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ETEST® Amoxicillin (AC) (0.016-256 pug/mL)

Etest AC AMOXICILLIN - E-TecT amokcmuunnuH 256 (aanee no tekcty metoa E
nonocka ETEST, metog ETEST, Habop peareHToB ETEST, TecT, TecT-nonocka)

TEST AC, ETEST, TecT-

VD)

Ha3HauyeHue

ETEST — 370 py4HOV KONMMYECTBEHHbIN METOA, ONPEAENEHUs YyBCTBUTENBHOCTU K aHTUMMKPOGOHBIM NpenapaTtam
rpaMoTpuLaTenbHbIX Y IPaMMONIOKUTENbHBIX a3POBHBLIX GaKTEPUI, U GaKTEPUI CO CIOXHBIMU NUTATENBHLIMU
noTpebHocTAMK. CUCTeMa COCTOUT U3 CTaHAAPTHOTO rpaJveHTa aHTUGNOTUKA, KOTOPLIV UCNOSb3yeTcs As
onpeaeneHns MMHUMarbHOW UHIMBupytoLlen koHueHTpauun (MUK, BelpakeHHOM B MKI/MIT), pasnuyHbIX aHTUMUKPOGOHbBIX

npenaparoB AA MUKPOOPraHM3mMoB NoCpeacTBOM KyInbTUBMPOBAHUA HaA nNUTaTen

lNMoka3aHusA K npUMEeHeHun

bHOM arape B Te4eHne Ho4Nn.

MeTton ETEST AC MoxHO ncnonb3oBaTth Anis onpegenenns MUK amokcnumnnmHa B OTHOLLEHUM CreayoLmx

MUWKpPOOPraHNU3moB:
 Streptococcus pneumoniae

MpuHUMN

ETEST npeacraBnsieT cobom TOHKY0, UHEPTHYHO, AP B

HEeNnopuUCTyto NacTUKOBYHO TECT-MOSOCKY. Ha OAHY CTOPOHY Ko

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

npenapata

apyryto — CTaHZ4apTHbIN rpagneHT aHTUbMoTUKA.

Korga TecT-nonocky HaHOCAT Ha 3acesiHHYH0 KynbTypoW

MUWKpPOOpPraHn3ma noBepXHOCTb arapn3oBaHHOW cpefbl,

npegBapuTernbHO COOPMUPOBAHHbBIN rPagueHT Ukana MVK
KOHLUEHTpauun aHTMONOTNKA HEMEANEHHO NPOHMKaeT (e /1ar)
B arap, a 3atem obpasyeT CTabunbHbIN,

HenpepbIBHBINA, 3KCNOHEHLMAnbHbIN rpagueHT

KOHLEHTpauumn aHTMBMOTNKa HEeNoCcpeaCcTBEHHO Nof TecT-

nonockoMn. MNMocne nHKy6aumm, B pesynsrare KoTopon

GakTepunanbHbI POCT CTAHOBUTCHA 3aMETHbIM, BOOMb TECT-

MOITOCKM MOXXHO YBUAETb CUMMETPUYHbIV 3MUMC

8

g IKCNOHeHUManbHbIA
3 aHTUMUKPOGHbII
1?5 rpagueHt

UHrMGUpoBaHusi. 3HayeHne MUK cumTbiBaeTCs CO LUKarnb O6pasey, mecm-nonocku ETEST

B MKI/MI Npy MOSTHOM MHIIMOUPOBaHMM pocTa GakTepui
B MECTe nepeceveHnst 3a0CTPEHHOMO KOHLA annunca
C TECT-NMOMOCKON.

(8 3asucumocmu

HecmoTps Ha cxoacTBO € AMCKO-ANAEPY3MOHHBIM METOAOM
(aHanornyHas npouenypa NpUroToBNEHNA NOCEBHON
KynbTypbl, BbIOOP NUTaTEnsbHON CPebl U YCroBus
uHky6aummn), ETEST He aBnaeTcsa Aucko-anddy3noHHbIM
METOAOM U MOMHOCTBI0 OTAMYaETCSA OT OObIYHBIX ANCKOBbIX
MeTOoA0B. [[paAneHT KOHLUEHTpaunm aHTUMUKPOBHOTro
npenaparta B ETEST npegsaputensHo cchopMUpoBaH,
npegonpeneneH n ctabuneH, n He 3aBucuT OT Anddpy3nn.

om nipenapama 0ocmyriHbl pa3nuyHble
wiKarbl CHUmMbI8aHUs)
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CocTtaB Habopa

WNHavBuayanbHas ynakoBka: Kaxxgaa TecT-nonocka CoaepXuT:
412243 30 TecT-nonocok ¢ [NnanasoH MUK amokcuumnnuua: 0,016—-256 mkr/mn

YnakoBka Ha HECKOMbKO KapTPUMKEN:
423816 * 10 kapTpuoxKen, B KaXaom no

10 TecT-NnoNocok 1 1 NnakeTmky
BnaronornoTuTens
* 1 KpblLKa

1 MHCTPYKLMS NO NPUMEHEHUIO, KOTOPYH MOXHO 3arpy3nTb ¢ canta www.biomerieux.com/techlib

Heob6xoaumblie MaTepuanbl, He BKIMlO4YeHHbIe B KOMNONEeKT

MaTepuanbi
+ ObwenabopatopHoe MuKpobuonornyeckoe obopyaoBaHue
+ TamnoHbIl (CTEPUIbHbIE, HETOKCUYHbBIE U HE CIIULLIKOM MIIOTHO CKPYYEHHbIE) Y NPOBUPKN.
+ PyyHoi annnukatop [Hanpumep, Mini Grip-It (Homep no katanory 411200), BakyymHbIii nnHLeT NEMA C88™ (Homep
no katanory 559804), nMHUET UNn aHanorM4Hoe yCTPOUCTBO)].

* McFarland Standard — Ha6op ctangapTtoB myTHocTn Mak®apnaHaa (Homep no katanory 70900) unu emy
aHanornyHbIn.

* WNHkyBaTtop (+35 °C £ 2 °C).

* MwukpoopraH13mbl Ans KOHTPOMS KayecTBsa.

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

+ AnnnukaTtop SIMPLEX C76™ (gononHutensHo) (Homep no katanory 559802).

PekomeHayeMbie NnuTaTenbHbIE cpeabl

[ns onpeneneHust 4yBCTBUTENBHOCTU K aHTUMWKPOOHBIM Npenapatam (AST) crnegyeT Mcnonb3oBaThb
BbICOKOKa4eCTBEHHbIE Cpeabl ONpeaeneHHoro coctaBa, obecneymBatoLLme XopoLwnii pocT (CM. Tabnuuy 1 B KoHLE
pasgena «IHCTpYKUUsi NO NPUMEHEHMNIO» HAcCTOSLLEro BKNablla B ynakoBky). [Ins obecneyeHnsi nony4eHnst TOUHbIX
1 gocToBepHbIx nokasatenent MUK npoaykums BbIOGpaHHOM TOProBor Mapku J0MKHA UMETb XOPOLLYHO
BOCMPOU3BOAUMOCTb OT NapTUX K NapTuu.

