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HA3HAYEHUE

ETEST — 9TO py4HOW KONMMYECTBEHHbIN METO, ONpeAerieHnsl Y4yBCTBUTENbHOCTM K aHTUMUKPOOHbLIM NpenapaTtam
rpamoTpuLaTenbHbIX Y rPaMMONOXUTENbHbIX a3PObHLIX GakTepuit, U GakTepPUIA CO CROXHBIMWU NUTATENbHBIMU
notpebHocTamu. Cuctema COCTOUT U3 CTaHAAPTHOMO rpagueHTa aHTMOMOTMKA, KOTOPbIA UCMONb3yeTcst AN
onpegeneHns MUHUManbHON HIMbupytoLen koHueHTpaumn (MUK, BbipaKeHHON B MKI/MIT), pasnunyHblX aHTUMUKPOOHbIX
npenaparoB A5 MUKPOOPraHM3MOB NMOCPEACTBOM KyNbTUBUMPOBAHWSI HA MMTATENbHOM arape B TeYeHMEe HOuW.

NMOKA3AHUA K NTPUMEHEHUIO
MeTton ETEST AZ moxHO ncnonb3oBaTtb Ansa onpegenexHus MUK astpomuumHa B OTHOLLIEHUN CReayoLWwmX
MUWKPOOPraHN3MOB:
* A3po0bl:
o pamnonoxwutenbHble asapobbl: Staphyloccocus

» Streptococcus pneumoniae
* Haemophilus influenzae

nPMHUUN

ETEST npeacraBnsieT cobor TOHKYH, UHEPTHY!O, Alg] B

HEenopuCTYIO MIAacTMKOBYIO TECT-MOMNOCKY. Ha 0fHy CTOpPOHY Koa AB

TecT-nonocku (A) HaHeceHa wkana MWK B mkr/mn, a Ha AHTUMAKDOGHOTO |y a

APYrylo — CTaHAapTHbIN FPaNeHT aHTMBMOTHKA. e igsé 4

Korga TecT-nonocky HaHOCAT Ha 3aCesiHHYI0 KyrbTypoii &

MWKPOOpPraHn3ma NoBePXHOCTb arapn3oBaHHOW cpeapl, i

npeaBapuTenbHO CPOPMUPOBaHHbIV rpadneHT Wkana MUK | & EA———
KOHLIEHTpaLun aHTMBMOTUKa HeEMeAIEHHO NPOHMKaeT (akrfian) | 3 anTliKpOGHsI
B arap, a 3aTem 06pasyeT CTabunbHbIN, i e
HenpepbIBHbIN, 3KCNIOHEHUMaNbHbIA rpagneHT 3

KOHLIeHTpaLummn aHTMBMOTUKa HeNoCPeaCTBEHHO Mo TeCT- 2

nornockoMn. MNMocne uHkyGaumm, B pedynsrate KOTOpom ed v
6akTepumanbHbI POCT CTAHOBUTCSt 3aMETHbIM, BAOMNb TeCT- s b

MOMOCKN MOXHO YBMAETb CUMMETPUYHBIV 3Nnnc T

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

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

(6 3agucumocmu om rnperiapama aocmyng/ pasfiudyHbie
wkaribl cqumblsaHu,q)

HecmoTps Ha cxoACcTBO C ANCKO-AUMPY3NOHHBIM METOA0M
(aHanornyHas npouenypa NPUroToBMneHNs MOCEBHOMN
KynbTypbl, BbIOOP NUTATENbHON CPeAbl U YCIOBUSA
nMHKy6aumm), ETEST He siBnaeTca aucko-anudy3moHHbIM
METOAOM U MOMHOCTbBIO OTNMYAETCH OT OObIYHbLIX ANCKOBbIX
MeTOA0B. ['pagmneHT KOHLEHTPaLMN aHTUMUKPOBHOro
npenapata B ETEST npeaBaputenbsHo chopMUpPOBaH,
npegonpeneneH u ctabuneH, n He 3aBucuUT oT aAnddysnu.

COCTAB HABOPA

MHavemayanbHas ynakoeka: Kanasa TecT-nornocka Cooepxur:
412257 30 TecT-nonocok * OuanasoH MUK asutpomumumHa: 0,016—-256 mkr/mn

YnakoBka Ha HECKOMbKO KapTpUmKen:
423789 * 10 KapTpuaXen, B KaXXgom no

10 TecT-nonocok 1 1 nakeTuky
BriaronornoTuTens

* 1 KpblwKa

1 MHCTPYKUMSA MO NPUMEHEHUNIO, KOTOPYIO MOXHO 3arpy3nTb C canta www.biomerieux.com/techlib
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HEOBXOOUMbIE MATEPWUAITbI, HE BKITIOYEHHBLIE B KOMIMJEKT

MaTtepuansi

» ObwenabopaTtopHoe MMKpoburonornyeckoe obopynoBaHme

* TamnoHbl (CTEPUIIbHBbIE, HETOKCUYHBIE Y HE CIIULLKOM MIAOTHO CKPYYEHHbIE) 1 MPOBUPKN.

+ PyyHon annnukatop [Hanpumep, Mini Grip-It (Homep no katanory 411200), BakyymHbIi nnHueT NEMA C88™ (Homep
no karanory 559804), nnHUET nnNu aHanorM4Hoe yCTponcTBO].

* McFarland Standard — Habop ctangaptoB myTHoCcTM Mak®apnaHaa (Homep no katanory 70900) unu emy
aHanorMyHbIi.

* WNHkybaTop (+35 °C + 2 °C).

* MukpoopraHuambl Ans KOHTPOMS KayecTsa.

*+ WHokynatop RETRO C80™ (nononHuTensHo) (Homep no karanory 559803).

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

PekomeHayeMble nuTaTenbHbIe cpeabl

[ns onpefeneHnst 4yBCTBUTENbHOCTU K aHTUMUKPOOHbIM npenapaTtam (AST) cnegyet ncnons3osatb
BbICOKOK@4YeCTBEHHbIE Cpefbl OnpeaeneHHoro coctaBa, obecneynBaoLLme XOpoLUnin pocT (cM. Tabnuuy 1 B KOHLUE
pasgena «/IHCTPYKUMSi MO NPUMEHEHMIO» HAcTOALLEro BKNaabllla B ynakoBky). [ins obecneveHns nonyvyeHms TOYHbIX
1 focToBepHbIx nokasatenen MUK npoaykums BbiIOpaHHOM TOProBOM Mapku AOMKHA MMETb XOPOLLYHO
BOCMPOM3BOAVMOCTb OT NapTUX K NapTuw.

YT1006bI npoBepuUTb Ka4eCTBO Cpeabl, npoBeanTe nccrnegosaHme ¢ NOMOLLbIO NnoaxoaAaAmMx WrTaMmMoB MUKPOOPraHM3mMoB
AnA KOHTPOJ1A KavyecTBa. Cwm. BKnagbIll B YNakoBKY, npenocTaBnsieMbli NPON3BOANTENEM CPeabl.

