BIOMERIEUX

REF| 412479/423793
ETEST® Tobramycin (TM) (0.016-256 pg/mL)

Etest TM TOBRAMYCIN — E-TecT TO6pamMuLmnH (H13Kkast KoHLeHTpauus) 256 IVD
(mnanee no tekcty ETEST, ETEST TM)

054624 - 01 - 2021-01 @

HA3HAYEHUE

ETEST — 370 py4HOl KONMYECTBEHHBI METO ONpeaeneHns YyBCTBUTENBHOCTU K aHTUMUKPOBHBLIM Npenapartam
rpamoTpuLaTENbHbIX U FPaMnoNoKUTENBHBIX adPOBHLIX BakTepuit, U BakTepUii Co CROXHBIMU NUTaTENbHLIMM
notpeGHocTaMU. CucTema COCTOUT U3 CTaHAAPTHOMO rpagueHTa aHTMBMOTUKA, KOTOPLIN MCNoNb3yeTcs Ans
onpeaeneHns MMHUManbHON HIMBKpytoLLei KoHueHTpauun (MUK, BbipakeHHOM B MKI/M), pasryHbIX aHTUMUKPOBHbIX
npenapaTtoB Ans MUKPOOPraH1M3MOB MOCPEACTBOM KyNbTUBMPOBAHUS Ha NUTATENbHOM arape B TeYeHUe HouM.

NMOKA3AHUA K NPUMEHEHUIO
MeTtog ETEST TM moxHO ncnonb3oatb Ang onpegeneHua MUK TobpamumuuHa B OTHOLLIEHUN CReayroLmx
MUKPOOPraHN3mOB:
* A3pobbi:
o [pamoTpuuaTtenbHble aspobbl: Enterobacterales, Pseudomonas aeruginosa, Acinetobacter
o pamnonoxuTenbHble aspobbl: Staphylococcus aureus

nPMHUUN

ETEST npeacrtaBnsieT cobou TOHKYH, UHEPTHY!O, Ale B

HEenopuCTYyI0 MIacTMKOBYIO TECT-MOMNOCKY. Ha ofHy CTOpPOHY Koa AB

TecT-nornocku (A) HaHeceHa Lukana MWK B mkr/mn, a Ha am:;«:::;::aom E a

APYryt0 — CTaHAapTHbIV TPagueHT aHTMbnoTuka. Lgsg 4

Korga TecT-nonocky HaHOCAT Ha 3acesiHHYO KynbTypoWn §§

MWKPOOpPraHu3ma NoBepPXHOCTb arapn3oBaHHOW cpeapl, 2:22

npeasapuTenbHO COOPMUPOBAHHBIV rpadueHT Wwana MK | § EO—
KOHLIEHTpaLummn aHTMBroTuKa HemMmeaIeHHO NPOHMKaeT msc/an) |3 aHTiAKpOGHbI
B arap, a 3aTem 06pasyeT CTabunbHbIN, i3 e
HenpepbIBHbIN, 3KCMIOHEHUManbHbIN FpagneHT 3

KOHLIEHTpaLuun aHTMbrnoTuka HemnocpeacTBEHHO Nog TecT- i

nornockoMn. MNocne nHkybaumm, B pesynsrate KOTopoW 0ed v
6akTepuanbHbI pOCT CTAHOBUTCS 3aMETHbIM, BAOMb TECT- & b

MOSIOCKN MOXHO YBMAETb CUMMETPUYHBIV 3Nnmnc o

nHrmbuposaHus. 3HaveHne MUK cuntbiBaeTcs CO LWKanbl O6pa3sey, mecm-ronocku ETEST

B MKI/MI1 Npy NOIHOM MHrMBMpoBaHum pocta 6aktepun a
B MeCTe nepecevyeHns 3a0CTPEHHOro KOHLa annunca (6 sasucumocmu om npenapama 0oCMyHe! PasnU4HEIe
C TECT-NONOGCKOIA. WKarbl CHUMbI8aHUs)

HecmoTps Ha cxoAcTBO € AMCKO-ANAdY3MOHHBIM METOAOM
(aHanornyHas npouenypa NPUroToBMNEHNS MOCEBHOMN
KynbTypbl, BbIOOP NUTaTENbHON CPeAbl U YCIIOBUSA
uHky6aummn), ETEST He aBnaeTcsa AUCKO-ANdDEY3NOHHBIM
METOAOM W MOMHOCTLIO OTNMYAETCH OT OObIYHbLIX ANCKOBbIX
MeTOAO0B. ['pafMeHT KOHLEHTpaLUM aHTUMUKPOBHOTo
npenaparta B ETEST npeasapuTtensHO chopMUpoBaH,
npegonpeneneH n ctabuneH, n He 3aBmUcuT OT AMddy3nK.

COCTAB HABOPA

MHouBuayanbHas ynakoBka: Kaxxgas TecT-nonocka CoaepxuT:
412479 30 TecT-nonocok » OuanasoH MWK To6pamuumHa: 0,016—256 mkr/mn

YnakoBKa Ha HECKOMbKO KapTpUaKeii:
423793 * 10 kapTpumpKen, B KaXaom no
10 TecT-nonocok 1 1 nakeTuky
BraronornoTuTens
* 1 KpblwKa

| MTHCTPYKUWA MO MPUMEHEHUIO, KOTOPYIO MOXXHO 3arpy3mtb C Canta wWww.blomerieux.com/techlio
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HEOBXOAUMbIE MATEPUAIbI, HE BKITFOYEHHBLIE B KOMIUJIEKT

MaTepuanbi
» Ob6wenabopaTopHoe MyKpobuornornyeckoe obopygoBaHme
* TamnoHbI (CTepusbHble, HETOKCUYHbIE Y HE CIINLLKOM MMAOTHO CKPYYeHHbIE) 1 MPOBMPKN.
+ PyyHolt annnukatop [Hanpumep, Mini Grip-It (Homep no katanory 411200), BakyymHbIi nnHueT NEMA C88™ (Homep
no karanory 559804), nuHUET nnNx aHanorM4Hoe yCTpomcTBO].

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

* UHkybatop (+35 °C £ 2 °C).

* MukpoopraHuambl Ans KOHTPOMS KavecTsa.

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

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

PekomeHayemble nuTaTenbHble cpeabl

[ns onpegeneHunst 4yBCTBUTENbHOCTU K aHTUMMKPOOHbIM npenapaTtam (AST) cnegyeTt ncnonb3oBatb
BbICOKOKa4YeCTBEHHbIE Cpefbl ONpeaerieHHOro coctara, obecneynBaroLLmMe XOpoLLni pocT (cM. Tabnuuy 1 B KOHLE
pasgena «/IHCTPyKLMS Mo NPYMEHEHMIO» HACTOSILLLEro BKaapiwa B ynakoBky). [ns obecneyeHnsi nonyYyeHnst TOYHbIX
1 gocToBepHbix nokasatenen MUK npoaykums BbiIOpaHHOM TOProBON Mapku AOMKHA MMETb XOPOLLYIO
BOCMPOU3BOAUMOCTbL OT NapTuM K NapTuu.