YT1006bI npoBepuTb Ka4eCTBO Cpeabl, NnpoBeanTe nccnegoBaHne C NOMOLbO nogxoaAawmx WwWraMmmMmoB MUKPOOPraHM3moB
AnA KOHTpPONA KavyecTBa. Cwm. BKragpiw B ynakoBKy, NpegocTaBngemMbli MPOM3BOANTENEM Cpeabl.

Y6eaunTecnb, 4TO TonwMHa arapa B vaLike lNMetpu coctaensert 4,0 £ 0,5 mm 1 umeet pH 7,3 £ 0,1.

I'Ipe,qOCTepemeHml n Mepbl NpPpeaoCTOPOXKHOCTU

» Tonbko gns AMarHOCTUKM in vitro.

* Tonbko ansa npodeccMoHanbLHOro UCNoNb3oBaHus. [JaHHbIN TECT NpeaHa3HayYeH ANs UCNONb30BaHMWs
KBanuMguuMpoBaHHbIMU COTPyAHMKaMKU nabopatopuu.

» Bcerga cobnioganite npasvna acenTuku Bo Bpems paboTel ¢ obpasuamu 6aktepmansHbix KynsTyp. Heobxognumo
cTporo cobnogatb yCTaHOBMNEHHbIE MEPbI MPEAOCTOPOXHOCTM B OTHOLLEHUM MUKPOOMONOINMYECKNX PUCKOB.

» TecT-nonockn npegHasHavyeHbl TONbKO ANA OOHOKPATHOIO NPUMEHEHUSA U HE OOMKHbI MCMONb30BaTbCS NOBTOPHO.

YcnoBus XpaHeHunsa n CTabUNbHOCTb

Onsa nHaMBuAayanbHOW YNaKkoBKM:
» XpaHuTb Npu TeMnepaTtype, ykasaHHOW Ha yNakoBKe.
* He ucnonb3yinTe peareHTbl NOCIE UCTEYEHUSI CPOKA FOAHOCTM, YKa3aHHOTO Ha YraKoBKe.

« Tect-nonockn ETEST HeoGxoanMMo BCeraa XpaHuTb B CyXOM, NMPOXNagHoM, 3allyLLEHHOM OT BO3AENCTBUS SPKOro
cBeTa MecrTe.

* He xpanuTe TecT-nonockn ETEST, ocTtaBlumnecs nocne BCKPbITUSA MHAUBUAYANbHOWN YNaKOBKMU.

onsa YNakoBKM Ha HECKOJIbKO KaprMFDKeﬁ:
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+ XpaHuTe He BCKPbITbIE U BCKPbITbIE KAPTPUIDKM NPY TeMNepaType, yKasaHHOM Ha yNaKoBKe.

* He ncnonb3yiiTe He BCKPbITbIE KAPTPUOKM MOCHE UCTEYEHNS CPOKa FOAHOCTM, YKa3aHHOIO Ha YNaKOBKe.

» Tect-nonocku ¢ ETEST, ocTaBlumecs Hen3pacxo4oBaHHbIMW U3 BCKPLITOTO KapTpuapka, CreayeT XpaHUTb B CyXOM
MecTe. He BbIHMMaNTe BnaronornoTutesib Nocrie BCKPbITUA U 3aKpbiBaWTE KapTpuaxX (BXOASALWEN B KOMMNEKT
KPbILLUKOW) cpa3y nocre UCrnorb30BaHus.

» Tect-nonocku ETEST Heobxoaumo Bcerga XpaHuTb B CyXOM, MPOXaAHOM, 3alULLEHHOM OT BO34ENCTBUS SPKOro
cBeTa MecTe.

+ [Mocne BCKpbITUSA KApTPUIPK MOXHO XPaHUTb B TEYEHME KONMYECTBA OHEW, YKA3aHHOIO Ha HeM cOOKy. 3anuwmnTe
[aTy BCKpbITUSA KapTpuopka psaaoM ¢ cumsonom [Elepea Ucnonb3oBaHNEM OCTaBLUMXCS TECT-MONOCOK y6eanTech,
4YTO CPOK XpaHeHUs1 nocne BckpblTUsi (14 nnu 31 geHb B 3aBUCMMOCTM OT MOIEKYMbl) HE NMPEBLILLAET CPOK FOAHOCTH,
yKa3aHHbI Ha yMaKoBKe.

+ lMocne BCKpbITUS KAapTPUAPK MOXXHO HECKOJNbKO pa3 3akpbiBaTb U OTKpbIBaTh. Mpn Hagnexawem xpaHeHUu
1 obpalleHnn 3TO He BNnSeT Ha cTabunbHocTb. KonnyecTBo 6enbix NpsAMOYronbHNKOB B KBagpaTe, HanevyaTaHHbIX
Ha NpaBol CTOPOHE, 03HAYaET, CKOMNbKO pa3 MOXHO OTKPbITb KApTPUAX, BKItoYasi BCKpbiTHe (3 pasafinnu 4 pasa BAE
3aBMCUMOCTM OT Monekynbl). YTobbl 3adhmKenpoBaTh 3TO YACMO, 3aKpackTe OAMH 13 BenbIX MPAMOYTroNbHUKOB NpU
BCKPbITUW KapTpupka 1 3aTem 3akpallumBante no ogHomy 6enomMy NnpsiMoyronbHUKY KaXabli pa3, OTKpbiBas
1 3aKpblBast KAPTPULXK.

lMpumepsbi (SmUKemKU HUXe ﬂpUSOOFImCFI MOJIbKO 8 Cripa8oYHbIX L{EI'IFIX).'

ETEST® XXX 0.016-256 pg/mL ETEST® XXX 0.016-256 ug/mL
- i 14D || Em - - <.3p [0
[Iﬂ_ — == == == = 0g9998-01 [1[] ——— = = e 089899-01 (1
+ TMocne Toro kak kapTpuax ByaeT OTKPLIT MakcUMarbHOe KONMYECTBO pas, BCe OCTaBLUMECA TECT-MOMOCKM crieayeT
YTUIM3MPOBATb.

* Bxogsuien B KOMMNEKT KPbILLKO MOXXHO 3aKpbIBaTb TOMbKO KapTPUAKM 13 TOTO e KoMMekTa. He ncnonbayite
KPbILUKX OT APYr1X NapTuil Unu npenapaTos.
* KpblWwKy cregyeT yTUNM3MpoBaTb Nnocrie ee Ucronb3oBaHus ¢ 10 kapTpuakamuy U3 ynaKkoBKM.

Ucnonb3oBaHue

* MNepepn ucnonb3oBaHnem TecT-nonocok ETEST u3 HepacKkpbITON ynakoBkM HEOOXOAMMO OCMOTPETL YNaKoBKy Ha
npegmMeT OTCYTCTBUSI NOBPEXAEHUA. He ucnonb3yinTe B criyvae, ecnv ynakoBka Gbina noepexaeHa.

