NMOOCKM MOXXHO YBUAETH CUMMETPUYHbIV 3NNUMC T

UHrMbnposaHus. 3HaveHne MUK cumTbiBaeTcs co Lkanbl O6pasey mecm-nonocku ETEST

B MKI/MI NPy MNONTHOM MHIIMBUPOBaHMK pocTa GakTepuii
B MECTe NnepeceveHunst 3a0CTPEHHOro KOHLa annunca
C TECT-MOOCKON.

(6 3agucumocmu om rperiapama Oocmyng/ pasfiudyHble
wkKaribl cqumblsaHu,q)

HecmoTpst Ha cxoAcTBO € AMCKO-ANGdY3MOHHBIM METOLOM
(aHanornyHas npouenypa NPUroToBMneHNs MOCEBHOMN
KynbTypbl, BbIOOP NUTATENbHON CPEeAbl U YCIOBUSA
MHKy6aumm), ETEST He siBnaeTca aucko-anudy3moHHbIM
METOAOM U MOMHOCTBIO OTNMYAETCH OT OObIYHbLIX AVCKOBbIX
MeTOAOB. ['pagmneHT KOHLEHTpaLUMn aHTUMUKPOBHOTro
npenapata B ETEST npeaBaputensHo chopMmnpoBaH,
npegonpeneneH u ctabuneH, n He 3aBUcuUT oT Anddysnu.

COCTAB HABOPA

MHaveumayanbHas ynakoeka: Kanoasa TecT-nonocka Cooepxur:
412368 30 TecT-Nonocok * OwanasoH MUK reHtamuumna: 0,016—-256 mkr/mn

YnakoBka Ha HECKOMbKO KapTpUmKen:
423770 * 10 kapTpuaXen, B Kaxxgom no

10 TecT-nonocok 1 1 nakeTuky
BraronornoTuTens

* 1 KpblwKa

1 MHCTPYKLMSA NO NPYMEHEHNIO, KOTOPYIO MOXHO 3arpy3nTb € canta www.biomerieux.com/techlib
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HEOBXOAWMbIE MATEPUAIbI, HE BKINTIOYEHHBLIE B KOMIMJIEKT

MaTepuanbi

» ObwenabopartopHoe Mukpoburonornyeckoe obopynosaHme

* TamnoHbl (CTepUnbHbIE, HETOKCMYHBIE W HE CIIULLKOM MIIOTHO CKPYYEHHbIE) U NPOBUpKK.

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

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

* WHkybatop (+35 °C = 2 °C).

* MukpoopraHuambl Ansi KOHTPONS KayecTBa.

* Wnokynatop RETRO C80™ (gononHuTensHo) (Homep no karanory 559803).

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

PekomeHayeMblie nuTaTenbHbIe cpeabl

[nsi onpeneneHunsi 4yBCTBUTENBHOCTU K aHTUMMKPOOHbIM nNpenapaTtam (AST) cnegyet ncnonb3oBatb
BbICOKOKa4eCTBEHHbIE CPeLbl ONpPeeneHHoro coctasa, obecrnevmBatoLLme XopoLUmMin pocT (CM. Tabnuuy 1 B KOHUe
pasgena «VIHCTpYKUusi Mo NPUMEHEHMIO» HACTOSLLErO BKNaabllla B ynakoBky). [Ins obecneveHns nonyvyeHms TOYHbIX
1 focToBepHbix nokasatenen MUK npogykums BbiIOpaHHOM TOProBOM Mapku AOMKHA MMETb XOPOLLYHO
BOCMPOU3BOAUMOCTb OT NapTuM K NapTuu.

YT1006bI npoBepuTb Ka4eCTBO Cpeabl, npoBeanTe nccrnengoBaHne ¢ NoOMoLLb NoaxoaAaAWmMx WrtaMmMoB MUKPOOPraHM3mMmoB
ANnA KOHTPOJ1A KavyecTBa. Cwm. BKnagbIlwl B YNaKoBKY, I'Ipe,El,OCTaBJ'IFIeMbII?I npounssoguTenem cpeabl.

Y6eautecs, 4TO TOMNWMHa arapa B yawke lNetpu coctaensiet 4,0 + 0,5 mm 1 umeet pH 7,3 + 0,1.

NMPEOOCTEPEXEHUA U MEPbI NPEOOCTOPOXHOCTU
* TonbKko AnNa QUarHoCTUKW in vitro.
» Tonbko ansA npodeccuoHanbLHOro UCNONb30BaHUA. [laHHbIN TECT NpeaHa3HayYeH Ansi UCNOMNb30BaHMWs
KBannguLUMpoBaHHbIMK COTPyAHMKamMKn nabopaTtopuu.

» Bcerga cobniogavite npasuna acenTukn Bo BpeMs paboTsl ¢ obpasuammn 6aktepranbHbix Kynstyp. Heobxogumo
CTporo cobnoaaTb yCTaHOBMEHHbIE MePbl NPeJOCTOPOXHOCTY B OTHOLLEHUM MUKPOBMONOrMYECKMNX PUCKOB.

* TecT-nonockn npegHasHauYeHbl TONbKO AN OAHOKPATHOro NPUMEHEHUS N HE OOMMKHbI MCMOMb30BaTbLCS NMOBTOPHO.

ycnoBusa XPAHEHUA U CTABUIIbHOCTb

[Onsa nHaMBuAyanbHOM yNaKkoBKM:
* XpaHuTb Npu Temnepartype, yka3aHHOW Ha yrnakoBKe.
* He ncnonb3ynte peareHTbl NOCHE NCTEYEHNS CPOKa rOAHOCTW, YKa3aHHOrO Ha ynakoBKe.
» Tect-nonockn ETEST Heob6xooumo Bcerga XpaHnTb B CyXOM, MPOXMagHOM, 3allULLEHHOM OT BO3AENCTBUSA SPKOro
cBeTa mecrTe.
* He xpaHnute TecT-nonockn ETEST, ocTaBLlumnecs nocrne BCKPbITUA MHAVBUAYANbHON YNaKOBKMU.

[nA ynakoBKM Ha HECKONMbKO KapTpPUAXen:

+ XpaHuTe He BCKPbITbIe 1 BCKPbITbIE KAapTPUOXKM Npy TeMrnepaType, ykasaHHON Ha ynakoBKe.

* He ucnonb3yinTe He BCKpbITble KaPTPWUAKM NOCIE CTEYEHNS CpOKa rOAHOCTH, YKa3aHHOro Ha ynaKkoBKe.