Y106kl NpOBEPUTL KAYECTBO CpeAbl, NPOBeANTE UCCriefoBaHMe C MOMOLLI0 NOAXOASALMX LWTaMMOB MUKPOOPraHM3MOB
AN KOHTponsa kadectBa. CM. BKaAblll B yNakoBKy, NpeaocTaBnseMblil Npon3BoaMTenem cpeabl.

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

NMPEOOCTEPEXEHUA N MEPbI NPEAOCTOPOXHOCTU
+ TonbKko Ansa AuarHOCTUKWM in vitro.
» Tonbko gnsA npodeccMoHanNbLHOro UCNONb30BaHUA. [JaHHbIV TECT NpedHa3HayYeH Ansi UCNOMb30BaHMS
KBanMuLMPOBaHHbIMU COTPYAHUKaMN nabopaTopun.
» Bcerga cobniopaiite npaBuna acenTuku Bo BpeMs paboTbl ¢ obpasuammn 6aktepranbHbix Kynstyp. Heobxogumo
CTporo cobntogaTtb yCTaHOBMNEHHbIE MEPbI NPEAOCTOPOXKHOCTU B OTHOLLEHMN MUKPOBMONOrMYECKMX PUCKOB.
» TecT-nonocku npegHa3HavYeHbl TONbKO A4S OQHOKPATHOIO MPUMEHEHMUS U HE OOMMKHbI UCMOMb30BaTbCSA NOBTOPHO.

YCnoBua XPAHEHUA U CTABUITbHOCTb

Ons nHgMBuAyanbHOW YyNakoBKM:
* XpaHuTb Npu TemnepaTtype, yka3aHHOWN Ha ynaKkoBKe.
* He ncnonb3aynte peareHTbl NOCMEe UCTEYEHUS CPOKa MOAHOCTH, YKa3aHHOrO Ha yNakoBKe.
» Tect-nonocku ETEST HeobxoamMMo Bcerga XxpaHuTb B CYXOM, NPOXSaAHOM, 3aLUMLLEHHOM OT BO34ENCTBUS SSPKOTO
cBeTa MecTe.
* He xpaHuTte Tect-nonockn ETEST, octaBLumnecs nocne BCKPbITUA MHAMBUAYANbHOW YNAKOBKN.

[ns ynakoBKM Ha HECKONbKO KapTpUAXKen:

» XpaHuTe He BCKPbITble U BCKPbITbIE KAPTPUAXKM NPU TeMnepaTtype, yka3aHHON Ha ynakoBKe.

* He ncnonb3ynte He BCKPbITbIE KAPTPUOXKM NOCHE NCTEYEHNS CPOoKa roOAHOCTH, YKa3aHHOTO Ha yNnakoBKe.

» Tect-nonocku ¢ ETEST, ocTaBLuMecs Hen3pacxoAoBaHHLIMWN U3 BCKPLITOrO KapTpuaKa, CriefyeT XpaHnUTb B CyXOM
mMecTe. He BblHMMaTe BnaronornoTuTernb Nocrne BCKPbITUA 1 3aKpbiBanTe KapTpuaK (BXOASALLEN B KOMMNMEKT
KPbILLKON) cpasdy nocne 1Ucrnonb3oBaHus.

» Tect-nonockun ETEST HeobxoamMMo Bcerga XpaHuTb B CYXOM, NPOXNaAHOM, 3aLLMLLEHHOM OT BO3AEVNCTBUSA SPKOro
cBeTa MecTe.

* Nocne BCKPbITUS KapTPUAX MOXHO XpaHWUTb B TEHEHUE KONnYecTBa AHEN, ykadaHHOro Ha Hem cboky. 3anuwmTe
AaTy BCKPLITUS KapTpumxa psaom ¢ cumsosiom [1il. Meped vcnonb3oBaHeM OCTaBLUMXCS TECT-MONOCOK
ybeamTech, YTO CPOK XpaHeHUsi nocne BCKpbITUS (14 nnn 31 AeHb B 3aBUCMMOCTU OT MOSIEKYTIbl) HE MpeBbILlaeT
CPOK roAHOCTW, YKa3aHHbI Ha YNakoBKe.

* [Mocne BCKpbITMSA KapTPUAXK MOXHO HECKOMBLKO pa3 3aKkpbiBaTb M OTKpbIBaTb. py Hagnexaiuem xpaHeHun
1 obpalleHnn 310 He BNuseT Ha cTabunbHoCTb. KonnyecTBo 6enbix MPSAMOYrofnbHUKOB B KBagpaTe, HaneyataHHbIX
Ha NpaBo CTOPOHE, O3HAYaET, CKOMbKO Pa3 MOXHO OTKPbITb KAPTPUMK, BKIOYas BCKpbiTMe (3 pa3alfisnunu 4 pasa 55
B 3aBMCUMOCTM OT MOfeKynbl). YTobbl 3adhmkerpoBaTh 9TO YMCHO, 3aKpackTe OAMH U3 B6enbiX MPAMOYrofbHUKOB Mpu
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BCKPbITUM KapTpyaXKa 1 3aTeM 3akpaluvBanTe no ogHOMy 6enomy npsiMOyronbHUKY Kaxabl pa3, OTKpbIBas
1 3aKpblBasi KAPTPUOXK.

lMpumepsbi (3mMukemku HuUXxe npueoodsIMCsi MOSIbKO 8 CPaBoYHbIX Uersx):

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]
« TNocne Toro kak kapTpuak GyAeT OTKPLIT MakCMMarnbHOe KONMYECTBO pas, BCE OCTaBLUMECS TECT-MOMOCKM creayet
YyTUNM3NpPOBaThb.

* Bxopgslen B KOMMMIEKT KPbILLKON MOXHO 3aKpblBaTb TOSMbKO KAPTPUAKM U3 TOTO Xe KomnnekTa. He ncnonssynte
KPbILLKM OT APYrMX NapTun nim npenapaTos.
» KpbILKy cneayeT yTunManposaTtb Mocne ee ncnonb3osanusa ¢ 10 kapTpuaxamm n3 ynakosku.

MCNONb30OBAHUE

* [lMepen ncnonb3oBaHvem TecT-nonocok ETEST 13 HepackpbITOn ynakoBku HeO6XOAMMO OCMOTPETh YNakoBKy Ha
npegmeT OTCYTCTBUS NMOBpPEeXAeHU. He ncnonb3ynte B cnyyae, ecnv ynakoska Obina noBpexaeHa.