Y6eauTecn, 4TO TonwmMHa arapa B yawke lNMetpu coctaensiet 4,0 + 0,5 mm 1 umeet pH 7,3 £ 0,1.

NPEOOCTEPEXEHWUA U MEPbI NPEJOCTOPOXXHOCTU
* TonbKo ANs AMarHOCTUKMU in vitro.
* Tonbko AnsA npodeccMoHanbLHOro UCNornb30BaHuUsA. [JaHHbIN TECT NpegHa3HayYeH Ans CNoNb30BaHNs
KBanMuLMpPOBaHHbIMU COTPYAHUKaMU nabopaTopuw.
» Bcerga cobniogavite npaBuna acenTuku Bo BpeMs paboTel ¢ obpasuammn 6aktepmanbHbix Kynstyp. Heobxogumo
CTporo cobnoaaTtb yCTaHOBMEHHbIE MEPbI NPEAOCTOPOXHOCTU B OTHOLLEHUN MUKPOOMOMOrMYeCKMX PUCKOB.
¢ TecT-nonocku npeaHasHa4yeHbl TONbKOo O5Ad OAHOKPAaTHOro NpUMeHeHUA 1 He OOJKHbl UCNONb30BaTbCA NMOBTOPHO.

ycnoBua XPAHEHUA U CTABUIIbHOCTb

Onsa nHagMBuAyanbHOW YNaKkoBKM:
* XpaHuTb Npu TeMnepaType, yKasaHHOM Ha yNnakoBKe.
* He ncnonb3ynte peareHTbl NOCHe UCTEYEHNS CpOKa rOAHOCTH, YKa3aHHOro Ha YNnakoBKe.
» Tect-nonocku ETEST HeobxoamMMo Bcerga XxpaHuTb B CYXOM, NPOXIaAHOM, 3aLLMLLEHHOM OT BO34EWCTBUSA SSPKOro
cBeTa MecTe.
* He xpaHnute TecT-nonocku ETEST, ocTaBLunecs nocrne BCKPbITUS MHAVBUOYaNbHON YNaKOBKU.

[ns ynakoBKN Ha HECKOJIbKO KapTpUaXKen:

» XpaHuTe He BCKPbITbIE U BCKPbITbIE KAPTPUIPKM NPU TemMnepaType, ykasaHHON Ha yrNaKkoBKe.

* He ncnonb3yiiTe He BCKPbITblE KAPTPWXKMN MOCIE NCTEYEHUS CPOKa rOAHOCTM, YKa3aHHOro Ha yrnaKkoBKe.

» Tect-nonocku ¢ ETEST, ocTaBlumecs HeM3pacxo4oBaHHbLIMY U3 BCKPLITOrO KapTpuaya, crnegyeTt XpaHuTb B CYXOM
mecTe. He BbIHMMaNTe BnaronornoTuTernb Nocne BCKPbITUA 1 3aKpbiBalTe KapTpuax (BXoAsALWwen B KOMMMIEKT
KPBILLKOW) cpa3dy nocne Ucrnonb30BaHus.

» Tect-nonocku ETEST Heobxoanmo Bcerga XxpaHuTb B CyXOM, MPOXITAgHOM, 3aLUMULLEHHOM OT BO3AENCTBUS SPKOro
cBeTa MecTe.

* [Mocne BCKpbITUS KApTPUOXK MOXHO XpaHUTb B TEYEHME KONMYeCcTBa AHEN, YKa3aHHOro Ha HeM cboky. 3anuwimTe
[aTy BCKpbITUS KapTpumpka psaaoM ¢ cumsornom (3. Mepea ncnonb3oBaHMeM OCTaBLUMXCS TECT-MONOCOK ybeanTecs,
4YTO CPOK XpaHeHusl nocrne BekpblTUs (14 nnu 31 geHb B 3aBUCMMOCTY OT MOJEKYNbl) HE NMPEBLILLAET CPOK FOAHOCTH,
yKa3aHHbIA Ha yMaKoBKe.

* Nocne BCKpbITUSA KapTpUAPK MOXXHO HECKOIbKO pa3 3akpbiBaTb M OTKPbIBaTh. [1py Hagnexalem xpaHeHun
1 obpalleHnmn 3TO He BNnseT Ha cTabunbHocTb. KonnyecTBo 6enbix MPAMOYronbHWKOB B KBagpaTe, HaneyaTtaHHbIX
Ha NpaBol CTOPOHE, 03HAYaEeT, CKOMNbKO pa3 MOXHO OTKPbITb KApTPWAXK, BKIOYas BCKpbiTMe (3 pa3alfs nnu 4 pasa 55
B 3aBMCUMOCTM OT Monekyrbl). YTobbl 3adhmKenpoBaTh 9TO YMCHO, 3aKpackTe OAMH 13 6enbiX MPAMOYTroNbHUKOB Mpu
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BCKPbITUM KapTpyaKa 1 3aTeM 3akpaluvBanTe no ogHoOMy 6enomy npsiMOyrorbHUKY Kaxabl pa3, OTKpbIBas
1 3aKpblBasi KAPTPUOXK.

lMpumepsbi (3MukemKu HUXe npueoodsIMCsi MOSIbKO 8 CrPasoYHbIX 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
YyTUNM3NPOBaTb.

* Bxopgslen B KOMMMEKT KPbILLKON MOXHO 3aKpblBaTb TOMbKO KApTPUAKM U3 TOTO Xe KomnnekTa. He ncnonessynte
KPbILLKM OT APYrMX NapTuin nnm npenapaTos.
» KpbILKy cnepyeT yTunManposaTtb Mocne ee ncnonb3oBanusa ¢ 10 kapTpuaKamm n3 ynakosku.

MCNONb30OBAHUE

 lMepen ncnomnb3oBaHem TecT-nonocok ETEST 13 HepacKkpbITON ynakoBku HeOB6XOAMMO OCMOTPETh YNakoBKy Ha
npegmeT OTCYyTCTBUS NMOBpEeXAeHU. He ncnonb3ynte B cnyyae, ecnv ynakoBka Obina noBpexaeHa.

* [Mocne n3baTA N3 XONOANINBHUKA/MOPO3UITbHUKA HEOOXOAMMO BbiAepXaTb MHAMBUAYAIbBHYIO YNaKOBKY Unn
YMaKoOBKY Ha HECKOIbKO KapTpuapKen npu KOMHaTHOM TemnepaType 40 BCKpbITUSA (OKONOo 15 MuUHYT, ecniv
Temnepartypa xpaHeHus coctaenana +4 °C, unm okono 30 MUHYT, ecnun TemnepaTtypa XpaHeHusi cocTaBnsna
-20 °C). N3sBnekaTb TECT-MONOCKY U3 YNAKOBKM CrieayeT HEMOCPEACTBEHHO nNepes ucnonb3osaHnem.lNepes
BCKPbITMEM YNaKoBKM HEOOXOAMMO [OXAATbCA MOJHOro MCNapeHus Briark, KoTopas Morfna CKOHOEHCMPOBAaTLCH Ha
BHELLHEN NOBEPXHOCTMN YNaKoBKM.

