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ETEST® Imipenem (IP) (0.002-32 pg/mL)

Etest IP IMIPENEM — E-TecT umuneHem (ganee no tekcty ETEST, ETEST IP)

IVD

HA3HAYEHUE

ETEST — 370 py4HOI KONMUYECTBEHHBI METOA, ONpeAeneHnst YyBCTBUTENBHOCTU K aHTUMUKPOOHLIM NpenapaTam
rpaMoTpuLaTeribHbIX Y FPaMmonoXUTENbHBLIX a3POBHbLIX BakTepuit, 1 BakTepuii CO CIOXHBIMU NUTATENbHBLIMU
notpebHocTaMU. CucTema COCTOUT U3 CTaHAAPTHOIO rpaMeHTa aHTUOMOTUKA, KOTOPLI UCNoNb3yeTcs Al
onpeneneHns MUHUMabHON MHTMBKpYoLen KoHueHTpauun (MUK, BbipaXeHHOW B MKI/MI1) pasfnyHbIX aHTUMUKPOGHbBIX
npenapartoB A1 MUKPOOPraHU3MOB NOCPEACTBOM KyNETUBUMPOBAHUS! Ha MUTATENbHOM arape B TEYEHUE HOYMU.

NOKA3AHUA K MPUMEHEHUIO

Meton ETEST IP moxHo ucnone3oBatb Anst onpeaeneHns MUK nvmneHema B OTHOLLEHUN CrieayroLmx

MVKpPOOPraHM3MoB:
* A3pobbi:

o pamoTpuuatensHblie aapobbl: Enterobacterales, Pseudomonas, Acinetobacter

o pamnonoxwutenbHble aapobbl: Enterococcus.

» Streptococcus pneumoniae

* AHaspobbi:

o [pamoTpuuatensHble aHaspobbl: Bacteroides, Fusobacterium.
o pamnonoxwutenbHble aHaapobbl: Clostridium, HecnopoobpasytoLme rpaMnonoXuTenbHbIE Nanoyku,

rpamnonoXnTenbHble KOKKN

nPUHUUN

ETEST npeacraBnsieT cobol TOHKYH, UHEPTHYHO,
HeMopWCTYIo NNacTMKOBYIO TECT-NONOCKY. Ha oaHy CTOPOHY
TecT-nonocku (A) HaHeceHa wkana MUK B mkr/mn, a Ha
APYrylo — CTaHAAPTHbBIN rPagueHT aHTnbunoTuka.

Korga TecT-nonocky HaHOCAT Ha 3aCesiHHY0 KynbTypon
MWKPOOpPraHn3ma noBepPXHOCTb arapnsoBaHHOW cpeapl,
npeasapuTenbHO CPOPMUPOBAHHDIV FPAANEHT
KOHLIEHTpaLuun aHTMboTUKa HemMeaIeHHO NPOHMKaeT

B arap, a 3atem obpasyeT CTabunbHbIN,

HenpepbIBHbIN, 3KCMIOHEHUManbHbIN rpagneHT
KOHLIEHTpauum aHTMbrnoTuka HenocpeacTBEHHO Nog TecT-
norockon. MNocne nHkybaumm, B pedynsrate KOTOpou
BakTepuanbHbI POCT CTAHOBUTCHA 3aMeTHbIM, BAOMNb TeCT-
MOIOCKM MOXHO YBUAETb CUMMETPUYHbIV 3MNIUMC
UHrMbnposaHus. 3HaveHne MUK cumTbiBaeTcs co Lwkanbl
B MKI/MM NpuY NOMHOM UHIMBUpoBaHUM pocTa GakTepuii

B MeCTe nepeceyeHns 3a0CTPEHHOIo KoHLa annunca

C TECT-MOMOCKON.

HecmoTps Ha cxoacTBO € AMCKO-AUPPY3MOHHBIM METOAOM
(aHanornyHas npouenypa NPUroToBeHNs NOCEBHOMN
KynbTypbl, BbIOOP NUTaTENbHON Cpeabl U YCroBuUs
nHky6aummn), ETEST He siBnsieTcst AUCKO-ANdDEY3NOHHBIM
METOZOM U MOMHOCTLI0 OTNMYAETCS OT 0ObIYHbLIX ANCKOBbIX
MeToA0B. 'pagneHT KOHLEHTPALIMN aHTUMUKPOBHOrO
npenaparta B ETEST npeasaputensHo cchopmMmpoBaH,
npegonpeneneH n ctabuneH, u He 3aBUCUT OT AMddy3nm.
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O6pasey, mecm-nonocku ETEST®

(8 3asucumocmu om ripenapama 0oCmyrHbl pa3iuyHbIe
wiKarbl CHUMbI8aHUS)
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COCTAB HABOPA

MHauBuayanbHas ynakoBka: Kakpas TecT-nonocka cooeput:
412374 30 TecT-nonocok * amnanasoH MUK nmuneHema: 0,002—32 mkr/mn.

YnakoBKka Ha HECKOMbKO KapTPUmKEN:
423635 * 10 kapTpuaxen, B KaXXA0M Mo

10 TecT-nonocok n 1 nakeTuky
BraronornoTuTens

* 1 KpblwKa

1 MHCTPYKLMSA NO NPYMEHEHNIO, KOTOPYIO MOXHO 3arpy3nTb € canta www.biomerieux.com/techlib

HEOBXOAUMbIE MATEPWUAITbI, HE BKITIOYEHHBLIE B KOMIMJEKT

MaTtepuanbi
» O6wenabopaTopHoe MuKpobuonornyeckoe obopysoBaHue.
* TaMnoHbl (CTEpUIbHbIE, HETOKCUYHbBIE U HE CIWLLIKOM MIIOTHO CKPYYEHHbIE) 1 NMPOBMPKN.
 PyuHoit annnukaTop [Hanpumep, Mini Grip-It (Homep no kaTanory 411200), BakyyMHbIi nuHUeT NEMA C88™
(Homep no katanory 559804 ), nMHUET UNM aHanornyHoe yCTPoNCTBO].

* McFarland Standard — Ha6op craHgaptoB MmyTHocT Mak®apnaHaa (Homep no katanory 70900) unu emy
aHanornyHbln.

* NHkybaTop (+35 °C £ 2 °C).

* MukpoopraHuambl A5t KOHTPONS Ka4yecTBa.

» WHokynatop RETRO C80™ (gononHnTensHo) (Homep no kaTanory 559803).

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

PekomeHayemble nuTaTenbHble cpeabl

[nsa onpenenennsi 4yBCTBUTENBHOCTU K aHTUMUKPOOHBIM npenapaTtam (AST) cnegyeTt Mcnonb3oBatb
BbICOKOK@4YeCTBEHHbIE Cpefbl ONpeaerieHHOro coctaBa, 0becneynBaroLLmMe XOpoLLni pocT (cM. Tabnuuy 1 B KOHLUE
pasgena «V/IHCTPYKUMSi MO NMPUMEHEHMIO» HacTOSLLEro BKNaabllla B ynakoBky). [ins obecneveHns nonyvyeHms TOYHbIX
1 goctoBepHbix nokasatenen MUK npoaykums BbiIOpaHHOM TOProBON Mapku AOMKHA MMETb XOPOLLYHO
BOCMPOU3BOAUMOCTbL OT NapTuM K NapTuu.

YT1006bI npoBepuUTb Ka4eCTBO Ccpeabl, npoBeanTe nccrnegoBaHme ¢ NoMoLLbO noaxoaAawmx WramMmmMmoB MUKPOOPraHM3mMoB
Ons KOHTpons kadecTtBa. CM. Bknagbilw B YNakoBKY, npegocTaensieMbli NPOM3BOANTENEM CPeb.