* [Mocne n3baTMa N3 XONOANINBHUKA/MOPO3UITbHUKA HEOOXOAMMO BbiAepXaTb UHAMBUAYAIBHYIO YNaKOBKY Unu
YMNakKoBKY Ha HECKOMbKO KapTpuaXen npu KOMHaTHOWM TemnepaTtype A0 BCKPbITUS (0koro 15 MuHyT, ecnu
Temnepartypa xpaHeHus coctasnana +4 °C, unm okono 30 MMHYT, ecnn TemnepaTtypa XpaHeHust cocTaensna
-20 °C). N3BnekaTb TeCT-MONOCKY U3 YNAKOBKW CriegyeT HEMOCPEACTBEHHO nepe ucnonb3osaHnem.lMepes
BCKPbITMEM YNaKoBK/M HEOBXOAMMO [OXAATbCA MOMHOro MCNapeHus Briaru, KoTopas Morfna CKOHOEHCMPOBaTLCH Ha
BHELLHEN NOBEPXHOCTMN YNaKoBKM.

* He npukacavitecb K NOBEPXHOCTW TECT-MOMOCKMN, HA KOTOPOW HAXOAMTCH rPafAMEHT (K CTOPOHE, NPOTUBOMOIIOXHOW
wkane MUK). Ans B3sTua Tect-nonocok ETEST pekomeHayeTca ncnonb3oBatb pyvHON annnukaTop [Hanpumep,
Mini Grip-It (puc. 1), BakyymHbiit nuHLeT NEMA C88™ (puc. 2), nuHueT unu nogobHoe UM ycTpoincTeo]. B cnyvae
n3sneyeHns Tect-nonocok ETEST Bpy4Hyt0 NUHLETOM Mnn nogobHbIM YCTPOMCTBOM paspeLlaeTcs npmkacaTbes
TONbKO K KOpeLLKaM (TOMy MeCTY, Ha KOTOpOe HaHeceH 2- unu 3-6yKBeHHbIN KOA).

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

* VIHCTpYKUMK ONa MHAUBUAYaNbHOW YNaKOBKM:

Mpexae Yem OTKPbIBaTb YNakoBKY, OCTOPOXHO MOCTY4MTE YNaKOBKOW MO TBEPAON NOBEPXHOCTY,
YTOGbI TECT-NOMOCKA OKasanach Ha AHe YNakoBKU, 3aTEM 3aXKMUTE YMaKoBKY Mexay 6omnbLunmM
1 yKasaTenbHbIM NanbLaMu, MOMeCTUB KOHUYMK GOMnbLUOro nanbua B yriybneHve Ha 3agHen
CTOpOHE.

HaxmuTe GonblummM nasnbuemM Brieped 1 ykasarternbHbIM nanbLemM Hasag, YTobbl OTNOMUTL
antoMuH1eByo 060MoYKy, NMpyY 9TOM BaronornoTUTenb AOMMKEH OCTaTbCA B BEPXHE YacTu
YNaKoBKM.
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OTorHute BEPXHKO 4YaCTb Hasapg, 4YTOObI MONMHOCTLIO OTKPbITb YNaKOBKY.

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

WNHCTpYyKUMM NS yNakoBKN HA HECKOMbKO KapTpUKen:

MogHMMUTE A3bIYOK N3 PONbIY B BEPXHEW YacTu KapTpuaxa u notTaHuTe Hasag,
YTOObI MONTHOCTBLIO CHATD.

( Mpumeyvanune: Y6eautech, Y4TO NOCNe BCKPLITUSA HA KapTpUaKe He 0CTanoch
onbry, MOCKOMbKY OHA NOMELLAET Kak CriefyeT 3aKpbiTb €70 KPbILLKOW.

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

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

* MeTop aBTOMaTU4eCKom 06paboTku ¢
NMOMOLLIbI0 aBTOMaTUYECKOro
annnukatopa SIMPLEX C76™:

o 3arpysute KapTpuoXKu ¢ TeCT-

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

nonockamu ETEST Hanpsmyto B
aBToOMaTM4eCKuI annnukaTop
SIMPLEX C76™ (MHCTpyKLMM CM.

BnaronornoTuTtens. B PyKOBOACTBE Nnosib3oBaTena

annnvkatopa SIMPLEX C76™).
o Ecrnu ncnonb3ayeTtcs NUHLET unu

aHanornyHoe ycTpowcTBO:
HaxmuTte ykasaTenbHbIM
nanbLeM Ha y3Kui KoHel|
nakeTuka c BraronorfnoTuTenem,
4TOObI NPUNOAHATL TECT-
nonocku. He HaxxumanTe Ha
OKpyrnyto YacTb. MNpuaepxveas
nanbLemM BnaronornoTuTens,
N3BMNEKNTE BEPXHIOK TECT-
nonocky ETEST 13 ynakoBku
MWHLETOM MW aHaNorM4HbIM
YCTPOWCTBOM.

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

054384-01

MHCTPYKUUA NO NPUMEHEHUIO
MpuroTrosneHue cycneHsumn u noces

1.
2,
3.

[osenute cpeay n Tect-nonockn ETEST go koMHaTHOM TemnepaTypsbl.

Cwm. Tabnuuy 1 B koHLLe 3TOro pasgena.

MoaroToBbTE CYCNEH3MIO: CYyCNEHANPYNATE XOPOLLO M30NMPOBaHHbIE KONTOHMU, BbIPOCLUME HA YallKe C arapom

B TeYEHMe Houn. YOeamTech B HanmM4umMm B MOCEBHOW CyCcneH3un npaBunbHoro konvdectsa KOE/mn
(konoHueobpasytoLLas eauHULA) OTHOCUTENBHO COOTBETCTBYHOLLErO cTaHaapTa no wkane McFarland. JaHHbin nyHKT
0COBEHHO BaXXeH NS MUKPOOPraHN3MOB CO CIIOXXHbIMU NMUTaTENbHBIMU MOTPEOHOCTAMU, U CIIN3UCTBLIX KONTOHUIA
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MUKpOOpPraHn3mMoB. Mpu npaBnnbHOM NPUroTOBAEHUM CYCNEH3UW NOCNEe KyNbTUBMPOBAHUSA AOMKEH ObiTb nony4veH
CNMOLUHON MW NPaKTUYECKM CMNIOLIHOW POCT Ha MOBEPXHOCTU CPeAbI.