* He npukacanTecb K NOBEPXHOCTW TECT-NOMOCKM, Ha KOTOPOW HAXOAUTCH rPafAMeEHT (K CTOPOHE, NPOTUBOMONOXHOW
wkane MUK). Ans B3sTua Tect-nonocok ETEST pekomeHayeTca ncnonb3oBaTb pyvHON annnunkaTop [Hanpumep,
Mini Grip-It (puc. 1), BakyyMHbiit nuHLeT NEMA C88™ (puc. 2), nuHueT unu nogobHoe UM ycTpoincTeo]. B cnyvae
n3sneyeHns Tect-nonocok ETEST Bpy4Hyt0 MUHLIETOM Mnn nogo6HbIM YCTPOMCTBOM paspeLlaeTcs npukacaTbes
TOMbKO K KOpeLLKaM (TOMY MECTY, Ha KOTOpO€e HaHeCeH 2- unun 3-6yKBEHHbIV KOa).

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

* VIHCTpYKUMK ONa MHAUBUAYaNbHOW YNaKOBKM:

Mpexae Yem OTKPbIBaTb YNakoBKY, OCTOPOXHO MOCTY4YMTE YNaKOBKOW MO TBEPAON NOBEPXHOCTY,
YTOGbI TECT-NOMOCKA OKasanach Ha [He YNakoBKU, 3aTEM 3aXKMUTE YMaKOBKY Mexay 6omnbLunmM
1 yKazaTenbHbIM NanbLaMu, MOMEeCTUB KOHUYMK GOMbLUOro nanbua B yriybneHve Ha 3agHen
CTOpOHE.

HaxmuTe GonblummM nanbuemM Breped 1 ykasarternbHbIM nanbLemM Hasag, YTobbl OTNOMUTL
antoM1H1eByo 060MoYKy, NMpY 3TOM BNaronornoTUTenb AOMKEH OCTaTbCA B BEPXHE YacTu
YNaKoBKM.
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OTorHute BEPXHKO 4YaCTb Hasapg, YTOObI MONMHOCTLIO OTKPbITb YNaKOBKY.

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

* WHCTpyKUMM ANS yNakoBKU HA HECKOMNbKO KapTpUIKeN:

MogHMMUTE A3bI4OK N3 PONbIY B BEPXHEW YacTu KapTpuaxa u notTaHuTe Hasag,
YTOObI MONTHOCTBLIO CHATD.

( Mpumeyvanune: Y6eautech, Y4TO NOCne BCKPLITUA HA KapTpuUaKe He 0cTanoch
donbry, MOCKOMbKY OHa NOMELLAET Kak CriefyeT 3aKpbiTb €70 KPbILLKOW.

B kapTpuaxe HaxoauTcsa NakeTUK KannesngHon opmebl ¢ Bnaronornotutenem. He MU3BJieKaUTe BraronornoTutenb
nocrie BCKpPbITUA.

* MeToza py4How o6paboTku:
o Ecnu ncnonb3syeTcs BakyyMHbI
nuHueT NEMA C88™ unu
annnukaTtop Mini Grip-It

* MeTop aBTOMaTU4ecKkom o6paboTku ¢
NMOMOLLIbI0 aBTOMaTUYECKOro
annnukatopa SIMPLEX C76™:

o 3arpysute KapTpuoXKu ¢ TeCT-

(pexomeHayemble MeToabl):
Bo3bMuTEe BEpxHIOKO TECT-
nonocky ETEST, He kacasice
BMaronornoTuTens.

nonockamu ETEST Hanpsimyto B
aBTOMaTM4eCKuIA annnmkaTop
SIMPLEX C76™ (MHCTpYKLMM CM.
B PYKOBOZACTBE MNOMb30oBaTensi

annnvkatopa SIMPLEX C76™).

o Ecnu ncnonbsyeTcsd NUHLET Unn
aHanornyHoe ycTpomncTeo:
HaxmuTte ykasatensHbiM
nanbLeM Ha y3KUIn KoHel,
nakeTuka C BraronorfnoTuTenem,
4TOObI NPUNOAHATL TECT-
nomnocku. He HaxxumanTe Ha
oKpyrnyto yactb. [Npuaepxmsas
nanbLemM BnaronornoTuTens,
N3BNEKNTE BEPXHIOI TECT-
nonocky ETEST 13 ynakoBku
MVHLETOM MMM aHaNorM4HbIM
YCTPOWCTBOM.

Cpasy nocrie ncnonb3oBaHus HaAeHbTE KPbILKY Ha KapTpuax (B NpaBuiibHOM
NONoXeHUN) 1 XpaHuTe ero, kak ykazaHo B pasaene YCIIOBUA XPAHEHUA
N CTABUIIbHOCTb.

054384-01

MHCTPYKUUA NO NPUMEHEHUIO

MNpuroTtoBneHue cycneH3nu u noces

1. [oseawute cpepny u TecT-nonockn ETEST oo komHaTHONM Temneparypsbl.

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

3. lMoaroToBbTe CyCcneH3uio: CyCneHaMpyNTe XOPOLLO N30NMPOBAHHbIE KOMTOHWM, BbIPOCLUME Ha YallKe C arapom
B Te4eHne Houun. [Ina MMKPOOPraHM3MOoB CO CIIOXHBIMU NUTATENbHLIMW MOTPEBHOCTAMU, TAKNX Kak MHEBMOKOKKM,
CTPENTOKOKKMN, FOHOKOKKM, aHaapobbl n Haemophilus spp., nCNonb3ynte CycneH3nto, NPUroToBAeHHyio B BynboHe
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B TedyeHne 15 MuHyT. YbeamTtecb B HanM4mMm B NOCEBHOW CyCneH3un npasunbHoro konnyectsa KOE/mn
(konoHneobpasytoLasa egmMHULA) OTHOCUTENBHO COOTBETCTBYOLLEro ctaHaapTa no wkane McFarland. [JaHHbIn nyHKT
0COBEHHO BaXKeH A58 MUKPOOPraHU3MOB CO CIIOXKHBIMU MUTaTeNbHbIMU MOTPEBHOCTSAMM, U CIIM3NUCTLIX KOMOHWUIA
MUKpOoOpraHn3mMoB. Mpu npaBnnbHOM NPUrOTOBAEHUM CYCNEH3NW NOCNEe KyNbTUBUPOBAHUSA AOMKeH ObiTb nony4veH
CNMOLUHON MW NPaKTUYECKM CMNIOLIHOW POCT Ha MOBEPXHOCTU CPeAbI.