Y6eauTecnb, 4TO ToMwMHa arapa B yaluke lMetpu coctaensiet 4,0 + 0,5 mm 1 umeet pH 7,3 £ 0,1.

NMPEOOCTEPEXEHUA N MEPbI NPEAOCTOPOXHOCTU
* TonbKko Ansa AuarHOCTUKWM in vitro.
» Tonbko gnsA npodeccMoHanLHOro UCNONb30BaHUA. [JaHHbIV TECT NpedHa3HayYeH Ansi UCNOMb30BaHMS
KBanMuLUMpoBaHHbLIMK COTPYAHMKaMKN nabopaTopuu.
» Bcerga cobnitogaiite npaBuna acenTuky Bo BpeMsi paboTbl ¢ obpasuammn bakTepuanbHbIx Kynstyp. Heobxoanmo
CTporo cobnoaaTtb yCTaHOBMNEHHbIE MEPbI NPEAOCTOPOXKHOCTU B OTHOLLEHUN MUKPOBMOMOrMYECKMX PUCKOB.
» TecT-nonocku npegHa3HavyeHbl TONbKO A4S OQHOKPATHOIO MPUMEHEHMUS 1 HE OOMMKHbI UCMONb30BaTbCA NMOBTOPHO.

YCnoBuda XPAHEHUA U CTABUITbHOCTb

Onsa nHagMBuAyanbHOW YNakoBKM:
* XpaHuTb Npu TeMnepaType, yKasaHHOM Ha yNakoBKe.
* He ncnonb3ynte peareHTbl NOCHe UCTEYEHUS CpOKa MOAHOCTHW, YKa3aHHOrO Ha YNaKkoBKe.
» Tect-nonocku ETEST HeobxoamMMo Bcerga XxpaHuTb B CYXOM, NPOXIIaAHOM, 3aLUMLLEHHOM OT BO34EWCTBUSA SPKOTO
cBeTa MecTe.
* He xpaHute TecT-nonocku ETEST, ocTaBLunecs nocrne BCKPbITUS MHANBUAYANbHON YNaKOBKU.

[na ynakoBKM Ha HECKONMbKO KapTpUAXen:

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

* He ncnonb3ynte He BCKPbITbIE KAPTPUOXKM NOCHE NCTEYEHNS CPpOoKa roAHOCTH, YKa3aHHOTO Ha yNnakoBKe.

» Tect-nonocku ¢ ETEST, ocTaBLuMecs Hen3pacxoAoBaHHLIMWN U3 BCKPLITOTO KapTpuaKa, CrefyeT XpaHnUTb B CyXOM
mMecTe. He BblHMMaWTe BnaronornoTuTernb Nocrne BCKPbITUA 1 3aKpbiBanTe KapTpuaK (BXOASALLEN B KOMMNNEKT
KPbILLKOW) cpasy nocrne UCnosib30BaHusI.

» Tect-nonocku ETEST HeobxoamMMo Bceraa XxpaHuTb B CYXOM, NPOXSaAHOM, 3aLUMLLEHHOM OT BO34ENCTBUSA SIPKOrO
cBeTa MecTe.
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* [Mocne BCKpbITUSA KapTPUAK MOXHO XPaHWUTb B TEHEHUE KONMM4YecTBa AHEW, yKa3aHHOro Ha HeM cOoky. 3anuwmnTe
[aTy BCKPLITUS KapTpuaka psigom ¢ cumeoriom L1l Mepen ncnonb3oBaHNeM oCTaBLUKMXCS TECT-NONOCOK y6eanTech,
YTO CPOK XpaHeHus nocne BCkpbITUs (14 nnu 31 AeHb B 3aBMCMMOCTM OT MOMEKyrbl) He NPEBbILLIAET CPOK FOAHOCTH,
yKasaHHbI/ Ha ynakoBKe.

* [Mocrne BCKpbITUSA KapTPUAPK MOXHO HECKONBKO pas 3akpblBaTb M OTKpbIBaTh. [1pn Hagnexaluem xpaHeHum
1 obpalleHnn 3To He BNNSIET Ha cTabunbHOCTb. KonnyecTBo Genbix NPsSIMOYroNbHUKOB B KBaApaTe, HanevyaTaHHbIX
Ha NpaBON CTOPOHE, O3HaYaeT, CKOMbKO pa3 MOXHO OTKPbITb KapTpuaK, BKMovasa BekpbiTue (3 pasa B unu 4 pasa 55
B 3aBMCUMOCTM OT MoreKynbl). YTobbl 3adhmkcupoBaTh 3TO YMCIO, 3aKpackTe OAMH U3 BenbiX MPSIMOYrONbHUKOB NpK
BCKPbITUM KapTpuaxa 1 3aTeM 3akpaluvMBanTe no ogHoMy 6enomy npsaMOyronbHUKY Kaxabli pas, oTKpbiBas
1 3aKpbiBast KapTpuoxX.

lMpumepsbi (3MukemKu HUXe npueoodsIMCcsi MObKO 8 CrPaBoYHbIX UErsxX):

ETEST® XXX 0.016-256 ug!rl]L ETEST® XXX 0.016-256 ug.-‘n_'_lL
EE - - <.14D | I:m - - =3Dp OO
—_— = =— = = 09999901 (][] —— o= == == 09999801 (1]
« TNocne Toro kak kapTpuapk GyAeT OTKPLIT MakCMMarnbHOe KONMMYECTBO pas, BCE OCTaBLUMECS TECT-MOMOCKM crneayet
yTUNM3NPOBaTb.

* Bxopgsler B KOMMMEKT KPbILLKON MOXHO 3aKpblBaTb TOMBbKO KApTPUAKM U3 TOTO Xe KomnnekTa. He ncnonssynte
KPbILLKM OT APYrMX NapTun v npenapaTos.
» KpbILKy cneayeT yTunManposaTtb Mocne ee ncnonb3oBanus ¢ 10 kapTpuaxamm n3 ynakosku.

MCNONb30OBAHUE

* [lMepen ncnomnb3oBaHem TecT-nonocok ETEST 13 HepackpbITON ynakoBku HEOBXOAMMO OCMOTPETh YNaKkoBKy Ha
npegmMeT OTCYTCTBUS NMOBpPEeXAeHU. He ncnonb3ynte B cnyyae, ecnv ynakoska Obina noBpexaeHa.

* [Mocne n3baATUA N3 XONOANIBHUKA/MOPO3UITbHUKA HEOOXOAMMO BbiAepXaTb UHAMBUAYAIBHYIO YTaKOBKY UM
YMNakKoBKY Ha HECKOMbKO KapTpuaXKen npu KOMHaTHOWM TemnepaTtype A0 BCKPbITUs (0koro 15 MuHyT, ecnu
Temnepartypa xpaHeHus coctasnsana +4 °C, unm okono 30 MUHYT, ecrniv TemnepaTypa XpaHeHUss cocTaBnana
-20 °C). M3BnekaTb TECT-NOMOCKY 13 YNAKOBKM CreadyeT HeENOCPeACTBEHHO nepen ucnons3osaHuneMm. lNepea
BCKPbITMEM YNaKoBK/M HEOOXOAMMO [0XAATbCA MOJHOro MCNapeHus Briaru, KoTopas Morfna CKOHOEHCMPOBaTLCH Ha
BHELLHEN NOBEPXHOCTMN YNaKoBKM.