* Tect-nonocku ¢ ETEST, ocTaBLumnecs Hem3pacxogoBaHHbIMU U3 BCKPLITOrO KapTpuaxa, criedyeT XpaHuTb B CyXOM
mecTe. He BbIHMMaWTe BnaronornoTutenb Nocrne BCKPbITUSA U 3aKpbiBaTe KapTpUAX (BXoAsLLe B KOMAMEKT
KPbILLKOWN) Cpa3y Nocrne MCnornb30BaHus.

* Tect-nonocku ETEST HeobxoanMo BCeraa XpaHuTb B CYXOM, NPOX/1aAHOM, 3alMLLEHHOM OT BO34ENCTBUS SPKOro
cBeTa MecTe.

+ [locrne BCKpbITUSA KapTPUMK MOXHO XpaHUTb B TEYEHWE KONMYecTBa AHEN, YKa3aHHOro Ha Hem cOoky. 3anuwmnte aaTy
BCKPbITUS kKapTpuoka psgoM ¢ cumeonom [il. Mepep ncnonb3oBaHUeM OCTaBLUMXCS TECT-NONOCOK y6eanTecs, YTo
CPOK XpaHeHus nocne BekpbiTus (14 nnu 31 AeHb B 3aBUCMMOCTY OT MOMEKYrbl) HE NPEBbILLIAET CPOK FOAHOCTH,
yKa3aHHbIV Ha ynakoBKe.

* [locne BCKpbITUS KapTPUAK MOXHO HECKOSBbKO pa3 3aKkpbiBaTb M OTKpbIBaTb. [1pn Hagnexallem xpaHeHun
1 obpalleHnn 310 He BnnsieT Ha ctabunbHocTb. KonnyecTBo 6enbix NpsiMOYronbHUKOB B KBagpaTe, HaneyaTaHHbIX
Ha MpaBoOW CTOPOHe, 03HayaeT, CKOMNbKO pa3 MOXHO OTKPbITb KapTPUAX, BKNtoYas BekpbiTue (3 pa3ali unu 4 pasa f3
B 3aBMCUMOCTM OT MorieKyrnbl). YTobbl 3admkenpoBaTh 9TO YMCIO, 3aKpackTe OAUH U3 Bernbix NMPSAMOYroNbHUKOB NpK
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BCKPbITUM KapTpyaXKa 1 3aTeM 3akpaluvBanTe no ogHOMy 6enomy npsiMOyronbHUKY Kaxabl pa3, OTKpbIBast
1 3aKpblBasi KAPTPUOXK.

lMpumepsbi (3Mukemku HuUXxe npueoodsIMCsi MObKO 8 CPaBoYHbIX UErsxX):

ETEST® XXX 0.016-256 ug!rl]L ETEST® XXX 0.016-256 ug.-‘n_'_lL
EE - - <14D || [:B] - - —=3p 00
—_— = =— = — 0999501 (][] —— = o= == == 09999801 (1]
« lNocne Toro kak kapTpuak GyAeT OTKPLIT MakCMMarnbHOe KONMYECTBO pas, BCE OCTaBLUMECS TECT-MOMOCKN creayet
yTUNM3NpOBaThb.

* Bxopgsier B KOMMMIEKT KPbILLKON MOXHO 3aKpblBaTb TOMbKO KAPTPUAKM U3 TOTO e KomnnekTa. He ncnonessynte
KPbILLKM OT APYrMX NapTun nim npenapaTos.
» KpblLKy cneayeT yTunuanposaTtb Mocne ee ncnonb3osaHusa ¢ 10 kapTpuaxamum 13 ynakosku.

MCNONb30OBAHUE

* lMepen ncnonb3oBaHem TecT-nonocok ETEST 13 HepackpbITON ynakoBku HeO6XOAMMO OCMOTPETh YNakoBKy Ha
npegmeT OTCYTCTBUS NMOBPEeXAeHUi. He ncnonb3ynte B cnyyae, ecnv ynakoBka Obina noBpexaeHa.

* [Mocne n3baTMa N3 XONOAMINbHUKA/MOPO3UITbHUKA HEOOXOAMMO BbiAepXaTb UHAMBUAYAIbBHYIO YNTaKOBKY UNnu
YNakKoBKY Ha HECKOMbKO KapTpuaXen npu KOMHaTHOM TemnepaTtype A0 BCKPbITUsS (0koro 15 muHyT, ecnu
Temnepartypa xpaHeHus coctasnana +4 °C, unm okono 30 MMHYT, ecnun TemnepaTtypa XpaHeHust cocTaensna
-20 °C). N3BnekaTb TeCT-MONOCKY U3 YNaKOBKM criegyeT HEMOCPEeACTBEHHO nepes ucnonb3osaHneM. Mepeq
BCKPbITMEM YNaKoBKM HEOBXOAMMO [0XAAaTbCA MOMHOro MCNapeHus Briaru, KoTopas Morfna CKOHOEHCMPOBaTLCH Ha
BHELLHEN NOBEPXHOCTMN YNaKoBKM.

* He npukacavitecb K NOBEPXHOCTW TECT-MOMOCKMN, HA KOTOPOW HAXOANTCH rPafAMEHT (K CTOPOHE, NPOTUBOMOSOXHOW
wkane MUK). ins B3sTua tect-nonocok ETEST pekomeHayeTca ncnonb3oBaTb pyvyHON annnukaTop [Hanpumep,
Mini Grip-It (puc. 1), BakyymHbir nuHueT NEMA C88™ (puc. 2), nuHUeT unm nogobHoe 1M ycTpoicTso]. B cnyvyae
n3sneyeHns Tect-nonocok ETEST Bpy4Hyt0 MUHLETOM Mnn nogo6HbIM YCTPOMCTBOM pa3peLlaeTcs npmkacaTbes
TOMbKO K KOpeLLKaMm (TOMY MeCTY, Ha KOTOpO€e HaHeCeH 2- unun 3-6yKBEHHbIV KOAa).

M3Bne4veHne TecT-nonockn ETEST 13 nHgmemayansHom M3BneyeHune tect-nonocku ETEST n3 kapTpuaka C NOMOLLbLO
ynakoBku ¢ nomotpeto Mini Grip-It BaKyymHoro nuHueta NEMA C88™

e VIHCTpyKUMM ONS MHAMBUAYaNbHOW YNaKOBKM:

Mpexae Yem OTKPbIBaTb YNakoBKY, OCTOPOXHO MOCTY4MTE YNaKOBKOW MO TBEPAON NOBEPXHOCTY,
YTOGbI TECT-NOMOCKA OKasanach Ha [He YNakoBKU, 3aTEM 3a)KMUTE YMaKoBKY Mexay 6omnbLunmM
1 yKazaTenbHbIM NanbLaMu, MOMeCTUB KOHYMK GOMnbLUOro nanbua B yriybneHve Ha 3agHen
CTOpOHeE.