4. CraHpapTbl MyTHOCTYM Mo wwkane McFarland He rapaHTMpyOT NpaBUbHOTO KONMYECTBA XWU3HEeCNoCcoOHbIX BakTepuii B
cycneHsnn. HeobxoamMmo NpoBoAWTb PerynspHbIA NOACHET KOMOHWUIA ANs MPOBEPKKU Toro, obecneymsaeT nm

ucnonb3yemasi METOAMKA NMOCEBA MOSyYEeHME HY)KHOrO KOnM4YecTBa Xu3HecnocobHbix 6aktepuit (B KOE/mn). CmoTpute

paszgen KOHTPOJIb KAYECTBA.
5. BbINOMHUTE NOCEB: OKYHWUTE B MOCEBHYIO CYCMEH3NIO CTEPUIBbHBIA, HETOKCUYHBIA U HE CIMLLKOM TYro CKPYyYeHHbIN
TaMMoH. Yaanute nsbblTOK XXUAKOCTU, MPUXaB TaMMOH K BHYTPEHHEN MOBEPXHOCTU CTEHKN NPOGUpPKX. Yaanute

OonbLue XNOKoCTK, Korga AenaeTcsi NoceB Ha YallKy AnameTpom 90 MM, N MEHbLLIE NP 3aceBaHUN YaLLKN AnameTpom

150 mm. TwatensHo pacnpegenyTe CycrneH3mnio No NOBEPXHOCTH arapa WTpuxamm B TPEX HaMnpaBreHnsX, Kaxablil pa3s
noBopayunBas Yaluky Ha 60 rpagycoB, 4To6bl 0becneunTb paBHOMEPHOE pacnpeneneHme NoceBHOro matepuana. B
KayecTse ansTepHaTMBbLI MOXHO MCMONb3oBaThk NHokynsTop RETRO C80™ ansa addekTnsHOro pacnpeaeneHus
NMOCEBHOW CYCMEeH3Mn Mo NoBEepXHOCTH arapa (puc. 3) (MHCTPYKUMM CM. B PyKOBOACTBE MONb30BaTENS MHOKYNATOpa
RETRO C80™). faitTe n3buiTky Bnary ancopbuposathes B TedeHne 15-20 MUHYT, Tak 4To6bl NOBEPXHOCTL Gbina
NONIHOCTbLIO CyXOM Nnepea HaHeCeHUeM TecT-NoNnocok ¢ rpagMeHTom ETEST.

7

Puc. 3

MoceB Ha YallKy ¢ arapoM € NoMOLLbo MHOKynsTopa RETRO C80™

HaHeceHune TecT-nonocok 1 NHKyb6auus

1. Y6epuTtecsb, 4TO 3acesHHas MOBEPXHOCTb arapa NofiHOCTLIO Cyxasi.

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

3. Tect-nonockn ETEST MOXHO HAHOCWTb Ha 3aCesHHYIO NMOBEPXHOCTb arapa C MOMOLLbIO Py4HOro annnvkaTopa
[Mini Grip-It, BakyymHoro nuHueta NEMA C88™ (puc. 4), nMHLETa unm Apyroro aHanornyHoro ycTponcTaa) nnéo
aBTOMaTU4eckoro annnukatopa SIMPLEX C76™ (puc. 5). PasmecTtute Tect-nonocky ETEST wkanoi MUK Beepx
(Mo HaNpaBnEeHWIO K KPbILKE Yallk1) 1 MakCUManbHOW KOHUEHTpauuen onmxke K kpato yawku (puc. 4 n 5).

Puc. 4 Puc. 5
HaHeceHue TecT-nonockn ETEST Ha noBepxHOCTb HaHeceHue TecT-nonocku ETEST Ha noBepxHOCTb
arapv3oBaHHOM cpefbl C MOMOLLbI0 BaKyyMHOrO NuHLETa arapv3oBaHHOW cpefbl C MOMOLLbIO aBTOMAaTUYEeCKOro
NEMA C88™ annnukatopa SIMPLEX C76™

4. MoXHo 1cnonb3oBaTh LWabroH Ans onTUMaribHOro NoMelLeHus TecT-nonocok ETEST paBHoyaaneHHo apyr ot
Apyra B Yallke ¢ arapoM. B ogHoi valuke guametpom 150 MM ¢ arapom MOXHO pasMecTuTb A0 LUECTU TECT-MONOCOK
ETEST (puc. 6a), a B ogHon yaiuke guameTtpom 90 MM ¢ arapom — A0 ABYX (puc. 66). [Ins MukpoopraHuamos
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C OXMAaeMON BbICOKOW YyBCTBUTENBHOCTLIO MCMOMNb3YNTE MEHbLUE TECT-MOMOCOK Ha Yaluke gnameTpom 150 mm

1 TOMbKO OfHY TECT-NOMNOCKY Ha YaLuke guameTpom 90 MMm.

Puc. 6a.

LLlabnoH ans 6 TecT-nonocok B yaluke guametpoM 150 mm

Puc. 66.

LLlabnoH gns 2 TecT-nonocok B yaiuke guametpoM 90 Mm

Heobxoanmo y66,£|,|/ITbC$|, YTO TECT-NMOSIOCKA MOSTHOCTLIO NpUNeraeT K NOBEPXHOCTM arapa. He cnenyet pasmellaTtb

TECT-NONOCKY B NepeBepHYTOM MOSOXXEeHWW, TaK Kak afnmnc VIHFVI6VIPOBaHVIF| He o6pa3yeT0ﬂ, NOCKOJIbKY aHTUBNOTUK
HE MOXET NPOHNKHYTb Yepe3 HENOPUCTYHO NNaCcTUKOBYH TE€CT-NOJ10CKY. Mpn HeobxoaMMOCTN MOXHO yoannTtb
BO34yLHbl€ NMONoCTn, BUoNMble Noa TECT-NOSIOCKON, OCTOPOXKHO HaXKMMasi Ha TECT-NONOCKY (He asuras ee) KOHYMKOM
anniunkartopa unn nMHUETOoM, Nnpu 3TOM HanpaBlrieHne OBMXXeHnA OOIMKHO ObITb OT MUHMMAIbHOMN KOHUEeHTpaunn
K MakcumarnbHon. ManeHbkne Ny3bIPbKN HE BINUAKOT Ha pe3ylbraTbl TECTUPOBAHUA. Mocne HaHeceHus TecT-
NONTOCKY Henb3A caoBUratb, MOCKONMbKY nponcxoanut MrHoBeHHoe BbICBOGOXAEHMEe aHTUOMOTUKA B arap.

npyra, HO He 6onee 5 yallek, B COOTBETCTBUM C yCcnoBumaMnU, npnBeaeHHbIMU B PYKOBOACTBE HUXKE.