* He npukacavitecb K NOBEPXHOCTW TECT-MOJOCKM, HA KOTOPOW HAXOAMTCH rPafAMEHT (K CTOPOHE, NPOTUBOMOIIOXHOW
wkane MUK). Ans B3aTua Tect-nonocok ETEST pekomeHayeTca ncnonb3oBaTb pyvHON annnunkaTop [Hanpumep,
Mini Grip-It (puc. 1), BakyymHbir nuHueT NEMA C88™ (puc. 2), nuHUET unm nofobHoe 1M ycTpoicTso]. B cnyvae
n3BneyeHns Tect-nonocok ETEST Bpy4Hyt0 MUHLETOM Mnun nogo6HbIM YCTPOMCTBOM pa3peLlaeTcs npukacaTbes
TOMbKO K KOpeLLKaM (TOMY MECTY, Ha KOTOPO€e HaHEeCEH 2- unun 3-0yKBEHHbIV KOa).

Puc. 1
M3BneyeHne Tect-nonockn ETEST 13 nHamemayansHon M3BneyeHune tect-nonockn ETEST 13 kapTpuaka C NOMOLLbLO
ynakoBku ¢ nomotpto Mini Grip-It BakyymHoro nuHueta NEMA C88™

e VHCTpYKUMK ONA MHAMBUAYaNbHOW YNaKOBKM:

[Mpexge 4em oTkpbIBaTh YNakKoBKY, OCTOPOXHO NocTty4ynte yl'laKOBKOI;I no TBEPAON NOBEPXHOCTH,
4YTOObI TECT-MONOCKA OKasanach Ha AHe YNaKOBKW, 3aTE€M 3aXXMUTE YNaKOBKY Mexay 6onbLmm
M yKasaTtenbHbIM nanbuamMmun, NOMeCcTnB KOHYUK GonbLioro nansua B yrny6r|eHVIe Ha 3agHen
CTOpOHe.
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HaxmuTte 6onblivM nanbLem Bnepe v ykasaternbHbIM nanbuem Hasag, 4YTOObI OTNIOMUTL
antoMnHNEBYHO O6OJ'IO‘-IKy, npwn 9TOM BNaronorfoTUTeENb LOMMKEH OCTaTbCA B BEPXHEN YacTu
YyNaKoBKW.

OTOrHMTE BEPXHIOK YacTb Ha3ag, YTOObI MONMHOCTLIO OTKPbITb YNaKOBKY.

Maenekute TecT-nonocky ETEST 13 ynakoBku ¢ NOMOLLIO MUHLIETA UMK APYroro annnukaTopa.

* WHCTpYyKUMM ANS yNakoBKU HA HECKOMNMbKO KapTpUOKeN:

MogHMMUTE A3bI4OK N3 PONbIY B BEPXHEW YacTu KapTpuaxa n noTaHuTe Hasag,
YTOObI MONTHOCTBIO CHATB.

( Mpumeyvanune: Y6eautech, 4To NOCne BCKPbITUSA HA KapTpuUaKe He ocTanoch
donbry, MOCKOMbKY OHa NOMELLAET Kak CriefyeT 3aKpbiTbh €70 KPbILLKOW.

B kapTpmaxe HaxoauTcsa NakeTUK KannesnagHom oopmbl ¢ Bnaronornotutenem. He nasnekamrte Bnaronornotutenb
nocrie BCKpPbITUA.

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

* MeTop aBTOMaTU4eckom 06paboTku ¢
NMOMOLLbIO 8aBTOMaTUYECKOro
annnukatopa SIMPLEX C76™:

> 3arpysute kKapTpuaxu c TecT-

(pexomeHayemble MeToabl):
Bo3bMuTE BEpXHIOKO TECT-
nonocky ETEST, He kacasicb
BMaronornoTuTens.

Ecnu ncnonbayeTtcsa nuHUET nnu
aHanornyHoe ycTponcTBO:
HaxmuTte ykasatensHbiM
nanbLeM Ha y3Kui KoHeL,
nakeTuka C BrarornornoTuTenem,
4YTOObI NPUNOAHATbL TECT-
nonocku. He HaxxumanTe Ha
OKpyrnyto YacTb. MNpuaepxveas
nanbLeM BraronornoTuTensb,
N3BINEKNTE BEPXHIOK TECT-
nonocky ETEST u3 ynakoBku
MVHLETOM MW aHamNorM4HbIM
YCTPOWCTBOM.

nonockamm ETEST Hanpsimyto B
aBTOMaTMYECKUIA annsiukaTop
SIMPLEX C76™ (MHCTPYKLWK CM.
B PYKOBOACTBE Mofb3oBaTens
annnukatopa SIMPLEX C76™).

Cpasy nocne 1crnonb3oBaHUs HaAeHbTE KPbILLKY Ha KapTpuax (B NpaBuibHOM
NONoXeHUN) N XpaHuTe ero, kak ykazaHo B pasaene YCIIOBUA XPAHEHUA
N CTABUNIBHOCTb.

054384-01

bioMérieux SA  pycckuii - 4



ETEST® Imipenem (IP) (0.002-32 ug/mL)

051836 - 02 - 2020-07 -ru

MHCTPYKUUA NO NMPUMEHEHUIO
MNpurotoBneHue cycneH3nu u noces

1.
2.
3.

Hosenute cpeay n Tect-nonockn ETEST go komHaTHOM TemnepaTypbl.

Cwm. Tabnuuy 1 B KOHLUE 3TOro pasaena.

lMogroToBbTE CYyCNEH3MI0: CyCneHaNpPYyMNTE XOPOLLO M30MMPOBAHHbBIE KONOHMK, BbIPOCLUME HA Yallke C arapom

B TeYeHne Houn. [INns MUKPOOPraHNM3MOB CO CIIOXHBIMU NUTATENbHBIMW NOTPEBHOCTAMMN, TAKUX KaK MHEBMOKOKKM,

CTPENTOKOKKM, TOHOKOKKW, aHaapobbl u Haemophilus spp., NCNonb3ynTe CyCneH3uto, NPUroToBMEHHYH0 B OynboHe

B TeveHve 15 MuHyT. Yb6eautech B HAaNn4mmM B NOCEBHON CyCneH3nmn npasBunbHoro konnyectsa KOE/mn

(konoHneobpasyoLLasn eanH1LA) OTHOCUTENbHO COOTBETCTBYOLLEro cTaHaapTa no wkane McFarland. JaHHbIA nyHKT

0COBEHHO BaXeH Ans MUKPOOPraHN3MOB CO CIIOXHBIMU NUTATENbHBIMU MOTPEBHOCTAMU, U CAIU3UCTBLIX KONOHUIA

MWKPOOPraHn3MoB. [pn npaBunbHOM NPUroTOBMEHUM CYCNEH3UW NOCne KyNbTUBUPOBaHWUS JOMKeH ObITb Nony4YeH

CNIOLUHON WA NPaKTUYECKN CMOLLHOW POCT Ha NOBEPXHOCTU Cpebl.

CraHgapTbl MyTHOCTM no wkane McFarland He rapaHTVpylOT NPaBMbLHOIO KONMMYECTBa XMU3HECNOCOOHbIX GakTepun B

cycneH3un. Heob6xoanmo NpoBOAUTL PerynspHbIN NOACHET KONOHWIA ANs NPOBEpKU Toro, obecneunBaeT nu

ncrnonb3yemas Mmetogmka nocesa MonyvyeHne HyXXHOro KonmyecTBa Xn3HecnocobHbix 6aktepuit (B KOE/mn).

Cwmotpute pasgen KOHTPOJIb KAYECTBA.