HaxmuTe GonblummM nasnbuemM Brieped 1 ykasarternbHbIM nanbLem Hasag, YTobbl OTNOMUTL
antoM1H1eByo 060MoYKy, NMpKU 9TOM BaronornoTUTenb AOMKEH OCTaTbCA B BEPXHE YacTu
YNaKoBKM.
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OTorHute BEPXHKO YaCTb Ha3apg, YTOObI MONMHOCTLIO OTKPbITb YNaKOBKY.

M3Bnekute Tect-nonocky ETEST 13 ynakoBkv ¢ MOMOLLBIO NMHLETa Uy ApYyroro annnukaTopa.

* WVHCTpYyKUMM ANS yNakoBKU HA HECKOMbKO KapTpUIKEN:

MogHMMUTE A3bI4OK M3 PONbIY B BEPXHEW YacTu KapTpuaxa n noTaHuTe Hasag,
YTOObI MONTHOCTLIO CHATB.

( Mpumeyvanune: Y6eautech, Y4TO NOCNe BCKPLITUA HA KapTpUKe He 0cTanoch
onbry, MOCKOMbKY OHA NOMELLAET Kak CriefyeT 3aKpbiTb €70 KPbILLKOW.

B kapTpmaxe HaxoauTcsa NakeTUK KannesngHon hopmbl ¢ Bnaronornotutenem. He MU3BrieKaUTe BraronornoTutenb
nocre BCKpPbITUA.

* MeToza py4How 06paboTku:
o Ecnu ncnonb3syeTcs BakyyMHbI
nuHueT NEMA C88™ unu
annnukaTtop Mini Grip-It

* MeTop aBTOMaTU4eCKom 06paboTku ¢
NMOMOLLbIO aBTOMaTUYEeCKOro
annnukatopa SIMPLEX C76™:

o 3arpysute KapTpuoXKu ¢ TeCT-

(pekomeHayemble MeToabl):
Bo3bMuTE BEpXHIOKO TECT-
nonocky ETEST, He kacasice
BMaronornoTuTens.

nonockamu ETEST HanpsmMyto B
aBToOMaTM4eCKuI annnukaTop
SIMPLEX C76™ (MHCTpyKLMM CM.
B PYKOBOACTBE NOMb30oBaTens

annnukatopa SIMPLEX C76™).

o Ecnu ncnonb3yeTcs NMHUET unu
aHanornyHoe ycTponcTBO:
HaxmuTe ykasaTtenbHbIM
nanbLeM Ha y3Kui KoHeL,
nakeTuka c BraronorfnoTuTenem,
4YTOObI NPUNOAHATL TECT-
nonocku. He HaxxumanTe Ha
OKpyrnyto YacTb. MNpugepxveas
nanbLemM BnaronornoTuTens,
N3BMNEKNTE BEPXHIOK TECT-
nonocky ETEST 13 ynakoBku
MWHLETOM MW aHaNorM4HbIM
YCTPOWCTBOM.

Cpasy nocre “cnonb3oBaHus HaAeHbTE KPbILKY Ha KapTpuax (B NpaBuiibHOM
NONoXeHUN) 1 XpaHuTe ero, kak ykazaHo B pasaene YCIIOBUA XPAHEHUA
N CTABUINIbHOCTb.

054384-01

MHCTPYKUUA NO NPUMEHEHUIO

MpurotoBneHune cycneH3mm u noces

1. Hoegute cpeny u Tect-nonockv ETEST oo komHaTHOWM TemnepaTypsl.

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

3. TNoaroToBLTE CYCMNEH3MI0: CyCNeHANPYNTE XOPOLLO U30NMPOBaHHBLIE KOMOHWM, BbIPOCLLME HA YaLlKe C arapoM
B TEYEHME HOYM. YOeanTech B HanmMymMm B NOCEBHOWM CyCcneH3umn npaBunbHoro konnydectsa KOE/mn
(konoHneobpasytoLlas eanHULA) OTHOCUTENBHO COOTBETCTBYHOLLEro cTaHaapTa no wkane McFarland. [JaHHbIn nyHKT
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0C0BEHHO BaXeH AN MUKPOOPraHU3MOB CO CIOXHbIMU NUTaTeNbHLIMU NOTPEOHOCTAMU, U CIIM3UCTbIX KONOHWUIA
MWKPOOpPraHMamoB. Mpy NpaBnnbLHOM NPUIOTOBIIEHWMN CYCNEH3UN NOCHE KyNBTUBMPOBaHUS AOMKEH BbiTb nonyyeH
CMNIOLIHON MW NPaKTUYECKM CMIOLLHON POCT Ha MOBEPXHOCTM cpedbl.

4. CrtaHpapTbl MyTHOCTM no Lwkane McFarland He rapaHTVpyOT NPaBUIIbHOrO KONMYECTBA XU3HECNOCOBHbIX GakTepuii B
cycneHaun. HeobxoamMmo npoBoanTb perynsipHbIi NOACYET KOMOHWIA ANsi IPOBEPKM TOro, obecnevnBaeT m
ucnonb3yemasi MeToauka nocesa Mosy4YeHne Hy>KHOro KOnm4ecTBa XMU3HecnocobHbix 6aktepun (B KOE/mn). CMoTpuTe

paszgen KOHTPOJIb KAHECTBA.

5. BbINONHMTE NOCEB: OKYHUTE B MOCEBHYIO CYCMEH3MI0 CTEPUNbHbIA, HETOKCUYHbBIVA U HE CIINLLKOM TYrO CKPYY€EHHbI
TamnoH. Yoanute nabbITOK XXUAKOCTU, MPUXKaB TaMMOH K BHYTPEHHEN NMOBEPXHOCTU CTEHKM NpobMpkX. Yaanute 6onblue
XMOKOCTU, KOra AenaeTcsi NoceB Ha Yalky anameTpoM 90 MM, U MeHbLLE Npu 3aceBaHnM Yaluku gunametpom 150 mMm.
TwaTenbHO pacnpeaennTe CycreHanto no NOBEPXHOCTUN arapa LUTprYXamMu B TpeX HanpaBreHusix, Kaxabli pa3
nosopayuBas Yawky Ha 60 rpagycoB, 4To6bl 06ecneunTb paBHOMEPHOE pacnpeaerneHe NoceBHoOro marepvana. B
KayecTse ansTepHaTBbl MOXHO UCMOMNb30BaTh NHoKynsTop RETRO C80™ ans adhdeKkTMBHOro pacnpeaeneHus
NMOCEBHOW CYCMeH3Mm Mo NoBEepXHOCTH arapa (puc. 3) (MHCTPYKLMM CM. B PyKOBOACTBE MONb30BaTens MHOKynATopa
RETRO C80™). daiite n3bbiTky Bnarn ancopbuposaThea B TedeHne 15—-20 MUHYT, Tak 4To6bl NOBEPXHOCTL Gbina
MOJIHOCTLIO CyXOM Nepen HaAaHeCeHUeM TecT-Nosiocok ¢ rpaaueHTom ETEST.