KyJ'IbTVIBVIpOBaTb YallKky ¢ arapoM cnenyet B nepeBepHYyTOM NONOXeHUn (KprI.IJKOI7I BHVI3), nocCTaBNeHHbIMWU OPYyT Ha

Tabnuua 1. YkasaHua no Bbl60py nutTaTesnibHbIX cpen, NnoAroToBKke NOCeBHOro Mmatepuana u KynbtuBMpoBaHuio

lpynna ArapusoBaHHas [MoceBHow maTepuan KynetuempoBaHve
MUKPOOPraHn3mMoB | nuTaTenbHas cpeaa O EEE
MutatenbHas cpeda | nnoTHocTh (Mo | Temnepatypa Bpewmsi
a). 6) wKane (#2 °C) ATmoccepa (vacht) B
McFarland)
Aapobbl Mionnepa-XvHToHa 0,85 % NaCl (nnn 0,5 +35°C OkpyxatoLas 16—-20
COreBon pacTBop) cpena
Streptococcus Mionnepa- BynboH Mionnepa- 0,5 +35 °C OkpyxatoLas 20-24
pneumoniae XuHTtoHa + 5 % XuHTOHa (Mnu (1, ecrm cpena
KpoBu (no COreBoN pacTeop Ko;'IOHVIﬂ
ctangaptam CLSI) unm 6ynboH crmancras)
MHF — arap C cepaeyHo-
Mionnepa-XuHToHa MOSTOBBIM
ONs IPUXOTIINBBIX akcTpaktom (BHI))
MWKPOOPraHn3MoB
(no cTtaHgapTam
EUCAST)
Haemophilus HTM — TtecT-cpena BynboH 0,5 +35°C 5% CO, A 20-24
influenzae ONsi reMoUIbHbIX Mionnepa — (1, ecrm
Gaktepun (no XvHTOHa, 1nm KO]‘IOHI/ISl
ctangaptam CLSI) 6ynboH HTM (unu cnmavcras)
MHF — arap 6ynboH BHI)
Mtionnepa-XuHToHa
NS NPUXOTIUBbLIX
MWKpPOOPraHu3mMoB
(no ctaHpapTam
EUCAST)
MpymeyaHus:

 a) bbino ycraHoBneHo, 4To conesor pacteop (Homep no katanory V1204) coemectum ¢ ETEST.
» 6) Bbino ycraHosneHo, 4to «Brain-heart infusion broth - Cepae4Ho-mo3roson 6ynboH (no TekcTy «BynboH ¢
cepaeyHo-Mo3roBbiM aKkcTpakTom»)» (BHI) (Homep no katanory 42081) coBmectm ¢ ETEST.
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B) Y6eamTech, YTO YallKa C arapoM KynsTMBUpOBarach B TEHEHNE PEKOMEHAOBAHHOIO Nepuoaa BpeMeHu, npexae
YeM CHUMaTb NoKasaHus, 0COBEHHO B Cryvae 3amMefIeHHOrO NPOSBNEHNS YCTOMYMBOCTU U MEATIEHHO PacTyLUmMX
NPUXOTNINBbIX MUKPOOPraHU3MOB.

r) MNpw TeCcTMpoBaHMM a3nTPOMULMHA C S. pneumoniae NHKYOVpYnTe YallKy B 06bl4HOM aTMocdepe. He
nHKy6upyiite B CO,.

4) MoHwmxeHne pH npu KyNnsTUBMPOBaHNM NPUXOTIINBLIX MUKpoOopraHmamoB B 5 % CO, MOXET HeraTuBHO ckasaTbCs
Ha aKTUBHOCTU MakponuaoB. Crnegyet yumTbiBaTb, YTO MOTYT ObITb MOMyYeHbl pasHble pesyrnbTaThl B 3aBUCMMOCTU OT
TOro, MHKYOMpPYTCS N MOMOCKM B OKpyXatoLem Bo3ayxe unm B CO,.

PE3YNbTATbI U UHTEPMNPETALUA
Yyet pesynsraToB

Korga poct 6aktepuii xopoLlo 3ameTeH, cumTanTe 3HadeHne MUK B mecTe, rae annunc nHrmbnpoBaHus nepecekaet
TecT-nonocky. KoHeuHble 3HaveHus MUK B metone ETEST 06bI4HO 4eTKO BbIpaXeHbl, HO MOTyT HabntogaTbcs

1 pasnuyHble KapTuHbl pocTa/MHrimbrnposanus. Cm. nnmocTpaunm Huxe (pucyHkn 7—10).

He yunTbiBanTe pesynsraTbl, €Cnv KynbTypa BbIFISAUT CMELLaHHON Un eCny pocT GakTepuin 04eHb
He3Ha4YUTENbHbIN UKW CIIULLKOM rycTon. MNoBTopuTe TecT.

[ns 6akTepuocTaTnyecknx npenapaTos, TakMX Kak asuTpoMULIMH, NPY HanM4Mmn BCe BO3pacTaloLLMX CO BpEMEHEM
KOHeYHbIX 3Ha4YeHn MUK cHumanTe nokasanust B Touke 80 % MHrMOupoBaHus (B NEPBOM TOYKE 3HAYUTENbHOIO
MHrMBMpOBaHWs, BUAVMOWN HEBOOPYXXEHHBLIM r1a3oMm).

PocTt Boonb Bcero rpagueHTa (OTCyTCTBUE 3nnunca MHrmbupoBaHns) o3HadvaeT, YTo 3HavyeHne MVIK Bbiwe nnm
paBHO HaMBbICLLEMY 3HAYEHWIO Ha LLKane. ANUMc MHIMBMPOBaHNS HDKE rpagneHTa o3HavyaeT, 4To 3HadeHne MUK
HWXe, Yem Hanbornee HU3Koe 3Ha4YeHne Ha LKane.

M36biToyHas Bnara B Yallkax nepen noceBoM, HeAOCTaTOYHO BbICYLLUEHHAsA NOBEPXHOCTb Nepes HanoxeHnem TecT-
NOMOCOK /MU HEPABHOMEPHO 3aCesiHHbIE LUTPUXOM MOBEPXHOCTU MOTYT MPUBECTM K OTCYTCTBUIO CNIIOLLHOMO pocTa
unu 3ybyaTeiM Kpasm annunca. [MoeTopuTe TeCT, ecnn y4eT KoHeuHbIx nokasatenen MUK 3atpygHeH. B cnyyae
HepoBHbIX nepeceyeHnn MUK ¢ nonockon yunTeiBante Gonbluee 3HadeHne. Ecnu passegeHuii > 1, noBTopute TecT.
B cny4vae TyHHenbHOro pocta npeHebperavite TOHKOW NTIMHWEN pocTa BAOMb TECT-MOMOCKM.

Mpumepbl yyeTa pesynsraToB

B83a0m

B
N
o

MUK = 1 mkr/mn

MWK = 0,19 mkr/mn

MWK = 1 mkr/mn

4 I)°v|£:‘..7' ‘ Puc. 8
S. aureus S. pneumoniae H. influenzae (-CO,) H. influenzae (+CO,)
ATCC®29213" ATCC® 49619" ATCC® 49247™ ATCC® 49247™

MWK = 4 mkr/mn

UHTepnpeTauus

[ns nHtepnpetaummn 3HaveHn MUK, nonyyeHHbix ¢ noMoLubio Metoga ETEST, MOXHO nonb3oBaTbCA MOPOroBbIMU
3HadyeHnsmn MUK onsa onpegenenns kateropuin MHTepnpeTaummn, onyobrnmkoBaHHbIMK YNpaBneHnem no KOHTPOIo
KayecTBa NWLLEBbIX NPOAYKTOB 1 nekapcTBeHHbIX cpeacTs (FDA)/CLSI, EUCAST w/vunu BawmmM HauMoHanbHbIM

KOMUTETOM.