BbINnonHUTE NOCEB: OKYHUTE B MOCEBHYIO CYCNEH3NI0 CTEPUNBHBIN, HETOKCUYHBIA U HE CIIULLKOM TYrO CKPYYEHHbIN

TamnoH. YaanuTte n3bbiTOK XUAKOCTU, MPUXKaB TaMMOH K BHYTPEHHEN MOBEPXHOCTU CTEHKM Npobupku. Yoanute

Bonblue XMAKOCTK, KOoraa AenaeTcs noces Ha yawky gnametTpoMm 90 MM, U MEeHbLUE NpU 3aCeBaHNM YaLlKu

avnametpom 150 mm. TwatensHO pacnpegenvTe CyCrneHs3mio No NOBEPXHOCTH arapa Wrpmuxamm B Tpex

HanpaBneHunsix, Kaxxapln pa3 noBopaymBas Jaluky Ha 60 rpagycoB, 4Tobbl obecneynTb paBHOMEPHOE pacnpeneneHne

noceBHOro MaTepuana. B kauecTse ansTepHaTUBbl MOXHO UCMONb30BaTh NHOKynsTop RETRO C80™ ans

3PP eKTMBHOrO pacnpeaeneHns NoCeBHON CyCneH3nmn no noBepxHocTn arapa (puc. 3) (MHCTPYKLUK CM. B

PYKOBOACTBE nonbk3osaTtens nHokynatopa RETRO C80™). anTe n3bbiTky Bnaru agcopbuposartkes B TedeHne 15-20

MUWHYT, Tak YTOObl MOBEPXHOCTb Oblfia MOJIHOCTLIO CyXOW Nepea HaHeCEeHUEeM TeCT-NMOJIOCOK C rPagueHTOM
TEST

Puc. 3

MoceB Ha YallKy ¢ arapoM ¢ NoMOLLbo MHOKynsTopa RETRO C80™

HaHeceHune TecT-nonocok um I/IHKyﬁaLlMil

1.
2,
3.

Y6enuTech, YTO 3acesiHHas NOBEPXHOCTb arapa NofiHOCTbIO CyxXas.

Otkpovite ynakoBky ETEST, kak ykasaHO B UHCTPYKLMK MO BCKPbITUIO M paboTe € TECT-MOMOCKaMu.
TecT-nonockn ETEST MOXHO HAHOCUTbL Ha 3aCesHHY0 NMOBEPXHOCTb arapa C MOMOLLbIO Py4HOro annnvkatopa
[Mini Grip-It, BakyymHoro nuHueta NEMA C88™ (puc. 4), nMHLETa Ui Apyroro aHarorMyHoro ycTpoiicTsal
nm6o
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aBTOMaTMYeckoro annnukatopa SIMPLEX C76™ (puc. 5). PaamecTtute Tect-nonocky ETEST wkanoi MUK Beepx
(Mo HanpaBneHWIo K KPbILLKE YaLlKM) U MakCMManbHOW KOHLEeHTpaunen brnvke K kpato vaiukv (puc. 4 u 5).

I~

Low

=4

/i

Puc. 4

HaHeceHnwne TecT-nonockv ETEST Ha noBepxHOCTb
arapv3oBaHHOM cpefbl C MOMOLLbIO BaKyyMHOrO NHLETa
NEMA Cc88™

Puc. 5

HaHeceHnwne TecT-nonockv ETEST Ha noBepxHOCTb
arapu3oBaHHOW cpefbl C MOMOLLbIO aBTOMaTUYECKOro
annnukatopa SIMPLEX C76™

4. MoxHO ncnonb3oBaTh WabnoH Ans ONTUManbHOro noMelleHnst Tect-nonocok ETEST paBHoyganeHHo apyr ot
Jpyra B Yallke ¢ arapoM. B ogHow yalwike auameTtpom 150 MM ¢ arapom MOXHO pa3MeCcTUTb 40 LECTU TECT-MONOCOK
ETEST (puc. 6a), a B ogHon Yawwke gnametpom 90 MM ¢ arapoM — 40 ABYX (puc. 66). [1na MukpoopraHnamoB
C OXXMAEMOW BbICOKOW YyBCTBUTENBHOCTBIO UCMOMNb3YNTE MEHbLLE TECT-NMOMIOCOK Ha Yallke agnametpom 150 Mm
N TONbKO OAHY TECT-MOSOCKY Ha Yallke anameTpomM 90 mm.

Puc. 6a.

LLlabrnoH ans 6 TecT-noriocok B yaluke guametpom 150 mm

Puc. 66.

LLlabnoH ans 2 TecT-noriocok B yaiuke guametpoM 90 MM

5. Heobxogumo y6e,qmbc;|, 4YTO TECT-NMOSIOCKA MOSTHOCTLIO NpUNeraeT K NOBEPXHOCTM arapa. He cnenyet pasMeliaTtb
TEeCT-NONOCKY B NepeBEepHYTOM MOSOXXEeHUW, TaK Kak arnmnc MHI'I/I6VIPOBaHI/Iﬂ He 06pa3yeTCﬂ, NOCKOJ1bKY aHTUBNOTUK
HE MOXET NPOHNKHYTb Yepe3 HENOPUCTYHO NNTaCTUKOBYHO TE€CT-NOJ10CKY. Mpn HeobxoaMMOCTN MOXHO yoannTtb
BO34yLIHbl€ NMONoCTU, BUOUMbIE NOA TECT-NOSIOCKON, OCTOPOXKHO HaXKMMasi Ha TECT-NONOCKY (He aBuras ee) KOHYMKOM
anniukatopa nnn NnMHUETOM, Npu 3TOM HanpaBrieHne ABMXeHnA OOIMKHO ObITb OT MUHMMAaIbHOMN KOHUEHTpaunn
K MakcumarnbHon. ManeHbkne Ny3bIPbKN HE BNUAKOT Ha pe3ynbTaTbl TECTUPOBAHUA. Mocne HaHeceHus TecT-
NOJIOCKY Henb3A cABUraTtb, NOCKONMbKY npoucxoant MrHoBeHHoe BbICBOGOXAEHME aHTUOMOTUKA B arap.

6. KyﬂbTI/IBMpOBaTb YallKky ¢ arapoMm cnegyet B nepeBepHYTOM NOJIOXKEeHUU (KprLIJKOIZ BHI/13), NOCTaBlieHHbIMU OPYT Ha
opyra, HO He 6onee 5 vallek, B COOTBETCTBUM C ycnosmaMu, npnBeaeHHbIMU B PYKOBOACTBE HUXKE.

Tabnuua 1. YkasaHusa no Bbl60py nutTaTesibHbIX cpen, NoAroToBKe NOCeBHOro matepuana u KynbtTuBMpoBaHuio

Mpynna ArapusoBaHHas MoceBHoOM MaTepuan KynstuBupoBaHune
MWKPOOPraHu3 | nuTaTtenbHas O CEEE
OB G MuTaTenbHasi cpega | NMoTHocTb | Temnepatypa Bpewmsi (4achbl)
a), 6), B) (no wkarne (2 °C) Atmocdepa 0
McFarland)
A3pobbl Mionnepa- 0,85 % NaCl (nnum 0,5 +35°C OkpyxatoLy, 16-20 A)
XWHTOHa COneBOW pacTeop) (1, ecrm asd cpepa 29—24 ®) nns
KOMOHUS Acinetobacter
cnuancras) SPp-
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Mpynna ArapusoBaHHasi [MoceBHOW maTepuan KynbTrBupoBaHve
MUWKPOOPraHus3 | nuTartensHas OnTuaeckas
WLk Cpeze MuTaTenbHas cpeda | NRoTHOCTb | Temnepatypa Bpemsi (4ach
a). 6). 8) Pea (no wkane (iZQ’C)yp Armoccpepa | P r)( )
McFarland)
Streptococcus Mionnepa- BynboH Mionnepa- 0,5 +35°C 5% CO, 20-24
pneumoniae | XwHToHa + 5 % XUWHTOHa (Mnn (1, ecnm
KpoBM (no COrneBoOW pacTBoOp unm KO}'IOHVIﬂ
CcTaHgapTam OynbOH C cepaeyHo- cAnaucTas)
CLSI) MO3roBbIM
MHF — arap akcTpakTom (BHI))
Mtionnepa-
XVHTOHa ang
NPUXOTIINBbIX
MUKPOOPraHn3m
oB (no
cTaHgapTam
EUCAST)
AHaspobb™) Arap Brucella | BynboH ansi Brucella 1 +35°C 0 24-48-72
¢ 5 % kposu, nnu 6ynboH 80-85 % N2/| g 3aBMCUMOC-T
BUTaMnHom K Mtionnepa-XuHToHa 5-10 %C0O2/ 1 OT BMAaa.
(1 mxr/mm) (vrn BynboH o Heobxoanmo
N reMUHOM Leanepa + ButamuH 10 % Ha noaTBEpPOUTb
(5 mxr/mm) K3) pesynesratbl
YYBCTBUTENBHO
ctu (S/1) yepes
48 yacos.