Puc. 3

MoceB Ha YallKy ¢ arapoM ¢ NoMOLLbo MHoKynsTopa RETRO C80™

7

HaHeceHue TecT-nonocok u VIHKyﬁaLWIiI

1. Yb6eauTtecb, 4TO 3acesiHHas NOBEPXHOCTb arapa NosIHOCTbIO Cyxasi.

2. Ortkponte ynakoky ETEST, kak ykazaHO B MHCTPYKLMM MO BCKPbLITUIO 1 paboTe ¢ TecT-nonockamu.

3. Tect-nonocku ETEST MOXHO HaHOCUTb Ha 3aCEesiHHYI MOBEPXHOCTb arapa C NOMOLLbIO PyYHOro annnuMkaTopa
[Mini Grip-It, BakyymHoro nuHueta NEMA C88™ (puc. 4), nMHLETa 1nu Apyroro aHanorMiHoro ycrponcTeal nnéo
aBTOMaTMYeckoro annnukatopa SIMPLEX C76™ (puc. 5). PaamecTtute Tect-nonocky ETEST wkanoi MUK Beepx
(Mo HanpaBneHWIo K KPbILLKE YaLlkW) 1 MakCMManbHOW KOHLEHTpaunen bnvmxke K kpato Yawku (puc. 4 n 5).

Puc. 4

HaHeceHnwne TecT-nonockv ETEST Ha noBepxHOCTb
arapv3oBaHHOM cpefbl C MOMOLLbIO BaKyyMHOIO NuHLETa
NEMA Cc88™

Puc. 5

HaneceHnwne TecT-nonockv ETEST Ha noBepxHoOCTb
arapu3oBaHHOW Cpefbl C MOMOLLbIO aBTOMaTUHECKOro
annnukatopa SIMPLEX C76™

4. MoxHO ucnonb3oBaTh WabnoH Ans ONTUManbHOro noMelleHnst Tect-nonocok ETEST paBHoyganeHHo apyr ot
Jpyra B 4allke ¢ arapoM. B ogHow yalwike guameTtpom 150 MM ¢ arapom MOXHO pa3MeCcTUTb 40 LIECTU TeCT-MONOCOK
ETEST (puc. 6a), a B ogHon Yawwke gnametpom 90 mm ¢ arapoM — 40 ABYX (puc. 66). [1na MrukpoopraHnamoB
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C OXXMOAEMOW BbICOKON YyBCTBUTENBHOCTBIO UCMOMNb3YNTE MEHbLLE TECT-NMOMOCOK Ha Yallke anametpom 150 Mm
N TOMbKO OfHY TECT-NOMNOCKY Ha YaLuke guameTpom 90 MM.

Puc. 66.

LLlabnoH gns 2 TecT-nonocok B yaiuke guametpoM 90 Mm

Puc. 6a.

LLlabnoH ans 6 TecT-nonocok B yallke guametpoM 150 mm

Heobxoanmo y66,D,VITbC$|, YTO TECT-MOSIOCKA MOSTHOCTLIO NpUNeraeT K NOBEpPXHOCTM arapa. He cnenyet pasmellaTtb
TECT-NONOCKY B NepeBepHYTOM MONOXXEeHUW, TaK Kak afnmnc MHFMGMPOBaHVIH He o6paayeTc;|, NOCKOJIbKY aHTUBNOTUK
HE MOXET NPOHNKHYTb Yepe3 HENOPUCTYH NNaCcTUKOBYH TECT-NOJ10CKY. Mpwn HeobxoaMMOCTN MOXHO yoanntb
BO34yLIHbl€ NMONoCcTn, BUoNMble Noa TECT-NOSIOCKON, OCTOPOXKHO HaXKMMasi Ha TeCT-NONOCKY (He asuras ee) KOHYMKOM
anniukartopa unun nMHUETOoM, Nnpu 3TOM HanpaBlrieHne OBMXeHnA OOIMKHO ObITb OT MUHUMAIbLHOW KOHUEeHTpaunn

K MakcumarnbsHon. ManeHbkune Ny3bIPbKN HE BINUAKOT Ha pe3ylbraTbl TECTUPOBAHUA. Mocne HaHeceHus TecCT-
NOJTOCKY Henb3A caABUratb, MOCKONMbKY Npouncxoant MrHoBeHHoe BbICBOOOXAEHMEe aHTUOMOTUKA B arap.
KyJ'IbTVIBVIpOBaTb YallKy ¢ arapoM cnenyet B nepeBepHYyTOM NONTOXeHUn (KprI.IJKOI7I BHVI3), nocTaBneHHbIMWU OPYyT Ha
npyra, HO He Oonee 5 vallek, B COOTBETCTBUM C ycnoBumaMu, npnBeaeHHbIMU B PYKOBOACTBE HUXKE.

Tabnuua 1. YkasaHus no BbIGOpy nuTaTenbHbIX cpea, NOAroToBKe NoCeBHOro martepuana n KynbtTuBupoBaHUio

pynna Arapu3oBaHHas [MoceBHoOW MaTepuan KynstuBmpoBaHue
MVKPOOPraHu3MoB |  nuTaTenbHasi BT EEER
cpepa @ MMuTtatensHas nnoTHocTb | Temnepatypa Atmocdepa | Bpemsi (vachl) ®)
cpena © (no wkane (#¥2°C) P P
McFarland)
A3pobbl Mtionnepa- 0,85 % NaCl (nnm 0,5 +35°C OkpyxatoLyasi 16-20 ")
XvHTOHa COrneBoV pacTBop) (1, ecrn cpena 20-24 A) ans
KOMoHUSA Acinetobacter
cnusucras) spp.
MpumevaHus:

» a) CopepxaHuve kanbuus B arape Mionnepa-XMHToHa MOXET OTNnM4aThbCs B 3aBUCMMOCTM OT NPOU3BOAUTENS U
cepun. HeobxoamMMo NpoBOAWTL KOHTPOIb KAaYecTBa KaXaoi Cepun arapu3oBaHHOW cpeapl.