CtaHgapTbl MyTHOCTU No wkane McFarland He rapaHTUpyOT NpaBUNbHOrO KONMYECTBA XXM3HECMOCOOHbIX 6akTepui B
cycneHsun. Heobxoanmo NpoBOAUTL perynspHbIn NoACHET KOMOHWUIA AN NPOBEpkX Toro, obecneymsaeT nu
ucnornb3yemasi MeToauka nocesa nosnyveHne HyXKHOro KonmyecTBa XM3HecnocobHbix 6aktepun (B KOE/mn). CmoTpute
pasgen KOHTPOJIb KAYECTBA.

BbinonHuTe Noces: OKyHUTE B NOCEBHYIO CYCNEH3MNI0 CTEPUIbHBIN, HETOKCUYHBIN Y HE CAMLLIKOM TYrO CKPYY€HHbIN
TamnoH. Yaanute nsbbITOK XXUAKOCTU, MPUKaB TaMMOH K BHYTPEHHEN NOBEPXHOCTU CTEHKM Npobupku. Yaanute
fonblue X1AKOCTKW, Koraa AenaeTcsd Noces Ha Yaluky avametpoM 90 MM, U MeHbLLE NPV 3acCeBaHUM Yallkn AMameTpoMm
150 mm. TwartensHoO pacnpegenuTe CyCrneH3uto No NOBEPXHOCTY arapa WTpuxamy B TPeX HanpasreHusX, Kaxablii pas
noBopauuBas vaLlky Ha 60 rpagycoB, 4Tobbl 06ecneunTb paBHOMEpPHOE pacnpeneneHve noceBHoro matepmana. B
KayecTBe ansTepHaTBbl MOXHO UCMOIb30BaTh NHoKynaTop RETRO C80™ ans adydpeKTMBHOrO pacnpeaeneHus
NMOCEBHOW CYCMEeH3Mn Mo NOBEPXHOCTK arapa (puc. 3) (MHCTPYKLMM CM. B PyKOBOACTBE MONb30BaTens MHOKynATopa
RETRO C80™). [aiiTe n3bbITky BNarn ancopbupoBaThcs B TedeHne 15-20 MUHYT, Tak 4ToBbl MOBEPXHOCTL Gbina
NONHOCTbLIO CyXOMn nepes HaHeCeHneM TeCT-Nonocok ¢ rpagueHTom ETEST.

e

Puc. 3

MoceB Ha YallKy ¢ arapoM € NoMoLLbo MHoKynsTopa RETRO C80™

HaHeceHune TecT-noONocoK 1 NHKybauus

1. YBeauTtecb, 4TO 3acesHHas NOBEPXHOCTb arapa NofIHOCTbIO CyXasi.

2. Ortkponte ynakoBky ETEST, kak ykazaHO B MHCTPYKLMM MO BCKPbITUO U paboTe C TecT-nonockamu.

3. Tect-nonockn ETEST MOXHO HaHOCUTb Ha 3acesiHHY0 NOBEPXHOCTb arapa ¢ NOMOLLbIO PyYHOro annnukaTopa
[Mini Grip-It, BakyymHoro nuHueta NEMA C88™ (puc. 4), nuHLEeTa 1nu Apyroro aHanornyHoro yctponcTeal nnéo
aBTOMaTMyeckoro annnukatopa SIMPLEX C76™ (puc. 5). Paamectute Tect-nonocky ETEST wwkanoi MUK Beepx
(Mo HanpaBneHWIo K KPbILLKE YaLLKW) 1 MakCUMarbHOW KOHLEHTpaunen bnmxke k kpato Yaku (puc. 4 n 5).

N

Puc. 4

HaneceHnwne TecT-nonockv ETEST Ha noBepxHoCTb
arapu3oBaHHOW cpefbl C MOMOLLbIO BaKyyMHOTO NuHLEeTa
NEMA C88™

Puc.5

HaneceHnwne TecT-nonockv ETEST Ha noBepxHoCTb
arapu3oBaHHOW cpefibl C MOMOLLbIO aBTOMaTU4YECKOro
annnukatopa SIMPLEX C76™

4. MOXHO ncnonb3oBaTh WAabnoH Ans onTUManbHOro nomMelleHus tTect-nonocok ETEST paBHoyaaneHHo apyr ot

Apyra B yaluke ¢ arapom. B ogHon yawke gnametpom 150 MM ¢ arapomM MOXHO pa3mecTuTb [0 LIEeCTU TeCT-NoNoCcoK

ETEST (puc. 6a), a B ogHon valike agnametpom 90 Mm ¢ arapoM — A0 AByX (puc. 66). [Ina mukpoopraHuamon
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C OXXNOAEMOW BbICOKON YyBCTBUTENBHOCTBIO UCMOMNb3YNTE MEHbLLE TECT-NMOMOCOK Ha Yallke agnametpom 150 Mm
N TOMbKO OfHY TECT-NOMNOCKY Ha YaLuke guameTpom 90 MMm.

Puc. 6a. Puc. 66.

LLlabnoH ans 6 TecT-nonocok B yaluke guametpoM 150 mm LLlabnoH gns 2 TecT-nonocok B yaiuke guametpoM 90 Mm

5. Heobxooumo y6enuTtbes, YTO TECT-NONOCKa NOMHOCTbLIO NpUeraeT K NoBEPXHOCTU arapa. He cnepyet pasmeLuats
TECT-NoNoCKy B MEPEBEPHYTOM MOSOXKEHNU, TAK KaK 3MMUMNC UHMMOMPOBaHUS He 06pa3yeTcsi, MOCKOMbKY aHTUBMOTUK
HE MOXET NMPOHWKHYTb YEPE3 HEMOPUCTYIO NNACTUKOBYH TECT-NOMOockKy. Mpyu HEOBXOAMMOCTY MOXHO yAanuTh
BO3AYLUHbIE MONOCTH, BUAVMbIE NMOZ TECT-MOMOCKOW, OCTOPOXHO HaXKUMas Ha TECT-NOJOCKY (He ABUrasi €e) KOHYMKOM
annnvkaTopa Ui NMHLETOM, MpY 3TOM HanpaBneHWe ABMKEHNS! JOIDKHO ObiTb OT MUHMMAIIbHON KOHLEHTpaLmm
K MakcumarbHON. ManeHbkve ny3bipbKy He BIUSIIOT Ha pedynbTaThl TecTupoBaHus. Mocne HaHeceHuA TecT-
NornockKy Hernb3sl CABUraTb, MOCKONbLKY MPOMCXOAUT MrHOBEHHOE BbICBOGOXAeHNe aHTUGMOTHKA B arap.

6. KyneTvBMpOBaTb Yallk1 C arapoM criefyeT B NepeBepHYTOM MOMOXKEHNUM (KPbILIKON BHW3), MOCTABMNEHHBIMW APYT Ha
Apyra, Ho He Gonee 5 yallek, B COOTBETCTBUM C YCIOBUSIMU, NMPUBELEHHBIMU B PYKOBOACTBE HUXKE.