* MNocne n3bATMA U3 XONoAUNbHNKA/MOPO3UIIbHUKA HEOOXOAMMO BblAepXKaTh UHAMBUAYANBHYIO YNAKOBKY UM
YMaKOBKY Ha HECKOSbKO KapTpuaxern npu KOMHaTHOW TeMnepaTtype A0 BCKpbITUS (okono 15 MUHyT, ecnu
Temnepartypa xpaHeHusi coctaensna +4 °C, unu okono 30 MUHYT, ecnu TemnepaTtypa XpaHeHWUsi cocTaensina
-20 °C). UsBnekaTb TECT-NONOCKY 13 YNaKoBKW criedyeT HenoCcpeacTBEHHO nepes ucnonb3osaHnem. MNMepeq
BCKPbITUEM YNaKOBKM HEOOXOAMMO [0XAAThCA MOSHOro MCNapeHus Braru, KoTopasi Morfa CKOHAEHCMPOBAaTLCS Ha
BHELLHEN NOBEPXHOCTMW YNaKOBKM.

* He npukacaiitecb kK NOBEPXHOCTM TECT-MOMOCKUN, HA KOTOPOW HAXOAUTCS rPAAMEHT (K CTOPOHE, NPOTUBOMOOXHOW
wkane MUK). ns B3stua Tect-nonocok ETEST pekomeHayeTcsa ncnonb3oBaTb pyyYHON annnukatop [Hanpumep,
Mini Grip-It (puc. 1), BakyymHbii nuHueT NEMA C88™ (puc. 2), nuHUeT unun nogo6Hoe UM ycTponcTso]. B crniyyae
n3BneyeHust Tect-nonocok ETEST Bpy4HYH MUHLETOM MK NOA0OHBIM YCTPOMCTBOM pa3peLlaeTcsi npukacaTbest
TONbKO K KOopeLukam (TOMy MEeCTY, Ha KOTOPOE HaHeCeH 2- Unu 3-6yKBEHHbIN KOA).

‘u

Puc. 1 Puc. 2
M3BneyeHne Tect-nonocku ETEST 13 unamemuayansHom M3BneyeHne Tect-nonocku ETEST 13 kapTpuaka ¢ NOMOLLbIO
ynakoBku ¢ nomotysto Mini Grip-It BakyymHoro nuHueta NEMA C88™
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* UHCTpyKUUM AN MHAUBUAYANbHOWN YNaKOBKMU:

Mpexpae Yem OTKPbIBaTb YNaKOBKY, OCTOPOXHO MOCTYYMTE YNakoBKOW Mo TBEPAON NOBEPXHOCTY,
YTOGbI TECT-MONOCKA OKa3anach Ha AHE YMaKOBKM, 3aTeM 3aKMUTE YNakoBKy Mexay 60rbLinmm
1 yKasaTenbHbIM ManbLamMu, NOMEeCTUMB KOHYMK GOMnbLUOro nasnbLa B yriyoneHue Ha 3agHen
CTOpOHE.

HaxmunTe GonblunmM nanbuemM Brepes 1 ykasarternbHbIM nanbLem Hasag, YTobbl OTNOMUTL
anoM1H1eByo 060MoYKy, NpY 9TOM BNAaronornoTUTeNb AOMMKEH OCTaTbCA B BEPXHE YacTu
YMaKoBKM.

OTOrHMTE BEPXHIO YacTb Ha3afd, YTOObl MONTHOCTLIO OTKPbITb YNAKOBKY.

MN3BneknTe TecT-nonocky ETEST 13 ynakoBku ¢ NOMOLLbIO MUHLIETA MW APYToro annnukaTopa.

MogHuUMUTE A3bIYOK U3 PONbIrM B BEPXHEN YacTu KapTpuaxa 1 NoTaHUTe Hasag,
YTOObI MONTHOCTLIO CHATB.

MpumeyvaHue: YoeamTtech, YTO NOCIe BCKPLITUSA HA KapTpuaXKe He ocTanoch
donbru, NOCKOSbKY OHa NOMELLAET KaK CrieQyeT 3aKpbiTb €ro KPbILIKOM.

B kapTpuaxe HaxoguTcsa NakeTUK KannesmaHoM opMebl ¢ Bnaronornotutenem. He M3BIieKanUTe BraronornoTutenb

nocrne BCKpPbITUA.

* MeTog py4How ob6paboTku: * MeTtoa aBTOMatu4yeckon obpaboTkM ¢

o Ecnu ncnonb3yeTcs BakyyMHbIN NMOMOLLIbIO aBTOMATU4ECKOro
nuHuet NEMA C88™ unn annnukatopa SIMPLEX C76™:
annnukaTtop Mini Grip-It o 3arpyaute KapTpuaxm c TecTt-
(pekomeHayemble MeToabl): nonockamu ETEST Hanpsimyto B
Bo3bmuTe BEpXHIOK TECT- aBTOMaTM4ECKWI annnukaTop
nonocky ETEST, He kacasick SIMPLEX C76™ (MHCTpYKUWK CM.
BMaronorfnoTuTens. B PYKOBOACTBE NoMb30oBaTensi

annnukatopa SIMPLEX C76™).
o Ecnu ncnonb3yetcs nuHUeT unu

aHanorMyHoe yCTpomncTBO:
HaxmuTe ykasaTenbHbIM
nanbLeM Ha y3Kuii KoHeL|

nakeTuka c BMnaronornotTuTenem,
4YTOObI NPUMNOAHATL TECT-
nonocku. He HaxumanTe Ha
okpyrnyto vactb. [Npugepxmsas

nanbLeM BMnaronornoTuTens,
U3BINEKUTE BEPXHIOD TECT-
nonocky ETEST 13 ynakoBku
MWHLETOM VN aHanornyHbIM
YCTPOWCTBOM.
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Cpaay nocne 1Mcnonb30BaHWs HaJeHbTe KPbILKY Ha KapTpyapK (B NpaBUibHOM
NONOXEHUN) N XpaHUTE ero, kak ykasaHo B pasgene YCIIOBUA XPAHEHUA
N CTABUIIbHOCTb.

054384-01

MHCprKLl,I/ISI no npuMeHeHunro

anIFOTOBﬂeHVIe CyCneH3un U noceB

1.
2,

Hoseaute cpeny u Tect-nonockv ETEST oo komHaTHOWM TemnepaTypsl.
Cwm. Tabnuuy 1 B KOHLIEe 3TOro pasaena.