» 0) BbIno yctaHoBneHo, 4To coneBow pacTeop (Homep no katanory V1204) coemectum ¢ ETEST.

* B) Y6eauTech, YTO Yallka C arapom KynbTUBMpOBanack B Te4EHUE PEKOMEHAOBAHHOIO Nepuoaa BpeMeHU, Npexae
YeM CHUMaTb NoKasaHusl, 0COGEHHO B Crlyyae 3aMefIEHHOro NPOSsIBNEHUS) YCTOMYMBOCTU U MEAJIEHHO PaCTYLLMX

NMPUXOTITINBbIX MUKPOOPraHM3mMoB.

1) Ans MeaneHHo pacTyLwux n3onsatoB Pseudomonas spp. BpeMs KynbTMBMPOBaHUA cneayeT yBenuynTb A0

48 yacos.

* 0) na meaneHHo pacTyLlmx nsonatoB Acinetobacter spp. BpeMsi KynsTUBUPOBaHNS criedyeT yBenuunTb Ao

48 yacos.

PE3YNbTATbI U UHTEPMPETALUA
YyeT pe3ynsraToB

» Korga pocT 6akTepuin XopoLlo 3ameTeH, cuntanTe 3HavyeHne MUK B mecTe, rge annunc MHrmbupoBaHusi nepecekaeT
TecT-nonocky. KoHeuHble 3HavyeHns MUK B metone ETEST 06bI4HO YETKO BblpaXeHbl, HO MOryT HabnoaaTbes
N pasnuyHble KapTuHbl pocTa/MHriMbrpoBaHmus. CM. unnicTpaumm Hke (PUCYHKU 7, 8 n 9).
* He yuntbiBaliTe pesynbsraTthbl, €CNu KynbTypa BbIMAAUT CMELLAHHON U ecrnv pocT GakTepuii 04eHb
He3HaUUTESNbHbIN UK CAULLKOM rycTol. MoBTOpUTE TECT.
» [Ina 6akTepuUMAHbIX NpenapaToB, TakMX Kak reHTaMULMH, KOHeYHoe 3HaveHne MUK cnegyeT yumTbiBaTh B MeCcTe
MOJIHOrO NHIMBMPOBaHNS pocTa. NoMyTHEHME U MAKPO- UM MUKPOKOSIOHMM B Mpeaenax 3 MM OT TECT-MOSTOCKN
cnegyeT yunTbiBaTh Kak poCT.
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» PocT Boonb Bcero rpagueHTa (OTCyTCTBME annunca MHrMbupoBaHus) o3HavaeT, YTo 3HavyeHne MUK Bbiwe nnm paBHo
HaMBbICLLEMY 3HAYEHMIO Ha LuKarne. ONnunc MHrMbMPOBaHKS HXE rPagueHTa o3HadaeT, uTo 3HaveHne MUK Huxe,
YeM Hanbonee HU3KOe 3HaYEeHUEe Ha LuKane.

* M3bbiTovHas Bnara B Yallkax nepes noceBoM, HeAOCTaTOYHO BbICYLLUEHHAsS MOBEPXHOCTb Nepes, HanoXeHneM TecT-
NOrOCOK U/MNM HEPABHOMEPHO 3acesiHHbIE LUTPUXOM MOBEPXHOCTU MOTYT NPUBECTU K OTCYTCTBUIO CMIIOLLHOIO pocTta
unu 3ybyatbiM kpasim annunca. NoBTopuTe TeCT, ecnun y4eT KoHeYHbIx nokasatenen MUK satpygHeH. B cnyyae
HepoBHbIX NepeceyeHnin MUK ¢ nonockow yunTbiBaliTe bonbluee 3HadeHre. Ecnv pa3segenuii > 1, noBTopuTe TECT.

» [1na To4HOrO onpeaeneHnst KoHevHbIx 3HadeHnn MUK ona Acinetobacter spp. HaknoHuTe YaLuky W/unmn ncnonb3ynte
yBENUYUTENbHOE CTEKIO.

* B clny4vyae TyHHeNbHOro pocta npeHe6pera|71Te TOHKOW NUHWEN pOCTa BOONb TECT-NMOJTOCKN.

Mpumepbl yyeTa pesynsraToB

|

96
64
48
32
24
16
12
8
6
4
3
2
1.5
1.0
RP.75,
.50
.38
25

= E%

Puc. 7 Puc. 8 ' Puc. 9

E. coli P. aeruginosa S. aureus
ATCC® 25922" ATCC® 27853™ ATCC®29213™
MWK = 0,75 mkr/mn MWK = 2 mKkr/mn MWK = 0,5 mkr/mn
UHTepnpeTauus

[ns nHtepnpetaummn 3HaveHnn MUK, nonyyeHHbIx ¢ noMoLubio Metoda ETEST, MOXHO nonb3oBaTbCA MOPOroBbIMU
3HaveHusiMu MUK onsa onpegeneHunst kKateropuin MHTepnpeTauum, onybnnkoBaHHbIMK YNpaBrneHneM no KOHTPOIo
KayecTBa NuLLEBbIX NPOAYKTOB 1 nekapcTBeHHbIX cpeacTs (FDA)/CLSI, EUCAST w/vunu BawmmM HaumoHanbHbIM
KOMUTETOM.

TekyLime norpaHnyHble 3HaYeHUs NpUBeAeHbl Ha Takux Beb-canTax: https://www.fda.gov u/vnu https://clsi.org n/unm
www.eucast.org.

Byay4yn nonHocTbio KonuyecTBeHHbIM MeTogom onpeaenerHns MUK, ETEST pnaet BoamoxHocTb nabopatopum
coobWwmTb ToYHbIe 3Ha4YeHns MK BmecTe ¢ kaTeropuein nHtepnpetaumn. ETEST onpegensiet 3HadeHus MUK no
HEeMpepbIBHON LLUKarne 1 MOXET nokasaTb pe3ynsTaTbl B MPOMEXYTOYHOM MOMOXEHUN MEXAY TPaauLMOHHbIMU
OBYKpaTHbIMW pa3BedeHnsimu (B nonpassenexust). Ecnv sHavenne MUK no metony ETEST HaxoauTca mexay
CTaHAapTHbIMW OBYKPaTHbIMU Pa3BedeHUsIMU, TO €ro crieayeT OKpYrnuTb A0 Grvbkanilero BepxXHero 3Ha4eHnst
[OBYKpaTHOro pasBefeHnsi Nepes TeM, Kak KaTeropusnmpoBaThb.