Tabnuua 1. YkasaHua no BbIGOpy nutTaTesibHbIX cpen, NnoAroToBKe NOCeBHOro Mmatepuana u KynbtuBMpoBaHuio

pynna ArapusoBaHHas NoceBHON maTepuan KynsTvBMpoBaHue
MVKPOOPraH13MoB nuTatenbHas cpega .
a)
NMNoTHOCTb (Mo Temnepatypa
MutatensHas cpeaa © ATtmocdepa Bpems (4achbl) B)
et kane (2 °C) Pep P ( )
McFarland)
A3pobbl Mionnepa-XuHToHa 0,85 % NaCl (unun 0,5 +35 °C Okpy>xatoLas 16-20"
COrneBon pacTBop) (1, ecrm cpega 20-24 P gna
KOMOHMS Acinetobacter spp.
cnuancras)

MpumevaHus:

* a) CopepxaHuve kanbuus B arape Mionnepa-XuHToHa MOXET OTNMYaThbCs B 3aBUCMMOCTM OT NPOU3BOAUTENS U
cepun. Heo6xoaMMO NPOBOAWTL KOHTPOIb Ka4ecTBa Kaxkaow Cepyn arapnsoBaHHOW cpeapl.

* 6) Bbino ycraHoBneHo, 4To conesow pacteop (Homep no katanory V1204) coemectum ¢ ETEST.

* B) Y6eauTech, YTO Yallka C arapoMm KynbTMBMpOBanack B Te4EHME PEKOMEHAOBAHHOIO Nepuoaa BpeMeHU, Npexae
YeM CHUMaTb NokasaHus, 0COGEHHO B Cryvae 3ameaneHHOro NPOSIBIEHNS YCTONYMBOCTU U MEAMNEHHO PaCTYLLMX
NPUXOTIMBbLIX MUKPOOPraHN3MOB.

* 1) ns MeaneHHo pacTyux n3onsatoB Pseudomonas spp. BpeMsl KynbTMBMPOBaHUSA crneayeT YBeENnuynTb 4O
48 yacos.

* 0) [na MmeaneHHo pacTyLmx usonstos Acinetobacter spp. BpeMsi KynsTUBUPOBaHWS criefyeT yBeNnuUnTb A0
48 yacos.

PE3YNbTATblI U UHTEPMNPETALIUA

YyeT pe3ynsraToB

» Korga pocT 6akTepuii XopoLlo 3ameTeH, cuntanTe 3HavyeHne MUK B mecTe, rge annunc MHrMbuposaHusi nepecekaeT
TecT-nonocky. KoHeuHble 3HaveHnss MUK B metone ETEST 06bI4HO YETKO BblpaXeHbl, HO MOryT HabnoaaTbes
N pasnuyHble KapTuHbl pocTa/MHriMbrpoBaHms. CM. unniocTpaumm Hke (PUCYHKU 7, 8 1 9).

* He yuutbiBanTe pesynsraTthl, €CNY KynbTypa BbIrMSgUT CMELLIAaHHOW U ecrnv pocT GakTepuii o4eHb
HEe3Ha4YUTEnNbHbIN UMK CIIULLKOM rycTol. MoBTopuTe TECT.

+ [Ins 6akTepuumaHbIX NpenapaToB, Takux kak TobpamuumH, koHevHoe 3HadeHne MUK cneayeT yuntbiBaTh B MecTe
NOMHoOro MHrMbrposaHus pocTa. [ToMyTHEHNE 1 MaKpO- UMM MUKPOKOMOHWUM B Npefenax 3 MM OT TECT-MOJI0CKU
crnepfyeT yunTbiBaTb Kak poCT.
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» PocT Boonb Bcero rpagneHTa (OTCyTCTBME annunca MHrMbupoBaHus) o3HavaeT, 4To 3HavyeHne MUK Bbiwe nnm paBHo
HaMBbICLLEMY 3HAYEHMIO Ha LuKarne. ONnunc MHrMbMPOBaHKSA HXE rPagueHTa o3HadaeT, YTo 3HaveHne MUK Huxe,
YeM Hanbonee HU3KOE 3HAYEHUE Ha LUKane.

* M3bbiTovHas Bnara B Yallkax nepes noceBoM, HeAOCTaTOYHO BbICYLLUEHHAsS NOBEPXHOCTb Nepes HanoXeHneM TecT-
NOrOCOK /MM HEPABHOMEPHO 3aCesiHHbIE LUTPUXOM MOBEPXHOCTU MOTYT NPUBECTU K OTCYTCTBUIO CNIIOLLHOMO pocTta
unu 3ybyatbiM kpasim annunca. NMoBTopuTe TECT, ecnun y4eT KoHeYHbIx nokasatenen MUK satpygHeH. B cnyyae
HepoBHbIX NepeceyeHnint MUK ¢ nonockow yunTbiBaliTe bonbluee 3HadeHre. Ecnv pa3segenuii > 1, noBTopuTe TECT.

* [Npw nccnepoaHun Acinetobacter spp. HaKMOHUTE YaLlKy W/unyM BOCMONb3ynTeCh Nynon, 4Tobbl BHUMATENbHO
nccnefoBaTb KOHEYHbIE NoKasaTtenu.

* B cnyyae TyHHenbHOro pocta npeHebperante TOHKON NMUHWEN pocTa BOOMb TECT-MOMOCKM.

Mpumepbl yyeTa pe3ynsLTaToB

|

Puc. 7 Puc. 8 | Puc. 9

E. coli P. aeruginosa S. aureus
ATCC® 25922™ ATCC® 27853™ ATCC® 29213™
MWK = 0,50 mkr/mn MWK = 0,75 mKkr/mn MWK = 0,19 mkr/mn
UHTepnpeTauus

[ns nHtepnpetaummn 3HaveHnn MUK, nonyyeHHbIx ¢ noMoLubio Metoga ETEST, MOXHO nonb3oBaTbCA MOPOroBbIMU
3HaveHusimu MUK onsa onpegeneHusi Kateropuin MHTepnpeTauum, onybnmkoBaHHbIMK YNpaBneHneM no KOHTPOSIo
KayecTBa NuLLEeBbIX NPOAYKTOB 1 nekapcTBeHHbIX cpeacts (FDA)/CLSI, EUCAST w/vunu BawmmM HaumoHanbHbIM
KOMUTETOM.

TekyLime norpaHnyHble 3HaYeHUs NpuBedeHbl Ha Takux Beb-canTax: https://www.fda.gov u/mnuhttps:/clsi.org n/unu
www.eucast.org.