3. TllogroTtoBbTE CyCneH3uto: cycneH,u,MpylhTe XOpPOLUO n3ornnpoBaHHbIe KOJNTOHUKN, BblpOCLLXE Ha YallKke C arapom

B Te4yeHne Houn. [Ins MMKpOOpraHM3mMoB CO COXHBIMU NUTaTENbHBIMW NOTPEOHOCTAMM, TAaKUX Kak MHEBMOKOKKM,
CTPENTOKOKKM, FTOHOKOKKW, aHaapobbl n Haemophilus spp., NCNONb3ynTe CyCNeH3unto, NPUroToBrEHHYI0 B BynboHe
B TeyeHue 15 MuHyT. Y6eanTech B HanMymMm B NOCEBHON CyCNeH3nmM npaBunbHoro konnyectsa KOE/mn
(konoHneobpasylowas eamHMLa) OTHOCUTENBHO COOTBETCTBYIOLLEro cTaHaapTa no wkane Mak®apnanga. JaHHbIn
MYHKT 0COBEHHO BaXkeH Ansi MUKPOOPraHW3MOB CO COXHBIMU NUTaTENbHBIMW NOTPEOHOCTAMM, U CIIU3UCTBIX KONIOHWIA
MWKPOOpPraHn3moB. [pu npaBuIIbHOM NPUrOTOBIIEHNM CYCMEH3WM MOCIE KyNbTUBMPOBAHUSI AOMMKEH ObITb NonyyveH
CNIIOLUHON MNW NPaKTUYECKM CMITOLLHOM POCT Ha NOBEPXHOCTU CPeapbl.
CrangapTbl MyTHOCTM no wkane Mak®apnaHaa He rapaHTMPYOT NPaBUITbHOMO KONUMYECTBA XMU3HECNOCOOHbIX
6akTepun B cycneHann. Heobxoammo npoBoanTb PErynsapHbIA NOACHET KOMOHWI ANS NPpOBEpPKM Toro, obecnevmsaeT
N1 ucnonb3yemasi MeToauka nocesa Nosy4YeHne HyXHOro KonmyecTBa Xn3HecnocobHbix 6akrepun (8 KOE/mn).
Cwmotpute pasgen KOHTPOJIb KAYECTBA.
BbInonHuTE NOCEB: OKYHUTE B MOCEBHYH CYCNEH3MNI0 CTEPUIbHBIN, HETOKCUYHBIN 1 HE CMWLLKOM TYrO CKPYyY€HHbIN
TamnoH. Yaanute nsbbITOK XXNAKOCTU, MPUKaB TaMMOH K BHYTPEHHEN NOBEPXHOCTN CTEHKM Npobupku. YaanuTe
Bonblue XMAKOCTK, Koraa AenaeTcsa NoceB Ha yallKy avameTpoM 90 MM, M MEHbLLE NPY 3aceBaHUM YaLlku
avnameTtpom 150 mm. TwatensHO pacnpegennuTte CyCcrneH3unio Mo NOBEPXHOCTU arapa LTpMxamu B Tpex
HanpaBneHusix, Kaxxabli pa3 NnoBopaymBas Yaluky Ha 60 rpagycos, 4yTobbl obecneyunTs paBHOMEpPHOE pacnpeaeneHue
NOCeBHOro MaTepuana. B kauecTse ansTepHaTVBbl MOXHO MCMONb3oBaTh UHokynatop RETRO C80™ ans
3ahbdheKTMBHOIO pacnpeaeneHs NoCeBHOM CYyCNeH3nn no NoOBEpPXHOCTM arapa (puc. 3) (MHCTPYKLUMKU CM. B
PYKOBOZACTBE nonb3osaTtens uHokynatopa RETRO C80™). Naiite u3bbITky Bnarm ancopbuposBaThes B TedeHne 15-20
MUWHYT, Tak YTOObI MOBEPXHOCTb Oblfla MONTHOCTLIO CyXOW Nnepea HaHeCEeHMeM TeCT-NMOJIOCOK C rPagueHToOM
TEST

Puc. 3
Moces Ha yallKy ¢ arapoM ¢ NOMOLLLIO MHoKynsTopa RETRO C80™

HaHeceHune TecT-nonocok n nHKyb6aumus

1.
2,
3.

Y6epuTtech, 4TO 3acesHHas MOBEPXHOCTb arapa NOSTHOCTLIO CyXasi.

Otkpowite ynakoBky ETEST, kak ykazaHO B MHCTPYKLIMM MO BCKPbITUIO 1 paboTe ¢ TecT-nonockamu.
TecTt-nonockn ETEST MOXHO HAHOCUTL Ha 3acesiHHYI0 NOBEPXHOCTL arapa C NOMOLLIbIO PYYHOTO annnukaTopa
[Mini Grip-It, BakyymHoro nuHueta NEMA C88™ (puc. 4), nMHUETa unn Apyroro aHarorniHoro yCTpoicTeal
nm6o
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aBTOMaTUYeckoro annnukatopa SIMPLEX C76™ (puc. 5). PaamecTtute Tect-nonocky ETEST wkanoii MUK Beepx
(Mo HanNpaBMNeHUIO K KPbILLKE YaLlkW) U MakCMMarnbHOW KOHLEHTpaumen brivke K kpato yallku (puc. 4 n 5).

B

Puc. 4

HaHeceHnue TecT-nonocku ETEST Ha noBepxHOCTb
arapu3oBaHHOW cpefbl C MOMOLLbI0 BaKyyMHOTO NUHLETa
NEMA C88™

Puc. 5

HaHneceHue TecT-nonockn ETEST Ha noBepxHOCTb
arapusoBaHHOW cpefibl C MOMOLLbIO aBTOMaTUYECKOro
annnukatopa SIMPLEX C76™

4. MoxHo ncnonb3oBath WabnoH Anst onTMMarnbHOro nomelleHnst Tect-nonocok ETEST paBHoyaaneHHO opyr ot
Apyra B Yaluke ¢ arapom. B ogHon vawke gnametpom 150 Mm ¢ arapoM MOXHO pa3mecTuTb [0 LEeCTU TeCT-NON0COoK
ETEST (puc. 6a), a B ogHoM Yawke guametpom 90 mm ¢ arapom — 1o AByx (puc. 66). ns MMKpoopraHM3moB
C OXVAaemMou BbICOKON YyBCTBUTENBHOCTbLIO MCNOMb3YNTE MEHbLLE TECT-MOMOCOK Ha Yaluke avameTpoM 150 mm

1 TOMNbKO OAHY TECT-MOMNOCKY Ha Yaluke avameTpom 90 Mm.

Puc. 6a.

LLlabroH anst 6 TecT-nonocok B Yaluke agnameTpom 150 mm

Puc. 66.