TMpumep nopozossix 3HavyeHull MUK EUCAST (mka/mn):

S I R
HysecmeumernbHocmb npu HyscmeumenbHocmb npu Yemodyusocmb
cmaHOapmHOM pexume ysernu4yeHHom 8o3delicmauu
do3uposaHusi
<0,06 0,12-1 22

MWK 1 mkr/mn no metogy ETEST kaTeropmsupyeTcs kak YyBCTBUTENBHOCTb MPW yBENMYEHHOM Bo3agencTemm (1), B TO
BpeMs Kak KOHUeHTpauus 1,5 okpyrnseTca 4o 2 MKI/MM 1 KaTeropusmpyeTcs Kak ycTonumeocTb (R).
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KOHTPOIIb KAYECTBA

YTobbl NpoBepuTh paboune xapakTepucTukn Habopa peareHToB ETEST, kauecTBO cpef, NOCEBHOrO MaTepuana

1 ucnosb3yeMbixX NpoLeayp, NPOTeCTUPYATe WTaMMbl Anst KOHTpons kadecTsa (KK), npuBeaeHHble B criedytoLleit
Tabnuue. PeareHTbl 1 MCMOMb3yeMble NPOLEeypPbl CHUTAKOTCS YAOBMNETBOPUTENbHLIMM, €CIW MOMyYeHHble 3HadYeHust MUK
COOTBETCTBYIOT CMEAYIOLLMM crieumpukaLmsam KOHTPONs KavecTsa:

MUK KOoa LUTAMMBI ON1A KK ETEST OVAMA3OHbI MUK OMA KK ETEST
AHTMWUKPOBHOIO (mkr/mn)
MPEMAPATA (Mxr/mim)
FeHTaMULMH GM E. coli ATCC® 25922™ 0,25-12).9)
0,016-256 P. aeruginosa ATCC® 27853™ 0,5-22). 6)
S. aureus ATCC® 29213™ 0,125-12).6)
MpumeyaHus:

+ a) CLSI M100: Performance Standards for Antimicrobial Susceptibility Testing, 29t Edition (CLSI M100.
HopmaTuBHblEe Noka3aTenu TeCTUPOBaHWUSA aHTUMUKPOOHOWM YyBCTBUTENBHOCTU, 29-€ n3gaHue).

* 6) EUCAST: European Committee on Antimicrobial Susceptibility Testing, version 9.0, valid from 2019-01-01
(EUCAST: EBponencknit KOMMTET MO TECTMPOBAHUIO aHTUMUKPOBHOW YyBCTBUTENBHOCTU, Bepcus 9.0,
pencteutensHa ¢ 01.01.2019 r.).

Pesynbrathl aHanm3a naumeHTa He cnepyet coobwatk, ecnu pesynstathl KK BbIXOAAT 3a npegensl yTBEPXKOAEHHbIX
3HayeHun KK. Yactorta npoBeperusa KK gomkHa yctaHaBnmBaTbCs kaxgon naboparopven MHOMBUAYarnbHO.
PykoBogsLme npmHUMnbl NpeacTaBrieHbl B JOKYMEHTax Mo OnpeAeneHnto YyBCTBUTENbHOCTU K aHTubrnotmkam CLSI
cepwii MO7 n M100. 12

Mpepenbl 3Havenun Ana KK metoga ETEST moryT otnuyatees ot cneundukaumi CLSI n (unu) EUCAST B HekoTOpbIX
cnyyasx. MNMpegensl 3HaveHun ans KK metoga ETEST ocHoBbIBaloTCA Ha 06LwmpHon 6a3e, cobpaHHOWM NpU KOHTPOMbHOM
TeCTUpoBaHMM BOMbLIOro YMcna Cepuii PeakTMBOB B TEYEHNE HECKOSBKMX NET, U BKIOYAT AaHHbIE MHOTOLEHTPOBBLIX
nccnenoBaHun.

Ecnun 3HadeHns MUK B oTHoweHun wtammoB ansa KK HaxogaTca Ha nonpassefeHns Huke HukHero npegena KK, nx
crneyeT OKpyrmuTb A0 GrnivkaiLlero BEpXHEro 3Ha4YeHns ABYKpaTHOro pa3BefeHns nepes TeM, Kak yCTaHOBUTb
cootBetcTBue KK. MNMogobHbim obpasom, ecnu 3HaveHns MUK HaxogaTcst Ha nonpasBefeHns Bbllle BEPXHEro npeaena
KK, nx cnegyet cuntatb HecooTBeTCcTBYHOLWMMN KK.

Heobxoanmo npoBoanTb perynspHbIi NOACHET KOMOHUIA AN NPOBEpPKM TOro, obecrneynBaeT v nonyvyeHHas ninoTHOCTb
CYCMeH3Un MOCEBHOro Matepuarna nonyyeHne 4OCTaTO4YHOrO KONMYecTBa XU3HEeCnocobHbIX 6akTepun B KOE/Mn.
MpurogHbI MaTepuan Ansa nocesa Aact NpubnuauTensHo ot 1-5 x 108 KOE/mn.

CtaHpapTtbl MmyTHOCTM no wkane McFarland He rapaHTUpylOT NpaBUNIBHOro KONM4YeCcTBa XM3HECNOCOOHbIX
6akTtepun B KOE/mn.

OXWOAEMbBIE PE3YJIIbTATbI

YPOBHU Y4yBCTBUTENBHOCTM K aHTUOMOTUKaM AN pasnunyHbIX Gronornyecknx nonynaumn 6akrepun 6onblue HEBO3MOXHO
npeAcKkasaTh B CBSA3W C MPOrpecCMBHbBIM PasBUTMEM YCTONYMBOCTU. [ToaToMy nabopaTtopus AOMKHa Nosb30BaTbCA
oxungaembimm pesdynstratamu MUK pasnuyHbix aHTMBMOTMKOB ANst pedepeHTHbIX LUITAMMOB KOHTPOMS KavyecTsa, Y4Tobbl
obecneunTb COOTBETCTBME TEXHWKM TECTUPOBaHNSA HEOOX0AMMbIM TPEBOBAHUAM U Pa3yMHY0 TOYHOCTb MOMyYaeMbIxX
KMMHNYECKNX pe3ynbLTaToB.