MpumeyaHus:

a) bbIno ycTaHoBMEHO, YTO corneBol pacTBop (Homep no katanory V1204) coemectum ¢ ETEST.

©) Bbino yctaHoBneHo, 4To Brain-heart infusion broth - CepaeyHo-Mo3roBow 6ynboH (aanee no TekcTy «BynboH ¢
cepaeyHo-Mo3roBbiM akcTpaktomy») (BHI) (Homep no katanory 42081) cosmectm ¢ ETEST.

B) Beino ycraHoBneHo, 4to Schaedler Broth + vit. K3 - Schaedler Broth + vit. K3 - Leanepa 6ynboH ¢ BuTammHom K3
(Homep no katanory 42106) (nanee no TekcTy «6ynboH LWeanepa + ButamuH K3») coBmectum ¢ ETEST.

r) Y6egutech, 4TO Yallka C arapoM KynbTUBMPOBanach B Te4eHNe peKOMeHO0BaHHOro neproaa BpeMeHu, npexae
YeM CHUMaTb NokasaHusl, 0COBEHHO B Crlyyae 3amMefIeHHOro NPOsIBNEHNS YCTONYMBOCTU U MEAJIEHHO PacTyLLUMX
NPUXOTANBBLIX MUKPOOPraHW3MOB.

A) Ona MmegneHHo pacTywmx n3onsatoB Pseudomonas spp. BpeMs KynbTMBMPOBaHUA cneayeT YBenuynTb A0

48 yacos.

e) ina MeaneHHo pacTyLlmx n3onatoB Acinetobacter spp. Bpems KynsTMBUPOBaHWUS criedyeT yBenmunTb Ao 48
4Yacos.

X) Ansa obnuraTHbIx aHaapoboB credyeT yoeauTbCs, YTO Ha MPOTSXXEHUN UCCIIeA0BaHNSA NOAAEPXKUBAOTCS
aHaspobHble ycrnosusi. HE CMELLMBATD.

PE3YJIbTATbl U UHTEPMPETALUA
YyeT pesynsraTtoB

.

Korpa poct 6aktepuii XopoLlo 3ameTeH, cumTtanTe 3HadeHne MUK B mecTe, rae annunc nHrmbmposaHus nepecekaet
TecT-nonocky. KoHeuHble 3HadeHns MUK B metoge ETEST 06bI4HO 4eTKO BbIpaXeHbl, HO MOTyT HabnogaTbes

N pasnuyHble KapTuHbI pocTa/MHrimbrposanus. Cm. nnnoctpaunm Huxe (puc. 7-11).

He yunTbiBanTe pesynsraThbl, €Crnuv KynbTypa BbIrSAUT CMELLaHHON UK ecnv pocT GakTepuin o4eHb
He3HauYUTENbHbLIN UK CAULLKOM rycTon. MNoBTopuTe TecT.

[ns 6akTepuumaHbIX NpenapaTos, TakUX Kak UMUNEeHeM, KoHeYHoe 3HaveHne MUK crniegyet yunTbiBaTh B MeCTe
MOSHOro UHrMBUpPoBaHUsi pocTa. NMoMyTHeHWE 1 MaKpo- UM MUKPOKONOHWK B Npegenax 3 MM OT TECT-NOMOCKU
cnegyeT yunTbiBaTh Kak pocT (puc. 12).

PocT Boonb Bcero rpagveHTa (OTCYTCTBME aNnunca MHrmbupoBaHust) o3HayaeT, 4To 3HaveHne MUK Bbiwe nnu
paBHO HaMBbICLLEMY 3HAYEHWIO Ha LKane. ONunc MHIMBUPoBaHUSI HUXKe rpagueHTa o3HavaeT, 4To 3HadveHne MUK
HWXe, YeM Hambornee HM3Koe 3HayYeHne Ha Lwkane.

MN3bbiTouHas Bnara B Yallkax nepef noceBoM, He4OCTaTOYHO BbICYLLIEHHAs MOBEPXHOCTb Nepes HanoXeHWem TecT-
MONoCcoK N/vnn HepaBHOMEPHO 3acesiHHblE LUTPMXOM NOBEPXHOCTW MOTYT NPUBECTU K OTCYTCTBMIO CNIOLLHOMO pocTa
nnu 3ybyaTbiM kpasm annunca. lNosBTopuTe TECT, ecnu y4eT KoHeYHbIx nokasaTenent MUK 3aTpyaHeH. B cnyyae
HepoBHbIx NnepeceyeHun MUK ¢ nonockon yumTeiBanTe 6onbluee 3HaYeHne. Ecnu passegeHuii > 1, noBTopute TeCT.
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* [1ns TO4HOro onpeaeneHnst KOHeYHbIX 3HadeHun MUK ons nHeBMOKOKKOB, 3HTEPOKOKKOB, by3obakTepui
n Acinetobacter spp. HaKkInoHWUTE YaLlKy U/Unn NCMonb3ynTe YBENUYMTENBbHOE CTEKIO.
» B cnyyae TyHHenbHoro pocta npeHebperanite TOHKOW JIMHWEN pocTa BAOSb TECT-NOMOCKW.

Mpumepbl yyeTa pesynsraToB
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MWK = 0,19 mkr/mn
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S. pneumoniae
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0

ne

75
50
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B. fragilis
ATCC® 25285™
MWK = 0,064 mkr/mn

E. faecalis
ATCC® 29212™
MWK = 1,5 mkr/mn

e SOF N T PN

.0
75
50
38

Bt

Puc. 12

MWKPO- 1 MaKpOKOMOHWK crieayeTt
yYUTbIBaTL NS NEHEMOB BO BPEMS
pocrTa.

MWK = 8 mkr/mn

UHTepnpeTauus

Ons uHtepnpeTaumm 3HaveHnn MUK, nonyyeHHbix ¢ noMoLubio Metofa ETEST, MOXHO Nonb3oBaThCS MOPOroBbIMY
3HadyeHusimm MUK onsa onpegeneHns kateropuin MHTepnpeTaLmmn, onybrnmkoBaHHbIMI YNpaBneHneM no KOHTPOSIo
KayecTBa NULLEBbIX NPOAYKTOB U nekapcTBeHHbIX cpeactB (FDA)/CLSI, EUCAST w/unu Balumm HauMoOHarnbHbIM

KOMUTETOM.

TekyLume norpaHuyHble 3Ha4eHUs NpyMBeaeHbI Ha Takmx Beb-cantax: https://www.fda.gov u/mnuhttps://clsi.org n/vnn

www.eucast.org.