LLlabnoH Ans 2 TecT-nomnocok B Yalluke auameTpom 90 Mm

5. Heobxogumo ybeanTbes, 4TO TECT-MONOCKa NOMHOCTLIO MpUNeraeT kK NOBepPXHOCTW arapa. He crnegyet pasmeluars
TECT-MONOCKY B MEPEBEPHYTOM MOMOXEHWM, Tak KaK annunc MHrmbnposaHns He obpasyeTcs, MOCKONbKY aHTUOMOTUK
He MOXeT NPOHUKHYTb Yepes HEMOPUCTYIO NNacTUKOBYIO TECT-NOMOCKY. [1pyM HEOBXOAUMOCTN MOXHO YAANUTL
BO3AYLUHbIE NOMOCTW, BUAMMbIE NOL TECT-NOMOCKON, OCTOPOXKHO HaXMMasi Ha TECT-MOMNOCKY (He ABUras ee) KOHYMKOM
annnukaTopa unu NUHLETOM, NPY 3TOM HanpasneHue ABMXEHNS AOIMKHO ObiTb OT MUHMManbHOW KOHLEHTpaLuum
K MakcumarnbsHoW. ManeHbkve nysbipbku He BANSIOT Ha pesynsTaTthl TecTuposBaHus. locne HaHeceHUsA TecT-
NONoCKy Henb3A cABUraTb, NOCKONbKY MPOUCXOAUT MIHOBEHHOE BbICBODOXAEHUEe aHTUOMOTHKa B arap.

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

Tabnuua 1. YkasaHus no BbIGOpy nuTaTenbHbIX cpes, NOAroTOBKE MOCEBHOro MaTepuana U KynbTMBUPOBaHUIO

[MoceBHoN maTepuan KyneTuBmpoBaHue
Ipynna Arapni3oBaHHas G ieeie
MMKPOOPFaHI3MOB nuTaTenbHas cpeaa MutaTenbHas cpega @ | nnoTHoCTb (Mo Temnepatypa Amocepa® | Booms(vace) @
6) LuKane (*2 °C)
Mak®dapnanaa
Mionnepa-
XuHToHa + 5 % KpoBU
(no crangaptam CLSI) Bynsox Mionnepa- 0,5
XuWHTOHa (MK coneBoi
Streptococ'cus MHF — arap pacTeop Mnin GyrnLoH (1, ecrm +35°C 5% CO, 20-24
pneumoniae Mionnepa-XvHToHa ans C CepEUHO-MO3rOBbIM KONoHusi
NpYXOTIIMBbIX akcTpakTom (BHI)) cnuaucTas)
MWKPOOPraHu3moB (no
craHgaptam EUCAST)
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MpumeyaHus:

a) bbIno ycTtaHOBMNEHO, YTO CycneH3nanbHbIn pacTeop (Homep no katanory V1204) coBmectum ¢ ETEST.

b) Bbino ycraHoBneHo, 4to «Brain-heart infusion broth - CepaeyHo-mo3roBon 6ynboH (Mo TEKCTY «OynbOH C
cepaeyYHO-MOo3roBbIM akcTpakTom»)» (BHI) (Homep no katanory 42081) cosmectum ¢ ETEST.

c) MoHwxeHne pH npu KyNbTMBMPOBaHUN NPUXOTAMBBLIX MUKPOOpraHn3amoB B 5 % CO, MoXeT HeraTmBHO cka3aTbCs
Ha gencTenm neHmumnnnHoB. CriegyeT yunTbiBaTh, YTO MOMYT GbiTb MOMYyYeHb! pa3nuyHble pesynsTaThl B
3aBMCUMOCTM OT TOro, MHKYBMPYIOTCA N NONOCKK B OKpyxatLem sBosayxe unm s CO,.

d) Y6eguTech, 4TO YallKa C arapoM KynbTMBMPOBaach B Te4eHNe pekoMeHA0BaHHOro Nepuoaa BpeMeHw, Npexae
YeM CHMMaTb NoKa3aHus, 0COGEHHO B Cryyae 3ameaneHHOro NPosiBNeHNs YCTOMYMBOCTU U MEANEHHO PacTyLLmX
NPUXOTNMBLIX MUKPOOPraHN3MOB.

PesynbraTtbl 1 MHTEepnpeTaums

Yyer pe3ynbraToB

Korga poct GakTepuii xopoLlo 3ameTeH, cuntarTe 3HadeHne MUK B mecTe, rge annunc MHrMGMpoBaHUs nepecekaeT
TecT-nonocky. KoHeuHble 3HadeHnss MUK B metone ETEST 06bI4HO YeTKO BbipaXkeHbl, HO MOryT HabntoaaTbest

1 pasnunyHble KapTUHbI pOCTa/MHIMbMpoBaHns. CM. NNncTpauunio Huxe (puc. 7).

He yunTbiBanTe pesynsraThl, €Cnv KynsTypa BbIMMSANT CMELLaHHON UK ecn POCT GaKkTepPUI OYeHb
He3Ha4YUTENbHbIA UMK CAIULLKOM rycTol. MoBTopuUTE TECT.

[ns 6akTepuumnaHbIX NpenapaToB, TaKMX Kak aMOKCULUINIIMH, KOHeYHoe 3HadeHne MUK crnenyeT yunTbiBaTh B MecTe
NOMHOro UHIMGKMpoBaHus pocTa. MoMyTHEHUE 1 MaKPO- UM MUKPOKONIOHUM B Npegenax 3 MM OT TECT-MOOCKM
cnepyeT yunTbiBaTb Kak poOCT.

PocT Boonb Bcero rpaguneHTa (OTCyTCTBUE annumnca MHIMbupoBaHust) o3HavaeT, Yto 3HaveHne MUK Boiwe nnm
paBHO HaMBbICLLIEMY 3HAYEHWIO Ha LUKane. Annunc MHIMBUPOBaHUSI HXE rpagneHTa o3HavaeT, YTo 3HadeHne MUK
HUXe, YeM Hanboree HM3Koe 3HaYeHne Ha Likane.

M36biTo4Has Bnara B Yallkax nepen noceBoM, He4OCTaTO4YHO BbICYLLIEHHAs MOBEPXHOCTL Nepes HanoxeHnem TecT-
NonocoK /MM HEpPaBHOMEPHO 3aCESIHHbIE LLUTPUXOM NMOBEPXHOCTM MOTYT NMPUBECTM K OTCYTCTBUIO CMITOLLHOIO pocTa
unu 3ybuaTeiM Kpasim annunca. MoBTopuTe TeCT, ecnu y4eT KoHeuHbIx nokasatenen MUK 3atpyaHeH. B cnyyae
HepoBHbIX nepeceyeHnint MUK ¢ nonockoi yumTeiBanTe Gonbluee 3HaveHue. Ecnuv passegeHun > 1, noBTopuTe TECT.
[nsa ToyHoro onpegeneHns KoHeuHbIx 3HadeHnn MUK ona nHEBMOKOKKOB HaKNOHUTE YallKy U/Unu NCnonb3ynte
yBENUYNTENBHOE CTEKITO.

B cnyyae TyHHenbHOro pocta npeHebperanite TOHKOW NMMHUEN pocTa BAOMb TECT-MOMOCKN.