PABOYME XAPAKTEPUCTUKU

Paboune xapaktepuctukn ETEST ansa reHTamuuyHa Obiny yCTaHOBMNEHbI C UCMONb30BaHWEM CPaBHUTENbHbIX OLEHOK.
OTn nccneposaHns nokasanu, 4to MUK, onpegenenHsie no metogy ETEST GM, koppenumpytoT ¢ pedepeHTHbIM
meTopom CLSI M07'. Metop ETEST cuutaeTcs no CyLLecTBY aKBMBaneHTHbIM metogam CLSI, koraa 3HaveHns MUK n3
obeux npouenyp nokasbiBatoT nonHoe cooreetcTBue (EA) = 90 % B npepenax + 1 passegeHus.

Pabouve xapakTtepucTukun npuBeaeHbl HXKe:

MwukpoopraHuam Lrammer (N) % nonHoro cooteeTcTams (EA) 2)

A3pobbl 627 97

MpumeyaHus:
* a) EA — % 3Hadennii MUK B npegenax + 1 pasBeneHus pedpepeHTHOro MeToaa.

bioMérieux SA pycckun - 8



® -
ETEST"” Gentamicin (GM) (0.016-256 ug/mL) 054623 - 01 - 2020-08 - ru

BAXHbIE 3AMEYAHUA

1. WHorga HekoTopble kKOMOMHaUMKM 6akTepum n aHTMBMOTUKa Aal0T HEeOXMAAHHbIE pedynbraThl. B Takux crnydasax
MaroonbITHOMY NepcoHany B6yaeT CNoXHO NPUHATL PeLLeHne No KoHeYHomy 3HadveHnto MUK. OgHako, 4ToObI
HayuYMTbCs MPaBUIIBHO OnpeaensTe KoHeYHble 3HadeHnss MUK, coTpyaHvKkn MOryT NpakTMKOBaTbLCS, perynspHo
ncnonb3ys peepeHTHbIE LWTaMMbl U CpaBHUBASA CBOK paboTy ¢ pedynsratamu KBanuumumpoBaHHbIX paboTHNKOB.

2. Kak v Bce aaHHble AST, pesynbratel ETEST ABNsOTCA TONMbKO 3HAYEHUAMM in Vitro n MOryT ykasbliBaTb Ha
NoTeHUManbHyK YyBCTBUTENBHOCTb MUKPOOPraHn3MOoB in vivo. icnonb3oBaHne pesynsTaToB Mpu BbIGOpe neyveHns
OOMKHO ObITb €ANHONUYHBIM PELLEHNEM U OTBETCTBEHHOCTbLIO Nnevaluero Bpada. OH JOMmKeH NpuHYMaTh BO
BHMMaHWE MeOULMHCKMIN aHaMHEe3 1 BCIO M3BECTHYIO MHAOPMaLMIO O naumeHTe, dhapMaKkoKMHeTn4eckne
1 dhapMakoAMHaMM4ecKke CBOMCTBa aHTMONOTUKA 1 KITMHUYECKWI ONbIT NIeYeHUs AaHHbIM NpenapaToM UHMEKLNN,
BbI3BAHHbIX KOHKPETHbIM BaKkTepuanbHbIM NaToreHOM. Takke crnegyeT yunTbiBaTb TUM aHTMOMOTMKAE, JO3Y 1 PEXUM
[03MPOBaHuMS.

3. [Onsa nony4eHns AONOMHUTENBHOW MHPOPMAaLMMN O KOHKPETHBIX OFPaHNYEHUSIX B MHTEPNpeTauun pesynsraTtoB u/mnm
OrPaHNYEHNAX KITMHNYECKOrO MCNOMb30BaHUS aHTUBMOTHKA B pa3nnyHbIX TepaneBTUYECKUX CUTyaumnsix M. Tabnuupbl
N CHOCKM Ha cTaHgapTbl uHTepnpeTtauun MUK B nocnegHux sepcusx pekomengaumin EUCAST nnm gokymentoB CLSI
Mo onpeaeneHnio YyBCTBUTENbHOCTY K aHTMBMOTMKaM Ans npoueayp passeneHus (cepun MO7 n M100).1 2.3

YTUITU3ALNA OTXOOOB
YTUnNusnpymnte ncrnosib3oBaHHbIE N HENCTIONb30BaHHbIE PeareHThbl, @ Takke KOHTaMUHUMPOBAHHbIE PACXO[HbIE MaTepuarnbl
B COOTBETCTBUM C TpeboBaHMAMU, NpeabaBnsaeMbiMy ANS YTUNN3aLUNM MHEKLVOHHBLIX MaTepuarnos.

Kaxxgas nabopartopusi 06583aHa obpaluartbCs ¢ Noy4YeHHbIMM OTXOA4aMU U CTOKaMy B COOTBETCTBMM C UX TUMOM U1
CTeneHb ONacHOCTU, a TakKxXe 06p863TblBaTb N YyTUNn3npoBaTb NX B COOTBETCTBUU C YCTAHOBITIEHHbIMU NpaBuiaMn n
HopMaMmu.

CMUCOK NUTEPATYPbI

1. CLSI M07: Methods for Dilution Antimicrobial Susceptibility Tests for Bacteria That Grow Aerobically (Latest edition)
(CLSI MO7: MeTtoab! NnpoBeAeHNsi TECTOB Ha onpeaerneHne YyBCTBUTENbHOCTM adpobHbIX BakTepuii k
aHTMMUKPOOHBLIM Npenapatam nyTem pasBefeHus (nocnegHee nsgaHue)).

2. CLSI M100: Performance Standards for Antimicrobial Susceptibility Testing (Latest edition) (CLSI M100.
HopmaTuBHble noka3aTenu TeCTUPOBaHUSA aHTUMUKPOOHON YyBCTBUTENBHOCTM (MOCNEAHee u3gaHve)).

3. EUCAST: European Committee on Antimicrobial Susceptibility Testing (Latest edition) (EUCAST: EBponeinckuii
KOMWUTET MO TECTUPOBAHMIO YYBCTBUTENBHOCTU K aHTUMMKPOOHBIM NpenapaTtam (nocrnegHee nsgaHue)).