TekyLume norpaHuyHble 3Ha4eHUs NpMBeAeEHbI Ha Takux Beb-canTtax: https://www.fda.gov u/mnuhttps://clsi.org n/vnu

www.eucast.org.
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Byay4yn nonHocTblo kKonNnyecTBeHHbIM MeToaom onpeaenenns MUK, ETEST paet BosmoxHocTs nabopartopum
coobwnTb TouHble 3HaveHns MUK BmecTe ¢ kaTteropuen uHtepnpetaumn. ETEST onpepenset sHavenna MUK no
HenpepbIBHOW LLUKane 1 MOXeT Noka3aTb pe3ynbraThl B MPOMEXYTOYHOM NONOXEHUN MexXay TpaauLMOHHBIMM
OBYKpaTHbIMW pasBedeHnsmu (B nonpassegeHus). Ecnu snavenne MUK no metogy ETEST HaxoauTca mexay
CTaHAApPTHBIMU ABYKPaTHbIMU pa3BedeHnsIMN, TO ero criegyeT OKpyrnnTb 40 brivkanlluero BepxHero 3HavyeHus
OBYKpaTHOro pa3BefeHns nepeq TeM, Kak KaTeropusmpoBaTsb.

lMpumep nopoeossbix 3HadeHull MUK EUCAST (mka/mn):

S
I
YysecmeumenbHocmb npu R
YyscmeumenbHocmb npu -
cmaHOapMmMHOM pexume o Yemouiqusocms
ysenu4yeHHoM 8030elicmeuu
do3uposaHusi
<0,06 0,12-1 >2

MWK 1 mkr/mn no metogy ETEST kaTeropuavpyeTcs Kak 4yBCTBUTENbHOCTb NpY YBENUYEHHOM Bo3aencTeum (1), B To Bpems Kak
KOHUeHTpauus 1,5 okpyrnsercsa Ao 2 MKI/MIT 1 KaTeropusmnpyetcs kak yctonumsocTb (R).

KOHTPOJIb KAYECTBA

YT06bI NpoBEpUTL paboune xapaktepuctukn Habopa peareHtoB ETEST, ka4ecTBO cpef, NOCEeBHOro matepvana

1 MCNomnb3yeMmbiX NPoLUeayp, MPOTECTMPYWTE WTamMMbl A4S KOHTpons kadecTsa (KK), npuBeaeHHble B cnepytoLLen
Tabnuue. PeareHTbl 1 ncnone3dyemble NpoLiedypbl CHUTAKOTCS YAOBNETBOPUTENBHBIMU, €CAN NofnyYeHHble 3HaveHuss MUK
COOTBETCTBYIOT CNeAyoLLMM creumndmrKaumnsam KOHTPONs KayecTsa:

MUK Kona WTAMMbI O0J1A KK ETEST ONAMA3OHbI MUK OJ1A KK ETEST
AHTMUWUKPOBHOIO (mKr/mn)
MPEMAPATA (Mxr/mit)
A3UTPOMULIMH AZ S. aureus ATCC® 29213™ 0,5-22).)
0,016-256 S. pneumoniae ATCC® 49619™ 0,064-0,252):5)
H. influenzae (-CO,) | ATCC® 49247"™ 1-42)
H. influenzae (+CO,) | ATCC® 49247"™ 4-16
Mpumeyanus:

+ a) CLSI M100: Performance Standards for Antimicrobial Susceptibility Testing, 29t Edition (CLSI M100.
HopmaTtusHble nokasaTenu TeCTMpoBaHUS aHTUMUKPOBHON YyBCTBUTENBHOCTU, 29-e n3gaHue).

» 6) EUCAST: European Committee on Antimicrobial Susceptibility Testing, version 9.0, valid from 2019-01-01
(EUCAST: EBponeinckumin KOMMTET MO TECTMPOBAHUIO aHTUMUKPOGHOM YyBCTBUTENBHOCTHU, Bepcust 9.0,
pewncteuTenbHa ¢ 01.01.2019 r.).

PesynbraTthl aHanu3a naumeHTa He cnegyet coobuwats, ecnu pesynetatel KK BbIXogAaT 3a npegensl yTBEPXKAEHHbIX
3HadeHu KK. Yactorta npoBeneHusa KK gomkHa yctaHaBnmBaTbes kaxaown naboparopuen MHOMBUAYarnbHO.
PykoBogsLne npmMHUMnbl NpeacTaBreHbl B JOKYMEHTax Mo onpeaeneHnto YyBCTBUTENbHOCTU K aHTubnotmkam CLSI
cepuit MO7 n M100.": 2

Mpepenbl 3HaveHun ana KK metoga ETEST moryT otnnyatbes oT cneundukaumin CLSI n (unu) EUCAST B HEKOTOPbIX
cnyyasx. MNpeaensl 3HadeHn ana KK metoga ETEST ocHoBbiBatoTCA Ha o6wwmpHon 6a3e, cCobpaHHON NMpu KOHTPONbLHOM
TeCcTMpoBaHMK BONbLLOrO YMCra CEPUN PEaKTNBOB B TEYEHNE HECKOMbKUX NET, U BKIIOYAKT AaHHbIE MHOMOLEHTPOBbIX
nccrnenoBaHui.

Ecnu 3HaveHua MUK B oTHoweHun wtammoB ans KK HaxoasTca Ha nonpassegeHus Huke HukHero npegena KK, nx
crnegyeT OKpyrmnuTb A0 BrivkanLiero BEpXHEro 3Ha4eHns ABYKPaTHOro pa3BeadeHns nepeq TeM, Kak yCTaHOBUTb
cootBetcTBre KK. MNMogobHbim ob6pasom, ecnu 3HaveHns MUK HaxogaTcst Ha nonpassefeHus Bollle BepXHero npeaena
KK, nx cnegyet cuntatb HecooTBeTcTBYHOLMMN KK.

HeobxoanmMo NpoBoAWTb PerynspHbIA NOACYET KOMOHWI ANsi NPOBEPKU TOro, 00ecnevymBaeT N NoryyYeHHas nroTHOCTb
CyCneH3uy NOCEBHOIO Matepurana nonyyYyeHne 4OCTaTo4MHOrO KONMYECTBa Xu3HecnocobHbix 6akTtepuin B KOE/mn.
MpurogHbI MaTepuan Ana nocesa Aact NpubnuanTensHo ot 1-5 x 108 KOE/mn.