Mpumepbl yyeTa pe3ynsraToB

Puc. ';\
S. pneumoniae
ATCC® 49619"

MWK = 0,047 mkr/mn

UHTepnpeTauus
Onsa natepnpetaumm 3HaveHnii MUK, nonyyeHHbIx ¢ nomousio metoga ETEST, MOXHO Nonb3oBaThCs NOPOroBbIMU
3HaveHnsmn MUK anst onpegenexHnsa Kateropuin MHTeprnpeTauum, onyonnMKoBaHHbIMIW YNpaBneHneM no KOHTPOSTHO
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Ka4ecTBa MULLIEBbIX MPOAYKTOB U nekapcTBeHHbIx cpeacts (FDA)/CLSI, EUCAST w/wunu BawmM HauMoHanbHbIM
KOMUTETOM.

TekyLue norpaHuyHble 3HaYeHUs NprMBeaeHbl Ha Takmx Beb-cantax: https://www.fda.gov n/unuhttps://clsi.org n/iwnm
www.eucast.org.

Byay4yn nonHocTblo KonNuyecTBeHHbIM MeTofom onpeaenernna MUK, ETEST gaeT Bo3amoxHoOCTb nabopatopumn
coobLwmTb TovHbIe 3HaveHus MUK BmecTe ¢ kaTeropuewn nHtepnpetaunn. ETEST onpepenset sHaveHns MUK no
HenpepbIBHON LLUKane 1 MOXeT Noka3aTb pesyrnbsTaThbl B MPOMEXYTOYHOM MOMOXEHUN MexXay TpaguUMOHHbLIMU
OBYKpaTHbIMW passBedeHnsmu (B nonpassenequs). Ecnv snavenne MUK no metogy ETEST HaxoauTca mexay
CTaHAapTHbIMU ABYKPaTHBIMU pa3BedeHnsMu, To ero cnegyeT OKpYrmnuTb A0 Grnvkaniero BepxXHero 3Ha4eHus
OBYKpaTHOro pa3BefeHns nepeq TeM, Kak KaTeropusmpoBarb.

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

S
)
HysecmeumenbHoCcmb npu R
YyecmeumensHocmbs npu .
cmaHdapmMHOM pexume o Yemod4yusocms
yeenu4yeHHoMm 8030elicmeuu
0o3uposaHusi
<0,06 0,12-1 22

MWK 1 mkr/mn no metogy ETEST kaTteropuanpyetcs kak HyBCTBUTENbLHOCTb NPU yBENUYEHHOM BO3AencTeuu (1), B TO Bpemsi Kak
KOHLUeHTpaums 1,5 okpyrnsercs 4o 2 MKr/MI 1 KaTeropusmpyeTcs Kak ycTon4meocTb (R).

KoHTponb kayecTBa

YUTtobbl NnpoBepuTb paboune xapakrepuctukm Habopa peareHtoB ETEST, kauecTBo cpea, NOCEBHOrO Matepunana

1 MCNonb3yeMblX NpoLeayp, NpoTecTMpynTe WraMMbl Ans KoHTpons kadectBa (KK), npvBeaeHHble B cneaytoLemn
Tabnuue. PeareHTbl 1 ncnonb3dyemMble NpoLeaypbl CHATAIOTCS YOAOBNETBOPUTENBHBIMU, €CK NonyYeHHble 3HaveHns MUK
COOTBETCTBYIOT CNeAyoLmM creumndmrkaumam KOHTPOns KavecTsa:

MWK AHTUMUKPOBHOIO OVANA3OHbI MUK ONA KK ETEST (mkr/
MPEMAPATA (Mkr/mn) Koa LUTAMMbI ONA KK ETEST )
AMOKCULMUNIUH o .6
. ™ o a),
0.016-256 AC S. pneumoniae ATCC® 49619 0,032-0,125
MpumeyaHus:

+ a) CLSI M100: Performance Standards for Antimicrobial Susceptibility Testing, 29t Edition (CLSI M100.
HopmaTuBHble noka3aTenu TeCTUPOBaHWUSA aHTUMUKPOOHON YyBCTBUTENBHOCTH, 29-e U3gaHue).

« 6) EUCAST: European Committee on Antimicrobial Susceptibility Testing, version 9.0, valid from 2019-01-01
(EUCAST: EBponerckuii KOMUTET MO TECTUPOBAHMIO aHTUMMKPOBHON YyBCTBUTENBLHOCTH, Bepcus 9.0,
pencrteuTenbHa ¢ 01.01.2019 r.).

Pesynbrathl aHanm3a naumeHTa He cnegyeT coobuaTk, ecnu pesynbraThl KK BbIxogaT 3a npenenbl YyTBEPXKAEHHbIX
3HaveHu KK. Yactota npoeeaeHus KK gomkHa yctaHaBnNmMBaTbCsa Kaxkaor nabopaTopren MHanBuayansHo.
PykoBogsLme npuHUMnbI NpeacTaBneHbl B AOKYMEHTax No onpeaeneHno YyBCTBUTENBHOCTU K aHTubnoTnkam CLSI
cepuit MO7 1 M100." 2

Mpepenel 3HaveHun ana KK metoga ETEST moryT otnmdaTecs ot cneuundukauyni CLSI n (nnn) EUCAST B HekoTopbIx
cnyyasx. MNpepensl 3Havenun ana KK metoga ETEST ocHoBbiBatoTCA Ha obwmpHon 6ase, cobpaHHON Npu KOHTPONIbHOM
TeCTpoBaHMM BOMBLLIOro YMcna Cepuii PeakTMBOB B TEYEHNE HECKOIBKMX ET, U BKIOYAOT AaHHbIE MHOMOLEHTPOBbIX
nccneaoBaHun.

Ecnu 3HavyeHusa MUK B oTHoweHuu wtammoB Ans KK HaxoasaTtca Ha nonpa3ssegeHunst Huxe HkHero npegena KK, nx
criegyeT OKpyrmuTb A0 bnxaiiluero BepxXHero 3Ha4eHusl ABYKpaTHOro pa3BegeHns nepes TeM, kak yCTaHOBUTb
cootBetcTBue KK. NMogobHbIM o6pasom, ecnu 3HaveHust MUK HaxoasTes Ha nonpasBeneHus Bbille BEPXHEro npeaena
KK, nx cnegyet cuntatb HecooTBeTcTBYOWMMN KK.

Heobxoarmo NpoBoAWTbL PErynsipHbIv NOACHET KOMOHWIA NS NPOBEPKM TOro, obecnevmBaeT N nofyyYeHHasi NoTHOCTb
CyCneH3un NoCEBHOrO Matepurana nofnyyYyeHne 40CTaToOMHOIO KONMUYeCTBa XM3HecnocobHbix 6akTepuii B KOE/mn.
MpurogHbI MaTepuan Ans nocesa Aact NpubnuanTensHo ot 1-5 x 108 KOE/mn.