TABJIMLIA CUMBOJIOB Y OBO3HAYEHUI

CumBon O603Ha4eHne

Homep no KaTtanory

MeguunHckoe nsgenve ang
OWNarHoCTuKu in vitro

M3rotoBuTenb

TemnepaTypHbIn guanasoH

Vicnonb3oBatb 40

Kog naptum

3anpeT Ha NOBTOPHOE NPUMEHEHNEe

CpoK XpaHeHus nocrie BCKpbITUS

OGpaTnTech K MHCTPYKLMM MO
NPUMEHEHNIO

CoaepXXMmoro AoCTaTtouHo Ans
npoBeaeHUst N-KONMYecTBa TECTOB

EIIE e ME(E
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CumBon O603Ha4eHne

& [laTa nsrotoBneHus

OrPAHUYEHHAA TAPAHTUA

KomnaHnus bioMérieux rapaHTupyeT, 4To paboyne xapakTepucTuKM AaHHOTO U3AENUS COOTBETCTBYIOT yKasaHHOMY
npeaycCMOTPEHHOMY Ha3Ha4YeHMIo B TEYEHKEe BCEro Cpoka aKCmyaTaLmmn npy yeroBum, YTo CTPOro cobniofeHbl Bce
npoLeaypbl N0 UCMOMb30BaHMI0, XpaHeHWo 1 0bpaboTke 1 Mepbl 6€30MacHOCTH, Kak MOAPOBHO N3NOXEHO B MHCTPYKLMAX
Mo 3Kcnsyataumn.

3a UCKIYEHNEM BbILLIEYKa3aHHbIX criydyaes, koMnaHusi bioMérieux He JaeT HUKaKuUX rapaHTui, B TOM Yucre
noApasyMeBaeMblX rapaHTUii TOBapHOTO KayecTBa U rapaHTWii COOTBETCTBUS MpearnoniaraeMoMy UCToSb30BaHUIo, U He
JaeT HYKaknx 0653aTenbCTB, B TOM YMCIIE SIBHO BbIPaXKeHHbIX, NoapasyMeBaeMblX U KOCBEHHbIX, B OTHOLLEHWU
MCMOSb30BaHUs Kakoro-nmbo peareHTa, NporpamMMHOro obecnedeHus, Npubopa 1 pacxoaHbIX MaTepuarnos (nanee —
«Cucteman), OTIMYHOTO OT YKa3aHHOTO B MHCTPYKLUAX MO 3KCMyaTaumu.

UCTOPUA NEPECMOTPOB
Kateropuu TnoB nameHeHum

H/M He npumeHumo (nepsoe nagaHve)

KoppekTypa WcnpasneHve owmnbok B AOKYMEHTaLMm

TexHuyeckne [ob6asneHune, nepecmMoTp n/unun yaganeHne kacarLlencs npoaykra nHdopmamm
N3MeHeHUs

AAMUHUCTPATUBHbIE BBeaeHne nsmMeHeHni HeTEXHMYECKOro xapakTepa, 3aciyX1BatoLmnx BHUIMaHNA
N3MEHEeHNs nonb3oBarens

lMpumeyaHue. HesHadyumernbHble munogpagckue, 2paMmMamuyeckue USMEHEeHUsI U USMEHEeHUSsI 8
hopmMamupogaHuU 8 UCMOPUIO NePECMOMpPO8 HE 8KITIOYEHI.

[ara Bbinycka Howmep Bepcumn Tun nameHeHumn 0O630p n3MeHeHum
2020-08 054623-01 [NepBoe n3gaHne H/M

[nsa nonyyeHns TEXHUYECKOW KOHCYIbTaLMn 1 NoaaepXkm npocbba obpallaTtbest K yNomHOMOYEHHOMY NpeacTaBUTENto
npovsBoauTens Ha Tepputopum Poccuickon Penepaumm:

000 «brnoMepbe Pyc»
Appec: Poccus, 115230, Mocksa, 1-bin HaratuHckmii npoesa, a. 10, cTp. 1
Ten./dpakc: +7 (495) 221 10 79
TenedoH ropsayen nuHmm: 8 (800) 250 10 79

e-mail: info.russia@biomerieux.com

Beb-canT: www.biomerieux-russia.com

B cnyyae BbisiBNeHMs N0O60YHbIX AENCTBUIA, HE YKa3aHHbIX B MHCTPYKLUMM MO NPUMEHEHUIO UM PYKOBOACTBE MO
aKcnnyaTaumMm MeguLMHCKOrO U3AENnst, HexenaTenbHbIX peakuuii Npy ero NpUMeHeHUn, 0cobeHHoCTeN
B3aMMOAEWNCTBUSA MEANLIMHCKUX N3aenuii Mmexay cobor, hakToB 1 06CTOATENLCTB, CO3aatoLLMX YrPO3y XKU3HU U
300pOBbI0 IPaXXAaH U MEANLMUHCKUX PAaBOTHUKOB NPU MPUMEHEHUN 1 SKCMSyaTauum MeauUMHCKUX U3Aenun,
HeobxoAuMOo HanpaBuTb COOBLLIEHVE, coaepXalliee yka3aHHble cBeaeHns, B PefeparnbHyto cnyx0Oy no Haasopy B
cepe 30paBOOXpPaAHEHUSA B COOTBETCTBUM C AENCTBYIOLLUM 3aKOHOAATENLCTBOM.

BIOMERIEUX, norotun BIOMERIEUX, ETEST, Tect-nonocka ETEST, NEMA C88, RETRO C80 n SIMPLEX C76
SIBMSIOTCS UCMONb3yeMbIMU, 3aPETMCTPUPOBAHHBLIMU U/UINM HAXOOALWMMUCS B NPOLECCE perncTpauum ToBapHbIMM
3HaKamu, NpuHagnexawymm komnasmum bioMérieux, oAHON U3 AOYEPHUX UNWN BXOASLLMX B €€ rpynny KOMNaHum.

CLSI aBnsieTcsa ToBapHbIM 3HakoMm, npuHaanexawum Clinical Laboratory and Standards Institute, Inc.
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ToBapHbIN 3HaK 1 ToBapHoe nmsa ATCC, a Takke niobble Homepa no katanory ATCC — ToBapHbIe 3Hakv KOMnaHum
American Type Culture Collection.

EUCAST o3HavaeT EBponeiickuii KOMUTET MO TECTUPOBAHMIO YyBCTBUTENBHOCTM K aHTUMUKPOBOHBLIM Npenapatam. 3Tu
AaHHble 6binm npepoctasneHsl EUCAST Ha 6e3B03mMe3aHOM ocHoBe 1 JocTynHbl Ha cante EUCAST: www.eucast.org.
ABTopckue npaea Ha Hux octatotcs y EUCAST. Pekomengaummn EUCAST yvacTto o6HoBRsOTCA. VX nocnegHne Bepcum
[OCTynNHbl Ha Beb-cante www.eucast.org.

[pyrve Ha3BaHMsA U TOBapHbIe 3HAKW NPUHaAnexaT ux 3akoHHbIM Briagernbuam.

dotorpacumm: bioMérieux SA

673 620 399 RCS LYON
M 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