Byay4yu nonHocTblo konuyecTBeHHbIM MeTogom onpeaenexdus MUK, ETEST paet BoamoxHocTb nabopartopum
cooOWNTL ToYHbIe 3HaYeHns MK BmecTe ¢ kaTeropuei nHtepnpetaumn. ETEST onpegensieT 3HadeHus MUK no
HenpepbIBHON LLUKarne 1 MOXeT nokasaTb pe3ynbsTaTbl B MPOMEXYTOYHOM MOMOXEHUN MEXAY TPaauLMOHHbIMU
OBYKpaTHbIMW pa3BedeHnsimu (B nonpassenexust). Ecnv sHavenne MUK no metogy ETEST HaxoauTca mexay
CTaHAapTHbIMW OBYKPaTHbIMU pa3BedeHUsIMU, TO €ro crieQyeT OKpYrnuTb A0 Grvkanilero BepxHero 3Ha4eHust
[OBYKpaTHOro pa3BefieHns nepes TeM, Kak KaTeropusampoBaTb.

lMpumep nopozosbix 3Had4eHuli MUK EUCAST (mke/mn):

S
1
YyscmeumernbHocmb npu R
YyscmeumernbHocmb npu o
cmaHOapmMHOM pexume o Yemoliyusocmb
ysernuyeHHoM eo30elicmeuu
dosuposaHusi
<0,06 0,12—1 22

MWK 1 mkr/mn no metogy ETEST kateropuampyeTcsi kak 4yBCTBUTENbHOCTL NpY YBENNYEHHOM Bo3aencTaum (1), B TO Bpems Kak
KOHUeHTpauus 1,5 okpyrnsetca Ao 2 MKI/MI 1 KaTeropusnpyeTcs kak yctonumsoctb (R).
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KOHTPOIIb KAYECTBA

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

1 ucnosnb3yeMbixX NpoLeayp, NPOTeCTUPYATe WTaMMbl Anst KOHTpons kadecTBa (KK), npuBeaeHHble B criefytoLleit
Tabnuue. PeareHTbl 1 MCMOMb3yeMble NPOLEypPbl CHUTAKOTCS YAOBMNETBOPUTENbHLIMM, €CIW MOMNyYeHHble 3HadYeHust MUK
COOTBETCTBYHOT CMEAYIOLLMM crieumdukaLmsam KOHTPONs KavecTsa:

MWK AHTUMUKPOBHOIO KOL LUTAMMbI ONA KK ETEST OVATMA3OHbI MUK OJTA KK ETEST (mkr/
MPEMNAPATA (mkr/mn) MIT)
To6pamMuLmH ™ E. coli ATCC® 25922™ 0,25-1 2.6
0,016-256 P. aeruginosa ATCC® 27853™ 0,25-1 2.9
S. aureus ATCC® 29213™ 0,125-12.6)
MpumeyaHus:

+ a) CLSI M100: Performance Standards for Antimicrobial Susceptibility Testing, 29t Edition (CLSI M100.
HopmaTuBHblE Noka3aTenu TeCTUPOBaHUSA aHTUMUKPOBHOWM YyBCTBUTENBHOCTY, 29-€ N3aHue).

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

PesynbraTthl aHanm3a nauveHTa He cnegyet coobuatb, ecnu pesynetatel KK BbIXoAAT 3a npegensl yTBEPKAEHHbIX
3HayeHui KK. Yactorta npoBeneHusa KK gomkHa ycTaHaBnmBaTbCs kaxaon naboparopuen MHOMBUAYamnbHO.
PykoBogsLmne npuHUMnbI 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. MNpepensl 3HadeHn ana KK metoga ETEST ocHoBbiBatoTCA Ha 06wmpHon 6a3e, CobpaHHON NMpu KOHTPOMBLHOM
TeCcTMpoBaHMK BOMNbLLOrO YMCra CEPUN PEaKTNBOB B TEYEHNE HECKOMbKUX NET, U BKIOYAKT AaHHbIE MHOMOLEHTPOBbIX
nccnenoBaHuin.

Ecnu 3HaveHua MUK B oTHoweHun wtammoB ans KK HaxoasTca Ha nonpassegeHus Huke HukHero npegena KK, nx
crnegyeT OKpyrmnuTb A0 Brivkanero BEPXHEro 3Ha4eHns ABYKPaTHOro pa3BeadeHns nepeq TeM, Kak yCTaHOBUTb
cootBetcTBue KK. MNogobHbim obpasom, ecnn 3HaveHns MK HaxoasTca Ha nonpasBefeHus Bbille BepXHEro npegena
KK, nx cnegyet cuntatb HecooTBeTcTBYOWMMU KK.

HeobxoavmMo NpoBoAWTb PerynsipHbIi NOACHET KOMOHWI ANsi NPOBEPKU TOro, 00ecnevymBaeT N NonyyYeHHas nrioTHOCTb
CyCrneH3un NOCEBHOIO Matepurana nonyyYyeHne 4OCTaTo4MHOroO KONMMYECTBa u3HecnocobHbix 6aktepuini B KOE/mn.
MpuroaHbI MaTepran Ans nocesa Aact npubnuantensHo ot 1-5 x 108 KOE/mn.

CranaapTtbl MyTHOoCTU o McFarland He rapaHTUpyHOT NPaBUITbHOTO KOJIMYECTBA XXU3HECNOCOOHbIX GakTepun
B KOE/mn.

OXWOAEMbBIE PE3YJIbTATbI

YpPOBHM YyBCTBUTENBHOCTU K aHTMBMOTUKAM ANs pas3fMyHbIX Bronornyeckmx nonynsuuin 6aktepuii 6onbLue HEBO3MOXHO
npeackasaTb B CBSI3U C MPOrPeCCUBHbIM PasBUTUEM YCTOMYMBOCTU. [oaToMy nabopaTopusi AOMKHA NONb30BaTbCS
oxvaaembiMu pesynstatamm MUK pasnuyHbix aHTUBMOTUKOB AN peePEHTHbIX LUITaMMOB KOHTPOMS KayecTBa, YToObl
obecnevnTb COOTBETCTBUE TEXHWKM TECTUPOBAHUS HEOBX0AMMBIM TPeBOBaHMSIM 1 Pa3yMHY0 TOYHOCTb MOMyYaeMbIX
KMUHWUYECKNX PE3YrbTaToB.

PABOYME XAPAKTEPUCTUKU

Pabouvne xapaktepuctukun ETEST gna tobpamuumHa Obinm yCcTaHOBMNEHbI NYTEM CPABHUTESBHBIX OLLEHOK. DTN
nuccnenoBaHusi nokasanu, 4to 3HaveHnss MUK ETEST TM koppenupytoT ¢ aTanoHHbeiM metogom CLSI MO07'. MeTon
ETEST cumTaeTcs no cywectBy akBuBaneHTHbIM metogam CLSI, korga 3HaveHns MUK n3 obenx npouenyp nokasbiBatoT
nornHoe cooteeTcTBue (EA) =90 % B npepenax + 1 pa3segeHus.