CrtaHpapTbl MyTHOCTU No Mak®apnaHAay He rapaHTUMPYIOT NPaBUITbHOIO KONIMYeCTBA XXU3HEeCNOCOBHbIX
6aktepun B KOE/mn.
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Oxunpaemble pe3ynbsraThbl

YpoBHU YYyBCTBUTEJIbHOCTU K aHTUMbnoTnkam ans pPa3nn4yHbIX Bronorn4ecknx I'IOI'IyJ'IﬂLI,VII7I 6aKTepVII7I 6onblLue HEBO3MOXHO
npeackasaTtb B CBA3WM C NPOrpecCcmMBHbIM pa3BUTUEM yCTOIZ‘-MBOCTM. I'I03Tomy na6opaTop|/|$| AO0JMKHa Nonb3oBaTbCA
OXungaembiMn pesynbratamm MWK pasnnyHbix aHTNbMOTUKOB ANs pedepEHTHLIX LUTAMMOB KOHTPOSS KadecTBa, 4YTOObI
obecneynTb COOTBETCTBMNE TEXHUKU TEeCTUpOBaHUA HeobxoanmbIM Tpe6OBaHVI$|M N pasyMHYH TOYHOCTb NnoJjly4aeMblX
KINMMHUYECKNX pe3ynbraToB.

Paboune xapakTtepucTuku

Pabouve xapakrepuctukun ETEST ana amokcuumnnuHa 6binmv ycTaHoBNEHbI C UCNOMb30BaHNUEM CPaBHUTESNBbHbIX
oLeHoK. OTu uccnegosaHus nokasanu, 4to MUK no metogy ETEST AC koppenupytoT ¢ pedepeHTHbIM METOAO0M
CLSI M07." MeTon ETEST cuutaetcsa no CyLLEeCTBY 3KBUBaneHTHbIM MeToaam CLSI, koraa sHaveHns MUK 13 obenx
npouenyp nokasblBatoT nonHoe cooteetcTBue (EA) = 90 % B npegenax + 1 passegeHus.

Pabouve XapaKTepucTukn npuBeaeHbl HNXe:

MwuikpoopraHuam LTammel (N) % nornHoro cooteeTcTBms (EA) @)

S. pneumoniae 200 98

Mpumeyanwns:
* a) EA — % 3navennn MUK B npegenax * 1 pasBegeHus pedepeHTHOro MeToaa.

BaxHble 3ameyaHun

1. WHoraa HekoTopble kOMOMHaUMK 6akTepum n aHTMBMOTMKa Oal0T HEOXMAAHHbIE pe3ynbTaThl. B Takmx cnyyasx
MarnoonbsITHOMY nepcoHany 6yaeT CroXHO NPUHATL PeLLEHNE No KOHeYHoMY 3HadeHunto MUK. OgHako, 4ToObI
Hay4YnTbCst NPaBUITbHO ONpeaensiTb KOHeYHble 3HaveHus MUK, coTpyaoHmkn MOryT NpakTUKOBaTbCS, PErynsipHO
ncnonb3ys peepeHTHbIE LITAaMMbl U CpaBHUBAsA CBO paboTy ¢ pe3ynsratamu KBanuuumpoBaHHbIX paboTHUKOB.

2. Kak n Bce gaHHble AST, pesynsratsl ETEST sBRs0TCA TONBKO 3HAYEHUSIMU in Vifro n MOTyT ykasbiBaTb Ha
noTeHUuanbHy YyBCTBUTENbHOCTb MUKPOOPraHN3MOB in vivo. Vicnonb3oBaHue pe3ynsTaToB Npu BbIOOpe neveHus
OOJDKHO ObITb €4UHONMYHBIM PeLLIEHNEM N OTBETCTBEHHOCTbLIO Neyvallero Bpadva. OH gormkeH NpuHMMaTh BO
BHUMaHWE MeULMHCKUIA aHaMHE3 U BCIO M3BECTHY MHGOPMaLMIo O nauneHTe, hapMakoknHeTuyeckmne
1 chapmakoanHamMmyeckme CBOMCTBA aHTUBMOTMKA U KITMHUYECKUI ONbIT NeYeHNst 4aHHbIM NpenapaToM MHAEKLUIA,
BbI3BaHHbIX KOHKPETHbIM 6aKkTepuanbHbIM NaTtoreHoM. Takke criegyeT y4uTbiBaTh TUM aHTUOMOTHKA, [03Y U PEXUM
[031poBaHMs.

3. [Onsa nony4eHus AONOSMHUTENBHON MHPOPMALN O KOHKPETHBIX OFPaHUYEHUSIX B MHTEPNPETaLun pe3ynsTaTtoB u/mnm
OrpPaHUYEHMUSAX KITMHUYECKOTO NCMOb30BaHUSA aHTMONOTNKA B Pa3nnyHbIX TEpaNeBTUYECKMX CUTYaLMAX CM. Tabnumupl
W CHOCKM Ha cTaHgapTbl nHTepnpetaumn MUK B nocneaHux Bepcusax pekomenaaumn EUCAST nnu gokymeHtos CLSI
no onpeaeneHnto YyBCTBUTENbHOCTM K aHTMOMOTUKam Ans npouenyp passeaeHus (cepum MO7 n M100).1’ 2,3

YTnnusauumsa orxogoB

YTMnmsmpyﬁTe MCnonb30BaHHbIE N HEUCNONb30BaHHbIE peareHTbl, a TakXke KOHTaMMHUPOBaAHHbIE pacXoaHble MaTepunansbl
B COOTBETCTBUU C TpeGOBaHVIFlMVI, npeabasnaemMbiMn Ana ytmnmsaulmm MHEKUMOHHBIX MaTepmarnos.

Kaxpas na6opaTopMﬂ 06s3aHa o6pa|.uaTbc9| C Nony4yeHHbIMMN OTXo4aMU U CTOKaMn B COOTBETCTBUN C UX TUMOM U
CTeneHbo ONacHOCTU, a Takxe 06pa6aTbIBaTb N yTunm3npoBaTb UX B COOTBETCTBMU C YCTAaHOBNEHHbIMU NpaBunamu n
HOpMaMu.

Cnucok nutepatypbl

1. CLSI M07: Methods for Dilution Antimicrobial Susceptibility Tests for Bacteria That Grow Aerobically (Latest edition)
(CLSI MO7: MeTtogbl NpoBeAeHUst TECTOB Ha onpeaeneHne YyBCTBUTENbHOCTM aspobHbIX GakTepuii K
aHTMMUKPOOHBLIM Npenapartam nyTem pasBefeHus (nocrnegHee nsgaHue)).

2. CLSI M100: Performance Standards for Antimicrobial Susceptibility Testing (Latest edition) (CLSI M100.
HopmaTtuBHble nokasaTeny TeCTMpoBaHWsA aHTUMUKPOBOHON YyBCTBUTENBHOCTH (MOCMeaHee usgaHne)).