Byayun nonHocTbIo KonmMyecTBeHHbIM MeTogom onpeaenerns MUK, ETEST gaeT BO3MOXHOCTb flabopatopum
coobLwmnTb ToYHbIe 3HaveHns MUK BmecTe c kaTeropuen nHtepnpetauun. ETEST onpepenset 3Havenms MUK no
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HenpepbIBHOW LLUKane 1 MOXeT Noka3aTb pe3ynbraThl B NPOMEXYTOYHOM MONOXEHUW Mexay TpaauLMOHHBIMM

OBYKpaTHbIMW pasBedeHnsmu (B nonpassegenus). Ecnv snavenne MUK no metogy ETEST HaxoauTca mexay
CTaHAapPTHLIMU ABYKpPaTHbIMU pa3BedeHNsMN, TO ero criedyeT OKpYrnunTb 40 brivkanlluero BepxHero 3HavyeHus

OBYKpaTHOro pa3BefeHns nepeq TeM, Kak kKaTeropusmpoBarsb.

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

S I R
HyecmeumernbHocmb fpu HyscmeumenbHocmb npu Ycmouyusocmb
cmaHOapmHOM pexume ysenuyeHHoM gosdelicmeuu
0o3uposaHusi
<0,06 0,121 22

MWK 1 mkr/mn no metogy ETEST kaTeropmanpyeTcs Kak YyBCTBUTENBHOCTb NpY YBENUYEHHOM Bo3aerncTaum (1), B TO
BPeMs Kak KOHLeHTpaums 1,5 okpyrnseTtcs 4o 2 MKI/MN 1 KaTeropmanpyertcs Kak yctondmsocTb (R).

KOHTPOJIb KAYECTBA

YT06bI NpOBEpUTL paboune xapaktepuctukn Habopa peareHtoB ETEST, Ka4ecTBO cpef, NOCeBHOro matepvana

1 Mcnomnb3yemblX NpoLueayp, NPoTeCTMpyTe WTamMmbl A4S KOHTpons kadecTsa (KK), npuBeaeHHble B cnepytoLuen
Tabnuue. PeareHTbl 1 ncnonb3dyemble NpoLiedypbl CHUTAOTCS YAOBNETBOPUTENBHBIMU, €CAN NofyYeHHble 3HaveHuss MUK
COOTBETCTBYIOT CNeAyLLMM creumndmrKaumnsam KOHTPONs KayecTsa:

MUK Kon IUTAMMbBI ANA KK ETEST OVANA3OHbI MUK NS KK
AHTUMWKPOBHOIO ETEST (mkr/mn)
MPEMAPATA (Mxr/mr)

Mmunexem IP E. coli ATCC® 25922" 0,064-0,252). %)
0,002-32 P. aeruginosa ATCC® 27853™ 1-42), 6)
S. pneumoniae | ATCC® 49619" 0,032-0,1252). 6)
B. fragilis ATCC® 25285" 0,032-0,1252)
E. faecalis ATCC® 29212™ 0,5-22)6)
MpumeyaHus:

+ a) CLSI M100: Performance Standards for Antimicrobial Susceptibility Testing, 29t Edition (CLSI M100.
HopmaTuBHble noka3aTenu TeCTUPOBaHUSA aHTUMUKPOBHON YyBCTBUTENBHOCTU, 29-e n3gaHuve).

* 6) EUCAST: European Committee on Antimicrobial Susceptibility Testing, version 9.0, valid from 2019-01-01
(EUCAST: EBponeicknii KOMUTET MO TECTUPOBaHMNIO aHTUMUKPOOHON YyBCTBUTENBHOCTH, Bepcust 9.0,
pencteutensHa ¢ 01.01.2019 r.).

PesynbraTthl aHanm3a nauveHTa He cnepyet coobwatk, ecnu pesynstathl KK BbIXogAaT 3a npegensl yTBEPXKOAEHHbIX
3HayeHu KK. Yactorta npoeenenusa KK gomkHa ycTaHaBnmBaTbCs kaxaown naboparopuen MHOMBUAYarnbHO.
PykoBogsLmne npuMHUMnbl NpeacTaBeHbl B JOKYMEHTax Mo onpeaeneHnto YyBCTBUTENbHOCTU K aHTubnotmkam CLSI
cepuin MO7, M11 1 M100.1.2.3

Mpeaenbl 3HaveHun ana KK metoga ETEST moryT otnudatbes oT cneundukaumin CLSI n (unn) EUCAST B HeKOTOpbIX
cnyyasx. MNpepensl 3HadeHn ana KK metoga ETEST ocHoBbiBatoTCA Ha o6wwmpHon 6a3e, cCobpaHHON Npu KOHTPOMLHOM
TeCTMpoBaHMK BONbLLOrO YMCra CEPUN PEaKTNBOB B TEHYEHNE HECKOMBKUX NET, U BKIIOYAKT AaHHbIE MHOMOLEHTPOBbIX
nccnenoBaHui.

Ecnu 3HaveHua MUK B oTHoweHun wtammoB Ans KK HaxoasTcs Ha nonpassegeHus Huxke HukHero npegena KK, nx
cnenyeT OKpyrnuTb A0 GrnvkaiLlero BEpXHEro 3Ha4YeHns ABYKpaTHOro pa3BeaeHns nepes TeM, Kak yCTaHOBUTb
cootBetcTBUue KK. MogobHbiM obpasom, ecnu 3HavyeHnss MUK HaxogaTcst Ha nonpasBeaeHus Bbllle BepxXHero npeaena
KK, nx cnegyet cuntatb HecooTBeTcTBYHOLWMMN KK.

Heobxoarmo NpoBoAWTb pPerynspHbIi NOACYET KOMOHWI ANst NPOBEPKU TOro, 00ecnevymBaeT N NonyyYeHHas nrioTHOCTb
CyCneH3un NOCEBHOIO Matepurana nonyyYyeHne 4OCTaToMHOrO KONMYEeCTBa u3HecnocobHbix 6aktepuint B KOE/mn.
MpurogHbI MaTepuan Ana nocesa Aact NpubnuanTensHo ot 1-5 x 108 KOE/mn.

CtaHpapTtbl MmyTHOCTM no wkane McFarland He rapaHTUpylOT NPaBUITIBHOrO KONMYeCTBA XU3HECNOCOOHbIX
6aktepun B KOE/mn.
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OXWOAEMbBIE PE3YJIbTATbI

YPOBHM YyBCTBUTEMNBHOCTM K @aHTUBMOTUKAM A1 Pa3nuyHbIX Buonornyecknx nonynsumin 6aktepumin 6onblue HEBO3MOXHO
npeackasaTb B CBSA3W C NPOrpecCMBHbIM PasBUTMEM YCTONYMBOCTU. [ToaTOMy nabopaTopus AoMmKHa Nosb30BaTbCs
oxungaembimu pesynstatamv MUK pasnuyHbix aHTMOMOTUKOB Anst pedpepeHTHbIX LLUITaMMOB KOHTPOIS KayecTBa, YTobbl
o6ecneunTb COOTBETCTBME TEXHWKM TECTUPOBaHNS HEOOX0AMMbIM TPEOOBAHUSIM Y Pa3yMHY TOYHOCTb MOMyYaeMbIxX
KIMUHNYECKUX pPe3yrbTaToB.

PABOYUE XAPAKTEPUCTUKHU

Pabouvne xapaktepuctukn ETEST ans nmmneHema 6b1nm yCTaHOBMEHBI C UCMOSIb30BAHUEM CPABHUTENbHBIX OLEHOK.
3T nccneposanns nokasanu, 4yto MUK no metogy ETEST IP koppenupytoT ¢ pecdbepeHTHbIM MeTogom CLSI MO7?
1 M11.2 MeTog ETEST cunTaeTcsi no cyllecTBy aKkBMBaneHTHbIM MeTogam CLSI, koraa sHaveHns MUK 13 obenx
npouenyp nokaselBatoT nonHoe cooteetcteme (EA) = 90 % B npenenax + 1 pasBegeHus.