CtaHpapTtbl MmyTHOCTM no wkane McFarland He rapaHTUpyIOT NPaBUITIBHOrO KONM4YEeCTBA XU3HECNOCOOHbLIX
6aktepun B KOE/mn.
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OXWOAEMbBIE PE3YJIbTATbDI

YPOBHM HYyBCTBUTENBHOCTM K aHTMOMOTUKaM NS pasnuyHbix Guonornyecknx nonynsauuin 6akrepumn 6onbLue HEBO3MOXHO
npeckasatb B CBA3M C MPOrpPeCcCUBHBbIM PasBUTUEM YCTONYMBOCTU. [oaToMy nabopaTopusa formKHa Nonb3oBaTbCA
oxugaemsimm pesynsratamm MUK pasnunyHbix aHTMOMOTMKOB ANs pedepeHTHbIX LTaMMOB KOHTPOMS KavyecTsa, YToobl
obecneynTb COOTBETCTBUE TEXHMKN TECTMPOBAHMSA HEOOXOAUMbBIM TPeBOBaHMAM U Pa3yMHYI0 TOYHOCTb MONy4YaeMblX
KMUHWYECKUX pe3ynsTaToB.

PABOYME XAPAKTEPUCTUKU

Pabouvne xapaktepuctukn ETEST ansa asutpommumHa 6611 yCTaHOBMEHbI C UCMOMb30BaHMEM CPaBHUTENbHBIX OLEHOK.
31U nccneposaHusa nokasanu, 4to MUK no metoay ETEST AZ koppenupytoT ¢ pedpepeHTHbIM metogom CLSI MO71.
MeTon ETEST cunTaeTcs no cyliecTBy akBmBaneHTHelM metogam CLSI, koraa 3HadeHuss MUK n3 obeunx npouenyp
nokasbiBaloT nonHoe cooteeTcTBue (EA) = 90 % B npepenax + 1 pasBeaeHus.

Paboune xapakTepucTmku NpuBeAEeHbl HUXE:

Lrammbl (N) % nonHoro cootBeTcTBUA (EA)
MpamnonoxutenbHble aspobbl 372 99
H. influenzae 200 93
S. pneumoniae 373 97

Mpumevanus:
* EA — % 3Havennit MUK B npegenax + 1 pasBefeHus pedepeHTHOro Metoaa.

BAXHbIE 3AMEYAHUA

1. WHoraa HekoTopble KOMOMHaLMKM B6akTepum n aHTMBMOTUKA Aal0T HEeOXMAAaHHbIE pedynbraThl. B Takux cnydasax
MarnoonbITHOMY nepcoHany 6yaeT CroXHO NPUHATL peLueHne nNo KoHeyHoMmy 3HaveHunto MUK. OpgHako, 4Tobbl
Hay4YnTbCsl MPaBUIIbHO OnpeaensiTe KoHeYHble 3HadeHuss MUK, coTpyaHuKn MOryT NpakTMKOBaTBLCS, perynspHo
ncnonb3ys peepeHTHbIE LWTaMMbl U CpaBHUBAsA CBOK paboTy C pesynbratamu KBanuuumnpoBaHHbIX paboTHUKOB.

2. Kak v Bce gaHHble AST, pesynbtatel ETEST aBns0TCA TONBKO 3HAYEHUSIMU in Vitro n MOTyT yKasbiBaTb Ha
NoTeHUManbHy YyBCTBUTENbHOCTb MUKPOOPraHn3MoB in vivo. icnonb3oBaHne pesynsTaToB Npu BbIGOpe neveHus
OOMKHO ObITb €AUHONMUYHBIM PELLEHNEM U OTBETCTBEHHOCTBLIO nevallero Bpada. OH JOMmKeH NpMHUMaTh BO
BHMMaHWE MeOULVHCKMI aHaMHE3 1 BCIO M3BECTHYIO MHAOpPMaLMIO O NaumeHTe, hapMaKoKMHeTu4eckne
1 dhapMakoguHaMn4ecKke CBOMCTBa aHTMONOTUKA U KITMHUYECKWI OMbIT NIeYEeHUs AaHHbIM npenapaToM UHAEKLNN,
BbI3BaHHbIX KOHKPETHbIM BakTepuanbHbIM NaToreHoM. Takke crneayeT yunTbiBaTb TUM aHTUOMOTMKA, [O3Y U PEXUM
[03UPOBaHuUS.

3. [nsa nony4yeHns AONOMHUTENBHOW MHAPOPMALMMN O KOHKPETHBIX OFPaHNYEHUSIX B MHTEPNpEeTaLumn pe3ynsraTtoB u/mnm
OrPaHUYEHMUAX KITMHNYECKOTO MCNOMb30BaHUS aHTUOMOTHKA B pa3nnyHbIX TepaneBTUYECKUX CUTYaLMUsiX CM. Tabnuubl
N CHOCKM Ha cTaHgapTbl nHTepnpetauun MUK B nocnegHunx Bepcusx pekomengauuin EUCAST vnu gokymeHTtoB CLSI
Mo onpeaeneHnio YyBCTBUTENbHOCTY K aHTMBMOTUKaM Ans npoleayp passeneHus (cepun MO7 u M100).1. 2.3

YTUNU3ALMA OTXOO0B
YTmnmsmpyﬁTe MCMoJb30BaHHbIE N HEUCMNOJIb30BaHHbIE peareHTbl, a Takke KOHTaMUHNPOBAaHHbIE pacxodHble MaTtepuanbl
B COOTBETCTBUU C Tpe6OBaHI/I$IMI/I, npeabaBndaemMbiMU ONda ytunmsauumm MHMEKLMOHHBIX MaTeprarnos.

Kaxxpas na6opaTopV|9| o0b6s3aHa 06pau.|,aTb09| C Nosty4eHHbIMM OTXo04aMn U CTOKaMn B COOTBETCTBUN C UX TUNOM U
CTeNneHbo ONacHOCTU, a TaKkxe 06paGaTbIBaTb N yTnnn3npoBsatb UX B COOTBETCTBUU C YCTaAHOBJIEHHbIMU NpaBuiaMn n
HOpMaMu.

CMUCOK NUTEPATYPbI

1. CLSI M07: Methods for Dilution Antimicrobial Susceptibility Tests for Bacteria That Grow Aerobically (Latest edition)
(CLSI MO7: MeToabl NpoBeAeHUs TECTOB Ha onpeaAeneHne 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 TeCTUpoBaHUS aHTUMUKPOOHON YyBCTBUTENBHOCTM (MOCNEAHEE U3aHKE)).

3. EUCAST: European Committee on Antimicrobial Susceptibility Testing (Latest edition) (EUCAST: EBponeiickuii
KOMMWTET MO TECTMPOBAHMIO YyBCTBUTENBHOCTM K aHTUMUKPOOHBLIM Npenapartam (nocnegHee nsgaHue)).