3. EUCAST: European Committee on Antimicrobial Susceptibility Testing (Latest edition) (EUCAST: EBponetickui
KOMWUTET MO TECTUPOBAHMIO YYBCTBUTENBHOCTU K aHTUMWKPODBHBLIM Npenapartam (nocnegHee nsgaHve)).
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Tabnuua cumBOnNoB N 0603Ha4YeHUN

Cumson O603Ha4eHne

Homep no KaTtanory

MepguumnHckoe nsgenuve ans
OMNarHoCTUKW in vitro

<
o

M3rotoBuTtenb

TemMnepaTypHbIf Auana3oH

Mcnonb3oBaTb A0

Kop naptumn

3anpeT Ha NOBTOpPHOE NpuMeHeHne

CpoK XpaHeHUs nocre BCKPbITUS

O6paTnTech K MHCTPYKLMM NO
NPUMEHEHMI0

CopepXmMmoro 4oOCTaTouHO Ans
npoBedeHNs N-KonM4yecTea TECTOB

[ata nsrotoeneHus

5 <0 B\ g~k

OrpaHuyeHHas rapaHTusi

KomnaHus bioMérieux rapaHTupyert, 4To paboune xapakTepucT1ki JaHHOro n3gennsi COOTBETCTBYIOT YKa3aHHOMY
npeoycMoTPEeHHOMY Ha3Ha4YeHUIo B TeYEHME BCEro CpoKa aKCnnyaTaumm npyu ycnoBumm, YTo CTporo cobnoaeHbl Bce
npouenypbl N0 NCNONb30BaHUIO, XpaHeHuo 1 06paboTke 1 Mepbl 6e30nacHOCTH, Kak NOAPOOHO U3MOXEHO B MHCTPYKLMAX
no akcnnyaTtaumm.

3a 1cKIoYeHneM BbllLeyKasaHHbIX cnyvaes, koMmnaHus bioMérieux He gaeT HUKaKuUX rapaHTuin, B TOM Yucrne
nogpasymeBaeMbIX rapaHTUIn TOBApPHOrO Ka4eCcTBa U rapaHTUI COOTBETCTBUS NpeanonaraeMoMy UCromnb30BaHWI, U He
[aeT HUKaknx 06s13aTenbCTB, B TOM YUCTIE SIBHO BblpaXXEHHbIX, MOAPa3yMeBaeMbIX MU KOCBEHHbIX, B OTHOLLIEHUW
NCMONb30BaHUsi Kakoro-nNMbo peareHTa, NPorpaMMHoro obecneveHus, Npubdopa n pacxogHbIX MaTepuanos (qanee —
«Cuctemay), OTIMYHOIO OT YKa3aHHOro B MHCTPYKLMSAX NO 3KCNyaTaumu.

UcTopusa nepecmoTpoB

KaTteropmm TMnoB nameHeHum

H/M He npumeHumo (nepBoe usgaHue)

KoppekTypa WcnpasneHve owmnbok B AOKyMeHTaLmm

TexHunyeckme [obaeneHune, nepecMoTp W/Mnu yganeHue KkacaroLencs npogykra nHdopmauum
N3MeHeHus

AAMUHUCTPATUBHbIE BBeaeHne naMeHeHnin HeTeXHMYECKOro xapakTepa, 3acnyX1saroLmnx BHUIMaHNA
N3MEHEeHNs nonb3oBarens

lMpumevaHue. He3HayumernsHble munoepagbckue, 2paMmamuyeckue U3MeHeHUs U USMEHEHUSs 8
ghopmamuposaHUU 8 UCMOPUIO NepecMompo8 He GKITHYEHbI.
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[arta Bbinycka Homep Bepcun Tun nsmeHeHun O630p U3MeHeHUN
2021-03 051792-01 lNepBoe n3gaHue H/N

[ns nonyyeHnst TEXHNYECKOWN KOHCYNbTauun 1 nogaepkm npocbba o6paLlaTbes K yrnornHOMOYEHHOMY NpeacTaBUTernio
npoussBoauTens Ha Tepputopumn Poccuiickon depepaumm:

000 «brnoMepbe Pyc»
Agpec: Poccus, 115230, Mocksa, 1-bii HaratuHckui npoesa, a. 10, cTp. 1
Ten./dpakc: +7 (495) 221 10 79
TenedoH ropsyen nuHnm: 8 (800) 250 10 79

e-mail: info.russia@biomerieux.com

BebO-canT: www.biomerieux-russia.com

B cnyyae BbisBneHns no6o4HbIX 4ENCTBUN, HE YKa3aHHbIX B MHCTPYKLUM MO NPUMEHEHUIO U PYKOBOACTBE MO
aKcnnyataunnm MeguunHCKOro nsagenund, HexxenarternbHbIX peaKLLI/II7I npu ero npuMeHeHunn, ocobeHHocTEN
B3aMMOAEWNCTBUSA MEANLIMHCKNX U3OeNuii Mexay cobom, hakToB U 06CTOATENLCTB, CO34atoLLMX YIPo3y XKU3HU U
340pPO0BbIO rpaXxgaH n MeanLMHCKUX paGOTHI/IKOB npn npuMeHeHnn n akcnnyataumm megmumnHCKNX I/I3}J,eJ'II/II7I,
HeobxoauMo HanpaBuTb COOBLLEHNE, coaepXKallee ykasaHHble cBefeHus, B PeaepanbHyto criyx0y no Haasopy B
cdhepe 3npaBoOXpaHEHUst B COOTBETCTBUM C AENCTBYIOLLMM 3aKOHOAATENbCTBOM.

BIOMERIEUX, norotun BIOMERIEUX, ETEST, tect-nonocka ETEST, NEMA C88, RETRO C80 n SIMPLEX C76
ABMSAIOTCHA MCMNOMNb3yeMbIMU, 3apPErMCTPUPOBAHHBIMU U/ HAXOAALWMMKCS B NPOLECCe perncTpaummn ToBapHbIMU
3HaKkamu, npuHagnexawumm komnaHum bioMérieux, ogHOM N3 AOYEPHUX UMW BXOASALLUMX B €€ rpynny KOMMnaHun.

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

ToBapHbI 3HaK u ToBapHoe nmst ATCC, a Takke ntobble Homepa no katanory ATCC — ToBapHble 3HaKu KoMnaHum
American Type Culture Collection.

EUCAST o3HauyaeT EBponeincknit KOMMTET MO TECTUPOBAHMUIO YyBCTBUTENBHOCTM K aHTUMUKPOOHLIM npenapatam. 3Tn
OanHble 6binn npegocTtaBneHsl EUCAST Ha 6e3Bo3Me3nHolM ocHoBe 1 AocTynHbl Ha cante EUCAST: www.eucast.org.
ABTOpckuMe npaBa Ha Hux octatotcs y EUCAST. PekomeHngauun EUCAST yvacto o6HoBnsoTcA. VX nocneaHve Bepcum
OOCTynHbl Ha Beb-cante www.eucast.org.

D,pyrme Ha3BaHMA N TOBaApHble 3HaKM NpuHagnexXxat Ux 3akoOHHbIM Blnagenbuam.
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