Pabouve XapaKTepUCTUKnN npmuBeaeHbl HXe:

MwvikpoopranHuam Lrammbl (N) % nonHoro cooTeetcTems (EA) 2)
Aspobbl 683 95
S. pneumoniae 200 96
AHaspobbI 734 96

Mpumevanus:

e a) EA — % 3HaueHun MK B npegenax + 1 pa3seneHunss pepepeHTHOro Metoaa.

* 6) 3HauyeHns MUK, nonyyeHHble ¢ nomoLbio metoga ETEST IP, kak npaBuno, NONHOCTBLIO COBMAAAlT UMM Kak
MUHVMMYM Ha OAHO ABYKpaTHOE pasBefeHve Bbille Npu TecTupoBaHun Pseudomonas aeruginosa n Acinetobacter
baumanii no cpaBHeHwWto ¢ pedepeHTHbIM meTogom ISO/CLSI myukpopasBeaeHui B OynboHe unu passegeHui
B arape.

OrPAHUYEHUA

* CnocobHocTb ETEST K BbISIBNEHMIO YCTONYMBOCTM CrEAYOLLMX MUKPOOPraHn3MOB HEM3BECTHA, TakK Kak BO BPEMS
BbINOMTHEHUS CPABHUTENBHOTO TECTUPOBAHMSA JOCTAaTOYHOMO KONMMYECTBa YCTONYMBBIX LUTAMMOB B HanNn4ynv He 6bino:
MmuneHeM: aapo6bi (rpaMnonoxuTternbHblie KOKKU) U S. pneumoniae.

* /3-3a OTCYTCTBUS KaTErOpUM MHTEPNPETALUM KYMEPEHHO YCTONYMBLIA» B COOTBETCTBMMN C MOTrPaHUYHbLIMU
3HaveHnammn EUCAST 2019 ansa nmmneHema tectupoBaHne Pseudomonas aeruginosa ¢ NCnonb30BaHNEM 3TOro
npenapara npueesno kK 60nbLUMM PacXOXAEHUSIM B OTHOLLEHUU KyTbTYp, KOTOPbIE B LLIENIOM COOTBETCTBYHOT
pedepeHTHOMY MeToay. Ecnu MUK ETEST IP coctaBnsieT 6 nnu 8 mkr/mn, To npy cobniofeHnm pekoMmeHaaLumn
EUCAST Heobxoamnmo cHavyana noBTOpUTb TECTUPOBAHME C UCMOSIb30BaHNEM anbTepHaTUBHOro/pedepeHTHOro
MeToza M ToMnbKo NOTOM coobLath pesdyneraTthl Ans Pseudomonas aeruginosa.

BAXHbIE 3AMEYAHUA

1. WNHoraa HekoTopble KOMOMHauumM 6akTepumn n aHTMBMOTMKA AalT HEOXMAAHHbIEe pe3ynbTaThl. B Takux cnyyasax
MarnoonbITHOMY nepcoHany 6yaeT CroXHO NPUHATL peLleHne No KoHevHoMmy 3HadeHunto MUK. OgHako, 4Tobbl
Hay4YnTbCS NPaBUIbHO OnpeaensTe KoHeYHble 3HadeHns MUK, coTpyaHukn MOryT NpakTMKOBaTLCS, perynspHo
ncnonb3ys pedepeHTHbIe LUTaMMbl U CPaBHMBAs CBOK paboTy ¢ pe3ynbraTaMu KBanvguUMpOBaHHbIX PabOTHMKOB.

2. Kak u Bce gaHHble AST, pesynbtatel ETEST aBRAOTCA TONBKO 3HAYEHUSIMU in Vitro n MOryT yKasbiBaTb Ha
NoTeHLManbHY YyBCTBUTENBHOCTb MUKPOOPraHn3MoB in vivo. icnonb3oBaHune pesynsTaToB Npu BbIGOpe neveHns
[OIMKHO ObITb €AMHONUYHBIM PeLUeHNEM U OTBETCTBEHHOCTbIO Neyallero Bpada. OH JOmKeH NpMHMMaTh BO
BHYMaHWe MeAMLMHCKUIA aHaMHe3 1 BCIO M3BECTHYI0 MHAOpMaLMIO O NauueHTe, hapmMakokMHeTyYeckme
1 chapmakognHaMm4eckme CBOMCTBa aHTMBMOTMKA 1 KMMHWUYECKUIA OMbIT NeYeHns AaHHbIM NpenapaTom NHeKumi,
BbI3BaHHbIX KOHKPETHbIM BakTepuanbHblM natoreHoM. Takke cnedyeT yunTbiBaTb TUM aHTUOMOTYKE, 403y U PEXUM
[031pOBaHus.

3. [nsa nony4eHus AONOMHUTENBHOW MH(POPMAaLMN O KOHKPETHBIX OFPaHNYEHUsIX B UHTEpPNpeTauun pesynsratos U/mnm
OrPaHNYEHNAX KITMHNYECKOrO MCNOMb30BaHUS aHTUBMOTVKA B pa3nnyHbIX TepaneBTUYECKUX CUTyaumnsix cM. Tabnuupbl
N CHOCKM Ha cTaHgapTbl nHTepnpetauun MUK B nocnegHunx sepcusx pekomerngauun EUCAST mnun gokymerTtos CLSI
Mo onpeaeneHnio YyBCTBUTENbHOCTY K aHTMBMOTUKaM ANs npoLeayp passeaeHus (cepuin MO7, M11 u M100).1.2.3.4

YTUITU3ALMA OTXOOO0B
YTUNM3npynTe 1crnosb3oBaHHbIe 1 HEWNCMOb30BaHHbIE peareHThbl, a Takke KOHTAMUHUPOBAHHbLIE PACXO[HbIe MaTepuarbl
B COOTBETCTBUM C TpeboBaHMAMU, NpeabaBnsaeMbiMy ANa YTUNU3aumnm MHMEKLUVOHHbLIX MaTepuarnos.

Kaxgas naGopaTopMﬂ obsizaHa 06paLIJ,aTbC$I C Nosfy4eHHbIMM OTX04aMu U CTOKaMn B COOTBETCTBUN C UX TUNOM U
CTeneHblo ONacHOCTU, a Takxe O6pa6aTbIBaTb N yTnnn3npoBsatb UX B COOTBETCTBUU C YCTaAHOBJ/TIEHHbIMU NpaBuiaMn n
HOpMaMu.
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CMUCOK NUTEPATYPbI

1. CLSI M07: Methods for Dilution Antimicrobial Susceptibility Tests for Bacteria That Grow Aerobically (Latest edition)
(CLSI MO7: MeTtogb! NpoBeAeHNsi TECTOB Ha onpeaernieHne YyBCTBUTENbHOCTM a3pobHbIX BakTepuii K
aHTMMUKPOOHBLIM Npenapatam nyTem pasBefeHus (nocnegHee nsgaxue)).

2. CLSI M11: Methods for Antimicrobial Susceptibility Testing of Anaerobic Bacteria (Latest edition) (MeTozabl
TECTUPOBAHWSI aHTUMUKPOOHON YyBCTBUTENBHOCTU aHadpOOHbIX BakTepuii (NocneaHee nsgaHue)).

3. CLSI M100: Performance Standards for Antimicrobial Susceptibility Testing (Latest edition) (CLSI M100.
HopmaTtuBHble noka3aTenu TeCTMpOoBaHNS aHTUMUKPOBHON YyBCTBUTENBHOCTY (NOcneaHee nsgaHve)).