Paboune xapakTepuCTUKmn NPUBEAEHBI HUXE:

Lrammbl (N) % nonHoro cooTeetcTams (EA) 2)
Aspobbl 1699 99
BKIIOYas:
- Enterobacterales 450 98
- P. aeruginosa 425 100
- Acinetobacter 399 99
- S. aureus 425 99
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Mpumeyanus:
* a) EA — % 3Ha4enni MUK B npegenax + 1 pasBefeHus pedepeHTHOro Metoaa.

BAXHbIE 3AMEYAHUA

1. WHoraa HekoTopble kKOMOMHaLMKM B6akTepum n aHTMBMOTUKA Aal0T HeOXMAaHHbIE pedynbraThl. B Takux crnydasax
MarnoonbITHOMY nepcoHany 6yaeT CroXHO NPUHATb peLleHne No KoHeyHoMy 3HaveHunto MUK. OpgHako, 4To6bl
Hay4YnTbCsl MPaBUIBHO ONpeaensiTe KoHeYHble 3HadeHuss MUK, coTpyaHWKM MOryT NpakTMKOBaTLCS, PerynspHo
ncnonb3ys peepeHTHbIE LWTaMMbl U CPaBHUBAsA CBOK paboTy C pesynbratamu KBanuuumpoBaHHbIX paboTHUKOB.

2. Kak n Bce gaHHble AST, pesynbtatel ETEST ABRsAOTCA TONBKO 3HAYEHUSIMU in Vitro n MOTyT yKa3sbiBaTb Ha
noTeHUManbHy YyBCTBUTENbHOCTb MUKPOOPraHn3MoB in vivo. icnonb3oBaHne pesynsTaToB Mpu BbIGOpe neveHus
OOMKHO ObITb €AVUHONMUYHBIM PELLEHNEM N OTBETCTBEHHOCTbLIO Nnevallero Bpada. OH JomKeH NpuHYMaTh BO
BHMMaHNE MeOULIMHCKMIA aHaMHEe3 1 BCI M3BECTHYIO MHAOPMaLMIO O naumeHTe, hapMaKoKMHeTu4eckne
1 dhapMakoguHaMn4ecKke CBOMCTBa aHTMONOTUKA W KITMHUYECKWI OMNbIT NIeYeHUs AaHHbIM NpenapaToM UHAEKLNN,
BbI3BaHHbIX KOHKPETHbIM BaKkTepuanbHbIM NaToreHoM. Takke crneayeT yunTbiBaTb TUM aHTUOMOTMKA, JO3Y U PEXUM
[03MPOBaHuS.

3. [Onsa nony4yeHns AONOMHUTENBHOW MHPOPMALMMN O KOHKPETHBIX OFPaHNYEHUSIX B MHTEPNpeTaLumn pe3ynsTaTtoB u/mnm
OrPaHUYEHUAX KITMHNYECKOTO MCMNOMb30BaHUS aHTMOMOTHKA B pa3nnyHbIX TepaneBTUYECKUX CUTYaLMUsiX CM. Tabnuupbl
N CHOCKM Ha cTaHgapTbl uHTepnpeTauun MUK B nocnegHux Bepcusix pekomengaumii EUCAST nnm gokymeHtoB CLSI
Mo onpeaeneHnio YyBCTBUTENbHOCTY K aHTMBMOTUKaM Ans npoleayp passeneHus (cepun MO7 u M100).1. 2.3

YTUNU3ALMNA OTXOO0B
YTmnmsmpyﬁTe MCMOoJib30BaHHbIE N HEUCMNOJIb30BaHHbIE peareHTbl, a Takke KOHTaMUWHNPOBaAHHbIE pacxodHble MaTtepuanbl
B COOTBETCTBUU C Tpe6OBaHI/I$IMI/I, npeabaBndaemMbiMU ONda ytunmsauumm MHMEKLMOHHBIX MaTepraros.

Kaxxpas na6opaTopV|9| 06s3aHa 06pau.|,aTb09| C nNosty4eHHbIMM OTXo04aMn U CToOKaMun B COOTBETCTBUN C UX TUNOM U
CTeNeHbo ONacHOCTU, a TaKkxe 06p363TblBaTb N yTunm3npoBsaTtb UX B COOTBETCTBUU C YCTaHOBNEHHbIMU NMpaBuiamMmn 1
HOpMaMu.

CMUCOK JIUTEPATYPbI

1. CLSI M07: Methods for Dilution Antimicrobial Susceptibility Tests for Bacteria That Grow Aerobically (Latest edition)
(CLSI MO7: MeToabl NpoBeAeHUs TECTOB Ha OnpeaerieHne YyBCTBUTENbHOCTM adpobHbIX GakTepuii K
aHTMMUKPOOHBLIM Npenapartam nyTem pasBefeHus (nocrnegHee n3gaHue)).

2. CLSI M100: Performance Standards for Antimicrobial Susceptibility Testing (Latest edition) (CLSI M100.
HopmaTvBHbIE Noka3aTenu TeCTMPOBaHNA aHTUMUKPOOHOW YyBCTBUTENBHOCTM (NOcnegHee nsgaHue)).

3. EUCAST: European Committee on Antimicrobial Susceptibility Testing (Latest edition) (EUCAST: EBponeiickui
KOMUTET MO TECTUPOBAHMWIO YYBCTBUTENBHOCTY K aHTUMUKPOOHBLIM Npenapatam (nocnegHee usgaHuve)).

TABJTULA CUMBOJIOB U OBO3HAYEHUI

CumBon Ob6o3HavyeHune

Homep no katanory

MeavumHckoe n3genve ons
ONarHocTukm in vitro

M3rotoBuTenb

TemnepaTypHbIVi AruanasoH

Vicnonb3oBatb 40

Kog naptum

3anpeT Ha NOBTOPHOE NPUMEHEHNE

CpoK xpaHeHus nocre BCKPbITUS

AL M E
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CumBon O603HayeHne
[Iﬂ OBpaTuTech K MHCTPYKLMU MO
NPUMEHEHNI0
CoOepXXMmMoro 4oCTaToqHO Ans
npoBeaeHUst N-KonM4yecTBa TECTOB
@ [aTta nsrotoBneHus

OrPAHUYEHHAA TAPAHTUA

KomnaHus bioMérieux rapaHTupyeT, 4To paboune xapakTepucTukn JaHHOIO U3Oennsi COOTBETCTBYIOT YKa3aHHOMY
npenycMOTPEHHOMY Ha3Ha4YeHUI0 B TEYEHME BCEro CPOKa SKCyaTaumm npy ycroBuu, YTo CTporo cobrnogeHsl Bce
npouenypbl NO NCMONb30BaHUIO, XpaHEeHWo 1 06paboTke 1 Mepbl 6e30NacHOCTH, Kak NOAPOOHO U3MOXEHO B MHCTPYKLMSAX
no aKcnnyaTaumm.