TABTULA CUMBOJIOB U OBO3HAYEHUI

CumBon O603Ha4YeHne

Homep no Katanory
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CumBon O603Ha4eHne

MenuunHckoe nsgenve ans
[MarHocTuku in vitro

M3rotoBuTenb

TemnepaTypHbIn guana3oH

Vicnonb3oBatb 40

I~ L

-
o
—

Kog naptum

SanpeT Ha NOBTOPHOE NpuMmeHeHune

CpoK XpaHeHUs Nocre BCKPbITUS

O6paTnTech kK MHCTPYKLMK MO
NpUMEHEHWIO

Coaep>XMmoro 4ocTaTtoqHo Ans
npoBeaeHUst N-KONM4ecTBa TECTOB

L <v B\ @

[aTta nsrotoBneHus

OrPAHUNYEHHAA TAPAHTUA

KomnaHus bioMérieux rapaHTupyeT, 4To paboune xapakTepucTuku JaHHOrO U3Oenmsi COOTBETCTBYIOT YKa3aHHOMY
npegycMOTPEHHOMY Ha3Ha4YeHUI0 B TEYEHME BCEro CPOKa KCrnyaTaumm npu ycroBuu, YTo CTporo cobrnogeHsl Bce
npouenypbl N0 NCMONb30BaHUIO, XpaHeHuo 1 06paboTke 1 Mepbl 6e30nacHOCTH, Kak NOAPOOHO U3MOXEHO B MHCTPYKLMSAX
no aKcnnyaTaumm.

3a 1cknoYeHnem BbllL€YyKa3aHHbIX Ciny4YaeB, KOMMNaHuA bioMérieux He JaeT HMKaKMUX rapaHTUi, B TOM Yucne
noapasymeBaeMbIX rapaHTuin TOBapHOro KayecTBa U rapaHTui COOTBETCTBUS npeanonaraeémMomMy Ucnosib3oBaHuIo, N He
[aeT HUKaknx 06a3aTenbCcTs, B TOM YMCTie SBHO BbIpaXXeHHbIX, Nnogpa3yMmeBaeMbIX UMMM KOCBEHHbIX, B OTHOLLEHUN
MCMonb30BaHMs Kakoro-nnbo peareHTa, nporpaMmMHoOro obecneyeHus, an6opa N pacxogHbIX MaTtepunanoB (,u,anee —
«CMCTEMa»), OTJINYHOIO OT YKa3aHHOro B MHCTPYKUKMAX NO 3KCniyataumn.

MCTOPUA NEPECMOTPOB
KaTteropmum TMnoB n3ameHeHumn

H/M He npumeHumo (nepBoe nsgaHue)

KoppekTypa McnpaeneHne ownbok B AOKyMEHTaLMK

TexHuyeckve [ob6aBneHune, nepecmMoTp U/Mnn yaaneHue KkacatLlencst npogykta nHdopmaumm
N3MeHeHNs

AOMUHWUCTPATUBHbIE BBeaeHne n3aMeHeHnn HETEXHNYECKOrO XxapakTepa, 3acny>X1BatLLX BHUMaHWS
N3MeHeHUs nonb3oBarens

lMpumeyvaHue. HesHadyumernbHble munoepagckue, 2paMmMamuyeckue USMEHEHUsI U USMEHEHUST 8
hopmMamuposaHuUU 8 UCMOPUIO NEPECMOMPO8 HE BKITIOYEHI.

[arta Bbinycka Homep Bepcuun Tun nsmeHeHui O630p U3MEHEHW
2020-10 052865-01 MepBoe n3gaHue H/M
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[na nonyyeHns TEXHNYECKOW KOHCYNbTaummn 1 nogaepxkv npocbba obpallarbes K ynonmHOMOYEHHOMY NPeacTaBUTENHO
npovsBoguTens Ha Tepputopum Poccuickon Pegepaumm:

000 «brnoMepbe Pyc»
Appec: Poccus, 115230, Mocksa, 1-bin HaratuHckmin npoesa, a. 10, cTp. 1
Ten./dakc: +7 (495) 221 10 79
TenedoH ropsyen nunmm: 8 (800) 250 10 79
e-mail: info.russia@biomerieux.com
Beb-cant: www.biomerieux-russia.com

B cnyyae BbISiBNeHWs NOGOYHbIX AENCTBUIM, HE YKa3aHHbIX B MHCTPYKLMMW MO NPUMEHEHUIO UMW PYKOBOACTBE MO
aKcnnyaTauum MEAULIMHCKOrO M3AENUsi, HeXenaTenbHbIX Peakuuii Mpy ero NpUMeHeHnn, ocobeHHocTeln
B3aVMOOEVICTBUA MEAULIMHCKMX U3AENUA Mexay cobon, hakToB 1 06CTOATENBLCTB, CO3AAOLLMX YrPO3Y XU3HN 1
3[0POBbI0 rpaxaaH N MeauLMHCKMX pabOTHUKOB MPY NPUMEHEHWUMN 1 SKCMNyaTaumnm MeguLUUHCKUX U3nenun,
HeobxoauMOo HanpaBuTb COOBLLIEHVE, coaepXallee yka3aHHble cBeaeHns, B PefeparnbHyto cnyx0Oy no Haasopy B
chepe 3ApaBoOXpaHEHNS B COOTBETCTBMMN C AENCTBYIOLLMM 3aKOHOAATENbCTBOM.

BIOMERIEUX, norotun BIOMERIEUX, ETEST, TecTt-nonocka ETEST, NEMA C88, RETRO C80 n SIMPLEX C76
SIBMSIOTCS UCMONb3yEMbIMU, 3aPETMCTPUPOBAHHBLIMU U/UINM HAXOAALWMMUCS B NPOLECCE perncTpauum ToBapHbIMM
3HaKamu, NpuHagnexawmmm komnaHum bioMérieux, ogHON 13 AOYEPHUX UNWN BXOASLLMX B €€ rpynny KOMNaHum.

CLSI aBnsieTcsa ToBapHbIM 3HakoMm, npuHaanexawmum Clinical Laboratory and Standards Institute, Inc.

ToBapHbIN 3HaK 1 ToBapHoe nmsa ATCC, a Takke niobble Homepa no katanory ATCC — ToBapHble 3Hakv KOMMnaHum
American Type Culture Collection.

EUCAST osHavaeT EBponeincknii KOMMTET MO TECTUPOBAHMNIO YyBCTBUTENBHOCTM K aHTUMUKPOBHBLIM Npenapatam. 3Tu
AaHHble 6binm npegoctasneHsl EUCAST Ha 6e3B03Me3aHOM OCHOBE M JoCTynHbl Ha cante EUCAST: www.eucast.org.
ABTOpckMe npasa Ha Hux octatoTcs y EUCAST. PekomeHpaumn EUCAST yacTto obHoBRstoTes. Vix nocnegHne Bepcum
[OCTYMHbl Ha Beb-cavite www.eucast.org.

,D,pyrme Ha3BaHUA N TOBApPHbIE 3HAKM NpuUHaanexat Ux 3akoOHHbIM BriagenbuaMm.

dotorpacumm: bioMérieux SA
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