4. EUCAST: European Committee on Antimicrobial Susceptibility Testing (Latest edition) (EUCAST: EBponeickui
KOMWTET MO TECTUPOBAHMIO YYBCTBUTENBHOCTUN K aHTUMMKPOOHBIM NpenapaTtam (nocnegHee nsgaHuve)).

TABTULA CUMBOJIOB U OBO3HAYEHUI

CumBon O603HayeHne

Howmep no katanory

MeauuuHckoe usnenue ans
[OVNarHoCTUKW in vitro

M3rotoBuTenb

TemnepaTypHbIN uanas3oH

Vicnonb3oBaTb A0

e MEE

Kog naptum

-
o
|

3anpeT Ha NOBTOPHOE NPUMEHEHNE

CpoK XpaHeHUs Nocre BCKPbITUS

OGpaTtnTechb K UHCTPYKLUK MO
NPUMEHEHNIO

Cooepxumoro 4ocTaToqHo Ang
nposegeHNaA n-konm4yectea TeCTOB

<] B\

[ata nsrotoeneHus

OrPAHUYEHHASA TAPAHTUA

KomnaHnus bioMérieux rapaHTupyeT, 4To paboune xapakTepucTuKM AaHHOTO U3AENUS COOTBETCTBYIOT yKasaHHOMY
npeaycCMOTPEHHOMY Ha3Ha4YeHWIo B TEYEHWEe BCEro CpoKa aKCmyaTaLmm npu yeroBum, YTo CTPOro cobniofeHbl Bce
npoLeaypbl N0 UCMOMb30BaHMI0, XpaHeHWo 1 0bpaboTke 1 Mepbl 6€30MacHOCTH, Kak MOAPOBHO N3NOXEHO B MHCTPYKLMAX
Mo 3Kcnyataumu.

3a VCKIYEHNEM BblLLeyKa3aHHbIX criyyaes, komnaHust bioMérieux He AaeT HUKaKMX rapaHTuiA, B TOM Yucne
noapasymMmeBaeMbIX rapaHTUin TOBAPHOTO Ka4ecTBa M rapaHTUii COOTBETCTBUS NpeanonaraeMoMy UCMoNb30BaHuIo, U He
AaeT HUKaKnx 06ﬂ3aTeJ'IbCTB, B TOM 4uUcne ABHO BbipaXXeHHbIX, nogpa3ymMeBaeMbIX UM KOCBEHHbIX, B OTHOLLEHUN
NCMNONb30BaHWs Kakoro-nnbo peareHTa, NporpaMMHOro obecneyeHus, npubopa u pacxodHblx MaTepuanos (oanee —
«Cuctemay), OTAMYHOTO OT YKa3aHHOro B MHCTPYKLMSIX MO SKCNyaTaLumn.

MCTOPUA NEPECMOTPOB
KaTteropum TMnoB nameHeHumn

H/M He npumeHumo (nepBoe nagaHue)

KoppekTypa McnpaeneHne ownbok B AOKyMeEHTaLmMm

TexHunyeckve [ob6aeneHune, nepecmMoTp u/vnn yaaneHne KacarLlencs npoagykta nHdopmaumm
N3MEHEeHNs
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AJJ,MI/IHI/ICTpaTVIBHbIe BBeneHne naMmeHeHnmn HETEXHUYECKOro XapakTtepa, 3acnyxusarLnx BHUMaHNA
N3MEHeHnA nonb3oBartend

lMpumeyvaHue. HesHadyumernbHble munogpagckue, 2paMmMamuyeckue USMEHEHUsI U USMEHEHUSsI 8
hopmamuposaHuU 8 UCMOPUIO NEPECMOMPO8 HE BKITHOYEHI.

Hata Homep Bepcun Twvn n3mMeHeHun 0O630p M3MEHeHUI
BbIMycka
2019-07 051836-01 MepBoe usgaHue H/M
2020-07 051836-02 TexHn4yeckne n3ameHeHus YnydLlweHnsa ans cooTBETCTBMSA LWabnoHam

1 PYKOBOACTBY Mo cTurto bioMérieux n cootBeTcTBus
pernameHTy IVDR (EU) 2017/746.

CocraB Habopa, YcnoBus xpaHeHUsa U CTabunbHOCTb,
Wcnonb3oBaHune, IHCTpyKUMA MO NpUMEHeEHUIo (HoBast
ynakoBka ETEST Ha HecKkomnbko kapTpuaxen)

[nsi nony4eHnst TEXHNYECKOWM KOHCYNMbTauum 1 NoaaepKku npocbba obpallaTbes K ynornHOMOYEHHOMY NpeacTaBUTerNo
npounsBoguTens Ha TeppuTtopun Poccuiickon depepaumm:

000 «broMepbe Pyc»
Appec: Poccusa, 115230, Mockea, 1-bii HaratuHckuin npoesg, a. 10, ctp. 1
Ten./dpakc: +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 cny4ae BbisiBNeHWsi N060YHbIX AMCTBUI, He YKasaHHbIX B MHCTPYKLUMUM MO NMPUMEHEHWIO UM PYKOBOACTBE MO
aKcnyaTauum MeauUMHCKOro M3aenusl, HexenaTenbHbIX peakuuii Npu ero NpUMeHeHU, 0CobeHHOCTe
B3aUMOAENCTBUS MEAULMHCKUX U3OenuiA Mexay coBoi, (hakToB 1 0BCTOATENBLCTB, CO34AOLLMX YTPO3Y XKUSHM U
3[10POBbI0 rpaxaaH U MEAULIMHCKUX PaBGOTHUKOB NPY MPUMEHEHWUU 1 SKCTyaTauum MeAULMHCKUX U3AENU,
HeoGXoAMMO HanpaBWUTb COOGLLEHNE, CoAepKallee ykasaHHble cBeaeHus, B deleparnbHyto crnyx0y no Hagsopy B
cthepe 30paBoOOXpaAHEHNS B COOTBETCTBUM C AENCTBYIOLMM 3aKOHOAATENIbCTBOM.

BIOMERIEUX, norotun BIOMERIEUX, ETEST, tect-nonocka ETEST, NEMA C88, RETRO C80 n SIMPLEX C76
SIBMNSIOTCA MCMONb3yeMbIMU, 3aPErMCTPUPOBAHHBIMU /UM HAaXOAALWMMMUCS B NPOLIECCE perncTpaumm ToBapHbIMU
3HaKamu, NpUHagnexawmmm komnaHmm bioMérieux, 0ooHON N3 AOYEPHUX UNN BXOASLLMX B €€ rpynny KOMMNaHuA.

CLSI sBnsietcst ToBapHbIM 3HakoM, npuHagnexaiimm Clinical Laboratory and Standards Institute, Inc.

ToBapHbI 3HaK 1 ToBapHoe nmsa ATCC, a Takke niobble Homepa no katanory ATCC — ToBapHble 3Haky KOMMNaHuu
American Type Culture Collection.

EUCAST o3HauyaeT EBponeincknii KOMMTET MO TECTUPOBAHMWIO YyBCTBUTENBHOCTM K aHTUMUKPOOHBLIM Npenapatam. 3Tu
OaHHble 6binn npegocTtaBneHsl EUCAST Ha 6e3B03Me3HON OCHOBE M A0CTYMHbI Ha cante EUCAST: www.eucast.org.
ABTOpCKMe npaBa Ha Hux octatotest Y EUCAST. Pekomenpauun EUCAST vacto obHoBRsitoTCS. VX nocnegHue Bepcum
[OCTynNHbl Ha Beb-cante www.eucast.org.

,El,pyrme Ha3BaHUA N TOBapHble 3HaKMN NpuHaanexart X 3aKoOHHbIM BllagesbLuaMm.

dotorpadcum: bioMérieux SA
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