3a 1cknioYeHneM BbllleyKkasaHHbIX CrlyvaeB, komnaHus bioMérieux He 4aeT HMKaKuUX rapaHTuin, B TOM Yncne
nogpasymeBaeMbIX rapaHTUI TOBApHOTO Ka4ecTBa W rapaHTUn COOTBETCTBUSI NpeanoniaraeMoMy UCMONb30BaHUIo, U He
[aeT HUKakmx 06s3aTenbCTB, B TOM YUCTE SIBHO BblpaXKEHHbIX, MOApa3yMeBaeMblX UM KOCBEHHbIX, B OTHOLLEHWN
MCMOoNb30BaHUsi Kakoro-nmbo peareHTa, NporpaMMHoro obecneyeHmnsi, npubopa 1 pacxofHbIX MaTepuarnos (aanee —
«Cucrtemay), OTAMYHOIO OT YKa3aHHOro B MHCTPYKLMSIX MO SKCNyaTaLuun.

NCTOPUA NMEPECMOTPOB
Karteropumn TMnoBe nameHeHun

H/M He npumeHumo (nepsoe nsgaHve)

KoppekTypa WcnpasneHve owmnbok B AOKYMEHTaLMm

TexHuyeckne [ob6aeneHune, nepecmMoTp U/Mnn yaaneHue KkacatLlencst npogykta nHdopmaumm
N3MEeHEeHNs

AAMUHUCTPATUBHbIE BBeaeHne naMeHeHni HeTEXHMYECKOro xapakTepa, 3acny>X1BaroLmnx BHUIMaHNA
N3MeHeHUs nonb3oBarens

lMpumeyaHue. HesHadyumernbHble munoepagckue, 2paMmMamuyeckue USMeHEHUsI U USMEHEHUSsI 8
hopmMamuposaHuUU 8 UCMOPUIO NEPECMOMPO8 HE BKITIOYEHI.

[arta Bbinycka Howmep Bepcumn Tvn nsmeHeHun O630p U3MeEHEHUI
2021-01 054624-01 MepBoe n3gaHune H/N

[nsa nonyyeHns TEXHUYECKOW KOHCYIbTaLMmn 1 NogaepXkm npocbba obpallaTtbest K yNomHOMOYEHHOMY NpeacTaBUTENo
npovsBoguTens Ha Tepputopumn Poccuickon Pepepaumm:

000 «6rnoMepbe Pyc»
Appec: Poccus, 115230, Mocksa, 1-bin HaratuHckumii npoesa, a. 10, cTp. 1
Ten./dakc: +7 (495) 221 10 79
TenedoH ropsyen nuHum: 8 (800) 250 10 79

e-mail: info.russia@biomerieux.com

Beb-canT: www.biomerieux-russia.com

B cnyyae BbisiBneHMs NOGOYHbIX AEUCTBUIA, HE YKa3aHHbIX B UHCTPYKLIMU MO NPUMEHEHUIO UMK PYKOBOACTBE MO
aKcnnyaTaumm MegULUHCKOro U3nenusi, HexenartenbHbIX peakuuii Npu ero npuMeHeHn, ocobeHHoCTeN
B3aMMOAEWNCTBUSA MEANLIMHCKUX 3aenuii Mexay cobor, hakTtoB 1 06CTOATENLCTB, CO34atoLLMX Yrpo3y XKU3HU U
300POBbLI0 rpaXaaH U MegULUHCKMX PabOTHUKOB NpY NPUMEHEHUN U SKCnyaTaumMm MeauumnHCKUX U3aenuin,
HeobxoauMo HanpaBuTb co0bLLEeHMe, coaepXallee yka3aHHble cBeaeHus, B PegepanbHyto cnyx0y no Haasopy B
cepe 34paBoOXpaHeHNs1 B COOTBETCTBMM C AENACTBYHOLLMM 3aKOHOAATENbCTBOM.
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BIOMERIEUX, norotun BIOMERIEUX, ETEST, tect-nonocka ETEST, NEMA C88, RETRO C80 n SIMPLEX C76
SABMSIOTCHA UCMONb3yEMbIMU, 3apErMCTPUPOBAHHBIMW U/UNW HAXOOALWMMUCS B NPOLECCe perncTpauum ToBapHbIMM
3HaKamu, NpuHagnexawymy komnaHum bioMérieux, ooHON 13 JOYEPHUX UNWN BXOOALLMX B €€ rpynny KOMNaHum.

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

ToBapHbIN 3HaK 1 ToBapHoe nma ATCC, a Takxke niobble Homepa no katanory ATCC — ToBapHbIe 3Hakv KOMNaHuu
American Type Culture Collection.

EUCAST o3HavaeT EBponeickuii KOMUTET MO TECTUPOBAHMIO YyBCTBUTENBHOCTM K aHTUMUKPOBOHBLIM Npenapatam. 3Tu
AaHHble 6binm npepoctasneHsl EUCAST Ha 6e3B03mMe3aHOM ocHoBe 1 JocTynHbl Ha cante EUCAST: www.eucast.org.
ABTopckue npasa Ha Hux octatotca y EUCAST. Pekomengaummn EUCAST vacTto o6HoBRsoTCA. VX nocnegHne Bepcum
[OCTYNHbl Ha Beb-cante www.eucast.org.

[pyrne Ha3BaHWsA 1 TOBapHbIe 3HAKM NMpUHAAexar Ux 3akOHHbIM BnagenbLam.
dotorpacum: bioMérieux SA

[nsa nonb3oaTenen B EBponenckom Cotose (pernameHT (EU) 2017/746) n cTpaHax ¢ aHanormyHeiMm TpeboBaHMaMMN:

B Crlyvae cepbe3HOro NponcLLECTBNSA BO BPEMS MCNONb30BAHNSA 3TOr0 YCTPOWUCTBA UMK B pesynbraTte ero UCnorb3oBaHus

coobwute 06 aToMm npon3soauTento n (VIJ'IVI) €ro ynosIHoMO4YeHHOMY NpeacTaBUTErto, a Takke B HauMOHarbHbIN OpraH.

673 620 399 RCS LYON
Tel. 33 (0)4 78 87 20 00
bioMérieux SA Fax 33 (0)4 78 87 20 90

376 Chemin de I'Orme www.biomerieux.com 0459
69280 Marcy-I'Etoile - France





